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1 OBWWE YKA3AHUA

1.1 WHCTpyKuus ycTaHaB/MBaeT TMOPAAOK W YCNOBUA MNPUMEHEHUS CTaHOAapTHOro
ob6pasua npegnpuatisa Ne 6 «MosIOXKUTESNIbHbLIM KOHTPOJ/IbHLIA 0bpasel, coAepKallumii
doparmeHT PHK 2019-nCoV» (COIMT Ne 6 MNMKO PHK 2019-nCoV), npegHasHa4yeHHOro
ONs NpoBefeHUst UCMbITaHNn HabopoB peareHToB A1 BbisABNeHNAa PHK kepoHaBupyca
SARS-CoV-2.

1.2. MNMpoBepKy ynakoBku, MapkupoBkn u LenoctHoctu COIMM Ne 6 NMKO PHK 2019-nCoV
NPOBOAAT MyTEM BHELUHEro OCMOTPA.

2 MEPbI BE3OMNACHOCTWN. YOANEHUE OTXOA0B

Mpn pa6ote ¢ COM Ne 6 NMKO PHK;2019-nCoV u npu noctaHoBke TMUP cnepyet
cobnogatb nonoxenuns MY 1.3.2569-09 «OpraHusauymsa paborbl nabopatopuii,
VCMONb3YWWX MEeToAbl aMnanukaumMm HyKIeMHOBbIX KUCAOT, npu pabote cC
MarepuasioMm, coepxawmmMm MUKpoopraHu3mbl -1V rpynn natoreHHocTtu». MNpu paboTe
BCerga cnenyet BbINOSHATL Crieyouine TpeboBaHnA:

- Wcnonb3oBaTb OoAHOpa3oBble repyaTky, nabopartopHble XanaTbl, 3awuuarb rnasa
BO Bpemsa paboTbl C obpasuamu u peareHTamu. TWaTefIbHO BbIMbITb PyKU MO
OKOHYaHUKN paboThbl.

- Wcnonb3oBaTb M MeHATb MPW; K&XA0ih onepaumnm OAHOPa30Bble HAKOHEYHUKU OJ15
aBTOMAaTMYECKUX [03aTopeB~ C (omnbTpoM. OAHOPA30BYH MIACTUKOBYHO MOCyay
(NMPOBUPKN, HaKOHEYHMKM). HeobxoauMo cbpacbkiBaTb. B CreumasibHbli KOHTENHep,
cogepxawmin ae3nHuuUpyrowee CpeacTBO, KOTOPOE: MOXET ObITb MCMO/Ib30BaHO
ONnsa o6e33apaxkmBaHUA“MEANLMHCKNX OTXO/O0B.

- Heucnonb3oBaHHble peareHTbl, peareHTbl C WCTEKWM CPOKOM TFOAHOCTW, a Takxke
MCMOJIb30BaHHbIE peareHTbl, YMakoBKy criefayeT “yaansaTb B COOTBETCTBUU C

TpeboBaHNAMU CanlluH 2.1.3684-21 «CaHuTapHO-3INUAEMUNO/I0TNM4YecKne
TpeboBaHMUA K COAEPXaHUI0 TEeppUTOPUA TOPOACKUX W CEeNIbCKUX MOCESIEHUN, K
BOAHbIM  OObekTam, NnUTbeBOM  BOoAe W NUTLEBOMY  BOOOCHaBGXeHuIo,

aTMocepHoMy (/BO34yxXy, rouBaM,  >KWIbIM  TOMELEeHVUAM,  3KChJ/yaTaumm
NPON3BOACTBEHHBIX, OOLWECTBEHHbIX MOMELWEHN, opraHn3auum u nNpoBeAeHnto
CaHUTapPHO-NPOTMBO3NUAEMNYECKNX (MPOGUAAKTUUECKNX) MEPONPUSTUI.

3 MATEPMWANBI,) OBOPYAOBAHUNE, PEAFEHTbI N YC/IOBUSA OKPRYXAIOLLEN
CPEAbI, HEOBEXOANMBIE ANA NMPOBEAEHNA MUP-AHANU3A

3.1 Matepuanbl ' 1 060pyaoBaHue, HeobXoaumble A1 npoBegeHus MLUP-aHannsa,
COrflacHO TY-=UMNn NHCTPYKUUM K NCMbITYEMOMY HabOpy peareHTOB.

3.2 PeareHTb¥ 13 NCNbITyeMOro Habopa jpeareHToB.

3.3Temnepatypa B nomeLlleHnn nadopatopumn ot 20 ao 28 °C, oTHEEUTENbHAA B/I&XKHOCTb
ot 15 0o'.75 %.

4 T1IGATOTOBKA K NMPNMEHEHWIO

Mepen Hadyasiom paboTbl gocTaTtb M3 XonoauibHMKa npooupky ¢ COM Ne 6 MKO PHK
2019-nCoV. CON Ne 6 TMKO PHK 2019-nCoV p[oskeH npeactaBnAaTb CO6OM
MPO3pPaYHY0 XMAKOCTb, He COAepXallyl Kakux-ivbo BKIKOYEHUA U MNOCTOPOHHUX
npumecen. OueHMBaKOT BU3Ya/IbHO.
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5 MNOPAJOK NMPUMEHEHWA

5.1 Cogepxmnmoe npobupkn ¢ COM Ne 6 MKO PHK 2019-nCoV nepemewwmnBaloT WU
ocaxJaroT Karnsim Ha BopTekce. OTKPbIBAOT MPOGUPKY W, UCMO/b3ys HaKQHEYHWUK C
a’po30/ibHbIM 6apbepoM, OTOMpalOT HEeOoOXOAUMbIM O06beM (CM. CrefyroLWmid MNYHKT),
NPOBUPKY 3aKpbIBaloT,

5.2 ToTOBAT pasBefeHns, yKasaHHble B TY K uCNbITyeMOMy Habopy /peareHToB C
ucnonb3oBaHnem AHK-6ydepa, npunoxeHHoro k COIl.
Pa3BefeHNA roToBATCA MO Crefylolei cxeme:
1) WVcxogHbli npenapaT, UMeKLWNi KOHUEeHTpaunio MxKO™, pasBoguiCs N-kpaTHO Ao
6nwxkanwero passegeHnsa 10 c koadpdmuueHTom 1 (1x10™N).

Pa3BegeHne npoBOJAT COrMlaCHO - pacyeTy, C WCMNOJ/Ib30BaHEM ClieflyoLnx

doopmyn:
Nx107/1x10™'=N(1)
C/IN=A (2)
C-A=B (3), roe

NXIO™™ - ncxogHas KoHueHTpaums/COIMM Ne 6 NMKO PHK 2019-nCoV,
IXIO"N - 6nmkaliwee K UCXOO4HOW KOHUEHTpauun pasBefeHmne c kKoadpcpuumeHtom 1
ra/mn.
N - BO CKOJSIbKO pa3 HeoOXOAuMO pa3BeCTU UCXOAHbI mpenapaTt, /g TOro 4tobbl
nosyunTb Gamxkaliliee K UICXOAHOM KOHLUEeHTpauun passefeHne ¢ KoaduuneHtom 1
(NMpy HEOBXOAUMOCTN MOSTYHEHHOE YNCIO OKPYIUTb A0 LEroro),
A - obbem umcxogHoro COIl, KOTOpbIi HEOOXOAMMOB3ATb A1 npurotoBrieHus C
MK/1 pacTBopa, cogepxawero COIN B KOHUeHTpaumu 1x10™, 6amxanwero K
NCXOLHOW KOHLEHTpauum pasBefeHns ¢ Koaduumnentom 1 (Mkn),
B - o6bem OHK-6ydepa, KOTOpbIA HEO6XOAMMO B3ATb A9 NIPUroToBpeHns C MK
pactBopa, cogepxawero COIN B KOHUeHTpauun-IxXIO™, 6nmxanwero K MCXOQHOM
KOHLleHTpauum passeneHusa ¢ KoapduymeHTom L (Mkn);
C - o6bem pactBopa, cogepxawmin COMM B KOHUEHTpauum 1x10™,
2) MonyyeHHbln npenapar COIN ¢ koHueHTpauwen Ix10" 'B/mn  pasBoanTCA
rnocnefoBaresibHO  AECATUKPATHO A0 MOoJslydyeHwus nepBoro passegeHud. COIMM ¢
KOHLleHTpaunen, ykasaHHon B TY K UCMbITyeMOMY-Habopy peareHTos;
3) W3 nonyudeHHoronepsoro passegeHusa COIl ¢ koadhpuumeHTOM 1, yKa3aHHOro B
TY, rotoBAT nocraemylowe* passefeHns, ykasaHHble B TY, nyTem nocriegoBaTesibHbIX
[ecATUKPaTHbIX pa3BeieHNA.

Hanpumep, COM Ne 6 MNMKO PHK 2019-nCoV wumeeT KOoHueHTpauuio 2x10® 3/mn.
Heo6xoaumo- NpuUrotoBuUTb npenapaTr c-koHueHTpauymen KP MKO 2019-nCoV 1x10®
ra/mn, IxX1G IFa/mn n Ix10® ra/mn.

MapkupytoT Npoompkn «1x10®», «IXIO™N*», «1x10®».

B mpobupky, MapKNPOBaHHYHO «1x10®», nocrepoBaTesibHO BHOCAT
aBTOMAaTUYECKNUM [03aTOPOM, UCMOJIB3YH HAKOHEYHVKN C a3po30/ibHbIM 6apbepom, 475
MK 6ydpepa n 25 mkn COM Ne 6 NMKO-PHK 2019-nCoV B KOHUgHTpauun 2x10® 'a/mn,
TWaTefiIbHO NepemMeLInBaloT N OCaKAAa0T Ha BOPTEKCE.

B  npobupky, MapKNpPOBaHHYO «IxX10"»,  nocAenoBaTesibHO BHOCAT
aBTOMAaTM4YeCKNM [03aTOPOM, UCNO/Ib3Yys HAaKOHEYHUKN C adp030JibHbIM 6apbepom, 450
MK 6ychbepa M 50 MKI U3~ NpPOGUPKM, MapkupoBaHHOW «1x10®», TUaTeNibHO
nepemMeLIMBaloT N OCaX4aloT Ha BOPTEKCE.

B npobupky, MapKNPOBaHHYHO «1x10®», nocnegoBaTesibHO BHOCAT
aBTOMAaTU4YECKMM [03aTOPOM, WUCMNOJIb3yS HaKOHEYHUK C a3po30/ibHbIM 6apbepom, 450
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MKN 6ydepa u 50 MKA M3 NPOBUPKM, MapKUpOBaHHOW «1x10"», TLATENbHO
nepemMeLLMBaloT 1 OCaXgarT Ha BOpTEKCE.

5.3 danee nposogutca [UP, petekuma npogykrtos [lUP wn ydeT pe3yabTatoB B
cooTBeTCcTBUMM C TY ANA UCNbITyeMoro Habopa peareHToB.

6 KOMMNEKTALUWA

PeareHT O6bem, Mn KonnuyecTtBo
COIN Ne 6 NMKO PHK 2019-nCoV 0,1 1 npobupka
OHK-6ydbep 15 1 npobvipka

7 CPOKTOAOHOCTW, YC/TIOBUA XPAHEHNA N TPAHCINOPTUPOBKN

B cootBetctBUM co cBugetensciBom Ha COIl Ne 6 MMKO PHK 2019-nCoV. Cpok
rogHoOCTM U ycnioBuA XpaHeHus,( Bckpbitoro COIM Ne 6 (TIKO PHK 2019-nCoV
COOTBETCTBYET CPOKY rOAHOCTU .U "YC/IOBUSAM XPaHEeHUA HEeBCKPbITOro CcTaHOapTHOro
o6pasua npeanpuaTus.

MpurotoBneHHble pa3sefeHns. COIM, nmerowme KOHUEHTpauUuo He meHee 10® M'3/mn,
MOXHO XpaHuTb npun Temnepatype oT 2 go 8 °C B TedeHue )1 mec. [pUroToB/iIEHHbIE
pasBegeHna COIl, wumerowme’ KOHUeHTpauuo MeHee -10® [3/mMn, XpaHeHU He
noasiexar.

8 ALPECA A9 CNPABOK N PEK/TAMALIA

Peknamaumn HanpaBAATb B agpec npowussogutensa: 119121, 'Poccwuiickas
depepayunda, r. Mocksa, [loroguHckada yn., a. 10 ctp.)l, ®IBY «UCl» ®PMBA Poccun,
Ten. (495) 540-61-71, (499) 246-58-24.
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CMNMNCOK COKPALLEHWNI
B H&CTOHLLI,GVI MHCTPYKUNN NMPUMEHAIOTCA Ccrieayrownme cokpalye-
HUA 1 0603HAYEHUS:
- KomnnemeHTapHaa AHK, nonyyaemas B peakunn obpaTHOMN
KAHK
TpaHckpunumm Ha matpuue PHK

BKO - BHYTPEHHUI KOHTPO/IbHbLIN 0bpasel,
- TEHOMHbIN 3KBUBAJIEHT - Ko/mnyecTBo PHK-muweHn (15 konus),

ro cogepxawasaca B 1 reHome Bupyca

AHK - 0Ee30KCMPUOOHYKIeNHOBasH KucnioTa

PHK - pUBOHYKIENHOBAs KUC/oTa

K - MONIOXNTESIbHbIA KOHTPO/b 3KCTpakumn AHK, obparHoin TpaH-

ckpunuuu n MUP, BkatovaeT doparmeHT PHK SARS-CoV-2
K- - oTpuuaTenbHbI KeHTPob MNLUP, He cogepxunTt pparmenTbl PHK
SARS-CoV-2

oT-nup - obpaTHas TpaHckpunuma u NUP-amnandmnkanms

OK - OTpULATENbHBIN JKOHTPO/Ib 3KCTpakuum

OKO - oTpULaTeNnbHbI KOHTPO/IbHBIV 0bpasel,

nnB - NOTEHUMaNbLHO MHTepdepupyroLlme BelecTsa

nup - nonmMmMepasHas LenHas peakuyums

PY - perncTpaymnoHHoe yaocTtoBepeHmne

0OM No 6 - CTaHZapTHbIN obpa3seL, NpeanpuATUS-CoaepXalmin doparmeHT

PHK SARS-CoV-2
- (hepepanbHoOe rocyfapCTBeHHOE . OKeTHOe yupexaeHue
®rey «uen» «LleHTp eTpaTternyeckoro njaaHUpoBaHnA U ynpasBsieHNa MeguKo-
®MBA Poccumn 6MONIOTNYECKNMN PUCKaMN  30POBBLI0» PeflepasibHOro MeamnKo-
' BMOJIOFNYECKOTO areHTCcTBa

FRT - (hnyopecueHTHas AeTekUnsa'B pexnme «peasibHOro BpeMeHm»
HA3HAYEHWE

Habop pearedToB gnsa BbiaBneHuda -PHK kopoHaBupyca SARS-
CoV-2 T1axenoro.ocTporo pecnupartopHoro cuHgpoma (COVID-19)
MeTOoAOM MosinMepasHon uernHon peakunm «AmnnmTect SARS-CoV-
2», nanee - Habop peareHToB «AMMIANTect SARS-CoV-2», npeaHa-
3HauyeH [ang.KayecTtBeHHoOro onpepeneHna PHK kopoHaBupyca
SARS-CoV-2 TAXenoro OoCTpOF0 pecnumpaTopHOro. cuHapoma
(COVID-19); B buonornyeckom -martepunane (mMaskax)Co C/IU3NCTOWN
HOCO- M POTOINOTKU, MOKPOTe, fhekanumax yenoseka)’metogom [MLP
C rmbépunansayMoHHO-PIyopeClleHTHON AeTeKuuen B pexume «pe-
a/NIbHOLO BpeMeHN».

