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CMUCOK COKPALLEHUN
B HacTosiLlen MHCTPYKLWUN NPUMEHSIIOTCS crneaytoLime CoKpalle-
HUSA N 0O03HaYEeHUSR:

- komnnemeHnTapHas [HK, nonyyaemas B peakuun obpatHon

kAHK
TpaHckpunuuu Ha maTtpuue PHK

BKO - BHYTPEHHUI KOHTPONbHbIN 0b6pasey

s - TEHOMHbIA 3KBUBAneHT — konuyectso PHK-muwenun (1 konus),

_ copaepxaiiascs B 1 reHome Bupyca

OHK - - Ae30KCUpUBOHYKNEenHoBas K1UcnoTa

PHK - puboHyKnenHoBas Kucnora

HK - HYKNEeNHOBbIE KUCNOThI

nK - NONOXWUTENbHbIA KOHTPONL dkcTpakumn PHK, obpaTHol TpaH-
ckpunuum n LAMP, skntodaeT ¢parmeHtT PHK SARS-CoV-2

K - oTpuuaTenbHbln KoHTponb LAMP, He cogepxuT doparmeH oI
PHK SARS-CoV-2

LAMP - u3otepmuyeckas netnesas amnnudukauus (loop-mediated
amplification)

OT-LAMP - oBpaTHasa TpaHCKPUNUUA U U30TEpMUYECKas NeTrnesas amnnu-
dukauyms

FRT - nyopecueHTHas AeTEKUMS B PEXUME «PearnbHOro BpeMeHU»

OK - OTpuUUaTEeNbHbIA KOHTPONb 3KCTPaKUUN

OKO - OTpUL@TENbHbIA KOHTPONbHbI 06pasel

PY - PErMCTPaUNOHHOE YAOCTOBEPEHUE

COIM Ne 7 MKO PHK | - ctanpapTHbliA ob6pasel npeanpuatus, coaepxaiiuin dpparmeHT

SARS-CoV-2 PHK SARS-CoV-2
- ®epepanbHoe rocyaapcTBeHHoe OlomXeTHoe yupexxaeHue

OrbY «LClr» «LleHTp cTpaTtermyeckoro NNaHUPOBAHUA W YNpaBneHUs MEeUKO-

®MBA Poccuu Buonornyeckumn puckamu 3noposbio» defepanbHOro Meawko-
Buonoruyeckoro areHTcTBa Poccuiickoin degepavuun

OIBY «HLIOCMM» :(H:Jenep?anoe rocyfapctBeHHoe OlomKeTHOE yupeXxaeHue

MuH3apasa Poccun YUYHbIA LEHTp 3KCNepTu3bl CPeacTB MEAMLMHCKOrO NpuMeHe-
Hua» MuH3sgpasa Poccun

TY 21.20.23-005- - TexHuyeckme ycrnosus, B COOTBETCTBUN C KOTOPLIMU MPOU3BO-

01897400-2020 antcsa Habop peareHTos «AMnnuTecT® SARS-CoV-2 LAMP»

HA3HAYEHUE

Habop peareHToB ans BbisBneHnsa PHK kopoHaBupyca SARS-
CoV-2 tsaxenoro octporo pecnupatopHoro cuHapoma (COVID-19)
MeToAoOM u3oTepmudeckon amnnudpukaumm «AmnnuTect® SARS-
CoV-2 LAMP», panee — HaGop peareHToB «AmnnuTect® SARS-
CoV-2 LAMP», npegHasHayeH ONs KayeCTBEHHOro onpeaeneHus
PHK kopoHaBupyca SARS-CoV-2 Tsxenoro octporo pecnuparop-
Horo cuHapoma (COVID-19) B Guonorvyeckom matepunane (maskax
CO CNMU3NUCTON HOCO- U POTOrMOTKU) METOAOM U30TEPMUYECKON NeT-
nesow amnnudukauun (LAMP) c donyopecueHTHOW geTekunei B pe-
Xnme «peanbHOro BpeMeHn».
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MokazaHWA U NPOTUBOMNOKAa3aHUA K NpUMeHeHUIo Habopa pea-
reHToB

Habop peareHToB Mcnonb3yeTcs B KMMHUYECKOW nabopaTopHou
ANArHOCTUKE OCTPbLIX pecnupaTopHbIX MHMEKUUA 4NA uccnefosaHus
Buonorn4yeckoro matepuana, nony4eHHoro oT 1Ly c Nogo3peHmnem Ha
KOPOHaBUPYCHYO MH(EKLMIO, BHE 3aBUCUMOCTU OT POPMbI U HANUYUS
MaHudecTauumn 3abonesaHusn. Cneundpuyeckas naTonorms — KOpoHa-
BUMPYCcHoe 3abonesaHue, BbiaBaHHOe BUpycoMm SARS-CoV-2 (COVID-
19).

Matepuanom pgns nposegenus OT-LAMP cnyxaTt npobbl PHK,
BbleneHHble U3 Ma3KoB CO CIM3UCTON 0BOMOYKN HOCO- U POTOINOTKU
C MOMOLL|bIO KOMMNieKkTa peareHToB ans akcTpakuunm PHK/OHK u3 6uo-
noruyeckoro matepuana «AmnnuTecT® MarHo-Cop6-Typ6o» npous-
Boactea Prby «LIClM» ®PMBA Poccun (P.Y. Ne P3H 2022/16452)
(aBTOmaTnyeckast akcTpakuus PHK), unn koMnnekta peareHTos Ans
akcTpakumn PHK/OHK ns 6uonornyeckoro matepuana «AMnnnTect®
MarHo-Cop6-Komb6o» npoussoactea by «LCIM» ®MBA Poccumn
(P.Y. Ne P3H 2022/19200) (py4Has nnu asToMmaTudeckas akCTpakums
PHK), unu komnnekra peareHtoB ans akctpakumm PHK/OHK n3 6uo-
norudeckoro matepuana «AmnnuTect PUBO-npen» (P.Y. Ne P3H
2020/12985) npoussoactea OIbY «ULCIM» ®PMBA Poccun (py4Has
akcTpakums PHK).

MpoTnBonokasaHust K NPUMEHEHUIO OTCYTCTBYIOT, 3a MUCKNioYe-
HUEeM cryvaes, koraa 3abop marepuana He MoXeT ObITb OCYLLIECTBIEH
NO MEAULMNHCKUM MOKa3aHUsIM.

He ncnonb3oBatb HAOOp peareHTOB, ecnu HapylleHa BHYTPEHHSAA
yrnakoBka WUnv BHELLHUA BUA peareHTa He COOTBETCTBYET OMUCAaHUIO.

He ucnonb3oBaTb Habop peareHToB, ecnu He cobnoganuck ycno-
BUSA TPAHCNOPTUPOBAHUA N XPaHEHUS COrMacHO UHCTPYKLUMU.

He ncnonb3osaTb Habop peareHTOB NO UCTEYEHUU CPpoKa rogHo-
cTWN.

NMoTeHuManbHbIe NONIb3OBaTENIU MEAULIMHCKOIO nsaenus

K paboTte c Habopom peareHToB 40MyCKalOTCA TONbKO MeaULNH-
ckue paboTHuKkN, oOyyeHHble MeToaamM MONEKYNAPHON AUarHOCTUKU
n npaBunam paboTbl B KMUHUKO-ANArHoctTuyeckon nadbopartopun B
yctaHoBrneHHoMm nopsiake (CanlMuH 3.3686-21 «CaHuTapHo-anuae-
Muonoruyeckne TpebosaHus no npodpunakTuke MHPEKUNOHHbIX Bo-
nesHeny»).
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NMonynsuuoHHbLIE, nemorpaquecme acneKkTbl NpyuMeHeHnAa me-
AWUUHCKOro nagenuvsa

BeiseneHne PHK kopoHaBupyca SARS-CoV-2 metogom LAMP
NPOBOAUTCS MauUMeHTaMm C KNWHWYECKOW CUMNTOMAaTUKOW pecnupa-
TOopHOro 3aboneBaHusi, NOAO3PUTENBHOIO Ha UHGEKLWIO, Bbi3BaH-
Hyto SARS-CoV-2, B ocobeHHOCTU NpubbiBaoLwum U3 anmaemuorno-
rMYecku HebnarononyyHbiX PeruoHoB cpa3y Mnocne nepBUYHOro
OCMOTpA, a TaKKe KOHTaKTHbIM nuuam.

NPUHLUWUIMN METOAA

MpuHUMN TECTUPOBaHWUA OCHOBLIBAETCA Ha 3KcTpakuun PHK u3
o6pasLoB UccnegyeMoro matepuana CoBMeCTHO C BHYTPEHHUM KOH-
TponbHbIM o6pasuom (BKO IC-L1), c npoBeaeHnem Ha cnefytouem
aTane nccrnenosaHusa peakuum obpatHomn TpaHckpunuumu PHK u uso-
TepMmuyeckoi netnesoi amnnudukaumm (LAMP) yuactkos K[HK BbI-
sasnsaemoro supyca u KOQHK BKO IC-L1 ¢ dpnyopecLieHTHON peTek-
UMenin C NOMOLLbIO MULLEHb-cneunduyHoro gnyopecueHTHO-meve-
HOro npanmMepa (4na KaOKAoW MULLIEHN).

OkcTpakuusa PHK n3 obpasuyos uccrneayemoro marepuana npo-
U3BOAUTCA B COOTBETCTBUN C NHCTPYKLUMEN NO NPUMEHEHUIO K KOM-
nnekty/Habopy peareHToB ANA BbigeneHus HK B npucyTcTBumn BHYT-
peHHero KoHTpornbHoro obpasua (BKO IC-L1). BKO IC-L1 nosBonseT
KOHTPOMMpOBaTh BCE 3Tanbl UCCNeAoBaHUs AN Kaxaoro obpasua v
oueHuBaTb BNUAHWE NOTEeHUManbHbIX UHIMOUTOPOB Ha pPe3ysnbTaThl
nccnegoBaHus, CNyXuT Ans UCKNIYEHUA NoXHooTpuLaTenbHbIX pe-
3ynbTaToB.

