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CMUCOK COKPALLEHUN
B HacTosLwen NHCTPYKLUMN NPUMEHSAIOTCS crieaylowime cokpatle-
HUA N 0003HAYEeHUS:

KIIHK - koMmnnemeHTapHas [AHK, nonyyaemas B peakunn obpaTtHom
TpaHcKkpunuum Ha matpuue PHK
BKO - BHYTPEHHUIN KOHTPOJbHbIN 0bpaseL
3 - FEHOMHbIN 3KBMBaNeHT — konnyectBo PHK-muwenun (1 konng),
cogepxatuascs B 1 reHome Bupyca
OHK - Ne30KCMPNBOHYKNENHOBAs KUCIOTa
PHK - puBOHYKNenHoBas KucroTa
K - MONOXNTENbBHbIN KOHTPOMb 3kcTpakumm AHK, obpaTtHon Tpak-
ckpunumm n MNUP, skntovaet pparmeHt PHK SARS-CoV-2
K - oTpuuatenbHbii kKoHTpornb MNUP, He coaepxuT doparmeHTsl PHK
SARS-CoV-2
OT-MNupP - obpaTHas TpaHckpunuma n MNUP-amnnndgukaumna
OK - OTpuUaTENbHbIN KOHTPOJIb SKCTPaKLNK
OKO - OTpULaTenbHbIM KOHTPOMBbHBLIM 06pasey,
Nnn1B - NOTEeHUManbHO NHTEpepupyroLmMe BelecTsa
MnupP - noniMMmepasHas LenHas peakums
PY - perucTpaumoHHoe yaoCTOBEpPEHNE
COMM Ne 6 - CTaHAapTHbIN 06pa3sel NpeanpuaTus, cogepxalimm pparmeHT
PHK SARS-CoV-2
- doegepanbHoe rocygapcTBeHHoOe OlaKeTHoe ydpexaeHue
oIy «LUCI» «LleHTp cTpaTternyeckoro nnaHMpoBaHusa N ynpaBneHns Meamko-
OMBA Poccun ononornyeckumn puckamm 3gopoBbloy PepepanbHOro Meamko-
OMonorn4eckoro areHTCcTea
FRT - oriyopecLeHTHas AeTeKUNA B pEXNME «peanbHOro BpemMeHmn»
HA3HAYEHUE

Habop peareHTtoB anga BbiseneHus PHK kopoHaBupyca SARS-
CoV-2 Taxenoro ocTporo pecnupaTtopHoro cuHgpoma (COVID-19)
MEeTOAO0M nonumepasHoun LenHon peakummn «AmnnmTect SARS-CoV-
2», hanee — Habop peareHToB «AMnnnTect SARS-CoV-2», npegHa-
3HadeH [Ona KadectBeHHoro ornpegeneHna PHK kopoHaBupyca
SARS-CoV-2 TaXenoro OCTPOro pecnupaTtopHOro cuHapoma
(COVID-19) B buonorndeckom matepuane (Maskax CO CNU3UCTOM
HOCO- WU POTOrNOTKN, MOKPOTe, doekannax vyenoseka) metogom lNLP
C rmMbpunamn3saunoHHO-NyOpPECLEHTHON OETEKUNEN B PEXMME «pe-
anbHOro BpeMeHn».

NMokaszaHusA u NpoTMBONOKa3saHUsA K NMpUMeHeHUulo Habopa pea-
reHToB

Habop peareHTOB MCMONb3yeTcsl B KIMMHUYECKOW nabopaTOpHOU
ONarHOCTUKE OCTPbIX pecnmpaTopHbIX MHAEKLM ONsl uccrnegoBaHns
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Buonormnyeckoro matepuana, nosy4eHHoOro oT nnL, ¢ NOA03PEHNEM Ha
KOPOHaBUPYCHYIO NHAEKLMIO, BHE 3aBMCUMOCTU OT OOPMbI 1 HAaNn4uns
MaHudecTauumn 3abonesaHms. Cneynduryeckas naTonorms — KOpoHa-
BUpyCHoe 3aborieBaHne, BbidBaHHOE BUpYycoM SARS-CoV-2 (COVID-
19).

[poTMBOMNOKa3aHMst OTCYTCTBYIOT, 3@ UCKIMOMEHMEM CINy4YaeB, Koraa
3abop maTepunana He MOXeT BbiTb OCYLLIECTBIEH MO MEANLIMHCKUM MO-
Ka3aHUAM.