Moka3aHnsa 1 NpPoTUBONEKa3saHUA K NMPMMeHeHno Habopa pea-
reHTOB

Habop peareHTOB WCMNOMb3yeTCHA B K/IMHUYECKON flabopaTOpHOM
NNArHOCTMKE OCTPbIX pPecnmpaTtopHbIX MHpEeKUMn ANna uccnenoBaHus
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6MoMIornyeckoro marepuasna, nosly4yeHHoro ot nL, ¢ NoAO03PeHnEM Ha
KOPOHaBUPYCHYK MHADEKLMIO, BHE 3aBUCUMOCTN OT (POPMbI U HANUNSA
MaHudecTaymmn 3aboneBaHnsa. Cneuuuryeckas naTtosiorns - KopoHa-
BUpPYCHOe 3aboneBaHne, Bbi3BaHHOEe BMpycoM SARS-CoV-2 (COVID-
19).

MpoTuBONOKa3aHUA OTCYTCTBYIOT, 3a UCK/IOYEHNEM C/yYaeB, Korga
3abop maTtepuana He MOXeT ObITb OCYLLECTB/IEH MO MeAULMHCKUM MNOo-
KaszaHusM.

He ncnosib3oBaTh HAGOP peareHToB, ec/iv HapyLleHA BHYTPEHHSS
yrnakoBKa WX BHELWIHWI BUA pearenTa He COOTBETCTBYET ONUCAHWIO.

He ncnonb3oBaTb HabOp peareHToB, ec/in He cobmoaannch ycro-
BMSI TPAHCNOPTUPOBAHUSA U XPaHEHUSA COMMTaCHO MHCTRYKLMN,

He ncnosb3oBaTh HAGOP PeareHToB N0 UCTEYEHUI CPOKA TOAHOCTMW.

MoTeHyMasibHblIe NoNb3oBaTenIn MegULMHCKOIo nsaennsa

K paboTe ¢ Habopom peareHToB A0MNycKarTes TO/IbKO MeaULNH-
CKne paboTHUKK, 0OyUYEeHHble MeToAaM MOMEKYASPHOW ANArHOCTUKN
N npasunamMm paboTbl B-K/INHUKO-AMArHOCTUYECKOI nabopaTtopumn B
ycTtaHoBneHHoMm nopsgke (CM 1.3.2322-08 xbe3onacHocTb paboThl

C MuUKpoopraHuamamu ll1-1V rpynn natoreHHOCTU (OnacHOCTU) U BO3-
oyanTenaMmn napasmtapHbiXx 60M1e3Hen»);

MonynaunoHHble, AeMorpaduueckme.acnekTbl NPUMeHeHUs1 Me-
OVULUNHCKOTo usgenus

BoiasneHne -PHK kopoHaBupyca-~SARS-CoV-2 wmetogom [MUP
NpoBOAMTCA MatMeHTaM C K/IMHMYECKOW CUMNTOMAaTUMKOW pecnupa-
TOPHOro 3aboAeBaHuA, MOAO3PUTENLHOIO Ha MHMEKUW, Bbl3BaH-
Hyt0 SARS-CQV-2, B 0COGEHHOCTU TIpUbbIBAOLWMM N3 IANAEMUNOSIO-
rMyeckn HebNaronosiyyHblX pPernoHOB cpasy nocse '’ nepBnuyYHoOro
OCMOTpa, aTakke KOHTaKTHbIM JiLam.

NPUHLUAR METOAA

[MpuHLMn TecTMpoBaHUA @CHOBbIBAETCA Ha 3akcTpakumn PHK u3
06pa3uoB nccaenayemoro marepmasia CoBMeCTHOSC BHYTPEHHUM KOH-
TpoabHbIM ob6pasuom (BKO 1C-R1), nocnegyowmm nposeaeHnmn pe-
akuMm obpaTtHoil TpaHckpunuun PHK 1 amnandgukaumm ydyacTKOB
kOHK BbisiBnsgemoro supyca n kAHK BKO IC-R1 ¢ rubpunamsaumoHHo-
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dnyopecueHTHON aeTekunen. BKO IC-R1 no3BonsieT KOHTPONUPO-
BaTb Bce 3aTanbl lNLP-nccnepgoBaHns ona kaxaoro o6pasya u.oue-
HMBaTb B/INAHWE MNOTEeHUMaNbHbIX WHIMOUTOPOB Ha pe3ynbstarthl
ML P-uccnepoBaHud.

C nony4yeHHbIMM Ha aTane akcTpakumm npobamn PHK npoBoantcs
obpartHasa TpaHckpunumua PHK ¢ nomouwbio pesepTasbl U aMANMgun-
kauma yyactkoB KAHK npy nomolin cneyndouyHbiX K 3aTUM yHacTKam
npanmepos n hepmeHTa Tag-nosnmepassbl. B cocTaBe peakuMoHHOM
CMEeCW NPUCYTCTBYIOT (Pp/IyopecUeHTHO-MeueHble OSITOHYKNeoTuabl,
KOTOpble TMOpUAN3YITCA C KOMMNJIEMEHTAPHbLIM yYacTKOM-aMmnandu-
umpyemon kKAHK-muwieHn, B pesyabTaTe Yero npoucxoanT HapacTa-
HMe WHTEHCUBHOCTWU hpaiyopecueHunn. 3TO NO3BOJIAET PErNCTPUpPO-
BaTb HakomnsieHne cneyndunyeckoro npoaykra amnaugpukaymm nytem
N3MepPeHnUsa MHTEHCUBHOCTM (PJYyOpecueHTHOro curHana. Jetekuus
donyopecueHTHOro curHana -oCyu,ecTBifaeTcsd HemoCpeACTBEHHO B
xoae MUP ¢ nomolblo amnaMurkaTopa ¢ cucTeMon agetekunm gny-
OPECLIEHTHOIo CUrHana B PeXnme «peasibHOro BPpeMeHn»,

Ha atane OT-NMUP ogHoBpeMeHHO B OAHOW npobupke npoBo-
aatca 2 peakuymun - amnandukayma kAHK SARS-CoV-2 kopoHasu-
pyca, a Takke amnauukaunsa nocnepgosartensHoctn kAHK BKO 1CG
R1. Pe3ynbTtatbl amnnugpukaunm kAHK kopoHasmpyca SARS-CoV-2
n kKAHK BKO IC-R1 permcTpupytoTca no 2 passinyHbiM KaHanam gay-
opecueHTHoW aeTtekun (cm. Tabn.l).

Tabnuua 1 —AHanu3 pesynbTaTtoB No KaHasnam gaa payopodopos

Kanan FAM JOE
ana donyopodopa
KOHK-MuweHb kAHK BKO IC-R1 KAHK SARS-CoV-2
WCKYCCTBEHHO
Obnacte CUHTEe3npoBaHHas oparmeHT.reHa RARP
aMmnnmnKasmnm
nocrie0BaTeNbHOCTb
KOMITJTEKTAUNA

«AMnanTect PUBO-npen» BapuaHT 100; «[IP-komnnekT»
BapuaHT FRT-96 F.

HaGop peareHTOB npefHasHayeH [A/19 MNPOBEAEHUS MOJIHOIO
MUPsiccnenosaHna, BkAw4awouwero akctpakumio. PHK n3 éunonoru-
4ecKoro martepuasna, nposeAeHmne peakumm obpaTHOM TPaHCKPUNLMN
PHK 1 amnnudukaunm yyactka kKAHK c rubpunamnsaunoHHo-gnyopec-
LEHTHON AeTeKkUunen B pexumme «peasibHOro BpeMeHu», No3BonseTr
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onpepenate PHK kopoHaBupyca SARS-CoV-2 B KayeCTBEHHOM
dopmare.

Habop peareHToB paccumMTaH Ha rnpoBefeHne 96 onpeaeneHmii.

AHATMTNYECKNE XAPAKTEPNCTUKN

[ns naHHoro Habopa peareHToB MPUMEHUMbI CeayloLl e Xxapak-
TEPUCTUKMU:
AHanunTuyeckasi YyBCTBUTE/IbHOCTb (Npeaes o6Hapy)XeHus)

Tabnuua 2 —AHanuTnyeckasa 4YyBCTBUTE/IbHOCTb Habopa peareH-
ToB «/AMnnnTect SARS-CoV-2»

Bug AHanntnyeckas
Mceneayemoro KomnnekT ona KomnnekT gns YyBCTBUTE/IBHOCTb
matepuana aKkcTpakumn PHK oT-nup (npepen obHapyxe-
Husa}, F'3/mn
Ma3ku CO C/NM3UCTOW «AmnnuTecT «[LIP-KOMNAEKT
060/104KM HOCO- U PO- PUBO-npen» BapnaHT FRT-96.F 1x103
TOrNOTKX, MOKpoTa* BapuaHT- 100
«ANRJANTECT «MUP-koMNAeKT»
dekanun* PUBO-npen» 5x103

SaphaHT 100 BapuaHT FRT-96 F

*06pasybl Noc/ie COOTBETCTBYIOWEN NpeaBapuTesibHON 06paboTKm

[aHHbI npenen . obHapyXeHusa gocturaeTcs npu cobnrgeHnmn
npaBw/, yKasaHHbIX-B pa3genax «B3artue, TpaHcnopTupoBaHue n
XpaHeHue uccnegyemoro marepuana.

AHanunTn4yeckas.cneynmnyHoCTb

AHanutnyeckas cneunuyHOCTk 'Habopa peareHTOB [[OKa3aHa
npu wnccneposaHnm PHK wrtammoeB KopoHaBupyca HCoV 229E,
HCoV 0OC43, HCoV NL63, SARS-CoV HKU39849, MERS-CoV u3
EBponeiickoro BupycHoro apxuea (European Virus Archive Global
011N-03868 - Coronavirus RNAspecificity panel); wutammos Bupyca
rounna A - (H1IN1) (ATCC® VR-1469), Bupyca rpmina A (H3N2)
(ATCC®VR-776) n Bupyca rpunna B (Victoria Lineage) (ATCC® VR-
1930) ‘M3, konnekynn ATCC®- (American Type Culture Collection,
CLWA); wtammoB Streptococcus pneumoniae (Mg 131116j,
Streptococcus pyogenes (Ne 130001j, Haemophilus influenza (Ne
151221), Staphylococcus aureus fNe 201108J, Klebsiella
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pneumoniae (Ne 180129) n3s F'ocygapCTBEHHOW KOMMEKUNN NaTOreH-
HbIX MuKpoopraHnsmos (FKMM) oIy «HUSCMI» MuH3gpasa Poc-
CUN B KOHUEHTpauun He meHee 1x10® M3/mn.

Mpy TecTMpoBaHUM BblWENepevYncsieHHbiX 006pasy0B MNOA0XKN-
Te/IbHbIX peakunin (pe3ynbTaTtoB) BbIAB/IEHO He OblNO.

NHTepdepupyloune BellecTBa U orpaHUYeHmns no Ncnoyib3oBa-
HUIO NPo6 nccregyemMoro matepuana

[ANa KOHTPONA 3PP EKTUBHOCTU @KCTPAKLMUN HYKTENHOBbLIX KACMOT
n OT-NMUP B Habope peareHToB. npeaycMoTpeHa OAHOBpPEMeHHasd
obpatHasa TpaHckpunuma PHK ngatem amnnndukauyma kAHK kopo-
HaBupyca SARS-CoV-2 ” BHYTPEHHEero KOHTPO/ILHOro ob6pasua
(BKO). BKO pob6asnsetca B Kaxablh obpasey, 61uoaormyeckoro ma-
Tepnana Ha atane akcTpakuunm, PHK. B xoge peakuwn amnamduka-
UuM Hanuuue curHana, CBUAETENbCTBYHOLWEro o HakonseHun dopar-
mMeHTOB KHK BKO, roBoput 06 otcytcTBuUM uHrubupoBaHna OT n
MupP.

HenpurogHoiMn Ana uecnenoBaHua SBAAOTCA 06pasubl, 06bEM,
YCNOBUA/CPOK XpaHEeHUs ! TPaHCMNOPTUPOBKMN KOTOPbLIX HE COOTBET-
CTBYIOT TpebOBaHUAM, ‘yKa3aHHbIM B pasgesie «B3aTtve, TpaHCnopTu-
poBaHMe U XpaHeHue uccnenyemMmoro Mmatepuana».