C nony4yeHHbIMK Ha 3Tane akctpakuuu npobamm PHK nposo-
auTca obpartHas TpaHckpunuma PHK ¢ nomMolublo peBepTasbl U U30-
TepMmuyeckass netnesas amnnudukauusa yvactkoB kAHK npu no-
MOLLM creumnduyHbIX K 3TUM yyacTkam Habopos npanmepos U dep-
mMeHTa Bst-nonumepasbl. B coctaBe peakuMOHHOW CMECU NPUCYT-
CTBYIOT ¢hnyopecueHTHO-MeueHble npanmepsbl, CBA3aHHbIE C ONUro-
HYKNeoTUOOM C racutenem, KoTopble CBA3bIBAlOTCA C KOMMIIEMEH-
TapHbIM y4yacTkom amnnuduumpyemon k[AHK-muweHu, BcTpausa-
IOTCSl B OOMH U3 NPOAYKTOB peakuun, nocne 4ero npy ganbHenwen
amnnudpurkaumm NpoMcxoanT BbiTECHEHWE ONUroHykneoTuaa c racu-
Ternem u HapacTaHue MHTEHCUBHOCTU donyopecLeHLUnn OT NpuKpen-
NIEHHOrO K NpanmMepy griyopodopa. 3To NO3BOMNAET perncrpuposatb
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HaKonneHue Npoaykra amnnndukauum nyTem MusMepeHust MUHTe HCuB-
HOCTU cbnyopecueHTHoro curHana. [etekuusi dpnyopecueHTHoro
CUrHana ocyLlecTBnsieTcs HeNOCPEACTBEHHO B XoAe peakunn LAMP
C nomoubio amnnudukaTopa ¢ CUCTEMOU AeTeKuun hbrnyopecueHT-
HOro CUrHana B peXxume «peanbHOro BpeMeHu».

MNpn nccrnenoBaHMn 0gHOBPEMEHHO B O4HOW NpoBupke nposo-
aatca 2 peakumn OT-LAMP — amnnudpukauyua kAHK SARS-CoV-2
KOpOHaBUpyca, a Takke amnnudukauusa nocneaosartenbHocTn kHK
BKO IC-L1. Pesynbrathl amnnucukauum kOHK kopoHaBupyca
SARS-CoV-2 u kAHK BKO IC-L1 peructpupytotcst no 2 pasnuyHbIiM
KaHanam cnyopecueHTHON aeTekuun (cm. Tabn.1).

Tabnuua 1 — AHanus pe3ynbTaToB Mo kaHanam ana onyopodo-
poB

Ann dnyopochopa - o JOE _
kKOHK-muLweHb kOHK SARS-CoV-2 kHK BKO IC-L1
O6nactb NCKYCCTBEHHO
amnnudukaumm dparmeHT reHa RARP CUHTe3upoBaHHas
nocneaoBaTeNnbHOCTb
KOMMNEKTALUA

«LAMP-komnnekT» BapuaHT FRT-96 F.

MpepHasHayeH onsa nposegeHUsa peakunn obpaTHON TpaHCKpUn-
uum PHK v amnnudukauyum yyactka kAHK ¢ conyopecueHTHOM fe-
TeKUnen B pexumme «peanbHOro BpEMeHU», NO3BONSIET onpenensTb
PHK kopoHaBupyca SARS-CoV-2 B kayectBeHHOM chopmaTe. [Ans
npoBefeHusi NONHOro UccneaoBaHUA PpEKOMEHOYETCA UCNOMb30BaTb
KOoMnnekT peareHToB ana akctpakuum PHK/OHK ns 6uonornveckoro
matepumana «AmnnuTect® MarHo-Cop6-Typ6o» npoussoacTea
®reY «LUCl» ®MBA Poccum (aBTomatuueckas akcrpakumsa PHK),
nnn KomnnekT peareHToB AnA akcTpakuun PHK/AHK n3 6uonoruye-
ckoro matepuana «AmnnuTect® MarHo-Cop6-Komb6o» npounssoa-
ctea PI'bY «LClN» PMBA Poccumn (pydHas nnu aBTomaTuyeckas akc-
Tpakumna PHK), nunu komnnekTt peareHtoB ansa akctpakumm PHK/OHK
n3 Guonorudeckoro martepuana «AmnnuTect PUBO-npen» npowns-
Boactea ®I'BY «LICI» PMBA Poccuu (pydHas akctpakuus PHK), B
COOTBETCTBUM C UHCTPYKLMEH NponussoauTens.

Habop peareHTOB paccumMTaH Ha npoBeaeHue 96 onpeaeneHui.
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AHANTUTUYMECKUE XAPAKTEPUCTUKW HABOPA, COOTBET-
CTBYIOLWWUE TY 21.20.23-005-01897400-2020

Ana aaHHoro Ha6opa peareHToB npumMmeHunmbl cnefylllne xa-
PaKTEPUCTUKMN:

AHanuTu4eckas YyBCTBUTENbHOCTb (Npeaen o6HapyXeHus)

Tabnuua 2 — AHanUTUYeCKasa YyBCTBUTESNIbHOCTb
Habopa peareHToB «AMnnuTecT® SARS-CoV-2 LAMP»

B AHanuTuyeckas
ua
o (T HaGop peareHToB Komnnekr YYBCTBUTENbLHOCTb

oM Ansa akctpakuum PHK ana OT-LAMP (npenen oGHapyxe-

Marepuana
Hus), T3/mn
«AmnnuTect
Masku co PUBO-npen»
CIU3UCTOWN «Marnolpaiim «LAMP-koMmnnekT» 1%103
060no4KN HOCO- OACT-P» BapuaHT FRT-96 F
W pOTOMMOTKM «AmnnuTect®
MarHo-Cop6-Typ6o»

[aHHbIN npepen obHapyXeHUs pocTuraeTcst npyu cobnoaeHun
npaBun, yKkasaHHbIX B pasgenax «BsaTtue, TpaHcnopTupoBaHue U
XpaHeHue uccrneayemMoro Mmatepuanan.

AHanutun4yeckas cneum@PUYHOCTb

AHanuTuyeckasi cneundudHocTb Habopa peareHTOB goKasaHa
npwu nccnegoBaHNN Crneayrowmx TUNOB NpenapaToB B KOHUEHTpauun
He meHee 1x100 F3/mn:

- PHK wrtammoB SARS-CoV HKU39849, MERS-CoV, HCoV
229E, HCoV 0OC43, HCoV NL63 (European Virus Archive Global
011N-03868 - Coronavirus RNA specificity panel);

- wrammos supyca rpunna A (H3N2) (ATCC®VR-776) n Bupyca
rpunna B (Victoria Lineage) (ATCC® VR-1930) us konnekuum ATCC®
(American Type Culture Collection, CLLUA);

- wtammoB Streptococcus pneumoniae (Ne 131116), Streptococ-
cus pyogenes (Ne 130001), Haemophilus influenzaé (Ne 151221),
Staphylococcus aureus (Ne 201108), Klebsiella pneumoniae (Ne
180129) n3 NocypapCTBEHHON KOMNEKUMU NaToreHHbIX MUKpoopra-
HuamoB (IKINM) oIrey «HLUI3CMI» MuHsgpasa Poccum.

Mpyn TecTMpoBaHMM BbllLENEepPEYNCEHHbIX 0Opa3LOB MOMOXK-
TenbHbIX peakuun (pe3ynbTaToB) BbIABNEHO He Obino.
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UHTepdepupyrolme BewecTsa U orpaHM4eHUs MO UCTNONL30-
BaHUIO Npo6 uccregyemoro matepuana

NHTepdepupytowmne sellecTsa MoryT Haxoautbes B Npobe 6uo-
FIOrMYECKOro Matepuana unu nonagartb B Heé€ Ha atane npobonoga-
rotoBkn. Habop peareHtoB «AmMnnuTect® SARS-CoV-2 LAMP»
HE UCMONb3yeTCA Ha NEPBOM 3Tarne 3KCTPaAKUUU HYKNEUHOBbLIX KUC-
not u3 npobbl GuomaTepuana, npegHasHa4yeH ToNbKo ANA criegyo-
LLero atana — 4ns aHanunsa yxe sbigeneHHon npodsl PHK meToaom
OT-LAMP. [ns npo6onoarotoBku peKkoMeHAyeTcss NPUMEHSATb
TONbKO 3aperucTpupoBaHHbie B PP Habopbl peareHToB ANA 3KCTpak-
LM HYKINENHOBbIX KUCHOT.

Ana koHTponsa 3adhPEKTUBHOCTU IKCTPaAKLUUU HYKNENHOBBLIX KUC-
not n OT-LAMP B Habope peareHTOB NpeaycMoTpeHa ogHOBpemMeH-
Has obpartHas TpaHckpunuus PHK 1 amnnudpukauma k[HK kopoHa-
Bupyca SARS-CoV-2 1 BHyTpeHHero koHTpornbHoro obpasua (BKO).
BKO pobasnsieTca B kKaxablt obpasel, buonorndeckoro matepuana
Ha aTane akcTpakuun PHK. B xoae peakunu amnnudpukaumm Hanm-
yne curHana, CBUAETENbCTBYIOWEro O HakonneHun dparmMeHToB
kOQHK BKO, roeoput 06 otcytctBun uHrmbuposaHna OT u LAMP, u
CIY)XUT ONSA UCKIIOYEHNA JIOXKHOOTpULATESbHbIX pe3ynbTaToB UC-
crefoBaHus.

HenpurogHbiMu Anst UCcnenoBaHus ABNSOTCA obpasybl, o6bem,
YCroBUSA/CPOK XpaHEHUSA U TPAHCMOPTUPOBKUA KOTOPbIX HE COOTBET-
cTByloT TpeboBaHNAM, yKasaHHbIM B pasgene «Basatne, TpaHcnopTu-
poBaHWE N XpaHeHWe nccrnegyemoro Mmatepuanay.

Bocnpoun3sBoauMoCTb

BocnponssogumocTtb uccnefosaHust 6bina onpepeneHa ans
Habopa peareHTOB B ABYX He3aBUCUMbIX naboparopusix, B pasHble
AHW, Ha pasnNuUuHbIX Npubopax NyTem TECTUPOBAHWUA MONOXUTESb-
HbIX U OTpULATENbHbLIX MOAeNbHbIX 06pa3uoB. MNonoxutTensHblie 06-
pasubl npeacraBnsanu cobon pasBefeHust ctaHgapTHoro obpasua
COMM Ne 7 NMKO PHK SARS-CoV-2 ¢ koHueHTpauusamm 1x104 n 1x103
[3/mn, B KayecTtBe oTpuuaTenbHoro obpasuya Obisi UCNONbL30BaH
OKO.

