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CNMUCOK COKPALLEHWUN

B HacTosen NHCTPYKLUUM NPUMEHSAIOTCA cCrneaylowmne cokpatle-
HUsi U 0603HaYEHUA:

- komnnemeHTapHas HK, nonyyaemas B peakuuun obpaTtHoi

kOHK
TpaHckpunuun Ha matpuue PHK

BKO - BHYTPEHHWI1 KOHTPOSbHLIA 0BpaseL

r3 - FTEHOMHbIV 3KBMBANEHT — Konuiectso PHK-muwwenn (1 konus),
coaepxawascs B 1 reHome Bupyca

AHK - Ae30KcpuBOoHyKNenHoBas KucnoTta

PHK - pubOHYKIIEMHOBAA KUCAOTA

HK - HYKIEUHOBbIE KUCNOThI

nK - NONOXWUTENbHbIN KOHTPONb akcTpakuuu [1HK, obpaTHOR TpaH-
ckpunumm u MLP, sknioyaeT parmeHT PHK SARS-CoV-2 _

K - oTpyuaTenbHbii koHTponb MNLP, He cogepxuT hparMeHTol PHK
SARS-CoV-2

OT-MNuP - o6patHas TpaHckpunuus v NLP-amnnudunkauus

OK - OTpUUAaTENbHbIA KOHTPONb IKCTPaKLMK

OKO - OTPULUATENbHbIA KOHTPOMbHLIN 0bpaseL

nne - NOTEHUMansHoO nHTepdepupyowme BewecTsa

nupP - NofiumepasHas uenHas peakuvs

PY - perucTpaumoHHoe yaocToBepeHue

COI Ne 6 NMKO PHK | - ctangapTHbIN obpasel NpeanpuaTus, cogepxawimi dparmeHT

2019-nCoV PHK SARS-CoV-2
- ®depepanbHoe rocyaapcTBeHHoOe GiopKeTHOE yupexaeHne

droy «LCri» «LleHTp cTpaTternyeckoro nnaHMposaHUsa U ynpasneHus Meauko-

P®MBA Poccun Guonornyeckumn puckamm 3aopoBbio» PenepanbHOro Meguko-
Bronorn4yeckoro areHTcTea

FRT - (hnyopecLeHTHasa AETEKUUS B pEXUME «peanbHOro BpeMeHu»

HA3SHAMEHUE

Habop peareHtoB ans BbisisrnieHnsa PHK kopoHasupyca SARS-
CoV-2 Tsikenoro octporo pecnuparopHoro cuHgpoma (COVID-19)
METOOOM MONMMEPA3HON LEeNnHON peakuun C aBTOMaTUYECKOWN 3KC-
Tpakuuen PHK «cAmMnnuTect SARS-CoV-2 aBTo», fanee — Habop pe-
areHToB «AMnnuTect SARS-CoV-2 aBTO», NpeaHas3HaveH ona kadve-
crBeHHoro onpeaenedna PHK kopoHaBupyca SARS-CoV-2 Taxe-
nioro ocTporo pecnupaTtopHoro cuHapoma (COVID-19) B Buonoruye-
CKOM maTepuane (Maskax co CrM3UCTON HOCO- U POTOrNIOTKU) METO-
aom [UP ¢ rubpunansaumoHHo-pnyopecUeHTHON aeTekunen B pe-
XUME «pearnbHOro BpeMeHny.
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lMokasaHus U NPOTUBONOKAa3aHUA K NPMMEHeHUI0 Habopa pea-
reHToB

Habop peareHToB ucnonbsyerca B KnNMHUYEcKon nabopaTtopHoim
ANarHOCTUKE OCTPbIX pecrnupaTopHbIX MHEKLUMN ONA UccneaosaHuUs
BGuonoruyeckoro matepuana, nony4eHHoro ot nnL, ¢ Nogo3peHuemM Ha
KOPOHaBUPYCHYIO MH(EKLUIO, BHE 3aBUCUMOCTU OT (DOPMbI M HANUYNA
mMaHudecTauun 3abonesaHus. Cneunduyeckas naTonorusa — KopoHa-
BMpYycHoe 3aboneBaHue, BbiaBaHHOE BUpycom SARS-CoV-2 (COVID-
19).

Matepuanom ansa nposeaenus OT-NLP cnyxart npobbl PHK, BbI-
AeneHHbie U3 Ma3KoB CO CrN3UCTON OBO0STIOMKM HOCO- U POTOMMOTKU C
MOMOLLIbIO KOMMNEKTOoB peareHToB Ans akcTpakumm PHK/OQHK n3 6uo-
noruyeckoro matepuana «AmnnuTect® MarHo-Cop6-Typ6o» npous-
Boactea ®I'BY «UCI» ®MBA Poccuu (P.Y. Ne P3H 2022/16452)
nnu «AmnnuTect® MarHo-Cop6-Komb6o» npoussoactea Iy
«LICIM» ®MBA Poccum (P.Y. Ne P3H 2022/19200).

lMpoTuBONOKa3aHUA K NPUMEHEHUIO OTCYTCTBYIOT, 32 UCKITHOYEHUEM
cnyyaesB, korga 3abop martepuana He MoXeT ObiTb OCyLLECTBIMEH NO
MEANLIMHCKUM NOoKasaHUsIM.

He ucnonb3oBaTb Habop peareHToB, €CfM HapyLLUEeHa BHYTPEHHSAS
ynakoBKa wurv BHELUHUA BUA, peareHTa He COOTBETCTBYET ONUCAHNIO.

He ncnonssosatb Habop peareHToB, ecnv He cobnioganuck ycro-
BUS TPAHCNOPTUPOBAHUSA U XpaHEHUSI COrNacHO UHCTPYKLINN.

He ncnons3oBaTb Habop peareHTOB Mo UCTEYEHUN CPpOKa FrO4HOCTM!.

Komnnekrauma paHHoro HaGopa peareHToB npepnonaraeT 3Kc-
Tpakumo PHK u3 npob 6uonorumyeckoro marepmuana ¢ ucnosb3osa-
HWeM YacTuL, MarHeTUusMpoBaHHOW CUNUKKA (MarHUTHOro copbeHTa),
YTO NO3BONAET aBTOMaTMU3MpoOBaTh Npouecc. Habop MoxeT ncnonb3o-
BaTbCA COBMECTHO C aBTOMaTUYECKMMU CTaHUUAMU ONSA 3KCTpaKumMv
HYKNEWHOBbLIX KUCMNOT, B KOTOpPbIX 3anporpammuMpoBaHa nocneaosa-
TEeNbHOCTb AENCTBUIA, U3NOXEHHAs B AAHHOW MHCTPYKUMK, a TaKKe B
WHCTPYKUMSAX K koMmnnektam peareHtoB «AmnnuTect® MarHo-Copb-
Typ6o» unun «AmnnuTect® MarHo-Cop6-Kombo» npoussoacrtea Grey
«UClM» ®MBA Poccuu. Mcnonb3oBaHne aBTOMaTUYECKUX CTaHLUIA
ANA BblAENEHUA HYKNEWHOBBIX KUCIOT 3HAYUTENLHO YynpolwtaeT wu
YCKOPSIET npouecc uccnegosaHun npu onbLuoM konudectee nNpod.
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MoTeHUuManbHbIE NOMIb30OBaTENIUM MEAUUMHCKOro usaenus

K paboTte c HabopomM peareHTOB AONYCKalOTCA TOMNbKO MEAULMH-
ckne paboTHUKU, 0OydeHHble MeTo4aM MONEKYNSPHON AUAarHOCTUKU
U Npasunam paboTbl B KNUHWUKO-AUarHoctuyeckon nabopatopuu B
yctaHosneHHoMm nopsake (Cl 1.3.2322-08 «be3onacHOCTb paboThbl
¢ mukpoopravuamamu llI-1V rpynn natoreHHocTu (onacHocT) u Bos-
OyguTensamu napasuTtapHbolix bonesHen).

MonynauunoHHble, AeMmorpaduyeckue acnekTbl MPUMEHeHus Me-
OULUMHCKOro usgenus

BoiseneHne PHK kopoHaBupyca SARS-CoV-2 metogom [LP
NpoBOAMTCA NMauueHTaM C KNUHUYECKOW CUMATOMATUKON pecnupa-
TOpHOro 3abonesaHus, NOAO3PUTENBHOTO Ha WHGEKLMIO, Bbl3BaH-
Hyto SARS-CoV-2, B ocobeHHoCcTM npubbiBatowMm s anuaemuono-
rmyeckn HebnarononyyHbiX PErMoHOB cpasy nocne MepBUYHOro
OCMOTpA, a TakKe KOHTaKTHbIM fiiLaMm.

NMPUHUWN METOAOA

MpuHuun TecTUpoBaHNA OCHOBbLIBaeTCA Ha akcTpakuum PHK ns
obpasLoB nccnegyemMoro matepuana CoBMeCTHO C BHYyTPEHHUM KOH-
TponbHbIM o6pasuom (BKO IC-R1), ¢ npoBegeHnem Ha criegytollem
aTane uccrnegoBaHua peakuum obpatHoun TpaHckpunuuun PHK n am-
nnudpukaumn yyactkos KHK Bbisensiemoro supyca u kAHK BKO IC-
R1 c rubpuansaumoHHo-hnyopecUeHTHOW AeTEKLMEN.

JkcTpakums PHK 13 obpasuos uccnegyemoro matepuana npous-
BOAUTCA B COOTBETCTBUU C UHCTpyKUMEN no npuMeHeHuio K Habopy
peareHToB Ans BbigeneHust HK B npucytcTtBuuM BHYTPEHHEro KOH-
TponbHoro obpasuya (BKO IC-R1). BKO IC-R1 nossonsieT KOHTpOnu-
poBaTb Bce aTanbl [1LIP-uccnegosaHus gna kaxxaoro obpasua u oue-
HMBaTb BNUSHWE MOTEeHUWanbHbIX WHMMOUTOPOB Ha pe3yrbTaThbl
MUP-uccneposaHus.