MoTeHUManbHO NHTEPgEpUpYOLLMe BellecTBa

ANsa oueHKM noTeHuuanbHOW WHTepepeHun 6biIn BbiGpPaHbI
9HAOrEeHHbIe - MYHUH, TeMOorn1o6MH, N 9K30TeHHble - BOAHbIN pacTBop
XJIoprekcugnHa GurnrkoHarta a9 MeeTHOro U Hapy>XHoro fnpmuMeHe-
HUA, 5 %, «MoynpodeH» (Cynno3ntopumn pektasnbHble 60 Mr), «3I-
depanraH®» (eynno3ntopun pektasibHble 80 Mr) - BellecTBa, KOTO-
pble MOryT NPUCYTCTBOBaTb B OMOAOrMUYEeCKOM Martepuasne. (Maskm co
C/IN3UCTON HOCO- U POTOrNOTKM, MOKPOTa, dpekanun), Necnosib3yemMmom
ANA nccrnegoBaHuA.

ANa n3ydeHna BNUSAHUA NOTEHUMa/IbHO UHTepdiepupyowmnx Be-
wects (MAB) Ha nonyyeHHble Pe3ynbTaTtbl, UCMbITYEMbIM HabopoMm
peareHTOB ObI/IN NPOTECTUPOBAHbLI MOAesbHble 06pasLbl, coaepxa-
live 1 He coaepxalime sHAOIeHHble U 3K30reHHbIe NoTeHuManbHO
nHtepdrepupyrowme Beuwecrsa. MopgenbHble o6pasuybl npeacras-
NAAN CO60MN MaskM CO C/IM3UCTON HOCO- N POTOrNOTKK, 06pasybl MOK-
poTbl, doekanuin, He cogepxauime PHK kopoHaBupyca SARS-CoV-2,
KOHTaMUHMpoBaHHble pa3segeHnem COI1 Ne 6 NMKO PHK 2019-nCoV
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10 KOHEYHON KOHUeHTpauun 1x10" '3/mn, ¢ nocnegywwmm aooas-
NeHNneM 3HAOreHHbIX (MyUWH, reMorsiobuH) M 3K30reHHbIX (BOAHbLIN
pacTBOp XJIOprekcuanHa 6urftokoHara A9 MEeCTHOIO U HapyXXHOro
npumeHeHns, 5 %, «MoynpodeH» cynnosmtopum 60 mr, «dddpepan-
raH®» cynnosmtopumn 80 mr) MNMNB n 6e3 gobaBneHUs OaHHbLIX Be-
WecTB. Bbluncnanu pasHuuy MNonydeHHbIX CpefHuX 3HayeHuin Ct
(ACtcp.) mMexAay KOHTPOJIbHbIMU W UCMbITyeMbIMKA obpas3uamMun. [Npu
3HadyeHnn ACIcp. meHee 1,5 UMKIOB Aenanu BbiBOL 006 QTCYTCTBUM
B/IMAHUSA MOTEHUNANbHO NHTEPJEPUPYIOLWNX BELWECTB HA pe3ynbTaT
OT-MupP.

AkcTpakymto PHK mn3 mogensHbiXx o6pasyoB n OT-fILUP nposo-
AN B COOTBETCTBUM C VIHCTPYKUMEN NO NPUMEHEHNIO;

Pe3ynbTaTtbl OUEHKN npeacTaB/ieHbl B Tabn. 3.

Tabnuua 3 —OueHKa BAUAHUA MOTeHuMalbHO MHTephepupyroLwmx
BeLecTB

Bupg MpoTecTupo-
Brnonoru- MoTeHunanb-
o noteHumnanb- - BaHHasd Hanundne uH-
Hecknn HOro UHTep- HbIn KOHLUeHTpauuns TepdepeHLUN
mMarepuan uHTepepeHT
depeHTa B obpa3ue
SHpAoreHHble . MyuvH 5% He o6HapyxeHo
MokpoTa, BellecTsa reMOFI'If)6VIH 100.mr/mn He ob6Hapy»xeHo
Maskut 3K30reHHble BOAHbIN PacTBOop
XnoprekcuguHa 2% (V/IV) He o6HapyxeHO
BellecTBa
oéurnrokoHarta
BHOOreHHble MyUMH 5% He o6Hapy»xeHo
BellecTsa remMorno6uH 100 mr/mn He o6Hapy»xeHOo
«6ynpoceH»
deKkanm CYNNO3UTOpMM 2% (v/v) He o6Hapy»xeHo
OK30rEeHHbIe
BellecTBa «Ipcpepan-
u_|, raH®» cynnosu- 2% (v/v) He obHapyxeHo
TOopUN
Bocnpon3BoanmMocCTb

Bocnpou3sognmocTb UccnefgoBaHUs Oblna onpegeneHa B ABYX
He3aBUCUMbIX NnabopaTtopusix,‘pasHbIMKM onepaTopaMu, B pasHble
AHW, Ha(Pas/INyHbIX Npuéopax-nyTeM TeCTUPOBaAHUA MNONOXUTENb-
HbIX M OTpuLaTeNbHbIX MOAENbHbLIX 06pa3uoB. MoAOXKNTENbHbIE 06-
pa3ublNpeacTaBnsaIn cobo pas3BefeHus cTaHAapTHOro obpasua
npeanpuatTna COIM Ne 6 MKO PHK 2019-nCoVe KoHueHTpaymnsamu
1x10" n 1x10" I'S/mn, B KayecTBe oTpuLaTesnbHOro obpasuya 6bI1 UC-
nonb3osaH OKO.
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Pe3ynbTaTbl uccnegoBaHuss ansi Habopa peareHTOB npeacTaB-
NIeHbl B Tab/. 4.

Tabnuua 4 —Bocnpon3BoAMMOCTb KccnegoBaHua and Habopa

peareHToB «AMnnnTect SARS-CoV-2»

BHyTpwn nocra-
HOBKW BHYTpW ce-

Mexnay cepuammn

Mexay naéoparto-

NToro,

puamn (Bocnpoms- BOCNIpOU3BOAN-
pun (noBTOPSAEMOCTB)
BOAVMOCTb) MOCTb
Tun (noBTOPSAEMOCTb)
obpasuoB Konn- Cosna- Konn- Cosna- Konwu- CoBna- Kosaun- Cosna-
4yecTBO heHune 4yecTBO neHne 4yecTBO neHne 4ecTBO neHve
obpas- pe3ynb- ob6pas- pe3ynb- obpas- pes3ynb- o6pas- pesysib-
uoB TatoB, % uoB TatoB, % LoB TatoB, % LoB TatoBs, %
MNonoxu-
Te/ibHble
COM No 6 6 100 12 100 12 100 24 100
1Ix10" I'3/mn
Opuyarent- 6 100 12 100 12 100 24 100

HblE

ANATHOCTUYECKNE XAPAKTEPUCTUKN

AnarHocTnyeckne nokasarenun Habopa peareHToOB OLEeHMBanu
npu aHananse nNpod mMaskoB CO C/AM3UCTOW HOCO=_1 POTOr/NIOTKM, MOK-
poTbl, pekannii, npeaBapuTeNbHO OXapakTepu30oBaHHbIX Kak coaep-
Xaume n He cogepxawme kopoHasmpyc SARS-CoV-2.

Pe3ynbTatbl NPUMEHEHNS Habopa peareHToB nNpeacTaB/iEHbl B
Tabn. 5.

Tabnuua 5 — Pe3ynbTaTbl OUEHKM AMArHOCTUYECKMX MnokasaTe-
neun Habopa

Twun PesynbTaTbl NpumeHe-
XapakTepuctmka obpa3yoB
o6pa3uyoB HUA Habopa peareHToB
M
askn un3 Bcero nc6neo- NONOXUTENBbHbIX 51 0
HOCO-W POTO- 4110 115 o6pastios
FNOTKA oTpuHaTesibHbIX 0 64
Bcero uccnegosaHo MNOAQXMUTENbHbIX 52 0
MokpoTa
106 o6pasua oTpuLaTenbHbIX 0 54
Bcero nccnegosaHo MOMOXNTENbHbIX 51 0
Pekaninm
102 o6pasuos oTpuuaTenbHbIX 0 51

Bblnv MCcnonb30BaHbI:

154 o6pas3uya 6monornyeckaro martepuana (MaskoB 13 HOCO- U po-
TOI/IOTKN, MOKPOTbLI, (hekaaunit), cogepxawmx smpyc SARS-CoV-
2, CAOJIYYEHHbIX OT MayneHTOB C YCTAHOBJ/IEHHOW WHMeKUnen
COVID-19;
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- 169 ob6pa3uyoB 6mMonOrMYeckoro matepuasa (MaskoB M3 HOCO: M
POTOINIOTKA, MOKPOTHI, (hekannin), He copgepxawmx PHK SARS-
CoV-2.

[AviarHoctnyeckne xapakrepnucTmkn Habopa peareHTOB nNpeAacTaB-

neHbl B Tab”n. 6.

Tabnuua 6 —AnarHocTUYEeCKMe XxapakTepucTukm Habopa peareHToB
«AmnnnTect SARS-CoV-2»

[AnarHoctuyeckas OnarHoctuyeckas
YyBCTBUTENBHOCTbL cneynunyHoOCTb
Tun o6pasuyos (c poBepuTenbHoOM (c poBepurenbHOM’
BEPOATHOCTbLIO 95 %), BEPOATHOCTbLIO 95 %),
B nHtepsane (%) B HTepBane (%)
Maskin s Hoco- 94,3-100 % 95/4-100 %
N POTOr/I0TKM
MokpoTa 94,4-100-% 94,6-100 %
MEPDbDI MPEJOCTOPOXHOCTU % CBEOEHWA

Ob YTUNN3AUNN

ccnepoBaHusa MO BbIFBNEHUIO B KIMHWYECKOM Martepuasie BO3-
oyanTenen WHPEKUMOHHbIX O60NE3HeN, OTHOEALWMXcss Ko W rpynne
NaTOreHHOCTU, LO0/DKHO, MPOBOANTLCA C COOAKAEHMEM cayuTapHO-
anngemuoniornyecknx snpasun CIl 1.3.3118-13 «be3onacHoOCTbL pa-
60T C MuKpoopraHmamamm 111rpynn natoreHHoCTM (ONacHOCTU)» U
CaHlluH 2.1.7.3684:21 «CaHuTapHo-annaemMmumosiornyeckne rtpebdo-
BaHUA K COAEPXaHU0 TeppuToOpuii ropoackmMx N cenbCKUX nocersne-
HWA, K BOAHbIM 0BbekTam, NUTbLEBOW BOAEe N NUTbEBOMY BOAOCHA0-
XEeHU0, aTMoCcepHOMY BO34yXy, noyYBam, XWbIM MOMELLEHUAM,
aKcnyataymm ~fpon3BOACTBEHHbIX,  JOOLWECTBEHHbLIX MNOMELLEHWUN,
opraHusauunm 1M NpPoBeAEHUNID CaHUTAPHO-NMPOTUBOINULEMNYECKNX
(NnpodhmnakTudecknx) mMeponpuatuin». B cootBeTcTBUW C Nn.2.1.6
CI 1.3.3118-13 gmarHocTuka Bo3dyamtTenenn MHPEKUNOHHbIX 601€e3-
Helr Il rpyRfbl NATOreHHOCTU MONEKYNAPHO-TEHEeTUYECKUMU MeTo-
aamu (6es Hakon/eHna Bo30yAuTesnia) MOXeT NPoBoAUTLCA B /1abo-
paTopusax, UMeKLWMX CAHUTAPHO=3TNAEMMNONOTNYECKOE 3akK/toUeHne
0 BO3MOXHOCTU npoBeAeHnAa paboT ¢ mukpoopraHusmamu il rpynnbl
NaTOM€HHOCTM B COOTBETCIBMM C TPebOBaHUSAMWU_ CaHUTAPHbIX Mpa-
Bun CH 1.3.2322-08 "bBe3omnacHOCTb paboTbl C MUKPOOPraHn3amMamm
[l - IV rpynn natoreHHocTn (OnacHoOCTW) U BO3byaAuTenamn napasu-
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TapHbIX 60/1e3He” (C u3mMeHeHnAMN Ha 29 noHA 2011 roga). Mate-
pvan ona nccrefoBaHnii NOANEXUT NpeasBapuTesibHON 06paboTke B
COOTBETCTBUMN MeToaMYecKUMMn ykasaHuamm MY 1.3.2569-09 «Opra-
Hu3auma paboTbl fabopaTtopuii, NCNOMb3YOLWNUX MeToAbl aMnAngn-
Kaunm HYKNEeNHOBbLIX KACNOT npu paboTte ¢ marepuanom, Cogepxa-
LWMM  MUKpoopraHnambl 1-1V rpynn natoreHHoctu». [lpu-paboTe
HeobOxo4AMMO BcCerfa BbINOJIHATL creaylouwme TpedboBaHuA: paccmar-
puBaTb UCXOAHbIE UccenyemMble obpasLbl 6UOIOrMYECKOro, MaTepu-
ana Kak MHPeKLMOHHO-0NacHbIe; NHaKTUBUPOBaTb UCXO4HbIE Uccne-
ayemble obpasubl 61Mon0rM4eckoro. Mmatepmana B COOTBETECTBUN Me-
Toamnyeckumn ykaszaHunamm MY 1.3.2569-09.

Mpn paboTe Heob6Xxo4MMO BCEFfa BbINOMHATL cnegylowmne Tpebdo-

BaHUA:

- WccnepoBaHna npoBoAATCd B OOKCUMPOBAHHbLIX ™ MOMELLEHUAX,
060pyA0BaHHbIX CUCTEMAMWN MNPUTOYHON W BbITAXXHOW BEHTWUNA-
uun nnu 6okcax Mmmkpoobuoenormyeckom é6esonacHoctu Il knacca.

- Temnepartypa B nomeujeHnax nabopartopum 0F 20 go 28 °C, oT-
HOCUTeNIbHada BMaXHOCTb OT 15 go 75 %.