Pesynbtathl Ans Habopa peareHToB npeacTaBneHbl B Tabn. 3.
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Tabnuua 3 —Bocnpou3BoAUMOCTL UcCCieAoBaHUsA ANA Habopa
peareHToB «AmMnnuTecT® SARS-CoV-2 LAMP»

pas- | 1o, % | pas- | % | pas-
we | | uos uos

ABTomaThqecKaﬂ akcTpakuua PHK
¢ ucnonb3osaHuem komnnekra «<AMnnuTect® MarHo-Cop6-TypGo»

Monoxutenb-
Hble COlT Ne 7 6 100 12 100 12 100 18 100
1x104 F'3/mn

MNonoxutenb-
Hble COlM Ne 7 6 100 12 100 12 100 18 100
1x103 F'3/Mn

Smenarene” 100 12 100 12 100 18 100

ABTomaTuyeckas akcTpakuua PHK ¢ ucnonbaosaiuem Ha6opa «MarHollpaim ®ACT-P»

Monoxutenb-
Hble COlM Ne 7 6 100 12 100 12 100 18 100
1x104 F3/mn

MNMonoxutens-
Hble COlM Ne 7 6 100 12 100 12 100 18 100
1x103 F'3/mn

Otpuuatens-
Hble

6 100 12 100 12 100 18 100

PyuHast akcTpakuua PHK ¢ ucnonbzoBaHuem komnnekra «<AmnnuTect PUBO-npen»

MonoxuTtens-
Hble COINM Ne 7 6 100 12 100 12 100 18 100
1x104 F'3/mMn

MonoxuTens-
Hble COlM Ne 7 6 100 12 100 12 100 18 100
1x103 F'3/mn

OTtpuuarens-

o 6 100 12 100 12 100 18 100

AUATHOCTUYECKUE XAPAKTEPUCTUKU

[dnarHocTudeckue nokasatenu Habopa peareHTOB OLieHUBanu
Ha OCHOBaHWW pe3ynbTaToB, NONY4YEHHbIX NPV aHanu3e Npob Ma3kos
CO CINU3UCTON HOCO- U POTOrNOTKW, NpeaBapuUTENbHO OXapakTepuso-
BaHHbIX KaK cogepxalwume (62 obpasua) un He copepxaiyme (105 06-
pasuoB) kopoHaBupyc SARS-CoV-2 (oT nauueHToB C npusHakamu
OCTPbIX PECMMPATOPHbLIX UHMEKUNA, MHPEKUMA HMKHUX ObiXaTernb-
HbIX NyTEN U OT KNUHUYECKU 300poBbIX Ntogen). B kayectBe Habopa
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cpaBHeHus 6bin ucnonb3osaH Habop anA BoisisneHns PHK kopoHa-
upyca SARS-CoV-2 metoqom netneson usotepmanbHOU amnnu-
cpukaumm «MartnTecT» no TY 21.20.23-096-26329720-2020 npouns-
Boactea AO «TEHEPUYM» (P.Y. Ne P3H 2021/14279) ¢ ucnonb3so-
BaHuem ansa akctpakuumm PHK komnnekta peareHToB «[MPOBA-HK-
MAKOC» (P.Y. Ne ®CP 2010/08867) nponssoactea OO0 «HMNO QHK-
TexHonorua». B kayectBe meToda, NOATBEPXAAOLIEro Hanuyme
PHK SARS-CoV-2 B Guonoruyeckom matepuane, ans 3 auckop-
AaHTHbIX 06pa3uoB OblNo UCNOMb30BaHO NOMHOrEHOMHOE CEeKBEHU-
poBaHue k[QHK Bupyca (c ucnonb3soBaHveM cekBeHUpPYOLLEN nnaT-
cdopmsi lllumina NextSeq 550, Habopa NextSeq 500/550 Mid Output
Kit v2.5 (300 uuknos) (lllumina) n Habopa peareHtoB AmpliSeq
Library PLUS (lllumina)).

B cocTaB rpynnb! oTpuuaTtenbHblx, He cogepxawmx PHK SARS-
CoV-2 obpasuos, Bxoaunn obpasubt OT NaLMEHTOB C BbiABNEHHbIMA
pas3nuyHbiMu Bo3byantensmu OPBU (npu npeasapuTenbHOM TecTu-
pOBaHUM C NOMOLLbIO HABOPOB peareHToB, 3aperncTPUPOBaHHbLIX B
ycTaHoBneHHoM nopsiake): 10 obpasuos c BbisiBneHHon PHK Bupyca
rpunna A (Influenza virus A); 5 o6pasuos c BbisiBneHHo PHK pecnu-
paTopHO-CUHUUTUaNbHoro Bupyca (human Respiratory Syncytial
virus — hRSv); 10 obpasuoe ¢ BbissneHHon PHK BupycoB napa-
rpunna 1, 2, 3 v 4 Tunos (human Parainfluenza virus-1-4 — hPiv); 10
obpasuoB ¢ BbisiBneHHon PHK puHoBupycos (human Rhinovirus —
hRv); 5 o6pasuoe c BbiseneHHon JHK ageHosupycos rpynn B, C u
E (human Adenovirus B, C, E — hAdv); 1 obpaseL, ¢ BbiABNEHHOW
PHK meTtanHeBmoBupyca (human Metapneumovirus — hMpv); 8 o6-

pa3LoB c BbisBneHHol PHK kopoHaBupycos (human Coronavirus —
hCov).

Tak kak cny4yauv uHdpekuum, BoisasaHHon supycom MERS-CoV, He
3acdmkcupoBaHbl Ha Tepputopumn Poccuiickon depepaiiuu, cnyvam
WHdekunn, BbI3BaHHOW Legionella pneumophila, BbisBNAIOTCA
peako, a obpasupl, coaepxaiwiue Streptococcus pneumoniae n Hae-
mophilus influenzae type B, supyc rpunna B (Influenza virus B), Ha
MOMEHT NPOBEAEHUSA KNUHUYECKUX UCCNefoBaHU OTCYyTCTBOBamNy,
Ouonornyeckux martepvan oT nNauueHToB C UH(EKUUAMU, Bbl3BaH-
HbIMW AaHHbIMW BO3OyauTENnaMU, He Bbin nccnenosaH B npoLiecce
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KMWHUYECKMX UCNbITaHW Habopa peareHToB «AMnnuTect® SARS-
CoV-2 LAMP»".

PesynbTaTbl NpuMeHeHUs Habopa peareHToB nNpeacTaBneHb! B
Tabnuue 4.

[dunarHocTuyeckue xapakTepucTukn Habopa peareHToB npep-
cTasneHbl B Tabnuue 5.

Tabnuua 4 — Pe3ynbTaTbl TecTupoBaHUA Habopa peareHToB
«AmnnuTec1® SARS-CoV-2 LAMP»

| nonoxurens-
M Bcero uccne- 62 0
a3Kn U3 HOCo- HbIX
W POTOrNOTKN AosaHo oTpuuaTenb-
167 obpasuoB P I:lblx 0 105

Ta6bnuua 5 — [lnarHocTuyeckue xapakrepucTuku Habopa pea-
reHToB «AmnnuTec1® SARS CoV-2 LAMP»

Ma3ku u3 Hoco-
¥ pOTOrNOTKN

95,3-100 97,2-100

' MNpu npoBepke aHanuTUMuYeckon cneuucduyHocTn Habopa ObiINo MokasaHO OTCYTCTBUE NOXHbLIX
nonoxuTenbHbIX peaynstaTtos B npucytcTeun PHK MERS-CoV, OHK Streptococcus pneumoniae v
OHK Haemophilus influenza type B, Influenza virus B.
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MEPbI NTPEOOCTOPOXHOCTU U CBEOEHUA OB YTUNU3A-
LU

WccnepoBaHust MO BLISBEHUIO B KIUMHUYECKOM MaTepuane
COVID-19 pomkHbl NpoBOAUTLCH B COOTBETCTBUU C METOAUYECKUMU
pekomeHpgauvamm MP 3.1.0169-20 «JlabopaTopHaa AnarHocTtuka
COVID-19» B pepakuum MP 3.1.074-20 ¢ N3meHeHusamn Ne 1 ot
30.04.2020. ccnepoBaHus Mo BbISIBIIEHUIO B KNMMHUYECKOM MaTepu-
ane Bo3bygutenen MHPEKUNOHHbIX BonesHen, oTHocAWwmUxcsa ko |l
rpynne NnaTtoreHHOCTH, AOSMKHO NPOBOAUTLCA C CODNIOAEHUEM CaHu-
TapHo-anuaemuonoruyeckux npasun CanlluH 3.3686-21«Canu-
TapHo-anugemuonoruyeckne TpedosaHnsa No npodunakTuke NHopek-
LMOHHBbIX BonesHen» n CaHllvuH 2.1.3684-21 «CaHutapHo-annge-
Muonoruyeckue TpeboBaHus K CoaepXxaHuo TeEppPUTOPUIA ropoacKUX
N CenbCKUX NoceneHui, K BoagHbiM o6bekTam, NUTbEBOW BoAE U NK-
Tb€BOMY BOAOCHaOXeHUo, aTMOCepHOMY BO3OyXy, NoYBaM, Xu-
NbIM NOMELLEHUAM, IKCnNyaTauun NPon3BOACTBEHHbIX, obLlecTBeH-
HbIX MOMELLEHUI, opraHn3aumMn n NnpoeeaeHno CaHUTapHO-NPOTUBO-
annaeMmnyeckunx (npodunakTuiyeckux) meponpuatuin». [inarHoctuka
BO3OyauTenen UHEKUNOHHLIX BonesHen |l rpynnel naToreHHoCcTU
MOJEKynspHO-reHeTu4eckumu metonamu (6es HakonneHus Bo3Oy-
AWUTEnNs1) MOXeT MpPoBOAUTLCA B nabopaTopusax, UMELWMX CaHu-
TapHO-3NUAEMNONONMYECKOE 3aKtoueHne 0 BO3MOXHOCTU NnpoBeae-
HUa paboT ¢ mukpoopraHuamamu Il - IV rpynn naToreHHOCTU B COOT-
BETCTBUM C TpeboBaHuaAMKU caHuTapHbIX npasun CadllvH 3.3686-
21«CanuTtapHo-anuaemuonorudyeckne tpebosaHua no npodpounak-
TUKE UHPEKLUMNOHHBLIX BonesHen».

K pabote c Tect-cuctemamu gnsa anarHoctukn COVID-19 B na-
GopaTopun opraHusauunM [ONycKalTCA cneuuManucTbl, Aaslive
NUCbMEHHOE Corflacue U npolleflne MHCTPYKTaX, NpoBeaeHHbIN
coTpygHukamn nabopatopun PocnotpebHapsopa, nMmetowmx caHm-
TapHO-3aNuAeMuonornyeckoe 3aknoyeHme Ha paboty ¢ Bo3bygure-
namu nHdEeKUMOoHHbIX 3aborneBaHuit Yenoseka |l rpynnbl naToreHHo-
cTu.

C60p KNUMHMYECKOro MaTepuana u ero ynakoBKy OCyLlecTBAeT
paboTHUK MEeAULIMHCKOW opraHusaumn, obyyeHHbld TpeboBaHUAM n
npasunam 6uonornyeckon GesonacHocTn npu paborte n cbope ma-
Tepuana, nogo3puTENbHOrO Ha 3apaXXeHHOCTb MUKpoopraHusmamu
Il rpynnbl natoreHHocTU. Kaxxabin obpaseu marepuana nomeLlaoT B
OTAENbHYK TPAHCNOPTHYIO EMKOCTb, obecnevnBas B COOTBETCTBUM
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c Tabnuuen metoguyeckux pekomeHgaumin MP 3.1.0169-20 «Jlab6o-
paTopHas guarHoctuka COVID-19».