C nony4yeHHbIMU Ha 3Tane akcTpakuun npodbamu PHK npoBoautcs
obpaTtHas TpaHckpunuus PHK ¢ nomoulblo pesepTasbl u amnnudu-
kKauusa yyacTtkoB kKHK npyn nomowm cneundmnyHbiX K 3TUM y4acTkam
npanmepos n pepmeHTa Tag-nonmMmepassbl. B cocTase peakUMOHHOM
CMecU NPUCYTCTBYIOT piyopeCcLeHTHO-MeYeHble ONIUrOHYKNeoTuaAbI,
KOoTopble rmbpnaunsyloTcs ¢ KOMMNSIEMEeHTapHbIM y4acTKoOM aMmnnudu-
umpyemoun kAHK-muwenu, B pesynbTate 4ero npoucxogut Hapacrta-
HWEe WHTEHCUBHOCTK hbriyopecueHUun. ITO NO3BONSAET PErucTpupo-
BaTb HaKonneHne cneunguyeckoro NnpoaykTa amnnudukauum nytem
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N3MepeHus MHTEeHCUBHOCTU donyopecueHTHoro curHana. [derekums
¢ ryopecuUeHTHOro curHana ocyulecTBNAETCA HenocpeACTBeHHO B
xoge lNLP c nomolblo amnnudgukaTopa c cuctemoin aetekuunm cdony-
OPECLIEHTHOIO CUrHana B pexuMe «peansHOro BpeMeHn».

MNpun nccnegoBaHMM OAHOBPEMEHHO B OAHOW Npobupke nposo-
aatcsa 2 peakumm OT-MNUP — amnnudpukaums kAHK SARS-CoV-2 ko-
poHaBupyca, a Takke amnnudukauyma nocnegosartenbHocTn kQHK
BKO IC-R1. Pesynbtathl amnnudukauum k[AHK kopoHaBupyca
SARS-CoV-2 n kQHK BKO IC-R1 peructpupytotcst no 2 pasnuyHbim
KaHanam cnyopecueHTHOn getekuun (cm. Tabn.1).

Tabnuua 1 — AHanus peayanaTos no kaHanam s cbnyopocpopoa

Kanan TR ey
ansa onyopodopa ﬂ' B FAM "QE
kHK-muweHb kAHK BKO IC-R1 kAHK SARS-CoV-2
NCKYCCTBEHHO
amn?'lajc-;?::: i CUHTE3NpPOBaHHas ¢dparmeHT reHa RARP
H nocnegoBaTeNibHOCTb
KOMIMNEKTALWA

«MUP-komnnekT» BapuaHt FRT-96 F.

lMpeaHas3HaveH ons npoBeaeHus peakuum obpaTHOM TpaHCKpUn-
umm PHK n amnnudukauum yyactka k[AHK kopoHaBupyca SARS-
CoV-2 ¢ rubpmnansaumnoHHo-hNyopecUeHTHON AeTeKuMen B pexnme
«pearnbHOro BpeMeHun», nossonsaet onpeaenate PHK kopoHaBupyca
SARS-CoV-2 B kayecTBEHHOM chopmaTe. [Ins nposeaeHUs NOMHOro
MNMUP-uccnenoBanus pekomeHAyeTcsi UCNoNb3oBaTb KOMMNEKTbI pe-
areHToB Ansa akctpakumm PHK/OHK n3 duonormyeckoro matepuana
«AMnnuTect® MarHo-Cop6-Typ6o» (P.Y. Ne P3H 2022/16452) unu
«AMnnnTecT® MarHo-Cop6-Kom6o» (P.Y. Ne P3H 2022/19200) npo-
ussoactea OIrby «LCl» ®PMBA, B cooTBeTcTBUM C X UHCTPYKLUU-
SIMMU.

Habop peareHToB paccunMTaH Ha npoBeaeHue 96 onpeaeneHuni.

AHAINMUTUHECKUE XAPAKTEPUCTUKH

Ans gaHHoro Habopa peareHToB NPMMEHUMbI CNEeAYLWNE Xapak-
TEPUCTUKN:
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AHanuTuyeckKas YyBCTBUTENLHOCTDL (npeaen o6HapyxeHus)

Tabnuuya 2 — AHanuTu4eckasn 4yBCTBUTENbLHOCTL Habopa pea-
reHToB «AMnnuTect SARS-CoV-2 aBTo»

Bua Komnnexr | AManuTMueckas
YyBCTBUTENLHOCTb
uccneagyemoro JKCcTpaKuua ans OT-
MaTepyuana " nup (npeaen 06Hapy-

XeHus), FA/mn

Komnnekr peareHToB

Masku co cnu- «AmnnnTect® MarHo-Cop6- «MUP-kom-
3ucroii 06o- Kombo» MNeKT 1x103
NIOMKM HOCO- ¥ KomnexT peareHToB BapuaHT
POTOrNOTKU «AmnnuTect® MarHo-Cop6- FRT-96 F
Typ6o»

[aHHbiV npeaen oGHapyXeHus AocTuraeTca npy cobnioaeHuu
npasun, ykasaHHbIX B pa3genax «B3saTtue, TpaHcnopTupoBaHue u
XpaHeHue Uccneayemoro martepuanan.

AHanuTuyeckasa cneunPunyHoOCTb

AHanutuyeckaa cneuudguyHocTb Habopa peareHTOB AoOKasaHa
npu uccneposaHun PHK wrtammoB kopoHaBupyca HCoV 229E,
HCoV OC43, HCoV NI63, SARS-CoV HKU39849, MERS-CoV us EB-
ponenckoro BupycHoro apxusa (European Virus Archive Global
011N-03868 - Coronavirus RNA specificity panel); wtammoB Bupyca
rounna A (H1N1) (ATCC® VR-1469), Bupyca rpunna A (H3N2)
(ATCC®VR-776) u Bupyca rpunna B (Victoria Lineage) (ATCC® VR-
1930) u3s konnekuum ATCC® (American Type Culture Collection,
CLLUA); wrammoB Streptococcus pneumoniae (Ne 131116),
Streptococcus pyogenes (Ne 130001), Haemophilus influenza (Ne
161221), Staphylococcus aureus (Ne 201108), Klebsiella
pneumoniae (N2 180129) u3 NocygapcTBeHHOM KONNEKLMM naToreH-
HbIX MuKkpoopranuamos (I'KMM) orey « HUSCMI» MuHsgpasa Poc-
CWM B KOHLeHTpauumn He meHee 1x10° F3/mn.

[Mpn TecTupoBaHMK BbiLenepevyucrieHHblx obpasuoB MNOMNOXW-
TenbHbIX peakuun (pe3ynbTaToB) BbISBIEHO He BbINO.

UHTepdepupyrolime BeliecTtsa u orpaHM4YeHuUs no UCNONbL3o0Ba-
HUIO NPO6 uccnenyemoro martepuwana

Ans kKoHTpons 3 EeKTUBHOCTU IKCTPaAKLNN HYKNEUHOBBLIX KUCIOT
n OT-NMUP B Habope peareHTOB NpefycMoTpeHa OAHOBPEeMeEHHas
obpatHasa TpaHckpunuus PHK v amnnudpukaums kAHK kopoHaBu-
pyca SARS-CoV-2 n BHyTpeHHero koHTponbHoro obpasua (BKO).
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BKO pobasnsieTcs B kaxabli obpasey, Guonornyeckoro matepuana
Ha aTtane akcTpakuun PHK. B xoae peakunu amnnudukaumum sanu-
yMe CUrHana, CBUAETENbCTBYIOLWEro O HakonjeHun dparmeHTos
k[QHK BKO, roBoput 06 otcytctBuu nirnbuposanus OT u MNLP,

HenpurogHbiMu ons UCcnenoBaHus ABNAOTCA obpasubl, o6bem,
yCnoBuA/CpoOK XpaHEHUsA U TPAaHCNOPTUPOBKNA KOTOPbLIX HE COOTBET-
CTBYIOT TpeboBaHUAM, yka3aHHbIM B pasgene «B3aTtue, TpaHcnopTu-
poBaHWe u xpaHeHue uccneayemMoro matepvana.

MoTeHuuansHO UHTepdepupyloWMue BelecTsa

[ns oueHKW noTeHumnanbHOW UHTepdepeHuun Obinu BbiGpaHbI
3HAOreHHble — MYLUH, reMorfnobuH, 1 3Kk3oreHHble - BOAHbLIN pacTBop
xnoprekcuauHa burniokoHaTta Ans MeCTHOro U Hapy>XHoro npumeHe-
HuA, 5 % — BellecTBa, KOTOpble MOTYT NPUCYTCTBOBaTb B Buonoru-
yeckom marepuane (MaskuM CoO CAU3UCTON HOCO- U POTOrMOTKN), UC-
nonb3yeMoM Ans uccnegoBaHus.

[Ans n3ydeHus BAUAHUA nNoTeHUManbHO UHTepdepupyloLLnx se-
wects (MNB) Ha nony4eHHble pe3ynbTaTbl UCMbITYEMbIM Habopom
peareHToB OblNK NPOTECTUPOBaHbI MoAefNbHble obpasubl, coagepxa-
Lue n He coaepXalwme 3HAOreHHbIE U 9K30reHHble MoTeHLManbHo
nHTepdepupyilowme Bellectsa. MoaenbHble obpasubl npeacras-
nAnu coboi Masku Co CNM3UCTON HOCO- U POTOISIOTKU, HE coaepXxa-
wune PHK kopoHaBupyca SARS-CoV-2, koHTamuHMpoBaHHbIE pa3Be-
AeHuem cTtaHpapTHoro obpasua npeanpustua COIMN Ne 6 NMKO PHK
2019-nCoV A0 koHe4vHon koHueHTpauum 1x10* F3/mn, ¢ nocnepyto-
LM pob6aBneHmem aHA0reHHbIX (MyUMH, reMornobuH) n aKk3oreHHbIX
(BOAHLIA pacTBOp XnoprekcuauHa OurniokoHaTa ANA MECTHOro u
Hapy>Horo npumeHeHus, 5 %) NNB u 6e3 pobasneHna AaHHbIX Be-
wecte (cMm. Tabn. 2). Bolumcnanu pasHuly nonyyeHHbIX CpeaHuX
3HauyeHun Ct (ACtcp.) MeXOY KOHTPOSbHBIMU U UCTbITYyEMbIMU ODpas-
tamu. MNpu 3HaveHun ACtep. meHee 1,5 uuknos genanu BbiBog, 06 oT-
CYTCTBUM BIINAHUA NOTEHUNANBbHO UHTEpdEpUpYIOLLNX BELLIECTB Ha
pesynstaT OT-INLP.

QkcTpakuuio PHK n3s mopensHbix obpasuos u OT-MMLUP nposo-
OVNN B COOTBETCTBUU C NIHCTPpYKUMEN NO NPUMEHEHMIO.