He vcnonb3oBaTb HabOp peareHToB, eCriv HapyLLeHa BHYTPEHHSS
ynakoBKa U BHELLHWIA BU peareHTa He COOTBETCTBYET ONUCAHUIO.

He ncnonb3oBatb HAabop peareHTOB, €crv He cobnoganuck ycno-
BMSI TPAHCMOPTUPOBAHNSA N XPAHEHUSI COrMacHO MHCTPYKLNN.

He ncnonb3oBaTb Habop peareHToB MO UCTEYEHUN CPOKa rOQHOCTMW.

NMoTeHUuManbHbIe NONIb30BaTesNI MEeAULUMHCKOro usaenus

K paboTe ¢ Habopom peareHToOB 4OMNYyCKalOTCA TOSIbKO MeaULMH-
CKkne paboTHUKK, OByYeHHble MeTo4aM MONEKYNSAPHON ANArHOCTUKM
N npasunam paboTbl B KNUHMKO-ANArHoctuyeckon naboparopum B
ycTtaHoBneHHoMm nopsake (CI 1.3.2322-08 «be3onacHocTb paboThl
c MukpoopraHuamamu -V rpynn natoreHHOCTU (ONAacCHOCTN) N BO3-
byouTenamMmmn napasuTapHbIX DonesHen»).

nOﬂynﬂLWIOHHbIe, .qemorpacbuqecme dCneKTbl NpUMeHeHunsa me-
AUMUMNHCKOrIro n3genusa

BoiaeneHne PHK kopoHaBupyca SARS-CoV-2 metogom [LIP
NpPOBOAUTCA NauymeHTam C KIMHUYECKOW CUMMTOMAaTUKOM pecrnupa-
TOPHOro 3aboneBaHusi, NOAO3PUTENBHOIO Ha MHAEKLMIO, BbI3BaH-
Hyt0 SARS-CoV-2, B 0cO6eHHOCTU npunbbliBatowmMmM U3 annuaemMmoro-
rMmyeckn Hebnaronony4yHblX PErMoHOB cpasy Mnocre nepBUYHOro
OCMOTPA, a TakkKe KOHTaKTHbIM NMLamM.

NMPAHUUIN METOOA

[MpHUKMN TecTUpoBaHUSA OCHOBbIBAEeTCA Ha akcTpakumm PHK u3
obpasuoB nccnegyemMoro matepmana CoBMeCTHO C BHYTPEHHUM KOH-
TposibHbiM obpasuyom (BKO IC-R1), nocneayowmm nposegeHnn pe-
akumn obpatHon TpaHckpunumn PHK n amnnudukauum yyacTkos
kOQHK BbisiBnsiemoro supyca n kQHK BKO IC-R1 ¢ rubpmnansaymoHHo-
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donyopecueHTHoM aetekuymen. BKO IC-R1 no3BonaeT KOHTPOINPO-
BaTb Bce aTanbl [MLUP-nccneposanus ansa kaxaooro obpasua u oue-
HMBaTb BIUSIHNE NOTEHUMAnNbHbIX WHIIMOUTOPOB Ha pesynbTaTbl
[MUP-nccnepgosaHus.

C nony4eHHbIMM Ha 3Tane aKkcTpakuum npobamum PHK npoBoauntcs
obpaTtHasa TpaHckpunuus PHK ¢ nomowblo pesepTasbl U amnnudum-
Kauma ydqactkoB KOHK npn nomowm cneundunydHbIX K 9TUM ydHacTKkam
npanmMmepoB 1 gepmeHTa Tag-nonmmepassl. B coctaBe peakunoHHOM
CMeCU MPUCYTCTBYIOT (PJIyopeCLEHTHO-MEYEHbIE ONTUTOHYKITEOTUAbI,
KOTOpble MrMOPUAN3YITCSA C KOMMEMEHTAPHbIM Y4acTKOM amMnnudum-
umpyemoun kKQHK-muLweHun, B pesynbtaTe 4ero nponcxogmt HapacTa-
HWE MHTEHCUBHOCTW dhriyopecueHumn. OTO NO3BONAET PerncTpupo-
BaTb HAKOMJIEHME crieumpunyeckoro npoaykra amnnmgukaymm nytem
N3MEPEHNA UHTEHCUBHOCTU bNyopecueHTHOro curHana. [ertekuyus
donyopecuUeHTHOro curHana ocCyLweCTBISeTCA HernocpeacTBeHHO B
xoge NUP ¢ nomouwbio amnnndgukatopa ¢ cuctemMon getekumm dony-
OPECLIEHTHOro curHana B pexume «peanbHOro BpeEMeEHN.

