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CNUCOK COKPALLEHUIA U OBO3HAMEHWA
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HaGop pearentos ann suinsnequa PHK koponasupyca SARS-
CoV-2 TAXeNOoro ocTporo pecnuparopHoro cuigpoma (COVID-
19) MeTOAOM NonUMepasHOR LenHoi peakumn «Amnnulpaiim®
SARS-CoV-2 DUO» no TY 21.20.23-083-09286667-2020
BHYTPEHHUA KOHTPONbHLIA oBpasey|

AesokcnpuboHyxneasa

AesokcupuborykneotTnatpugocsdarel

xomnnemenTapras [IHK, nonyuaeman B8 peakuwn obparHoh
TPaHcKpunuuy Ha maTpuue PHK

PUBOHYKNENHOBAA KUCNOTA

NONOXMTENbHLIA  KOHTponb  akcTpakuuu PHK, ofpatHol
Tpanckpunuwv 1 MUP, skmovaer dparment PHK SARS-CoV-2

orpuuaTensHii koHrpons NUP

OTpNUATeNbHLIA  KOHTPONLHBIA  OBpasey  (oTpuuaTenbHbii
KOHTPOSMb KCTPAKLWN)

oBpaTHan TPAHCKPUNLIMA W NONUMEPa3Han LIeNHan peaxuvn
noNMMepasHas LienHan peakums

puGoHyKkneasa

PemMCTpaLMOHHOe YAOCTOBEpeH!e

ypaumn-AHK-rnuxosunasa

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

DSPUIN Ui Ui .49



1. HASHAYEHUE _

Habop pearenTos ans ebinanenun PHK kopoHasupyca SARS-CoV-2 Taxenoro ocTtporo
pecnuparopHoro cungpoma (COVID-18) merogoM nonumepasHoOd USNHOW peakumm
«Amnnulpaiim® SARS-CoV-2 DUO» no TY 21.20.23-083-09286667-2020 npeaHasHaveH
ana kadectseHHoro obnapyxewmn PHK koponaswpyca SARS-CoV-2 8 Guonoruueckom
marepuane (Maskax co CIM3UCTON HOCO- U POTOFMOTKK, MOKPOTE) NPU AUarHoCTUKe NULY ¢
KNMHWYECKON CUMNTOMATUKOA pecnupaTtopHoro 3sabonesaHns € NOAO3PEHUEM Ha
uHcpexpio COVID-19 unu nuy, He UMEIoLLIMX NPU3HAKOS NPOCTYAHLIX 3abonesaHui n He
ABNAIOLMUXCA  KOHTaKTHbiMM ¢ GonbHbau COVID-19 wmetoaom OT-MILUP ¢
MOpPUAU3ALIMOHHO-(ONYOPECLIBHTHOM AeTeKyvel B peXnme «peanbHoro BpemeHus.

Matepuanom ans nposepeduns OT-TLP cnyxar npobw PHK, skcTparuposaHHble u3
uccneayeMoro mavepuana ¢ NOMOWRI0 Habopoe pearsHToB, PeXOMeHAOBAHHLIX B
MHCTPYKUMK MO NpumeHeHuio Habopa B pasgene «[lononHuTensHoe obopyposaHue M
marepuanbi».

1.1. O6nacTk NpUMEHEHUA

HaGop ucnonbayeTca B KNMHMYECKOH NAGOPaTOPHOW AWarHOCTUKE ANA UCCNef0BaHNA
Guonorueckoro Marvepuana, NOAYMEHHONO OT NUY C MOAO3peHwem Ha WHdeKUWwA
pecnupatopHoro Tpakra. PeaynsTtate ML{P-UccheoBaHna yuUTLIBAIOTCA B KOMNNEKCHON
AuarHocTuke 3abonesanus.

1.2. NMoxa3aHUA K NPUMEGHEHNIO )

HaGop ucnonesyercs ans nccnepaosaHna GUONOrMHECcKOro Martepuana, Nnony4eHHoro ot
nvY ¢ Noaoc3peHvieM Ha MHMbEKUWN BEePXHUX Y HYDKHUX AbIXaTeNlbHbiX NYTed, BbidBaHHBIX
kopoHasupycom SARS-CoV-2, accouUUpPOBaHHbIM C TSDKEMbIM OCTPbIM PeCcnUPaTOPHLIM
curapoMom. Matepuan moxer GbiTe NOMYUYEH Takke OT HECCUMNTOMHBIX L.

1.3. MpoTHBONOKAZAHUA K NPUMEHEHMKIO
HapyweHue UENOCTHOCTM YNAKOBKM, MCTEKILWA CPOK rOAHOCTW, HecobnogeHue
TpeboBaHW HHCTPYKUMW.

2. XAPAKTEPUCTUKU HABOPA

2.1. CocraB M KOMNNEGKTHOCTD

Hafop peareHTos BuinyckaeTca B8 yeThip&x dopmax. Cocras Habopa U KOMNNEKTHOCTL
nocTaeku ykasaHel B Tabrmue 1 u 2 cooteetcTeeHHo. Habop paccuutan Ha nposeaeHue
uccnegosanna 100 o6pa3yos, Bkniovan koHTponu. Habop npeaHasHaveH Ana NPoseaeHun
peakuvu oGpatHoi Tpavckpunuun PHK u  amnnudpwkaumm yvactka kHK c
rmGpuan3aLMoOHHO-NYOPECLSHTHOR AETEKUMEA B peXmMe «PeansHoro Bpemeru». [ns
nposefeHUA NONTHOTO UCCNenoBaHUA HeoOX0AUMO UCNONBL3OBATL Habopl peareHToB ANs
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akcTpakumm PHK, pekomeHfoBaHHble B pasgene «JononHuTenbHoe o6opyaoBaHue U
mMartepunasbi».

dopma Bbinycka 1 BkNwYyaeT cmecb fAnd nposegeHumsa T[UP, packanaHHyw noj
npocnonky napatpumHa B npobupkn o6bemom 0,2 mn. dopma npegHasHavyeHa Ans
NMPUMEHEHUA COBMECTHO C amnaudukaropaMmu nAaHWeTHOr0O U POTOPHOro Tuna wu
paccumTaHa Ha npoBegeHue nccnepoBaHna 100 o6pasuoB, BKAOYAsH KOHTPOIN.

dopma BblNycka 2 1 4 BkIYaeT cMecb A1 nposegeHusn MUP B npobupke o6bemMom
1,5-2 mn gna [o3vpoBaHus B N06ble TUMNbl NPO6UPOK. POpMblI NpefHasHauvyeHbl ANnA
NMPUMEHEHUA COBMECTHO C aMmnaugukaTtopamMu MAaHWeTHOro M POTOPHOrO TUMa wu
paccunTaHbl Ha nposepfeHue uccneposaHna 100 o6pa3yoB, BkAKYaASA KOHTPOAN. POpMbI
MOryT OblTb WCNOJIb30BaHbl Kak [/ PYYHON packankyu, TakKk W COBMECTHO C
aBTOMaTUYeCKMMU CTaHUUAMU A1 NMPUTOTOBNIEHUS U L03UPOBAHUA peakLMOHHbIX CMecei.

dopma Bbinycka 3 BK/wYaeT cmecb Anda nposegeHumsa TIUP, packanaHHyw nog
npocnoliky napaduHa B cTpunoBaHHblie (12,5 ctpunoB no 8 npo6Mpok) Npo6upkn 06bEMOM
0,2 mMmn. dopma npepgHasHadyeHa ANA MPUMEHEHUS COBMECTHO C amnandukatopammu
naaHWeTHOro TMna n paccuntaHa Ha npoeefeHue uccnegosaHns 100 o6pas3yos, BKIOYad
KOHTPO/IN.

Tabnuua 1

CocTtaB Habopa

b PeareHt 1 1 KonunyecTBo | OnucaHue

dopma Bbinycka 1

BydepHblii  pacTBOp €O CneumduyeckuMu

npaiimepamm, go/lyopecLeHTHO-MeUYeHbIMI 30HAaMM

MUP-cmechb-FL SARS- 0,01 100 NPOGUPOK W aHT®

CoV-2 DUO
Mpo3payHasn XWAKOCTb, packanaHa nog, napacuH.
ByhepHblii pacTsop, cogepxaLinii VOHbI
Bydep D 1,2 1 npobupka  ABYXB&IEHTHOTO MarHus.

Mpo3payHas XnaKocTb.

PactBop ¢ TepmocTabunbHon [HK-nonvmepasoi
Taq nonumepasa 0,12 lnpo6upka  Taq v ypaunn-AHK-ravko3unnasoii.

Mpo3payHas XUOKoCTb.

BydepHbii  pactBop ¢ PHK-3aBucumoii  OHK-
PeBeptasza R 0,03 1 npobupka  NONMMEPas3Oil.
Mpo3payHas XnaKocTb.
OTpuuatenbHblii KOHTposb 3Tana OT-MLP.
Mpo3payHas XnaKocTb.
MonoXnTeNbHbIN KOHTPONbHbLIA ~ O6pasey, ¢
KOHLEeHTpauueit nocnepoBaTenbHoctn PHK SARS
NMKO SARS-CoV-2 DUO 0,15 1npo6upka CoV-2, nATUKpaATHO  nNpeBblwatoweli  npegen
o6HapyxeHunst Habopa”
Mpo3payHas XnOKOCTb.
BHYTPEHHU KOHTPO/IbHbLIN 0bpaseL.
Mpo3payHas XNOKOCTb.
OTpuuaTenbHbIA KOHTPO/b 3Tana sKkcTpakumm PHK.
Mpo3payHas XnOKOCTb.

K- 0,2 1 npobupka

BKOR 1,2 1 npobupka

OKO 12 2 Npobupku

A OTHocuTenbHasa koHueHTpaums NMKO SARS-CoV-2 DUO ykasaHa Ha atane OT-TILP,
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MuP-cmechb-FL SARS-
CoV-2 DUO

Bydep C

Tag nonvmepasa

PeBepTtasa R

K-

IMKO SARS-CoV-2 DUO

BKOR

OKO

MUP-cmechb-FL SARS-
CoV-2 DUO

Bydhep D

Taq nonvmepasa

PeBepTasa R

K-

IMKO SARS-CoV-2 DUO

BKOR

OKO

MUP-cvech-FL SARS-
CoV-2 DUO

Bydpep C

12

0,65

0,12

0,03

0,2

0,15

12

12

0,01

12

0,12

0,03

0,2

0,15

12

12

0,3

dopma Bbinycka 2

1 npobupka

1 npobupka

1 npobupka

1 npobupka

1 npobupka

1 npobupka

1 npobupka

2 npo6upkm

BydhepHbiii pacTtBop CO  cneumgunyeckumm
npanmepamu, slyopecLeHTHO-MEYEHbIMI 30HAaMU
naHT®.

[Npo3payHas XNOKoCTb.
BydepHblii pacTeop,
[OBYXBaNIEHTHOrO MarHusi.
[Npo3payHas XnaKoCTb.
PactBop ¢ TepmocTabuneHoi [OHK-nonmmepasoii
Taq n ypaunn-AHK-ravko3unnasoii.

lMpo3payHas XnOKoCTb.
BycbepHblli  pacTtBop C
nosiIMmepasoil.
Mpo3payHasn XUOKOCTb.
OTpuuatenbHbIil KOHTPOsb 3Tana OT-TMLP.
lMpo3payHas XnOKoCTb.

MonoXUTENbHBIN KOHTPONbHbIE ~ 06pasey, ¢
KOHUeHTpaumeli nocnegoBaTtensHocTn PHK SARS
CoV-2, nATMKpaTHO  MpeBblalLWeli  npegen
06HapyxeHuns Habopa’.

Mpo3payHas XMAKOCTb.

BHYTPEHHWIA KOHTPO/bHbLIA 06paseL.

Mpo3payHasn XNAKOCTb.

OTpuuaTenbHblii KOHTPO/Tb 3Tana aKkcTpakumm PHK.
Mpo3payHas XnaKocThb.

coaepxawumii NOHBbI

PHK-3aBucumoii  OAHK-

dopma Bbinycka 3

100 npobmpok
(12,5 cTpunos

no 8
npo6upok)"

1 npobupka

1 npobupka

1 npobupka

1 npobupka

1 npobupka

1 npobupka

2 Npo6upkn

dopma

2 npo6upku

2 npo6upku

BydepHsblii pacTtBop co cneundmyecknmmn
npaiimepamu, hlyopecLEeHTHO-MeYeHbIMU 30H4aMW
n agHTO.

Mpo3payHas XMOKoCTb, packanaHa B
CTpVNOBaHHbIE NPOOUPKK Nog napaduH 6en1oro
ugeta.

BydepHblii pacTBop,
[OBYXBaJIEHTHOIO MarHus.
[Mpo3payHas X1AKOCTb.
PactBop ¢ TepmoctabunbHoi [AHK-nonnvepasoii
Taq v ypaumn-AHK-rnnko3nnasoi.

Mpo3payHas XMAKOCTb.
BydepHblii  pactBop €
nonMMepasoi.
Mpo3payHas XnaKocTb.
OTpuuaTenbHbli KOHTPOAb 3Tana OT-TMLUP.
Mpo3payHas XNOKOCTb.

MonoxutenbHblii  KOHTPO/IbHBLIE ~ O6Gpasel, ¢
KOHUEeHTpauven nocnegosatenbHoctn PHK SARS
CoV-2, nATMKpPATHO  npeBblWawLWen  npegen
06GHapyxeHusi Habopa”.

Mpo3payHas XMAKOCTb.

BHYTpPEHHUIA KOHTPO/bHbIN 06paseL.

Mpo3payHas XNOKOCTb.

OTpuuarenbHblii KOHTPOb 3Tana akcTpakumm PHK.
Mpo3payHas XMAKOCTb.

coaepxaiiuii NOHbI

PHK-3aBucumoii  HK-

Bbinycka 4
BydhepHblii pacTteop co cneyndmyecknmm
npanvepamu, sryopecLeHTHO-MeYeHbIMY 30H4aMm
n oHTO.
Mpo3payHas XnaKoCTb.
BydepHblii pacTsop, coaepxallmii WOHbI

[IBYXB&/IEHTHOIO MarHusi.
Mpo3payHas XuaKoCTb.

20T1HOocuTenbHasa koHueHtpauma NKO SARS-CoV-2 DUO yka3aHa Ha atane OT-TLP.

A MpoGrpkKM € royGbIM NapathuHOM He UCTOSb3YHTCS.

& 000 LHPMY [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
R St



PactBop ¢ TepmocTabunbHon [OHK-nonmmepasoii
Taq nonumepasa 0,06 2 npobupkn  Taq u ypaunn-AHK-rnvkosnnasoii.

MNpo3payHas >XMOKOCTb.

BydepHbii  pactBop ¢ PHK-3aBucumoii  OHK-
PesepTasa R 0.015 2 npoGupkn  NONMMEPasoil.
Mpo3payHas *XMAKOCTb.
OTpuuarencHblii KOHTPOb 3tana OT-MLP.
Mpo3payHas *XNAKOCTb.
MoNOXUTENbHBIA ~ KOHTPO/IbHBLIA ~ O6pasey, ¢
KOHUeHTpauvein nocnegosarensHoctn PHK SARS
NMKO SARS-CoV-2 DUO 0.15 2 npo6upkn  CoV-2.  nmATMKpaATHO  MpeBblwawweid  npegen

06HapyeHust Habopa™.

Mpo3payHas XnOKoCTb.

K- 0.2 2 npobupkn

BHYTPEHHUIA KOHTPO/bHbIV 06paseL.
BKOR 12 1 npo6upka Mpo3payHas XNOKOCTb.
OKO 12 4 npoGupKA OTpuuartesibHbI KOHTPObL aTana akcTpakumn PHK.
Mpo3payHas XnaKocTb.
Tabnuya 2
KoMnsiekTHOCTb Habopa
KoMMoHeHT dopmar KonunuyectBso
Habop peareHToB (thopma Bbinycka ) 1
1,2.3 nnm 4)
VHCTOVKLS! 1O MoMMEHEHIo HaBona B 3/IEKTPOHHOM BuAe Ha ohMLMaIbHOM caiite 1
PyKU P P Mpounssogutens: http;//www.nextbio.ru/reagents/
KpaTkoe pykoBOACTBO MO B GyMaXHOM BUfe 1
NpVMMeEHEeHNo Habopa
KomnnekT Bknagblwein k Habopy B OyMakHOM Buge 1
MacnopT kavecTsa B 3/IEKTPOHHOM BUAe Ha ohmunasibHOM caiTe 1

Mpoussogutens: http://www.nextbio.ru/passport/

2.2. TMpwvuHuun metoga )

MpuHUMN TECTUPOBAHMSA OCHOBbIBaeTCA Ha akcTpakumm PHK 13 o6pasuos nccnenyemoro
mMatepuasa COBMECTHO C BHYTPEHHWM KOHTPO/IbHbIM o06pa3uom (BKO R), nocnegywowmnm
npoBefeHnn peakumm obpaTHoi TpaHckpunuuum PHK mn amnandukaymm yvactko KAHK
BbiiBNsiemoro Bupyca u kHK BKO R ¢ rmbpuansauymoHHO-(hNyopecUeHTHOW AeTekuuei.
BKO R no3BonisieT KOHTposinpoBaTb Bce aTanbl MNMLP-nccnegoBanuns onisa kaxaoro o6pasya u
OLeHVBaTb BANAHME NOTEHUMabHbIX MHTMOUTOPOB Ha pe3ynbTtathl MNLUP-nccnesosanus.

C nonyyeHHbIMW Ha 3Tane 3IKcTpakumm npobamu PHK nposoautca obpaTtHas
TpaHckpunuma PHK ¢ nomouwbio hepmeHTa pesepTtasbl M nocnegyoouwas amnandukaums
yyacTtkoB kAHK npy nomowm cneymdunyHbliX K aTUM ydyacTkam nparimepoB v pepmeHTa Tag-
nonumMmepasbl. B cocTtaBe peakuMOHHON CMecu MPUCYTCTBYIOT (D/IyOpeCLEeHTHO-MeYeHble
OJIUTOHYK/TEOTUAbI, KoTOpble rmépmansyroTca C  KOMMJIEMEHTapHbIM  Y4acTKOM
amnnunguunpyemorn  KAHK-muweHn, B pe3ynbTare 4ero npoucxoauT HapacTaHue
WHTEHCMBHOCTW  (pnyopecueHunn. 3ISTO  NO3BOMAET  PErncTtpupoBatb  HakonjeHue
cneunduyeckoro  npogykrta — amnavdukauum  nytem  U3MepeHus  UHTEHCUMBHOCTHU

thnyopecueHTHOro curHana. [eTekuumss yOpecLeHTHOr0 CuUrHana ocylecTBaseTcs

N OTHOcuTensbHasa koHueHTpaumsa NMNKO SARS-CoV-2 DUO yka3aHa Ha atane OT-IMUP.
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HenocpeAcTBeHHO B xoge TP ¢ nomowbi amnaudukatopa € CUCTEMON AeTekuuun
(o/TyOpecuUeHTHOro curHasa B pexvnme «peasibHOro BpeEMEeHU».

Habop peareHTOB COAEPXUT CUCTEMY 3aLLUTbI OT KOHTaAMUHALUN aMMIMKOHaMW 3a cyeT
npumeHeHnsa depmenTa ypaunn-gHK-rnukosnnassl (YAI) n TpudoccaTta gesokcnypuanHa.
depmeHT YAl pacno3HaeT ¥ KaTanuavpyeT paspyweHue uener [OHK, copepxatimx
Ae3okcnypuanH, Ho He AHK, cogepxalei Ae30KCUTUMNAnH. ,e30KCuypuanH oTcyTcTByeT B
npupogHoi [AHK, HO Bcerga npucyTCTBYeT B aMIJIMKOHax, MNOCKOMbKy Tpudgocdar
Ae30KcuypugnHa BXoAMT B coctaB cMecu AHT® B peareHTax Ana amnandukauun.
[e3okcnypuanH genaet KOHTAMUHUPYOLWME aMNIMKOHbl BOCNPUUMUYUBBIMU K paspyLleHuto
epmeHToM YA Ao Havyana amnandukaumm AHK-MmuweHu, n, cnegoBaTtesibHO, OHU HE MOTYT
ObITb B AanbHenwem amnanguLmMpoBaHbl.

depmeHT YA TepMonabuneH n nHakTuBmpyeTcs npu HarpesaHun Bbilwe 50 °C n noatomy
He paspyllaeT aMnIMKOHbI MULWEHN, HapabaTbiBaeMble B npouecce [MLP.