Bce obpasubl, cobpaHHblie ansa nabopaTopHbIX UCCNEfOBaHUM,
AOIMKHbI paccMaTpuBaTbCA Kak NOTEeHUManbHO WHMEKUMOHHble, U
MEOULIMHCKUIMA NepCoHan, KOTOpbIW cobupaeT unu NepeBo3nUT KIUHK-
yeckue obpasubl, [OMKEH CTporo cobnogate TpeboBaHusa buonoru-
yeckon 6GesonacHoCTU Kak npu pabote ¢ MukpoopraHusmamu |l
rpynnbl natoreHHocTu. [NepeBo3ka obpasuyoB AOMKHA OCYLLECTB-
NATLCA B COOTBETCTBUWN C TpeboBaHWAMM CaHUTAPHOro 3akoHoaa-
TeNbCTBa NO OTHOLLUEHUIO K MUKpoopraHuamam |l rpynnel natoreHHo-
CcTW.

MaTepuan gnsa nccnegoBaHuin nognexuT npeasaputTenbHon 06-
paboTke B COOTBETCTBUN METOOUYECKAMM yKa3aHusMun MY 1.3.2569-
09 «OpraHusaunsa paboTbl nabopaTtopuin, UCNONb3YIOWUX MeToAbl
amnnudurkaumm HyKNeMHOBbLIX KUCMOT npu pabote ¢ matepmanowm,
coAepxaLymmM MUKpoopraHuamel |-V rpynn naToreHHoCTM».

Mpu paboTe HeobxoaMMo Bceraa BbiNOMHATL cnepyowme Tpebo-

BaHWS:

- PaccmaTtpuBaTtbh uUcxogHble uccnegyembie obpasubl buonoruye-
CKOro matepuvana Kak UH(heKLMOHHO-ONaCcHbIe; UHaKTUBUPOBATL
UCXOAHbIE uccneayembie obpasLbl Guonornyeckoro martepuana
B COOTBETCTBMU MeToAMYECKUMM yKasaHusmu MY 1.3.2569-09.

- WccneposaHusa npoBoaaTcs B GOKCMPOBAHHLIX MNOMELLEHUSIX,
obopynoBaHHbIX CUCTEMAMU NPUTOYHOW WU BbITSXKHON BEHTWNSA-
uuu unu 6okcax mukpobuonorndeckon 6esonacHoctu Il knacca.

- Temnepatypa B nomelwleHusax nadopatopun ot 20 go 28 °C, ot-
HocuTenbHas BnaxHocTb oT 15 ao 75 %.

- PaccmatpuBath uccnenyemble obpasubl Kak WHMEKLMOHHO-
ornacHble, opraHu3oBbiBaTb paboTy U XpaHeHWe B COOTBETCTBUU
c CanlluH 3.3686-21 «CaHuTapHO-anuaemumonorundeckmne Tpe-
6osaHusa no npodunakTuke MHPEKLUMOHHbIX BonesHen».

- YbupaTb 1 gesnHdpuumposaTb pasnuTbie 0bpasLbl, UCNOMb3ys
AesnHduumpylowme cpenctea B coortsetctBum ¢ CanlluH
3.3686-21 «CaHuTtapHo-anungemuonornyeckne tpedbosaHus no
npodunakTuke MHPEKUMOHHbIX BonesHen.

- JlabopatopHbiit npouecc [oOMmMKeH ObiTb OAHOHAMPaBNEHHbLIM.
AHanus npoBoAUTCS B OTAENbHbIX NOMELLeHUsIX (3oHax). PaboTty
cnegyeT HauuHaTb B 30He JKCTpakuun, npogonmkartb B 3oHax Am-
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nnudpukauum n Netekunn. He Bosspawate o6pasubl, 060pynosa-
HWe 1 peareHTbi B 30HY, B KOTOpo# Obinia npoBeaeHa npeablayuyas
cTagus npouecca.

Heucnonb3oBaHHble peareHTbl, peareHTbl C UCTEKLLUM CPOKOM
rOAHOCTHU, a TaKKe UCMOSNb30BaHHbLIE peareHTbl, YNnakoBKy2 6uo-
norvyeckuin marepuarn, BKNYaa martepuanbl, MHCTPYMEHTbI U
npeaMeTbl, 3arpsisHeHHble Buonorudyeckum martepuanom, cne-
ayeT ypansate B cooTtBeTcTBUM C TpeboBaHuamu CanlluH
2.1.3684-21 «CaHuTapHo-anuaemuonoruyeckme TpeboBaHusa K
COAEPXAHUID TEPPUTOPUINA TOPOACKNX U CENbCKUX NOCENEHUN, K
BOAHbIM oDbekTam, NMUTbLEBON BOAE U NUTLEBOMY BOAOCHabXxe-
HWUIO, aTMOCcEPHOMY BO3YXY, MOYBaM, XWUSbIM NOMELLEHUAM,
aKkcnnyarauunm npousBoaCTBEHHbIX, OOLECTBEHHbIX MNoMeLe-
HWIA, OpraHn3aunmn n NPoBeAEHUI0 CaHUTapHO-NPOTUBO3INUAEMU-
yeckux (npodrunakTu4ecknx) MeponpuaTUn:.

BHUMAHME! lNpu yoaneHun oTxoaoB nocne amnnudukauuu

(npobupok, copgepxawmx npoaykrel LAMP) HeaonycTuMoO OTKpbiBa-
Hue Npobupok 1 pasbpbizruBaHne coaepXXMmMoro, NOCKOsbKy 3TO MO-
XXET NpUBECTU K KOHTamuHauuu npoaykramu LAMP nabopaTtopHou
30HbI, 060pyaOBaHUA U peareHToB.

Ucnonb3oBaTb U MEHATb MPU KaXgon onepauuu ogHopasoBble
HAKOHEYHWKU ANS aBTOMAaTUYECKUX A03aTOpPoB ¢ hunbTpom. Oa-
HOpA30BYl0 MNMAcTUKOBYID nocydy (NpPobupkn, HaKOHEeYHUKW)
Heobxoanumo cbpacbiBaTh B crielnanbHbI KOHTENHEp, coaepxa-
WA ge3nHuuupyowee cpeactso, KOTopoe MOXeT ObiTb uc-
nonb3oBaHo Ans obessapaxuBaHUs MEOULIMHCKUX OTXOOB.
[MoBEPXHOCTU CTONOB, a TakKe MOMELLIEHUs, B KOTOPbIX NMPOBO-
avTtcs noctaHoBka LAMP, oo Hadana v nocne 3asepLieHuns pa-
60T Heo6xoaMmo noaBepratb ynbTpadnoneToBoMy obnyyeHuio
B TeyeHne 30 MuH.

Ha6Gop peareHTOoB NpegHasHaveH Ans ogHOpasoBOro npumeHe-
Hust pnsa nposepeHna LAMP-uccneaoBaHusi ykazaHHOro Konuye-
ctBa npob (cm. pasgen «CocraBy).

Habop peareHTOB rotoB K NMPUMEHEHUIO COrnacHo AaHHOW WH-
cTpykunu. NpumeHaTe HAbop peareHToOB CTPOro NO HasHa4YEeHMUIO.
K paboTte c Habopom peareHTOB AoNycKaeTCA TONbKO NepcoHan,

2 Hencnonb3oBaHHblEe peareHTbl, peareHTbl C UCTeKLLUM CPOKOM rogHOCTU, UCnonb3oBaHHbIE pea-
reHTbl, ynakoBKa OTHOCATCA K KIacCy onaCcHOCTU MeaAULUMHCKUX 0TX0O0B r.
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06y4YeHHbI MeToAaM MOJSIEKYNAPHON ANarHOCTUKM U NpaBunam
paboTbl B KNMHWKO-AUArHOCTUYECKON nabopaTopun B yCTaHOB-
nexHom nopsiake (CanluH 3.3686-21 «CaHuTapHo-anuaemuno-
noruyeckue TpeboBaHus nNo npodunakTuke NHPEKLUNOHHLIX 6o-
nesHen»).

He ncnonb3oBaTb Habop peareHToB, eCcnu HapylleHa BHYTpeH-
HASA ynakoBKa WNW BHELUHWA BWA peareHTa He COOTBETCTByeT
OnNUCaHuto.

He ucnonb3oBaTb Habop peareHToOB, ecnu He cobnoaanuck
YCMNOBUSI TPAHCMOPTUPOBAHUA U XpPaHEHWs COrNMacHO MHCTPYK-
Luu.

He ncnonb3oBatb Habop peareHTOB NO UCTEYEHUN CPOKa rogHO-
cTh.

Wcnonb3oBaTb 0gHOpAa30BbLIe HEONyApPEHHbIE NepyaTku, nadopa-
TOpHble XanaTbl, 3aWuwaTh rnasa Bo BpeMsa paboTbl ¢ obpas-
LamMu U peareHTamu. TwaTesnbHO BbiMbiTb PYKA MO OKOHYaHWK
paboTbl. Bce onepaunn npoBoasaTCA TONbKO B Nep4yaTkax ans uc-
KIHOYEeHMNs KOHTaKTa C OpraHM3mMoMm YyesioBeka.

N3beraTth BObIXaHUSA NApOB, KOHTaKTa C KOXEeW, rnasaMmn mn cnu-
aucToi obonoukoi. BpeaeH npu npornatbiBaHun. [pu KOHTakTe
HeMeANeHHO NPOMbITb NOPaXeHHOe MECTO BOAOW W NpU Heob-
XOAUMOCTK 0OpaTUTLCA 3a MEAULIMHCKON NOMOLLIbIO.

Mpu cobniogeHnn ycnosui TpaHCNOPTUPOBKKU, aKcnnyaTauum u
XpaHEHUs PUCKN B3pbiBa M BO3ropaHUsa OTCYTCTBYIOT.
NHdopMaLMoHHoe nucbMo o 6e3onacHocT Habopa peareHToB
AOCTYMHO MO 3anpocy.

OLeHKa BepOoATHLIX COOLITUIN, B pe3yfbTaTe HacTynNeHns KOTO-

DbIX MOTYT NPOU3OUTN OTbULLATESNIbHbIE NOCNEACTBUA ANA opraHnsma

YyesioBeKa.

I'IpM NCronb3oBaHMU NO Ha3Ha4YeHuUo N cobnioaeHnn Bbllliene-

peYncrneHHbIX Mep NpeaocTopoXHocTn Habop peareHToB Oesona-

Cneundumnyeckue BO3AENCTBUS KOMMIIEKTA peareHToB Ha opra-

HU3M YenoBeKa:

- KaHueporeHHbIn adpdeKT OTCYyTCTBYET.
- MyTtareHHOe pencTene oTCyTCTBYET.
- PenpoaykTuBHasi TOKCUMHOCTb OTCYTCTBYET.
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OONONMHUTENBHbLIE MATEPUATINBLI U OBOPYAOBAHUE
B3AaTue uccneayemMoro marepuana

1.

