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CMNUCOK COKPALLEHUA

B HacTosLEeN MHCTPYKUMN NMPUMEHSIIOTCA crnepyoune CoKkpalle-
HUS 1 0B6o3HaYEeHUs:

- komnnementapHaa OHK, nonyyaemas B peakuum obpaTHoum
kAHK
TpaHckpunuuu Ha matpuue PHK
BKO - BHYTPEHHUI KOHTPOsbHbIN 0bpaseL
3 - FeHOMHBbIii 3KBUBAnNEHT — KonuyecTso PHK-muwenu (1 konus),
coaepxawancsa B 1 reHome Bupyca
| OHK - Ae3okcupuboHyknenHoBas Kucnorta
PHK - puboHYyKNenHoBas KucnoTa
HK - HYKINEUHOBbIE KUCNOThI
AK - NONOXUTENbHbIA KOHTPONb 3kcTpakuun PHK, obpaTHoi TpaH-
ckpunuumn n LAMP, skniovaet dpparmeHT PHK SARS-CoV-2
K - oTpuuaTenbHbIi KoHTponb LAMP, He coaepxuT dparMmeHTbl
PHK SARS-CoV-2
- n3oTepmudeckan netnesas amnnudukauus (loop-mediated
LAMP I
amplification)
OT-LAMP - obpaTHas TpaHCKpUNUUS 1 n3oTepMmuyeckas netnesas amnnu-
dukauus
FRT - donyopecuUeHTHas AeTeKUusl B peXxuMe «peanbHoro BpemMeHu»
OK - OTpULATENBHBIA KOHTPOMNb 3KCTPAKLUK
OKO - oTpUUaTenbHbI KOHTPONbHLIA 0bpasel
PY - perucTpaunoHHoe yaocToBepeHue
COIlN Ne 7 NKO PHK | - ctaHpapTHbIil 0bpa3sey npeanpuaTus, coaepxatuuin doparmeHT
SARS-CoV-2 PHK SARS-CoV-2
- depepanbHoe rocyaapcTBeHHoe Ol0QKEeTHOE YupeXxaeHue
drey «LCl» «LleHTp cTpaTermyeckoro nnaHUpoBaHuA U ynpasneHUs Meauko-
®MBA Poccuu BGUONOrMYECKUMU pUCKamMKn 300pOoBblo» defepanbHoro Meauko-
6Guonoruyeckoro areHtcTea Poccuiickoin deaepauum
OrBY «HLUOCMM» | cbep,ep?anoe rocygapcteeHHoe 6lofxeTHoe YyupexaeHue
«HayuHblii LEHTP 3KCNepTU3bl CPEACTB MEAULIMHCKOTO NpUMeHe-
MwuH3gpasa Poccun
Hus» Munsgpasa Poccuu

HA3HAYEHUE

HaBop peareHToB ansa BouiseneHuss PHK kopoHaBupyca SARS-
CoV-2 TAxenoro ocTporo pecnupatopHoro cuigpoma (COVID-19)
METOAOM wu3oTepmuyeckon amnnudukauumn «AmnnuTect SARS-
CoV-2 LAMP», panee — Habop peareHToB «AmnnnTect SARS-CoV-
2 LAMP», npegHasHauyeH pnsa kadectBeHHoro onpepeneHus PHK
kopoHaBupyca SARS-CoV-2 Taxenoro octporo pecnupaTtopHoro
cunapoma (COVID-19) B Guonorndyeckom matepuane (Maskax co
CNN3UCTO HOCO- U POTOrNOTKU) METOAOM U30TEPMWYECKON neTne-
Boi amnnudukauumn (LAMP) c dpnyopecueHTHON AeTekuuen B pe-
XUMe «pearnbHOro BpeMeHn».
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Noka3zaHuss U NpOoTUBONOKa3aHUA K NpUMeHeHuUro Ha60pa pea-
reHtoBs

Habop peareHToB UCMONb3yeTcA B KNMHUYECKOW nadopaTtopHom
AWarHOCTUKE OCTPbIX PeCcnupaTopHbIX MHAEKLMA ANA NCCNefoBaHUA
BuororMyeckoro marepmana, nosly4eHHoro ot nuL ¢ NoA03pEeHnem Ha
KOPOHaBUPYCHYIO UHEKLMIO, BHE 3aBUCUMOCTH OT hOPMbl U Hanu4us
mMaHudecTauumm 3adonesaHus. Cneuunduryeckas naTtonornsa — KopoHa-
BUpPYCHoe 3abornesaHune, BbidaBaHHoe Bupycom SARS-CoV-2 (COVID-
19).

Matepuanom ansi npoeegenuss OT-LAMP cniyxat npobbi PHK,
BblAENEeHHbIE U3 Ma3KoB CO CIM3UCTON 0BOMOYKN HOCO- U POTOrMOTKA
c nomoLLblo Habopa peareHToB ans akctpakuun PHK 13 buonoruye-
ckoro maTtepuana «MarHolpaiim ®ACT-P» (PY Ne P3H 2020/12971)
npoussoactea OO0 «Hekctbuo», Poccus (aBTOoMaTudeckast akc-
Tpakums PHK), unu komnnekra peareHtoB ans akctpakuum PHK/OHK
n3 Guornoruyeckoro matepnana «AmnnuTect PUBO-npen» (PY Ne
P3H 2020/12985) npoussoactea ¢PIbY «LICIMN» ®PMBA Poccuum (py4-
Haa akcTpakuua PHK).

MpoTuBonoKasaHUs K NPUMEHEHUIO OTCYTCTBYIOT, 3a WUCKIoYe-
HMWeM cnyyaes, koraa 3abop MaTeprana He MOXET ObITb OCyLLeCTBIEH
Mo MEeQULMHCKUM MOKasaHUAM.

He mncnonb3oBaTth Habop peareHToB, €CnNu HapylleHa BHYTPEH-
HAS ynakoBKa WNu BHELWHWIA BUf, peareHTa He COOTBETCTBYET ofnuca-
HWIO.

He ucnonb3oBaTb Habop peareHToB, ecnu He cobnioganucb
YCNOBUSA TPAHCMOPTMPOBAHUSA U XpaHeHWUst COrMacHO MHCTPYKLK.

He ncnonb3oBatb Habop peareHTOB NO UCTEYEHUU CpOKa rOAHO-
CTI.

MoTeHuuanbHbIE NONb30BaTeNIM MeAULUHCKOro usnenus

K pabote ¢ Habopom peareHTOB AOMycKaloTCA TOMbKO mMeau-
LUMHCKue paboTHUKKN, oOydYeHHble MmeToAamM MOMNEKYNsAPHOW AnarHo-
CTVKW W nNpaBunam paboTbl B KIMHWKO-AMarHoctuyeckon naboparto-
pum B ycTaHoBrneHHom nopsgke (Cl 1.3.2322-08 «besonacHocTb pa-
60Tkl ¢ MukpoopraHuamamu IlI-IV rpynn natoreHHocTn (onacHoCTH)
1 Bo3ByauTEnAMU napasuTapHbix 6onesHen»).
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MonynsunoHHbIe, Aemorpadnuueckme acnekTsl NpUMeHeHus ve-
AULUUHCKOro usgenus

BoisiBneHne PHK kopoHasupyca SARS-CoV-2 metogom LAMP
NPOBOAMUTCA NaLMEHTaM C KITMHWYECKOW CUMNTOMAaTUKON pecnupa-
TOpHOro 3abonesBaHus, NOAO3pUTENBHOrO Ha WHGEKUUIO, Bbi3BaH-
Hyto SARS-CoV-2, B ocobeHHoCTV NpubbiBaownm U3 anvaemuono-
FM4eckn HebnaronosnydHbiX peruoHoB cpasy nocne nepBUYHOro
OCMOTpa, a TaKKe KOHTaKTHbIM nuuam.

NPUHLUWUIMN METOOA

MpuHUMN TECTUPOBAHUS OCHOBbIBaeTCs Ha akcTpakuum PHK us
o6pasLoB UccnegyeMoro matepmasna CoBMeCTHO C BHYTPEHHUM KOH-
TponbHbIM o6pa3suom (BKO IC-L1), c npoBeaeHuem Ha cnepytowiem
aTane uccnenoBaHus peakuun obpatHon TpaHckpunumn PHK n nso-
TepMmuyeckoii netnesoit amnnudukauumn (LAMP) yyactkos k[1HK BbI-
sasnsemoro Bupyca n kQHK BKO IC-L1 ¢ dnyopecueHTHON AeTek-
Uuein ¢ NMOMOLLbIO MULLEHb-cneuunduyHoro ¢nyopecueHTHOo-meve-
HOro nparmMmepa (415 KaXKaon MULLIEHN).

OkcTpakuus PHK n3 obpasuos uccnegyemoro matepuana npo-
nssoguTca B cooTBeTcTBUM C WHCTpykuuen no nNpUMEHEeHUo K
Habopy peareHToB Assa BblaeneHus HK B npucyTcTtBUM BHYTPEHHErO
KoHTponbHoro o6pasua (BKO IC-L1). BKO IC-L1 nosBonsieT KOHTpo-
nvpoBaTb BCe aTanbl MCCNeaoBaHnUsA Ans Kaxxaoro obpasua u oueHu-
BaTb BNUsiHWe NnoTeHuuanbHbIX MHIMOUTOPOB Ha pe3ynbTaTbl UCcne-
[OBaHWA, CNYXUT OJS1 UCKIOYEHUA NOXHOOTPULIATENbHbBIX pe3yIib-
TaToB.

C nony4yeHHbIMU Ha 3Tane akcTpakuum npobamu PHK nposo-
autcsa obpartHas TpaHckpunuua PHK ¢ nomolbio pesepTasb! U U3o-
Tepmuyeckaa netnesas amnnudukaumsa yvactkoB k[HK npu no-
MOLLM cneLmdUYHbIX K 3TUM y4acTkam HabopoB npanmepos 1 gep-
meHTa Bst-nonumepasbl. B coctaBe peakumoHHON CMecu NMpUCYT-
CTBYIOT ¢hnyopecLeHTHO-MeY€eHbIe NpaniMepsbl, CBA3AHHbIE C ONUro-
HYKNeoTUAOM C racuTernieM, KOTopble CBA3bLIBAlOTCA C KOMMNINEeMEH-
TapHbiM y4yacTkom amnnuduumpyemoinr kAHK-muiweHn, BcTpausa-
IOTCA B OAVH U3 MPOAYKTOB peakuuu, nocne Yero npv AanbHenwen
aMnnvdukauumn NPoMCcxoauT BbiTECHEHWE ONUroHyKneoTuaa C racu-
Tenem U HapacTaHue MHTEHCUBHOCTWU donyopecLeHunn oT npukpen-
NeHHOoro K npanmMepy dpnyopodopa. 3To NO3BONAET PpErncTpupoBaTtb
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HakonfeHue npoaykTa amnnaugukaunum nyTem UamepeHns UHTeHcnB-
HOCTM donyopecueHTHoro curHana. [etekuua drnyopecueHTHoro
cUrHana ocyLlecTBnsieTca HenocpeacTBEHHO B Xxo4e peakunn LAMP
C NOMOLLIbIO amnnudukaTopa ¢ CUCTEMON AeTeKuMn pnyopecueHT-
HOro CUrHana B pexmme «peanbHOro BpemeHu».