Ha atane OT-IMUP ogHOBpeMEHHO B OAHOW Mpobupke npoBoaATca 3 peakumn -
amnnudukaumsa kAHK yyactka reHa ORFla u S reHa kopoHaBupyca SARS-CoV-2, a Takxe
amnnudukauma nocnegosatensHoctn kAHK BKO R. PesynbTartbl amnnndukauyum kAHK
SARS-CoV-2 n kAHK BKO R peructpupytoTcsa no 2 pas/siMyHbIM KaHasnam ¢oyopecLeHTHOW
aetekumn (cm. Tabnuuy 3).

Tabnuya 3

CooTtBeTcTBMe KAHK>MuweHen n kaHanoB P/IyoOpecLUeHTHON aeTekynn

KaHan.gnsa donyopodopa | FAM R6G"
KOHK-MuLeHb kKOHK BKO R kOHK SARS-CoV-2
NCKYCCTBEHHO
O6nacTb amnandukaumm CUHTEe3MpOoBaHHas ORFla, SreH
nocnefoBaTeslbHOCTb

2.3. TexHu4yeckoe obcnyXmBaHue U PEMOHT

Ha6op He NoANeXuT TEXHUYECKOMY 06CNYXUBAHWUIO Y PEMOHTY.

3. KOHTPOJIb KAYHECTBA
3.1. BHYTpeHHWUI KOHTPO/Ib KayecTBa

3.1.1. OTpuuaTenbHbI U MNOMTOXNTENBbHbLIA KOHTPO N UCcAe[0BaHuns

Onsa oueHkM KayecTBa MOJiydaeMblX pe3y/ibTaTOB Kaxpzasa rpynna akcTparmpyembiX
ob6pas3uoB AO0/HKHaA BK/AYATb OTPuUUATESIbHbIA  KOHTPOJSbHBLIA  o6pasey (OKO) wu
nonoXxuTeneHblt  KoHTponb (MKO SARS-CoV-2 DUO). Kaxpgaa uvHAuBMAyasbHas

noctaHoBka [lLIP gomkHa BKA4YaTb OTpuuaTesibHblii KOHTponb (K>). PesynbTatbl Ans

® detekumns curHana ansa dnayopocopa R6G ocyllecTBAseTcsa NO KaHany AeTekuun ANs aHanormyHbIX
donyopocpopos HEX, JOE, Yellow, VIC.
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KOHTpOfnef AOMMKHLI COOTBETCTBOBATL 384AHHLIM KDUTEPUAM BANUAHOCTH, YKas3aHHbLIM B
pasnene «<UHTepnpeTaLus pesynsTaToB». '
OtpuuatencHuili  KOHTponbHbIA oOpasey (OKO) Ttectupyercn, HauvHas ¢ artana
IKCTPAKUMW, U NOIBONAET KOHTPONMPOBATE BO3ZMOXHYIO KOHTAMUHALMIO APYTUMU
obpasuamn unu amnnukoHamn. B npobupke ¢ OTpUUATENBHLIM KOHTPONEM HE AOSDKHE
perextupoeatecn KOAHK SARS-CoV-2. B cnyvae HeCOOTBETCTBUA pesynbrara,
NONYYEHHOIO ANA  KOHTponbHoro ofpasya, 3afaHHLIM  KPUTEPUSM  BanUQHOCTH,
NONOXMTENbHLIE Pe3yNbTaTsel QNA Mccneayembix obpa3yos 8 NOCTAHOBKe CYUTAIOTCH
HEAOCTOBEPHLIMMU, HEOBXOAWMO NPEANPMHATL MEPbl NO BbLIABNEHUIO W NUKBUAALMK
MCTOMHUKA KOHTaMUHALMKW W NOBTOPUTL UCCNefOBaHWE BCex Mccneayembix obpasuos, 8
koTopbix 06HapyxeHa KIHK SARS-CoV-2, n KOHTPONA, HAYWHaR C aTana IKCTPaKLUW.
OrtpuuarensHoid kKoHTpONb (K-) Tectupyerca, Haunnan ¢ stana OT-MILIP, u nossonser
ACTNIONHUTENILHO KOHTPONUPOBATE BOSMOXHYIO KOHTAMUHALMIO amnnukoHamu. B npobupke
C OTpULIaTElbHBIM KOHTPONEM He A0MXHa AeTekTuposaTeCcA KAHK SARS-CoV-2. B cnyvae
HECOOTBETCTEMA pe3ynbTaTa, NOMYMEHHOro ANA KOHTPONbHOrO 00pasua, 3afaHHbIM
KPUTEPUAM BaNMAHOCTH, NONOXMUTENLHLIE pesynbTaThi ANA uccneayembix obpasuos e
NOCTaHOBKE CUUTAITCA HEAOCTOBEPHBIMU, HEOGXOAUMO NPEANPUHATL MePbI MO BLIRBNEHNIO
¥ IMKBAAALIMM UCTOHHWMKE KOHTaMUHALMW U NOBTOPUTL MCCNegoBaHne Bcex uccnegyembix
o6pa3uos, s koropbix obHapyweHa KAHK SARS-CoV-2, u koHTpons (K-), HasmHan ¢ atana MLUP.,
B KayecTse NONOXMTENLHOrO KOHTPONA 3tana akctpakuvm n OT-NUP ucnonbayetcn
pearexT MKO SARS-CoV-2 DUO, exogawmit 8 coctas HaBGopa. B cnyyae HECOOTBETCTBHS
pesynbTaTtos Ans MONOXWTENLHOrO KOHTPONA 3aJaHHLIM KPUTEPUAM BaNUAHOCTH,
pe3syneTaTel ANA 8cex o6pa3yoB B NOCTAHOBKE CYMTAIOTCA HEAROCTOBEPHLIMU, TpebyeTcA
NOBTOPUTL UCCNEAOBAHWE BCEX UCCneayembix 00pa3LIoB U KOHTpone, HawwHas ¢ stana MNLP.

3.1.2. Koxtpons nHrubuposanun

Ans koHTPONA 3hHeKTUBHOCTU IKCTPAKLMK HyKNeuHOBbIX kuchoT u OT-TILP B HaGope
peareHToB NpPeaAyCcMOTPeHa OaHoBpeMeHHan obpatsas Tpanckpunuma PHK w 3atem
amnnudpukaumn kKQHK xopoHaempyca SARS-CoOV-2 W BHYTPEKHHEro KOKTPOnsHoOro obpasua
{(BKO R). BKO R poGasnserca B kaxkabiil 06pasel; Buonornyeckoro Marepuana Ha arane
sakctpaxumm PHK. B xosae peakuyuu amnanmwkauwn  Hanuuve  cursana,
cBMASTeNbLCTBYIOWEro 0 Haxonnesun dparmeHToB KAHK BKO R, rosoput 06 otcyTcTeum
nhrubuposanna OT u NLP.

3.1.3. MOHMTOPMHI NaGOPATOPHM HA HANHYME KOHTAMKHALWN
PexoMmeHayeTCs pa3 B MECAL NPOBOANTL MOHUTOPUHI NAGopaTopuy Ha KOHTaMUHALWIG
npoaykTamu  amnnuduxauny,  uccneayembiMu  obpasuamu,  NONOXUTENbHLIMU

KOHTPONbHLIMKM OBpasuaMu. OueHKa HaNUUMA/OTCYTCTBUA KOHTAMUHAUMW MPOBOAKTCA
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nyTeM WCCNeAoBaHWA CMLIBOB C pasnuiHbIX 06bexTos: nuneTok, pabounx noBepxHocTei
nabopatopHoit mebenu, ofopyaoBaHus W NOBEPXHOCTOH nomeweHwd. Bsstue u
MCCNeAoBaHWe CMLIBOB CheflyeT NPOBOAWUTL COMMAcHO Npoueaype, ONWCaHHOW B
MY 1.3.2569-09 «Opranusauna pabotsl naGopaTopuit, WUCNONBLIYIOILWX MeToAbl
aMnInUKaUMn  HYKNEUHOBLIX KUCAOT Npu pabote ¢ Marepvanom, CcoaepXaluwm
mukpoopraHuamel J-IV  rpynn natoreHHocTU». [Mpu  ofHapyxeMuu KONTaMUHaLMu
Heobxoaumo npoBect ofpaborky nabopaTtopun MOIOWKWMHM U AEIUHKPULMPYIOWMMH
pacTeopamn COrnacHo ykasanunam, onucaHHsiM 8 MY 1.3.2569-09.

3.2. PexomeHAayeMbI@ KOHTPONbHLI® MATEPHANDI

B kauecTse KOHTPOMbHLIX MaTepuanos ANA NPOBEPKU 3aNBNEHHbIX (PYHKLMOHANbHBIX
XapaxrepucTuk Habopa MoryT ObiTb HCNONb3OBaHL! 3aPErMCTPUPOBAHHLIe Ha TePPUTOPUU
Poccuitickoit Pegepaumin nNaHenw KOHTPONLHLIX OOPasLOB, NpeaHasHayYeHHbie AnA
NPOBEAGHUA BHYTPEHHErO U BHELWHEro KOHTponeh kavecTsa nabopaTtopHbix uccneaoBaHuii
no obxapyxeHunio PHK SARS-CoV-2.

4. OF'PAHUMEHUA METOAQWKM UCCNEROBAHMUA

4.1. Habop npumeHsIeTCA TONbKO ANA AWATHOCTHKN in Vitro.

4.2. Habop npegHasHaveH Ana paboThl TONLKO € UCCNEAYEMbIM MaTEePUANoM,
yKasaHHbiM B pasgene «Haswauesue». Wccneposanue Apyrux BUAOB GUONOrMYECKOro
Marepuana MoXeT NPUBECTH K NOAYYEHNIO HOAOCTOBEPHbIX PE3ynbTaTos.

4.3. NMonyyeHne AOCTOBEPHLIX pesynvTaros  obecneuuBaeTch " BLINONHEHUEM
Tpebosanuii, NPpeabABNAEMBIX K B3ATUIO, TPAHCNOPTUPOBAHUIO W XpaHeHwio obpasuos
uccnegyemoro marepuana (cm. pasnen «Mccnegyembiii marepuan»).

4.4. Npumerenne Habopa BOIMOXHO TONLKO NEPCOHANOM, OGY4YeHHLIM MeToAaM
MONGKYNAPHOW AWArHOCTUKM W npasunam pabotThi B  KNWMHWUKO-AUErHOCTUMECKON
nabGoparopun.

4.5. Mpn pabote c HaGopom cnegyer UCNONL3IOBATL TONLKO amnudukaTopsl ¢
CUCTeMOH  fAeTekUmn  (PNYOPECUSHTHOrO  curHana, XapakTepuCTUKM  KOTOPbLIX
YAORNETBOPAIOT TpebGosaHuA, ykasanHue B pasaene «flononHutenbHoe obopyaosaHue U
MaTtepuansi».

§. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. MNepea Havyanom paGoTt cnegyeT OIHAKOMUTLCA C MeToAUYecKUMN YKaszaHUAMK
MY 1.3.1877-04 «lopapok cGopa, ynNaKoBKM, XPaHEHUN, TPAHCNOPTUPOBAHMA W
npoBeAeHua naBoparopHoro aHanusa Suonorudeckoro marepuana ot GonbHbIX (M
yMepLLIMX) NAUWEHTOB C MOAOIPEHWEM HA TRKENLIH OCTPLI PeCcnMpaTOPHBIA CUHAPOM
(TOPC)», yTeepxaeHHbIMU PocnoTpebHanlopom.
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5.2. Pabota gomxnHa nposoAUTLCA 8 NabopaTtopuu, BLINONHAKWER MONeKYNSPHO-
6uonormueckme (1LIP) wuccnegosannus OuonorvuecKkoro marepmana Ha Hanuine
sosdyantened undexumonHbix OGonesneid, ¢ cobniogednem CanluH 3.3686-21
«Canutapso-anuaemuonormyeckue tpebosaHus Mo npodunakTuke WHMOEKLMOHHBIX
Gonesneit». B coorsercrenu ¢ n.924 CaulluH 3.3686-21 gnardoctuka so3byautenei
MRpEKUMOHHLIX BGonesHel Il rpynnbl  NATOTGHHOCTH  MONGKYNAPHO-FEHETUMECKUMH
metogamu (6e3 HakonneWwua Bo3ByauTens) MoOXeT npoeBoauTbeA B nabopartopusx,
MMEIOLLMX CAHUTAPHO-3INUASMUONIOTUIECKOe 3aKkniovuenue Ha paboty ¢ MNMBA Il -IV rpynne
NaToOreHHoCTH B COOTBETCTBUM C TPeGoBaHUAMK caHuTapHbix npaeun CauluH 2.1.3684-21
«CanuTapHo-anuaemMuonornyeckne TpebosaHun K CORSPXAHMIO TEPPUTOPUA FOPOACKUX U
CenbCKMX NOCeNEHUN, K BogHbIM 06beKTam, NUTLEBOH BoAe U NUTEEBOMY BOROCHabXKEeHWO,
atMoChepHOMY  BO3AYXY, NOMBaM, XMALIM  NOMELLeHWAM,  IKChNyaTaumu
NPOU3BOACTBEHHLIX, OGLWECTBEHHLIX NOMOWEHUA, OpraHu3ayum U  NPOBeASeHNIO
CaHUTapHO-NPOTUBOANUAGMUUECKUX (NPOoUNAKTUHECKKX) MeponpuaTUiA». MaTtepuan anAa
nuccneaoBaHwiz NOANEXUT npeasapuTenbHoi 06paboTke B COOTBETCTBUN METOAWUHECKUMN
ykasaHuamu MY 1.3.2569-09 «OpraHusaums paborit nabopatopnit, MCMONbLIYIOWMX
METOAL aMNANDUKAUMKN HYKNEUHOBLIX KUCNOT Npu paboTe C MaTepuanom, CoAepXalwmm
MUKPOOpraHnsmbl! |-V rpynn naTtoreHHOCTU»,

5.3. Mpu paboTte HEOOXOAUMO BCEraa BLINOMHATL CeAYIOWMe TpeboBaHNA:

- MpumenaTs Habop CTPOro NO HasSHAYeHUIO B COOTBETCTBUN C AAHHOW WHCTPYKLUMEN.
OTKnoHeHVe ©OT NPONMCaKHbIX Npoueayp W nopsgka AeWCTBUM MOXeT npueecTu K
NONYYEHUIO HSROCTOBSPHLIX PE3YNLTATOB aHanuaa.

- NabGopatopHuiii npouecc AomkeH ObiTb OAHOHANPaBNEHHbIM. AHanus cnegyet
NpPoOBOANTL B OTAENbHbLIX NOMeweHnax (3oHax) 8 cooteetcTeun ¢ MY 1.3.25698-09. He
BoaspalwaTe obpasubl, 0GopyacBaHUe U peareHThli B 30Hy, B XOTOpo# Oeina nposenena
npeAbiAyLIan cTaaus npouecca.

- Paccmarpueatb uccnegyemeie obpasub! Kak WHGEKLIMOHHO-ONACHbIe,
OpraHusoBbIBaTL paboTy U xpaHexue B cootseTcrenn ¢ CanluH 3.3686-21.

- Y6upate ® fpe3unduuupoBaTh pasnuTbie obpasubl MNW peareHTbl, WCNONLIYA
Aeannduumpyowme cpeacrea B cooreercteny ¢ CavlMuH 3.3686-21.

- Yaanath HeUCNONb3OBaHHDIe peareHTbl, PEareHTEl C UCTEKWMM CPOKOM rOANOCTH, a
Take WCNONb3OBaHHLIE peareHThl, ynakosky®, Guonorudeckwii matepuan’, sxmovan
Marepuans!, MHCTPYMEHTB W NpeAMEeThl, 3arpasHeHHbIe GUuonoruyeckum Martepuanom, B

® HeuCNONb3OBAHHLIE PEArENTH, PEAreHThl C UCTEXIUMM CPOKOM FOAHOCTH, WCMONLSOB3HHLIG PEANSHTLI,
YNaKkoBKa OTHOCATCA K KNACCY ONacHOCTH MEAWLIMHCKMX oTxopoe I,

7 BHONOrMYECKVA MaTepuran, BKNIOYAN NHCTPYMEHTH! W NPEAMETLI, SArPASHENHEIE METEPUANOM, OTHOCHTCA K
KNAccy ONAcHOCTH MEQWLMHCKWUX OTXOAOB b.
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COOTBETCTBUKN C TpeboBaHMAMM CaHllnH 2.1.3684-21.

BHUMAHWE! Mpn ypganeHnn oTxoA0B nocrsie amnnandukaymm (Npobupok, coaepxalynx
npoAayktbl MLP) HegonycTumMo OTKpbiBaHWEe MPO6GMPOK M pa3bpbi3rMBaHne COLEPXUMOTrO,
MOCKOJIbKY 3TO MOXEeT NpMBECTU K KOHTamuHauuu npogykramu MUP nabopaTopHOR 30HbI,
obopynoBaHNA N peareHToB.

- Ncnonb3oBatb M MEHATb NpU ka>Uaol onepauum ofHOpa3OoBble HaKOHEYHWKU ANnA
aBTOMaTU4YeCKNX 403aTOpoB € hunbTpom. O4HOPA30BYO NAAacTUKOBYO nocyay (Npobupku,
HaKOHEYHUKM) HeobxoaMmo cbpacbiBaTb B CheyuanbHbli  KOHTElHep, cogepxalynii
Ae3nHuunpyowee  cpefcTso, KoTOpoe MOXeT  ObITb Mcnosnb3oBaHo  AnA
ob6e33apaxuBaHUsa MeaUUUHCKMX OTXOL0B.

- Habop npepgHasHayeH ANs OAHOKPATHONO NpuUMeHeHus Ana nposegexHuna [TMLP-
nccnefoBaHWA  ykasaHHOro kosmyectsa o6pasyoB (cm. pasgen «CoctaB U
KOMMN/EKTHOCTb»).

- K pabote c Habopom ponyckaeTcss TO/MIbKO MNepcoHan, OO6YYEeHHbIi MeTogam
MONIEKYNAPHOW  AMarHOCTUKM 1 npaBunam  paboTbl B K/AMHUKO-AUATHOCTUYECKOW
nabopartopun B yCTaHOBNEHHOM nopsiake (B COOTBETCTBUU € TpeboBaHnaMu CaHlNMuH 3.3686-
21).

- He ncnonb3oBaTb Habop, ecnvm HapyweHa BHYTPEHHSAS ynakoBKa WM BHELWHWA BUA
peareHTa He COOTBETCTBYET OMUCaHUIO.

- He wncnonb3oBaTb Habop, ecnn He cob6a4aNUCb YCNOBUA TPAHCNOPTUPOBaHUA "
XpPaHEeHUs COrflacHO MHCTPYKLUMK.

- He cmewwunBaTtb peareHTbl pasHbiX CEpUiA.

- He ucnonb3oBatb Habop NO UCTEYEHUM CpOKa roAHOCTH.

- Wcnonb3oBatb oAHOpa3oBble HeOMyApPeHHble nepyaTku, nabopaTopHble Xanarthbl,
3awmuaTb rnasa Bo Bpemsa paboTtbl ¢ obpasuamMu 1 peareHTamu. TwaTtesibHO BbIMbITh PYKU
No OKOHYaHUKU paboTbl. Bce onepauyuy NpoBOAATCA TO/IbKO B NepyaTtkax A/ UCKIIYeHUs
KOHTaKTa C OpraHn3MoMm 4YesioBekKa.

- He ecTb, He nNuTb M He KypuTb B Nnpouecce ucnonb3oBaHWA Habopa. M3beraTb
KOHTaKTa peareHToB C KOXei, rnasaMn v cCaM3NCToin 060104KOin. He rnotatb.

- Mpu KOHTakTe Hemens/IeHHO MNPOMbITb NOpaXeHHoe MecTo 60/blNM KOSIMYEeCTBOM
BOAbl M MNpU MNJIOXOM CaMO4YyBCTBUM 06paTUTbCA 3a MEeAMUMHCKON nomowbto. [Mpu
nonagaHuu BHYTPb, PBOTY He BbI3blBaTb, NPONOJ/IOCKATb POT BOAON, 06paTUTLCA K Bpadvy
npu NJIOXOM CaMO4yBCTBUMN.

54. Mpy Mcnonb3oBaHMM NO Ha3HaAYEHWIO U COONKAEHUN BbilWENepevyncsieHHbIX Mep
npefoCTOPOXHOCTM Habop 6e3onaceH. PeareHTbl Habopa cofepXxaT HaTtpua asug B

KOHUeHTpauun He 6onee 0,1 % 1 COOTBETCTBEHHO He K/lacCUULUMPYIOTCA KakK onacHble ”
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He TpelyloT coBMoaeHUA cneumanbHbix Mep NPeaoCTOPOXHOCTH. .

5.5. OTtpynuatenbHbie pesynbTarThi He WCKMIOMAIOT BOSMOXHOCTL WHMWUUPOBaHWR
KopoHasupycom SARS-CoV-2 n He A0MKHB UCNONbIOBATLHCA B KaYeCcTee efUHCTBEHHOMN
OCHOBbI ANA NPUHSTUA PELUEHKA O NEeYEHUN NaLMEHTOB.