PesynbTaTbl TECTUPOBaHUA NpeacTaBneHbl B Tabnuue 3.
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Tabnuua 3 — OueHka BNUAHUA NOTeHUUanbHO MHTEpdepupyo-
LLUX BELLEeCTB
L

Buonoruve- Bua HipSLeCIMpo-
- MoTeHunanbHbLIK | BaHHaA KOH- | Hanuyue un-
CK"""::Te' "::i:u;ae":::;o uHTepcdepeHT UeHTpauusa B | TepdepeHumu
P | P®ep obpasue
0
S e e MyuuH 5% He obHapyxeHo
BeLlecTea
Ve remornobwvx 100 mr/mn He obnapyxeHo
OK30reHHbie e IREECD 2 % (viv) He 06
xnoprekcuaunHa o (Viv e obHapyxeHo
el 6urniokoHarta -
Bocnpou3soauMocCcTb

BocnpoussogumMoctb uccneposaHua 6Obina onpepeneHa ans
Habopa peareHTOB B ABYX He3aBUCUMbIX nabopatopusx, pasHbiMK
orneparopamu, B pasHble AHW, Ha pasnU4yHbIX Npubopax nyTem Te-
CTUPOBAaHUA NONOXUTENbHbIX U OTPULATENbHLIX MOAENbHLIX 0bpas-
yoB. MNMonoxutenbHble 06pasubl Nnpeactasnsanu cobon passeneHue
ctanHpapTHoro obpasua COI1 Ne 6 NMKO PHK 2019-nCoV ¢ KoHueH-
Tpauuen 1x102 F'3/mn, B KayecTBe oTpuuaTenbHoro obpasua 6bin
ncnonb3osaH OKO.

Okctpakums PHK 13 obpasuos 6bina nposegeHa ¢ ucrnonb3osa-
HUEeM KoMMnekToB peareHToB Ans akctpakuum PHK/OHK ns 6uono-
rmyeckoro matepuana «AMnnuTect® MarHo-Cop6-Typbo» u «Am-
nnuTecT® MarHo-Cop6-Kom60o» cOBMECTHO C aBTOMaTUYECKO! CTaH-
uvein Microlab STARIet (Hamilton Bonaduz AG, Lllsenuapus),
P.Y. Ne P3H 2018/6981, u ¢ aBTomaTunyeckon craHumen KingFisher
Flex 24 ¢ npuHaanexHoctamu («Thermo Fisher Scientific», CLLA),
P.Y. Ne ®C3 2009/05562.

PesynbTaTbl UccnegosaHus ans Habopa peareHToB npencras-
neHbl B Tabnuue 4.
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Tabnuua 4 — Bocnpon3BoaMMoCTb UccnenoBaHus ANA Habopa
peareHToB «AMnnuTecT SARS-CoV-2 a aBTo» ________

......

) II I__-'*j%;. l . . £ J g 1
Jkcrpakumst PHK Habopom peareHToB «AmnnuTect® MarHo-Cop6-Typ6o»

Monoxu-

TenbHble

COM Ne 6 6 100 12 100 12 100 24 100

1x10°r'3/mn

OTpuya-

o K 6 100 12 100 12 100 24 100
Akctpakuma PHK Habopom «AmnnuTect® MarHo-Cop6-Kombo»

Monoxu-

TenbHble

COM Ne 6 6 100 12 100 12 100 24 100

1x10°F3/mn

Otpuna-

S o, 6 100 12 100 12 100 24 100

OUNATHOCTUYECKUE XAPAKTEPUCTUKA

AwnarHocTtuyeckne nokasatenn Habopa peareHTOB oLeHuBanu
npu aHanuse npo6 Ma3koB CO CNU3NCTOMN HOCO- U POTOrNOTKU, Npea-
BapuUTENbHO OXapaKkTEpM30BaHHbIX KaKk CoAepallme U He coaepxa-
e kopoHasupyc SARS-CoV-2.

PesynbtaTtbl NpuMeHeHus Habopa peareHToB nNpefcTaBsieHbl B
Tabnuue 5.

Tabnuua 5 — PesynbTtaTbl OLEHKN AMArHOCTUYECKUX MOKasaTe-
nemu Ha6opa peareHToB «AmnnMTeCT SARS-CoV-2 aBTO»

Tun obpssion | Xapaapucracacopasion | PO Enen i
Mas3Ku U3 HoCOo- MccE::ggaHo NOMOXUTENbHbIX 59 0
 poToroT 163 o6pasua | oTpuUATENbHbIX 0 104

Bbinn ucnonb3oBaHb!:

— 59 obpasuyos Guonornyeckoro matepuana (MaskoB N3 HOCO- U
pOTOrNoTKK), coaepxaLlmnx supyc SARS-CoV-2, nony4eHHbIX OT na-
LMEHTOB C ycTaHoBneHHon uHdpekunen COVID-19;
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— 104 obpasua Buonornyeckoro matepmana (MaskoB U3 Hoco- u
poTornoTku), He cogepxawmnx PHK SARS-CoV-2.

[unarHocTuyeckne xapakrepucTukn Habopa peareHToB nNpeacras-
nexbl B Tabnuue 6.

Tabnuua 6 — [inarHoctnyeckne xapakrepucTuku Habopa pearen-
ToB «AMnnnTect SARS-CoV-2 aBTo»

OduwarnocTuyeckan AnarHocTuyeckasn
4YyBCTBUTENIbHOCTb cneunduyHOCTL
Tun o6pa3suos (c noBepuTensHou (c noBepuTenLHOM
BEpPOATHOCTLIO 95 %), BEPOSITHOCTLIO 95 %),
B untepeane (%) B uHTepBane (%)
JEELGILR e 93,9-100 % 96,5-100 %
U POTOIMMOTKN

MEPbl NMPEAOCTOPOXHOCTU U CBEOAEHUA OB YTUJIIU3A-
LU

NccnepoBaHus rno BbISBAEHUIO B KNUHUYECKOM MaTepuare Bo3-
byautenein MHpeKUMoHHbIX BonesHen, oTHocsAwwmxes ko |l rpynne
NaTOreHHOCTU, QOMKHO NPOBOOUTLCA C CODNAEHUEM CaHUTapPHO-
anugemuonorndeckux npasun Cl11.3.3118-13 «besonacHocTb pa-
00T ¢ MukpoopraHuamamu I-ll rpynn natoreHHOCTV (ONacHOCTU)» U
CaHlluH 2.1.3684-21 «CaHutapHo-anuagemuorsornyeckne Tpebosa-
HUA K COAEepXaHUIO TEPPUTOPUUN MOPOLCKNX U CEMNbCKUX NOCENEHUN,
K BOAHbIM OObekTam, NUTbEBOW BOAE U NUTbEBOMY BOoaOCHabOXe-
HUIO, aTMOocepHOMY BO3AYXY, NOYBAM, XWUNbIM NOMELLEHUAM, 3KC-
nnyataunm Npom3BoOACTBEHHbIX, ODLLEeCTBEHHbIX MOMELLEHUIN, Opra-
HU3auuu 1 NpoBeAeHN0 CaHUTapHO-NPOTUBOINNAEMUYECKMX (NpO-
dunaktTnyecknx) meponpuatuny. B cooTtesetctBUM ¢ n.2.1.6
Cl 1.3.3118-13 gunarHoctuka Bo3bygurenen nHpeKUMOHHbIX Bones-
Hewn |l rpynnbl NaTOreHHOCTU MONEKYNAPHO-TEHETUYECKUMU METO-
Aamu (6e3 HakonneHnsa Bo3byanTens) MOXeT NpoBoaAnTbLCS B nabdo-
paTopusax, UMeLLNX CaHUTapPHO-3NNLEMNONOrMYECKOe 3aKTioyeHne
O BO3MOXHOCTU npoBefeHusa paboT ¢ mukpoopraHmuamamu |l rpynnsi
NnaToreHHOCTU B COOTBETCTBUM C TpeboBaHUAMU CaHUTapPHbLIX MNpa-
Bun Crl1 1.3.2322-08 "BesonacHocTe paboTbl ¢ MUKpOOpPraHM3Mamu
Il - IV rpynn naToreHHocTn (OnacHocTw) u Bo3byauTeNnaMu napasu-
TapHbiX 6bonesHen" (¢ nsmeHeHusmn Ha 29 noHa 2011 roga). MaTte-
puan ans uccnegosaHui nognexuT npensaputensHon obpaboTke B
COOTBETCTBUU MeTogn4eckumm ykasadHuamm MY 1.3.2569-09 «Opra-
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Hu3auus paboTbl nabopaTtopuii, UCNONbL3YIOLWMX METOALI aMnnndu-
KauMu HYKNEeuHOBbIX KUCNOT nNpu pabote ¢ maTtepuanom, cogepxa-
WM MukpoopraHusmel -V rpynn natoreHHocTu». llpu pa6Gote
HeoOXxoAnmMo Bcerga BbINONHATL criegytowme TpeboBaHus: paccmar-
puBaTb UCXOAHbIE uccnegyemblie obpasLbl Guonornyeckoro martepum-
ana kak MHpeKUMOHHO-ONacHbIe; MHaKTUBUPOBaTb UCXOAHbIE uccne-
ayemble obpasuybl buonorndeckoro matepuana B COOTBETCTBMUA Me-
Toaudeckumu ykasanusamm MY 1.3.2569-09.