MNpu uccnepoBaHUM O4HOBPEMEHHO B O4HOW Mpobupke npoBo-
astea 2 peakumn OT-LAMP — amnnundukaums kIHK SARS-CoV-2
KOpOHaBupyca, a Takke amnnudukauusa nocneposatenbsHocTu kAHK
BKO IC-L1. PesynbTtatel amnnudukaumm k[OHK kopoHaBupyca
SARS-CoV-2 n kAHK BKO IC-L1 pernctpupytotcs no 2 pasnuyHbim
KaHanam dnyopecueHTHON AeTeKumn:

Tabnuya 1
Kanan ansa cdnyopo- JOE
dbopa FAM
kQHK-muweHb k[QHK SARS-CoV-2 k[AHK BKO IC-L1
NCKYCCTBEHHO CUHTE-
O6nacTtb amnnudukauyumu cdbparmeHT reHa RARP 3upoBaHHasa nocne-
AOBaTENbHOCTb
KOMMJEKTALUUA

«LAMP-komnnekT» BapmaHT FRT-96 F.

MNpegHasHayeH ANS NpoBeAeHUsA peakuuM obpaTHOW TpaH-
ckpunumn PHK n amnnudmkaumm yyactka kHK ¢ pnyopecLeHTHON
AeTeKUUENn B pexume «peanbHOro BpemeHu», No3BONAET onpene-
nate PHK kopoHaBupyca SARS-CoV-2 B kayecTBeHHOM copmaTe.
[na npoBeAeHUst NOMHOro NccneaoBaHNa pekoMeHayeTcs UCnonb-
soBaTb Habop peareHToB Ans akcTpakumm PHK 13 6uonornyeckoro
matepuana «Marnollpaim ®ACT-P» npoussoactea OO0 «HekcT-
Buo», Poccus (aBTomaTtudeckasa akctpakumsa PHK), wnu komnnekr
peareHToB ans akctpakumm PHK/OHK 13 Buonoruyeckoro martepu-
ana «AmnnuTect PUBO-npen» npoussoactea ®IrbY «LCIM» PMBA
Poccum (pydHas akcTpakuyus PHK), B cOOTBETCTBUMN C UHCTPYKLIMEN
npoussoauTens.

Ha6op peareHTOB paccunTaH Ha nposegeHune 96 onpeneneHui.
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AHAJNIUTUYECKUE XAPAKTEPUCTUKWU

[na aaHHoro Habopa peareHToB NMPUMEHUMbl cnegylolliue xa-
paKTEpPUCTUKM:

AHanuTnyeckas YyBCTBUTENbHOCTL (nNpeaen ob6HapyxeHusn)

Tabnuua 2
AHanuTuveckas
Bun Habop pearexToB Komnnekr gns OT- HyBcTBUTENH-
UCCNEAYeMOTo | hha akcTpakummu PHK LAMP HOCTL
MaTepuana (npeaen o6Hapy-

XeHus), MNI/mn

Masku co cnu-
3ucrtomn 060-
JIOMKUN HOCO- U
pOTOrNoTKA

«AmnnuTect PUBO-npen»

«LAMP-koMnnekT»

«Marnolpaim ®ACT-P»

BapuanT FRT-96 F

5x103

OanHblii npeaen oGHapyXeHus gocTuraeTcs npu cobntogeHun
rnpaBun, ykasaHHblX B pasgenax «BssTue, TpaHcnopTupoBaHue U
XpaHeHue nccnenyemoro matepuanay.

AHanutunyeckas cneuuduUIHOCTb

AHanuTnyeckas cneuududHocTb Habopa peareHToB fjoKasaHa
NpU UccneaoBaHuy criefyoLwmux TUMNOB NpenapaTos B KOHUEHTpauun
He meHee 1x10° F3/mn:

- WTaMMOB kopoHasupyca Human coronavirus 229E (ATCC®
RV-740™), Betacoronavirus 1 OC43 (ATCC® VR-1558™), Bupyca
rounna A (H1N1) (ATCC® VR-1469), supyca rpunna A (H3N2)
(ATCC®VR-776) n Bupyca rpunna B (Victoria Lineage) (ATCC® VR-
1930) us konnekumn ATCC® (American Type Culture Collection,

CLLA);

- PHK wtammos SARS-CoV HKU39849, MERS-CoV, HCoV
229E, HCoV OC43, HCoV NI63 (European Virus Archive Global
011N-03868 - Coronavirus RNA specificity panel);

- wrammoB Streptococcus pneumoniae (Ne 131116), Strepto-
coccus pyogenes (Ne 130001), Haemophilus influenza (Ne 151221),
Staphylococcus aureus (Ne 201108), Klebsiella pneumoniae (Ne
180129) n3 NocyaapCTBEHHON KONMNEKUMM NaToreHHbIX MUKpoopra-
Huamos (FKMM) oIrbY «HUSCMIM» Muxsapasa Poccun.

MNpy TecTMpOBaHWM BblLLENEpPEeYMCEHHbIX 00pasLioB NooXu-
TenbHbIX peakuvit (pesynbLTaToB) BbiBMEHO He Gbino.
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UHTepcepupyome BewecTsa 1 orpaHM4eHUNA NO UCNOSIL30-
BaHUIO Npo6 uccnenyeMoro marepuana

NHTepdepupytolne BellecTsa MOryT Haxogutbes B npo6e 6uo-
rfiorm4yeckoro martepuana unu nonagath B Heé Ha atane npodonopa-
rotoBku. Habop peareHtoB «AmnnuTect SARS-CoV-2 LAMP»
He UCMONb3yeTCA Ha NEepBOM 3Tarne 3KCTPaKUUU HYKNEUHOBLIX KUC-
notT n3 npobul buomaTepuana, npegHasHa4YeH TONbKO AN Crepyto-
LLero atana — Ans aHanuaa yxe solaeneHHon npobsl PHK metoaom
OT-LAMP. [ina npobonoaroTOBKM peKkoMeHAyeTcss NPUMEHATb
TONbLKO 3aperucTpuposaHHble B PO Habopbl peareHToB AnA 3KCTpak-
LN HYKNENHOBbIX KUCHOT.

Ona kKoHTpona adpdEeKTUBHOCTU IKCTPaKLUU HYKNENHOBbLIX KUC-
not n OT-LAMP B Habope peareHTOB npeaycMoTpeHa 0OAHOBpPEMEH-
Hast obpaTHasa TpaHckpunuua PHK n amnnudpukauma kHK kopoHa-
Bupyca SARS-CoV-2 n BHyTpeHHero KoHTponbHoro obpasua (BKO).
BKO pobasnsieTcs B kaxabin obpasew, buonoruyeckoro matepuana
Ha aTane akcTtpakuum PHK. B xoae peakuun amnnudpukaumm Hanu-
Yyvne curHana, CBUAETENbLCTBYIOWEro O HakonseHuun dparmeHToB
kQHK BKO, rosoput 06 otcyrcteum uHrnbmnposaHna OT u LAMP n
CNYXWUT ANSA UCKIIOYEHUST NMOXHOOTPUUATENbHLIX pe3ynbTaToB WUC-
crepoBaHus.

HenpurogHeiMu aAns uccneaosaHns ABNA0TCA obpasLbl, obbem,
YyCNoBUsI/CPOK XpaHEHUSI 1 TPAHCMOPTUPOBKM KOTOPbIX HE COOTBET-
cTBYytOT TpeboBaHNAM, yKa3aHHbIM B pasgene «Basatue, TpaHcnopTu-
poBaHWe N XpaHeHNe uccnenyemMmoro marepuanay.

Bocnpou3sBoauMMOCTb

Bocnpoussogumoctb uccnenosaHust 6bina onpeneneHa nns
Habopa peareHTOB B ABYX He3aBUCUMbIX nadopaTopuax, pasHbiMU
onepartopamu, B pasHble AHW, Ha pasnuyHbiX npubopax nytem Te-
CTUPOBaHUA NOMOXUTENBHbBIX U OTpUUATENBbHbLIX MOAENbHbLIX 06pas-
LoB. NonoxutenbHbie 06pasubl Nnpeacraensanu cobon passegeHus
ctaHpgapTHoro obpasua COIl Ne 7 NMKO PHK SARS-CoV-2 ¢ koHuUeH-
Tpaumamu 2x10* u 5x10° '3/mn, B KauecTBe oTpuLaTenbHoOro o6-
pasua 6b1n ucnonbssosaH OKO.

AkcTtpakuma PHK u3 obpasyos Obina nposegeHa ¢ UCnonb3oea-
Huem Habopa peareHToB «MarHollpanm PACT-P» coBmecTHO € aB-
TOMaTU4YECKOW CTaHuMen ANA IKCTPaAKUUM HYKITEUHOBBLIX KUCINOT
Microlab STARIet (Hamilton Bonaduz AG, Weenyapusa, P.Y. Ne P3H
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2018/6981) (aBTomaTudeckasa akcTpakuma PHK), n ¢ ncnonesosa-
HueM koMmnniekta peareHToB «AmnnuTect PUBO-npen» (pydHas akc-
Tpakumsa PHK).

PesynbTaTthl 4nsa Habopa peareHToB npeAcTasneHbl B Tatn. 3.