- PaccmaTtpuBatb uccnegyemoie obpasiubl Kak'MHGeKLMoHHO-0nac-
Hble, OpraHn3oBbIBaTL.PaboTy N xpaHeHne; B cootseTctBum ¢ CI1
1.3.2322-08 «be3onacHocTb paboTbl ¢ MukpoopraHmama™\in 1l-1V
rpynn naTtoreHHocTy (onacHocTu) u BOo3ByauTenaMu napasutap-
HbIX 60N1Ee3Hen».

- Ybupatb 1 age3uHduuMpoBaTb pasiuTble o06pasubl, UCNOAb3YA
aesnHdunumnpytotine cpeacrtea B cooresetcteum ¢ CIl 1.3.2322-08
«be3onacHocTb,paboTbl ¢ MuKpoopraHmnamamu -1V rpynn narto-
reHHOCTU (ORACHOCTWN) M BO3OyauUTEeNsaMM napasutapHbiX 60nes-
HEen».

- JlabopaTopHbIii npouecc Ao/KeH: ObiTb OfgHOHaNpaBeHHbIM. AHa-
N3 NPOBOANTCSA B OTAE/bHbIX oMelleHnsax (3oHax).“PaboTty cne-
AyeT HavuHaTb B 30HEe IKCTpakuum, npoaosnkatb B/30HaX AMNIN-
domkauun n etekunn. He Bo3zBpauats o6pasybl, 060pyg0oBaHNE U
peareHTbl B 30Hy, B KOTOPOW Obl/la NpoBeAeHa npeabiayuasa cra-
Ana mpoLiecca.

- Hewucnonb3oBaHHble peareHTbl, peareHTbl C WUCTEKWWNM CPOKOM
roAHOCTW, a TakKXke UCMNo/Ab30BaHHbIE peareHThl, ynakosky"™, 61o-
NIOTMYECKUn MaTepuasn, BKIK4Yasa mMaTtepuasibl, MHCTPYMEHTbl U

N Heuncnonb3oBaHHbIE peareHTbl, pearéHtbl C NCTEKWWMNM CPOKOM TogHOCTU, UCNOJZIb30BaHHbIE pea-
FeHTbl, ynakKoBKa OTHOCATCA K K/flaCCy onaCHOCTU MeaULMHCKNX O0TX040B I.
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npegmeTbl, 3arpA3HeHHble 6MosIornYeckuM Martepuasnom, che-
AyeT ypanAtb B COOTBETCTBUM C TpeboBaHusamu CaHFinH
2.1.7.2790-10 «CaHunTapHO-anugemMmosiornyeckne Tpebosanus K
obpalleHunto ¢ MegULUNHCKUMN OTXO4aMm>».,

BHUMAHWE! TMpn yaaneHun otxo[os nocse amnandukayun (npo-
6upokK, copgepxawmnx npoayktel [LIP) Hepgonyctumo OTKpbIBaHue
NPOGMPOK 1 pasbpbli3rMBaHne COAEPKMMOr0O, MOCKOJIbKY 3TO MOXET
NPUBECTN K KOHTaMUHauuum npoaykramu MNLP na6opaTopHO 30HHbI,
obopyaoBaHNsS 1 peareHTos.

icnonb3oBaTb U MEHATb NpU. Kax[on onepauun OfgHOpasoBble
HaKOHEYHUKM AN aBTOMaTU4YeCKMX 003aTopoB ¢ punbTpom. Of-
HOpa3oBYyl M/lacTMKOBYK ‘mocyay (NpoOupkn, ~HakoOHEeYHWUKN)
Heo6xoaMMo cbpacbiBaTb B.CneumnasibHbIi KOHTEWHEP, codepxa-
WMl ge3nHuumpyrollee (CcpeacTBo, KOTOPoe (MOXeT ObiTb WUC-
Nonb30BaHO ANna obeszapaxuBaHUa MeaUUUHCKNX OTXOAO0B.
[MOBEPXHOCTU CTONOB, a-TakXe MoMeLleHusd, “B KOTOPbIX NMPOBO-
antca noctaHoska lMLURPA0 Havyana v nocrsie-3aBeplueHnsa padoT
Heo6xoaMMOo noaseprath ybTpanoneToBomy 006/1y4eHNIO B Te-
yeHve 30 MUH.

Habop peareHToB fipeAHa3HayeH O/19 O4HOPa30BOro npuMeHe-
HMA Ona nposefeHna [MLIP-nccnepgosaHnsa ykasaHHoOra kKoauye-
ctBa npo6 (cm. paspen «CocTtaB»).

Habop peareHTQB; rOTOB K MPUMEHEHWUI0 COrflacHO [aHHOM WH-
CTPyKumn. NMpUMEHATL HAbOp peareHToB CTPOro Mo HasHa4YeHuIo.
K pabote c Habopom peareHTOB AOMYCKaeTCA TOJIbKO MepcoHarnt,
00OyYeHHbI1 MeTodaM MOJIEKYNIAPHON ANArHOCTUKM N npaBuiam
paboTbl B KAWMHUKO-AMarHocTuyeckon nabopatopum BLyCcTaHOB-
neHHom nopsake (Cr 1.3.2322-08 «be3onacHocTb pabGoTbl C MUK-
poopraHnamamu -1V rpynn nartoreHHocTn (onacHoOCTu) 1 BO36Yy-
AnTenamu rnapasmTapHbiX 60nesHen»).

He wcnonb3oBaTb Habop peareHToB, €C/IM HapylleHa BHYTPEH-
HAS ynakoBKa WM BHELWHW BU peareHta He COOTBETCTBYET ONu-
CaHu oL

He wuecnonb3oBaTb Habop(/peareHToB, €ec/in He: cobnwgannuch
YCNOBNA TPAHCNOPTUPOBAHMA N XPAHEHUA COTTACHO UHCTPYKLMN.
He ucnosib3oBaTb Habop peareHToB MO UCTEYEHUN CPOKa rogHo-
CTU.

icnonb3oBaTb 04HOpPa30Bble HEOMNYyApPEHHbIE Mepyartku, nabopa-

Peructpanua MU B PocagpaBHagzope
www.nevacert.ru | info@nevacert.ru ctp. 12 n3 30



TOpPHblEe XanaTbl, 3awuuwaTtb rnas3a BO Bpems paboTbl ¢ obpas-
uamMmu n peareHtamun. TuwartesibHO BbIMbITb PYKM MO OKOHYaHUK:pa-
60Tbl. Bce onepauun NpoBOAATCH TOJ/IbKO B nepyarkax Anguc-
KMOYEeHNA KOHTakTa C OpraHM3mMoM 4yesioBeka.

- WN36eratb BAbIXaHUA MapoB, KOHTaKTa C KOXei, rnasamm n-Cran3u-
cToin 060n104KON. BpeaeH npu npornartbiBaHuu. MNpu KOHTakTe He-
MeA/IEHHO NPOMbITb NMOpPaXeHHOe MeCcTO BOAOW U nNpu Heebxoan-
MOCTM 06paTtuTbCAa 3a MegULMNHCKON NMOMOLLbHO.

- Mpwn cobnwogeHnn ycnoBuil TPaHCMOPTUPOBKK, 3JKcnyatauum u
XPaHEeHUs PUCKN B3pbiBa M BO3rOpaHusi OTCYTCTBYIOT.

- WHdpopmauroHHoe nnucbMo 0-6e30nacHOCTM Habopa peareHToB
AOCTYMHO MO 3anpocy.

OueHKa BepOATHbIX COObLITUI, Bype3y/ibTaTe HACTYMJEHUss KOTOPbIX
MOryT NPOU30NTK oTpuLaTenbHble NocneacTBmua gad opraHnma ye-
noseka.

Mpy ncnonb3oBaHUM MO HazHaAYeHUo 1 cob@eHn Bbllenepe-
YNC/TIEHHbIX Mep NPefoCTOPMKHOCTM Habop peareHToOB 6e30naceH.

Cneuundunueckne BO3OENCTBUA KOMIMEKTA peareHTOB Ha OpraHusm
yesioBeka:

KaHueporeHHbln a(ppeKT OTCYyTCTBYET.

MyTareHHoe AeilcTBne OTCyTCTBYeT.

PenpoayktMBHas TOKCMYHOCTb OTCYTCTBYET.

ADOMNOJTHNTENBbHBIE MATEPUNAJIbI N OBOPYJOBAHNE
B3daTne nccnepgyemoro martepuana

1. PeareHT ang‘B3Atusa-, TPAHCNOPTUPOBKA U XPaHEHUS MaskoB U3
BEPXHUX AblXaTeNbHbIX NyTen «TpaHCnopTHasa cpena aAsi XxpaHe-
HUA U TPaAHCNOPTUPOBKN pecnupaTopHbiXx MaskoB». (PY Ne ¢CP
2009/05515; npounssogctea ®bYH LIHWN 3Snungemuonornn Po-
cnoTpebHaZ3opa wan aHasornyHbli).

2. 30HA-TaMMOH ANs oTéopa, TPaHCNOPTUPOBKNA U XpaHeHNa 61Moo-
rmyeckux npo6 (Hanpumep, DELTALAB S.L.U. («AENBbTANAB
C.J1.Y»), NcnaHusa wan aHafioTUYHbIN).

3. KoHTewHep NNacTUKOBbIN ANS B3ATUSA, XPaHEHUS U TPAHCMNOPTU-
POBKM Ouonornyecknx obpasuoB oo6vbemom 50-60 mi, cTepunb-
Hblt (Hanpumep, OO0 «KombuTek lMaacTuk» mAn aHanornyHbIn).

4. OpgHopasoBble MNOSIMNPONUIEHOBbLIE TM/IOTHO 3akpbiBakLwmnecs
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npobupkn obvemom 2,0 mn (Hanpumep, Axygen, Inc. («3kcu-
MKeH. VIHK.»), CLUA, nnn aHanornyHele).

MNpeaBapuTenbHas NOAroToBKa Uccneayemoro matepuana

1. PeareHT «MYKOJIM3NH» (PBYH UHWN Snngemunonornn Pocno-
TpebHagsopa, PY Ne ®CP 2011/12082) ana npenBapuUTebHOM
06paboTKN MOKPOTHI.

2. 0,9 % pacTtBop HaTpua xnopuga (CTepusibHbIi PU3NOIOTNYECKUIA
pacTBop) unu docaTtHbln 6ydepHbiii pactBop (PBS) (Hatpus
xnopug, 137 MM; kanuna xnopwud, 2,7 MM; HaTpusa MoHodocdar,
10 mM; kanua gudpocdar, 2 uM;, pH=7,5+0,2).

3. OgHOopa3oBble NOMUMPONU/IEHOBbIE 3aBUHYMBaKLWMECA UK
NI0OTHO 3akpbiBawwmeca [Apobupkn Ha 1,5 ma (Hanpumep,
Axygen, Inc. («3kcngxeH, ViHk»), CLUA, nnm aHanornyHbie).

4. 3aBuHYMBaKOLLMECHA KPbIWKM K npobupkam (Hampumep, Axygen,
Inc. («3kcupxkeH, VIHK.»)~CLUA, nnn aHanoru4yHele).

5. OaHOpa3oBble HaKOHEYHWKU O/19 A03aTOPOB-NEepPeMeEHHOro 06b-
ema ¢ tpunbTtpom go 100, ao 200, go 1000 nago 5000 mkn (Hanpu-
mMep, Axygen, Inc. («kcnmxeH, VHk»), CLUA) nnm aHanoru4yHblie).

6. LtaTtmebl Ans npobupok oovemom 1,5 mammnn 5 mn (Hanpumep,
Axygen, Inc. («9kcugpkeH, VHk»), CLUA, unn aHanoru4vHble).

7. MuKkpoueHTpudyra g1a npooupok Tuna «3dnneHgopd» ¢ Makcu-
MaJ/ibHOW CKOPOCTBIO LEeHTPUQyrnposaHna He meHee 12 ThbiC ¢
(Hanpumep, Eppendorf Manufacturing [€orporation («3nneHgopd
MaHyhakTypuHE-KoprnopanwH»), FepMaHnsa, nnm aHanornaHas).

8. BopTtekc (Hanpumep, SIA Biosan, J/latBuda, Unn aHasornyHblin).

9. ABTOMaTMYeCckMe n[o3aTopbl NepemeHHoro obvema (Hampumep,
OO0 «buoxnt», Poccusa, nnm aHaaornyHole).

10. XonoannsHuk ot 2 0o 8 °C ¢ MOPO3U/IbLHON KaMepoWl- OT MUHYC
24 no munyc 16 °C.

11. OTaenbHBIA XanaT, wano4vkn, 06yBb M O4HOpPa30BbLIE MepyaTku
no My 1.3.2569-009.

12. OpgHopasoBble N1acTUKOBbIE KOHTENHEPbI AN1A cOpoca U MHAKTU-
BaLMU-MaTepmnanos.

dkcTpakuma PHK n3 nccnegyembix o6pasuoB

1. lTamunHapHbin 60kKc (Hanpumep, «BABN-0l-«/lamuHap-C»-1,2»,
«JlamnHapHble cuctembl», Poccus, knacc o6uonorunyeckon 6es-
onacHocTtu Il Tnmn A).
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2. TepmocTaTt gns npobupok tuna «3dnneHgopd» ot 25 o 100-°C
(Hanpumep, «TEPMO 24-15», «bunokom», Poccus).

3. MukpoueHTpudoyra ana npodupok tnna «3dnneHgopd» A0 16Tbic

06/MuH (Hanpumep, «Elmi», NlatBua, «Hettish», NepmaHunn);

BopTtekc (Hanpumep, «TIOTA-2», «brnokom», Poccus).

BakyyMHbIA OTcacbiBaTes/lb MeAUUMHCKUIA C KO/160W-NeBYLLKON

ANA yaaneHnss HagocagovHoW Xuakoctun (Hanpumep, «OM-1», T.

YnbaHoBCK, Poccus).