Mpu paboTe HeobxoauMo Bceraa BLINONHATL criegylolmne Tpebo-
BaHUS:
- WccneposaHna npoBoasatcs B 6GoKCUpoBaHHbBIX MOMELLEHUSX,
oBopyaoBaHHbIX CUCTEMaAMWN NPUTOYHOW U BbITAXXHOW BEHTUNALNK
unn 6okcax mukpobuonoruyeckom 6esonacHoctu |l knacca.
- Temnepatypa B nomeLueHusix nabopartopum ot 20 go 28 °C, ot-
HocuUTenbHas BnaxHocTtb oT 15 o 75 %.
- PaccmatpuBaTtb uccnegyemblie obpasibl kak HpeKLUMoHHO-onac-
Hble, opraHusoBbiBaTb paboTy n xpaHeHue B coorBetTcTBUm ¢ Cll
1.3.2322-08 «be3onacHocTb paboTbl ¢ MukpoopraHuamamu -1V
rpynn NaToreHHOCTU (onacHocTn) 1 Bo3GyauTenaAMn napasnTapHbIX
bonesHeny.
- Y6bupatb U aesnHduunposaTb pasnutbie obpasubl, UCMOMb3ys
AesnHduumpytowme cpeactea B cooteetcteum ¢ Cll 1.3.2322-08
«besonacHocTb paboTbl ¢ MukpoopraHuamamum -1V rpynn natoreh-
HOCTU (OnacHOCTH) 1 BO3OyauTenaMmn napasmtapHbix bonesHemn».
- JlabopaTopHbit Nnpouecc AomkeH BbiTb OAHOHaNpaBneHHbIM. AHa-
N3 NPOBOAMUTCA B OTAENbHbIX NOMELLIEHUAX (30Hax). PaboTy cneayeT
HaunHaTb B 30He JKCTpakumn, npoaomkaTte B 3oHax AMnnudukaumm
n detekunn. He BosBpaulaTh 06pasubi, obopyaoBaHNe U peareHThbl B
30HY, B KOTOpoW Obina nposeaeHa NpeablayLias ctagua npouecca.
- Heucnonb3oBaHHLIE peareHTbl, peareHTbl C UCTEKWUM CPOKOM
rogHOCTU, a TaKkke UCnofnb3oBaHHbIE peareHTbl, ynakoBky', Guono-
rMYEeCcKAn mMartepuan, BKNoYas maTtepuanbl, UHCTPYMEHTbI U npen-
MeTbl, 3arpsi3HEeHHble Buonorndeckum martepuanom, crieqyeT yaa-
NATb B cooTBETCTBUM € TpeboBaHusamu CanluH 2.1.3684-21 «CaHu-
TapHO-3nuaemuonorndyeckne TpedoBaHNA K COQEPXKXAHUIO TEPPUTO-
pUiA rTOPOLCKUX U CENbCKUX NOCENEHUN, K BOAHbIM ob6bekTam, NNTb-

' Hencnonb3oBaHHble peareHThbl, peareHTbl C NICTEKLWWMM CPOKOM rogHoOCTU, MCNONb3OBaHHbLIE pea-
FeHThbI, yNnakoBka OTHOCATCA K KnacCy onacHOCTU mMeanLUUHCKUX OTX0A0B r.
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eBOW BOAEe M NUTLEBOMY BoAoCHabxeHuio, aTMmocepHOMy Bos-
AyXy, MOYBaM, XWMNbIM MNOMELUEHUSM, 3KChnyaTauuu MNpPOUn3BoA-
CTBEHHbIX, OOLEeCTBEHHbIX NOMELLEHU, opraHu3auumn n npoeege-
HUIO CaHUTapHO-NPOTUBO3NUAEMUYECKUX (MpOodrnakTUIecKnx) me-
pPONPUATUIAY.

BHUMAHME! MNMpu yaaneHuu oTxofoB nocrie amnnudukaumm (npo-
6upok, cogepxawmux npoayktel MNLP) HegonycTumo oOTKpbiBaHue
npodupok u pasbpbizruBaHne cogepXXUMOro, NOCKONbKY 3TO MOXeT
NPUBECTN K KOHTaMuHauun npoayktamu MNLP nabopaTopHoi 30HHI,
obopynoBaHua U peareHToB.

- Wcnonb3oBatb U MEHSTb NPU KaXaou onepauuu ogHopasoBbie
HaKOHEYHUKM ANA aBTOMaTU4YecKux nosaTtopos ¢ punbTpom. OaHo-
pa3oByl0 NNacTukoBylo nocyay (Npobupku, HaKOHEYHUKU) Heobxo-
Anmo cbpacbiBaTh B cneuunanbHbii KOHTEUHEP, coaepXaLliuin ae3nH-
duumpylolee cpencTBo, KOTOpoe MOXeT ObiTb UCMONb3OBaHO ANS
obe3sapaxmBaHNa MEOULMHCKUX OTXOAOB.

- [loBepxHOCTU CTONOB, a TakKe MOMELLEHUS, B KOTOPbIX MPOBO-
autca noctaHoska [MLP, 4o Hayana 1 nocne saBepLueHUs paboT
Heobxoaumo nogseprathb yrnbTpaduoneToBoMy obnydeHuo B Teye-
Hue 30 MUH.

- Habop peareHTOB npegHasHadyeH ANS O4HOPa30BOro NpuUMeHe-
HUA onsa nposeaenuna MNLIP-nccneposaHus ykasaHHOro konuyectsea
npob (cM. pasgen «CocrtaBy).

- Habop peareHTOB rotoB K MpUMEHEHUIO COrflacHO AaHHOW WH-
CTpyKumn. NpuMeHaTb Habop peareHTOB CTPOro rno HasHa4YeHuto.

- K pabote c Habopom peareHTOB [ONYyCKAETCA TONbKO nNepcoHan,
oby4eHHbIN MeToaamM MONEKYNSPHOW AWarHOCTUKU U NpaBunam pa-
00Tbl B KMNHUKO-AMArHocTu4Yeckon naboparopum B yCTaHOBMEHHOM
nopsiake (Cl1 1.3.2322-08 «be3onacHocTb paboTbl C MUKPOOPraHuns-
mamu |-V rpynn natoreHHocTH (onacHOCTU) K Bo3ByauTensimu na-
pasuTapHbIx bonesHen»).

- He ucnonbsoBatb Habop peareHToB, €Cnv HapyLleHa BHYTpPEH-
HAA yNnakoBKa WKW BHELLHWIA BUA, peareHTa He COOTBETCTBYET onuca-
HUIO.

- He wucnonb3oBaTtb Habop peareHToB, ecnu He cobnganuch
YyCNoBUs1 TPAHCNOPTUPOBAHUSA U XPAHEHUSI COrNacHO UHCTPYKLUN.

- He ucnonb3oBaTb HaboOp peareHTOB NO UCTEYEHUN CpoKa rofHo-
cTW.
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- Wcnonb3oBaTb ogHOpa3oBble HeonyApeHHble nepyaTku, Nadopa-
TOPHbIE XanaThbl, 3aluwlaTh rnasa Bo Bpems paboTb! ¢ obpasuamu v
peareHTamu. TwaTtenbHO BbIMbITb PYKU MO OKOHYaHUU paboTbl. Bece
onepauuu NpoBOASTCA TOMbKO B NepyaTkax ans UCKIIOYEHUS KOH-
TakKTa C opraHM3MOM YenoBeka.

- WsberaTb BAbIXaHWUA NApPOB, KOHTAKTA C KOXEW, rrnasamv u cnuam-
cton obonouykon. BpeaeH npu npornartbiBaHUU. [lpyM KOHTaKTe He-
MeONEHHO NPOMbITL NMOPaXXEeHHOE MEeCTO BOAOW U Npu Heobxoaumo-
CTK 0DOpaTUTLCA 3a MEAULIMHCKOA NOMOLLBIO.

- [lpn cobnogeHnn ycnosuii TPaHCNOPTUPOBKKU, IKCNyaTauum U
XpaHEHUA PUCKU B3pblBa U BO3ropaHusi OTCYTCTBYIOT.

-  WNHdopmaunoHHoe nucbmo o HesonacHocTM Habopa peareHToB
AOCTYMHO Mo 3anpocy.

OueHka BEPOATHbLIX COObLITUIN, B pe3yrbTaTe HaCTYMNEeHUs KOTO-
PbIX MOTYT NPOMU3OUTU OTPULIATENbHLIE NOCNEACTBUSA ANA OpraHu3ma
YeroBekKa.

Mpu ncnonb3oBaHWM MO HAa3HAYEHUIO U COBNAEHUN BhilLenepe-
YUCNEHHbIX Mep NPEeAOCTOPOXKHOCTN HAabop peareHTOB Ge3onaceH.

Cneuundunyeckne BO3LEUCTBUS KOMMNMEKTa peareHToB Ha opra-
HU3M YenoBeka:

- KaHueporeHHbIn adbpekT OTCYyTCTBYET.

- MyTareHHoe gencreue OTCyTCTBYET.

- PenpoayktneHaa TOKCUYHOCTb OTCYTCTBYET.

AONONHUTENbHBIE MATEPUATIbI U OBOPYAOBAHUE

B3aTue uccnegyemoro matepuana

1. Cpepa ans xpaHeHUst N TPaHCNOPTUPOBKU pecnupaTopHbIX Mas-
koB«AmnnuTect® TCP» npoussoactea ®IrBY «LICM» ®MBA
Poccum (P.Y. Ne P3H 2022/1719).

2. 3oHA-TamnoH gnsa otbopa, TpaHCNOPTUPOBKU U XpaHEeHUst Buorno-
rmdyeckux npo® (Hanpumep, DELTALAB S.L.U. («OEJIBTAJIAB
C.J1.Y.»), UcnaHns nnu aHanornyHoIn).

3. OpHopasoBble NONUNPOMUIIEHOBLIE MNIMOTHO 3aKpblBalOLWMECH
npobupkn obbemom 2,0 mn (Hanpumep, Axygen, Inc. («3kcu-
mxeH, NHk.»), CLUA, nnn asanoruyHele).
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NpeaBaputenbHaa NoAroToBKa unccneayemoro matepuana

ik

o o

OpgHopasoBble NOMMNPONMUIIEHOBLIE 3aBUHYMBAIOWMECH Unn
MNOTHO 3aKpbiBatowmecs npobupkn Ha 1,5 mMn (Hanpumep,
Axygen, Inc. («3kcugxkeH, NHk»), CLLUA, unn aHahorquble).

OpgHopasoBble HAKOHEYHUKU ANA [03aTOPOB NEPEMEHHOro 06bL-
ema c counsTpom ao 100, ao 200, ao 1000 n go 5000 mkn (Hanpwm-
mep, Axygen, Inc. («3kcugxeH, NHk»), CLUA, unu aHanoruyHoie).

. WraTuebl ans npobupok o6vemom 1,5 mn n/wnu 5 mn (Hanpumep,

Axygen, Inc. («3kcuaxeH, NHk»), CLUA, nnu aHanoruyHele).

. MukpoueHTpudyra ans npobupok Tnna «3dnneHaopd» ¢ Makcu-

ManbHOW CKOPOCTbIO LieHTpudyrupoaHusa He MeHee 12 Toic g
(Hanpumep, Eppendorf Manufacturing Corporation («3nnengopd
MaHydakTypuHr KopnopailiH»), Fepmanus, unu aHanornyHas).
BopTekc (Hanpumep, SIA Biosan, JlatBusi, unv aHanormyHbiwn).