Tabnuua 3
Bocnpon3soanMocCTb UccrieqoBaHUA
BHyTpu nocra- Mexay cepu- | Mexay na6opa- Uroro
HOBKM (NnoBTOPS- AMKU TOpUAMKU
€MOCTb)
Tun o6pa3- | Konu- | CoBna- | Konu- | CoBna- |[Konuve- CoBna- | Konu- | Cosna-
uos 4ecTBO | AeHue [4eCTBO | AeHMe [CTBO 004 AeHUe | YeCTBO| JAeHue
obpa3- | pe3ynb- (06pa3- | pe3ynb-| pa3uoB |pe3ynb- | 06pas3-| pe3ynb-
uos TaToB, | LOB TaToB, TaToB, uoB TaToB,

% % % %
AsTomaTtuyeckas akctpakuusa PHK ¢ ncnonbsosaHnem Habopa «MarHollpaiim GACT-P»
Monoxwutens- 6 100 12 100 12 100 18 100
Hble COMNM Ne 7
2x104 Fr'9/mn
Monoxutens- 6
Hbie COlM Ne 7
5x10° F'3/mn
OTtpuuaTtens- 6
Hble

100 12 100 12 100 18 100

100 12 100 12 100 18 100

PydyHas akcTpakuyua PHK ¢ ncnonbsosaHnem komnnekra «AmnnunTect
lMNonoxutens- 6 100 12 100 12 100
Hble COll Ne 7
2x10% F'3/mn
Monoxutenb- 6
Hble COl Ne 7
5x103 F'3/mn
OTtpuuaTtens- 6
Hble

PUBO-npen»
18 100

100 12 100 12 100 18 100

100 12 100 12 100 18 100

ONATHOCTUYECKUE XAPAKTEPUCTUKH

AdwnarHocTnyeckne nokasatenun Habopa peareHTOB OLeHuBanu
Ha OCHOBaHWK pe3ynbTaToB, NONyYeHHbIX NPy aHannse Npob Maskos
CO CAIN3UCTOMN HOCO- U POTOrNOTKN, NpeaBapUTENbHO OXapakTepuso-
BaHHbIX Kak cogepxaiume (59 obpasuos) u He cogepxawme (103 06-
pasua) kopoHasupyc SARS-CoV-2 (0T nauvMeHToB C npu3Hakamu
OCTPbIX pecnupaTopHbIX UHEKUNN, NHDEKUNA HWKHUX AblXaTenb-
HbIX NyTEWN N OT KNMHMWYECKU 300pOBbIX Ntogen). B kavectee Habopa
cpaBHeHus Obin ucnosnb3oBaH Habop ans sbianeHna PHK kopoHa-
Bupyca SARS-CoV-2 B 6uonornyeckom martepuarie MeToaoMm
n3oTeEPMMYECKOn amnnndukauum B pexmume peasnbHOro BpemMeHn B
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BapuaHTax ucnonHeHus no TY 21.10.60-004-06931260-2020 npowus-
Boactea OOO «3BOTAK-MUPAN TEHOMUKC» (PY Ne P3H
2020/10088).

B cocTaB rpynnbi otpuuaTenbHbix, He coaepxatimx PHK SARS-
CoV-2 obpa3syoB Bxoaunun obpasubl OT MaLUUEHTOB C BbIIBIEHHbIMU
pa3nuyHbiMun Bo3byautensmu OPBU (npu npeasapuTenibHOM TecTu-
pOBaHUN C NOMOLLbIO HABOpPOB peareHToB, 3apeEruCTpPMpPOBaHHbLIX B
ycTaHoBneHHoM nopsiake): 16 o6pasuos ¢ BoissrneHHon PHK Bupyca
rounna A (Influenza virus A); 12 obpasuos ¢ BbisiBneHHon PHK Bu-
pyca rpunna B (Influenza virus B); 3 obpasua c BbisBneHHon PHK
pecnupaTopHo-cuHuuTManbHoro Bupyca (human  Respiratory
Syncytial virus — hRSv); 3 obpasua c sbisiBrieHHon PHK Bupycos na-
parpunna 1, 2, 3 n 4 Tunos (human Parainfluenza virus-1-4 — hPiv);
20 o6pa3sLios ¢ BbisBneHHo PHK puHosupycos (human Rhinovirus
— hRv); 5 o6pasuos c BeisiBneHHon AHK ageHosupycos rpynn B, C u
E (human Adenovirus B, C, E — hAdv); 1 obpaseL C BbIsBNEHHON!
PHK metanHeBmoBupyca (human Metapneumovirus — hMpv); 8 06-
pasuoB ¢ BbisiBneHHol PHK kopoHasupycos (human Coronavirus —
hCov); 1 o6bpasey c BbisBneHHon PHK 6GokaBupyca (human
Bocavirus — hBov).

Tak Kak cnyyau uHdgpekumu, BoiaBaHHon Bupycom MERS-CoV, He
3apukcupoBaHbl Ha Tepputopun Poccuinckon Pepepaumn, cnyyau
nHdekuuKn, Bbi3BaHHOW Legionella pneumophila, BbIABNATCA
peako, a ob6pasubl, conepxaiyme Streptococcus pneumoniae n Hae-
mophilus influenza type B, Ha MOMEHT NpoBeAeHNNA KNMUHUYECKNX UC-
crnepoBaHWi OTCyTCTBOBaNu, Brionornyecknx matepuan ot nauneH-
TOB C UHPEKLMAMUN, BbI3BAHHBIMY AaHHbIMY BO3GyauTEnaMn, He 6bin
uccnenoBaH B NpoLecce KNUMHUYECKUX UCMbITaHUA Habopa peareH-
ToB «AMnnuTect SARS-CoV-2 LAMP»".

' Mpu nposepke aHanuTU4Yeckoi cneumnduyHocT Habopa ObINO nokasaHO OTCYTCTBUE FNOXHBIX
nonoXxuTenbHbIX pesynbTaTtos B npucytcteum PHK MERS-CoV, NHK Legionella pneumophila, QHK
Streptococcus pneumoniae v QHK Haemophilus influenza type B
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Tabnuuya 4
Pe3ynbTtaThl TECTUPOBaHUA Habopa peareHToB

«AMnnuTect SARS-CoV-2 LAMP»

Pe3ynbraTbl NnpUMeHeHus
are
Tun o6pasuoB | Xapakrepuctuka o6pasuoB HaBopa pedreHios |
MonoxuTenbL- | oTpUMuarennb-
Hble Hble
Bcero uccnie- | onOXUTENE 59 0
Ma3sku u3 Hoco- HbIX
U POTOrNOTKM 1 GSO%aHO
obpasua .
oTpuuatenb 0 103
HbIX
Tabnuua 5

OunarHocTuuyeckue xapaktepmucTuku Habopa peareHToB
«AMnnuTecTt SARS-CoV-2 LAMP»

OuardHocTuvyeckan OuarHocTuueckan
YYyBCTBUTENbHOCTb cneuMuyHOCTL
Tun o6pasuos (c aoBepuTEenLHOU BeposiT- | (C AOBEpPUTENbLHON BEPOATHO-
HOCTbIO 95 %), cTbio 95 %),
B uHtepsane (%) B uHrepsane (%)
Masku u3 Hoco- u po- 95.0-100 97.1-100
TOrMNOTKU

MEPbI NPEAOCTOPOXHOCTU U CBEOEHUA OB YTUJIU3A-
(W17]1%

NccnepoBaHust Mo BbISIBNEHUIO B KMMHUYECKOM MaTepuane
COVID-19 pomkHbl NpoBOAUTLCA B COOTBETCTBUU C METOAUYECKNMMU
pekomeHgaumamm MP 3.1.0169-20 «JlabopaTopHasi anarHocTuka
COVID-19» B pepakuun MP 3.1.074-20 c NameHeHuamu Ne 1 ot
30.04.2020. UccnepoBaHnsa no BbIABNEHWIO B KIMTMHUYECKOM MaTepu-
ane Bos3byautenen MHdEKUNOHHbIX BonesHen, oTHocAwmMxca ko |l
rpynne naToreHHOoCTU, AOMMKHO NPOBOAUTLCSA C cobnogeHnem caHu-
TapHo-anugemuonorndeckux npasun CI11.3.3118-13 «besonac-
HoCTb paboT ¢ Mukpoopraruamamu -1l rpynn natoreHHocTn (onacHo-
ctn)» n CaHnluH 2.1.7.2790-10 «CaHunTapHo-anuaemuonormyeckme
TpeboBaHnA K 0b6paLleHNio C MegULIMHCKUMU OTXo4ammuy» . B cooTBeT-
cteuun ¢ n.2.1.6 CI 1.3.3118-13 gnarHocTtuka Bo3dyantenen nHdek-
LMOHHbIX 6onesHen Il rpynnbl NaTOreHHOCTU MOMNEKYNAPHO-TEHETU-
Yyecknumu metogamu (6es HakonneHus Bo3byauTens) MoXeT NpPoBO-
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AnTbca B nabopatopusix, UMeLWNX caHUTapHO-anugemuonoruye-
CKOe 3aKroyYeHne 0 BO3MOXXHOCTM NpoBeaAeHUs paboT ¢ MUKpoopra-
Huamamm |l rpynnbl naToreHHOCTU B COOTBETCTBUM C TpeboBaHnsMK
caHuTapHbix npasun CI 1.3.2322-08 "be3sonacHocTb paboTbl ¢ MUK-
poopraHuamamu Il - IV rpynn naToreHHocTu (onacHocTu) U BO36yan-
TenaMyu napasutapHbix GonesHen" (C M3MeHeHuAMU Ha 29 uUIoHA
2011 ropa).

K pabote ¢ Tect-cuctemamu ansa anardoctukm COVID-19 B na-
OopaTopuu opraHusauuMin  AonyckakTca cheyuanucTbl, Aasluve
NMUCbLMEHHOE cornacue u npolwlelne MHCTPYKTaX, NpoBeneHHbIN
coTpyoHukamu nabopatopuin PocnotpebHaasopa, MMeLWwmx caHn-
TapHO-3NMAEeMNONOrnyeckoe 3akrnoveHne Ha paboty ¢ Bo3byauTe-
NAMU MHPEKUMOHHbIX 3aboneBaHunin yenoseka |l rpynnbl naToreHHo-
CTI.

COop KNUHUYECKOro matepuana v ero ynakoBKy OCYLLEeCTBNsieT
paboOTHMK MEeAULIMHCKON opraHusauumn, obyyeHHbIn TpeboBaHUAM U
npasunam Guonoruveckon 6esonacHocTu npu pabote n cbope ma-
Tepwana, Nnoao3puUTENIbHONO Ha 3apaXXeHHOCTb MUKpOOpraHu3IMamm
Il rpynnbl naToreHHocTU. Kaxxabin obpasel, maTepnana nomeLlatT B
OTAENbHYIO TPAHCMNOPTHYID €eMKOCTb, obecneynBas B COOTBETCTBUN
c Tabnuuen metoaudecknx pekomeHgauyum MP 3.1.0169-20 «Jlabo-
patopHas auarHoctuka COVID-19y.