Ha astane OT-TLUP ogHoBpemeHHO B ogHOW npobupke npoBo-
aatca 2 peakunn — amnnndumkaumns kQHK SARS-CoV-2 kopoHaBu-
pyca, a Takke amnnndunkaumns nocnegosartenoHocTn KOQHK BKO IC-
R1. PesynbTatbl amnnudpukaummn kAHK kopoHaBupyca SARS-CoV-2
n kAHK BKO IC-R1 pernctpupytotcs no 2 pasnuyHbimM KaHanam dony-
opecueHTHon ageTtekun (cm. Tabn.1).

Tabnuua 1 — AHanmsa pesynbTaToB No KaHanam gnsa gnyopodgopos

Kanan
ansa onyopodopa Tl —
kOHK-MuLeHb k[HK BKO IC-R1 kQHK SARS-CoV-2
O6nacTs NCKYCCTBEHHO
CUHTe3npoBaHHas dpparmeHT reHa RARP
amnnmdukauymm
nocnefoBaTesibHOCTb
KOMIMJIEKTALUUA

«AmnnuTect PUBO-npen» BapuaHT 100; «IMLUP-komMnnekT»
BapuaHT FRT-96 F.

Habop peareHTOB npegHasHayeH ONs NpoBedeHUa MNOSHOro
[MUP-nccnegoBanus, sknovarowero akctpakymo PHK 13 6uonoru-
4YecKoro martepuana, npoBeaeHne peakunm obpaTHON TpaHCcKpMnumn
PHK v amnnndpukauunm yyactka KAHK ¢ rmbpunansaymoHHo-dnyopec-
LEeHTHOW OeTeKUMen B pexmme «pearibHoro BpeMmeHu», rnossonset
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onpegenate PHK kopoHaBupyca SARS-CoV-2 B kayeCTBEHHOM
doopwmare.
Habop peareHTOB paccumTaH Ha npoBeaeHne 96 onpegeneHunin.

AHAJITUTUYECKUE XAPAKTEPUCTUKHA

[Ons paHHoro Habopa peareHToOB NPMMEHUMbI CrleayoLwmne xapak-
TEPUCTUKM:
AHanuTnyeckas YyBCTBUTENbHOCTb (Npeaen ooHapyXeHus)

Tabnuua 2 — AHanuTuyeckasi YyBCTBUTENbHOCTbL Habopa peareH-
ToB «AMnnnTect SARS-CoV-2»

By AHanuTtunyeckas
neene F(';.MOFO KomnnekT gns KomnnekTt ans YYBCTBUTENbHOCTb
Ay akcTpakuum PHK oT-nupP (npepen obHapyxe-
mMaTepuana
Hus), N9/mn
Maskn co crnmsucTon «AmnnmTecTt «FILIP-koMNAeKT»
060m04KM HOCO- U po- PUBO-npen» sapnant FRT-96 F 1x103
TOrMNOTKN, MOKpoTa* BapuaHT 100 P
«AmnnuTect «MUP-komnnekT»
dekanuu* PUBO-npen» 5x103
BapuaHT 100 BapuaHT FRT-96 F

*obpasubl Nnocne COOTBETCTBYOLLEN NpeaBapuTenibHon o6paboTkm

[aHHbI Nnpeaen obHapyXeHUs aocturaeTcs npu cobnoaeHnn
npaBun, ykasaHHbIX B pasaenax «B3satue, TpaHcnopTupoBaHue U
XpaHeHne nccregyemMmoro matepmanay.