5.6. OrtpuuatencHbie pesyneTaTel AQOMXKHbI COMETATBCA €  KNMHUMECKMMMU
HabniogeHuAMKU, ncTopnein SonesHu U anuaemuonoruieckoid nHopMaunen.

5.7. HaGop peareHTOB He BLIABNAGT Hanuuue kopoHasupyca SARS-CoV-2, ecnu ero
KOHLIGHTPaLUMA HWKe 3asBneHHoro npeaena obHapyxenns (1x10° konuit/mn).

5.8. Cneuuduveckue posgeAcTenus Habopa Ha OpraHu3M YenoBeKa:

- KanueporeHHblid acheKT oTcyTeTRYET.

- MyTareHHoe feilcTBue OTCYTCTBYyeT.

- PenpoayktmeHas TOKCUMHOCTb OTCYTCTBYET.

6. AONONHUTENBbHOE OBOPYQAOBAHUE U MATEPUATLI

6.1. B3aTne uccneayemMoro Matepuana

6.1.1. TpaHcnopTHana cpefa AnNA B3ATUA, TPAHCNOPTUPOBKN M XPaHEHWR MAa3KoB CO
CMU3UCTON HOCO- K POTOrNOTKY, coAepXallan U3OTOHVUMECKU® BOAHO-CONGBOA pacTeop C
KOHCEPBAHTOM.

6.1.2. 3oHa-TAaMNOH ANt B3ATUA OUONOFMMECKOrD Marepuana ¢ NOBEPXHOCTH
CAN3NCTLIX ODONOMeK (RONOCTM HOCA, POTOIMOTKM) ORHOPA3OBLIA CTEPUNbHBIA U3
NOAUNPONRUNEHA/NONMCTUPONA C BUCKO3OW UNU XNONKOM. )

6.1.3. EMKOCTb ans B3ATUA, TPAHCNOPTUPOBKA U XPAHEGHWUA MOKPOTH (obbemom Ao
50 mn), OAHOKPATHOTO NPUMEHEHWR, CTepUNbHaA, C 3aBUHYMBAOLWEACA WNW NNOTHO
3aLEeNKMBAIOWEHCA KPLILWKOW, K3rOTOBNEHHAA U3 NONWNPoNWNeHa.

8.2. lMpeasapuTenLHan NOArOTOBKA MCCNEAYOMOro Marepuana
6.2.1. PearenTt gnsi npeaobGpaboTkn MOKPOTHI C LIeNbIo NposeAeHnuA akcTpakuun HK.

6.3. Ixcrpaxuua PHK u3 uccnegyemuix oSpasuos

8.3.1. Komnnexr pearextos ana axcrpakumu PHK/AHK «Amnnulpaim PUBO-npen»
(PY Ne ®CP 2012/14017) — B cny4ae pyuHo# MeToaukM axcTpaxumu, «Marnoflpaiim FOHW»
(PY Ne P3H 2019/8955) — B cnyyae apTOMaTU4ECKON IKCTPaKLMU.

6.3.2. [ononuurennHbie Matepuansi u obopyaosarHue, Heobxoanmble ANR SKCTPAKLUK
PHK, - cornacHo uHcTpyxuuM k Habopy pearenvos ans axkctpaxuuu PHK.
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6.4. OGpaTHan  TPAHCKPMNLUMA, AMANU(PUKAUNA, AGTOKUMA  NPOAYKTOB

amnnnuKaunn, aHaANN3 W WHTSPNPOTALNA PO3YNLTATOB

8.4.1. OpgHopasoBbie nonunponunexossie npobupku, ceobogHbie ot PHKas/[lHKas,

creayioLuxX BUAOB:

= 3aBUHYUBAIOWMWECH rlpoﬁupm U KPLIWKK K HUM WNv NNOTHO 3JakpblBaloWwecn

npobupkn oGvemMom 1,5 Mn — ANA NpUroTOBNEHNA peakLUMOHHOW CMecH,

- ToHxOoCcTeHHble npobupkn ana NUP oGvemom 0,2 MA € BLINYKNOW WNM NIOCKONA

ONTUMECKN NPO3PavHON KPLILKOA UNK npobupkk obremom 0,2 mn B cTpunax no 8 wir. ¢
Npo3pauHbiMU  Kpbilikamu - Ana nposegedua MUP npuw uncnonb3oeaxuw npwGopa
NMNAHLETHOTO TMNA;

- TOHKOCTeHHbie npobupkn ana MLP o6bvemom 0,2 MN C NNOCKOH KPbILLKOW WnW

npobupkm ana MNLIP obbemom 0,1 mn 8 cTpunax no 4 WT. ¢ KPbILIKAMY — ANA NPOBEASHWUN
NUP npu ucnonb3osaHuu Npubopa POTOPHOTO THNA.

6.4.2. OpHopasoebie HaxoHeuHukn, ceoboaHbie oT PHKas/[1HKa3, ana posatopos

nepemMeHHoro ooxemMa ¢ punvtpom ot 100 ao 1000 mxn.

6.4.3. Wramwmew Ana npoGupok obvemom 0,2mMn unu 0,1 mMn (B COOTBETCTBMM C

ucnonbsyembiMu npobupkammn ana MNLP).

6.4.4. Boxc abakrepuansHo# sosaywHoi cpeast (NLIP-6okc).

6.4.5. Llentpucyra-soprexc.

6.4.6. ABTOMaTM4ECKME A03ATOPHI NEpeMeHHoro obrema. i

6.4.7. CraHuus asToMaTUYecKas C MoayneMm ANA NPUrOTOBNEHWA W  PaCKanKu

peaKUWOHHLIX CMECeH W KOMMNEKT PacXoaHLIX MaTepranos K Hei COTNacHO MHCTPYKUMW
MNpownssoautensa.

6.4.8. NMporpaMMupyeMbiili amnAMPUKaTOP C CUCTEMON aeTexuun PNyopecUeHTHOro

CUTHANA B PEXUMe «peanbHoro BPeMeHw» poTopHOro Tuna (Hanpumep, Rotor-Gene Q),
nubo nnaxweTHoro Tuna (Hanpumep, QuantStudio 5 uim C1000 Touch B koMnnexTe ¢
moaynem CFX96), sapeructpuposauHbie B PO W COOTBETCTBYIOWME CNEAYIOLIUM
TpeboBaHuAM:

- HanuUvMe HeIABUCUMLIX KaHaNOB (NYOpecUeHTHOW AeTekuwn Ans dnyopodopos

FAM, R6G c xapaxtepucrykamu, ykasaHHbIMu B vabnuue 4.
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Tabnuua 4

TpebyeMble XxapaKTepUCTUKN KaHa/oB p/IyopecLeHTHOW aeTekynm

ANVHbI BOJSTH, HM
Kanan gns

dyopodhopa Bo36yxaeHus JeTtekuyunn
MuHnMyMm Makcnmym™ MUHUMYM Makcumym !
PAM 450 470 510 530
R6G 515 532 545 580

- AN Npu60opOoB NJaHLWEeTHOro TUNa Hanyme NoAorpeBaeMoln KpbilKy ¢ TemnepaTypoli
6onee 100°C;

- TOYHOCTb NojJepXaHusa Temnepartypbl i +0,4°C;

- CKOpOCTb HarpeBa He MeHee 2“C/cek;

- CKOpPOCTb oxnaxaeHue He meHee 1°C/cek.

6.4.9. XonogunbHuK oT 2 go 8 °C ¢ MOPO3UNLHOW KaMepoir OT MUHYC 24 A0 MUHYC
16 “C.

6.4.10. OTAeNbHbIM Xanart, wanoykn, o6yBb M 04HOpPa30Bble NepyaTkyn B COOTBETCTBUM
¢ MY 1.3.2569-09.

6.4.11. EMKOCTb ANns c6poca HAKOHEYHUKOB.

7. UICCNEAYEMbI MATEPUAN

Ansa wvccnepgoBaHMa pekoMeHayeTcs 6paTtb He MeHee [BYX TUMNOB OGMOIOTMYECKOro
mMatepuana:

- Ma3ku CO C/AU3UCTOM HOCO- M POTOrNOTKU (NPU HaNMYMM CUMNTOMOB MOPaXKeHUs
BEPXHUX AblXaTesIbHbIX NyTen),

- MOKpoTa (Mpy HanMyMm CUMNTOMOB NOPAXKEHUSA HUXHUX AblXaTeNbHbIX NyTen).
BHVMAHUME! Ma3ku co CNM3nCTOn HOCOINOTKA M POTOI/IOTKA PEeKOMeHAyeTCs COBMellaTb
B O4HON Npobupke u nccnenoBaTb Kak oguH obpasey. Ans aToro 6epyT maskum pasHbiMU
30HA4amMuM cHa4vasa co C/IM3NCTON HKHEro HOCOBOIO X04a, a 3aTeM 13 POTOr/IOTKNA, NpY 3TOM
paboune KOHUbl 30HAOB MOC/e B3ATUA Mas3KoB nomeljarTcsa B OA4HY npobupky ¢ 0,5 mn
TPaHCMNOPTHONM cpefbl ANA XpaHeHUs U TPaHCNOPTUPOBKM pPecnupaToOpHbIX MaskoB U
nccnepyloTcsa Kak oguMH obpasely. Ecnm 30HL He ocTaeTca B Npobupke cO cpefonn, To
Heo6xoAMMO TuiaTeNlbHO CMbITb MaTepuas, MHTEHCMBHO NPOKpyyMBas 30HA4 B cpefe He
MeHee 10 cekyHA.

B3ATne, TpaHcnopTupoBaHue M xpaHeHue uccrefyemoro 6nMonorMyeckoro marepuana
cnepyetr nNpoBOAUTbL B COOTBETCTBUMM C  HMXENEpPeYUCNeHHbIMU  TpeboBaHUsAMMU,
Hecob/1l04eHNe KOTOPbIX MOXET MPUBECTM K MNONYYEHUID HEKOPPEKTHbIX pe3y/bTaToB

nccnenoBaHnA.
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7.1. Ma3Kkum 13 nosiocTn Hoca

B3AaTne matepuana npoBecTy U3 NOJIOCTU HOCA C MOMOLL b OAHOPA30BOro0 CTEPUILHOIO
30HAa-TamMrnoHa 13 nonuvnponuaeHa/noNncTuposia ¢ BUCKO30M MU X/I0MKOM B NPOGUPKY C
TPaHCNOPTHOW cpefoli B COOTBETCTBUU C MHCTPYKLUMEN MO NPUMEHEHNIO 30HAA.

Buonornyecknin mMatepuan, nNOMELWEHHbI B TPaHCNOPTHYI cpeay, CoAepXallyto
N30TOHMYECKMNIA BOAHO-CONEBOI pacTBOP C KOHCEPBAHTOM, XPaHUTb M TPAHCNOPTUPOBATb
cornacHo TpeboBaHMsM, yKa3daHHbIM B MHCTPYKLUM K UCNONb3YEMOI TPaHCMOPTHOW cpege.

JonyckaeTca TONbKO 04HOKpaTHOe 3aMopaXunBaHue-otTtanBaHme martepuana.

7.2. Ma3sKu cO C/AM3UCTOI 060/T0UKN POTOrSIOTKN

B3ATne martepuana npoBecTM C MOBEPXHOCTU MUHAANMH, HEOHbIX AYXeK W 3afHel
CTEHKM pOTOMNOTKM C TMOMOLLbI0 OAHOPa30BOr0 CTEPMU/IBHOTO 30HAA-TaMnoHa U3
nonunponuneHa/nonucTupona ¢ BUCKO30M WAW XI0NKOM B NPOOGUPKY C TPaHCNOPTHOM
cpenoli B COOTBETCTBUU C UHCTPYKLMEN MO NPUMEHEHUIO 30HAA.

Buonornyecknini maTtepuas, MOMELLEHHbI B TPAHCNOPTHYIO cpefy, CoAepxallyto
N30TOHUYECKNIN BOAHO-CONEBON PacTBOP C KOHCEPBAHTOM, XPaHUTb W TpaHCNoOpTMpPOBaTb
corflacHo TpeboBaHNsAM, YKa3aHHbIM B MHCTPYKLUW K UCMONb3YyEeMON TPaHCNOPTHON cpeje.

JonyckaeTca nnwb O04HOKpaTHOE 3amMOopaXunBaHue-oTTansaHue marepuana.
7.3. MokpoTa

7.3.1. B3atue maTtepuana

OTobpaTb MOKPOTY B KOnu4yecTBe He MeHee 1,0 mi1 B O4HOPa30Bbli CTEPUSbHbIN
KOHTElHep C LWWPOKAM TFOPJIOM W 3aBUHYMBAKLWMMUCA KPblLLKaMW O0O6HLEMOM He MeHee
50 mn.

YcnoBua xpaHeHUsa M NepeBoO3kn maTtepuana:

- npu temnepartype ot 20 go 25 °C - B TeyeHue 6 yacos;

npu temnepartype ot 2 o 8 °C - B 1eyeHue 3 CyTOK;

npu Temnepartype oT MUHYC 24 fo MuHyC 16 °C - B TeueHune 1 Hegenw,
- Npu Temnepartype He Bbiwe MUHYC 68 °C - ANunTEesnbLHO.

JonyckaeTcda Wb O4HOKpPaTHOEe 3aMopaXnsaHne-oTtanBaHue martepuana.

7.3.2. MpepBaputenbHas obpaboTka

Heob6xo0aMMo NPOBECTU pa3XMKeHne MOKPOTbI, UCMOMb3ys peareHT An4a npeaoobpaboTku
MOKPOTbl C LENbH NPOBEAEHUS 3KCTPaKUMN HYKNEWHOBbIX KUCNOT, B COOTBETCTBUU C
WHCTPYKUME No NCMNoIb30BaHUO AaHHOro peareHTa.

Ycnosua XxpaHeHWs npepBapuTesibHO 06paboTaHHbIX MNPO6 MOKPOTbl aHasIOTUYHbI

YCNOBUSIM XpaHEeHUss maTtepuana Ao npeaobpaboTku.
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8. NPOBEAEHUE UCCNEQOBAHUA '

WccnenosaHne ROMKHO NPOBOAUTLCA NPU HOPMAanbHLIX NOKasaTensAx MUKpoknumara
KNUHUKO-AnarHoctTuuyeckon naboparopums:

- TemnepaTtypa okpyxatoulero sosgyxa ot 20 go 28 °C;

- OTHOCcUTenbHas BNaXHOCTb 40 — 75 %.

8.1. Sxcrpaxums PHK u3 uccnegyemoro marepuana

Ona  akctpakumm PHK wucnonb3osate Habopbl peareHTos, peKoMeHAOBaHHble
Mpoussoautenem B pasgene «lononHutensHoe obopyaosaxHue n matepuansi». Nopaaok
paboTbi ¢ Habopamu ana akctpakuum PHK cMOTpUTe B MHCTPYKLUMK NO UX NPUMEHEHWIO.
BHUMAHMEI! MNpu nposeaeHun uccnenoBaHUs HeQONyCTUMO UCNONbL3OBaHWE 3KCnpecc-
MeToaos akcTpakuumn HK.
BHUMAHUE! Kaxpas rpynna akcrparupyembix o6pasuyoe pAormkHa CONpoOBOXAATLCA
nocraHoBkow oTpuuatensHoro koHTpons (OKO) n nonoxutensHoro koHTpons (NMKO SARS-
CoV-2 DUO) B8 oaHom nosTope.
BHUMAHME! MNpu nposeageHun akctpakuumn PHK 8o Bce 06pasubl, BKNIOMAA KOHTPOSIbHbIE
(OKO v MNK), cnepyet BHOCUTL BHYTPEHHWUI KOHTPONbHBIN 06pasey (BKO R).

8.1.1. Pyunasi meToAUKA IKCTPAKLUMN.

Okctpakunio PHK npoeoaute ¢ ucnonb3osaHneM Habopa peareHtoB «Amnnullpaim
PUBO-npen» B COOTBETCTBUMU C UHCTPYKLIUEA NO €ro npuMmeHeHuto. B npouecce akcTpakuuv
PHK wucnonb3oBatb cneaylowme o6bembl peareHToB, KOHTPOMbHbIX 06pasuyos wu
nccneayembix obpasuos:

- o6bvem uccneayemoro obpasua® — 100 mkn B npo6upku ans uccneayemoix o6pasuos;

- obbem peareHta BKO R — 10 mkn B Kaxayio npobupky € uccneayembimMun w
KOHTpONbHbIMK 06pa3uamu;

- o6veM peareHra OKO — 100 mxn B npobupky ans OKO;

- o6vem peareHTa MKO SARS-CoV-2 DUO - 10 mxn B npobupky ans MK + 90 mxn OKO;

- obbem peareHTa, ucnonbayemoro ans anounu PHK, — 50 Mkn (aonyckaetcs npu
HeobxoguMocTu yeenuyeHne obvema anouuun 4o 90 mkn).

8.1.2. ABTOMaTH4YeCKan MeTOAUKA IKCTPAKLIUM.
Okctpakumio PHK nposBoauTe ¢ ucnonb3oBaxwuem Habopa peareHtoB «MarHollpanm
OHW» B COOTBETCTBUM C MHCTPYKLUMEN NO €r0 NPUMEHEHRMUIO.

8 YkasaHb! [ONYCTUMbIE HOPMbl TemnepaTypbl ¥ OTHOCUMTENbLHOW BNaXHOCTW BO3dyxa B paboueit 3oHe
NPOU3BOACTBEHHLIX NOMeLLeHui B cooTseTcTeuu ¢ TpeGosanuamu FOCT 12.1.005-88 «Cucrema craHagapros
6esonacHocTu Tpyaa. O6me caHUTapHO-rUurneHu4eckue TpeGoBaHus k Bo3ayxy pabouen 30HbI».

9 inn o6pa3uyoB MOKPOTbI TpebyeTca npeasapuTenbHas NOArOTOBKa cornacHo paspeny «Wccneayembilit
marepuan».
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B npouecce akcTtpakuum PHK wcnonb3oBath cnegywouwme o06bEeMbl peareHTos,

KOHTPOJ/IbHbIX 06Pa3L0B U UccneayeMbix 06pasLoB;

- obbem wuccnepgyemoro o6bpasuya”™® - 100 mkn B nNpobupkn AONA  UCCriefyemblx
o6pa3suos;
- 06bem peareHTa BKO R - 10 MK B KaxAaylw nNpo6upky C uccnegyembiMu w

KOHTPO/IbHbIMK 0bpasuamu;

- 06bem peareHta OKO - 100 mkn B npo6upky gna OKO;

- 06bem peareHTa NKO SARS-CoV-2 DUO-10 mkn B npobupky ana MK+ 90 mkn OKO;

- 06bem peareHTa, ncnonbsyemoro ansa amounun PHK, -1 00 mkn.
BHNMAHWE!  [donyckaeTtcs npegsaputenbHoe  CMelWMBaHWe  UCCefyeMbiX "
KOHTpO/bHbIX 06pa3yoB (OKO wu [K) c Bydepom L 3a npegenamm aBTOMaTUYECKOIA
ctaHuuu. T[llpurotoBneHne cmecun MIC, PeareHta A un BKO R B cooTBeTrcTtBUM C
WMHCTPYKUMEN K Habopy peareHToB «MarHolpaim KOHN» 1 ee go6aBneHune K uccnegyembim
M KOHTpPO/SbHbIM 06pa3uam B Bydepe L ocywecTBnsercs Ha 60pTy aBTOMaTuW4yecKoi

cTaHuunm.
8.2. ToparotoBka peareHtoB ana OT-MNMUP
8.2.1. MNpu ncnonb3zoBaHUn Popmbl Bbinycka 1.

8.2.1.1. PaccumtaTb 06bEMbI AN peareHToB, TpebGyluwmecs ANS MNPUTOTOB/IEHUS
peakunoHHoit cmecu (cm. Tabnuuy 5). CMecb roToBUTb Ha 06LLEE YNC/I0 UCCNefyEMbIX U

KOHTPOJIbHbIX 06paSLI,OB nacC 3anac He mMeHee 4yemM Ha OgHYy peakuuto.

Tabnuua 5
PacueT 06 beMOB KOMMNOHEHTOB peakUyMOHHO cMmecu
PeareHT O6BbeM, MKN O603HauyeHust
Bydoep D 10%(N+1)
Taq nonvMepasa 15(N+1) N - KO/IMYecTBO amMnAnUUMpyeMbIX

06pasLoB, BK/IOYAs KOHTPON
Peseptaza R 0,25*(N+1)
8.2.1.2. OTo06paTb Heobxoammoe KonmyecTtBo npobupok ¢ MUP-cmecblo-FL SARS-

CoV-2 DUO gna nposepeHua OT-TLUP PHK nccnepnyemblX U KOHTPO/IbHbIX 06pas3LLoB.