Cpepna ANst XpaHeHUs U TPaHCNOPTUPOBKU pecnupaTopHbIX mas-
koB «AmnnuTect® TCP» (PY Ne P3H 2022/16719, npoussoa-
ctea ®I'BY «LIClM» PMBA Poccun).

3oHA-TaMnoH Aans otbopa, TPaHCNOPTUPOBKU U XpaHeHust uo-
nornyeckux npo6 (Hanpumep, DELTALAB S.L.U. («AEJIbTANAB
C.J1.Y.»), UcnaHus).

OpHopasoBble MONMMPONUMNEHOBbLIE MNOTHO 3aKpblBaloLMeCs
npobupkn obvemom 2,0 mn (Hanpumep, Axygen, Inc. («3kcu-
oxeH, NHk.»), CLLA).

Akctpakuua PHK u3 nccneagyembix obpasuoB (pyyHasa unu as-
TOMaTUYecKas)

PyuHas akcTpakuusa PHK u3 uccneayembix o6pasuos

1.

P~ W

KomnnekTr peareHtos ansa akctpakumm PHK/OHK n3 6uonoruye-
ckoro matepuana «AmnnuTect PUBO-npen» npousBopcTsa
®drbY «LUCM» ®MBA Poccuum, PY Ne P3H 2020/12985.
NamuHapHbih 6okc (Hanpumep, «BABN-01-«JlamuHap-C»-1,2»,
«JlamuHapHble cucrtembi», Poccus, knacc 6uonoruyeckon bes-
onacHocTtu Il Tun A).

BopTtekc (Hanpumep, SIA Biosan, JlaTteus).

TepmocTaT ansa npobupok Tuna «3nnengopd» ot 25 go 100 °C
(hanpumep, « TEPMO 24-15», «buokom», Poccus).
MukpoueHTpudgyra pns npobupok Tuna «3nneHgopd» Ao 16
Tbic 06/MUH (Hanpumep, «Elmi», NNaTeus, «Hettish», Fepmanus).
ABTOMaTU4YECKNE WM MEeXaHU4ecKkue no3aTopbi NepemMmeHHoro
ob6vema (Hanpumep, OO0 «BbuoxuTt», Poccus).

BakyyMHbIn oTcacbkiBaTeNnb MEAULNHCKUA C KONOOW-NOBYLLKON
0N yaaneHusa HapocafodHom xugkocTtu (Hanpumep, «OM-1», T.
YnbsHoBCK, Poccus).

OpHopasoBble NONUMNPONUNEHOBLIE 3aBUHYMUBAKOLLMECH WA
MMNOTHO 3aKpbiBawoLnecs Mukponpobupkun obvemom 1,5 mn
(Hanpumep, «Axygen», CLLA).

OpHopa3oBble HaKOHEYHUKN ANS A03aTOPOB NEPEMEHHOIO 00b-
ema c aspo3onbHbiM 6apbepom ao 200 n go 1000 mkn (Hanpwu-
mep, «Axygen», CLLA).
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10.

11.

12.

13.

14.

OpHopasoBbie HAKOHEYHUKU Afis1 403aTOPOB NepeMeHHOro obb-
ema ao 10 un 200 mkn (Hanpumep, «Axygeny», CLLA).

LLitaTnebl Ans mMukponpobupok obvemom 1,5 mn (Hanpumep,
«MNHTepNabCepsucy», Poccust) n HakoHeyHUKOB (Hanpumep,
«Axygeny, CLLA).

XonopunbHUK oT 2 go 8 °C ¢ MOpPO3UNbHON KaMepon He Bblille
muHyc 16 °C.

OTaenbHbIA XanaT, wanoyku, obyBb U ogHOpa3oBble NepyYyaTku
no MY 1.3.2569-09.

EMKOCTbL € Ae3NHPULMPYIOLLIMM paCcTBOPOM.

ABTOoMaTnyeckas akcTtpakuust PHK us uccnepyembix obpasuos

1.

KomnnekT peareHtoB ans akctpakuum PHK/OHK u3 6uonoruye-
ckoro maTtepuana «AmnnuTect® MarHo-Cop6-Typ6o» npounssoa-
ctBa ®IBY «LICM» ®MBA Poccuum (P.Y. Ne P3H 2022/16452).
KomnnekT peareHtoB ans akctpakumm PHK/QHK u3 6uonoruye-
ckoro maTtepuana «AmnnuTect® MarHo-Cop6-KomGo» npowus-
Boactea OIBY «LClM» ®PMBA Poccum (P.Y. Ne P3H 2022/19200).
ABTOMaTU4ecKas ctaHuma ans akctpakuum HK (Hanpumep, oo-
aupytowasa ctaHuusa Microlab STARIet (Hamilton Bonaduz AG,
(«famunbTOoH BoHagyy Al») LWseenyapusa, P.Y. Ne P3H
2018/6981), sapeructpupoBaHHas B P® n yaosnetsopstoLlas
cneayowmm TpedoBaHUAM:

- BO3MOXXHOCTb peanusauuu rnocnenoBatesibHoCTU 3TanoB 3KC-
Tpakuum B cooTBeTCTBUN C MHCTPYKUUAMWN MO NPUMEHEHNIO K
Kkomnnekram peareHToB «AMnnuTecT® MarHo-Cop6-Typ6o» unu
«AMnnuTect® MarHo-Cop6-Komboy;

- HanNn4Yne cucTemMbl A03MPOBAHUA XUOKOCTEN B AuanasoHe oT
100 po 500 mk;

- HaNW4YMe MarHUTHOro LWTaTUBA UM MarHUTHbIX CTEPXHEN AN
cbopa marHeTM3npoBaHHOW CUSTUKN;

- HanNu4ne TepmocTaTta Unu TepmMmollenkepa C BO3MOXXHOCTbIO
Harpesa He MeHee 4Yem ao 60 °C;

- HanNu4ne cUcCTeMbl NepemMeLLnBaHKUA XUOKOCTEN LenKnpoBa-
HUEM NN NUNeTUpPOBaHNEM.

KoMmnnekT pacxofHbix Mmatepvnanos AN aBTOMaTUYECKOWN CTaH-
LUun gns akctpakumm HK cornacHo uHcTpykuum MNMpoussoautens
aBTOMaTUYECKON CTaHLM.

NamuHapHbin 60kc (Hanpumep, «BABR-01-«Jlamunap-C»-1,2»,
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NOo

9.

«JlamnMHapHbie cucteMbl», Poccus, knacc buonornyeckon Ges-
onacHocTu Il Tun A).

BopTekc (Hanpumep, SIA Biosan, Jlateus).

ABTOMATUYECKME WU MEXAHWYECKUE [03aTopbl NEPeMEeHHOro
obbema (Hanpumep, OO0 «buoxut», Poccus).

XonoaunsHUk ot 2 no 8 °C ¢ MOpO3nNbLHON KAMEPOU He Bblle
MuHyc 16 °C.

OTaenbHbIA XanaT, wanoyku, obyeb U 04HOpPA3oBbIE NepyaTKu
no MY 1.3.2569-09.

10. EMKoCTb € Ae3smHdUUMpyoLwmMmM pacTBOPOM.

O6paTtHasi TpaHCKpUNuusa, U3oTtepMmuyeckas amnnudukaumsa c
chnyopecueHTHOM AeTeKuuen NpoayKToB amnnaudukaumm

1.

o o

OpHopa3oBble NONUNPONUIIEHOBbLIE NPOBUPKN:

- 3aBMHYMBAIOLMECH WNKU NOTHO 3akpblBaloLwmeca Npobupku
obbemom 1,5 mn (Hanpumep, Axygen, Inc. («3SkcumxeH, UHk»),
CLUA) anst NnpUroToBNeHns peakuMoOHHON CMECH.

- TOHKOCTeHHble nNpobupkn ans MNUP o6bemom 0,2 mn c BbINyk-
MOV WUNWU MMNOCKOW OMNTUYECKU NPO3PaYHOM KPbLILLKOA MW Npo-
6upkn obvemom 0,2 mn B cTpMnax no 8 WT. ¢ Npo3padvHbIiMuU
Kpbilkamu (Hanpumep, Axygen, Inc. («QkcumxeH, UHk»), CLUA)
— Npy Ucnonb3oBaHMn npubopa nnaHwWeTHOro Tuna;

- TOHKOCTEHHbIe npobupkn ana MNLP o6bemom 0,2 mn ¢ nnockon
Kpbllukon (Hanpumep. Axygen, Inc. («3kcupxkeH, WUHk»), CLUA)
unu npobupku k Rotor-Gene o6vemom 0,1 mn B cTpunax no 4
WT. ¢ Kpbiwkamu (Hanpumep, QIAGEN GmbH («KnareH 'm6X»),
epmaHus) — npu ucnonb3oBaHuu npubopa poTopHOro TMna.
OpHopasoBble HaKOHEYHWKK ANSA [03aTOPOB NepeMeHHoro oob-
ema ¢ dunbTpom ao 200 mkn (Hanpumep, Axygen, Inc. («3kcu-
axeH, UHky), CLUA).

LUtaTuebl gnsa npobupok o6vemom 0,2 mn wnn 0,1 mn (B cooT-
BETCTBUM C UCMONb3yeMbIMU KOMNJIEKTAMX peareHToB) (Hanpu-
mep, Axygen, Inc. («3kecnpxeH, UHk» ), CLLA).

Bokc abakrepuanbHon Bo3gywHoun cpeapl (MUP-6okc) (Hanpu-
mep, «BAB-IMUP-«JlamuHap-C», 3AO «JlaMmnHapHble cucTembl»,
Poccus).

BopTtekc (Hanpumep, SIA Biosan, Jlateus).

ABTOMaTUYECKNE UNW MEXaHUYECKUEe A03aTopbl NepeMeHHOoro
obbema (Hanpumep, OO0 «buoxut», Poccus).
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7. [porpammupyembiin amnnudukaTop C CUCTEMON AeTeKUUn dny-
OPECLIEHTHOro CUrHana B pexume «pearnbHOro BpeMeHu», ume-
lowmn 2 unu bonee He3aBMCUMbIX KaHanoB (PryopeCcUeHTHOM
petexummn (Rotor-Gene Q (QIAGEN GmbH («KuareH Mm6X»),
FepmaHust), CFX96 (Bio-Rad Laboratories, Inc. («buo-Pap Na-
6opaTtopus, UHk.»), CLLUA), Applied Biosystems QuantStudio 5
(Life Technologies Holdings Pte. Ltd. («Jland TekHonomxuc
Xonguurc [Mrc. Nita»), Cudranyp), PY Ne P3H 2019/8446,
ATnpanm («QHK TexHonorua», Poccus).