. ABTOMaTu4eckue fosaTopbl nepemeHHoro obvema (Hanpumep,

OO0 «buoxut», Poccus, unn aHanornyHoie).

. XonogunbHUK oT 2 Ao 8 °C ¢ MOpOo3nnbHOW Kamepon OT MUHYC 24

Ao muHyc 16 °C.

OTaenbHbIN XanarT, warno4vku, obyBb N oagHOPa30BbLIE NEPYATKMX NO
MY 1.3.2569-09.

OpHopa3soBble NacTUKOBbLIE KOHTENHEPLI ANA cOpoca n NHaKTU-
BaLUUK MaTepuarnos.

JkcTpakuusa PHK u3 uccneagyembix o6pasuyoB

1.

2.

Komnnekt peareHToB gnsa akctpakuum PHK/OHK us 6uonoruye-
ckoro matepuana «AmnnuTect® MarHo-Cop6-Typ6o» npoussoa-
ctea OI'BY «LCl» PMBA Poccuum (P.Y. Ne P3H 2022/16452) unu
«AmnnuTect® MarHo-Cop6-KomGo» npoussoactea OrbY «LICM»
GMBA Poccun (P.Y. Ne P3H 2022/19200).

ABTOMaTMYecKaa cTaHuma pna akcTpakuum HK  (Hanpumep,
Microlab STARIet (Hamilton Bonaduz AG, («"amunbToH BoHagyy,
Al»)) Lsenuyapus, P.Y. Ne P3H 2018/6981), nnu npoueccop mar-
HUTHbIX YacTuy KingFisher Flex 24 ("Thermo Fisher Scientific",
CLIA), P.Y. Ne ®C3 2009/05562), sapeructpupoBaHHas B PP u
yaoBsneTeopsiowas cnegyowmm TpeboBaHusM:;

- BO3MOXXHOCTb peanusauuuM nocnefoBaTenbHOCTU 3TanoB 3KC-
Tpakuun B cooTBeTCcTBUU C UMHCTpYKUMEH NO NPUMEHEHUIO KOM-
nnektoB peareHToB «AmnnuTect® MarHo-Cop6-Typ6o» unu
«AMnNnuTecT® MarHo-Cop6-Kombox;
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8.
9.

- HanM4ne MarHUTHOro WwTaTuBa UNU MarHUTHbIX CTEPXHen Ans
cbopa marHeTU3MpoOBaHHOW CUIMUKY;

- HanuymMe TepmocTaTa WM Tepmollenkepa C BO3MOXHOCTbIO
HarpeBa He meHee Yyem o 80 °C;

- Hanuune cCUCTEMbI NepeMeLlnBaHWA >XUOKOCTEN Lelkuposa-
HUEM UNU NUNETUPOBAHNEM.

KomnnekT pacxofHbix maTtepuanoB ANA aBTOMaTUYECKOW cTaH-
Uum ansa akctpakumn HK cornacHo nHcTpykumu MNMpoussoauTtens
aBTOMATUYECKOWN CTaHUMUM.

NamuHapHbil 6okc (Hanpumep, «BABN-01-«JlamuHap-Cx»-1,2»,
«JlamuHapHble cuctembl», Poccusi, knacc buonorudeckon des-
onacHocTtu Il Tnn A).

BopTtekc (Hanpumep, SIA Biosan, JlatBua, unv aHanornyHbIn).

. ABTOMaTuU4yeckue wnum MexaHudeckne [osatopbl NepemMeHHOro

ob6bema (Hanpumep, OO0 «buoxuTt», Poccusa, unu aHanoruny-
Hble).

XonogunbHuk ot 2 go 8 °C ¢ MOpO3UNbHOW KaMepon He Bbille
muHyc 16 °C.

OTaoenbHbIA XanaT u ogHOpa3oBble NepYaTKu.

EmkocTb ¢ aesnHpuumnpytowium pactTsopom.

O6paTtHan TpaHcKpunuus, amnnudukauua ¢ rubpuan3saLMoHHO-
dnyopecueHTHOM AeTeKUMen NPOAYKTOB aMmnnudpUukaumum

1.

OpHopasoBble nonunponuneHoBble NPOBUpPKK:

- 3aBMHYMBaKOLMECS UMW NNOTHO 3aKpbiBawowmecs nNpodupku
obbemom 1,5 mn (Hanpumep, Axygen, Inc. («3kcupxeH, UHK»),
CWA, vnn aHanoruyHble) ANA NPUroToBfeHUs peakLMOHHON
cMecw.

- TOHKOCTEeHHbIe npobupku ans MNMLP o6bemom 0,2 mn ¢ BbINYKNOK
NN NNIOCKON ONTUYECKU NPO3PAYHON KPbILWKOWA MnU MpoOMpKU
obvemom 0,2 mn B cTpunax no 8 wWT. ¢ Npo3pavyHbIMA KpblLLKaMn
(Hanpumep, Axygen, Inc. («9kcuaxeH, UHk»), CLLUA, nnu aHano-
rM4YHble) — NpU UCNonb3oBaHUN Npubopa NnaHLWweTHOro TUNa;

- TOHKOCTEeHHble npobupku ans MNLP o6vemom 0,2 mn ¢ Nnockou
KpbiwKon (Hanpumep. Axygen, Inc. («3kcnpxeH, WHk»), CLUA,
UNu aHanoruyHble) unu npodupku ansa NMUP k Rotor-Gene ob6be-
mom 0,1 mn B cTpunax no 4 wr. ¢ Kpbiwkamu (Hanpumep, QIAGEN
GmbH («KnareH TmbX»), NepmaHns, unu aHanornyHble) — npu
ncrnonb3oBaHnn Npubopa poTopHOro TuNa.
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2. OpgHopa3oBble HAaKOHEYHUKK O51s1 A03aTOPOB NEPEMEHHOro 0bb-
emMa ¢ ounbtpom go 200 mkn (Hanpumep, Axygen, Inc. («3Qkcu-
axeH, UHk» ), CLUA, nnu aHanornyHole).

3. Wratmebl gnsa npobupok o6vemom 0,2 mn unm 0,1 mn (B cooteeT-
CTBUU C UCMONb3yeMbIMU KOMMNNEKTaMu peareHToB) (Hanpumep,
Axygen, Inc. («3kecumxeH, UHk»), CLUA, unu aHanoruyHbie).

4. bokc abakTepuanbHou Bo3aywHon cpepabl (MNLP-6okc) (Hanpu-

mep, «bAB-TLUP-«Jlamunap-C», 3A0O «JlamuHapHbie cuctemsl»,

Poccusi, unin aHanormyHbIn).

BopTtekc (Hanpumep, SIA Biosan, Jlateus, unu aHanorudHbin).

. ABTOMaTM4YeCcKMe MNN MexaHW4yeckue Ao3aTopbl NepemMeHHOro
obbema (Hanpumep, OO0 «buoxut», Poccus, unu aHanoruy-
Hble).

7. Mporpammupyembin amnnngukaTop ¢ cCUCTEMON aeTekunn dny-
OpPECLIEHTHOro CUrHana B peXxume «pearnbHOro BpeMeHu», UMeto-
wun 2 unm 6onee HesaBUCUMbIX KaHanoB hryopecueHTHON ae-
Tekuuu (Rotor-Gene Q (QIAGEN GmbH («KunareH T'm6X»), ep-
maHus), CFX96 (Bio-Rad Laboratories, Inc. («<buo-Paa Jlabopa-
Topus, UHk.»), CWA), OTnpanm («JHK TexHonorna», Poccus).

8. XonogunbHuk oT 2 0o 8 °C ¢ MOPO3nUNbLHON Kamepon oT MUHYC 24
A0 MuHyc 16 °C.

9. OTtpenbHbIN Xanart, Wwano4vku, obysb U 0QHOpa30BLIE NEpYaTKX NO
MY 1.3.2569-09.

10. EmMkocTb gnsa cbpoca HaKOHEYHUKOB.

B3ATUE, TPAHCNMOPTUPOBAHUE U XPAHEHUE WUCCNEAYE-
MOIrO MATEPUATNA

o o

Ans nccnepoBaHns OT nauueHTa pekoMernayeTtcs 6patb cnenyto-
LMK Buonoruyeckuin matepuan:
- Ma3Ku CO CNU3UCTON HOCO- U POTOMNOTKM.

BHUMAHMUE! Maskn co cnusncTon HOCOrNIOTKA U pOTOrNOTKN pe-
KoMeHOyeTCca coBMellaTb B O4HOW npobupke N uccnegosaTtb Kak
oavH obpasey. [Ins atoro 6epyT Masky pasHbiMU 30HAAMW CHavana
CO CINU3UCTOWN HMXKHErO HOCOBOIO X044, a 3aTeM U3 POTOrMOTKU, NPU
3ToM paboyune KOHLbI 30HA0B NOCNe B3ATUA MA3KOB y nauueHTa no-
MeLaroTcs B ogHy npobupky ¢ 0,5 Mn TpaHCNopTHOM cpenbl ANA Xpa-
HEHWUA U TPAHCNOPTUPOBKN PECNNPATOPHbLIX MA3KOB U UCCEOYIOTCS
Kak oguH obpaseu,.
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Ma3xu co crim3nucTon HUXHero HoCoBOro xoaa.