AHanutn4yeckan cneunPuUYHOCTb

AHanuTuyeckasa cneundunyHOCTb Habopa peareHTOB AoKasaHa
npu wuccrnegosaHnn PHK wtammoB kopoHasupyca HCoV 229E,
HCoV OC43, HCoV NL63, SARS-CoV HKU39849, MERS-CoV u3
EBponenckoro BupycHoro apxusa (European Virus Archive Global
011N-03868 - Coronavirus RNA specificity panel); wutammoB Bupyca
rounna A (H1N1) (ATCC® VR-1469), Bupyca rpunna A (H3N2)
(ATCC®VR-776) n Bupyca rpunna B (Victoria Lineage) (ATCC® VR-
1930) u3 konnekumn ATCC® (American Type Culture Collection,
CLUA); lwtammoB  Streptococcus pneumoniae (Ne 131116),
Streptococcus pyogenes (Ne 130001), Haemophilus influenza (Ne
151221), Staphylococcus aureus (Ne 201108), Klebsiella
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pneumoniae (Ne 180129) n3 NocygapCTBEHHOM KOMSEKUUM NaTorex-
HbIX MUKpoopraHnamos ([KINM) ¢I'bY «HUSCMI» MuHsgpasa Poc-
CUM B KOHLeHTpauun He meHee 1x10° 3/mn.

[Mpn TecTnpoBaHUM BblleNepeYnCrieHHbIX 06pasLoB MNOMOXM-
TenbHbIX peakuumn (pe3ynbTaToB) BbIABNEHO He Obino.

UHTepdepupyrowme BewecTea n orpaHn4eHust no UCnonb3oBa-
HUIO NPO6 uccrneayemMoro matepuana

[Ona KOHTpoNa 3aPEKTUBHOCTN SKCTPAKLUM HYKINENHOBBIX KUCIOT
n OT-MNLP B Habope peareHTOB NpeaycMOTpeHa OAHOBPEMEHHAad
obpaTtHasa TpaHckpunums PHK n 3atem amnnudpukauma kHK kopo-
HaBupyca SARS-CoV-2 1 BHYTPEHHEro KOHTPONbHOro obpasua
(BKO). BKO pobasnisietca B kaxabln obpasew, bmonornyeckoro ma-
Tepuarna Ha artane akctpakuum PHK. B xoge peakuun amnnuduka-
UM Hanuyne curHana, cCeBMAeTenbCTBYIOWEro O HakonneHnn gpar-
meHToB KOHK BKO, roBoput 06 otcytctBun nHrnbmposanus OT u
MUP.

HenpurogHbiMn aAns nccrnegoBaHna ABnsoTCs obpasubl, 06beM,
YyCroOBUA/CPOK XpaHEHUS N TPAHCMOPTUPOBKM KOTOPbLIX HE COOTBET-
CTBYIOT TpeboBaHUsM, ykadaHHbIM B pasgene «B3datune, TpaHcnopTu-
poBaHMe U XpaHeHne uccregyemMoro martepuana.

NoTeHunanbHO MHTEep(pepupyoLWMe BellecTBa

[Ona oueHkn noTeHumanbHOM MHTepdepeHunn Obin BblIOpaHbI
9HOOreHHble — MYLMH, reMornobuH, U 9K30reHHble - BOAHbIN pacTBop
XJsioprekcuanHa GurnokoHaTa asii MECTHOIO U HapY)XHOro NpuMeHe-
HUs, 5 %, «bynpodeH» (cynnosmtopumn pektansHble 60 Mr), «3d-
dbepanran®» (cynnosutopun pektanbHble 80 Mr) - BelwecTsa, KOTo-
pble MOryT NPUCYTCTBOBAaTb B BMonornyeckom matepuane (Masku co
CINMU3NCTON HOCO- U POTOrMOTKU, MOKPOTa, oekannmn), NCnosib3yemMom
OS5 ccriejoBaHus.