8.2.1.3. Y6eauTbCs, 4To napaduH NoSIHOCTbI0 MOKPbIBAET PACTBOP Ha AHE MPoGUPOK.

B NpoTMBHOM c/lydae, He UCNo/b30BaTh AaHHbIE NPOGUPKN.

8.2.1.4. Pa3Mopo3nTb peareHTbl. [lepes cmewnBaHMEM peareHToB nMepemMewartb
cogepxumoe npobupok c peareHtamun (bBydep D, Tag nonumepasa u PesepTtasa R).

0CaAnTb Kanam Ha BOpTEKCe.

[ns 06pa3uoB MOKpOTbl TpebyeTca npeAsBaputenibHas NOAroToBKa COrfacHo pasgeny «lccnepyemblin
Marepuas».
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8.2.1.5. TlpurotoBUTb peakUMOHHYID CMeCb B OTAENbHOW npobupke, pobaBuB
KOMMNOHEHTbI B 06bemMax, paccumTaHHbiX B M. 8.2.1.1. NepemewaTtb CMeCb 1 0CaANTb Kanau

Ha BOpPTEKCE.

8.2.1.6. Ha noBepxHOCTb nNapaduHa BHecTM nNo 10 MK NPUrOTOBIEHHOIA
peakuMOHHOW CcMecu, Npu 3TOM OHa He [O0J/KHA npoBanuBaTbCA NOL4 MNPOCNONKY
napadunHa n cmewmsaTtbes ¢ NMLUP-cmecklo.

BHUMAHWME! Hencnonb3oBaHHbIE OCTaTku peakUNOHHOW CMecu XpaHeHUo He noasiexar.

8.2.2. lpwun ucnonb3oBaHUn PopMbl Bbifycka 2 n 4.
BHVMAHUME! KoMNOHEHTbl peakuWoHHOW cmecu cnegyeTt cMelwnBaTb HENOCPEACTBEHHO

nepepn nposepneHvem MuUupP.

BHVMAHUE! B cnyyae npurotoBneHns peakuMoHHON CMEecu C NOMOLLbIO aBTOMaTUYECKOW

CTaHunn CﬂeAyMTe yYKa3aHUAM MHCTPYKUUK MO ee NCNOoJS1Ib30BaHNIO.

8.2.2.1. Paccuntatb 06beEMbl A1 peareHToB, Tpebylouimecs Asa MNPUroTOBEHUS
peakumnoHHoi cmecu (cm. Tabnuuy 6). CMecb roToBUTH Ha 06LLEe YMC/I0 UCCMefyEeMbIX U

KOHTPO/IbHbIX 06pa3L0B N/OC 3anac He MEHEe YEM Ha OHY peakuuio.

Tabnuua 6
PacyeT 06beMOB KOMMOHEHTOB peakUuMOHHOW cMecH
PeareHt O6BbeM, MKN O603HaueHus
MUP-cmeckb-FL SARS-CoV-2 DUO 10*%(N+1)
Bycbep C 5*(N+1) N - KONN4ecTBO amnaichnLmpyembIx
Taq nonMmepasa 1*(N+1) 06pasLoB, BK/IOYast KOHTPON

PesepTasza R 0,25*(N+1)

8.2.2.2. Pa3mMopo3uTb peareHTbl. [lepes CMelwMBaHMEM peareHToOB nepemellaTb
CoflepXMMOoe BCeX peareHToB, OCaANTb Kanay Ha BOPTEKCeE.

8.2.2.3. TMMpurotoBuTb peakuNOHHYD CMeCb B OTAEe/IbHOW npobupke, pobasus
KOMMNOHEHTbI B 06beMax, paccuntaHHbix B N. 8.2.2.1. MNepemewatb CMECb 1 OCaANTb Kanam
Ha BOpTeKkce

8.2.2.4. OTtobpartb He06X0AMMOE KONMYECTBO NPOBUPOK NN CTPUMOB 418 NPOBEAeHNA
OT-MUP PHK wuccnegyemMblX W KOHTPOJIbHbIX 06pa3uoB. Bbibop npobupok ans
amnandukaymn 3aBucuUT OT UCNONb3YyeMOro amnaudukaropa € CUCTEMON LeTeKuun B
pexunmMme «peasibHOro BpeMeHu».

8.2.2.5. BHecTu B Npo6upkn no 15 MK NPUroTOB/IEHHON peakuWOHHOW CMecwu.

BHUMAHWME! Hencnonb3oBaHHble OCTaTKW pPeakUMOHHOW CMECU XPaHEeHUIO He nogsexar.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
BEPCUA U/.Ul.22-4 19



8.2.3. Mpu ncnonbsosaHnn opmMbl BbiNycka 3.

8.2.3.1. Paccuntatb 06beMbl A/19 peareHToB, Tpebyluwmueca A9 NPUTOTOBMEHUS
peakunoHHol cmecun (cM. Tabnuyy 7). CMecb roTOBUTb Ha 0b6LLee Yncsio uccnenyemMbix u

KOHTPO/IbHbIX O6pa3LI,OB naKwcC 3anac He MeHeEE YeEM Ha OAHY peakuuto.

Tabnuua 7
PacueT 06beMOB KOMMNOHEHTOB peakLWOHHOWN CMecu
N PeareHT O6bem, MK/ O603HaueHus
Bbydhep D 10*(N+1)
Taq nonvvepasa 1(N+1) N - KonmM4ecTBO aMnmcpuumpyemMbIxX

06pa3LoB, BK/KOYas KOHTPO/M
PeBepraza R 0,25%(N+1)

8.2.3.2. Oto6patb HeobXoAMMOE KONMYECTBO CTPUNOBAHHbLIX npobupok c TLUP-
cmecblo-FL SARS-CoV-2 DUO pgna nposegeHuns OT-MUP PHK wuccnepgyembix wn
KOHTPO/IbHbIX 06pas3LoB.

8.2.3.3. Yb6epgutbcs, 4TO napaduH MOSIHOCTLIO NOKPbIBAET PpacTBOp Ha AHEe Npo6upok.
B npoTuBHOM cnyyae, He UCMNO/b30BaTb AaHHble NPOGUPKN.

8.2.3.4. Pa3mopo3unTb peareHTbl. [lepes cMellMBaHMEM peareHTOB nepemellaTb
cogepxumoe npobupok ¢ peareHtamun (bydep D, Taq nonumepasa un Peeptasa R),
ocajuTb Kanau Ha BopTekce.

8.2.3.5. TpuroToBUTb peakuMOHHYHO CMeCb B OTAenbHOl npobupke, n[o06aBuB
KOMMOHEHTbI B 06bemMax, paccumTaHHbix B M. 8.2.3.1. MNepemelwarts CMeCb M 0CaAUTb Kan/u
Ha BOpTEKCe.

8.2.3.6. BHecTM Ha nNOBeEpPXHOCTb nNapagumHa no 10 MKA NPUrOTOB/IEHHOWN
peakuMoOHHOW cMecu, Mpu 3TOM OHa He [O0/HhKHA NpoBanuBaTbCA MOA4 MNPOCONKY
napaguHa n cmewmnsatbca ¢ MNMUP-cmeckHo.
BHUMAHWE! Hencnonb3oBaHHbie OCTATKN peaKLMOHHOW CMECU XpPaHeHUI0 He nogdsiexar.

8.3. BHeceHune npo6 PHK, npoBegeHne OT-MUP n getekumnn
BHVMAHWE! T[lporpammupoBaHne u 3anyck amnaudukaropa npoBOAUTb COrnacHo
WHCTPYKUMM NO ero npumeHeHuto. PekomeHayemble napameTpbl 4158 NporpaMMupoBaHus
aMnangurKkaTopoB yKa3aHbl BO BkIajbllwe, npuiaraemomM kK Habopy.

8.3.1. BHecTM B NOArOTOB/IEHHbIE NPOOMPKN C peakyMoHHON cmecbto no 10 Mk Npo6
PHK, nosyyeHHbIX B pe3ynbrate 3KCTPakuuu.

8.3.2. BHecTU KOHTPO/IbHble 06pasLbl:

a) NoNoXuTesnibHbln KOHTponb OT-MUP - B ogHy npobupky ana obpasuya MK BHecTn
10 mkn npo6bl PHK, akcTparnpoBaHHoi 3 NKO SARS-CoV-2 DUO.

6) oTpuLaTENbHbIA KOHTPO/Ib 3KCTPaKUUM - B OAHY NPo6UPKY Anst o6pasua OKO BHecCTH

10 mkn npo6bl PHK, akcTparnposaHHoii n3 OKO.
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B) oTpuuyaTenbHblii KOHTpob MUP - B ogHy npobupky ana oépasua K- BHecTn 10 MK

peareHTa K-.
BHUMAHWE! Mposectn OT-MNLP cpa3y nocne BHeceHuda PHK-npo6 u KoHTponen B

peakUNOHHYI0 CMECh.

8.3.3. 3anporpammupoBaTb aMnaAngukatop € CUCTEMOW AeTekunm B pexume

«peanibHOro BpeMeHu» A/1s BbIMOMHEHWUS eAUHO NporpaMmbl aMnIMduKaLun u geTekuum

dhnyopecueHTHOro curHana (cm. tabnuyy 8).

Tabnuuya 8
EonHaa nporpamma amnanukaumm v getekumum pyopecueHTHOro curHana
JeTekumna no kaHanam ans Konuyectso
LUukn  Temnepatypa, Bpemsa AKNOB
1 50 15 MvH 1
2 95 15 MyH : 1
95 Oc :
3 . 45
60 20¢C PAM. R6GMN

8.3.4. [llepepn NOCTAHOBKOW B amnaugukaTop NaaHWeTHOro tuna ocagutb Kanau co
CTEHOK NPOBGUPOK Ha BOPTEKCE.

8.3.5. YcTaHOBUTb NPOOUPKN NNN CTPUMbI B SSHYENKN peakLUMOHHOTo Moayas npubopa.

8.3.6. 3anyctuTb  BbINOJIHEHME  nporpamMmbl  amnnaudukaumm ¢ getekuunei
bNlyopecueHTHOro curHana.

8.3.7. Tpubop npoBOAUT peructpaunto o1lyopecueHTHOro curHana aBToMaTu4yeckn B

pPeXVMe «peasibHOro BPEMEHM».

8.4. AHasIM3 1 BblUUC/IEHUE pPe3yNbTaToB

AHann3 n 06paboTKy pe3y/ibTaToB MOXHO NMPOBOANTD;

- B aBTOMaTU4YEeCKOM pexume C UCNosib30BaHMeM nporpaMmmMHoro obecneyeHna FRT-
Manager Bepcunm 2.0 wunu Bbiwe (OO0 «WHTep/la6CepBuc», Poccuda, PY Ne P3H
2019/8870) cornacHo pykoBOACTBY NoOJib3oBaTesns, BblOpaB MeTOAMKY, YKa3aHHYK BO
Bknagblwe, npunaraemMom K Habopy. PykoBoACTBO nofsib3oBartesid pasMelieHo Ha
ohmumanbHOM cante 000 «HTeplabCepBUC» no ajgpecy:
httDs://www.interlabservice.ru/service/frt/:

- B PYYHOM pexunme C NoMOLLbi0 NporpaMmMHOro obecneyeHus npunbéopa, Ucnosb3yemMoro
ansa nposegeHunsa OT-TMUP c peTtekuynelh B pexume «peasibHOr0 BPEMEHWU», COracHo
WHCTPYKLUM MO €ro NpUMEHEHMNI0 U NHCTPYKLUN K Habopy.

BHMUMAHUME! O6paboTky [AaHHbIX ((P/IYyOPECLEHTHbIX KPWUBbIX), TMOJIYYEHHbLIX B

nporpaMmHOM o6ecneyeHnn npubopa, wucnonblyemoro ansa nposegeHna OT-MUP c

JeTexkumsa curHana gna dunyopocpopa R6G OCyLLECTBNAETCA MO KaHauly AeTeKuuu L1 aHa/IorMyHbIX
donyopocpopos HEX, JOE, Yellow un VIC.
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AeTeKUMen B pexmme «peasibHOr0 BPEMEHU», MPOBOAUTb COrMaCHO MHCTPYKLMK MO €ro
npuMeHeHnio. PekomeHAyemble napamMeTpbl Ana 06paboTkM [aHHbIX yKasaHbl BO
BKNablle, npunaraemom K Habopy.

O6paboTka W pacyeT pe3y/bTaToOB MPOUCXOAUT Ha OCHOBaHUW Hanuuua (Wiu
OTCYTCTBUS) NMepeceveHns KpuBon pnyopecueHunm S-o6pasHoit (curmoobpasHoil) qoopMbl
C YCTaQHOBJ/IEHHOM Ha COOTBETCTBYHLLIEM YPOBHE MOPOroBOW NUHWEN, 4YTO onpegenser
Hannuue (MNu oTcyTcTBME) ANA AaHHOW npobbl kKAHK 3HayeHna noporosoro yumkna (Ct) B
COOTBETCTBYIOLLE rpacpe Tabnumubl pe3ynbTaToB. MapameTpsbl 06paboTKu
blyopeCcLEeHTHbIX KPUBbLIX 3aBUCAT OT WCMOMb3yemMoin Mogenn amnaundgukatopa (CMm.
BKNaAblW K HAO60PY M MHCTPYKLMIO NO NPUMEHEHUI0 amnnugukaropa).

KpuBble HakonneHus lyopecueHTHOro curHana aHasau3upylTcs No ABYM KaHanam

aetekuun (cm. Taénuuy 9).

Ta6nuua 9
JeTekyuna doiyopecueHTHOro curHana
KaHan A Jr R6G
MpoaykT amnandmvKaumm kQHK BKO R kKAHKSARS-CoV-2

8.5. NHTepnpeTayusa pesynbTatoB

NHTepnpeTaunio pe3ynbTaToB NPOBOAAT B ABYX BapuaHTax:

- BPYYHYIO B COOTBETCTBMM C Tabnuuein 10 v BKnagblwem, npunaraembiMm K Habopy.
Pe3ynbTaT wuccnegoBaHus cuyuTalT [OCTOBEPHbLIM, €C/AU  NOJyYeHbl NpaBU/ibHbIe
pes3ynbTaTbl 4719 KOHTPO/EA B COOTBETCTBUM C Tabnuuen 11;

- B aBTOMaTUYeCKOM pexume C UCNosib30BaHMeM nporpammHoro obecneyeHums FRT-
Manager Bepcum 2.0 mnm Bbiwe (OO0 «UHTeplab6CepBuc», Poccusa, PY Ne P3H
2019/8870) cornacHO pykKoBOACTBY NO/Sb30Bartesii, BblOpaB MeTOAUKY, YKa3aHHYK BO
BKNnagblwe, npunaraemMom K Habopy. PykoBoACTBO nMofsib30BaTesii pasMeLeHo Ha
othuumanbHoMm caiTe 000 «NHTep/la6CepBUC» no apgpecy;
https://lwww.interlabservice.ru/service/frt/. AnroputT™M wWHTepnpeTauum pesynbTaTtoB ANA
nccnepyemblx 06pasLoB U KPpUTEPUM Ba/IMAHOCTU Ppe3y/ibTaTtoB, MNOJIYYEHHbIX AN
KOHTpOAei, NCnonb3yeMblii B nporpaMMHOM obecrnedyeHun, npeactaBned B Tabnuuyax 10 m
11 coOTBETCTBEHHO.

Ta6nnya 10
VNHTepnpeTauna pe3ynbTatoB 419 UccriegyemMbix 06pa3uoB

Pesynbrar WHTepnpeTtauus

3HauveHne Ct no kaHanam gnsa dpayopodopos FAM n R6G
OTCYTCTBYET Un onpeaeneHo BbIWE rpanuunoronn

3HaueHne Ct no «kaHany pansa dnyopodopa FAM PesynbTar COMHUTENbHbIN

PesynbTat HeBanngHbIi

'2 FpaHnuHble 3HaueHnst Ct ykasaHbl BO BKMafpllle, npuiaraeMom kK Habopy.
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PesynbTar VHTepnpeTauunsa

onpefeneHo MeHblle rpaHuyHoro, W 3HadyeHne Ct no
KaHasly R6G onpefeneHo Bbille rpaHnyHoro

3HaveHne Ct no kavany pana  dnyopodopa FAM
onpegeneHo Wim oTcyTcTByeT, U 3HayeHne Ct no kaHany
R6G onpefeneHo He Bbile rpaHnYHoro

3HayeHne Ct no kaHanly pansa dnyopodopa FAM
onpefeneHo MeHblle rpaHWyHoro, M 3HadyeHue Ct no
KaHany ansa dpnyopodopa R6G otcyTcTByeT

PHK kopoHaBupyca SARS-CoV-2
o6GHapyxeHa

PHK kopoHasupyca SARS-CoV-2
He oGHapyXxeHa

Ta6nmya 11

Pe3ynbTaTtbl AN151 KOHTPONEA

PesynbTathl amMmnancukaLmm no kaHany aas cpayopodopa

KoHTposb
>AM R6G

OKO 3Havenme Ct onpe/ieneHo 3HayeHune Ct oTcyTCTBYET

(oTpruaTenbHblii KOHTPO/b 3KCTPAKLMN) MeHbLLE rpaHNyYHOro Y y

K-

(OTPULATENbHBI KOHTPOM TLIP) 3HaueHune Ct oTcyTcTBYET 3HaueHne Ct oTcyTCcTBYET
MK (NONOXMTENBHbIVE KOHTPO/Ib 3HaueHuve Ct onpegeneHo 3HauveHne Ct onpegeneHo

akcTpakumn PHK, OT-IMUP) MeHbLLE rpaHNYHOro MeHbLLUE rpaHN4yHOro

8.6. BO3MOXHble OLWNOBKN

8.6.1. [na nonoXxutenbHOro KoHTpons akctpakymm PHK n OT-MUP (MK) 3HayeHune
noporogoro uukna (Ct) no kaHany pna dnyopocgpopa PAM n R6G OTCyTCTBYET wuau
npeBbilWaeT rpaHNWYHoe 3HayeHue. HeobxogMmo NOBTOPUTHL UCCMefOBaHWe [N1A BCEX
oTpuuaTeNbHbIX U COMHUTENbHbIX 06pa3LoB (HaunHasa ¢ atana akcTpakumn PHK).

8.6.2. Ana oTtpuuatenbHoro koHTpona OT-MUP (K-) onpegeneHo 3HayeHue
noporosoro uwukna (Ct) no kaHany pgns dnayopogopa R6G wu/mnn PAM. BeposTHa
KOHTamuHauua naéopartopuv npoaykramu amnandukaunm nnm KOHTaMnuHauusa peareHTos,
nccnegyemblx o6bpasyoB Ha kakom-nn6o artane TLUP-uccnegosaHusa. Heobxoammo
npeanpuUHATbL Mepbl MO BbIAB/IEHUIO M IMKBUAALUN UCTOYHMKA KOHTaMUHaUUN 1 NOBTOPUTb
MuP-nccneposaHue as4a scex o6pasyos.

8.6.3. [na oTpuuatesnbHOro KOHTponsA 3kcTpakumm (OKO) onpepeneHo 3HauvyeHue
noporosoro uukna (Ct) no kaHany ansa dgnyopodopa R6G. BepoaTHa KOHTamMuHauua
nabopatopuun npoAyktamum amnaumukaumum nam KOHTammHauusa peareHToB, uccnenyemblix
ob6pasuoB Ha kakoM-nn60 atane MLUP-nccnegosaHus. Heob6xoammo npeAnpuHATL Mepbl MO
BbIAB/IEHUIO U NIMKBUAALUM UCTOYHMKA KOHTaMuHauum n nostoputb [lLIP-nccnepgosaHue
AN Bcex 06pa3yoB, HauMHasa ¢ atana akcTpakuum PHK.

8.6.4. [Ona mnccnepgyemoro ob6pasua onpefesieHo 3Ha4YeHue MOoporoBOro uukna, npu
3TOM Ha rpacouke dhnyopecueHumn OTCYTCTBYET y4yacTokK XapakTepHoro
3KCNOHeHUManbHOro nogbema (rpaduk npepcraBnseTr co60i NpUGAN3NTENBHO MNPAMYIO
NNHUI). HeobxoanmMo NpoBepUTb NPaBU/IbHOCTb BbIGPAHHOrO YPOBHSA MOPOroBOW JIMHUM

WM napameTpoB pacuyeTa 6a30Boii NMHUKU. Ecnu pesynbTaT NOMydYeH Npv NpaBUIbHOM
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ypOBHE NOPOroBo NuHum  (6a30BOK  NuHUK), TpebyeTcs MNOBTOPHO MNPOBECTU
amnnauukaLnio n geTekunto 4na aToro obpasua.