8. XonoaunbHuk oT 2 no 8 °C ¢ MOpo3nUnbHOW Kamepou OT MUHYC
24 no muHyc 16 °C.

9. OtpenbHbin xanart, wano4vkn, odbyeb 1 0A4HOPA30BbLIE NEepYaTKK
no MY 1.3.2569-09.

10. EMkocTb ans cbpoca HaKOHEYHUKOB.

B3ATUE, TPAHCNOPTUPOBAHUE U XPAHEHUE UCCIEOYE-
MOIo MATEPUAITA

[na nccnenosaHua OT NaLMeHTa pekomeHayetcs 6patb cneay-
lowun Guonorndyeckuin martepuan.
-Ma3sKu Co Crnn3nucTon 060NoYKN HOCO- U POTOITOTKM.

BHUMAHUE! Ma3kn co cnuancTon HOCOrNOTKU U POTOrNOTKU
pekoMeHayeTca coBMellaTb B oaHOW npobupke 1 uccnegosBaTth Kak
oauvH obpaseu. [ins atoro 6epyT Masku pasHbIMU 30HOAMWU CHavana
CO CNU3UCTON HUXXHEro HOCOBOrO X0Aa, a 3aTeM U3 POTOrMOTKN, NpU
3TOM paboumne KoHLbI 30HA,0B NOCe B3SATUA Ma3koB y nauueHTa no-
MewjatoTca B ogHy npobupky ¢ 0,5 mn TpaHcnopTHOM cpeabl ANnA Xpa-
HEHNS N TPAHCNOPTUPOBKWA pecrnmpaTopHbIX MasKoB U uccnenyoTca
Kak oguH obpaseu.

Ma3ku co CriM3mMcTom HMXKHEro HoOCoOBOro xopaa.

Ecnu nonocTb Hoca 3anonHeHa cnusbio, nepes npouenypou pe-
KOMEHAYETCA NPOBECTU BbiCMapkuBaHue. [ns B3ATUA MaskoB WUC-
MOnb3ylT CyXue CTepunbHbIE 30HABI U3 NONUCTUPONA C BUCKO3HbIMU
TamMnoHamu. 3oHA BBOOAT NErKUM ABWKEHUEM MO HaPYXXHOW CTEHKe
Hoca Ha rnybuHy 2—3 CM [0 HUXKHEN paKOBWHLI, CfIErka OnycKakT
KHWU3Y, BBOAAT B HWKHUA HOCOBOW XOf NOA HUXHIOI HOCOBYIO paKo-
BVHY [0 HOCOIMOTKYW, AenaloT BpallaTenbHOe ABMKEHNE U yaansitoT
BAONb HApYXHOW CTeHKM Hoca. Ob6uwas rnybvHa BBeQeHUSA 30HAA
AOIMKHA COCTaBNATb NPUMEPHO MOMNOBUHY PACCTOSIHUA OT HO34PM A0
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yLUHOro otBepcTus (5—6 cm). lNMocne B3ATMA MaTeprana TamnoH (pa-
6o4y10 YacTb 30HAa C BUCKO3HLIM TAMMOHOM) NOMELLaloT B TPOGUpKy
c 0,5 mn TpaHcnopTHOW cpeabl AN XpaHEHUSA U TPaHCNOPTUPOBKK
pecnupaTopHbIX Ma3koB. KoHel 3oHAa oTnamMbiBaloT, Npuaep>kusas
KPbILLIKOW NPOBUPKU C pacyeToM, YTOObI OH MO3BONWUN NMOTHO 3a-
KpbITb Npobupky. MNpobupky ¢ pactBopom 1 paboyeinn YacTblo 3oHaa
3aKpbiBaloT U MapPKUPYIOT.

Ma3ku ¢ 3aaHe CTeHKU POTOrnoOTKM.

O6pasubl 6epyT cyxumu cTepunbHbIMK 30HAAMU C BUCKOIHbLIMU
TamnoHamu BpallaTenbHbiMU ABWKEHUAMWU C NOBEPXHOCTUN MUHAa-
NWH, HEOHBIX OYXXEK U 3aHEN CTEHKU poTornoTku. lNocne B3AaTuA ma-
Tepvana TamnoH (pabouyylo 4YacTb 30HAA C BUCKO3HbIM TaMMNOHOM)
noMeLLaloT B CTepuiibHylo ogHopasosyto npobupky ¢ 0,5 mn TpaHc-
NOPTHOW cpeabl U 30HAOM C Ma3KoM U3 HocornoTku. KoHeu 3oHga
OTNambIBaloT, NPUAEPXKUBAS KPbILLKON NPOBUPKN C pacHeTOM, YTOObI
OH NO3BONUN MMNOTHO 3aKpbITb NPOBUpKy. MpPobupky ¢ pacTBopom n
paboyen yacTblo 30HAA 3aKpbIBalOT, MapKMpytoT. [lonyckaeTca xpa-
HeHve maTepuana ao NpoBeAeHUs uccnenoBaHnsa B TedeHue 3 cyT
npu Temnepatype ot 2 Ao 8 °C, npu temnepaTtype oT MUHYC 24 0
MuHyc 16 °C — gnutensHo.

NOoAroToOBKA UCCIIEAYEMOIO MATEPUATIA K SKCTPAKLWA
PHK

Ma3ku co cnm3ncTon HOCO- U POTOITOTKM.

Copaepxumoe 3akpbITo Npobupku nepemellatb Ha BOpTEKCe U
LeHTpudyrnposatb B TedeHMe 5 ¢ npu 5 Tbic 06/MUH Ha MUKPOLIEH-
Tpudpyre Ans yoaneHus kanenb ¢ BHyTPEHHEN NOBEPXHOCTU KPbILUKA
npobupku. Ans akctpakuun PHK otbupatot 100 mkn obpasua.
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COCTAB

«LAMP-komnnekT» BapuaHT FRT-96 F — koMmnnekT peareHros
ansa obpartHon TpaHckpunuunm PHK u amnnudukaumm dparmeHta
k[AHK kopoHaBupyca SARS-CoV-2 ¢ getekuuen B pexmme «peanb-
HOro BpEMEHMW» BKNIOYaET:

O6bem, Konuue-
PeareHTt Onucanmne Vo R—

YacTb 1
Mpo3payHasn xuakocTb oT

LAMP-cmecb-FL SARS-CoV-2 | becuBeTHOro Ao CBeTNo- 1.1 1 npoGupka
pO30BOro uBeTa
MNpospayHan GecuseTHan

LAMP-6ycep-R JHUAKOCTD 1,1 1 npobupka
MpospayHas GecupeTHasn

Bst nonumepasa JKATKOCTH 0,12 1 npoGupka
MNMpospayHasn BecuseTHasn

Peseptasa LAMP HKAOKOCTD 0,06 1 npo6upka
MNpospauHan 6ecuseTHasn

K- KUOKOCTb 0,4 1 npo6upka

YacTb 2
Mpo3spayHas GecuseTHan

OKO KWOKOCT 1,2 2 npoBupku
MpospayHas GecuseTHan

BKO IC-L1 MUAKOCTD 1,2 1 npobupka
MpospadHas BecupeTHas

NMKO PHK SARS-CoV-2 L KIAKOCTE 0,15 1 npobupka

JKcnnyaTauMoHHaA AOKYMEHTaLUA: UHCTPYKLKUA NO NPUMEHE-
Huto (1 wT.), nacnopT kayecTsa (1 WT.), BKNaapil K Habopy pearex-
ToB (1 WT.), KpaTKOe PyKOBOACTBO No npumeHeHuto (1 wr.).

KoMnnekT peareHToB paccyuTaH Ha npoBeaeHue 96 peakuuin o6-
paTHOI TpaHCKpUNLuMK 1 amnnndukaumm (scero 96 TecTos), BKNtovas
KOHTpONW.

PeareHTbl KOMMNeKTa ynakosaHbl pa3fgenbHoO B COOTBETCTBUM C
TemnepaTypoi xpaHeHus (cM. pasgen «XpaHeHue»). KomnnekT pe-
areHToB COCTOUT U3 2-X YacTen:

YacTb 1 - Temnepartypa XpaHeHust oT MUHyC 24 no MuHyc 16 °C;

YacTb 2 - Temnepartypa xpaHeHus ot 2 go 8 °C.

NMPOBEONEHWUE UCCINEOOBAHUA

WccnenosaHne cocTouT u3 crneayroumx aTanos:
- akcTpakuus PHK 13 nccnegyembix obpasuos,
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- obpaTtHas TpaHckpunuua PHK 1 nsotepmuyeckas amnnudpuka-
uun kOAHK ¢ dnyopecueHTHOU AeTekLMen B peXxuMe «peanbHoro
BpEMEHNY,

- aHann3 n uHTepnpeTauus pesynbTaTos.

3KCTPAKUWA PHK U3 UCCNEAQYEMbIX OBPA3LIOB

BHUMAHUE! Mpu pabote ¢ PHK Heobxoaumo wucnonb3osaTb
TONbKO 0JHOPAa30Bbl€ NMACTUKOBbIE pacXoAHble MaTepuanbl, UMelo-
wme cneumanbHyo mapkupoBky «RNase-free», «DNase-free».

Akctpakumio PHK npoBoasT B cooTBeTcTBUU C MHCTPYKLIME no
NPUMEHEHMIO K KoMNnekTy peareHToB «AmnnuTect® MarHo-Cop6-
Typ6o» npoussoactea ®IBY «UCIM» ®MBA Poccuun, unm K kom-
nnekty peareHtoB «AmnnuTect® MarHo-Cop6-KomGo» npowussoa-
ctea PIBY «LICM» PMBA Poccuun, nnu K KOMMNNEKTY peareHToB «AM-
nnuTect PUBO-npen» npounssoactea ¢Proy «LCIM» PMBA Poccumn.

Mpu akcTpakuum PHK ncnonb3ytoT KOHTponbHble 0bpasLibl 3Ta-
nos akcTpakuuu u OT-LAMP:

B npo6upky otpuuartenbHoro koHTpons (OK) BbiaeneHus BHeCTu
100 mkn OKO. B npobupky nonoxurtensHoro koHTponsa (IK) sbige-
nenus sHectn 90 mkn OKO n 10 mkn NMKO PHK SARS-CoV-2 L.

Mepepn BbiOeneHWem BHECTU B Kaxkaylo Npobupky (c uccnepye-
MbIMU U KOHTpOSbHbIMKU oBpasuyamu) no 10 Mkn BHYTPEHHEro KOH-
TponbHoro o6pasua BKO IC-L1.

OuuweHHasa PHK/OHK moxeT xpaHUTbCA nNpu TemnepaTtype He
Bbilwe MuHyc 16 °C go 1 mecsaua n npu Temnepartype He Bbllle MUHYC
68°C —roa n 6onee.

OBPATHAA TPAHCKPUNUUA U USOTEPMUYECKAA AMIIIN-
®UKALMA C [OETEKUWMEM B PEXUME «PEANIBHOIO
BPEMEHW»

Bbi6op npobupok ans amnnudukaumm 3aBUCUT OT UCNOJSIb-
3yemMoro amnnucukaropa ¢ CACTeMOM AeTeKLUM B peXume «pe-
anbHOro BpeMeHu».