Ona naydeHna BNMAHUA noTeHUManbHO MHTepgepupyrowmx Be-
wectB ([MMB) Ha nony4eHHble pe3ynbTaThbl, UCMBITYEMbIM HAabOPOM
peareHToB bObIfn NPoTECTMPOBaHbl MOAESNbHbIe 0Opa3sLbl, coaepXxa-
Lne N He copepxawime 3HOOreHHble N 3K30reHHble NoTeHuMarnbHO
nHTepdepupyrowmne Belwectesa. MogenbHble obpasubl npencras-
nanm coboun Mmasku Co CNMU3NCTON HOCO- U POTOITIOTKKU, 0OpasLibl MOK-
poTbl, ekanun, He cogepxawmne PHK kopoHasmnpyca SARS-CoV-2,
KOHTaMuHnpoBaHHble pa3BeaeHmem COI Ne 6 NKO PHK 2019-nCoV
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[10 KOHEeYHOW KoHUeHTpauun 1x10% F'3/mn, ¢ nocneaywowum gobas-
NEeHNeM 3HAOreHHbIX (MYyUWH, reMOrnobnH) U 3K30reHHbIX (BOAHbI
pacTBOp XroprekcuagnHa ournokoHaTa asisi MECTHOMO M Hapy»XHOro
npumeHeHus, 5 %, «Mbynpoden» cynnosutopumn 60 mr, «Addeparn-
raH®» cynnoautopumn 80 mr) MNB 1 6e3 nobaBneHns OaHHbIX Be-
lecTB. Bblumcnanu pasHuuy nosfyyYeHHbIX cpefHux 3HadveHun Ct
(ACtcp) Mexay KOHTPOSIbHbIMU N UCMbITyeMbiMu obpasuamu. [Npu
3HavyeHun ACtp. MeHee 1,5 uUMKnoB genanun BbiBO4 00 OTCYTCTBUM
BNUSIHUSA NOTEHUMarbHO MHTEPMEPMPYOLLMX BELWECTB Ha pe3yrnbTaT
OT-MNuypP.

OkcTpakumio PHK 13 mogenbHbix obpasuos u OT-ILUP nposo-
OWnu B COOTBETCTBUM C VIHCTPYKUMEN MO NPUMEHEHMUIO.

PesynbTaTbl OLUEHKN NpeacTaBneHbl B Tabn. 3.

Tabnuua 3 — OueHka BNUSHUS NOTeHUManbHO NHTepdepupyrLLMX
BELLECTB

Bua MpoTtecTupo-
Buonoru- MoTeHumanb-
N noTteHumanb- o BaHHasA Hanuuwne vH-
Heckum HOro UHTep- HbIN KOHUEeHTpauusa | TepdepeHumm
maTepwuan dbepeHTa UHTepdepeHT B o6pasue
OHOOreHHble MyumH 5% He obHapyxeHo
MokpoTa, BeLlecTBa Femornf)6MH 100 mr/mn He obHapyxeHo
EELT OksoreHHble | DOAHbIM pacTBOp
XrioprekcnguHa 2% (VIv) He obHapyxeHo
BellecTBa
BurnokoHaTa
OHOOreHHble MyumH 5% He obHapyxeHo
BeLlecTBa "femorno6buH 100 mr/mn He obHapyxeHo
«UNBynpodeH» 0
dekanuu CyNNOaNTOPMM 2% (vIv) He obHapyxeHo
OK30reHHble
BellecTBa «3pepan-
raH®» cynnosau- 2% (VIV) He obHapyxeHo
TOpUK
BocnpousBogumMocCTb

BocnponssoaumocTb uccnegoBaHmna 6bina onpeaenieHa B ABYX
He3aBMCUMbIX NabopaTopusix, pasHbIMK onepaTtopamu, B pasHble
OHW, Ha PasnU4YHbIX Npnbopax NyTeM TECTUPOBAHUS MOMOXKUTENb-
HbIX 1 OTpUUATenbHbIX MOoAenNbHbIX 06pa3uUoB. [onoxntenbHbie 06-
pasubl npeactaBnanm cobon passeneHust ctaHgapTHoro obpasua
npeanpusaTna COI Ne 6 NMKO PHK 2019-nCoV ¢ koHUeHTpaunamm
1x103 n 1x10% 'S/mn, B KayecTBe oTpuLaTenbHOro obpasua obin nc-
nonb3osaH OKO.
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PesynbTaTbl nccnegoBaHms ana Habopa peareHTOB npeacTaB-
neHbl B TAOnN. 4.