6. Habop 3/1eKTPOHHbLIX WIN MeXaHW4YecCcKMX [03aTOpPOB-NMepemMeH-
HOoro o6bema (Hanpumep, «JledauneTt», Poccus).

7. OpHOopasoBble MNOMMNPONUIEHOBbLIE 3aBUH4YMBaKWIMECAa WIn
M/IOTHO 3aKpbiBawLWMecs MUKPoOnpobupkn obvemom 1,5 wmn
(Hanpumep, «Axyaen», CLUA).

8. OgHopa3oBble HaKOHEYHUKW. A1 [,03aTOPOB NEePeMEHHOro 06b-
emMa C a’3po30/ibHbIM H6apbepom o 200 v go 1000 mkn (Hanpwu-
Mep, «Axygen», CLUA).

9. OgHOopa3oBble HAKOHEYHUKU O/1A 403aTOPOBIepeMeHHOro 06b-
ema o 10 n 200 mkn (Hanpumep, «Axygen», CLUA).

10. WTaTtmBbl OnA MUKPONPo6Mpok obbemom:"1,5 mn (Hanpumep,
«NHTep/labCepBUC»;* Poccmna) M HaKOHEYHMKOB (Hanpumep,
«Axygen», CLIA).

11. XonogunnbHuK oT.2 Ao 8 °C C MOPO3UALHON KaMepoi He Bbllle
MuHyc 16 °C.

12. OThenbHbIA XasAaTt n ogHopa3oBble nepyaTtku.

13. EMKOCTb C Ae3UHUUMNPYIOLLLMM PacTBOpPOM.

o &

O6paTHasa TpaHcKpunuua, amnandgukKauma c rnopmnansalimoHHo-
doNyopecuUeHTHOW AeTeKUuMnen NPoAYKTOB aMnnukauium

1. OfgHopa3oBble NOMMNPONUIIEHOBLIE MPOOUPKMN:

- 3aBMHYMBAKOLLIMECA WM TMJIQTHO 3aKpbliBalWmecs; Nnpodunpkn
obvemom 1,5 mn (Hanpumep, “Axygen, Inc. («9kcnaxeH, VIHK»),
CWA, wmam aHanorn4yHble) AAA NPUroToB/IEHMSA /\peakLNOHHOM
CMecHu,

- TOHKOCTEHHbIe nNpobupkn aasa NMUP o6bemom 0,2-Mn € BbINYK/10M
NN YAJIOCKON ONMTUYECKN /APO3PadvyHOil KPbILWKQOR MAnM npoodunpku
o6bemom 0,2 M B cTpuOax no 8 wWr. ¢ NPO3pavYHbIMN KPbILLKaAMM
(Hanpumep, Axyaen, Inc.(«3dkcupxeH, NHk»), CLUA, nnn aHano-
rMYHbIE) - MPW UCMNOSIb30BaHUN Npubopa naaHWeTHOro TMna;

- TOHKOCTEeHHbIe npodupkn ana MNUP o6bemom 0,2 mMn ¢ Ns10CKoun
KpbilKon (Hanpumep. Axygen, Inc. («3kcupxeH, WHk»), CLUA,

Perucrpanua MU B PocagpaBnagsope
www.nevacert.ru | info@nevacert.ru ctp. 1513 30



o o

8.

0.

WNU aHanornyHble) wan npobupkn gna MNUP k Rotor-Gene oGbe-
Mom 0,1 mn B cTpunax no 4 wWr. ¢ Kpbiwkamu (Hanpumep, QIAGEN
GmbH («KnareH 'm6X»), F'epmaHusa, WM aHanoruyHble) <)npu
MCNoNb30BaHUM npubopa POTOPHOro Tuna.

OpfHopa3oBble HAKOHEYHUKM O/1A A03aTOPOB NEPEeMEHHOr0 00b-
ema ¢ ounbTpom o 200 mkn (Hanpumep, Axygen, Inc-(«3kcu-
MKeH. NHk»), CLUA, nnn aHanoruyHblie).

LUTaTtnebl gna npobupok o6vemom 0,2 mn wam 0,1 mn (B cCoOTBET-
CTBUM C UCNOJIb3YEMbIMU KOMMAEKTaMu peareHToB) (Hanpumep,
Axypaen, Inc. («3kcngxeH, VHk»), CLUA, nnm aHanommyHblie).
Bokc abaktepunanbHoil Bo3aywHon cpegpl (MUP-60kc) (Hanpu-
mMep, «BAB-IMLP-«/lTamuHap-C», 3A0 «JlaMnHapHble CUCTEMbI»,
Poccua, nnv aHanornyHblit)s

BopTekc (Hanpumep, SIA Biosan, JlaTBus, uam-aHanornyHbiin).
ABTOMaTM4yeckme [[03aTOopbl NepeMeHHOoro otkema (Hanpumep,
OO0 «bunoxut», Poccug,mnm aHanornyHole).
Mporpammupyemblii amMiyinpumkaTtop ¢ CUCTEMON AeTekunun ny-
OPECLEHTHOro CUrHasa B pexunme «peasibHOr0 BPEMEHU», UMELD-
lWKnii 2 nnn 6os1ee He3aBUCUMbIX KaHanoB-PNyoOpecUEeHTHON ae-
Tekymn (Rotor-Gene-O (QIAGEN GmbH {«KunareH Tm6X»), ep-
MaHua), CFX96 (Bio-Rad Laboratories, Anc. («buno-Papg Jlabopa-
Topns. WNHK.»), CUWA). Applied Biosystems QuantStudio 5 (Life
Technologies Haldings Pte. Ltd. («/laitdy TekHonoaxuc XonanHre
Mrc. Ita»), Cunranyp), ATnpanm («AHK TexHonorua», Poccus).
XonoannbHuK 0T 2 Ao 8 °C ¢ MOPO3U/ILHOI KamMepoin OT MUHYC 24
[0 MUHYC 16 °C.

OTAenbHbIA Xanar, wano4vkn, obyBs M 0O4HOPAa30BbIe NepyaTkn no
MY 1.3.2569-09.

10. EmKOCTb gna cbpoca HakOHEYHUKOB.

B3ATUE, TPAHCIIOPTUPOBAHME W XPAHEHUWE “UCCNELYE-
MOI'O MATEPNANA

Ansi uéenegoBaHusl oT NauueHTa pekomeHayeTcs-6paTh criefyto-

LN BNEAIOTUYECKNIA MaTepuals:

- Maskm CO CNM3UCTOM HOCO- U POTOrNOTKN (NPpU Ha/IMYUK CUMII-
TOMOB MOPaXXeHUSA BEPXHUX AblXaTesNbHbIX NyTen);

- “MOKpoTa (Npy Ha/IMYU CUMMNTOMOB MOPaXKEHUA HUWXHUX AblXa-
TEeJIbHbIX NyTewn):

- hekanun (Npu HanNU4YUM CMMNTOMOB nopaxeHus XXKT).
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BHUMAHWE! Ma3ku co CNM3UCTON HOCOIMIOTKN 1 POTOI/IOTKY ‘pe-
KOMeHAyeTCsa cOoBMelaTtb B OA4HOM MNpobupke M mnccnepoBartb -Kak
oauH o6pasel. Ana 3atoro 6epyTt masku pasHbIMW 30HAAMW CHa4asna
CO C/NIM3UCTON HWXXHEro HOCOBOrO X04a, a 3areM K3 POTOrN0TKA, Nnpu
9TOM paboumne KOoHUbl 30HA0B Moc/e B3ATUA MasKoB y nayueHta no-
MeLalTca B 04HY Nnpobupky ¢ 0,5 Ma TpaHCNOPTHON cpefbl ANd Xpa-
HEHUA N TPaHCMNOPTUPOBKM pecnnpaTopHbIX Ma3koB N UCCAEAYIOTCA
Kak oauH obpasel,

Ma3Ku Co C/IN3NCTON HUXHETO HOCOBOIO XoAa.

Ecnn nonoctb Hoca 3anosiHeHa CNuv3bio, nepef npoienypon pe-
KOMeHAYyeTCA MPOBECTU BbiCMapKuBaHue. [Ns B3ATUA Mas3KoB UC-
NOJ/Ib3YKT Cyxue CTepusibHble 30HAbl U3 NOSINCTUPO/IA € BUCKO3HbIMU
TamnoHamu. 30HA BBOAAT SIEFKMM OBVKEHUEM M0 “HapPY>XHOW CTEeHKe
Hoca Ha rnyouHy 2-3 cM A0 HWKHEW paKOBWHbI,(Crerka onyckawT
KHNU3Y, BBOAAT B HMXHUIA HOCOBOW XOA MOA HWXHKOKO HOCOBYH pako-
BWUHY [0 HOCOI/IOTKM, AeNnat0T BpawaTesibHoe ABUXEHWe 1N yaanswT
BAO/Ib HAPYXHOW CTeHKW. Hoca. O6uwasa rnybuHa BBeAeHUs 30HAA
AOJ/IXKHa COCTaBNATb NPUMEPHO MOJIOBUHY PaACCTOAHMUA OT HO34PU A0
ywHoro oteepctunsa (5-6-cm). lNocne B3aT1Ma marepuasa tamnoH (pa-
604yl YacTb 30HA4A C BYCKO3HbIM TaMMNOHOM)-TIOMeL,atoT B NPOOMpPKY
c 0,5 mn TpaHCnopTHOW cpedbl ANA XpaHeHUA U TPaHCMOPTUPOBKM
pecnupaTtopHbIX MaskoB. KoHel, 30H4a OT/iaMbiBalOT, NpuaepxuBas
KPbILLKON MNPOGUPKW~C pacyeTom, 4ToObE-OH MO3BOJIMA MNJIOTHO 3a-
KpbITb NPO6MpKYy. Fpobupky ¢ pacTBOpoM M paboyelrt 4yacTb. 30HAA
3aKpbIiBalOT N MapKUpPYHoT.

Ma3Kn ¢ 3aHEIN CTEHKN POTOI/I0TKN.

O6pasuybl 6EepyT CYyXUMU CTEPUABHBLIMU 30HAAMU C BUCKO3HbIMMU
TaMmnoHamu .BpawaTte/ibHbIMU ABUWKEHUAMU C MOBEPXHOCTU MUHAA-
JINH, HEOHbIXAYXEK 1 3aHe CTEHKN POTOrNoTKK. ocae B3aTnA Ma-
Tepuana TamrnoH (pabouyi 4yacTb 30HAA C BUCKO3HbIM TaMMOHOM)
nomeLLawT B CTEPU/IbHYHO O04HOPa30oBYyl npobupky € 0,5 mn TpaHc-
NMOPTHOW .cpeabl M 30HAOM C(Maskom M3 HOCOrnotku. KoHel 30HAa
oT/N1amMbIBalOT, NPUAEPXNBAA KPbILLIKOW NMPOOUPKN ¢ pacyeTom, YTOoObI
OH MO3BOJINA NJIOTHO 3aKPbiTb NPO6UpPKY. MNMPobUpPKy C pacTBOPOM W
paboyel yacTblo 30HA4A 3aKpblBalOT, MapkupylT. [JonyckaeTca xpa-
HeHne maTtepuana [0 NpoBefeHUs uccnefoBaHus B TedyeHune 3 CyT
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npu temnepatype ot 2 go 8 °C, npm Temneparype o1 MUHYC 24 A0
MUHYC 16 °C - AnuTenbHOo.

MokpoTa.

MOKpOTYy co6uparoT B CTEPUSIbHbIE TepMeTUYHble O4HOPAa30BbIe
N1acTUKOBbIE KOHTeiHepbl Mnocsie npeaBapuUTesIbHOro MNoJIOCKaHmA
NosIoCTU pTa BOAOI. [lonyckaeTca XxpaHeHue 0 NpoBefeHus uccne-
[0BaHUA B TeyeHne 1 cyT npm Temnepatype ot 2 go 8 °Cynpu Tem-
nepartype oT MMUHyc 24 o MuUHyc 16 °C - ANUTENbHO.

dekannun.

O6pas3ubl 3abupaldT B CTEPWUNbHbIA TOPLIOK WA, NnogknagHoe
CyAHO. 3aTteM B KonuyecTtBe 1 r(npMmepHO) NepeHocsaT B ogHOopa3o-
BYIO repMeTUYHY0 eMKOCTb W3)nosmnponuneHa. [onyckaeTcs xpa-
HeHVe A0 NPOBEeAEHUS UccnedoBaHuUa B TedyeHue 1 cyT npu Temne-
paTtype oT 2 go 8 °C, npu Temnepartype oT MMUHyc 24 oo mmHyc 16 °C
- pvTenbHO. JlonyckaeTCAITONIbKO OAHOKpaTHOE) 3aMOopaXnBaHne-
oTTamBaHne marepuana.

NOArOTOBKA UCCNELYEMOIO MATEPUATA K 3KCTPAKLIMM
PHK

Ma3Kku cO C/IM3NCTOM IHOCO- N POTON/TIOTKN.

° *

Coaepxunumoe 3akpbiTO NPOOUPKM NepemMellaTb Ha BOPTEKECE U
LeHTpUdyrnpoBaTtk B TeyeHne 5 ¢ npu;5-Tbic 06/MNUH HA MUKPOLEH-
Tpudhyre onsa yaoaneEHUa Kanesb ¢ BHYTREHHEN NMOBEPXHOCTU KPbILLKK
npoo6upku. Ana akctpakumn PHK oTtbupatot 100 mkn obpasia.

MokpoTa.

BA3kas no.KOHCUCTEHUUM MOKPQTa noanexunTt obpaborke peareH-
ToOM «MYKOAU3UNH». C uenblo -CHMKEeHUA BA3KOCTUB EMKOCTb C
MOKpoTOn Ao6aBnsetca peareHir-«MYKO/MM3WH» B/cOOTHOLIEHUN
06bemoB 2:1 (OpuMeHTUpPYACb NojrpagyvpoBke eMKOCTH). Npu Heob-
XOAUMOCT yBennumBarT 06beM peareHT «MYKOJTIU3VH» no coort-
HoweHnA 5:1. Tlocne MHKy6alun npu KOMHaTHOW sTemnepartype Ao
NPOCBETAEHNA MOKPOTbI (He@onee 20 MuHYT) 100-MK/T MOKPOTbI UC-
NONb3YHOT ANna akcTpakumn PHK. MNpu HeobxoaumMOoCTM MOBTOPHOIO
npoBefieHNsa aHas/iM3a OCTaTOK MOKPOTbLI 3aMopaxusaloT.
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MpenBapuTenbHas obpaboTka doekanui.