8.6.5. B cnyyae nosyyeHusa HesanuAHbIX pe3ynbTatoB TpebyeTcs MNOBTOPHOE
nccnegosaHne obpasua, HauMHas ¢ atana akcTtpakymm PHK. B cnyyae Bocnpou3BognMoro
pesynbTata peKkoMeHAyeTCsA NOBTOPHO MPOBECTM 3ab0p W uccnegosaHne 6MONOTNYECKOrO

MaTtepunasa.

8.7. OwnarHoctnyeckoe 3HayeHMe MOJIYYEHHOrO pe3ysibTarta

MUP-nccnepgoBaHne ABNAeTcs OAHUM W3 MeTO[0B BCECTOPOHHero ob6cnepoBaHus
nauneHTa, Ha OCHOBaHMW KOTOPbIX Nevalwnin Bpay ycTaHaB/iInBaeT AMarHo3 n Bblbupaet
MeponpuATUA No fiedYeHUo nauneHTa. PesynbTaTtbl, NOJIyYeHHbIe NPU UCNOMIb30BaHUN
Habopa, cnefyeT paccmarTpvBaTb WU UHTEPNpeTMpoBaTb B COYETaHUU C AaHHbIMU APYTUX

KNMHMYecKnx n nabopatopHbIX UccieoBaHui.

9. PYHKUMNOHANBbHBIE XAPAKTEPNCTUNKN HABOPA

9.1. Mpepen obHapyXeHNaN

Mpepen obHapyxeHus Habopa «AmnaulpaiiM® SARS-CoV-2 DUO» 6bis1 onpegeneH ¢
ncnonb3oBaHMeMm NpobuT-aHanmsa c 95%-0i [OBepPUTE/IbHON BEPOATHOCTbLIO (CM. Tabnuuy 10).
3HayeHVe xapakTepucTukn gocturaetcsa npu coba4eHun npaBui, ykasaHHbIX B pasgene

«ccnepyemblii matepunan».

Tabnuuya 12
MUILLEHD Mpepen <MH|pA»HUA, 9b%-b/N1A>BepUTENbHbIN
konu*mn' VHTepBaJ1, KONMA/MN
ydacTok reHa ORFla Bupyca SARS-CoV-2 xion 6,91x102-1,53x103
yyacTok S reHa Bupyca SARS-CoV-2 1x103 4,36x102- 1,36x103

9.2. AHanuTtuyeckas cneynPnUHOCTb

Habop peareHToB «Amnnulpaiim® SARS-CoV-2 DUO» o6HapyxuBaeT pparmeHTbl PHK
ToNbKo SARS-CoV-2.

AHanuTnyeckaa cneunduyHoctb Habopa oueHuBasnacb TecTupoBaHuem  HK
MUKpPOOpPraHmamMoB u BupycoB (cm. Ta6bnuyy 13) wn reHomHoh [AHK 4yenoseka. HK
MWKPOOPraHn3MoB U BUPYCOB B KOHLUEHTpauun He meHee 1x10® konuit/mn u reHomHyto HK
yesioBeka B KOHUeHTpauum 1 MKr/mn BHOCUM B 06pasubl 6M00rMyeckoro matepumana, He

copepxauwune supyc SARS-CoV-2.

’3 MNpepen o6HapyxeHns - 95%-0e NOMIOXMUTENbHOE MOPOroBoe 3HavyeHne KOoHueHTpaummn (KOHUeHTpauus
kOAHK SARS-CoV-2, npu koTopoii 95% TeCcToB Aat0T NOMNOXUTE/bHbIM pe3ynbTar).
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Tabnnya 13

MuKpoopraHnsamMmbl U BUPYCbl, NCNOJIb3yeMble A1 OLEeHKN aHaNINTUYeCKOW
cneunnyHocTun

MWVKpPOOpPraHusmbl ¥ BUPYChI

Bordetella parapertussis Influenza A virus (H3N2)
Bordetella pertussis influenza A virus (HON1)
Bordetella bronchiseptica Influenza A virus (H2N2)
Haemophilus influenza Influenza A virus (H7N9)
Klebsiella pneumoniae Influenza B virus (Wtamm B/MxykeT/3073/13)
Staphylococcus aureus Influenza B virus (WTamm B/Bpuc6en/46/15 (B-15)
Streptococcus pneumoniae Human coronavirus 229E
Legionella pneumophila Betacoronavirus 1 OC43
Pseudomonas aeruginosa Human coronavirus NL63

Influenza A virus (H5N1) -

Mpn TectnpoBaHun o6pasuyoB HK BbillenepeyncneHHbiX MUKPOOPraHn3MoB, BUPYCOB U
reHomHoi AHK yenoBeka ¢ ncnonb3oBaHMeM Habopa NepeKkpecTHbIX peakuuii BbiIAB/IEHO He

OblN0.

9.3. TpeunsnoHHOCTb (MOBTOPAEMOCTb M1 BOCNPOU3BOAUMOCTb U3MEpPEHNA)

MoBTOPSIEMOCTb U BOCMPOU3BOAMMOCTb U3MEPEHUI OLEeHUBasM NyTeM TecTMpOBaHUSA
MozenbHbIX 06pasuoB, cogepxawmx PHK SARS-CoV-2 B ABYX KOHUEeHTpauusax.

MogenbHble 06pasubl OblIM MNPUrOTOB/IEHbI pa3BeAeHneM cTaHAapTHbIX 06pasLoB
npegnpuaTtusa, cogepxawmx PHK SARS-CoV-2, Ha TE-6ydepe ¢ poly(A). bBbinn
npotecTupoBaHbl 06pasubl B ABYX KoHueHTpauuax PHK SARS-CoV-2, ogHa U3 KOTOPbIX
cooTBeTCTBOBasia npeaeny obHapyxeHuss Habopa (1000 konwii/mn), a BTOpas ABYKpaTHO
npesblWwana npegen obHapyxeHusa (2000 konuin/mn). Kaxabii ob6pasel, npoxoana Bce aTanbl
nccnegoBaHna (akctpakuuwo PHK, OT-MUP un peTekuyuio pesynbTatoB). [N OLEHKK
MOBTOPAEMOCTM TecTMpoBaHMe 06pasLoB B KOHUeHTpauun 1000 konuii/Mmn NpoBOAWIOCH B
120 noBTopax, 2000 konuii/mn - B 48 noBTOpax, ANs OLEHKM BOCNPOM3BOAMMOCTKN - B 180 n
72 noBTOpPax COOTBETCTBEHHO.

Mpu oueHke NOBTOPAEMOCTH KO3 PULMEHT Bapnayum, paccumTaHHbli N0 pe3yibTaTtam
onpepeneHnsa noporosbix Uuknos (419 PHK SARS-CoV-2), He npesBbiwan 5 %.

MNpy oueHke BOCMPOM3BOAMMOCTU  KO3(MUMEHT Bapuauumn, pacCumTaHHbIli o

pe3ynbTartam onpegeneHus noporosblx Unknos (o1 PHKSARS-CoV-2), He npeBbiwan 10 %.

9.4. AvnarHoctuyeckasa cneumnpmyHOCTb U ANnarHocTmyeckas YyBCTBUTE/IbHOCTb
Ans onpepeneHnsa guarHOCTUYECKMX XapakTepucTuk Habopa «Amnaulpanm® SARS-
CoV-2 DUO» 6bI211 UCMO/Ib30BaHbl NOMNOXUTE/IbHbIE M OTPpULAaTe/IbHble 06pasLbl Ma3koB U3

HOCO- U POTOI/IOTKKU N MOKPOTbI (CM. Tabnuuybl 14 n 15).
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Mpu TecTMpoBaHun hopM Bbifycka 1, 2, 3 B KayecTBe Habopa cpaBHEHUSA, C NOMOLLbIO
KOTOpOro yctaHaBnausann Hanunyume wunm otcytcteue PHK SARS-CoV-2, ucnosb3oBanach
opma BbiNycka 4 Habopa peareHToB Ans sBbigBneHna PHK kopoHaBupyca SARS-CoV-2
TSXENOro OCTPOro pecnupatopHoro cuHgpoma (COVID-19) meToAoM nosvmepasHoi
uenHon peakymn «Amnnulpaiim® SARS-CoV-2 DUO» no TY 21.20.23-083-09286667-2020
(PY Ne P3H 2020/10837).

Ta6bnuuya 14

Pe3ynbTaTbl TeCTUpOBaHNA 06pa3L,0B 6MOIOrMYECKOro martepuana c
ucnosib3oBaHuem hopm Bbinycka 1, 2, 3

®opma Bhinycka Nccnepyemble o6pasubl Pe3ynbTaTbhl TECTMPOBAHUSA
Habopa Tun KonuuecTso O6pasypbl _I_A_'\IA_”_II-'_M].II-I_IM I_/;_
Masky 13 HOCO- 1 132 MoNoXnTenbHbIX 66 66
poTorioTku OTpuyaTenbHbIX 66 66
1,2,3 MonoXxXntenbHbIX 56 56
MokpoTa 112 OTpuyaTenbHbIX 56 56
OTpuuaTtesibHbIX 66 66

Mpu TecTupoBaHuu opMmbl BbiNycka 4 B KayecTBe Habopa cpaBHEHWS, C MOMOLLbIO
KOToporo yctaHaBnusannm Hanuume wunu otcytcreume PHK SARS-CoV-2, ucnonb3osascs
Habop peareHToB Ana BbissBneHus PHK kopoHaBupyca SARS-CoV-2 TsXenoro ocTporo
pecnupaTtopHoro cuHgpoma (COVID-19) meToAoM nNoOAMMEpPasHON LEnHOoW peakuuu
«AMnnunTect SARS-CoV-2» (PY Ne P3H 2020/9765).

Ta6bnuuya 15

Pe3ynbTaTbl TECTUPOBaHUSA 06pa3L,0B 6MOOrMYECKOro MaTepuana c
ncrnosnb3oBaHueM popMbl Bbinycka 4

lo6pasybl Pe3ynbtaTtbl TeECTUPOBaHUA
dopma Bblnycka MW 1nnni pasuy y A 1 va Hab
wafpai abop
Habopa .
p Tun ; Konnuectso O6pasupbl ' ODIBRIRVM
Ma3ski 13 HOCO- 152 MonoxXnTenbHbIX 66 66
¥ pOTOTNOTKMA OTpuLaTenbHbIX 66 66
4

MoNnoXunTenbHbIX 56 56

MokpoTa 112
OTpuyartenbHbIX 56 56

3HayeHna  AuarHocTuyeckor  cneunguyHoCTM U YYBCTBUTENbHOCTM  Habopa
«Amnaunlpanm® SARS-CoV-2 DUO» ¢ pgoBepuTenbHOM BepoATHOCTbID 95 %,

paccunTaHHble, UCXOAS M3 MOJTYYEHHbIX AaHHbIX, NpUuBeAeHbl B Tabnuue 16.
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Tabnunuya 16

AnarHocTnyeckme xapakTepucTukm Habopa

®opma AvarHocTuyeckas AnarHocTrnyeckas
Bbifycka Tun O6pa3LI'OB CI'IELLI/ICDVI‘-IHOCTb HYBCTBUTENIbHOCTb
Maski 3 Hoco- - 19004 (94,56%-100%)  100% (94,56%-100%)
12 3 POTOrIOTKM
MokpoTa 100% (93,62%-100%)  100% (93,62%-100%)
Maskn 13 HOCO- M 15004 (95 609-100%)  100% (95,60%-100%)
4 POTOI/IOTKN

MokpoTa 100% (94,80%-100%) 100% (94,80%-100%)

9.5. OueHka B/IUSHUSA NHTepPdEPUPYOLLNX BELWECTB

BnvsaHve  unHTepdepupyrowmMx  BELWECTB, MNOTEHUMa/IbHO  cogepXawuxca  win
MPUCYTCTBYOLWMNX B uccregyeMom 6uomartepunane, Ha a3ddektmBHocTe OT-MUP npwu
ncnonb3oBaHunM Habopa «Amnnullpaiim® SARS-CoV-2 DUO» oTcyTcTBYeT. He BbIIBNEHO
WHINOMpPOBaHMEe peakuuu amnandukaumm npu gobasneHun K obpasuam MaskoB M3 HOCO- U
poTOrIOTKM 1 obpasuamM MOKPOTbl Ha 3Tane 3KCTpakuuv WHTepdepupylowmx BeLecTs,
npeAcTaB/ieHHbIX B Tabnuue 17, B MakCMMasibHO BO3MOXHOW KOHLUEeHTpauuu A5 AaHHbIX

BMAOB GuomaTepmana.

Tabnuua 17
Bua 6uomatepuana WHTepthepeHT | KoHueHTpauusa nHtepdepeHTa B obpasue "
MYyLH 0,23 mr/100 mkn
Ma3K/ U3 HOCO- U remors1Io6vH 0,20 Mmmorb/1001mkn
pOTOI/IOTKM, MOKpOTa MUPaMUCTUH 0,001 % pelicTBytoLero Bellectsa B 100 MKkn
XnoprekcuaunH 0,5 % peicTeytowlero BellecTtsa B 100 mMkn

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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10.YCNOBUA XPAHEHUA, TPAHCNOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1.Cpok rogHOCTH

Cpok rogHoc™m Habopa cocrasnseT 12 mecAueB OT AaTthl uarotoenewmn. ocne
BCKPLITUA peareHTsl UCNONL3OBaTL A0 WCTEUeHMA cpoka rogHocTu Habopa. HaGop ¢
MCTEKLIMM CPOKOM TOAHOCTU NPUMEHEHWIO HE NOANGNMT.

10.2. TpancnoprupoBanne

Habop tpaxcnopTuposate npu Temnepatype ot 2 o 8 °C sceMn sngamMu KpoITbIX
TPAHCNOPTHLIX CPEACTE B  TEPMOKOHTEAHEpax ¢ XNAAO3INeMeHTaMW Wnu B
aBTopecdpuxeparopax He OGonee 3 cytok. HaGop peareHToOB Npu  NOMyYeHUW
pasykoMNAEKTOBaTL B COOTBETCTBUN C YKA3AHHLIMN TEMMNEepaTypamMn XpaHeHns.

Ha6op, TPAHCNOPTUPOBAHHLIA C HAPYLEHHEM YKa3aHHOTO TEMMNEPaTYPHOTO PeXvMa,
NPUMEHEHKIO HE NOANEXNT.

10.3. XpaueHne

HaGop peareHToB HeoGxogumo pasykomnnexroBaTts. KowTponoHuie obpasus (KO
SARS-CoV-2 DUO, BKO R u OKO) xpanuts npu Temnepatype ot 2 o 8 °C. OcranbHbie
PEAreHTLH XPaHUTL B MOPO3UAIbHON KaMepe Npy TemMneparype ot -24 go -16 °C B revenue
BCero cpoka rogarocTy HaGopa. MLIP-cmech-FL SARS-CoV-2 DUO xpaHuThb 8 3awuieHHOM
OT cBeTa mMecte. [IJonyCTUMO pa3MOpaXMBATL U 3aMOpaXMBaTL peareHTh He Gonee 3 pas.

PearenTsl nocne BCKPBITUA XPaHUTL B TEX X YCNOBUAX, UTO U peareHThi A0 BCKPLITHA.
HeBCKpbiTLIE ¥ BCKPLITHIG PEAreHTbl CTabUsLHLI B TOUSHWE CPOKa ronuom.. yKa3aHHOro Ha
aTUKETKe, NpuU COBNIOAEHUU YKA3AHHLIX YCNOBUA XpaHeHun. PeakuuoHHaa CcMecs,
NPUrOTOBNIEHHAR M3 CMECU PearsHTos, BXOAAWMX B cocTaB HaGopa, XpaHeHWIo He
NOANEXMT.

Ha6op, xpaHUBLUMIACA C HapyLLUEHUeM YKASAHHOTO PEXVMAa XPAHEHUA, NPUMEHEHNIO He
NOANEXUT.

11.FAPAHTHMHX NPOU3IBOAVUTENA

MNponasoantens rapaHTMpyeT COOTBETCTBUE XapakTepucTuk HabGopa TpebosaHunm,
YKA3aHHBIM B TOXHWMECKON W SKCINyaTALUOHHOA AOKYMEHTaUUW, B TeueHne yKasaHHOro
CpOKAa roaHOCTY Npu coBnoaeHMM BCcex YCNOBUW TPAHCNOPTUPOBAHWA, XpaHeHUA M
NPHMEHEHUA.

Pexnamaumm Ha kauecTeo Habopa «Amnnunllpaiim® SARS-CoV-2 DUO» HanpaansaTs 8
aapec npoussoautenn OO0 «Hexctbuo»: 111394, r. Mocksa, yn. Monumepnas, 8 ctp. 2,
Ten. (495) 620-08-73, e-mail: info@nextbio.ru.

Mpu BhiABNEHUN HeXenaTenbHbIX peakumit NpW ncnonbaosanun Habopa, dakToa M
ofictoaTenucTs, CO3AaOWMX YrPO3Yy XU3HM W 340POBLIO TPAXAAH U  MEQWLIMHCKMX

& 000 LKUPMM &7 INFO@CIRMI.RU € WWW.G0SZDRAVNADZOR.RU
CTPUNN VS UT L0 28



paGoTHukoB npu obCpallesum W skcnnyartauwnm HaSopa, pexoMeHayeTCs HanpasuTh
coobuieHne nNo agpecy, yKasaHHOMY Bbllie, U B YNOSIHOMOYEHHYIO mwnapﬁnnnm
perynupyiowyo opraHmMsaumio (8 Poccuidickott degepaunu — degepanbHan cnyxba no
Hapsopy © cdepe 3NpasoOXpaHeHWs) B  COOTBOTCTBMM C  AeiCTBYIOLMM
3AKOHOAATENLCTAOM.

KoucynoTaumio no pabore ¢ HabGopom, a Taike O BONPOCAaM, KacaloWWMCA KavyecTea
HaBopa, MOXHO NONYUMTb NO KOHTAKTaMm, YyKasaHHbM Ha oduuManbHOM cailte
MNponseoautens: www.nextbio.ru.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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12.CMMBO/bl, MCMOJIb3YEMbIE B JOKYMEHTALNW NMPON3BOANTENA

REF

LOTI

VD

>

Homep no katanory

1

Kopg naptuu I-O

MeauunHckoe nsagenve ans
ANArHOCTUKK in vitro

CoflepXnMoro AocTaTo4uHO

Oona nposegeHnd n-
KonnyecTtBa TeECTOB

O6paTnTech K MHCTPYKL MK
Mo NPUMEHEHU

OcTopoxHo! O6paTuTech
K UHCTPYKLUM MO
NPUMEHEHWNIO

& 000 LWMPMI (&) INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR RU

MN3rotoButenb

JaTta 1M3rotoBsieHuA

Mcnonb3oBaTh A0

TemnepaTypHbli
AnanasoH

He ponyckatb
nonagaHus
COJIHEYHOIO CBeTa



JNincT perucrpaumn H3IMeHOHNH

Homepa nucros Beero Homep MaMeHeHA
Wam. [wamendr | samendn | . | aWHynup | NIHCTOBB | u3BGLEHNA o6 anec flata
HbiX HbIX OBaHHbIX | AOKYMEHTS | HIMEBHEHUW
09286667.019. DA
1 - 2-26 27 - 27 1/3-2020 [lapuxosa 27.05.20
08286687.034. K.A.
2 - 2-27 |28-30 - 30 2/7-2021 Dapuxoea 12.04.21
09286667.040. I0A.
3 - 2-30 - - 30 212-2021 [apwxoea 06.09.21
09286667.044- I0.A
4 - 2-30 K] - K] 2022 [apuxoea 07.07.22
@ 000 LMPMH [&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU 34
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NMPOHYMEPOBAHO, CKPEM/IEHO 1 MPOLIMTO
mMcT™oB)

I"eHepanbHbIA gupekTop O6LecTBa ¢
OrpaHNYeHHOI OTBETCTBEHHOCTbHO

0.0. JlaB1HIOKOB



HABOP PEATEHTOB /19 BbIAB/EHUA PHK KOPOHABUPYCA
SARS-COV-2 TAXXE/IOFO OCTPOIro PECMMUPATOPHOIO CHAPOMA
(COVID-19) METOZOM MOJIMMEPA3HOW LIEMHOW PEAKLU
«AMM/IMMPAMM® SARS-COV-2 DUO» MO TY 21.20.23-083-09286667-2020

dopma Bbinycka 1
dopma BbInycka 2
dopma BbInycka 3
dopma Bbinycka 4

KpaTkoe pykoBOACTBO MO NpuMeHeHUt0 Habopa Bepcumn 12.04.21-2

JNinct yTBepXaeHus

COIMNMACOBAHO

PykoBoauTe b oTaena paspadoTku CTapwmii cneynanucT nNo foKyMeHTaumm
NMPON3BOACTBEHHOM AOKYyMeHTauuu oTAena pas3paboTku NPoOn3BOACTBEHHOM
00O «HekcTbno» fokymeHTaunn OOO «HekcTbrno»

M. H. lapae tO. A. lapukoBa

20((. 20/ ‘M 1/
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Amnnulpaim J

KpaTKkoe pyKoOBOACTBO

no npumMeHeHuto Habopa peareHToB A5 BbiaBNeHnA PHK
KopoHaBupyca SARS-CoV-2 Taenoro ocTporo
pecnupatopHoro cuHgpoma (COVID-19) meTtogom
NoNMMepasHoii LesiHol peakuun
«AmnnuMpaiim* SARS-CoV-2 DUO»
noTY 21.20.23-083-09286667-2020

«Amnnuifpainm® SARS-CoV-2 DUO»

dopma Bbinycka 1

REF P2110-11

00O «Hekctbuno», Poccus, 111394.
r. Mocksa, yn. lNonvmepHas, 4. 8, cp. 2
mJ Ten. (495)620-08-73, e-mail: info@nextbio.ru

BHMAHVE!