Ecnu nonocTb Hoca 3anonHeHa cnusblo, nepes npouenypoi pe-
KOMeHAYyeTCsl MPOBECTU BbiCMapkuBaHue. [ns B3ATUA Ma3KoB uUC-
MONb3YIOT CyXuUe CTEPUNbHbIE 30HAbLI U3 NOMIUCTUPOSIA C BUCKOIHBIMU
TamnoHamu. 30HA BBOASAT NErkMum ABWXEHUEM NO HAPYXXHOW CTeHke
Hoca Ha rnybuHy 2—-3 CM [0 HWXKHEW PaKOBUHbI, Crerka onyckawT
KHU3Y, BBOAAT B HUXXHUMA HOCOBOW XOA, NOA, HUXXHIOIO HOCOBYIO pako-
BUHY OO HOCOIMNOTKW, AenatoT BpawaTensHoe ABWXEHUE N yaansioT
BOOMb HapYy>XHOW CTeHKU Hoca. Obwas rnybuHa BBeAeHUs 3oHAOa
AOIDKHA COCTaBNATb MPUMEPHO NONOBUHY PAacCTOAHUSA OT HO3APU A0
yuiHoro otBepcTus (5—6 cm). lNocne B3ATUS MaTepuana TaMmnoH (pa-
6ouyto YacTb 30HAA C BUCKO3HLIM TAMMOHOM) MOMELLAIOT B NPOGUPKY
c 0,5 mn TpaHcnopTHOM cpeabl ANs XpaHEeHUs N TPAHCNOPTUPOBKU
pecnupaTopHbiX Ma3koB. KoHel 30HAa oTnamMbiBaloT, Npuaepxnusas
KpbILLKOW Npobupkn ¢ pacdyeToM, 4ToObl OH MO3BONUN MMIOTHO 3a-
KpbITb Npobupky. MNpobupky ¢ pacTBOpoM u paboyein 4yacTbio 30HAA
3aKpbIBalOT U MapPKUPYIOT. |

Ma3ku ¢ 3aiHe# CTeHKU POTOrNOTKM.

Ob6pasubl 6epyT Cyxumn CTepusibHbIMA 30HAAMU C BUCKO3HbLIMU
TamnoHamu BpallyaTenbHbIMN ABWXEHUSMU C MOBEPXHOCTU MUHAA-
NWH, HEBHBIX OYXEK U 3adHEN CTEeHKU poTornoTku. Nocne B3sTusa ma-
Tepwana TaMnoH (pabouylo YyacTb 30HOA C BUCKO3HLIM TaMMOHOM)
NOMELLIAIOT B CTEPUIbHYIO oaHOpa3oByto npodupky ¢ 0,5 mn TpaHc-
MOPTHOWN cpeabl U 30HAOM C Ma3KoOM U3 HocornoTku. KoHeu 3oHaa
OTNamMbIBaloT, NPUAEPXKUBAS KPbILLKOW NPpoBUpKn ¢ pacHeToM, YTOObI
OH NO3BOMNUA NMNOTHO 3aKpbITb NPoBMpKy. MNpPobupky ¢ pacTtBopom u
paboyen YacTbio 30HAA 3aKpbiBalOT, MaApKMpYLOT. [lonyckaeTcs xpa-
HeHWe maTepuana o npoBeAeHUs uccreqoBaHus B TedeHue 3 cyT
npu Temnepartype ot 2 go 8 °C, npu Temnepartype OoT MUHyC 24 o
MUHyc 16 °C — gnutencHo.

NnoAroToOBKA UCCNEOYEMOIO MATEPUATNA K 3KCTPAKLIUU
PHK

Ma3ku co CNM3NCTON HOCO- U POTOrTOTKM.

Coaepxxvmoe 3aKkpbiToi NpobUpKM nepemellaTtb Ha BOPTEKCE U
LleHTpudyrupoBaTtb B TedeHue 5 ¢ npu S Tbic 06/MUH HA MUKPOLIEH-
Tpudpyre onsa yganeHus Kkanesb ¢ BHYTPEHHEN NOBEPXHOCTU KPbILLKK
npodbupku. [Ans skctpakunmn PHK otbupatot 100 mkn obpasua.
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COCTAB

«MNLUP-komnnekT» BapuanT FRT-96 F — komnnekT peareHToB Ans o6-
paTHou TpaHckpunuun PHK n amnnudukauumn dpparmerta kHK ko-
poHaBupyca SARS-CoV-2 B pexume «pearbHOro BpeMeHU» BKIo-
Yyaer:

PeareHt | OnucaHue |O61em, mn| Konuue-
«NMUP-komnnekT» BapuaHT FRT-96 F 4yactb 1
MUP cmecs-FL SARS-CoV-2 ngz::a" &G 0,9 2 Npo6upky
OT-NLP-6ycep-R Qﬁgzg(a;:a" SERIEEED, 1,2 1 npoGupka
Taq nonumepasa ;I(sgzg(a;: GG R 0,12 1 npoGupka
Peseptasa (MMIv) )Ilsz:gi::aﬂ e i h 0,06 1 npobupka
MpospayHas 6ecuseTHasn
K- T 0,4 1 npoGupka
«MNuUP-komnnekT» sBapnaHt FRT-96 F vacTs 2
Mpos3pavHas becuseTHas
OKO o 1,2 2 npobupku
Mpo3padHas 6ecupeTHasn
BKO IC-R1 KAOKOCTb 1,2 1 npoGupka
MKO PHK SARS-CoV-2 Qszzgz‘::a" SIELEIER, 0,15 1 npoBupka

KoMnnekT peareHToB paccuyuTaH Ha npoBeaeHue 96 peakuumn ob-
paTHOW TpaHCKpunuuu u amnnudukauumu (Bcero 96 Tectos), BKIoYas
KOHTpOMM.

PeareHTbl KOMNEKTa yrnakoBaHbl pa3fesibHO B COOTBETCTBUU C
TemnepaTypoin xpaHeHus (cMm. pasgen «XpaHeHue»). Komnnekr pe-
areHToB COCTOMT U3 2-x Yacten: 1) TemnepaTtypa XxpaHeHUsa oT MUHYC
24 po munHyc 16 °C; 2) TemnepaTtypa xpaHeHus ot 2 o 8 °C.

NMPOBEAEHUE MNLUP-UCCINEOOBAHUA

MU P-nccneposaHne cCoCTOUT U3 crieayowmnx 3Tanos:

- akcTpakumsa PHK ns uccnegyemoix o6pasuos,

- obpaTHas TpaHckpunuua PHK n amnnudukaumn kAHK ¢ rubpu-
AN3auNOHHO-NYOPECLIEHTHON AEeTeKunen B pexume «peanbHoro
BpPEMEHNY,

- aHanus3 u KHTepnpeTaumnsa pesynbTaTos.
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SKCTPAKLUUA PHK U3 UCCINEAYEMbIX OBPA3LIOB

BHUMAHME! lNpu pabote ¢ PHK HeobxogumMo ucnonbsosaTbh
TOJIbKO OJHOpPA30Bble NNACTUKOBLIE pacxXodHble MaTepuarnbl, umeto-
e cneunanbHyto mapkupoBky «RNase-freen, «DNase-free .

Akctpakumto PHK nposoaaT B cooTBeTcTBUUN ¢ VIHCTpYKUMe no
NPYMEHEHWIO K KOMNNekTy peareHToB «AMnnuTect® MarHo-Cop6-
Typbo», nnbo B cootrBeTcTBUM € VHCTpyKUMEN NO NPUMEHEHUIO K
KOMMneKTy peareHToB «AMNNuTecT® MarHo-Cop6-Kom6o».

Mpu akcTtpakumm PHK ncnonb3yloT KOHTponbHble obpasubl aTa-
nos akcTpakuum n OT-MLP.

B npobupky oTpuuatensHoro koHTpons (OK) BblaeneHnsa BHecTu
100 mkn OKO. B npobupky nonoxutenbHoro koHTpons (IMK) sbiae-
nenus BHectn 90 mkn OKO u 10 mkn NMNKO PHK SARS-CoV-2.

B kaxpgyto npobupky ¢ nccnegyembiMu U KOHTPOJIbHbIMU Ob6pa3s-
Lamu B oobeme 100 mkn, BHecTu No 10 MKN BHYTPEHHEIO KOHTPONb-
Horo obpasua BKO IC-R1.

Mpu ncnonb3osaHuu ctaHuuh ans sbiaeneHus HK ¢ cucremoit
[03MPOBaHUSA XUAKOCTEN, AONyCcKaeTcs npenBapuTefibHoe CMeLn-
BaHue uccnepyembix u KoHTponbHbIX (OK n MNMK) o6pasuos (B o6beme
100 mkn) ¢ Jlnsnpyrowmm 6ycdepom Kombo, bycdbepom GT, BKO un
MarHuTHbIM copBeHTOM, Npu UCNONbL30BaHUN KOMMNNEKTa peareHToB
«AMnnuTect® MarHo-Cop6-Typ6o», unu ¢ Jinsupytowmm 6ychepom
MarHo, bycpepom GT, BKO 1 MarHuTtHbiMm cop6eHTOM, Npu UCMONb-
30BaHUN KOMMMEKTa peareHToB «AmnnuTect® Marno-Cop6-
Kombo», koTopble nobasnsioTca k obpasuam B aBTOMaTU4ECKOM pe-
Xume.

[Mpy ncnonb3oBaHuu cTaHuuin ans eolgeneHnsa HK 6e3 cucremol
[O3UPOBAHUSA XULKOCTEN, K UCCNeayeEMbIM U KOHTPONbHbIM 06pas-
uam (B o6veme 100 mkn) pobasnAalT npeasapuTenbHO NOAroTOB-
NEHHY0 cMmecblo, coctoswyw u3 bydepa GT, MarHuTHOro cop-
6eHTa, BKO u Jlusupyowero 6ycdepa Kom6o npu ucnonbsosaHuu
komnnekTa peareHToB «AmnnuTect® MarHo-Cop6-Typ6o», unu Jlu-
avupytowiero 6ycpepa MarHo npu ucnonb3osaHun Habopa «AmMnnu-
TecT® MarHo-Cop6-Kom6o» B cootTBeTCTBUM C MIHCTPYKUMER NO Npu-
MEHEHMI0 KOMMNEeKTa peareHToB.

Mo 3aBepLueHUn npoueaypbl akcTpakuum HK anomposatb Npobbl
HK PHK-6ydepom B o6beme 100 Mk B cnyyae Ucnosib30BaHUSI KOM-
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nnekra peareHToB « AMnnuTect® MarHo-Cop6-Typ6o», unu anioupo-
BaTb npobbl HK Snioupytowimum 6ycdpepom B o6beme 100 Mkn B criy-
yae WCMonb3oBaHWA Kommnnekra peareHToB «AMnnuTect® MarHo-
Cop6-Kombo».

OunweHHas PHK/OHK moxeT xpaHUTbCA Npu Temnepatype He
Bbie MuHyc 16 °C go 1 Mmecsiua v npu TemnepaType He Bblllie MUHYC
68 °C — rog v 6onee. He pekomeHayeTcs xpaHUTb ovnlleHHyto PHK
6onee 30 muH npu Temnepatype nntoc 2-8 °C.