B MnKpoueHTpUVXHVIO Npo6upk7 (o6bemom A5 mn) BHOCAT0,9
w1 doocdaTHoro éydpepa (Mnu ctepusibHOro gousmnonormyeckorolpac-
TBOpa). B kaxayw npobupky oTAesibHbIM HakOHeYHWKOM C nnb-
Tpom (MK ogHopa3oBbiMM nonatkamu) BHocAT 0,1 1 (0,1 mn) theka-
/A N TwaTeslbHO pecycneHAVpyrT Ha BopTekce A0 obpasoBaHus
romMmoreHHon cycneHsnun (10%). Basecb pekanmini MHTEHCMBHO BCTPS-
XNBaKT Ha BOPTEKCe [0 06pa3oBaHMA CyCMeH3uu.

LleHTpudoyrnpytoT cycneHsnm dpekannii 5 mud npm 7000°g (10 TbiC
06/MMH Ha UueHTpudyre «MiniSpin», Eppendorf). CyrepHaTaHT
(OCcBETNEHHbIN 3KCTpakT dpekanuit) B o6beme 20 MK MNCNOMb3YHOT

Aansa akcTpakyum PHK.
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COCTAB

«AMnnnTect PUBO-npen» BapuaHT 100 - KOMNNEKT peareHTos;an4

PeareHnT

PacTtBOp ana nusuca

PacTtBop gns npeuvnura-

ummn

PacTtBop 15 oTMbIBKA 3
PacTBOp A/19 OTMbIBKK 4

PHK-6ydhep

OnucaHue

[Mpo3padvHas XMOKOCTb OT

6ecuBeTHOro a0
cepo-rosiyéoro uBeTta
Mpo3payHas 6ecuBeTHas
XWAKOCTb

Mpo3payvHaa 6ecLBeTHas
XWAKOCTb

Mpo3payHas GecuBeTHasd
XUOKOCTb

Mpo3payHas becuBeTHasd
XUOKOCTb

Ooo61BEM, M

30

20

25

20

1,2

KonunyectBO

1/hnakoH

2 ‘onakoHa
2 donakoHa
1 donakoH

8 Npo6mpok

K komnnekty peareHToB «AmnnuTect PUBO-npen» BapuaHT 100
npunaraTcA KOHTPOJIbHbIE 06pa3ubl 3Tanos akcTpakumn PHK/QHK

PeareHT

OKO

BKOIC-R1

MKO PHK SARS-CoV-2

OnwucaHune
Mpo3payHas 6ecuBeTHasd
XNAKOCTb
[Ipo3payHasa 6ecuBeTHas
XUOKOCTb
Fpo3pauHasa 6ecuBeTHas
XNOKOCTb

ooBeM, M

1.2

1.2

0,15

KonnuyecTtBO

2 npoBupKn
1 npo6upka

1 npobupka

«AmnnuTect PUBO-npen» BapunaHT 100 paccumMTaH Ha BblaerneHune

PHK 13 100 o6pa3iioB, BKIOYass KOHTPOSAIN.

«[MUP-komnnekm» BapuaHT FRT-96 F< KoMnnekT peareHToB 4/11 06-
paTHON TpaHckpunuum AHK n amnnugmnkaunm dpparmeHta-kAHK ko-
poHaBupyca SARS-CoV-2 c getekuyuein B pexunme «peapsHOro Bpe-

MeHW» BK/1HOYaeT.
PeareHT

MUP cmecb-FL.SARS-
CoV-2

OT-MNupP-6ydep-R
Taq noanmepasa
PesepTasa (MMIv)

K-
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Onucaxue
Mpo3payHas 6ecuBeTHast
XNAKOCTb
Mpo3payHas; 6ecuBeTHas
XWAKOCTb
Mpo3payHasg becuBeTHas
XWAKOCTb
Mpo3paynas G6ecuBeTHast
XNAKOCTb
Mpo3payHas 6ecuBeTHas
XNOKOCTb

O61bem, Mn

0.9

1,2

0,12

0506

0,4

KonnyecTtBO

2 NpoBupKN
1 npobupka
1 npo6bupka
1 npobupka

1 npobupka
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KomniiekT peareHToB paccuyMtaH Ha npoBefeHune 96 peakuunii-o6-
paTHOW TpaHCKpunuun n amnangukaymm (scero 96 Tectos), BKHHas
KOHTPOJIN.

PeareHTbl KOMMN/IEKTOB YNakoBaHbl pa3fesibHo.

MPOBEAEHNE MUP-MCCNEAQOBAHUA
MUP-nccnegoBaHne COCTOUT U3 CrieAyoLWMX 3Tanos:
- 9KkcTpakuma PHK 3 nccnepgyembix 06pasLos,

- obpartHasa TpaHckpunuma PHK n amnnndukaymm kAHK ¢ rubpu-
AN3aLUNOHHO-(DTYOPECLUEHTHOW AEeTeKunen B pexumes «peasibHoro
BpEMEHU,

- aHanM3 1 uHTepnpeTauus (pesynbLTaToB.
IKCTPAKUMNA PHK N3 NCCNEAYEMbIX OBPASLIOB

BHVMAHWME! Mpn paboTte ¢ .PHK Heob6xoaMmMo NCMOMb30BaTb TOJIbKO
OfHOpa30oBble MN/1acTUKOBble pacxofHble Martepuasbl, uUMerLime
cneunanbHyto Mapknposky. «<RNase-free», «DNase-freex».

1 PacTtBOp gnga nuauca (ecnm OH XpaHWUCA. Npyu TemnepaTtype oT
2 o 8 °C) nporpeTph npu Temnepatype 65-°C o nosHorp pacreo-
pPeHNA KpUCTasI/10B:

OT06paTb HeO6XEANMMOE KOMMYECTBO QAHOPA30BbIX MPOOGUPOK Ha
1,5 MNn Cc NNOTHO 3akpbiBaWMMUCA KpblllKaMmu (BKIoYad OTpuU-
LaTesibHbIA U RONOXNUTENbHbIA KOHTPO/IN BbiAenieHnsa). BHECTM B
Kaxxayro npooupky no 10 mkn BKO-IC-R1. lo6aBnTb B NPO6GUPKM
no 300 mkn pacTtBopa 4sia nin3unca. NpomapkmpoBaTtb NPOOUPKNA.

3. B npobupku-Cc pactBopom ana nusuca n BKO IC-R1,.BHecTn no
100 MKN MOAroTOB/EHHbIX NMPOG (415 3KCTPakTOB peKasinin BHe-
ctn 20 mkna npo6 n 80 mkn docthaTtHoro 6ydepa (WA CTepusib-
HOro (pmn3nosorM4eckoro pacrteopa)), Ucnosb3yd HaAKOHEYHUKU C
aspo30fibHbIM 6apbepoM. B npobupky oTpuLaTesibHOro KOHTPO/IA
(OK) BbigeneHnsa BHectn 100 mkn OKO. B npQbupKy NOI0XU-
TenbHoro koHTpona (MK) seigeneHua sHectn 90-mkn OKO un 10
MK TIKO PHK SARS-CoV:-2.

4. Copepxnmoe nNpobupok-TwaTtesbHO fnepemetiarts Ha BOPTEKCe,
npoueHTpudyrmposatb B Te4eHne 5 ¢ Ha MUKpoueHTpudyre ans
yAaneHnsa kanesib C BHYTPEHHEN MOBEPXHOCTUM KPbIWKA W MpPo-
rpetb 5 MMH Npu 65°C B TepmocTarte.
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5. fjo6aBnTb B npobupkn no 400 mMkn pacTtBopa And npeuunnuta-
LMK, nepemMellaTb Ha BOpTEKCE.

6. MNpoueHTpndyrnposatb NPOOGUPKN HA MUKPOLLEHTpUdyre B-Teve-
HMe 5 MUH npu 13 TbiC 06/MUH.

7. AKKypaTHO oTobpaTb Hagoca[ouHYy XUOKOCTb, He 3a/eBas oca-
[0K, UCMNOMb3yA BaKyyMHbIA OoTcacbiBaTe/ib U OTAE/IbHBIA HaKo-
HeuyHnK Ha 200 MK AN KaXaoi npobobl.

8. [lobaBnTb B npobupkn no 500 mMkn pacTtBopa A9 OTMbIBKN 3,
NIOTHO 3aKPbITb KPbLILLKN, OCTOPOXHO NMPOMbITL OCafjOK, nepeso-
paumBasi npoobupkn 3-5 pas. MOXHO npoBecTu npoueaypy oAHO-
BPEMEHHO O/19 BCeX Npoobupak; ANs 3Toro Heo6xoAMMO HaKpbITb
NPOGMPKN B LUTATMBE CBEPXY KPbIWKOW WM APYrdM LWTATUBOM,
npmxaTtb UX 1N NepesopavynBaThb LWITATUB.

9. MpoueHTpudpyrnposatb npn 13 TbiCc 06/MNH B TeHeHne 1-2 MUH
Ha MUKpoUeHTpudyre.

10. OCTOpOXHO, He 3axBaTbiBass 0cafokK, oTobpaTb HagoCaAO4YHYHO
XUAKOCTb, MUCMNO/b3YyA (BakyyMHbl OTcacbiBaTesib U OTAE/IbHbIN
HaKOHe4YHMK Ha 10 MKA 1A Kaxgon npoobi;

11. Jo6aBuTtb B npobupkm no 200 Mkl pacTtBopa 419 OTMbIBKU 4,
NMOTHO 3aKPbITbh KPLHILKM N OCTOPOXHO NMPOMbLITL 0Caf0K, NepeBo-
paumBasa npobupkn . 3-5 pas.

12. MMpoueHTpudyrnposatb nNpn 13 Tbic 06/MUH B TeyeHne 1-2 MUH
Ha MUKpOUEHTpudpyre.

13. OCTOpOXHO, HEe.3axBaTbliBas 0cafok, otobpaTb HagOCaAOQUYHYIO
XUOKOCTb, WUCMONb3yA BaKyyMHbIA OTcacbiBaTe/lb U OTAEJbHbIN
HaKOHe4YHUK Ha 10 MK Ana Kaxaoid .npoobl.

14. TlomecTUTb-NPOGUPKN B TepMocTaT npu Temnepartype-65 °C Ha
5 MUH gna/noAacywimBaHus ocagka (Mpy 3TOM KPbILWLKU-NPOOUPOK
AO/DKHbI OBITb OTKPbITHI).

15. lo6aBurb B npobupkn no 50-mkn PHK 6ydepa. flepemewarts
Ha BOpTEeKce. [loMecTUTb B TepMocTaT npu Temnepartype 65 °C
Ha 5 MUH, Nnepnoanvyeckn BCTpAxXMBas Ha BOPTEKCE: [onycKaeTcs
npy HEOOXOAMMOCTU yBeNnYeHne obbema anounm o 90 Mk.

16. MpoueHTpudyrnposatb NPobupkn npu 13 Tbic.06/MUH B Teye-
Hne -1"'MMH Ha MuUKpoueHTpudyre. HagocagouHasa XuUAKOCTb CO-
AEPXNUT ounweHHble PHK 1 AHK. lMpo6bl roToOBblI K NOCTaHOBKE
peakumn obpaTtHoil TpaHckpunuun n MUP.

OunweHHaa PHK/OQHK mMoxeT XpaHUTbCA nNpu Temnepartype

He BbiWwe MUHYC 16 °C go 1 mecsua v npy TemnepaTtype He Bbllle
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MUHYC 68°C - rog v 6onee. He pekoMeHayeTCa XpaHUTb OUYNLLLEHHYIO
PHK 6onee 30 muH npu Temnepatype nnoc 2-8 °C.

OBPATHAA TPAHCKPUMUNA W AMOAVNPUNKAUUNA C OETEK-
LIVEV B PEXXUME «PEAJIbHOIO BPEMEHWU»

Bb160p Npobunpok gna amnangukaumm 3aBuCcnUT OT UCHONb3Y-
eMoro amnandukartopa C CUCTEMOIN AETEKUNN B pexume «pe-
a/IbHOro BpeMeHU».

Onsa BHeceHNA B NPOOMPKN peareHToB, Npo6 PHK U KOHTPO/Ib-
HbIX 00Opas3L0B UCMOJ/b3YHTCA OAHOpPa30Bble HAKOHEYHUKUN C
JonnbTpamu.

A. MNogrotoBka Npo6 gsia amnandunkaynum
O6LwWuih 06 beM peakUMOHHOW cmecun - 50 MK/, BKIo4vasds 06bem
npo6bl PHK - 25 mkn.

1. Paccuntatb KONMYECTBO-KaX[oro peareHTta, “Tpebyrouweeca nnd
NPUroTOB/EHMS peakUuMOHHON cMecu. Ha ogHy peakuuto TpebyeTtca
15 mkn MuP-cmecn-EL SARS-CoV-2, 10 mkn MLUP-6ydepa-R,
1 mkn Taq nonunmepasbl, 0,5 mkn Peseptasbl (MMIv). Cmechb
roToBMTb Ha 06Llee‘yncno uccrnegyemblx, ¥ KOHTPOJIbHbIX 06pas-
OB (KO/INYEeCTBO KOHTPO/IbHbIX 06pa3L0B/CM. B NyHKTE 7) MOC 3a-
nac Ha ofHy peakuuo.

BHVMAHUWE! KOMNOHEHTbI peakunoHHOR-CMecn cnenyeT cMewuBaTb
HenocpeacTeseHHo Nepen nposeaeHneMFILIP-uccnepgosaHud.