Mepepn ncnosnb3oBaHvem Habopa peareHTOB HEOH6X0AMMO
03HaKOMWUTLCA C WHCTPYKUME N0 €ero MNPUMEHEHUIO.
WHCTpykuma pasmelleHa B 3/7€rapoHHOM Buge Ha
othmumanbHoM caiTe MpounssoauTens;
http://www.nextbio. ru/reagents/.

MATEPWAN gNnAa NCCNEAOBAHUA
Ma3Kn CO C/IN3NCTON HOCO- U POTOI/I0TKW,
MOKpOTa.

KOMMNNEKTHOCTb

KoMnoHeHT Popmart

Hab6op peareHTOB copma Bbinycka 1

MHCTpyKUMa no B 3/TIEKTPOHHOM BuAe no agpecy,;

NPUMEHEHUIO www.nexthio.ru
MacnopT B 9/IEKTPOHHOM BuAEe NO agpecy;
KayecTBa www.nexthio.ru

Kpatkoe B 6yMaxHOM Buae
PYyKOBOACTBO

KomnnekTr

BKNagblwe

XPAHEHWE

B 6yMaxHOM Buae

IOCTAB

KoMnoHeHT OnucaHue 06'\7]?'\/" KonunyecTtso

1LP-cmecb-P1 )l;lmpozgs:;aﬂ

JARS-CoV-2 A ’ 0,01 100 npobupok

JUO packanaHa nog,
napaguH
Mpo3payHas

aycbep D KIAKOCTb 12 1 npo6upka

faq Mpo3payHas

onmmMepasa XNIAKOCTb 0,12 1 npobupka
Mpo3payHas

N

eBepTasa R XUAKOCTb 0,03 1 npobupka
Mpo3payHasn

G MUIKOCTb 0,2 1 npo6upka

1KO SARS- Mpo3payHan

:0V-2 DUO XUAKOCTb 0.15 1 npobupka
Mpo3payHasn

3KOR KUAKOCTH 1.2 1 npobupka
Mpo3payHasn

OKO KUAKOCTH 1.2 2 npobupku

Habop peareHTOB paccuyuTaH Ha NpoBeAeHWe ucc/efoBaHus
100 o6pasuoB, BKIKOYASH KOHTPOIN.

& 000 LIUPMM @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
Bepcua 12.04.21-2

YcnoBusa xpaHeHus Habopa

KoHTponbHble 06pasubl (MKO SARS-CoV-2 DUO, BKO R un
OKO) xpaHuTb npu Temnepatype o1 28C go 8 ®C.
Bce ocTanbHble peareHTbl XpaHUTb OT MUHYC 24 O MUHYC
16 *C. MNuP-cmecb-FL SARS-CoV-2 DUO xpaHuTb B
3aliMLLIeHHOM OT CBeTa MecCTe.



OKkcTpaKkyuma pHK U3 nccneayemMoro martepuana
PyyHasi meToauKa aKCTpakLuum

JkcTpakunio PHK npoBoguTb ¢ ucnonb3oBaHuem Habopa peareHToB «Amnaullpaiim PWBO-npen» B
COOTBETCTBMM C WHCTPYKLMER Mo ero npumeHeHunt. O6beMbl peareHToB U uccnegyembix 06pasuos,
ucnosb3lyemble npu akcTpakumy PHK, ykasaHbl B Tabnuue Huxe.

[Job6aBnsaemblii peareHT / obpasel

BKO R 10 mkn B Kaxayt npobupky

Wccnepyembie obpasupi™ 100 mkn B NpPO6UpKN 415 nccnegyembix 06pasLoB

OKO 100 mKn B Npo6upky ana OKO (oTpuuatenbHOro KOHTPOss)
NMKO SARS-CoV-2 DUO 10 MKg;go MK B Npobupky ana MK (Nofo0XUTENBHOTO KOHTPOJISA)
PeareHTt gnsa sanouun PHK 50 mkn? B KaXayt npooéupky

ABTOMaTMyeckasd metogunka AKCTpakynn.

OkcTpakuuio PHK npoBoanTb ¢ ucnosb3oBaHnem Habopa peareHToB «MarHolpaim FOHW» B cooTBeTCTBUN
C VHCTpyKUMein no ero npumeHeHuntwo. O6beMbl peareHTOB M uccnegyembix 06pasuoB, MCMOMb3yeMble Mpu
akcTpakumn PHK, ykasaHbl B Tabnmue Huxe.
Job6aBndemblii peareHT 106pasey,

BKOR 10 mkn B KaXKayto npobupky

Wccnepyemble obpasupi® 100 mkn B Npobupku Ana nccnenyembix o6pasLos

OKO 100 mkn B Npo6upky ana OKO (oTpuuatenbHOro KOHTPOS)
NMKO SARS-CoV-2 DUO 10 M%;go MK B Npo6upky ansa MK (MoN0XUTENbHOrO KOHTPOS)
PeareHT anda snwounn PHK 100 mKn B Kaxyto npobupky

BHVUMAHWE! NonyckaeTca npegsapuTesibHOoe CMelluBaHne uccnefyemblX U KOHTPOJsibHbIX 06pa3yoB (OKO n
MK) ¢ bycbepom L 3a npegenamu aBToMatuyeckoi ctaHuumn. MpurotosneHme cmecu MIC, PeareHta A n BKO
R B COOTBETCTBUU C UHCTPYKLUEN K HaBopy peareHToB «MarHolpaim KOHW» 1 ee nob6aBneHue Kk uccnenyemMbim
N KOHTpPONbHbIM 06pasuam B bydepe L ocywecTBnseTcs Ha 60pTy aBTOMaTUYeCKOl CTaHLumK.

AMMINOUVKALNA C AETEKUMEW B PEXXVIME «PEAJIbBHOMO BPEMEHVI»

BHMUMAHWE! Ona BHeceHus B npobupku peareHToB, Npo6 PHK 1 KOHTPOMbHbIX 06pasuoB MCNO/b30BaTb
0fHOPa30Bble HAKOHEYHMKUN C PUSIbTPaMM.

1. Paccuntatb 06bEMbl peareHToB, Heo6XoAuMmble A/ NPUTOTOB/IEHUS PEakKLMOHHOW CMecu, COrfiacHo

Tabnuue:
FOMNOHEHT peakunoHHee O6beM, MK O603HaueHus
cMecu
Bydgep D 10*(N+1) N o 6
. - KOSIMYeCcTBO amnanuumpyemMbix o6pasLos,
Taq nonnvepasa 1*(N+1) BK/IOYAs KOHTPO/N
PeBeptasa R 0,25*(N+1)

BHVMAHWE! KoMnoHeHTbI peakuMOHHON cMecu criegyeT CMellnBaTb HEMOCPEACTBEHHO Nepes NpoBefeHneEM
nuccnefoBaHus.

BHVMAHWE! B cnyyae npuroToB/ieHMs1 peakuMoHHOW CMECK C NOMOLLLbI0 aBTOMATUUYECKOW CTaHuuu crnegynte
yKa3aHUsAM MHCTPYKLMU MO €€ NCNO/Ib30BaHNI0.

2. OTobpaTtb Heobxognmoe konuyectBo npobupok ¢ MNUP-cmecblo-FL SARS-CoV-2 DUO ans nposefeHus
OT-MUP PHK nccnenyeMbixX Y KOHTPOJIbHbIX 06pa3LoB.

~Onsa 06pasLoB MOKPOTLI TPebyeTcst NpeABap TebHas NOAroTOBKa COracHoO pasgeny UHCTPYKLmKM «Mccnegyemblii matepuans.
N [lonyckaeTca nNpy Heo6xo4MMOCTU yBennyeHne obbema anwoumm 4o 90 Mk.
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h. PasaMopo3auTb peareHTbl. [lepes cMelWMBaHMEM peareHToB MepeMellaTb COAEPXMMOe MNPOBUPOK C
peareHTamu (bychep D, Taq nonmmepasa n PeepTasa R), ocaguTb Kanjnm Ha BOpPTEKCE.

4. TIpUroToBUTbL peakLMOHHYI0 CMeCb, 06aBNB KOMMNOHEHTLI B OTAE/IbHY0 NPOGMPKY B 06beMax, paccunTaHHbIX
B n. 1. NepemelaTb CMECb 1 OCaANTb Kanan Ha BOPTEKCE.

5. BHecTu B NOAroTOB/IEHHbIE MPOOGUPKM pPeaKLMOHHYH CMecb U 06pasLbl cornacHo Tabauue:

[Job6aBnsaemblii peareHT / o6pasel,
BHecTtn no 10 mkn

B npobupku c NMLUP-cmecbio-FL SARS-CoV-2 DUO Ha NoBepXHOCTb
napadvHa
BHNUMAHWE! Cmecb He go/mkHa npoBasiMBaTtbCcA nog napaduH.

MpUroToBAEHHO peakLMOHHOA
cMecm

BHecTtn no 10 mkn

BHVUMAHWE! N36eratb nonagaHus copbeHTa B peakyMOHHY CMeCh.
Mpo6bl PHK, skcTparmpoBaHHOl U3
MCCneyemoro o6pasua B MPOOGWpPKM 15 uccnegyembix o6pasyos

MpoGbl, SKCTPArMpOBaHHoii us OKO B Npo6umpKy Ana o6pasua OKO (oTpuuaTensHOro KOHTpons

3KCTpakummn)
Mpo6bl PHK, akcTparnpoBaHHOW U3
AKO SARS-CoV-2 DUO B Npobupky ana MK (MoNoX1UTENLHOrO KOHTPONSA)
PeareHT K- B Npo6upky Ana obpasya K- (oTpuuarensHoro kKoHTpons MupP)

BHUMAHWE! Hencnonb3oBaHHbIE OCTATKNU peakuMOHHOW CMECK XpaHEHUIO He moasexar.

6. 3anporpaMmupoBaTb amnMuUKaTop C CUCTEMOI [ETEeKUUN B PEXUME «pPeaslbHOro BPEeMEHU» COr/lacHo
WHCTPYKLUMUM MO ero NPUMEHEeHUIo 415 BbINOJIHEHMSA cneayoLlel nporpaMmbl:

EauHas nporpamma amnangukaumn n getekumn hnyopecueHTHOro curHana

TeMnepaTypa Bpems JeTekumna no kaHanam Ans KonnuecTtBo
Lnkn patypa, P dhnyopodcopos LUKIOB
1 50 15 MUH - 1
2 95 15 muH : 1
3 95 10c - 45
60 20 c FAM, R6G3
MpumeyaHue - PekomeHayemble napaMmeTpbl A/ NPOrpaMMMpOBaHUsA  amnanguKaTopoB YykasaHbl BO

BKnagblilwe, npuaaraémMom K Ha6opy.

7. Mepep NOCTaHOBKOW B aMniMdpmkaTop NaHLWeTHOro TUna ocaAnTh Kann co CTEHOK NPoGUPOK Ha BopTekce.

8. YCTaHOBUTbL NPOGUPKM B AYEiiKN peakLMOHHOro Moaynsi npuéopa.

9. 3anycTuTb BbINOJIHEHME NPOrpammbl aMnAUgUKaUMM ¢ aeTekunein yopecueHTHOro CUrHana corflacHo
WHCTPYKLMUM NO NPUMEHEHWIO UCNOJb3YEMOro amnindukaTopa.

AHANNG, BbIUNCNTEHNE N NHTEPMNPETALUNA PE3Y/IbTATOB

BHVMAHWE! Tlpn pyyHOoM aHanmsze o06paboTky AaHHbIX ((hNYyOpecLEeHTHbIX KpPUBbLIX), MOSIYYEHHbIX B
nporpaMmMHOM o6GecnevyeHun npubopa, ucnonb3dyemoro gns nposegenus OT-MLP ¢ geTtekuymell B pexume
«peasibHOro BpemMeHu», NpoBOAMTbL COMMacHO UHCTPYKLUN MO ero npumMeHeHuto. PekomeHayemble napameTpbl
ANna 06paboTKM AaHHbIX YKa3aHbl BO BKNablwe, npuiaraeMom kK Habopy.

AHanus, BblYUCNEHNE N NHTEPNPeTaLMI0 pe3y/bTaToB MOXHO NPOBOAUTL:

- B aBTOMaTM4yeCckoM pexume C WCMOoJIb30BaHMEM nporpammHoro o6ecneuveHnsa FRT Manager (OOO
«NHTep/la6CepBuc», Poccus, PY Ne P3H 2019/8870) cornacHo pykOBOACTBY M0O/b30BaTensi, Bblibpas
MeTOAMKY, yKa3aHHYl BO Bkiabllle, rnpunaraeMom K Habopy. PykoBoACTBO Nosib3oBaTesia pasMeLlleHo Ha
ogmumanbHom caiite OO0 «MNHTep/lab6CepBuc» no agpecy: https://www.interlabservice.ru/servicert/;

®eTekunsa curHana gnsa payopodopa R6G ocyuwiecTsnsaeTcsa No kaHany getekunun Ans aHanornyHbix oayopocopos HEX, JOE, Yellow,
VIC.

L.;’ 000 LMPMH (@] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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- B PYMHOM PeXMMe C NOMOLLbIO NporpamMmHoro obecnedeHns npnbopa, CNONLIYEMOre ANS NPOBEASHUA
OT-NUP ¢ aetexumelt B pexume «peanbHOTO BPOMEHM», COIMIACHC MHCTPYKLIMW NO €0 NPAMEHEHWI0 W
RHCTPYKUMY K Habopy.
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AmMmnnulpanm

KpaTkoe pykoBoACTBO

no npuMeHeHuto Habopa peareHTos 4515 BbisiBNeHus PHK
KopoHaBupyca SARS-CoV-2 Taxenoro ocTporo
pecnupaTtopHoro cuHgpoma (COVID-19) meTonom

nonumepasHow LenHol peakymm

«Amnnulpanm* SARS-CoV-2 DUO»
no TY 21.20.23-083-09286667-2020

«Amnnullpanm® SARS-CoV-2 DUO»

dopma BblInycka 2

REF 2110-12

00O «Hekctbuno», Poccusa, 111394,
r. Mocksa, yn. MNMonvmepHas, 4. 8, ctp. 2
Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB

KoMnoHeHT

MUP-cmecb-FL
SARS-CoV-2
DUO

Bydep C

Taq
nonmmMmepasa

Peseprasa R
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Hab6op peareHToB paccuumTaH Ha NpoBejeHne uccnepoBaHus
100 o6pasLoB, BK/IYAsA KOHTPON.

E @ 000 LIUPMH () INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

BHUMAHMUE!

Mepeg  ucnonb3oBaHveM  Habopa  peareHToB
HEeo6X0AMMO O3HAKOMUTBLCA C WHCTPYKUMER Mo ero
NMPUMEHEHNIO. VIHCTpYKUmMS pasmeLleHa B
SMIEKTPOHHOM  BMAE Ha  odmupasibHOM  caiite
Mpomnssoautens: http://mww.nextbio.ru/reagents/.

MATEPWAN AnA NCCNEAOBAHWNA
Ma3Ku CO C/IM3NCTON HOCO- U POTOII0TKA,
MOKpOTa.

KOMMANEKTHOCTb

KOMMNOHEeHT dopmar

Habop peareHToB ¢dopma Bbinycka 2

MHCTpyKUmna no
NPUMEHEeHNo

B 9/IEKTPOHHOM BUAe Mo ajpecy:
http://www.nextbio.ru/reaQents/

B 3JIEKTPOHHOM Buae no agpecy;

Macnopt kauecrsa http://www.nextbio.ru/passport/

Kpartkoe
B 6ymMaxHOM Buae
PYKOBOA,CTBO
Komnnekr
o B OBymMaxKHOM Buae
BKNajblLein
XPAHEHWE

YcnoBunsa xpaHeHus Habopa

KoHTponbHble o6pasubl (MKO SARS-CoV-2 DUO, BKO R
n OKO) xpaHuTb npu Temnepatype ot 2*C go 8 *C.
Bce octanbHble peareHTbl XpaHuTb OT MUHYC 24 O0

MuUHyc 16 °C B 3aLli1LLEeHHOM OT CBeTa MecTe.



» akcTpakuyus PHK U3 ICCNELYEMOIO MATEPVATA
j PyuHaa meToAunKka aKCTpaKLnm

OkcTpakuuio PHK npoBoauTb € ucnonb3oBaHMeM Habopa peareHToB «Amnaullpainm PUBO-npen» B
COOTBETCTBMM C WHCTPyKUMel Mo ero npuMeHeHutoo. O6beMbl peareHToB M uccregyemblx 06pasuos,
ncnonb3yemole npu akcTpakunm PHK, ykasaHbl B Tabnuue Huxe.

[Job6aBnsaemblii peareHT / o6pasel,

BKOR 10 mkn B KaXayt npoéupky

Vccnepyemble obpasupi™ 100 mkn B NpO6GWpPKM O/15 nccregyembix 06pasyos

OKO 100 mkn B Npobupky ana OKO (oTpuuaTtesnibHOro KOHTPOss)
NMKO SARS-CoV-2 DUO 10 Mkn+90 mkn OKO B npobupky ansa MK (N0N0XUTENbHOro KOHTPOsA)
PeareHT gna anounn PHK 50 mkn* B Kaxgyt npoobupky

ABTOMAaTMYeCKasi MeToAmnKa 3KCTpaKuum.

OkcTpakumio PHK npoBognte € wucnosb3oBaHuMeM Habopa peareHToB «MarHollpaim HOHW» B
COOTBETCTBMM C WHCTPYKUMeli no ero npumeHeHuto. O6GBbEMbI peareHToB W uccnegyeMbix 06pasLos,
ncnosib3yemble npu akcTpakumm PHK, ykaszaHbl B Tabnnue Huxe.

[Job6aBnaemblli peareHT/ obpasey,

BKOR 10 mkn B KaXXayto nNpobupky

Wcecnepyemble obpasupi™ 100 mkn B MPO6MpPKN Ana ncenepyemMbix o6pasLos

OKO 100 mkn B Npobupky a1 OK (oTpuuaTensHOro KOHTPOA)
NMKO SARS-CoV-2 DUO 10 Mkn+90 Mkn OKO B npo6upky ansa MK (NON0XNTENBHOTO KOHTPO/IA)
PeareHT gna amouun PHK 100 mkn B KaXayt npobupky

BHUMAHWE! JonyckaeTca npeaBapuTesibHoe CMelmnBaHue nccneayembix U KOHTPOsbHbIX 06pasyoB (OKO un
MK) ¢ bycbepom L 3a npegenamu aBTomatuyeckoi ctaHumu. MpurotoBneHme cmecu MIC, PeareHta A n BKO
R B COOTBETCTBUM C WHCTpyKUMein K Habopy peareHtoB «MarHolpaiim HOHW» n ee pgobaBneHne k
nuccnefyemMbiM Y KOHTPO/sIbHBIM 06pa3uam B bydepe L ocyuwlecTsnisieTca Ha 60pTy aBTOMAaTUYECKON CTaHLUW.

AMMNINONKALMNA C AETEKUMEN B PEXXUME «PEA/IbHOTO BPEMEHW»

BHUMAHWE! Ons BHeceHWs B Npobupku peareHToB, Npo6 PHK 1 KOHTPOMbHbIX 06pasuoB WUCMNONb30BaTb
0[iHOPa30Bble HAKOHEYHUKMN C huabTpamu.

1. Paccuntatb 06bEMblI peareHToB, HeobXogumble A8 NPUrOTOBMIEHUS pPeakUMOHHON CMecKn, CoraacHo

Tabnuue:
KOMMNOHEHT peakynoHHON cmecu O6bem, MKN O603HaueHus
MUP-cmecb-FL SARS-CoV-2 DUO 10*(N+1)
Bydrep C 5%(N+1) N - KO/M4YecTBO amnauguLmpyembix 06pasLoB,
Tag nonmvmepasa 1*(N+1) BK/1toYasi KOHTPOIN
PeBepTtasa R 0,25*(N+1)

BHVUMAHWE! KoMMNoHeHTbl peakuWOHHO CcMecu crefyeT CMeluBaTb HEMOCPEeACTBEHHO nepef
nposegeHneM nccnefoBaHus.