Bce obpasubl, cobpaHHblie gns nabopaTopHbIX uccrnenoBaHui,
OOJDKHBI paccMaTpuMBaTbCs Kak MoTeHuuanbHO WHMEKUUOHHbIE, W
MEAULIMHCKUN NepcoHan, KoTopbid cobupaeTt nnu nepeBo3uT KIUHN-
Yyeckune obpasubl, AOSKEH CTporo cobniogaTh TpedboBaHua Guonoru-
yeckon ©OesonacHocTu kak npu pabote ¢ mukpoopraHuamamu i
rpynnbl natoreHHocTu. epeBoska obpasLoB [O/MKHA OCyLULEeCcTB-
NATLCS B COOTBETCTBUM C TpeboBaHUAMU CaHUTaApPHOro 3aKoHoAa-
TeNbCTBa MO OTHOLLEHUIO K MUKpoopraHuamam |l rpynnbl naToreHHo-
CTW.

MaTepuan ans nccnepgosaHuin NOANEXAUT npensapuTenbHon o06-
paboTke B COOTBETCTBUU MeToauYECKMMU ykasaHuamu MY 1.3.2569-
09 «OpraHusauus paboTbl nabopatopunin, UCNOMNbL3YIOLWMNX METOAbI
amnnnudnkaumn HYKNEenHoBbIX KUCNOT npu paboTe ¢ MaTtepmanom,
coAepaljum MukpoopraHuambl -1V rpynn natoreHHoCTU.

Mpw pabote HeobxoanmMo BCeraa BbLINOMHATL cneaytoume Tpedo-
BaHWS:
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- PaccmaTtpvBaTb UCXofHble uccneayemMbie obpasubl Omonoruue-
CKOro Matepuvana kak MH(peKLMOHHO-ONacHbIe; UHAKTUBUpoOBaTh
nucxoaHble uccnegyemole obpasubl Guonornyeckoro matepuana
B COOTBETCTBUM MeToanyeckummn ykasaHusmu MY 1.3.2569-09.

- WccnepoBaHua npoBogATcA B OOKCUPOBaHHbLIX NOMELLEeHUsX,
060pyAoBaHHbIX CUCTEMaMN NPUTOYHON W BbITSXKHOW BEHTUNSA-
umu unm Bokcax Mukpobuonorudeckoit 6esonacHoctu Il knacca.

- TemnepaTypa B nomeLleHusx nabopatopuu ot 20 go 28 °C, oT-
HocUTenbHasi BnaxHocTb oT 15 no 75 %.

- PaccmaTpuBaTbh uccnegyemble obpasibl Kak MHPEKLUMOHHO-
onacHble, opraHu3oBbIBaTb paboTy U xpaHeHWe B COOTBETCTBUM
c CIM 1.3.2322-08 «be3onacHocTb paboTbl C MUKpOOPraHuamMamm
-V rpynn naToreHHoCTU (onacHoCcTK) u BOo3dyauTeENsiMn napa-
auTapHbIX BonesHen.

- Y6upatb u Ae3anHpUUMpPOBaTb pasnuTble 0b0pasubl, MCNONb3ys
aesnHduumpyowme cpeactea B cootsetctaum ¢ Cl1.3.2322-08
«BbesonacHocTb paboTbl ¢ MukpoopraHuamamu -1V rpynn nato-
reHHocTu (onacHocTu) K Bo3byauTensMu napasutapHbix Gones-
HEN».

- NabopaTopHbIii NPOLECC AosmkeH OblTb 0fHOHaNpPaBneHHbLIM. AHa-
N3 NPOBOAMUTCS B OTAEMbHbLIX NOMeLLeHUusX (3oHax). PaboTy cne-
AyeT HauMHaTb B 30HE JKCTpakumu, npofonkate B 3oHax AMnnu-
chukaumm n fetekumn. He Bosspallath o6pasLibl, 06opyfoBaHue U
peareHTbl B 30HYy, B KOTOpoi 6bina nposeaeHa npegelayLias cra-
Avs npouecca.

- Hewncnonb3oBaHHble peareHTbl, peareHTbl C UCTEKWNM CPOKOM
FOQHOCTM, a TaKXe UCMONb30BaHHbIE peareHTbl, yNnakoBky?, 6uo-
NOrMYeckuii Matepuan, BK4Yas maTtepuansl, UHCTPYMEHTbI U
npeaMeThbl, 3arps3HeHHble buonornyeckuMm martepuanom, cne-
OoyeT ypansTe B cootBeTctBuM c TpebosaHusmu CanlluH
2.1.7.2790-10 «CaHuTapHo-anugemuonornyeckue tpedosaHus K
obpaLleHuio ¢ MeguUUHCKUMKN OTXO4aMmn».

BHUMAHME! MNpu yaaneHun oTxopos nocne amnnudoukaumm
(npo6upok, coaepxamx npoayktel LAMP) HegonycTumo oTKpbliBa-
HWe NpobupoK 1 pasdpbisrmBaHne COAEPKUMOro, NOCKONbKY 3TO MO-
ET NPVUBECTM K KOHTaMuHauum npoayktamu LAMP nabopaTopHou
30HbI, 000pyLOBaAHNA N peareHToB.

2 Hencnonb3oBaHHbIE peareHTbl, peareHTbl ¢ UCTEKLIMUM CPOKOM FoAHOCTH, ncnonb3oBaHHbIE pea-
reHTbl, yNakoBKa OTHOCATCA K Knaccy onacHOCTU MeAVULIMHCKUX otxopos I.
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- Wcnonb3oBaTb U MEHATb NpW Kaxgow onepauun ofHOpasoBble
HaKOHEUYHWKU OIS aBTOMaTUYECKUX [03aTOpoB ¢ dunbTpom. Oa-
HOpPa30BYI0 MNacTMKoBylo nocydy (npobupky, HaKOHEYHWKW)
HeoBx0aMMo copacbiBaTb B cneumanbHbIi KOHTeWHep, coaepxa-
WU aesnHpuumpyolee cpeacTso, KOTopoe MOXET BbITb UC-
nonb3oBaHo Ans obessapaxnsaHus MEQULIMHCKUX OTXOAOB.

- MoBepxHOCTW CTOMOB, @ TaKkKe NOMELLEHUs, B KOTOPbIX NpoBO-
auTcsi noctaHoBka LAMP, go Hayana v nocne saBepLUeHusi pabor
HeoBXxoAMMO noABepraTh ynbTpacdnoneToBomy obny4YeHuio B Te-
yeHue 30 MUH.

- Habop peareHTOB npefHasHayeH Ans 0f4HOPa3oBOro nNpumexHe-
Hust ansA nposeaenus LAMP-nccnepoBaHus ykasaHHOro konuye-
cTBa npob (cm. pasgen «CocTasy).

- HabGop peareHToB roToB K MPUMEHEHWIO COrnacHo AAaHHOWN WH-
cTpykumn. MpuMeHsTb Habop peareHToB CTPOro NO HasHa4eHuto.

- K paboTe ¢ HaGopom peareHTOB AoNyCcKaeTca TONbko NépcoHan,
06yYeHHbI MeToaaM MOSIEKYNAPHOW AWArHOCTUKW U npasunam
paboTbl B KMMHWUKO-AMArHocTudeckon nabopatopun B yCTaHOB-
neHHom nopsake (CM 1.3.2322-08 «besonacHOCTb paboTbl C
mukpoopranuamamn l1-IV rpynn natoreHHocTu (onacHocTn) "
Bo3OyguTensmun napasntapHbIX ©onesHen»).

- He ucnonb3oBaTb Habop peareHTOB, ECNU HapyLleHa BHYTPEH-
HAS ynakoBKa WNW BHELUHWA BWL peareHTa He COOTBETCTBYET
OMNUCaHuIo.

- He wucnonb3osBaTb Habop peareHToB, ecnu He cobniopanuch
YCNOBWSA TPAHCMOPTUPOBAHUA U XpaHEHWUs COrMacHO MHCTPYKLNA.

- He ncnonb3oBaTb Habop peareHToB No UCTEYEHUU CpoKa roaHo-
CTWU.

- Wcnonb3osaTb O4HOPa3oBble HEoMNyApeHHbIe nepyatky, nadopa-
TOpHble XanaThl, 3alWuwaTb rnasa BO BpeMms paboTbl ¢ obpas-
uamu n peareHTamu. TulaTenbHO BbIMbITE PYKK NO OKOHYAHUU pa-
60Tbl. Bce onepauun NpoBoAsATCA TOMbKO B nepyaTkax Afns uc-
KNIOYEHUA KOHTaKTa C OpraHn3MoM 4enoBekKa.

- WsBeraTb BAbIXaHUS MApOB, KOHTaKTa C KOXEW, rnasamu v cnusu-
cToi 06onoykol. BpeneH npy npornatbisaHnuu. [1pn KOHTaKTe He-
MEeAMNEHHO NMPOMBbITb NOPaXeHHOE MECTO BOAOW U Npu Heobxoau-
MOCTV 06paTUTLCA 32 MEAULIMHCKON NOMOLLIbIO.

- TMpu cobniogeHun ycnosuii TPaHCMOPTUPOBKKW, 3KCniyaTauun u
XpaHEeHUs PUCKU B3pbiBa U BO3ropaH1sA OTCYTCTBYIOT.
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- WHdopmaumoHHoe nucbMo o GesonacHocT Habopa peareHTos
AOCTYMHO NO 3anpocy.

OueHka BEepOoATHbIX coObITUI, B pe3ynbTaTe HACTyNnieHNs KoTo-
pPbIX MOTYT MPOU30UTU OTpULIATENbHBIE NOCNEACTBUA ANA OpraHu3ma
yernoBekKa.

Mpu Mcnonb3oBaHUM NO Ha3HA4YEHUIO U COONoAEHNUN Bhbiwene-
PEUYUCIIEHHBIX Mep NPEeAoCTOPOXHOCTH Habop peareHTOB Gesona-
CEH.

Cneundunyeckne Bo3AeNCTBUS KOMNNEKTa peareHToB Ha opra-
HU3M YenoBekKa.
- KaHueporeHHbIn adpdpeKT OTCyTCTBYET.
- MyTareHHoe oencTeme oTCyTCTBYET.
- PenpoayktuBHas TOKCU4HOCTb OTCYTCTBYET.