2. Pa3mopo3utb-npobupky c NMUP-cmecbto-FL SARS-CoV-2. lNepe-

MellaTb cogepXxumoe Bcex peareHros lNUP-komnnekTta, ocagutb
Kanam Ha BOpTeKce.
B oTaenbHO Npo6upke nNoAroToBUTL peakunoHHY cmecb. Cme-
latb Heobxoammoe konuyectBo: MNUP-cmecn-FL.-SARS-CoV-2,
OT-MuP~6yhepa-R, Tag nonmmepasbl, PeBeptadbl (MMIv),
ocauTh Kansv Ha BOpTeKce.

3. OTo6patb HeO6Xx0AMMOE KOAINYECTBO NPOOBUPOK UV CTPUNOB ANA
OT-[@LIP PHK mnccnegyeMeix v KOHTPO/IbHbIX NPOO.

4. BHeCTn B KaxAayr npooupky no 25 MK/ NPUroTOB/IEHHOW peakuyu-
OHHOM cMmecu. Hencnosib3oBaHHble OCTaTKN pPeakuMOHHOI cMecu
BbIOPOCUTD.

5. B noarotoBsieHHble NPobupkn BHecTH no 25 mkn npo6 PHK, no-
NTYYEHHbIX B pe3y/sbTarte aKCTpakuynm ns nccregyembix oo6pasyos.

Pernctparnus MU B Pocagpasaagzope
www.nevacert.ru | info@nevacert.ru cTp. 23 13 30



BHUMAHWE! Cogepxnumoe npobmpok HeobXxoAnmMo TuwiaTesibHo ne-
pemellatb NUNeTMpoBaHWEM, He AOoMyckas NOSAB/IEHUA My3biPbKOB
BO3/4yXxa.
6. locTaBuUTb KOHTPOJIbHbIE peakuuu.
a) MONOXUTENbHbIN KOHTPOJb 3KcTpakuyun PHK u-OT-MUP
(MK) - B nNpobupKy C peakuMoHHOW CMecCbl BHeCTW 25 MK/
npo6bl, akcTparnposaHHon n3 NKO PHK SARS-CoV~2.
0) oTpuuatesibHbin KOHTPOIb OT-MUP (K-) - B npobupky ¢ pe-
aKUMOHHON CMecblo BHeCTU 25yMKn K-.
B) oOTpuuaTesibHbIi KOHTPOb 3aKcTpakumm (OK) - B npobupky
C peakuMOHHOW CMeCbl BHECTU 25 MKJT Mpobbl, 3KCTparmpoBaH-
Hoin n3 OKO.

BHUMAHUE! CoaepXxnmoe-npoobmpok HeobXoaAuMOo TuiaTesibHO ne-
pemellatb nNMNeTUpoBaHWEM, He Aornyckasa MNOAB/IEHUS My3blPbKOB
BO3A4yXa.

BHUMAHWE! lNposectu OT-INLLP cpa3y nocnie coegnHeHUa peakuu-
OHHOW cmecu 1 PHK-npobbl n KOHTponei.

b. NMpoBegeHne amnanukaumn ¢ gerekunen B pexmme «pe-
aJIbHOro BPEeMEHW»

1. 3anporpammupoBaTtb aMmnnukaTop-C CUCTEMON AeTeKunmn B pe-
XUMe «peasisHOro BpeEMEHU» A5 <BbIMO/IHEHUST COOTBETCTBYIO-
el nporpammbl amnandukaumnuaetekunmn yopecLeHTHOro
curHana (cm. Tabn. 7).

Tabnuua 7 —flporpamma amnnavgukaunm n getekumn rayopec-
LLeHTHOro cuUrHana s npubopoB poTopHOro”

M NNaHweTHoro™ Tuna
JeTekuua pnyopecueHT-

KonnuecTtso
Uukn Temmepatypa, °C Bpems HOro curHaJsa rno KaHajaam
ana donyop<xbopos HVKMOB

1 50 10 MyH 1
2 95 15 mvH 1

95 O'¢c
3 60 15¢c PAM, JOE 45

72 O c

2 Rotor-Gene Q (Q1AGEN)
3 CFX 96 (Bio-Rad), QuantStudio 5 (Life Technologies), ATnpaiim («4AHK TexHonornsa»)
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2. YCTaHOBUTb NPOGUPKN B A4eKn peakyMoHHOro Mmoa7MA nprnbepa.
PekomeHayeTcs nepeg NOCTaHOBKOW B aMnindukaTop niaHweT-
HOro TMna ocaguTb Kansm co CTEHOK NPOOUPOK Ha BOPTEKCE.

BHUMAHWE! B cnyyae HenosiHOW 3arpys3kuy npuoopoB MnyiaHLwweT-
HOro Tuna pekomeHayeTcs A0MNO/IHUTEIbHO YCTAHOBUTbL NMYCTble Npo-
OMPKN NNK CTpUNbl (aHaNOrMM4YHbie UCNO/Ib3yeMbIM) MO KpasAM peak-
LMOHHOro MoAayna amnandgukaropa.

3anycTuTb BbINO/IHEHME MNPOLPAMMbI aMnanduKauuu c aeTek-
unein hnyopecueHTHOro curHana.

4. Tlo OKOHYaHMM BbINOSIHEHUS TIPOrpaMmbl NPUCTYNATL K aHAIN3Yy 1
MHTepnpeTauun pesysbTaTos.

B. AHann3 n nHtepnpetagna pesysibTatoB

1. AHanM3 Nosy4YeHHbIX AaHHbIX NPOBOAAT C MOMOLLbLI Nporpamm-
HOoro obecnevyeHna npubopa, UCNOSIb3YyeEMOIO AJIA MNpoBeAeHUs
OT-MUP c petekunen.B pexmme «peasibHOro ‘BpeMeHu». AHaun-
3UPYIOT KpUBble HakomieHUA o/1yopecLeHTHOro curHana no 2 Ka-
Hanam B COOTBETCTBUMN C Tabnuueil 1 HacToAWwen NHCTPYKLUNN.

Pe3ynbTtatbl UHTEPAPETUPYIOTCA HA OCHOBAHUW Hanuuua (Man oOT-
CYTCTBUS) NepeceyeHns KpuBon gosiyopecueHLNn C yCTaHOB/IEHHOMN
Ha COOTBETCTBYHOLLEM YPOBHE MNOPOroBOM-JINHUEN, YTO onpeaenseT
Hanuuve (Mnu OoTCyrCTBUE) ANA AaHHOWN ‘Bpobbl PHK 3HaueHna-nopo-
rosoro yukna (Ct).B cooTBeTcTBYlOUWEN Tpade Tabnmubl pesynbra-
ToB (CMm. Tabn. 8).
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Tabnuua 8 —IlpuHUMNbI NHTEpnpeTaynn pesysibTaTos

3HaueHune noporosoro yuknia (CQ
no kaHany ana gpnyopodgopa

PAM JOE

PesynbTart

onpegeneHo MeHblUe rpa- HE o6HapyxeHa

OTCYTCTBYET PHK kKopoHaBupyca
HWYHOr o Y y boHaBWPYy
SARS-CoV-2
O6HapyxeHa
onpegeneHo ofipefeneHo MeHblue roa-
W OTCYTCTBYeET HUMHOT O PHK koporasmpyca
SARS-CoV-2
OTCYTCTBYET WK onpeae- OTCYTCTBYET 1M onpeae- o
Y Y pea Y Y bea HeBanugHbin*
JIeHO 60/Iblle FPaHNYHOro NleHo 60Ablue rpaHNYHOro
onpegeneHo MeHbLle rpa- onpeaeneHo 6osblue rpa- o
PeA P pea P CoMHUTENbHbIN**
HWUYHOrOo HUYHOIO

* B cnyyae nosiydyeHns HeBasaAHOro pesysibTaTta HeGbXoAMMO MPOBECTU
nosTopHoe lLP-nccnenoBaHne;CoOOTBETCTBYIOLLENO UCETieayeMoro obpasua,
HaunHasa c atana akcTpakuum PHK.

** B cnyyae noJly4eHnss COMHUTESIbHOro pesysibrara HeobxoaMmo Mnpo-
BecTu nosTopHoe [MLP-nccnegoBaHne cCOOTBETCTBYIOWEro nccrenyemMoro o06-
pasua, HauyMHada ¢ atana akcTpakuuun. B cnyyae NOBTOPEHNA aHa/IOTMYHOIO pe-
3y/ibTaTa obpasey, cunmTaTb: NONOXUTE bHbIM. [pUnonyyeHnn oTpularesb-
HOro pesysnbTaTa B MOBTOPHOW NOCTAHOBKE Obpasey cuntarb COMHUTESNIbHbIM
N pekoMeHaoBaTh NMOBTOPHOE B3ATME MaTepuasia gna aHam3a.

BHUMAHWE! N'paHn4dHble 3HayeHusa CfykaszaHbl BO Bknagblwe, npu-
naraemMom K Habopy. peareHToB.

PesynbTtat [NHP-uccnepoBaHua' (cuntaetca [OCTOBEPHbLIM,
ec/in NoJiyyeHblNpaBusibHble pe3y/ibTaTbl 4J11 KOHTPOJIEN 3Ta-
NoB 3KCTpakuum n amnanpukaynu-AHK B cooTBeTCcTBUM C TabN.
9 n BKNaablWeEM, npunaraeMbliM K.Habopy peareHTOB.:

Tabnumua 9.=KOHTpOo/ib 4OCTOBEPHOCTN 3TanoB 3KcTpakunm PHK,
obpaTHOW TpaHCKpunumun n amnandgukayma ¢ getekunen
B PEXNME «peasibHOro BpeMeHn»

KoHTponupyembiii 3Ha4deHune noporoBoro umkna (CO
KoHTpoab atan MNuP-uccnepno- no kaHany ansa dgppyopodopa
BaHWA PAM JOE
3kcTpakumna PHK, ornpepgesneHo MeHblle onpepaesneHoO MeHblue
MK
oT-nup rpPaHNYHOro rpaHN4yHoOro
OkcTpakuma PHK, onpeaesieHo MeHblle
OK
oT-nup FPaHVNYHOTO oTcyTcTByeT
K- oT-nupP OTCYTCTBYET OTCyTCTBYET
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BO3MOXHble OLLUNOKU:

1. AnA NnonoXutenbHOro KOHTPoaA akctpakumn PHK v OT-TMUPA(TIK)
3HaveHue noporosoro umnkna {Ci) no kaHany ana dnayopogopa
JOE otcyTcTBYET WM npesbillaeT rpaHnyHoe 3HayvyeHue! Heob-
xognmo nosTopuThb [LP-uccneposaHne ans Bcex aqb6pas3yos
(HauMHaa c atana akcTpakymn PHK).

2. Ona oTtpuuyartenbHoro kKoHTpona OT-MUP (K-) onpegeneHo 3Ha-
yeHne noporosoro uukna {Ci) no kaHany gns dnyopocopa JOE
nivnn PAM. BeposTHa KOHTaMUHaUusa nabopaTtopuuinpogykramu
amnangukaunm wanm KOoHTaMuHauua peareHToB, mMccrnenyemMblix
obpa3uoB Ha kKakom-nnb6o amane [MLP-uccnepnosannsa. Heobxo-
AVMO NpeanpuHATbL Mepbl MO BbIABMNEHUIO U NUKBAAALWM UCTOY-
HMKa KOHTaMuHauum n nostToputb MNUP-nccnepgoBaHne ans Bcex
06pasLos.

3. Ona oTpuuaTtenbHOro KoHTpons akcTpakuum (OK) onpeneneHo
3HavyeHue noporosoro mukna {Ci) no kaHany-ana dnyopodopa
JOE. BepoATHa KOHTamuHauma nabopatopuy npoAaykramu am-
nandpukaunm uamM KoORTaMuHauus peareHtoB; uccrenyembix 06-
pasuoB Ha KakoM-n6o atane lMNLUP-nccnegosaHns. Heob6xogmmo
npeanpuHATbL Mepbi-H0 BbIABNEHUIO U NINKBMAALNN UCTOYHUKA KOH-
TaMmuHaumm u noeToputb lMLP-nccnepgoBaHne ans scex obpas-
LLOB, HauMHasa ¢ 3Tana akcTpakumm PHK:

4. Ona vccnenyemoro obpasya onpefeneHo 3HayeHne noporoBoro
umkna {Ci), npu-3Tom Ha rpacuvke dpsilyopecueHumn oTCcyTCTByeT
y4yacTOK XapakTepHOro sKCMnoHeHUuuasnbHOro noabema  (Fpaduk
npeacrtaBnsaeT, coboil NpUeAN3NTEALHO NPAMYO JIMHUKG). Heob-
XOAVUMO MPOBEPUTL" NPaBU/IbHOCTE BblIOPaHHOIO YPOBHA MOPOro-
BOW NVHUW W NapameTpoB pacyerta 6a3oBoil nuHun. Ecnn pe-
3ynbTaT MoayvyeH Npu NnpaBuILHOM YPOBHE MOPOroBOW-/INHMN (Na-
pameTpax 6a30BoM NMHUK), TpebyeTcs NOBTOPHO nposecTn MLIP-
nccnegoBaHne And 3aToro obpasuya.
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CPOK IrogHOCTWU. yC/1ioBNA TPAHCINOPTUPOBAHNA N XPA-
HEHUA

Cpok rogHocTu. 12 mecsaues.

Ha6op peareHTOB C UCTEKLIMM CPOKOM FOHOCTX NMPUMEHEHUI0 He
noanexuTt. CpokK rogHOCTM BCKPbITbIX peareHToB COOTBETCTBYeT
CPOKY FrOIHOCTU, YKa3aHHOMY Ha 3TUKEeTKax A1 HEBCKPbITbIX peareH-
TOB.

TpaHcnopTnpoBaHue. HabGOp peareHTOB TpaHCROPTUPOBATH
npu Temnepartype ot 2 0o 8 °C He;601ee 5 cyT B TEPMOKOHTENHEpax,
cogepxauwmx xnagoasnieMeHTbl,~BCeMN BNUAAMU KPbITbIX TPaHCNOPT-
HbIX CPeACTB.

Habop peareHToB npu nNOJIy4eHUN pas3ykoMMAeKToBaTb B COOT-
BETCTBUN C YyKa3aHHbIMWN TemnepaTtypamMmn XpaHeHunA.