BHVMAHUME! B cnyyae npuroToB/IEHWS PEaKLMOHHOW CMECKU C MOMOLLb0 aBTOMATUYECKON CTaHuuu cnepyiite
yKa3aHWAM UHCTPYKLUKN MO ee UCNOIb30BaHMI.

2. Pasmopo3uTb peareHTbl. [lepefn cmewnBaHMEM peareHToB MNepemMellartb COAEPXKUMOE BCEX peareHToB,
ocaauTb Kanan Ha BopTekce.

3. MNpuUroToBUTL PeakLMOHHYI0 CMeCb, A06aBMB KOMMOHEHTbI B OTAE/bHYI0 NPOOMpPKY B 06bemMax, paccUuTaHHbIX
B n. 1 lNepemellaTb CMeCb 1 0CaauUTb Kanau Ha BOpTeKce.

A [lns 06pa3uoB MohoThl TPEBYyeTCS NpegBapTesibHas NOArOTOBKA COM1aCHO pasgeny MHCTpyraaumn «Vccnepyembiini MaTepuas».
A [lonyckaeTcsi Npu HEOBX0AMMOCTUN yBeNNYeHne ob6bema atuumn 4o 90 Mk.

Bencua 12.04.21-2
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OTobpatb HeobxogMmMOe KOMYECTBO NpPo6GWMpoOK wnn cTpunoB Ansa nposegeHus OT-MUP  PHK
nccnepyembix 1 KOHTPOSIbHbIX 06pa3LoB.
5 BHecTV B NOAroToB/IEHHbIE NMPOBUPKN NN CTPUMBbI PeaKkLMOHHYIO CMecb M 06pasubl corfacHo Tabnuue:

Job6aBnsembli MAnALll 1060a3el,
BHecTtn no 15 mkn
MpuUroToBAEHHOW peakLMOHHOI CMecu B NpoGUpPKN A9 nccnenyemMblX N KOHTPOSIbHbIX 06pasLoB
BHecTtn no 10 mkn
BHVMAHWE! M36eratb nonagaHus copbeHTa B peakuNoHHYK CMECh.
Mpobbl  PHK, akcTparmpoBaHHOn  ©3

uccneyemoro o6pasua B Npo6upkKnN A5 nccnegyemoix obpasuos
Mpo6bl PHK, aKCTparnpoBanHoii 13 OKO B Npo6upky a1 OKO (oTpuuaTtesibHOro KOHTPO/IA

3KCTPaKLUM)
Mpo6bl PHK, akcTparmpoBaHHOR 13
MKO SARS-CoV-2 DUO

PeareHT K- B Npo6upky ansa K- (otpuuaresnibHoro koHtpons rMupP)

B Npo6upky ans MK (MoN0oXMTENbHOrO KOHTPOSA)

BHNMAHWE! Hencnonb3oBaHHbIe OCTATK/ peakuMOHHOM CMeCcn XpaHeHu o He nogsexart.

6. 3anporpammupoBaTbh amnaugUKaTOP C CUCTEMOI AETEeKUMM B pexumMe «peasibHOTO0 BPEeMEHW» COr/acHo
WHCTPYKLUMUW MO ero NpMMEeHeHuto A1 BbINONIHEHUS crefyiollei nporpaMmbi;

EfouvHas nporpamma amnandmkanmmn v geTekuumn dlyopecLeHTHOro curHana

" JeTekuuna no kaHanam gnd Konnyectso
Unkn 1 Temnepatypa, "C Bpewmd MWKk XA AT M K/10B
1 50 15 MuH - 1
2 95 15 MuH - 1
95 O c -
3 45
60 20 c FAM, R6Q3
MpumevaHne - PekomeHayemble napameTpbl ANA nNporpamMmupoBaHns  amMnanuKaTopoB YykKasaHbl BO

BK/IaAbllle, npunaraeMom K Haéopy.

7. MNepepn nNOCTAHOBKOW B amnMuKaTop M/AHWETHOrO TWnNa OcaAWTb Kamsu €O CTEHOK Npo6upok Ha
BOpTEKCE

8. YcTaHOBWTbL NPOGUPKMU UM CTPWNbI B SSYEKM PeakLMOHHOro Moay/s npuéopa.

9. 3anycTuTb BbLIMNOMIHEHWE NPOrpamMMbl aMNANUKaLUM C AeTekuuei diyopecLeHTHOTo CUrHasia CorfiacHo
WHCTPYKLMW MO NPUMEHEHWIO NCNOJIb3YEMOTo aMnncgukaTopa.

AHANNSE, BbIMNCNEHWE N NHTEPMNPETALUWNA PE3Y/IBTATOB

BHUMAHWE! O6paboTKy gaHHbIX ((/1yOpeCUeHTHbIX KPUBbLIX), MOJIYYEHHbIX B MpOrpaMMHOM ob6ecnevyeHunn
npmbopa, ucnosab3yemoro aas nposegeHuns MNLUP c getekunei B pexnme «peasibHOr0 BPEMEHM», NPOBOANTb
COrN1acHO UHCTPYKLMK MO ero npuMeHeHuto. PekomeHayeMble napaMeTpbl 4715 06paboTKn faHHbIX yKasaHbl BO
BKIagbllwe, npuiaraeMom K Habopy.

AHanus, BblYUCNEHNE N NHTEPNPETALMIO pe3yNbTaTtoB MOXHO NPOBOANT;

- B aBTOMATUYECKOM peXxuMe C MCMOoJsIb30BaHMEM nporpamMmmHoro obecneyeHnss FRT-Manager Bepcun 2.0
unn Bblwe (OO0 «WHTep/lab6CepBuc», Poccusa) cornacHo pyKoBOACTBY NOJib30BaTesisi, BbibpaB METOAMKY,
yKasaHHyl BO BkJajpllle, npuiaraemMoM K Habopy. PyKoBOACTBO Mo/b30BaTeNs pasMelleHo Ha
otdmumnansHom cante OO0 «MHTep/labCepBuc» no agpecy: https;//www.Interlabservice.ru/service/frt/;

- B PYYHOM pEXMME C MOMOLLbI MPOrpaMMHOro obecnevyeHns npubopa, UCNOb3yeMoro A NpoBeAEHUs
OT-MUP c pgetekumein B pexnme «peasibHOr0 BPEMEHMW», COr/1aCHO MHCTPYKUUM MO €ro MPUMEHEHUID 1
WHCTPYKUMW K Habopy.

2 feTekums curHana gnsa cnyopocopa R6G ocywecTBnsaeTca no KaHany AeTekuunm Ana aHanoruyHbix gpnyopodgopos HEX, JOE,
Yellow, VIC.

Bencusa 12.04.21-2 3
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Alvmnml'lpaﬁM I

KpaTkoe pykKoBOACTBO

no npumeHeHno Habopa peareHToB A1 BbisiBNeHna PHK
KopoHaBupyca SARS-CoV-2 TaAXesioro octporo
pecnupaTopHoro cuHgpoma (COVID-19) meTon0oM
nosiMepasHoii LienHoi peakumu
«AMnnulpaim® SARS-CoV-2 DUO»
no Ty 21.20.23-083-09286667-2020

«Amnnulpaim® SARS-CoV-2 DUO»

®dopma Bbinycka 3

REF P2110-13

00O «Hekctbno», Poccus, 111394,
r. Mocksa, yn. NonumepHas, 4. 8, cTp. 2
Ten. (495) 620-08-73. e-mail: info@nextbio.ru

COCTAB

npbewm,

MA Konnyectso

KoMmnoHeHT OnuncaHue

lMpo3payHas
MUP-cmecb-FL  XnakocTs,
SARS-CoV-2 packanaHa nog 0,01

100 npo6upok
(12,5 cTpunos no

DUO napadguvH 8 Npo6uUpoK)’
6enoro useta
Bycgep D )Tﬁz:gg;':aﬂ 1.2 1 npobupka
fonmepasa  xnmwocrs | 012 1mpoopea
PesepTasa R ﬂﬁzzgé‘;’:aﬂ 0,03 1 npo6upka
K- ﬂﬁgsgsﬁ:aﬂ 0.2 1 npobupka
Cov2DUO  wimecrs 015 lnpoupra
BKO R Qﬁzzsg::aﬂ 1.2 1 npobupka
OKO )';'Ezigg::a” 1.2 2 Npo6upKM

Habop peareHTOB paccuMTtaH Ha MNpoBeAeHue uccnepoBaHus
100 o6pa3yoB, BKAKYASA KOKIPON.

ATMpobupkn ¢ ronybeiM napauHOM He UCNOJb3YITCA.

B 000 LMPMM [&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

BHVNMAHWE!

Mepep MCcnonb3oBaHMEM Habopa peareHToB HeOOX0AMMO
O3HAaKOMUTLCA C WHCTPYKUMEH MO €ro MpUMEHEHUIO.
WHCTpyKuMsi pasmelleHa B 3/1EKTPOHHOM  Buae Ha
ohLnaIbHOM caiire MpoussoguTens;
http://www.nextbio. rw/reagents/.

MATEPWAN ANA NCCNELOBAHUA
MasKy CO C/I3VCTON HOCO- U POTOI/IOTKY;
Y mokpoTa

KOMMNMEKTHOCTb

KoMnoHeHT dopmart

Habop peareHTOB hopma Bbinycka 3

WHCTpyKLMs no B 3/1IEKTPOHHOM BUAe No ajpecy:

NPUMEHEHUI0 www.nextbio.ru
MacnopT B 3/1EKTPOHHOM BUAe No ajpecy:
KayecTBa www.nextbio.ru

Kparkoe B ByMaxHOM Buge
PYKOBOACTBO

Komnnekt

BKNagblllei B GymMaxHoM Buge

XPAHEHME

YcnoBus xpaHeHus Ha6opa

KoHTponbHble o6pasybl (MKO SARS-CoV-2 DUO, BKO R u
OKO) xpaHuTb npu Temnepartype ot 2“C go 8 X.
Bce ocTasibHble peareHTbl XpaHuTb OT MUHYC 24 0 MUHYC
16 X . MNMUP-cmecb-FL SARS-CoV-2 DUO xpaHuTb B
3allyMLLEHHOM OT CBETa MecTe



pCTPAKUMA PHK N3 NCCNIEQYEMOIO MATEPUNANA
/pyuHas MeToamKa aKCTpakuum

! okcTpakuymio PHK npoBoguTb € ucnosnb3oBaHMem Habopa peareHtoB «Amnnullpainm PWUBO-npen» B
COOTBETCTBMM C WHCTPYKUMEN NO ero npumeHeHuto. OO6GbEeMbl peareHToB W uMccegyembix 06pasuos,
ncrnonb3lyemble npu akcTpakuum PHK, yka3zaHbl B Tabnuue HUxXe.

Lob6aBndemblii peareHT / obpasel,

BKOR 10 mkn B Kaxayt npobupky

Wccnepyemblie o6pasubi® 100 mkn B Npo6upkn Ana nccnegyembix 06pasyos

OKO 100 mKn B Npo6upky ana OKO (oTpuuatesibHOro KOHTPOS)
NMKO SARS-CoV-2 DUO 10 mkn+90 mkn OKO B npobupky ansa MK (NoA0XUTENBHOTO KOHTPO/IS)
PeareHT gna amounn PHK 50 mkn? B KaxLLyto npobupky

ABTOMAaTM4yeckaa mMeTognka 3KCTpakuyunn.

JkcTpakuymio PHK npoBoanTb € Kcnosb3oBaHneMm Habopa peareHTtoB «MarHolpaiim KOHW» B cooTBeTCTBUM
C MHCTPyKUMei no ero npumeHeHuto. O6beMbl peareHTOB U uccnegyembix 06pasuos, MCMNOSb3yeMble Mnpu
akcTpakumn PHK, ykasaHbl B Tabnuue Huxe.

Lob6aBnsaemblin peareHT / o6pasel,

BKOR 10 mkn B KaxXayto nNpobupky

Wccnepyembie obpasubi® 100 mkn B NPOGUPKM O/151 nccnepyembix o6pasyos

OKO 100 mkn B Npo6upky ana OKO (oTpuuaTesisHOro KOHTposs)
MKO SARS-CoV-2 DUO 10 mkn+90 mMkn OKO B npobupky ans MK (NoNoX1TenbHOro KOHTPoss)
PeareHT gna anounn PHK 100 mkn B KaxKayto Npobupky

BHVMAHWE! fonyckaeTcsa npeABapuTenibHOe CMeLllnBaHue nccregyemMblX U KOHTPOJsIbHbIX 06pa3yoB (OKO un
MK) ¢ bychepom L 3a npegenamm aBToMaTuveckon ctaHumu. MNpurotosnexme cmecn MIC, PeareHta A n BKO
R B COOTBETCTBUM C UHCTPYKLMEN K Habopy peareHToB «MarHollpanm FOHW» 1 ee gobaBreHne K nccnegyembim
N KOHTPOJ/IbHBIM 06pasuaM B bydepe L ocywecTsnseTcs Ha 60pTy aBTOMaTn4yecko CtaHuuu.

AMMNINOUNKALMNA C LETEKUMNEN B PEXXUME «PEA/IbHOTO BPEMEHW»

BHVMAHWE! Ons BHeceHWs B Npobupku peareHToB, Npob6 PHK n KOHTpPOAbHbLIX 06pa3uoB UCNONb30BaTb
0[lHOPa30Bble HAKOHEYHWKU C PhunbTpamu.

1. Paccuntatb 00beMbl peareHToB, HeobxoAuMble A7 NPUTOTOBAEHUS pPeakUMOHHOM CMecu, CcOorfiacHo

Tabnuue;
KOMMNOHEHT peakuMoHHO
cMecH O6bem, MK O603HaueHuns
Bydgep D 10*(N+1) .
N - KonnuyecTBOo aMnanduLUmMpyeMbiX 06pasLoB,
Tag nommepasa 1*(N+1) BK/ItOYasi KOHTPONS Prpy Pash
PeBeprasa R 0,25*(N+1)

BHUMAHWE! KoMNOHEHTbI peakuMoHHOI CMecu crieyeT CMeLlBaTb HEMOCPEACTBEHHO Nepeq NPOBeAEHNEM
nccnefoBaHusa.

BHUMAHWE! B cnyyae npuroToB/iIEHNS PeaKLMOHHON CMECK C MOMOLLbI0 aBTOMAaTUYECKON CTaHUmMK crepynTe
yKasaHusaAM UHCTPYKLMK NO ee UCNOJIb30BaHuIo.

2. OTo6paTb Heobxoaumoe konuyecTso cTpunos ¢ ML P-cmecbio-FL SARS-CoV-2 DUO ansa nposegeHus OT-
MUP PHK nccnepyembix U KOHTPO/IbHbIX 06pas3LoB.

3. Pasmopo3uTb peareHTbl. [lepes cMmellMBaHMEM peareHToB MepemMellaTb cofepxumoe npodupok ¢
peareHTamun (Bycep D, Taq nonmmepasa 1 PeeepTasa R), ocaguTb Kanau Ha BOpTEKce.

A Lnst 06pasLoB MOYOTY TpeGyeTcs NpeaBapLueibHas MOArOTOBKA COracHO pasAesy UHCTPYKUUM «Viccriesyemblii MaTepuast».
A lonyckaeTcsi Npu He06X0AUMOCTU yBesimueHre o6bema anounm 4o 90 Mk.

EF’ 000 LMPMH (@] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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A [pUroToBUTb PEaKLIMOHHYI0 CMECh, 106GAaBUB KOMMOHEHTLI B OTAE/bHYI0 NPOBMPKY B 06bEMAX, paccuUnMTaHHbIX
/B n. 1 NepemewaTb CMECb U OCAANTb Kan/y Ha BOPTEKCE.
A5, BHECTU B NOATOTOB/IEHHbIE CTPUMbI PEAKLIMOHHYI0 CMECh 1 06pa3sLibl CornacHo Tabnuue:

[Job6aBnsemblin peareHT / o6pasel
BHecTtu no 10 mkn

B npo6upkn c NMLUP-cmecbio™ SARS-CoV-2 DUO Ha NoOBEPXHOCTb
napadguHa
BHVMAHWE! Cmecb He fo/mKHa npoBasmBaTbCcs nof napagovH.

MpUroTOB/EHHOW peakLMOHHOA
cmecu

BHecTtn no 10 mkn

BHVMAHWE! U36eratb nonagaHua copbeHTa B peakLMOHHY0 CMEeCh.

Mpo6bl PHK, akcTparMpoBaHHoOl 13

MCGReyEMOro o6pasua B NPO6GMPKN ANA uccneayemMbix 06pasLos

MpoBbI, SKCTPArMPOBAHHOI 13 OKO B Npo6upky ans o6pasua OKO (oTpuuaTesibHOro KOHTPO/is

3KCTpaKuum)
Mpo6bl PHK, akcTparnpoBaHHOW 13
NKO SARS-CoV-2 DUO B Npo6upky Ana MK (NoNoxmTenbHOro KOHTPOAS)
PeareHT K- B Npobupky ana obpasua K- (oTpuyatensHoro koHTpons rMLpP)

BHVUMAHWME! Hencnonb3oBaHHbIE OCTATKN PEaKLUMOHHON CMECK XpaHeHU He nognexar.

6. 3ar|porpaMM|/|pOBaTb aMI'II'II/ICbI/IKaTOp C cuctemoli OEeTEeKUNn B pexnme «peasibHOro BpemMeHm» corsiacHo
MHCTPYKLUWW MO ero npuMeHeHnto ana BbINOJIHEHUA cne,qyrou.l,eﬁ nporpamMmmsl;

EavHas nporpamma amnandukaumym n geTekunumn olyopecLeHTHOro curHana

K TeMnenaTvpa Boems JeTekuusa no kaHanam ans KonuuecTBo
H patypa, P dnyopodcopos LUKNOB
1 50 15 MuH . 1
2 95 15 MuH . 1
95 O] )
3 ¢ 45
60 20c PAM. R6G*
MpumeuaHne - PekoMeHayemble MNapaMeTpbl A78 NPOrpaMmMUpPOBaHUS  amniuUKaATOPOB YyKasaHbl BO

BKNaAbllle, npunaraeMom K Habopy.

7. Mepepn NOCTAHOBKOW B aMnMprkaTop 0CaauTh Kanam co CTEHOK CTPUMNOBaHHbLIX NPO6GMPOK Ha BOpTeKCe.

8. YCTaHOBWTbL CTPUMbI B SYEKM peakuMoHHOro Moaynsi npuéopa.

9. 3anycTuTb BbINO/IHEHWE NpOrpaMMbl aMnAnUKaLUM ¢ AeTekumei yopecLeHTHOro curHana corsiacHo
WHCTPYKLMM MO MPUMEHEHMWIO UCMO/Ib3YeMOro aMmnandomkaTopa.

AHANNG, BbIUNCNEHWE N NHTEPMNPETALUWNA PE3Y/IbTATOB

BHVMAHWE! Tpn pyyHom aHanuze o06paboTky AaHHbiX (hNyopeCcueHTHbIX KPWBbLIX), MNOJIyYEHHbIX B
nporpaMmMHOM o6ecneyeHun npubopa, ucnonblyemoro ansa nposegeHus OT-MUP c getekunein B pexume
«peasibHOro BPEMEHW», NPOBOANTbL COMMACHO MHCTPYKUMKM MO ero npuMeHeHu0. PekoMeHayeMble napameTpsbi
4N 06paboTKM faHHbIX yKa3aHbl BO BKIaAbllle, npunaraemom K Habopy.

AHann3, BbIYNC/IEHNE U UHTEPNpPEeTaLM0 Pe3yibTaTOB MOXHO MPOBOAUTD:

- B aBTOMaTU4YeCKOM pexume C WUCNoNb3oBaHWEM nporpammHoro obecneveHns FRT Manager (OOO
«NHTepMlabCepBuc», Poccusa, PY Ne P3H 2019/8870) cornacHo pykOBOACTBY MOJfib30BaTesns, BblOpaB
METOAMKY, yKa3aHHYK BO BkMagbllle, npuaaraeMom K Habopy. PykoBoACTBO Mnosib3oBaTesil pasmelieHo Ha
ogomymanbHom cainte OO0 «MHTep/lab6CepBuc» No agpecy: https://www.interlabservice.ru/service’rt/;

- B PYYHOM pexumMe C NomMoLlbio MPOrpamMHOro obecneyeHus npubopa, MCNosb3lyemoro Ans npoBeAeHuns
OT-MUP c peTekuneil B pexunme «peasibHOr0 BPEMEHW», COMMacHO WHCTPYKUMW MO €ro MNPUMEHEHUID 1
WHCTPYKLUMK K Habopy.