OBPATHAA TPAHCKPUNLIUA U AMIMTITUPUKALIUA
C OETEKUMEW B PEXXUME «PEAJIbHOIMO BPEMEHW»

BbiGop npoSupok ansa amnnudukauum 3aBUCUT OT UCNONMb-
3yeMoro amnnudégpukaropa ¢ CACTeMOn AeTeKLun B pexmme «pe-
anbHOro BPpeMeHuy.

OnAa BHeceHusn B npobupku peareHtoB, npo6 OHK u KOH-
TPONbHbIX 006pa3LOB UCNOSMbL3YOTCA OAHOpPa3OBble HaKOHeu-
HUKU C (bunbTpaMu.

A. NMoaroroBka Npo6 ansi amnnudukauum
O6wuin o6Lem peakLiIMOHHOM cMmecu — 50 Mk, BKNo4yas oobem
npo6bi PHK — 25 mkn.

1. PaccunMtaTb KONMWYECTBO KaXKOOro peareHTta, Tpebyiwoweecs Ans
NPUroTOBNEeHUs peakUMOHHOK cMmecu. Ha ogHy peakuuio TpebyeTca
15 mxn MLUP-cmecu-FL SARS-CoV-2, 10 mkn MNMUP-6ydepa-R,
1 Mkn Taq nonumepasbl, 0,5 mkn PeepTta3sbl (MMIv). Cmech
rOTOBATb Ha obLLiee YMCNO UCCnenyeMbIX U KOHTPOSbHbLIX obpas-
LOB (KONUYECTBO KOHTPOSbHbIX 0Opa3sL0oB CM. B NyHKTE 7) Nnioc 3a-
nac Ha ogHy peakumio.

BHUMAHMUE! KomnoHeHTbl peakUMOHHOW cMecu cnepyeT CMeLLun-
BaTb HEnocpeacTeeHHo nepea nposeneHnem MNUP-uccnegosaHus.

2. Pasmopoautb npobupky c NMLP-cmecbio-FL SARS-CoV-2. lNepe-

MeLaTb cogep)xumoe Bcex peareHtos NLP-komnnekTa, ocaguTb
Kansiv Ha BOpTEKCe.
B oTaenbHon npobupke NoAroToBUTbL pPeakUMoHHYo cmecb. Cme-
waTtb Heobxoaumoe konudectso: MLUP-cmecu-FL SARS-CoV-2,
OT-NMUP-6ycdepa-R, Taq nonumepasbl, Peseprtassl (MMIv),
0CaguTb Kannu Ha BOpTEKCe.

3. OTobpaTtb Heobxoaumoe Konn4ecTeo Npodupok nnun cTpunos Ans
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OT-MNuUP PHK nccnenyembix u KOHTPONbHbIX NPOO.

4. BHecTtu B Kaxayto npobupky no 25 MK NpUrotToBrieHHOWN peakuu-
OHHOMN cmecu. Hencnornb3oBaHHblE OCTATKU peakUMOHHOW cmecu
BbIOPOCUTD.

5. B nopgrotoBneHHble npobupkn BHecTn no 25 mkn npo6 PHK, no-
fAyYeHHbIX B pe3ynbTaTe 3KCTpakuumn U3 uccnegyembix obpasuos.
BHUMAHMUE! Coaepxumoe npobupok Heobxoaumo TwlaTtenbHO
nepemewartb nNuUNeTUpoBaHWeM, He Aornyckaa nosiBNeHus ny-
3bIpbKOB BO3gyXxa.

6. NocTaBUTb KOHTPOSbHbIE peaKLuuu.

a) nonoxutesibHbLIX KOHTponb 3kcTpakuuu PHK n OT-MUP
(NMK) — B npobupKy ¢ peakynoHHON CMECbIO BHECTU 25 MKn
npo6bl, akcTparuposaHHon u3 NKO PHK SARS-CoV-2.

0) oTpuuaTtenbHbin kOHTponb OT-TMLUP (K-) — B npobupky c pe-
aKLUMOHHOM cMmecbto BHecTH 25 mkn K-.

B) OTpMuaTeNnbHbIA KOHTPOSIb 3KcTpakuuu (OK) — B npobupky
C peakUuMOHHOW CMecbio BHECTU 25 Mkn npobbl, akcTparupo-
BaHHOM u3 OKO.

BHUMAHUE! Copepxxumoe npobupok Heobxoaumo TllaTenbHoO
nepemMeLLaTb NUNETUPOBaHMEM, HE A0NYyCKaa NOSABEHUA NY3bIPbKOB
BO3ayXxa.

BHUMAHME! Npoeectn OT-MLP cpa3y nocne coeguHeHus pe-
akunoHHoun cmecu n PHK-npobbl 1 koHTponen.

B. NMpoBepeHue amnnudukaumm ¢ AeTekunen B peXxmme «pe-
anbHOro BpeMeHu»

1. 3anporpammupoBaTb amnnudmukaTop ¢ CACTEMOU AeTEKLUN B pe-
XUMe «peanbHOro BpeMeHu» AnA BbINOSIHEHUS COOTBETCTBYHO-
LLer nporpammbl amnnnugpukaunmn n getekummn onyopecueHTHOro
curHana (cm. Tabn. 7).

Tabnuua 7 — lNporpamma amnnudukauum n geTekumm
chnyopecuUeHTHOro curHana ans npubopoB POTOPHOro?
U nnaHweTHoro® Tuna

2 Rotor-Gene Q (QIAGEN)
3 CFX 96 (Bio-Rad), OTnpaim (OHK TexHonorus, Poccus)
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50 | 10muH

1
2 | 9% 15 MuH
95 10¢
3 60 15¢ FAM, JOE 45
72 10¢

2. YcTaHoBuUTb NpoBUPKKN B A4ENKN peaKkLUUMoHHOro Mmoaynsa npmbopa.
PekomeHgyeTcsa nepen noCTaHOBKOM B amnnudpukaTop NnaHwer-
HOro TUMa ocaguUTb Kanjiu co CTEHOK NPobUpOoK Ha BOpTEKCeE.

BHUMAHMUE! B cny4yae HenonHo sarpy3kn npnbopos nnaHLweT-
HOro TMNa pekoMeHAyeTCA AOMNOSIHUTENbHO YCTAHOBUTL MYyCTble
Npobupkn unu cTpunbl (aHaNOrMYHbIE UCMOMb3yeMbIM) MO KpasiM
peakunoHHOro Moayna amnnudukaropa.

3. 3anyctuTtb BbLINMOSIHEHWE NporpaMmmbl amnnuukauum ¢ aeTek-
umMen pnyopecueHTHOro curHana.

4. [10 OKOHYaHUW BbINOSTHEHUS NPOrpamMmMbl NPUCTYNUTb K aHaNU3y U
WHTEepnpeTauun pesynbTaTos.

B. AHanu3 u nHTepnpeTauus pesynLraTtos

1. AHanus nosy4YeHHbIX AaHHbIX NPOBOAAT C MOMOLLbIO NpOorpamm-
Horo obecnedeHns npubopa, ucnonbyemMoro AnNs NpoBeaeHUus
OT-MNUP c petekumen B pexume «peanbHOro BpeMeHn». AHanu-
3UpPYIOT KpuBble HakonneHus ryopecLeHTHOro curHana no 2 Ka-
Hanam B COOTBETCTBUW C Tabnuuen 1 HacTosLEN UHCTPYKLUMK.

PesynbTaTbl MHTEPNPETUPYIOTCA HA OCHOBaHWUM HaNU4usa (Unv oT-
CYTCTBUSA) NnepeceveHus kpuson dryopecueHUmMn ¢ yCTaHOBIEHHON
Ha COOTBETCTBYIOLEM YPOBHE NMOPOroBOW NIMHUEN, YTO onpeaenser
Hanuuuve (unu otcytcTeue) ans naHHon npobbl AHK 3HauyeHna nopo-
rooro Lukna (Ct) B cooTBeTcTBYIOWEN rpade Tabnuubl pe3ynbTa-
TOB (CM. Tabn. 8).
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Tabnuua 8 — lNpuHuMnbI MHTEpNpeTauum peayanaTOB

3HaueHue noporoaoro uukna (Cf)

) fgpocpopa

i _no Kanany Aﬂﬂ PesynbTar
FAH JOE P
onpeAeneHo MeHblLue L aR s
p ?paHI/IHHOFO oTCyTCTBYET PHK kopoHaBupyca
SARS-CoV-2
O6HapyxeHa
OURESC e 1O onpeAeneto PHK kopoHaBupyca
Unu oTCyTCTBYET MEHbLLE rPaHNUYHOTO S ARS-CoV-2y

OTCYTCTBYET Wnu onpeae-
neHo 6onblLle rpaHU4HOro

OTCYTCTBYeT Wnu onpeae-
neHo 6onbLue rpaHU4HOro

HeBanuaHsin*

onpeneneHo MeHoLlle

onpeaenexHo

CoOMHUTEeNbHbLIK*

rPaHNU4YHOrIo bonbLie rPaHNUYHOrIo

* B cnyyae nony4yeHna HeBanugHOro pesynbtata Heob6XoANMO NPoBECTU
nosTopHoe [LP-uccnegosaHne cooTseTCcTBYOWErO Uccneayemoro obpasua,
Ha4YnMHasa ¢ aTana akcTpakumn PHK.

** B cnyyae nornyvYeHus COMHUTEeNbHOro pesyrnbrata Heobxoaumo npo-
BeCTu noBTopHoe lNLP-uccnegosaHne CooTBETCTBYHOLLErO Uccneayemoro 06-
pa3sua, Ha4unHasa ¢ aTana akcTpakuuu. B cnyyae noBTOpeHUA aHarnormyHoro pe-
3ynbtaTta obpasey cunTtaTb NONOXUTENbHLIM. [Mpn NonyyYyeHun oTpuuatens-
HOro pesyrnbTaTa B NOBTOPHOW NOCTaHOBKe obpasel cunTaTb COMHUTENLHbLIM
N pekoMeHaoBaThb NOBTOPHOE B3SAITUE MaTepmana ona aHanuaa.

BHUMAHMUE! [paHunyHble 3HaveHus Ct ykasaHbl BO BKNnagpbllie,
npunaraeMom K Habopy peareHToB.

Pesynbtat lLUP-uccnenoBaHna cumtaetca AOCTOBEPHbLIM,
eClin noJsiyyYeHbl NpaBuribHbIe pe3ynbTaThl ANIA KOHTPOJIeNn 3Ta-
noB 3akcTpakuuu n amnnudpukaumm PHK B cooTBeTCcTBUM C Tab-
nuuen 9 n BKNaabIiwemMm, npunaraemMmbiM K HAOOpy peareHTOB.