[Ana BHeceHust B Npooupku peareHtoB, npo6 PHK u koH-
TPONbHbIX 00pa3UOB UCNONbL3YITCA OAHOPAa30Bbleé HAaKOHeu-
HUKU ¢ PUnbLTPamMum.

A. MoagroroBka nNpo6 ansa amnnudpukauum
O6wmnn o6bem peakUMOHHOU cmecu — 35 MKR, BKIIOYas
o6bem nNpobsl PHK — 15 mkn.
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PaccunTtath KONMMYECTBO KaXKAOro peareHTta, Tpebywouleecs ans
NPUroTOBNEHUS peakUUOHHOW cmecu. Ha ogHy peakuuio Tpeby-
etca 10 mkn LAMP-cmecu-FL SARS-CoV-2, 10 mkn LAMP-6y-
depa-R, 1 mkn Bst nonumepassbi, 0,5 mkn Peseptassl LAMP.
Cmecb rotoBuUTb Ha oblee Yicno nccneayemMbiX N KOHTPORbHbBIX
00pa3LoB (KONMYECTBO KOHTPOIbHbIX 00pas3LoB CM. B NyHKTe 7)
NMOC 3anac Ha O4Hy peakuuio.

BHUMAHWUE! KomnoHeHTbI peakuMoHHOW CMEeCK criedyeT CMeLluBaTh
HenocpeacTBeHHo nepea nposeaeHvem LAMP-uccnepoBanusa. Peko-
MEHAYETCS UCMONb30BaTb XOJI0A0BON LWTATUB AN NPobUpkK, B KoTo-
pOil CMeLlLMBaEeTCA peakunoHHas cmechb, npobupok ¢ Bst nonumepa-
301 u PesepTtason LAMP.

2.

Paamopo3uTb npobupky ¢ LAMP-cmecbto-FL SARS-CoV-2. Me-
pemMelLaTb coaepxvmoe Bcex peareHToB LAMP-komnnekra:

- copepxumoe npobupok ¢ LAMP-cmecbro-FL SARS-CoV-2 u
LAMP-6ycepom-R nepemeruatb Ha BOpTEKCE, OCaauUTb Kanmnu
Ha BOpTEKCe ANs BCeX Npodupok;

- dpepmeHTbl Bst nonumepa3sy n Pesepta3bl LAMP akkypaTHo
nepemellatb NUNETUpoBaHWEM, HE AONycKas MNosABNeHus ny-
3bIpbKOB BO3AyXa.

B oTaenbHon npobupke nOAroToBUTb peakuMOHHYK CMeCh.
CwmewaTb Heobxoaumoe konuyectBo: LAMP-cmecu-FL SARS-
CoV-2, LAMP-6ydepa-R, Bst nonumepasbi, PeBepTa3bl
LAMP, TwartenbHO nepemeliaTb nuneTupoBaHMeEM U oCaauTb
Kannmn Ha BOpTEKCe.

OTobpaTb HEOOXOQUMOE KONMMYECTBO MNPOOUPOK UNU CTPUNOB
ansa OT-LAMP PHK nccnenyembix U KOHTPOSbHbIX Npo6.
BHecTu B Kaxayto npobupky no 20 MKn NpUroToBNeHHOW peak-
LINOHHOW CMecMu.

B nogrotosneHHble Nnpobupku BHectn no 15 mkn npo6 PHK, no-
Ny4YeHHbIX B pesynbTaTe 3KCTpaKkuuu u3 uccnegyembix obpas-
LIOB.

BHUMAHME! Copnepxumoe npobupok Heob6xoanmo TaTenbHO ne-
pemMelLaTtb NMNeTUpoBaHNEM, He AOonyckas NOABNEHUs My3blipbKOB
BO3ayXxa.

6.

MocTaBUTb KOHTPOSbHbIE peakunu.
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a) nonoXuTernbHbIi KOHTpoNnb akcTpakuun PHK n OT-LAMP
(MK) — B npobupky C peakuMoHHOW CMecbio BHECTU 15 mkn
npobbl, akcTparuposaHHon u3 NKO PHK SARS-CoV-2 L.

0) orpuuartenbHbin KoHTponb OT-LAMP (K-) — B npoBupky ¢
peakLuMOHHOK cMecbio BHeCTU 15 mkn K-.

B) oTpuuaTenbHbIW KOHTPOnb 3kcTpakuum (OK) — B npoGupky
C peakLMOoHHON cMecblo BHeCTU 15 MK Npobbl, aKCTparupoeaH-
Hoi us OKO.

BHUMAHMUE! Coanepxxumoe npobupok Heobxoaumo TwaTenbHo ne-
pemMellaTb NMneTMpoBaHWeM, He Jonyckas MosABfEHUA NY3blpbkoOB
BO3AyXxa.

BHUMAHME! MNposectn OT-LAMP cpasy nocne coeguHeHUs peak-
LiMoHHoM cmecu u PHK-npobbl u koHTponen.

B. NpoBepgeHue amnnucukalum ¢ AeTekuuen B pexume «peanb-
HOro BpeMeHu»

1. 3anporpammupoBaTb amnnudukaTop ¢ CUCTEMON AETEKLuU B
peXume «peanbHOro BpeMeHu» A5 BbINONTHEHUA COOTBETCTBY-
lolwen nporpammbl amnnudpukaumn 1 getekuun nyopecLeHT-
Horo curHana (cm. tabn. 6).

Tabnuua 6 — Mporpamma amnnucpuxaumm u aeTekuumn onyopec-
LleHTHOro CUrHana ans amnnuduKaTtopos pOoTOPHOro® U nnax-
weTHoro* Tuna

Uukn | Temneparypa,°C | Bpems | Horo curHana nouuanm Kn:::ne:;ao
1 62 2 MUH - 1
2 64 30 cek */ FAM, JOE 35
40 cek

* ansa amnnudukaTtopoe CFX 96 (Bio-Rad) n Rotor-Gene Q (QIAGEN),

** ana amnnudgukatopos ATnpanm (QHK TexHonorus) u QuantStudio 5 (Thermo Scientific)

2. YcTaHOBUTbL NPoBUMpKU B AYENKN peakUUMOHHOro Moayns npu-
6opa. PeKomer,yeTcn nepen NOCTaAHOBKOW B aMI'IJ'WIdDMKaTOp
NNaHWeTHOro Tuna ocagnuTb Kannu co CTeHOK np06v|p0|< Ha BOpP-
TEeKce.

3 Rotor-Gene Q (QIAGEN).
4 CFX 96 (Bio-Rad), QuantStudio 5 (Thermo Scientific), ATnpaim (OQHK TexHonorus, Poccus).
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BHUMAHWUE! B cny4yae HenonHoW 3arpy3ku npubopoB nnaHwert-
HOrO TUNa peKkoMeHayeTCA AO0NOMHUTENbHO YCTaHOBUTL NYCThie npo-
GUPKU MNKU CTPUNbI (aHANOrMYHbIE UCMONb3yeMbIM) NO KpasiM peak-
LIMOHHOro Moayns amnnudcpukaTtopa.

3. 3anyctuTb BbINOMHEHWE NporpaMmbl amnnudukauum ¢ nertek-
Luuen prnyopecueHTHOro curHana.

4. [lo okOoH4YaHWUM BLINOMHEHWUA NpPorpaMmbl MPUCTYNUTL K aHaNn3y
N UHTEepnpeTaunu pesynbLTaToB.

B. AHanuU3 ¥ UHTepnpeTauus pe3ynsraToB

AHanus nonyyeHHbIX AaHHbIX NPOBOAAT C MOMOLLbLIO NPOrpamMm-
Horo obecneveHus npubopa, ucnonbdyemoro ansa nposeneHnst OT-
LAMP c getekunen B pexxume «pearnbHOro BpemeHu». AHanusupyor
KpuBble HakonsieHus onyopecLeHTHOro curHana no 2 kaHanam B co-
OTBETCTBUM C Tabnuuen 1 HacTosiLen MHCTPYKUuK. PesynbTaThbl UH-
TepnpeTUpYyTCA Ha OCHOBaHWN HanNU4nsa (UNKU OTCYTCTBUA) Nepece-
YeHUs KpuBon nyopecueHUmMn C yCTaHOBNEHHON Ha COOTBETCTBYIO-
LLIEM YPOBHE NOPOroBoOMn fIMHMEN, YTO onpeaenseT Hanu4ue (Mnu oT-
cyTcTBue) ans gaHHown npobbl JHK 3HaueHus noporosoro uukna
(Ct)® B cooTBeTCTBYIOWEN rpade Tabnuupl pesynbtaTtoB (cMm. Tabn.
7).

Ta6nuu,a 7 — lNpuHUMNbI MHTEpNpeTauun pesyana'rOB
Z'!Hauauuo noporoBoro uukna (Ct)

_no kawany ans gnyopocdbopa | Pesynbtar
FAM JOE Xr AT S
O6HapyxeHa
onpegeneHo oTCyTCTBYET

MeHbLLIE rPaHUYHOro Unu onpeaerneHo PHéXORpSO-gaoT/A_%yca

HE ob6HapyxeHa
onpeaeneHo MeHblue

OTCYyTCTBYET PHK kopoHaBupyca
y y rpaHU4HoOro P Py
SARS-CoV-2
OTCYTCTBYET Unu onpepe- OTCYTCTBYET UNn
neHo 6onbLue rpaHUYHOro onpeaeneHo 6onblie HeBanupHbIA*
rpaHU4HOro
n n .
onpeneneHo 6onsLue onpeaeneHo MeHbLue CoMHUTENBHBIH™
rPaHNM4HoOro rpaHUYHOro

° MNpu nNpPOBEAEHUN UW3OTEPMUYECKO peakuuu amnuuKkaumn ¢ aeTekumein B pexume
«peancHOro BpemMeHW» UMKN npeacrasnseT coboil yCroBHbLIN LUMKN, B TEYEHUE KOTOPOro OAHO-
KpaTHO onpefenseTcA UHTEHCUBHOCTb DNYOPECLUEHTHOrO CUrHana, oTpaxkalowero Hakonnenue
npoaykTa amnnudukaLmum, AnuTenbHOCTb Uukna cootseTcteyeT 30 cekyHaam unm 40 cekyHaam co-
rnacHo 3agaHHon NporpaMmme amnandukaLmmn n geTekumu.
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* B cnyyae nonyyeHus HeBanuAHoOro pesynbTata Heo6xoaMMO NpoeecTu
NOBTOPHOE UCCNEeA0BaHNe COOTBETCTBYOLWEro o6pas3La, HauymHasna € ATana akc-
Tpakuum PHK.