OONONHUTENBbHbLIE MATEPUATIbI U OBOPYOOBAHMUE
B3siTue uccneayemoro marepuana

1. PeareHT Ans B3ATUA, TPAHCNOPTUPOBKA N XPaAHEHUA Ma3KOB
N3 BEPXHUX AbIxaTesnbHbiX NyTein « TpaHcnopTHasi cpeaa Ansa xpaHe-
HUS W TPaAHCTMOPTUPOBKM pecnupaTopHbix MaskoB» (PY Ne ®CP
2009/05515, npoussoactea ®bYH LIHUAW 3Snuagemuonorun Pocno-
TpebHaa3sopa, Poccus).

2. 3oHO-TamMnoH Ansa ortbopa, TPaHCNOPTUPOBKU N XpaHeHUs
6uonorudeckux npob (Hanpumep, DELTALAB S.L.U. («AENBTANAB
C.J.Y.»), chaHus).

3. OpHopa3oBble NONMNPOoNUNEHoBbIE NNOTHO 3aKpbiBatoLLnecs

npobupkn obbemom 2,0 mn (Hanpumep, Axygen, Inc. («DKCUXEH,
UHk.»), CLLUA).

AkcTtpakumsa PHK U3 uccnepnyembix obpasuoB (pyuHas unu ae-
TOMaTU4eckKas)

Pyunas akcTpakuusa PHK 3 nccneayembix obpasuos

1.KomnnekT peareHToB ans akctpakumu PHK/AHK ns 6uonoru-
yeckoro martepuana «AmnnuTect PWUBO-npen» npousBoAcTBa
orBY «LICM» ®MBA Poccuu, PY Ne P3H 2020/12985.

2 JlamuHapHbii  6okc (Hanpumep, «BABn-01-«JlamnHap-Cx»-
1,2», «JlamnHapHble cuctembl», Poccus, knacc ouonorundeckon 6e3s-
onacHocTtu Il Tun A).

3.BopTekc (Hanpumep, SIA Biosan, Jlateus).
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4. TepmocTaT Ans npoOupok Tuna «9nneHpopd» oT 25 po
100 °C (hanpumep, «TEPMO 24-15», «Buokom», Poccust).

5.MukpoLeHTpudyra ans npodbupok Tmna «dnneHgopd» no 16
Tbic 06/MuH (Hanpumep, «Elmix», Jlateua, «Hettish», F'epmaHuns).

6. ABTOMAaTUYECKME UK MeXaHUYecKkue A03aTopbl NePEMEHHOro
o6bema (Hanpumep, OO0 «buoxuTy, Poccus).

7.BakyyMHbli OTCacbiBaTeslb MEAULIMHCKNNA C KONGON-NOBYLLKOW
ONs ypaneHus Hagocafo4HOW XMAKOCTU (Hanpumep, «OM-1», T.
YnbsHoBcK, Poccus).

8.0pnHopa30Bble MONUNPOMUIIEHOBLIE 3aBUHYMBAIOLLMECA UNU
MNOTHO 3akpbiBatoLmecs Mukponpobupku obbemom 1,5 mn (Hanpu-
mep, «Axygen», CLLA).

9.0pHOpPa30Bbie HAKOHEYHUKN AN A03aTOpPOB NEPEMEHHOro
obbema ¢ aapo3onbHbIM 6apbepom ao 200 n go 1000 mkn (Hanpu-
mep, «Axygen», CLLA).

10. OpHOpa30Bble HAaKOHEYHUKU AN [03aTOpOB NEpemMeHHOoro
o6bema ao 10 u 200 mkn (Hanpumep, «Axygen», CLUA).

11. LLtaTusbl aNa Mukponpobupok oovemom 1,5 Mn (Hanpumep,
«MHTepllabCepBuc», Poccua) W HaKOHEYHUKOB (Hanpumep,
«Axygeny, CLLA).

12. XonoaunbHuk oT 2 fo 8 °C ¢ MOpO3unbHOW Kamepon He
BbllLie MUHYC 16 °C.

13. OThenbHbIN XanaT, wanoyku, odyBb U oAHOpasoBbie nep-
yaTtku no MY 1.3.2569-09.

14. EMKOCTb C Ae3uHpULNpYIOLLIUM paCcTBOPOM.

ABTOMaTUuYeckas 3kcTpakums PHK u3 uccneayembix o6pasuos

1. Habop peareHToB ans akcTpakuum PHK n3 buonornyeckoro
matepuana «MarHollpaim ®ACT-P» npoussoacTea OO0 «HekcT-
Buo», Poccus, PY Ne P3H 2020/12971.

2. ABTOomaTuUueckas ctaHuusi ans akcTpakuvmn HK (Hanpumep,
posupytolasi ctaHumus Microlab STARIlet (Hamilton Bonaduz AG,
(«TamunbToH BoHagyy Al») Lseiuapus, P.Y. N P3H 2018/6981,
3aperncTpupoBaHHaa B PO n ygosnetsopsioLlas cneayowmm Tpe-
toBaHUAM:

- BO3MOXHOCTb peanusauuu nocneaoBaTeibHOCTN 3TarnoB 3KC-
TpakuMu B COOTBETCTBUM C VIHCTPyKUMEH NO NPUMEHEHUI0 K KOM-
nnekty peareHToB «MarHolpaiim ACT-P»;

- Hanuyne CUCTEMbl A03MPOBaHUS XWAKOCTEN B AnanasoHe oT
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100 no 500 mkn;

- Hanu4yrMe MarHUTHOrO LITaTUBa UMW MarHUTHbIX CTEPXHeW Ans
cbopa MarHeTu3NpoBaHHON CUMNUKY;

- Hanu4me TepmMmocTaTa WUNN TepMOLLENKEPa C BO3SMOXXHOCTbIO
HarpeBa He meHee 4yem ao 60 °C;

- HanuMymne CUCTEMbl NepemellnBaHnua XWAOKOCTEN LUenKuposa-
HUEeM UM NUNETUPOBAHUEM.

3. KoMnnekT pacxofHbix maTepuanoB AN aBTOMaTU4ecKoW
cTaHuun ans akctpakuum HK cornacHo nHCTpykuuu Npounssoautens
aBTOMaTU4ECKOW CTaHLUMN.

4. JlamuHapHblin 6okc (Hanpumep, «BABR-01-«JlamuHap-Cx»-
1,2», «JlamuHapHble cuctembl», Poccus, knacc buonormyeckon 6es-
onacHoct |l Tun A).

5. Boptekc (Hanpumep, SIA Biosan, Jlateus).

6. ABTOMaTU4eCcKue Unu MexaHn4eckme 4o3aTopbl NEPEMEHHOrO
obbema (Hanpumep, OO0 «Buoxut», Poccus).

7. XonopunbHuk ot 2 0o 8 °C ¢ MOpO3uUnbHOW KaMepoi He Bhbille
MuHyc 16 °C.

8. OTaenbHbIN XxanaT, wWanoyku, obyBb U ogHopa3oBble nep-
yaTkm no MY 1.3.2569-09.

9. EMKOCTb € Ae3nHUUNPYIOLLMM PacTBOPOM.

O6paTtHasi TpaHCKpUNLUA, usoTepmuueckasa amnnudukaumusi c
donyopecueHTHON AeTeKUuMen NPoAYyKTOB aMmnnudukaumm

1.0aHopasoBbie NONMNPONUIIEHOBLIE NPOBUPKU:

- 3aBUHYMBAOLLMECA WU MMOTHO 3akpbliBalOLMECH NPOBUpKU
obvemom 1,5 mn (Hanpumep, Axygen, Inc. («OkcupxeH, WHK»),
CLUA) ons npuroToBneHus peakLuMoHHON CMecH.

- TOHKOCTeHHble npobupku ana MNUP o6temom 0,2 mn ¢ BbINyk-
NON UNN MNOCKOWN ONTUYECKM NPO3PaAYHON KPbILLKOWK UNN NpOoBUpKM
obvemom 0,2 mn B cTpyvnax no 8 WT. ¢ NPo3payHbIMU KpPbILLKaMM
(Hanpumep, Axygen, Inc. («3kcumxeH, UHk»), CLLUA) — npu ncnosnb-
30BaHUU Npubopa NNaHLWeTHOro TUNa;

- TOHKOCTEHHble npobupku ans MNMLUP o6vemom 0,2 mn ¢ Nrockon
Kpbilikoi (Hanpumep. Axygen, Inc. («3kcuaxeH, UHk»), CLLA) unu
npobupku k Rotor-Gene o6bemom 0,1 mn B cTtpunax no 4 wr. ¢
Kpbiwkamun (Hanpumep, QIAGEN GmbH («Knaren 'moX»), Nepma-
HWUs1) — NpU Ucnonb3oBaHUN Npubopa POoTOPHOro TUNa.
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2. OgHopa3oBble HAKOHEYHWKWU ANA A03aTOpOB MNepeMeHHoro
ob6bema ¢ punsTpom Ao 200 mkn (Hanpumep, Axygen, Inc. («3kcu-
mxeH, WHk»), CLUA).

3. Ltatussbl ans npobupok o6bemom 0,2 mn unun 0,1 mn (B co-
OTBETCTBUM C MCNONb3YEeMbIMU KOMMNEeKTaMu peareHToB) (Hanpu-
mep, Axygen, Inc. («QkcugxeH, Uuk»), CLUA).

4. Bokc abakTepuanbHon Bo3pywHoi cpenbl  ([LP-6okc)
(Hanpumep, «BAB-MUP-«Jlamunap-C», 3A0 «JlamuHapHble cu-
ctembl», Poccus).

5. Boptekc (Hanpumep, SIA Biosan, flateus).

6. ABTOMaTMYeCKne unn MexaHudeckue [osaTopbl nepeme-
Horo o6bema (Hanpumep, OO0 «Buoxut», Poccus).

7. MporpammupyemMblii amnnudukatop ¢ CUCTEMOW AeTeKuuu
¢briyopecLeHTHOTO curHana B pexvme «peanbHoro BpeMeHn», nme-
owuii 2 unu 6onee He3aBUCUMbIX KaHaNoB ONyopECLIEHTHON AeTeK-
uvm (Rotor-Gene Q (QIAGEN GmbH («KuareH Mm6X»), Fepmanus),
CFX96 (Bio-Rad Laboratories, Inc. («buo-Pag JlabopaTopus, UHK.»),
CLUA), Applied Biosystems QuantStudio 5 (Life Technologies Hold-
ings Pte. Ltd. («Jlaitc TekHonopxuc Xonauure lMrc. JItay), Cuxra-
nyp), PY Ne P3H 2019/8446, ATnpaim («AHK TexHonorusi», Poc-
cns).