NNeTekuusa curHana ans dayopodopa R6G ocylecTBAAeTCA No KaHany AeTeKuun ana aHanornyHbix pnyopodopos HEX, JOE, Yellow,
VIC.
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AmMmnnullpanmy

KpaTkoe pykoBOACTBO

no npuMeHeHuto Habopa peareHToB 414 BbisiBNeHus PHK
KopoHaBupyca SARS-CoV'2 TAXenoro ocTporo
pecnupaTtopHoro cuHgpoma (COVID-19) meTogom
nonumepasHoi LenHoli peakuun
«Amnanlpaiim® SARS-CoV-2 DUO»
no TY 21,20,23-083-09286667-2020

«Amnnulpanm® SARS-CoV-2 DUO»

®opma Bblinycka 4

REF 2110-14

00O «HekcTbuno». Poccus, 111394,
r. Mockea, yn. MonumepHasn, 4. 8, ctp. 2
« | I Ten. (495) 620-08-73, e-mail; info@nexthio.ru

COCTAB

KomMnoHeHT

MUP-cmecb-FL
SARS-CoV-2
DUO

Bycep C

Tag
nonnmMepasa

PesepTasa R
K-

MKO SARS-
CoV-2 DUO

BKOR

OKO

OnucaHune

Mpo3payHas
XWUOKOCTb

Mpo3payHas
XWUAKOCTb
Mpo3payHas
XUAKOCTb
lMpo3payHasn
XUAKOCTb
Mpo3payHas
XNAKOCTb
Mpo3spayHas
XWUAKOCTb
Mpo3payHas
XWUAKOCTb
MNpo3payHas
XWUAKOCTb

Ob6bem,
Mn

0,6

0,3

0,06

0,015

0,2

0,15

1,2

1,2

Konun4yecTtBo

2 npo6bupku

2 npo6bupkm
2 npo6upkun
2 npo6upkn
2 npo6upkun
2 npobupkun
1 npo6bupka

4 npobupku

Habop peareHToB paccuuMTaH Ha NpoBejeHue nccnefoBaHus
100 o6pasuoB, BKIOYASA KOHTPO/IN.

Bepcua 12.04.21-2
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BHUMAHMUE!
Mepeg  ucnonb3oBaHWEM — Habopa  peareHToB
HeobX0AMMO O03HAaKOMUTbCS C WHCTPYKUMEA MO ero
NPVYMEHEHWIO. VIHCTpYKUMSI pasmveLleHa B
9/1IEKTPOHHOM  BMAE Ha odwmupanbHOM  caiiTe
MpounssoguTens: http;//Aww.nextbio.ru/reagents/.

MATEPWAN ANA MCCNELOBAHWA
MasKun CO C/IM3NCTOIA HOCO- 1 POTOIrNOTKNK;
MOKpOTa.

KOMMNNEKTHOCTb

KOMMNOHEeHT dopmart

Habop peareHTOB ¢opma Bbinycka 4

WHCTpyKUNA no
npUMeHeHuto

B 3/1EKTPOHHOM BUfE MO ajpecy:
http;//w”.nextbio.ru/reagents/

B 3/1IEKTPOHHOM BUAe Mo agpecy;

Macnopr kavectsa http://www.nextbio.ru/passport/

Kpatkoe

B GymMaxHOM Buge
PYKOBOACTBO
Komnnekr . B 6yMaXHOM Buae
BKagbllier
XPAHEHWE

YcnoBusi xpaHeHua Habopa

KoHTponbHble o6pasybl (MKO SARS-CoV-2 DUO, BKO R
n OKO) xpaHuTb npu Temnepatype oT 2@C o 8 ®C.
Bce ocTasibHble peareHTbl XpaHuTb OT MUHYC 24 A0

muHyc 16 "C B 3alyuieHHOM 0T cBeTa MecTe



FCTPAKUNA PHK N3 NCCNEOYEMOIO MATEPWATA

[uHas meToAMKa aKCTpaKLum

dkcTpakumio PHK npoBoguTb C¢ wncnosb3oBaHnem Habopa peareHToB «Amnnullpaim PWUBO-npen» B
COOTBETCTBUM C WHCTPYKUMEA MO ero npumeHeHuto. OO6GBLEMbI peareHToB W uccrnefyembix 006pasLoB,
ncnosibdyemble npu akcTpakumm PHK, ykasaHbl B Tabnuue Huxe.

Lob6aBnsiemblii peareHT / obpasey,

BKOR 10 mkn B KaXayto npoobupky

Wccnepyemble obpasupi™ 100 mkn B Npo6upkn ANna nccregyembix 06pasLos

OKO 100 mkn B Npo6GupkKy Anst o Ko (oTpuuLaTeIbHOro KOHTPOS)
MKO SARS-CoV-2 DUO 10 mkn+90 mkn OKO B npobupky a4 MK (No/10X1TeNbHOTo KOHTPOSIA)
PeareHT gna amouun PHK 50 mkn? B KaXayto Npobupky

ABTOMaTmnyeckasa meTtoguka AKCTpakynn.

OkcTtpakuuio PHK npoBoantb C wucnonb3oBaHMem Habopa peareHToB «MarHollpaiim HOHW» B
COOTBETCTBMM C WHCTPYKUMEA no ero npuMmeHeHuto. O6beMbl peareHTOB U Ucc/edyeMbix 06pasLos,
ncnonb3yemble npu akcTpakuymm PHK, ykasaHbl B Tabnue HUXe.

[lo6aBnsaemsblit peareHT / 060VMy,

BKOR 10 MKn B KaXXayto npobupky

Wccnepyembie obpasubi® 100 mkn B NPOGUPKK A/15 uccrefyembix 06pasLos

OKO 100 mkn B Npobupky ansa OK (oTpuuaTesibHOro KOHTPoss)
NMKO SARS-CoV-2 DUO 10 mkn+90 mkn OKO B npo6bupky ass MK (No10XKUTENbHOTO KOHTPO/ISA)
PeareHTt gna anwounn PHK 100 mkn B KaXayt npobupky

BHVMAHWE! OonyckaeTcsa npeABapuTenlbHOE CMelmnBaHne uccneayembiX U KOHTPOSbHbIX 06pasuoB (OKO un
MK) c Bygepom L 3a npegenamyn aBTtomaTuyeckoin ctaHumn. MpurotoBneHune cmecn MIC, PeareHta A n BKO
R B COOTBETCTBMM C WHCTpyKUMein Kk Habopy peareHToB «MarHolpaim HOHW» un ee pob6aBneHne K
nccrnefyembiM M KOHTPO/IbHBIM 06pasuam B bydepe L ocywecTBnseTcs Ha 60pTy aBTOMATUYeCKO CTaHL K.

AMMANOUKALNA C AETEKUMEN B PEXXVME «PEAIbHOTO BPEMEHW»
BHUMAHWE! Onsa BHeceHWs B npobupku peareHToB, Npo6 PHK 1 KOHTPONbHbLIX 06pa3LoB MCNOMb30BaThb
0[iHOPa30Bble HAKOHEYHUKN C hunbTpamMu.

1. Paccuutatb 06beMbl peareHToB, HeobxoAumble ANs NPUTOTOBMEHUS PeakUMOHHOW CMecK, COornacHo
Tabnuue;

KOMNOHEHT peakunoHHO cmecn  O6beEM, MK/ O603HaueHns
MUP-cmecb-FL SARS-CoV-2 DUO 10,0*(N+1)
Bydhep C 5*(N+1) N - KonnuecTBo amMnanduLMpyeMbix 06pasLioB,
Taq nonvmepasa 1*(N+1) BK/tOYAs KOHTPO/N
PesepTtasza R 0,25*(N+1)

BHNUMAHWE! KOMNOHEHTbl peakuMOHHOI CcMecu cregyeT CMelwuBaTb HEMNOCPeACTBEHHO nepep
nposejeHneM mnccneoBaHus.

BHVMMAHUWE! B cnyyae NpuUroToBNeHUS peakLMOHHOW CMecu C NMOMOLLbI0 aBTOMAaTMYECKOW CTaHuuu creayiite
yKa3aHUAM MHCTPYKLMK NO ee UCMNOob30BaHnIo.

2. PasMopo3uTb peareHTbl. [Mepes CMellMBAHMEM peareHToB MepeMellaTh COAEPXMMOe BCEeX peareHTos,
0CaauTb Kanan Ha BOpTEKCE.

3. MpUroToBNUTbL PEAKLMOHHYIO CMECh, A06ABVUB KOMMOHEHTbI B OTAE/NbHYH NMPOOMPKY B 06bEMax, paccumTaHHbIX
B N. 1. MepemMeLlaTb CMECh 1 0CaauUTh Kan/jn Ha BOpPTEKCE.

" AN 06pasLoB MOKPOThI TPEGYeTCs NpeaBapuTebHast NOArOTOBKA COM/IACHO pasfesy MHCTPYKUMM «Mccneqyembiii matepuas».
A lonyckaeTcsi npyu He06X0AUMOCTH yBeNnYeHne o6bemMa s 4o 90 M.

ancrima 12 NA 21_92
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/OToGpaTe HeobxoguMmoe KOMYEeCTBO MNPOGMPOK uam  cTpunoB ana nposegeHns OT-MUP  PHK
ncecnefyembiX U KOHTPOJ/IbHbIX 06pas3LoB.
[ BHecTn B NOAroToB/IEHHbIE NMPOGUPKN peakLNoHHY CMecb 1 06pasLbl corfiacHo Tabnuue:

[Job6aBnsemsblii peareHT/ obpasey,
BHectn no 15 mkn
MpUroTOB/IEHHOI peakLMOHHON cMecu B NPOGUPKN N1 UCCenyeMbIX U KOHTPOJ/IbHbIX 06pa3uoB
BHecTtn no 10 Mkn
BHUMAHWE! M36eratb nonagaHua copbeHTa B peakuNoHHY CMEeCh.
Mpobbl ~ PHK,  akcTparuposarHor w3 B NpOGUpKKN ANsa uccnegyembix o6pasuos
nuccnegyemoro obpasua

Mpo6bl PHK, 9KCTPArnpoBaHHoii 3 OKO B Npobupky ans OKO (oTpuuaTenibHOro KOHTPosis

3KCTpaKLum)
Mpo6bl PHK, akcTparnpoBaHHOl 13
NMKO SARS-CoV-2 DUO

PeareHT K- B Npo6upky ansa K- (otpuuarensHoro KoHTposs MNLUP)

B Npo6bupky ans MK (N0A10XUTENBHOIO KOHTPOAS)

BHVMAHWE! Hencnonb3oBaHHbIE OCTaTKM peakLMOHHON CMECK XpaHeHUo He nogsexart.

6. 3anporpamMmupoBaTb amnIMgUKaTop C CUCTEMOI AETEeKUMU B pexuMe «peasibHOr0 BPEMEHU» COr1acHo
WHCTPYKLMM MO €ro NPUMEHEHWIO /151 BbINOSIHEHNA CrieAytollei nporpaMMb:

EfnvHas nporpamma amnnundrkanmm n getekumnm nyopecLeHTHOro curHana

T Boems ﬂ,eTeKHMH no KaHanam angd KonnyecrtBo
Lukn emneparypa, P MWOMOAOINOB LWKNOB

1 50 15 mMuH — 1

2 95 15 MuH . 1
95 O c -

3 45
60 20 c PAM. R6Q3

MpumeyaHus

1) PekomeHyeMble napameTpbl A8 NPOrpaMMypoBaHusi aMnaMUKaTopoB YykasaHbl BO BKajpllle,
npunaraeMom K Habopy.

7. YCTaHOBUTb NpPOGUPKM B siUEiiKM peakuMoHHOro Moaynsi npubopa. PekomeHayeTcss npefBapuTefibHO
0CcaauTb Kanaym Co CTEHOK MPO6GMPOK HA BOPTEKCE.

8. 3anycTuTb BbINO/IHEHME NPOrpaMMbl amnanukauun ¢ geTekumei gyopecLeHTHOro curHana corfiacHo
WHCTPYKLMM MO NPUMEHEHWIO UCNOJIb3yEMOro aMnindmkaTopa.

AHANINSE, BBIYNCNEHVE N UHTEPMNPETAUNA PE3YNBTATOB

BHUMAHWE! O6paboTky AaHHbIX (0/1yOPECUEHTHbIX KPUBbIX), MOJIYYEHHbIX B NporpaMMHOM ob6ecrneyeHunn
npmbopa, ucnosb3lyemoro asa nposegeHuns MUP ¢ getekumeil B pexvMe «peasbHOro BpeMeHu», NpOBOAUTb
COI/1TaCHO MHCTPYKLMM NO ero NpumeHeHnto. PekomeHayemble napameTpbl 415 06paboTku faHHbIX yYKa3aHbl BO
BK/1agbllle, npuaaraeMom K Habopy.

AHanus, BblYNC/IEHNE N UHTEPMNPEeTaLNIo pe3y/ibTaToB MOXHO NPOBOAMUTDL:

- B aBTOMATMUYECKOM pexume C UCrnosib3oBaHMEM nporpammHoro obecneveHnsa FRT-Manager sepcun 2.0
nnn Beiwe (OO0 «UWHTepfla6CepBuc», Poccusa) cornacHo pykoBOACTBY MNOMb30BaTeNsA, BblOpaB MeTOAUKY,
yKasaHHyld BO BkMajbllle, MnpuaaraeMoMm K Habopy. PykoBoACTBO MOAb30Batens pasMeweHo Ha
ogomymansHom caiite OO0 «MHTep/labCepBuc» no agpecy: https://www.Interlabservice.ru/service/frt/;

- B PYYHOM pexume € NMOMOLLbI0O NPOrpaMMHOro obecnedeHus npubéopa, UCNoNb3yemMoro 418 npoBefeHuns
OT>MNUP c peTekuuein B pexume «peasibHOr0o BPEMEHW», COIMacHO WMHCTPYKUMW MO €ro MPUMEHEHMWIO U
WHCTPYKUMW K Habopy.

N NeTekums curHana ana dgnyopodopa R6G ocywecTBnsetTcss No kaHany geTekuun Ans aHanormyHblx gayopocopos HEX, JOE.
Yellow, VIC.

Bepcua 12.04.21-2 3
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FincT perncTpauin u3meHoHni

Homepa nucros Bcero Homep )
Usm. | mamendn | sameHdn HOBBIX HHYNMp | NINCTOBB | M3BBLLESHNA o 'manec MR [iava
HbIX HbIX OBAHHDLIX | AOKYMEHTE UIMEHEHNH
] ) 1.3 4 ] 4 09286667.034. 10.A. 12.04.21

3/7-2021 Napnrosa
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MpoHoMepoBaHo, CKPEN/IEHO 1 NMPOLUMTO
-1Y nuet (al/”

"eHepa/ibHbIV gupekTop ObLecTsa ¢
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YTBEPXJAIKO

)asibHbIN ANPEKTOop

O. O. JlaBUHOKOB

HABOP PEAINEHTOB AJ1A BbIABJIEHNA PHK KOPOHABUPYCA
SARS-COV-2 TAXENOIO OCTPOIo PECIMPATOPHOIO CMHAPOMA
(COVID-19) METOA0OM MOJIMMEPA3HOW LEEMHOW PEAKLMNW
«AMMNNPAM® SARS-COV-2 DUO» MO TY 21.20.23-083-09286667-2020

KomnnekT BkNaablLlel

NlncT yTBEepXXaeHunaA

COIrACOBAHO

PykoBoauTenb oTaena pa3paboTku CTapLumnii cneunannct nNo 4oKyMeHTaLumm

NPON3BO/CTBEHHOI AOKYMEHTaLUN oTaena pa3paboTku NPOU3BOACTBEHHO

OO0 «HekcTbno» AokymeHTaumn OOO «HekcTbno»

M. H. lapae FO. A. lapukoBa

ror
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000 «HekcTBMo»

BK/AAbILW
K Habopy peareHToB Ans BbisiBneHna PHK kopoHaBupyca SARS-CoV-2 TAXesioro ocTporo pecnmpaTtopHoro
cuHgpoma (COVID-19) meTooM nonvMepasHoi LenHol peakunn «Amnaulpaim® SARS-CoV-2 DUO»
no TY 21.20.23-083-09286667-2020

dopma |V |M],|LOTH

. PekomeH /eMble HAaCTPOWKN AN Npu 60poB POTOPHOTO TUNa

More
Calibrate/Gain Settings/ Slope
Kaman Optimisation.../  Threshold/ Outlier Correct/  OvHamunueckuii  ckiounTb
OnT.ypoBHS Mopor Removal/ KoppekT. thoH LUMKNbI
CUITH. YcTpaHeHune YK/I0Ha
fMQHHBOB

FAM/Green OT5FI no10FI 0,03 5-10% BK/lOYEHA BKJ/IHOYEH oT 1805
JOE/Yellow OT5FI gol10E1 0,03 5-10% BK/IlOYEHA BK/IHOYEH oT1lpmo5

Mpy 3anycke npubopa B OKHE «ABTOONTMMU3ALMSI YPOBHSA CUrHaMa» akTUBMPOBAaTb  (DYHKLMIO
«BbINONHMTL ONTYMU3ALMIO MPU NEPBOM LUAre AeTeKLumn».

2. PexomeHAayeMble HACTPOWKU ANA NPpMOOPOB MJaHWeTHOro Tuna
2.1. O6LWMe HacTpoOIikn

KaHasn Threshold / Mopor
FAM MoporoBas /IMHWUA [4/1A KaXKO0ro KaHana ycTaHaB/MBaeTCs Ha ypoBHe, COOTBeTCcTBylowemM 10-
20 % OT MakcumasibHOro ypoBHS h/lyopecueHL N, NOYYEHHOTO 4719 KOHTPOJIbHOIo obpasua
REG/HEX MKO SARS-CoV-2 DUO B nocnegHemM LuKe aMmnmdomkauum.
2.2. HacTtpoiiku gnsa npubopa «CFX96»
MapamveTtp LLlar saTana uMknmpoBaHus Ramp Rate
95 “C 2,5 °Clsec

Step Options 60 °c 2,5 X/sec

3. FpaHn4YHble 3Ha4YeHnAa noporosoro yukna (Ct)

O6Dbaze Kanan gnisa FramMOa 3HaueHune Ct
paze thrryopocpopa™ MpW6bp poTopHOro Tvna npu60p MIAHLWETHOrO TUNa
FAM
MK
R6G n LLI
FAM [ [ ]
OK
R6G oTCcyTCTBYET OTCYTCTBYeET
K- FAM, R6G OTCyTCTBYeET OTCYTCTBYET
Vccnepyemble FAM H u
obpasLypl R6G " n

A MHdbopmauus, BblaeneHHas rolybbiM LBETOM, SABNSETCA NEPEMEHHON N MEHAETCA B 3aBMCMMOCTU OT cepumn Habopa.
2 leTekumsa curHana ansa dpnyopodopa R6G ocylecTBASETCA NO KaHany AeTekuun Ansa aHasormyHbix iyopodopos
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BKNAALILL
ANA ABTOMATHYOCKOH 0GpatoTkn pesynLTaTos K HaGopy «Ammnmlipaiin® SARS-CoV-2 DUO»

Fpynna coamectumocT: Amnnnllpaiim

Kar. Ne: X

Cepun: X

Cpox roguoctu go: MTT-MM-A0
Metoauxa: Aunnulipaiim SARS-CoV-2 DUO
Fpynna cosmecTumocTn: Amnnullpaiim
MpuGop: Rotor-Gene Q

LWirpux-xone:
Mone Ana wTpux-xoaa

Kar. Ne: X

Cepnun: X

Cpox roanocu go: MTT-MM-A4

Metonuka: AmMnnullpaiim SARS-CoV-2 DUO
Fpynna coBmecTumocTi: Amnnnlipaim (CFX 96)
Mpubop: Bio-Rad CFX 96

Uirpux-xoabi:
MNone ans wTpux-xoAaa

Kar. Na: X

Cepun: X

Cpox roasoctn go: MTT-MM-AAQ

Meroanxa: Amnmnuiipaiim SARS-CoV-2 DUO

Fpynna cosmecTumocTn: AMnnulipaiim (QuantStudio 5)
MpuBop: QuantStudio 5

WiTpux-xonn:
MNone aAns WTpux-koAa
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JINCT porncTpauumn uamoneNni

Homepa ncroa Beero Homep Uamenenns | -
Wam. sameHdH annynwp | ructose | nasewerus o6 ok Hava
HbiX HOBIX ORaAHMLIX | AOKyMeHTe NIMEHEHNN
092868687.019. I0.A.
09286667.034. I0.A
2 1 - 3 - - 3 7”.2M1 M 12.04-21
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NPOHYMEPOBaHO, CKPEN/IEHO M MPOLLUTO
-y  ucTt_"oB)

"eHepanbHbI gupekTop ObLyecTsa C
OrpaHUYeHHON OTBETCTBEHHOCTBIO

.O. J1aBMHIOKOB