** B criyyae nonyyYyeHnss COMHUTeNbHOro pesynbTarta HeobxoaumMo npoeecTu
NOBTOPHOE UCCINEAoBaHNe COOTBETCTBYOLWEro obpasua, Ha4nMHasn ¢ aTana ake-
Tpakumu. B cnyyae noBTopeHns aHanornyHoro pesynbsrara obpasey cuutarb
nonoxutenbHbIM. [pyu nonyyYeHun oTpuuaTenbHOro pesynbtata B NOBTOPHOWN
noctaHoBke obpasel, cyMTaTb COMHUTENbHBIM U PEKOMEHA0BaTb NOBTOPHOE
B3ATUE MaTepuana ans aHanusa.

BHUMAHUE! NpaHu4Hble 3HayeHus Ct ykasaHbl BO BKnap,blu.le
npunaraeMom K Habopy peareHTos.

PesynbTaT nccnepoBaHusi CYMTaeTCA AOCTOBEPHbLIM, ecnu
nonyyeHbl npaBufibHble pe3ynbTaTbl A1 KOHTPOSIEX 3TanoB
akcTpakuum n amnnudpuxkauum [1HK B coorBeTCcTBUMU C TAaON. 9 K
BKnagbilem, npunaraeMbiM K HAbopy peareHToB.

Tabnuua 8 — Pe3ynbTarhl AN KOHTPONEN pasfniMYHbIX 3TanNoB
uccnenoaauuﬂ

“mone. =
3chpalléul;lﬂnpl;|k, | ngegenen MeHbLLle
I OT-LAMP rpaHU4HoOro b
JkcTpakuma PHK, onpeaeneHo MeHblue
OK OT-LAMP OLSYEIBYET rpaHU4HOro
K- OT-LAMP OTCYTCTBYET OTCyTCTBYET

Bo3MOXHble OLUUOKM:

1. [Ona nonoxuTtenbHoro koHTpons akctpakuun PHK u OT-LAMP
(MK) sHayeHue noporosoro uukna (Ct) no kaHany ansa ¢nyopo-
dopa FAM oTcyTcTByeT Unn npesbillaeT rpaHUYHOE 3HaYeHue.
Heobxogumo noBTOpUTbL UCcneaoBaHwe Ansi Bcex obpasuos
(HaumHas c atana akcTpakumm PHK).

2. [Onsa otpuuarenpHoro koHTponsa OT-LAMP (K-) onpegeneHo
3HaveHue noporosoro uukna (Ct) no kaHany ansa donyopodopa
FAM. BeposaTHa koHTamuHauusa nabopatopuu npoaykramvm am-
nnudmrkaumun UNn KOHTaMuMHaUnsA peareHTos, Uccrnegyembix ob-
pa3yoB Ha kakom-nubo 3Ttane wuccneposaHus. Heobxogumo
NpeAnpUHATL MEPbI NO BbISIBIIEHUIO U IMKBUAALMN UCTOYHUKA KOH-
TaMuHaLuu U NOBTOPUTL UCCnedoBaHue Ansa Bcex obpasLos.
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3. [lns oTpuuaTenbHoro koHTpons akctpakuuu (OK) onpenenexo
3HaueHue noporosoro uukna (Cf) no kaHany ana ¢pnyopodopa
FAM. BeposiTHa KOHTamMuHauusa nabopatopuu npoaykramu am-
nnucdukaumm Unm KOHTaMUHaUUSA peareHToB, Uccrneayembix ob-
pasLoB Ha kakoMm-nubo 3tane uccnegosaHus. Heobxoaumo
NPeAnpuUHATL MePbl NO BbIABAEHUIO U NTUKBUAALMN UCTOYHNKA KOH-
TamMMHaUMM U NOBTOPUTb MCCrefoBaHWe Ans Bcex obpasuos,
HauuHas ¢ atana akcrtpakumm PHK.

4. [Ons nccneayemoro obpasua onpefeneHo 3HaueHe Noporosoro
uukna (Ct), npn aToM Ha rpaduke dnyopecLieHLUMn OTCyTCTBYEeT
y4acToK XapaKTepHOro 3KcnoHeHuuanbHoro nogbema (rpaduk
npencraBnseT cobon NpubnuanTenbHO NpsiMyto nuHU). Heob-
XOAMMO NPOBEPUTL NPaBUNBHOCTL BbIGPAHHOIO YPOBHSA NOPOro-
BOW NUHMX UNK NapameTpoB pacyeTa 6asosoun nuHUK. Ecnu pe-
3ynbTaT NonyyeH npu nNpaBUiibHOM YPOBHE MOPOroBOW JFIMHUU
(napameTpax 6asoBoit NUHUK), TpebyeTca NOBTOPHO NMPOBECTU
nccnenosaHue onsa atoro odbpasua.
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CPOK rogHOCTW. YCNnoBusA TPAHCINMOPTUPOBAHUA N XPA-
HEHUA

Cpok rogHocTu. 7 mecsiues. Habop peareHToB C UCTEKLLIMM Cpo-
KOM rOHOCTK NPUMEHEHUI0 He noanexuT. CpoK roaHOCTU BCKPbLITbLIX
peareHToB COOTBETCTBYET CPOKY rofAHOCTU, yKa3aHHOMY Ha 3TuKeT-
Kax AN1s1 HEBCKPbITbIX peareHToB.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNOPTUpoOBaTb
npu Temnepatype ot 2 go 8 °C He 6onee 5 cyT B TEpPMOKOHTEUHEpaX,
coAepXallux xnagoanemMeHTbl, BceMn BUAaMN KpbITbIX TPaHCNOpT-
HbIX CPeACTB.

Habop peareHTOB npu NonyyYeHUn pasykoMMieKkroBaTb B COOT-
BETCTBUU C yKa3aHHbIMU TEMNEpaTypaMn XpaHeHus.

XpaHeHue.

Yactb 1 B coctaBe peareHtoB LAMP-cmechb-FL SARS-CoV-2,
LAMP-6ydep-R, Bst nonumepasa, Pesepraza LAMP, K- xpaHutb B
MOPO3UNbHOW Kamepe Npu TemnepaTtype OT MWUHYC 24 0O MUHYC
16 °C. LAMP-cmecb-FL SARS-CoV-2 xpaHuTb B 3aljULLEHHOM OT
cBeTa MecTe.

YacTte 2 B coctaBe peareHtoB OKO, BKO IC-L1, NKO PHK
SARS-CoV-2 L xpaHuTb npy Temnepatype ot nnitoc 2 oo nntoc 8 °C.

JonycTumo pasMmopaxusaTtb U 3aMopaxuvBaTb peareHTbl He 6o-
nee 3 pas.

XonoaunbHble U MOPO3UnbHbIE Kamepbl AOIMKHbI obecneynsaTb
pernameHTUpPOBaHHbIN TeMMNEpPaTYPHbIA PEXUM.
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FAPAHTUMAHBIE OBA3ATENIbCTBA U3rOTOBUTENSA

U3rotoButens rapaHTupyeT COOTBETCTBUE OCHOBHbIX NapamerT-
POB U XapakTepucTuk Habopa peareHTOB, U3rOTOBNEHHOIO B COOT-
BeTcTBumM ¢ TY 21.20.23-005-01897400-2020, TpeboBaHuAM, yka-
3aHHbIM B TEXHUYECKOW U 3KCMyaTaUUOHHOW AOKYMEHTauuun, B Te-
YeHue yKasaHHOro cpoka rogHocTu npu cobniogeHnu BceX ycrnosuli
TpaHCNOPTUPOBaHUSA, XpaHEHUS U TPUMEHEHMUS.

MeauunHckoe nsgenue TexHU4eckoMmy oBCnyXMBaHUIO U pe-
MOHTY HE NOANEXMNT.

Peknamauuu Ha ka4ecTBo Habopa peareHTOB HanNpasnATb Mo aj-
pecy 119121, r. Mockea, lNoroguHckas yn., gom 10 cTp.1, e-mail:
promlab@cspfmba.ru

Mpu BbIABNEHUU NOBOYHBLIX AEACTBUIA, HE yKa3aHHbIX B MHCTPYK-
LiMM No NpUMeHeHU0 Habopa peareHToB, HexenaTenbHbIX peakuuii
Npu ero ucnonb3oBaHUW, (PakTOB U OBCTOATENLCTB, CO3AaloLUX
yrpo3y XuW3Hu 1 340pOBbI0 rpaXkgaH n MeauLUMHCKUX paboTHUKOB Npu
NPUMEHEeHUN N aKkcnnyatauum Habopa peareHToOB, peKOMeHAyeTcs
HanpasuTb coobLlieHne No agpecy, ykasaHHOMY Bbille, U B YMOMHO-
MOYEHHYIO rocyapCTBEHHYI0 perynupytoLlyto opraHusauuio (8 P9 —
®epepanbHas criyxba no Hag3opy B chepe 3apaBOOXpPAHEHUS) B
COOTBETCTBUU C OENCTBYIOLWLMM 3aKOHOLATENTLCTBOM.

PykosoguTenb __,"""")K.E.Tapacosa

N P LALL
NPOV3BOACTBEHHOI NnabopaTopum / / Il ;
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CUMBOI/1bl, UCMONb3YEMbIE B NEYATHOM NPOAYKLIUKA

OctopoxHo! ObpaTtutecs k
WHCTPYKLMKN NO
NPUMEHEHUIO

REF Homep no kaTanory

Conep>XumMoro foCTaToMHO
ONnS NpoBeAeHua n-
KOnu4yecTBa TECTOB

LOT Kog naptuu

MeauunHckoe usgenue
IVD auy 0

i Wcnonb3oBaTtb Ao
ANA ANarHocTuku in vitro

O6paTtuTech K UHCTPYKLUK

2 PO B

aTa U3MeHeHus
VER A NO NPUMEHEHWIO
- N/ -
TeMmnepaTypHbIit Auana- e~ He ponyckaTb Bo3aeii-
30H ~ N CTBUS CONIHEYHOrO CBETa
u UsrotoBuTtenb @ [laTa n3roToBneHus

]
.
0 0

T Bepeub OT Bnaru
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WHdopmauus o nepecmoTpe:

NaTa

—

MpuyuHa

06.05.2025 .

Mo TeKkcTy uHCTPyKUMKM ana akcTpakuum PHK pekomeHgoBan kom- |
nNekT peareHToB Ans akcrpakumu PHK/QHK 13 6uonornyeckoro ma-
Tepuana «AmnnuTect® MarHo-Cop6-KomGo» npoussoacTea Oy
«LICIM» ®MBA Poccun, Poceusi (P.Y. Ne P3H 2022/19200)

YTouHéH paspen «[ononHutensHble Matepuanbl U oGopyposa-
HUe», nogpasaen «B3aTue uccnegyemoro matepuana»

11.08.2025 r.

BHeceHo ykasaHue Ha TY 21.20.23-005-01897400-2020 B Tabnuuy
COKpalLeHWin, pasaen «AHanuTuyeckne xapaktepucTuku HaGopay,
B pasgen «lapaHTuiiHble obs3aTenbcTBa N3roTOBUTENS

B pasgen «CocTtaB» BHeCeHa 3KcnnyaTaunmoHHasi LOKYMEeHTauus
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