8. XonoannbHuk ot 2 0o 8 °C ¢ MOpO3UIbHON Kamepon OT MUHYC
24 no muHyc 16 °C.

9. OTgenbHbIA XanaT, wano4ky, obyBb U ofHOpasoBbie nep-
yaTku no MY 1.3.2569-09.

10. EmkocTb ans cbpoca HakOHE4YHUNKOB.

B3ATUE, TPAHCNOPTUPOBAHUE U XPAHEHUE WUCCIIEOQYE-
MOIO MATEPUATNA

[ns uccnefosaHua oT nauveHTa pekomeHayetcs OpaTb cneay-
oW Guonornyeckuii MaTepuan:
- Ma3Ku CO CMU3UCTOIN HOCO- U POTOrNOTKMU.

BHUMAHMUE! Masku co CrnnmancTonh HOCOIMOTKA U POTOrMOTKA
pekomeHyeTcs COBMeLLaTh B ofHON npobupke u nccneposatb Kak
oAvH obpasey,. [nsa atoro 6epyT Masku pasHbiMU 30HAAMKW CHa4yana
CO CAIM3UCTON HUXXHErO HOCOBOroO Xo04a, a 3aTeM U3 poTornoTKK, npu
3TOM paboune KOHLbl 30HA0B Nocsie B3ATUS Ma3KoB y NauueHTa no-
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MeLLjaloTcs B ogHy Nnpobupky ¢ 0,5 mn TpaHcnopTHOW cpeabl Ans xpa-
HEHUA U TPAHCMOPTUPOBKU pecnMpaTopHbIX MaskoB U UCCnenyloTcs
Kak oguH obpasedl.

Ma3ku co CnUM3nCcTON HUXXHEero HoCoBOro xoaa.

Ecnun nonocTtb HOca 3anonHeHa cnnabio, nepep npouenypomn pe-
KOMEHAYETCA MPOBECTV BbiCMapkuBaHue. [InA B3ATUA Ma3KoOB UC-
NONb3YIOT CyXne CTEpUSibHbIE 30HA LI U3 NONUCTUPONIA C BUCKO3HbIMU
TamnoHamu. 30HA BBOASAT NErkuM OBMKEHUEM MO HAPYXXHOW CTeHKe
Hoca Ha rnybunHy 2—-3 CM OO0 HWKHEW pakoBWHbI, crnerka onyckatot
KHW3Yy, BBOAAT B HWKHUA HOCOBOW XO[, NO4, HUXHIOK HOCOBYHO pako-
BUHY [0 HOCOFMOTKN, AenaloT BpalwaTenbHoe ABWKEHNE U yaansaoT
BAOMb HapyXHOW cTeHkn Hoca. Obujas rmybuHa BBEAeHUA 30HAA
[OMMKHA COCTaBNATbL NPUMEPHO NOMOBUHY PacCTOAHUA OT HO3APU A0
yLUHOro otBepcTus (5-6 cm). Nocne B3ATMA MaTepuana TamnoH (pa-
Gou4ylo YacTb 30HAA C BUCKO3HBIM TAMMNOHOM) NOMeLLaloT B NPpoOupKy
c 0,5 mn TpaHCnNOpTHOW cpenbl ANA XpaHEHUs U TPaHCNOPTUPOBKU
pecnupaTopHbiX MaskoB. KoHel 30HAa oTnambiBatoT, Npuaepxmneas
KpbILLKOW NpoOupku ¢ pacyeTom, YTOObI OH MO3BONWUN MJIOTHO 3a-
KpbiTb Npobupky. MNpobupky ¢ pacteopom n pabo4en YacTbio 3oHAA
3aKpbIiBalOT U MAPKUPYIOT.

Ma3ku ¢ 3agHen CTeHKU POTOrNMOTKM.

O6pa3subi 6epyT Cyxumu CTEPUNbHLIMU 30HAAMU C BUCKO3HBIMU
TamnoHamu BpallaTenbHbIMU ABWKEHUAMU C NMOBEPXHOCTU MUHAA-
NWH, HEOHbIX AYyXeK 1 3aQHen CTeHKN poTornoTku. lNocne B3ATUA Ma-
Tepuana TamnoH (pabouyko YacTb 30HAA C BUCKO3HbIM TaMMOHOM)
MomeLLaloT B CTEPUNbHYIO ogHopa3oByto Npobupky ¢ 0,5 mn TpaHc-
MOPTHOW cpeabl M 30HAOM C Ma3KOM M3 HocornoTku. KoHel 3oHAa
OTNambIBaloT, NPUAEPKNBARA KPbILLKON NPOBUPKK C pacyeTom, YToObI
OH NO3BONUN NMOTHO 3aKpbITb NPoBuUpky. NMpobupky ¢ pacTBopom U
paboyel YacTblo 30HAA 3aKpbiBAlOT, MapkUpyioT. [lonyckaeTca xpa-
HeHWe MaTepuana Ao NPOBEAEHMUSA UCCNeAoBaHUs B TeyeHne 3 cyT
npu Temnepartype oT 2 no 8 °C, npu TemnepaTtype oT MUHyC 24 A0
MUHYC 16 °C — gnuTtenbHo.
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NOAroTOBKA UCCNEOYEMOIO MATEPUAJA K AKCTPAKUUU
PHK

Ma3ku cO CNTM3UCTOU HOCO- U POTOTFIOTKM!.

CoaepXUMoe 3aKpbITo Npobupku nepemellaTe Ha BOpTeKkce U
LeHTpndyruposaTth B Te4eHne 5 ¢ npu S ThbiC 06/MVUH Ha MUKpPOLEH-
Tpudpyre AnNs yaaneHus kanernb ¢ BHyTPEHHeW NOBEPXHOCTN KpbiLLKK
npobupku. 4ns akcTpakuun PHK otbupatot 100 mkn obpasua.
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COCTAB

«LAMP-komnnekT» BapuaHT FRT-96 F — KOMNNEKT peareHToB
ans obpaTtHoW TpaHckpunuun PHK u amnnudpukaummn dparmeHTa
kOHK kopoHasupyca SARS-CoV-2 ¢ AeTeKkunen B pexume «peanb-
HOro BPEMEHU» BKIIOYAET:

B PeareHt l OnucaHue |061em, mn | Konuve-
Yactb 1
Mpo3payHas XuAKoCTb OT
LAMP-cmecb-FL SARS-CoV-2 | 6ecuBeTHOro Ao CBeTno- 11 1 npobupka
pO30BOro LBeTa
LAMP-6ydep-R ;‘(53222::” CSSHBEETHER 1.1 1 npobupka
Bst nonumepasa Qﬁzzgg::aﬂ GecuseTHas 0,12 1 npobupka
Peseptasa LAMP gsgigi:: a7 GechpeTHan 0,06 1 npobupka
K- )I;l(lgzgigz\::aﬂ GecuBeTHas 0.4 1 npoBupka
Yactb 2
OKO )T(E,Zigi:: as becupeTHas 1,2 2 npobupku
BKO IC-L1 }T(Egigs::aﬂ GeCHRCTRad 1,2 1 npobupka
| MIKO PHK SARS-CoV-2 L Qﬁ:ﬁgi::a" GEERECHES 0,15 1 npoBupka

KOMMIeKT peareHToB paccunTaH Ha nposeaeHue 96 peakumi 06-

paTHOM TPAHCKPUNLY 1 amnnnduKkaLmm (BCero 96 TecToB), BKNoYas
KOHTPONMW.

PeareHTbl KOMMIeKTa ynakosaHbl pa3aesibHO B coOoTBETCTBMU C

TemnepaTypon XpaHeHus (cm. pa3spen «XpaHeHue»). Komnnexr pe-
areHTOB COCTOUT U3 2-X YacTemn:

UacTb 1 - TemnepaTypa XpaHeHUs OT MUHYC 24 10 MUHYC 16 °C;
YacTb 2 - TemnepaTypa xpaHeHus ot 2 o 8 °C.

NPOBEAEHWUE UCCNEONOBAHUA
WccnenosaHue COCTOUT U3 crieaytoLnx aTanos.
- akcTpakuma PHK 13 uccnenyembix obpasuos,

- o6paTHas TpaHckpunuus PHK n usotepmuyeckan amnnudpuka-
umn kAHK c dnyopecueHTHOM AeTeKkumen B pexvMme «pearbHOro
BpEMEHUY,

- aHanus n nHTepnpeTauns pe3ynbTaToB.
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3KCTPAKLUA PHK U3 UCCNEOYEMbIX OBPA3LIOB

BHUMAHMUE! Mpu pabote ¢ PHK HeobGxoaumo wncnonbsoBaTb
TONbKO 04HOPAa30Bble NIACTUKOBLIE pacxodHble MaTepuanbl, Meto-
we cneumanbHyto mapkuposky «RNase-freen, «DNase-freey.

AkcTtpakumio PHK npoBoasaT B cooTeTcTBUM C IHCTPYKUMAMY NO
fpUMEHeHuo kK Habopy peareHToB «MarHollpaiim PACT-P npous-
BogctBa OO0 «Hekctbuo», Poccusi, unv K KOMNNEKTy peareHToB
«AmnnuTect PUBO-npen» npoussoactsa PIBY «LCIM» ®MBA
Poccun.

Mpu akcTpakumn PHK ncnonb3ytoT KOHTPOSbHbIE obpasubl aTa-
nos akcTpakumn n OT-LAMP:

B npo6upky oTpuuartenbHoro koHTpons (OK) BbliaeneHns BHeCTu
100 mxkn OKO. B npobupky nonoxutensHoro koHtpons (MK) ebige-
nenus sHectn 90 mkn OKO 1 10 mkn NMKO PHK SARS-CoV-2 L.

Mepepn BblAENEHUEM BHECTU B KaXKayto npobupKy (c uccnepye-
MbIMW U KOHTpOMbHbIMU oBpasuamu) no 10 MK BHYTPEHHErO KOH-
TponbHoro o6pasua BKO IC-L1.

OunuieHHas PHK/OHK moxeT xpaHuTbCA nNpu Temnepatype He
BbiLwe MUHYC 16 °C o 1 mecsua v npu TemnepaTtype He Bbillle MUHYC
68°C —ron, n bonee.