Tabnuua 9 — KoHTponb AOCTOBEPHOCTU 3TAMNOB 3KCTPaKUUu
PHK, obpaTHou TpaHckpunuum u amnnudunkaumsa ¢ getTekumen
B peXnme «peanbHOro BpeMeHn»

KoHTponupyembii 3HaveHue noporosoro uukna (Ct)
KoHutponb | artan MUP-uccne- | no kanany ana ¢onyopodopa
AOBaHUA FAM JOE
IkcTpakuyma PHK, onpegeneHo MmeHbLUe ONpegeneHo MmeHbLue
MK ——a——— e
OoT-NnupP rPaHUIHOro rPaHUYHOro
kcTpakuus PHK, onpeneneHo MeHbLLe
QK oT-nupP rpaHUYHOro QISYIETEYST
K- oT-nuypP oTcyTCcTBYET OTCyTCTBYET
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Bo3MOXHbIe OWNOKMK:

1.

[ins nonoxuTtensHoro koHTpons akcTpakuum PHK u OT-TLLP (NK)
3HayeHue noporosoro uukna (Ct) no kaHany ans cnyopodopa
JOE oTcyTcTBYyeT uUnu npesbillaeT rpaHuyHoe 3HayveHne. Heob-
xogumo noeToputb [UP-uccneposaHue pna Bcex 06pasuyos
(HaunHas ¢ aTana akcTpakuun PHK).

. Ons otpuuatenoHoro koHtponsi OT-NMUP (K-) onpeaeneHo 3Ha-

YeHue noporoeoro uukna (Ct) no kaHany ansa dnyopodopa JOE
n/unn FAM. BeposiTHa KOHTaMUHaUuA nadopaTopun NpoayKramu
aMmnnudukauMm UnNu KoHTaMuUHaUUA peareHToB, Uccrneayembix
obpasuoB Ha kakoM-nubo atane lLP-uccnepoeaHus. Heobxo-
AUMO MpeanpuHATb Mepbl MO BbISIBNEHUIO U NUKBUAALUUN WUCTOM-
HUKa KoHTamuHauum u nosTopuTh [NL|P-uccnegosaHue gns scex
obpasuos.

. Ons oTpuuatenbHoro koHTponsi akctpakumm (OK) onpeneneHo

3Ha4yeHne noporosoro uukna (Ct) no kaHany ana dnyopodopa
JOE. BeposiTHa KOHTamMuHauusi nabopaTtopuu npoykramu am-
nauuKkauum nu KoHTaMUHaLUUA peareHToB, uccnegyemoix ob-
pa3LoB Ha kakom-nnbo atane MNLUP-uccnepgosanua. Heobxoaumo
NPeanpUHATL MepbI MO BLISBIIEHWIO Y NUKBUAALUMWA UCTOUMHUKA KOH-
TamuHauum n noetoputb MNLIP-uccneposaHne pna scex obpas-
LOB, Ha4YNHasA ¢ aTana akcTpakummn PHK.

Ana nccnepyemoro obpasya onpeaesieHo 3HaYeHue noporoBoro
uukna (Ct), npu aTom Ha rpacuke cdnyopecLeHUnun oTCyTCcTBYeT
y4yacTOK XapaKTepHOro 3KCnoHeHuuanobHoro nogbema (rpaduk
npeactasnseT coboit NpudbnusntTenbHo npsmylo nuHUI0). Heob-
XOAMMO NPOBEPUTL NPaBUNbHOCTb BbiOpaHHOro YpOBHSA MOpPOro-
BOW NMHUKM unn napameTpoB pacyeTta 6asoson nuHun. Ecnu pe-
3ynbTaT Nony4eH Npu NpaBubHOM YPOBHE NOPOroBon NUHUK (nNa-
pameTpax 6asoson nuHuK), Tpebyetcs nosTopHO nposecTu MNLIP-
nccnegosaHve ans atoro obpasua.
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CPOK rogHOCTW. YCnoBuA TPAHCIMOPTUPOBAHUA U XPA-
HEHUA

Cpok rogHocTU. 12 mecsiLeB.

Habop peareHTOB C UCTEKLLMM CPOKOM rO4HOCTU NPUMEHEHUIO He
nognexur. Cpok rogHOCTM BCKpbITbIX peareHTOB COOTBETCTBYET
CPOKY rOgHOCTW, YKa3aHHOMY Ha 3aTUKeTKaX Ansl HEBCKPbITbIX peareH-
TOB.

TpaHcnopTupoBaHue.

Habop peareHTOB TpaHCNoOpTUPOBaTb NpU TeMnepaType oT 2 Ao
8 °C He Gonee 5 cyT B TepMOKOHTEMHEPAX, coAepXaLnx xnanoane-
MEHTbI, BCEMU BMAAMM KPbITbIX TPAHCMOPTHLIX CPEACTB.

Habop peareHTOB npu NOSlyYEHUM PA3yKOMMNIIEKTOBaTb B COOT-
BETCTBUMN C YKa3aHHbIMW TeMnepaTypammn XpaHeHus.

XpaHeHue.

«MNuUP-komnnekrT» BapunaHT FRT-96 F, kpome KOHTPONbHbLIX 06-
pasLoB, XpaHUTb B MOPO3UIIbLHOW Kamepe rNpu TemnepaTtype oT Mu-
Hyc 24 po muHyc 16 °C. KonTponbHble o6pasubl (OKO, BKO IC-R1,
NMKO PHK SARS-CoV-2) xpaHuTb npu TemnepaTtype OT natwc 2 Ao
nntoc 8 °C. MNMLP-cmecb-FL SARS-CoV-2 xpaHuTb B 3alyULLiEHHOM OT
cBeTa MecTe.

[donyctumo pasmopaxupaTb U 3aMmopaxusaTtb peareHTbl «[1LIP-
KomMmnriekta» He 6onee 3 pas.

XonoausnbHble 1 MOPO3usbHble Kamepbl A0SMKHbI obecneymsaTb
pernameHTUPOBAHHbI TEMNEPATYPHbLIN PeXUM.
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FAPAHTUMHLIE OBA3ATENBLCTBA U3rOTOBUTENA

N3rotoBuTens rapaHTUpyeT COOTBETCTBUME OCHOBHbLIX NapameT-
POB W XapaKkTepuUCTUK Habopa peareHToOB TpeboBaHUAM, YKasaHHbIM
B TEXHUYECKOW M IKCNnyaTauMoOHHON AOKYMEHTALUN, B TEHEHUe yKa-
3aHHOro cpoka rogHocTu npu cobniogeHnn Bcex ycrnoBun TpaHcnop-
TUPOBaHUA, XPAHEHUS U NPUMEHEHUS.

MeauunHckoe usaenue TexXHUYEecKoMy OOCNyXuBaHUIO U pe-
MOHTY HE NOANEXUT.

Peknamauun Ha ka4ecTBO Habopa peareHToB HanpaBnATb Mo aa-
pecy 119121, Poccuiickaa Pegepauums, r. Mocksa, lNoroguHckas yn.,
A.10 ctp. 1, e-mail: promlab@cspmz.ru.

Mpn BbiIABNEHUU NOBOYHLIX AENCTBUNA, HE YKa3aHHbIX B UHCTPYK-
LMn No npuMeHeHuro Habopa peareHToB, HEXenaTeNbHbIX peakuni
npu ero mucnonb3oBaHUn, akToB U 06CTOATENLCTB, CO3AANOLLMUX
Yrpo3y XU3Hu 1 300pPOBbIO rpaxxaaH u MeguUUHCKUX paboTHMUKOB npu
NPUMEHEHUN U 3kcnnyaTauuu Habopa peareHTOB, peKoMeHayeTcs
HanpasuTb cooblieHne No agpecy, ykasaHHOMY BblIlLE, U B YIOMNHO-
MOUYEHHYI0 roCy4apCTBEHHYIO perynupyroLlyio opraHusauuio (B PO —
depepanbHasa cnyxba no Hansopy B cepe 3npaBoOXpaHEHUS) B
COOTBETCTBUMU C AENCTBYIOLNM 3aKOHOAATENbCTBOM.

PykoBoautensb /
npou3BoacTBEHHOW NnabopaTtopun __,,7;‘/,;?_’4/’4‘7’ >K.E.TapacoBa
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CUMBOIbI, UCMONb3YEMbIE B MEYATHOW NMPOAYKLIUMK

OcTtopoxHo! ObpaTtuTtecs k
WHCTPYKUMUMY NO
NPUMEHEHUIO

REF Homep no katanory

Co,qepmwmoro AOCTaTOYHO
Ana npoeeneHna n-
Konu4yectea T1ecTtoB

LOT Koa naptum

MeauunHckoe nigenve
IVD au i

e Mcnonb3oBaTtb A0
A8 AMarHocTuKuM in vitro

ObpaTutecb K MHCTPYKLIUK

2 K9P

VER [Jata uameHeHus Bl
o N/ o
TemnepaTtypHbiii anana- = He ponyckatb BO3gen-
30H a X CTBUS CONHEYHOro CBEeTa
u WU3rotoBuTenb @ [laTa uarotoBneHus

0 %4
T Bepeuyb OT Bnaru
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WHcopmauums o nepecmoTpe:

[ata Mpuyuna

Mo TEKCTY UHCTPYKUUM OIS B3ATUA U TPAHCNOPTUPOBKK Buonoruye-
CKOrO Martepuana pekomeHayeTcsl cpefa Ans XpaHeHWs mu Tpamc-
NOPTUPOBKU pecnupaTopHbix MaskoB «AmnnuTect™® TCP» npous-
BogactBa PIBY «LICM» ®MBA Poccuu (P.Y. Ne P3H 2022/1719),
25.09.2025 . OIS 3KCTPAKUMU HYKNEUHOBbLIX KNCNOT pEKOMeHA0BaHbl KOMnnekTbl
peareHToB AnsA akctpakumu PHK/AHK us 6uonoruyeckoro martepu-
ana «AmMnnuTect® MarHo-Cop6-Typ6o» (P.Y. Ne P3H 2022/16452)
n «AmnnuTect® MarHo-Cop6-Kom6o» npoussoactea ®IBY «LCM»
®MBA Poccum (P.Y. Ne P3H 2022/19200)
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