XpaHeHue.

«[MLP-komnnekT» BapuaHT FRT-96 F xpaHuTb B MOPO3U/IbHOW Ka-
Mepe npu Temnepartype-oT MuHyc 24 no mudyc 16 °C. MNnuP-cmecsb-
FL SARS-CoV-2 xpaHuThb B 3aluLLeHHOM OT.CBeTa MecCTe.

Jonyctumo pasmMopaxunsaTb W 3aMopaxuBaTtb peareHtbl «[1LP-
Komnnekta» He 6onee 3 pas.

Komnnekt «AmnanTect PUBO-npen». BapunaHTt 100 n npunarae-
Mble K HEMY KOHTPOJIbHble 06pa3ubl XpaHuUTb Npu Temneparype oT
nawc 2 oo nntc 8-°C.

X0onogunbHbIE U MOPO3U/bHbIE Kamepbl OO/MKHbI obecrneunsaTh
pernaMmeHTUPOBAHHbIN-TEMMEPATYPHEIA PEXUM.
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FAPAHTUNHBIE OBA3ATE/IbCTBA N3FOTOBUTENA

3rotoBuTenib rapaHTMpyeT COOTBETCTBME OCHOBHbLIX Napamert-
POB N XapakTepucTuk Habopa peareHTOB TpeboBaHUAM, YKa3aHHbIM
B TEXHMYECKOW M 3KCnayaTaunoOHHON AOKYMEHTaUuN, B TEeHEHNE yKa-
3aHHOro cpoka rogHoCT1 npu cobAeHNN BCEX YC/IOBUIA TpAHCNOP-
TUPOBAHUA, XPaHEHUS N MPUMEHEHUA.

MeguumHCcKoe nsgenne TeXHUYeCKoMy 06CTy)KMBaAHUIO U PEMOHTY
He NoaNnexur.

Peknamaunm Ha kayecTBO Habopa peareHTOB HanpaBnATb Mo afj-
pecy 119121, Poccuitickaa ®egepauns, r. Mocksa, lNorogunHckas yin.,
Aom 10 cTp.l, e-mail: promlab@espmz.ru.

Mpn BbISABNIEHUN MOOOYHbLIX AENCTBUN, HE YKa3aHHbIX B UHCTPYK-
LUK Mo NpUMeHeHnt0 Habopa peareHToB, HeXesaTesflbHbIX peakyni
npu ero uncnonb3oBaHWW, (PakToB M 06CTOATENILCTB, CO34aloLUX
Yrpo3y XU3HN 1 340POBbI0 [PpaxXaaH U MeguUNHCKUX paboTHUKOB Npu
NMPMMEHEHUN W 3Kcnayataumm Habopa peareHroB, pekomMeHayeTcs
HanpasuTb COOOLEHMe Mo aapecy, ykazaHHOMY BbllWe, N B YNOJIHO-
MOYEHHYI rocyapCTBEHHYIO perynnpyrouwyr opraHnsaumio (B PO -
depnepancHas cnyxba“ o Haa3o0py B cepe 34paBOOXpPaHeEHns) B
COOTBETCTBUM C AENCTBYIOLLMM 3aKOHO4ATEAbCTBOM.

PykoBogutensb JK.E.TapacoBa
Npou3BOACTBEHHOWN nadopaTtopumn

Peructpanna MH & PocagpaBransope CTp. 29 n3 30
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cuMBONbl, UCMNONBb3YEMbIE B MEYATHOW MPOAYKL N

OcTopoxHo! ObpaTtuteeb K
REF Homep no katanory A WNHCTPYKLUMN MO

NPYIMEHEHIO

CofepXxumoro gocraroyHo
LOT Kog, naptum V [NA NpoBeAeHns M-

KosinyecTtBa TeCTOB

MeguumHckoe nsgenve

o Vcnonb3oBaTL-40
IVD ON51 ANarHOCTUKM in vitro A
O6paTnTechb K MHCTPYKLUUN
VER [JaTta nsmeHeHus WI P PyKU
Nno NPUMEHEHNIO
TemnepaTypHbI gnana- He ponyckatb BO3Aeii-
30H CTBUSI ,CONTHEYHOrO CBeTa
M3rotoButesnb Jara nsrotosneHus
f o bepeub oT BnNaru
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KpaTkoe pykKoBOACTBO

Hab6op peareHTOB
ona sbiasneHna PHK kopoHaBupyca SARS-
CoV-2 TA)Xennoro ocTporo pecnupartopHoro
cuHapoma (COVID-19) meTonom
nosiMMepasHoW LenHOol peakunmn

(rAmnnnTect SARS-CoV-2»

REF T-V002-FRT

®rey «LUem» dMBA Poccuu,

119121, Poccuiickas depepaums, |VD
r. Mocksa, MoroguHckas yn., a.k0 ctp, 1

e-mail: promlab@cspmz.ru

VER

B Npobupky. ana OK
(oTpyuaTensHoro
KOHTPOS  9KCTpaKLmn)
B Npo6upky ansa MK
(nonoxurensHoro

OKO 100 mKn

OKO + INMKO PHK 90 mkn +10

SARS-CoV-2 MK/

KOHTPOAS 3KCTPaKLn)
Anouns
Bce obpastibl 50 mKn B.KaXXAyto Npo6upky

BHUMAHWE! Peakumio OT-TLIP pekomeHayeTcss NpoBoauTb
cpasy nocne nony4veHus npo6 PHK. JonyckaeTca xpaHeHWe npo6
PHK npu Temnepatype oT 2 go 8 °C He 6onee 30 MuH, npu
Temnepatype oT MUHYC 24 [0 ‘MuHyc 16 °C He 6onee Heaenn u
npy TemnepaType He Bbille MuUHYc 68 °C o roga. Jonyckaertcs
TONbKO OfHOKpaTHOEe 3aMopaxuBaHne-oTTanBaHve npo6 PHK.

OBPATHAA TPAHCKPUMNLWA N AMOTMOUKALNA C
JETEKUMEWN B PEXXUME «PEA/IbHOIO BPEMEHW»

OO6Lmii 06beM peakLMOHHOR CMecH; 50 Mk, BKIoYas 06beM
npo6bl PHK - 25 mkn:

KOHTpONU; ans kaxgoii rpynnsl amnanguumpyembix o6pasuos, 1
NONOXUTENbHBIAKOHTPObL aKCTpakuun PHK 1 OT-MNUP (1K), 1
oTpuLaTenbHbI KOHTPOb akcTpakuum (OK) n 1 oTpuuatenbHbii
KoHTponb OT-MUP (K-).

Peructpamus MH B PocagpaBramsope
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BH/MAHWE! KpaTkoe pykoBOACTBO nNpefHa3HayeHO AN
yfno6ctea paboTbl ¢ HAGOPOM peareHTOB B flabopatopumn u
MOXeT ObITb WCMO/Ib30BAHO TOMbKO MNOCMe AeTafabHOro
03HaKOM/IEHUS C WHCTPYKUMEN MO NPUMEHEHNIO ~AaHHOro
Habopa peareHTOB. AHA/IM3 U UHTEp/peTaunio pe3yibTaToB
Heo6Xo4AMMO NPOBOAUTL B COOTBETCTBUM C WHCTPYKUMENR K
Habopy peareHTOB.

SKCTPAKLNA PHK N3 NCCNEAYEMbIX OBRA3LIOB

Komnnekr;

«AmnanTect PUBO-npeny»;

KOHTPONU: BHyTpeHHWii KOHTPObHbI 06pasel, (BKO IC-R1) - B
Kaoxaom obpasue.

Ona  kaxgol  rpynnbl  aKCTparupyembix  obpasuos: 1
oTpuuatenbHblii (OK) n 1 nonoxurenbHblit (MK) koHTponu

06bem nccnepyemoro o6pastd, KOHTPOSIEeR 1 anLumn

Mpy aKCTpakuum ¢ nomoLybio «AMAMTect PUBO-npen»
[06aBUTb;

BKO !IC-R1 10 mkn B Kaxkayto Npobupky
100 MK
Wccnepyemble (20 mxn,ans B NPOGUPKM ANs
obpasLpl 3KCTPaKTOB ncenegyembix 06pasLos
thekanuit)

PaccunTarb Ko/IMYeCTBO KaXKAOro peareHTa, Tpebytolleecs Ans
NPUroTOB/NEHUsE PEaKLIMOXOI CMecH.

Pa3Mopo3nTb npobupky ¢ MUP-cmecbio-FL SARS-CoV-2.

KomnoHeHT
peaKoHHOIA 06beM, MKN 0603HaueHus
CMECH
MNuP-cveckb-FL
15 (N+K+1, >
SARS-CoV-2 ( ) N> konuuectso
uccneayembix
OT-MUP-6ychep-R ~ 10%(N+K+1) 06pa3LL0E:
K- konuuectso
Taq nonumepasa T¥(N+K+1) N
KOHTpOnei;
Peseptasa (MMIv) 0,5*(N+K+1) 1- 3anac

BHMMAHVE! KomnoHeHTbl — peaklioHHO cmecu  cneayet
CMellMBaTh  HEeMnocpeACTBEeHHO.—mepes nposeaeHvem  MLIP-
uccnenoBaHus.

OTobpaTb Heo6XxoAuMMOE KOJIMYEeCTBO  MPOGUPOK  Kan
Crpunos gnsa OT-MUP PHK uccnegyembiXx U KOHTPOSbHbIX
npoo:
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'l BHecTn no 25 MKn

MpuroToBNEHHO

peakuMoHHO cmecu B KaXAYI0 MpoGupky

BHecTn no 25 mkn

Mpo6 PHK,

3KCTParnpoBaHHbIX U3 B Npobupku ans
ncecnegyemMbix o6pasLos ncenegyemblix 06pasLos,
Mpo6bl, 3KCTparnpoBaHHoO’ OK

n3 OK

Mpo6bl, 3KCTparMpoBaHHO

u3 MKO PHK SARS-CoV-2. 8 Mpoupky A MK

K- B Npo6upky ans K-

BH/MAHWE! Copepxumoe npo6upok Heo6XoauMo TLIaTENbHO
nepemelwlarb nuNeTMpoBaHVeM, He [Jofnyckas MosiB/eHus
ny3bIPbKOB BO3AyXa.

BHMMAHWE! Mposect OT-MLP cpa3y nocne coeauHeHus
peakumoHHo cmecu U PHK-npobbl © KOHTponei. Bpewms
BHECEHMNA MPO6 B PEeakuMOHHYH CMeCb W 3aryCcK peakuuu Ha
npuéope He A0/MKHO npeBblwaTh 10-15 MUHYT.

3anporpamMmMupoBaTb amnanmKaTop ¢ CUCTEMON aeTekuun
B peXxuMe «peaslbHOro BpeMeHW» AN BbINOMHEHUS
cnefyoleil nporpamMmbl (4151 NPUGOPOB POTOPHOTO TUNA-U
NAaHWeTHOro TUNa).

AHANN3 W NHTEPMNPETALWA PE3Y/NIbTATOB

AHanM3 MnoslyYeHHbIX pe3ynbTaTtoB MPOBOAAT C MOMOLLLIO
nporpammHoro obecneyeHuss npuoopa, WCAOAL3YEMOro AN
nposefeHuns TLP ¢ pgetekumeli B pexume «peasibHOro

BpPEMEHM». AHanmsnpytot KpuBble HakonsieHus
dnyopochop PAM JOE
MuiieHb gns kOHK BKO.AG  k[HK SARS-

amnandukalmm RL CoV-2

Pe3ynbTaTbl MHTEPNPETUPYIOTEA Ha OCHOBaHWM Hanuus
(wnn  oTcyTCTBMS)) MepeceyeHust KpuBOM chiyopecLeHumMn ¢
YCTAHOB/IEHHONW Ha COOTBETCTBYIOLIEM YPOBHE MNOPOroBOWA
NIMHWENR, 4YTo onpeaensieT Hannuue (Mnn oTCyTCTBYE) ANA AAaHHOM
npo6bl PHK 3HauyeHus noporosora umkna {Cf}.

BH/AMAHWE! K kaxgomy “HaGopy peareHTOB MpuaraeTcs
BKNafblll, B KOTOPOM ‘YKa3aHbl HACTPOMKM AN NpUGOPOB
POTOPHOrO 1 MIAHLIETHOMO.) TUMA U [PaHWUHble 3HaueHus Q,
Heo6XoanMble AN RPOBEAEHUs aHaM3a W UHTepnpeTauum
pesybTaTos.

MpVHUMNbI  \MHTEpnpeTauuMm  pesynbTaToB  CM.5~ B
VHCTPYKLMK K HABGOPY-peareHToB.

Perucrpannga MU B PocanpaBragzope
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Mporpamma amnanduKaLmm

JeTexumns
Ln Temneparypa, tryopect KianB0
R Bpemsa curHana no
C LyKnoB
KaHanam ans
thriyopochopos
1 50 10 MuH - 1
2 95 15 MrH - 1
95 fOc -
3 60 15¢ PAM;-JOE 45
72 Oc -

YcTaHOBUTL NPOBGUPKM B AYENKy/~PeakunoHHOro MoAyns
npuoopa.

BHUMAHWE! B cnyuae HenosHoit 3arpysku npuGopoB
MNaHWeTHOTr0  TUNa  PeKOMeHayeTcs  AOMNO/HUTE/bHO
YCTaHOBWUTL MyCTble NPOGUPKN MO KpasiM pPeakuyOHHOTO
Moaynst amnanukaTopa:

3anycTuTb BbINOMIHEHWE NPOrpaMMbl  amMnAUPUKaLUU €
JeTekumeli hlyopecLieHTHOro curHana.



Kornsa sepHa

MpoHymMepoBaHoO, MPOLLHYPOBAHO U CKPEMJ/IEHO
rnevateto [ etCyY
3am. reHepasibHOro AMpeKTopa Mno HayyHo-
NPON3BOACTBEHHON AesaTenbHocTy PIBY <@I‘I»
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