OBPATHAA TPAHCKPVIFILWI"] U U3OTEPMUYECKAA AMIMIIA-
OUKAUMA C [OETEKUMEA B PEXUME «PEAJNNBHOIO
BPEMEHW»

Bbi6op npoGupok ans amnnudgpukaumm 3aBUCUT OT UCNOSb-
3yemoro amnnucdukaTopa C CUCTEMOW [iIeTEeKLUU B pexmme «pe-
arbHOro BpeMeHu».

[N BHECEHUA B NpPoOUPKKU peareHTos, npo6 PHK u KOH-
TPONbHLIX 00pa3LoB UCMONbL3YHOTCA OAHOPa3oBbleé HaKOHeM-
HUKU C (bunbTpaMu.

A. MNoarotoBka Npo6 ansi amnnucpukaumm

O6wmit 06bem peakLMOHHON cmecu — 35 MK, BKMo4as
o6em npobbl PHK — 15 mkn.

1.PaccunTaTb KONUYECTBO KAXA0ro peareHTa, TpedyioLlieecs Ans
MPUrOTOBNEHUS PeaKLMoHHON cMecu. Ha ogHy peakuuio Tpebyetcs
10 mkn LAMP-cmecu-FL SARS-CoV-2, 10 mkn LAMP-6ydrepa-R,

cTp. 22 13 30

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



1 mkn Bst nonumepasbl, 0,5 mkn PeeepTtasbl LAMP. Cmeck roto-
BUTb Ha obLLEee YNCTIO UCCNEAYEMBIX U KOHTPOSIbHBIX 00pasLIoB (konu-
YECTBO KOHTPOMbHbIX 06pa3LoB CM. B MyHKTE 7) NMtoc 3anac Ha ogHy
peakumto.

BHUMAHME! KoMnoHeHTb! peakLmMoHHOW CMecu crneayeT cmellu-
BaTb HEMOCPEACTBEHHO nepep nposeaeHnem LAMP-uccneposanus.
PekomeHyeTcsl UCMOosb3oBaTh XONOAOBOW WTaTne AfiA npoSupku, B
KOTOPOIA CMEeLLMBaETCs peakLMoHHas CMeCh, npobupok ¢ Bst nonume-
pa3soit u Peseptasoin LAMP.

2.Pa3moposuTb npobupky ¢ LAMP-cmeckio-FL SARS-CoV-2.
Mepemeluatb cogepxumoe Bcex peareHToB LAMP-komnnekTa, oca-
OUTb Kannu Ha BopTekce.

B oTaenbHoi npobupke MOAroTOBUTb pPeakUMOHHYI0 CMECh.
CwmeluaTb Heobxoanmoe konuyectso: LAMP-cmecu-FL SARS-CoV-
2, LAMP-6ydepa-R, Bst nonumepassi, PeBepTasbl LAMP, Twa-
TENbHO nepemellaTtb NUNETUPOBaHMEM U OCaaWTb Kannu Ha BOp-
TEKce.

3.0T106paTh HEO6XOAUMOE KONUYECTBO NPOBUPOK UMK CTPUMOB
ans OT-LAMP PHK nccneayeMbix U KOHTPOIbHbIX NMPod.

4.BHecTu B Kaxayto npobupky no 20 MKn npuroToBneHHon pe-
aKUMOHHOW cMmecu. Heucnonb3oBaHHble OCTaTKW PeaKLMOHHOM
cMecu BbIOpPOCUTD.

5.B noaroToBneHHble npobupku BHecTn no 15 mkn npo6 PHK,
nonyYeHHbIX B pe3ynbTaTe 3KCTPaKLMM U3 nccregyembix oopasLios.

BHUMAHMUE! Coagepxumoe npobupok Heobxoanumo TwjaTenbHo
nepemellaTb NUNeTUpoBaHNEM, He Aonyckas NOABMEHUSA Ny3bIPbKOB
BO3ayXxa.

6. MocTaBUTb KOHTPOSbHbIE PeaKLUn.

a) NONOXMTeNbLHbIN KOHTPONb 3KcTpakumn PHK 1 OT-LAMP
(NMK) — B NpoGUpKy C peakLMOHHOW CMeCbio BHECTU 15 MKn
npobbl, akcTparuposaHHoii u3 MKO PHK SARS-CoV-2 L.

6) oTpuuatenbHblit koHTponb OT-LAMP (K-) — 8 npoBupky ¢
peakLMOHHOWM cMmecblo BHeCTN 15 Mkn K-.

B) oTpMUAaTeNbHbLIA KOHTPONb aKcTpakuuu (OK) — B npobupky
C peakLIMOHHON cMecbto BHeCTU 15 MK npoObl, 3KCTparnpoBaH-
How u3 OKO.
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BHUMAHWE! Coagepxummoe Npobupok HeobXxoanmo TLaTenbHO
nepemMeLLaTb NMUNETUPOBAHUEM, HE AONYCKast NOABNEHUS NY3bipbkoB
BO3ayXxa.

BHUMAHUE! Mposectu OT-LAMP cpasy nocne co€anHeHus
peakLmoHHol cmecn u PHK-npo6bl 1 KOHTporen.

B. MpoBeaeHne amnnudunkauum ¢ AeTekumen B pexvme «pearnb-
HOro BpeMeHu»

1.3anporpaMMmpoBaTth amnandukaTop ¢ CUCTEMON AETeKUUU B
peXUME «pearibHoro BpeMEHW» ANs BbINOMHEHWUA COOTBETCTBY!O-
wel nporpammbl amnnudukaumm v AeTekuunm gnyopecUeHTHOro
curHana (cm. Tabn. 6).

Tabnuua 6

Mporpamma amnnudukauumu u aeTekuuu gryopecueHTHOro
curHana ans npuéopos poTopHoro® u nnadHweTHoro* Tuna

eTeKuun (pnyopecLeHT-
LUukn | Temnepatypa, °C Bpems ﬂ)ro c:rua?:a ﬁopxa:anam AL
ansa ¢pnyopodopos T
1 61 7 MUH > 1
2 65 30 cek FAM, JOE 55

2.YCTaHOBUTL NPOBUPKN B AYEKU peaKLMOHHOro Moayns npu-
Bopa. PekomeHgyeTcs nepeq, NocTaHOBKOW B amnnudgpukatop nnaH-
WeTHOro TUNa ocaguTb Karnmnu Co CTEHOK NPOBUPOK Ha BOPTEKCE.

BHUMAHME! B cnyuae HenomnHoi 3arpysku npubopoB nnax-
LLIETHOrO TWUMNa peKoMeHayeTcs AOMNOMHUTENbHO YCTaHOBUTL MyCThble
NPOBUPKMX UMK CTPUMbI (aHANOMMYHbIE MCNosb3yeMbIM) Mo Kpasam pe-
aKUMOHHOro moaynsa amnnudukaTopa.

3.3anycTuTh BbINOSIHEHUE NpOrpamMmmMbl amnnmpnkalum ¢ AeTek-
Luen dnyopecueHTHoOro curHana.

4.0 OKOHYaHWW BLINONMHEHUA nNporpamMmmbl NMPUCTYNUTbL K aHa-
NWU3y 1 KHTepnpeTaLum pesynbTaToB.

3 Rotor-Gene Q (QIAGEN)
4 CFX 96 (Bio-Rad), QuantStudio 5 (Thermo Scientific), OTnpanm (OHK TexHonorusa, Poccus)
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B. AHanu3 u nHTepnpeTauus pe3ynbratos

AHanu3 Nony4YeHHbIX AAHHBLIX NPOBOAST C NOMOLLBIO MPOrpamMmm-
Horo oBecneuenvsi npubopa, ucnosb3yemoro Ansi npoeseaeHus OT-
LAMP c geTekumeit B pexume «pearibHoro BpemMeHn». AHannsupytot
KpMBbIE HakomneHus dnyopecueHTHoro curHana no 2 KaHanawm:

Tabnuua 7
Kanan
ans nyopodopa FAM JOE
KOHK-MALLIEHb k[AHK SARS-CoV-2 (IHK BKO IC-L1
kopoHaBsupyca
ObnacTtb MCKYCCTBEHHO CUHTE-
amMnAndmMKaLm cdparmeHT reHa RARP | s3uposaHHas nocneao-
! BaTenbHOCTb PHK

PesynbTaTbl UHTEPNPETUPYIOTCA Ha OCHOBAHWUW HanMU4uns (vrin
OTCYTCTBUS) NepeceyeHmns KpuBoi dgnyopecueHLmn ¢ ycTaHoBeH-
HOW Ha COOTBETCTBYIOLLIEM YPOBHE NOPOrOBOWA NUHUEN, YTO onpeae-
nseT Hanuuue (UNu oTcyTcTBUE) AN AaHHON nNpobsl [AHK sHaueHus
noporosoro uukna (Ct) 5 g cooTBeTCTBYIOLLEN rpadhe Tabnuubl pe-

3ynbTaToB.
MpyvHUUNBI MHTEPRpeTauuy pesynsTaToB cneayoLne.
Tabnuua 8
3HaueHue noporosoro uukna (Cf)
no kaHany ansa ¢gpnyopodopa PeaynbTaTr
FAM JOE
O6HapyxeHa
onpeaeneHo OTCYTCTBYET PHK KopoHaBupyca
MEHbLLIE FPaHNYHOro unu onpeneneHo SARS-COV-2
onpeaeneHo MeHblue HE oGHapyxena
OTCYTCTBYET P f'paquHoro PHK kopoHaBupyca
SARS-CoV-2
OTCYTCTBYET Wnu onpeae- OTCYTCTBYET UN
neHo donblue rpaHU4HOro onpegeneHo bonbLue HeBanugHbin*
rpaHu4YHOro
onpeaeneHo donblie onpeaeneHo meHblue COMHUTENLHBLIH™
rPaHNU4HOro rpaHU4Horo

5 MNpwu nposeaeHUu W30TEPMUYECKON peakuun amniudgukaumn ¢ DEeTeKumen B pexume
«peanbHOro BpeMeHu» LUK Npeactasnaet cobol YCrOBHbIA LMK, B TEYeHUe KOTOporo OAHO-
KpaTHO ONpeaensieTcs UHTEHCUBHOCTbL (PryOPEeCLEHTHOMO curHana, OTpaXaroLLero HakonneHue
npoayKTa amnnudukaumum, ANMTENbHOCTD LiMKNa COOTBETCTBYET 30 cekyHaam cornacHo 3afaHHom
nporpammMe amnnudgukaumm u aeTekuun.
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* B criyyae MonyveHWs HeBanWAHOro pesynbTaTa HeOOXOAUMO MpPOoBECTM
MOBTOPHOE UCCNEeA0BaHNE COOTBETCTBYIOLLEro obpasua, HaunHas c aTana akc-
Tpakuuu PHK.

** B criyyae nony4eHnsi COMHUTENbLHOro pe3ysibTaTa HeobXoAMMO NPoBECTU
NOBTOPHOE UCCNEeAoBaHVe COOTBETCTRYIOLLIEro obpasua, Ha4nHas ¢ aTana akc-
Tpakuuu. B criyqae NoBTOpeHUsi aHanornyHoro pesynbTara obpasel cuurartb
nonoXuTensHbIM. MpK Nony4YeHun oTpuLaTenbHOro pesynbtata B NOBTOPHON
noctaHoBke obpasel cyuMTaTb COMHUTENbHBIM U pekoMeHj0BaTb NOBTOPHOE
B3ATWE MmaTepuana ona aHanusa.

BHUMAHMWE! MNpaHu4Hble 3HavyeHus Ct ykasaHbl BO BKnappliwe,
npunaraemom K Habopy peareHToB.

Pe3ynbTaT uccneaoBaHUs CuMTaeTcs AOCTOBEPHbLIM, ecnu
nonyyeHbl NpaBusibHbie pe3ynbTaThbl AN KOHTPOrieln 3TanoB
aKkcTpakuumu u amnnudpukaumumn AHK B cooTBeTCTBUM C TA6N. 9 U
BKNagbillem, npunaraemMbiM K Habopy peareHToB.

Tabnuua 9
PesynbTaTthl ANs KOHTponeﬁ pa3nMyHbIX 3TanoB uccnenoBaHus
KontponupyeMmbin 3HaueHue noporosoro yukna (Ct)
KouTtponb | atan LAMP-uccne- no kaHany ansa ¢pnyopodopa
AOBaHUA FAM JOE
AkcTpakuma PHK, onpeneneHo MeHblue
L OT-LAMP rpaHU4YHOro HEPSUTEIEaCTCA
AxkcTtpakums PHK, onpeneneHo MeHbLUe rpaHuy-
OK OT-LAMP OTCyTCTBYET —
K- OT-LAMP OTCyTCTBYET OTCyTCTBYET

Bo3MOXHble OLUINOKU:

1.[lns nonoxuTtensHoro koHTpons akcTpakuum PHK u OT-LAMP
(NK) sHavyeHue noporosoro Uukna (Ct) no kaHany Ans dnyopodopa
FAM OTCYTCTBYET UMK NPEBLILLAET rpaHMyHoe 3HadveHue. Heobxo-
OVMO MOBTOPWUTL MccneaosaHue Ans Bcex obpasuoB (HauvHas c
atana akcTpakuvmun PHK).

2.0ns otpuuaTensHoro koHTpons OT-LAMP (K-) onpepeneHo
3HayeHue noporosoro umkna (Ct) no kaHany ansa dnyopodopa FAM.
BeposiTHa KOHTamMuHauus nabopaTtopuy npoayktamu amnnuduxa-
LMW UMW KOHTaMUHALMA peareHToB, uccrnegyembix 0bpasuos Ha ka-
KoM-nnbo atane uccrnegoBaHus. Heobxogumo nNpeanpuHaTb Mepbl
MO BbISIBAEHUIO 1 IMKBUAALMUN UCTOYHMKA KOHTaMUHALMK U NOBTOPUTbL
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nccneposaHue ans Bcex obpasLos.

3.[ns oTpuuaTenbHoro koHTpons akcTpakuum (OK) onpeneneHo
3HauyeHue noporosoro uukna (Ct) no kaHany ans cnyopodgopa FAM.
BeposiTHa KOHTaMuHauus nabopaTtopuu npoayKkTamu amnnudpuka-
LMW UMW KOHTaMUHALUMA peareHToB, nccreayemblx obpasLoB Ha ka-
KOM-Nubo aTane uccrneposaHus. HeobxoaumMo NPeanpuHATL Mepbl
Mo BbISIBIEHUIO 1 NMNKBUAALMA UCTOYHNKA KOHTaMUHaUUM U NOBTOPUTb
nccriegosaHue Ans Bcex obpasuoB, HaYMHaAsA C 3Tana 3KCTpakuuu
PHK.

4.ns uccnepyemoro obpasiua onpeaeneHo 3HayeHue noporo-
Boro uukna (Ct), npy aTom Ha rpacpuke cnyopecLeHLmnn oTCyTcTeyeT
y4yacCTOK XapakTepHOro aKCrMoHeHLUuanLHoro nogbema (rpadouk npea-
cTaBnsieT cobon npubnuauTenbHo npsmyto nuHuio). Heobxoaumo
NPOBEPUTL NPaBUMBLHOCTL BbIGPAHHOTO YPOBHA MOPOroBOW NUHUM
Unu NnapaMeTpoB pacyeTa 6asoson nMHUKU. Ecnn pesynbTaTt nonyyeH
Npy NpaBUbHOM YPOBHE NMOPOroBoi NMHUK (NapameTpax GasoBoil
nuHuK), TpebyeTca NOBTOPHO MPOBECTU UccreAoBaHWe Ans 3Toro
obpasua.
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CPOK rogHOCTW. YCNOBUA TPAHCMOPTUPOBAHUA N XPA-
HEHUA

Cpok rogHocTu. 7 mecsiueB. Habop peareHToB C MCTEKLIUM Cpo-
KOM FOAHOCTM NPUMEHEHMIO He noanexuT. Cpok roAHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKY FOQHOCTY, yKasaHHOMY Ha 3TUKeT-
KaxX AA HEBCKPbITbIX peareHToB.

TpaHcnopTupoBaHue. Habop peareHToB TpaHcnopTuposaTtb
npu Temnepatype ot 2 Ao 8 °C He Gornee 5 CyT B TepMOKOHTEWHEpaX,
cofepXalumMx XnafoanemMeHTbl, BCEMU BUAAMU KPbITbIX TPAHCNOPT-
HbIX CPefCTB.

Habop peareHTOB npv Mosfy4eHun pasykommnriekroBaTb B COOT-
BETCTBWM C YKa3aHHbIMWU TeMmnepaTypamn XpaHeHus!.

XpaHeHue.

YacTb 1 B coctaBe peareHToB LAMP-cmech-FL SARS-CoV-2,
LAMP-6ydep-R, Bst nonumepasa, Peseptasa LAMP, K- xpaHuTb B
MOPO3WUINbHON Kamepe Mpu TemrepaTtype OT MUHYC 24 [O MWHYC
16 °C. LAMP-cmecb-FL SARS-CoV-2 xpaHuTb B 3aljALeHHOM OT
cBeTa MecTe.

YacTb 2 B cocTtaBe peareHtoB OKO, BKO IC-L1, NMKO PHK
SARS-CoV-2 L xpaHuTb Npu TemnepaType oT nntoc 2 o nntoc 8 °C.

[lonycTMMO pa3MopaxuvBaTb U 3aMOpaxusaTb peareHTbl He 6o-
nee 3 pas.

XonoaunbHbie 1 MOPO3urbHbie KaMepbl AOMKHbI obecneynsatb
perfnameHTUPOBaHHbIN TeMnepaTypHbIA PEXUM.
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FAPAHTUUHbIE OBA3ATENLCTBA U3rOTOBUTENS

N3roToButesns rapaHTUpyeT COOTBETCTBUE OCHOBHbIX NapameT-
POB U XapakTepuCcTUK Habopa peareHToB TpeboBaHUAM, YKa3aHHbIM
B TEXHWYECKOMW U 3KCNIlyaTaLWMOHHOK AOKYMEHTaUuK, B TEYEHWE yKa-
3aHHOro cpoka rogHOCTU Npu CobnNoAEHUM BCEX YCNOBUIN TPaAHCMOp-
TUPOBaHUSA, XPaHEHUS U NMPUMEHEHUS.

MepanunHckoe nsaenue TeXHUYECKOMY OGCNYXWBaHUIO U pe-
MOHTY HEe NoANEeXuT.

Peknamaunun Ha kayecTBO HabGopa peareHTOB HanMpaBnsTb MO
agpecy 119121, r. Mockea, MNoroguHckas yn., aom 10 ctp.1, e-mail:
promlab@cspmz.ru

[Mpy BbIABNEHNN NOGOYHLIX AEACTBUIA, HE YKa3aHHbIX B UHCTPYK-
LM No npumeHeHuto Habopa peareHTOB, HexenaTenbHbIX peakumi
npu ero MUCnonb3oBaHuUU, (PakToB U OOCTOSATENLCTB, CO3AAlOLLMX
Yrpo3y XX13HU 1 300POBbI0 rpaXkaaH U MeaULUMHCKMX paboTHUKOB Npu
NpUMeHeHun 1 akcnnyartauun Habopa peareHTOB, pEKOMEHyeTcs
HanpaBuTb coobLleHne no aapecy, ykasaHHOMY BbILLE, U B YNOMHO-
MOYEHHYIO roCyAapCTBEHHYIO perynupytoLuyio opraHusauuio (s PO —
®epnepanbHas cnyx6a no Haasopy B cdepe 3npaBoOXpaHEHUs) B
COOTBETCTBMU C AEUCTBYIOLLUM 3aKoHOAATENbCTBOM.

PykoBogutensb Yy >K.E.TapacoBa
npounsBoAcTBeHHoN nadopaTopuu /77
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CUMBOIbI, UCMONb3YEMbIE B MEYATHOW NPOAYKLIUK

OctopoxHo! ObpaTuTecs Kk
WMHCTPYKUUK NO
npUMeHeHuIo

REF Homep no katanory

CopnepXMmMoro 4oCTaToyHo
ANns npoBeaeHua n-
KonuyecTsa TECTOB

LOT Koa naptuum

IVD MepuumHckoe nsgenuve
ANA AMarHocTuku in vitro

Wcnonb3oBaTb A0

= K09 P

O6paTtuTtechb K UHCTPYKLUK
aTa U3MEHEHUA
VER A No NPUMEHEHWIO
. Ay -
TeMnepaTypHblit Anana- e~ He pgonyckatb Bo3aeli-
30H A.L\ CTBMWSA COMHEYHOTO CBeTa
“ WUsroToBuTEnb @ [laTa uarotoBneHus

L
¢ ¢

T Bepeub OT BRaru
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