Tabnunua 4 — Bocnpon3sogMmMocTb uccrnegoBaHnsa ansa Habopa
peareHToB «AMnnuTect SARS-CoV-2»

BHyTpu nocra-
Mexay naboparto- Utoro,
HOBKW BHYTpU ce- Mexany cepusimu
puamMu (Bocnpous- BOCNpoOu3BOAMU-
pun (noBTOPSiIEMOCTDb)
BOAMMOCTb) MOCTb
Tun (noBTOpPSiEMOCTB)
obpasuoB Konu- CoBna- Konu- CoBna- Konu- CoBna- Konu- CoBna-
4yecTBO AeHue 4ecTBO AeHune 4yecTBO AeHue 4yecTBO AeHune
ob6pas- pe3ynb- ob6pas- pe3ynb- ob6pas- pe3ynb- ob6pas- pe3ynb-
LoB TaTtoB, % LoB TaTtoB, % LoB TaTtoB, % LoB TaToB, %
Monoxwu-
TenbHble
COM Ne 6 6 100 12 100 12 100 24 100
1x103 '9/mn
OTp”HLf;e”b' 6 100 12 100 12 100 24 100

ONATHOCTUYECKUE XAPAKTEPUCTUKHA

[dnarHocTnyeckne nokasatenn Habopa peareHToB OLeHMBanu
npu aHanuse Npob MaskoB CO CNN3NCTON HOCO- N POTOrMNOTKN, MOK-
pOTbl, deKkanuun, NnpeaBapuUTeNibHO OXapaKTepPM30BaHHbIX Kak coaep-
Xawme n He cogepxalyme kopoHasupyc SARS-CoV-2.

PesynbTaTtbl NpUMEHEHUs1 Habopa peareHToB NpeacTaBfeHbl B

Taon. 5.

Tabnuua 5 — PesynbTatbl OLEHKN OMAarHOCTUYECKUX MOKasaTe-
nen Habopa peareHToB «AMnnnTect SARS-CoV-2»

Twvn Pe3ynbTatbl npumeHe-
XapakTepuctuka ob6pasuoB
obpasuoB HUA Habopa peareHToB
Masku u3 Bcero uccneo- NONOXUTEeNbHbIX 51 0
HOCO" MPOTO- | pako 115 o6pasuos
FHOTKM pasu oTpuuaTenbHbIX 0 64
Bcero nccnegosaHo | MONOXUTENbHbIX 52 0
MokpoTa
106 ob6pasua oTpuuaTenbHbIX 0 54
Bcero uccrnegoaHo | MONOXUTENbHbIX 51 0
dekanuu
102 obpasuos oTpuLaTenbHbIX 0 51

Bb1nin ncnonb3oBaHbI:

— 154 obpasua buonornyeckoro matepuara (Mas3koB U3 HOCO- U pPo-
TOrNOTKN, MOKPOTHI, dpekanun), cogepxawmx smpyc SARS-CoV-
2, NOMYYeHHbIX OT MauMeHTOB C YCTaHOBMEHHOW WHeKunen
COVID-19;
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— 169 obpasuoB Buonormyeckoro matepuana (MaskoB U3 HOCO- U
POTOrNOTKN, MOKPOThI, doekanunn), He cogepxawmux PHK SARS-
CoV-2.

[dnarHocTnyeckne xapakrepucTtmkm Habopa peareHToB npeacTas-

neHbl B Tabn. 6.

Tabnuua 6 — [JnarHoctnyeckme xapakTepucTukm Habopa peareHToB
«AmnnnTect SARS-CoV-2»

OwarHocTnyeckas OwarHocTnyeckasn
YYBCTBUTENIbHOCTb cneunU4HOCTb
Tun o6pasuoB (c hoBepuTenbLHOM (c hoBepuTenbHoun
BepPOATHOCTLIO 95 %), BepoOATHOCTHLIO 95 %),
B nHtepsane (%) B nHtepBane (%)
Masku1 13 Hoco- 94,3-100 % 95,4-100 %
N POTOrNOTKM
MokpoTa 94,4-100 % 94,6-100 %
dekanun 94,3-100 % 94,3-100 %
MEPbDI NMPEOOCTOPOXHOCTHU 7 CBEAOEHUA

Ob YTUITIU3ALUUN

ccnenoBaHus MO BbIABIEHMIO B KITMHMYECKOM MaTepuare BO3-
byantenen MHAEKUMOHHBIX BonesHen, oTHocAawmxea ko Il rpynne
NaTOreHHOCTU, OOSMKHO NPOBOAUTLCA C cObnageHneM caHUTapHoO-
anungemunonormnyeckmx npasun Cl11.3.3118-13 «besonacHocTb pa-
60T ¢ MukpoopraHunamamu |-l rpynn natoreHHOCTN (ONacHOCTW)» ”
CaHllnH 2.1.7.3684-21 «CaHuTapHo-anngemMmuoriornyeckne tpebo-
BaHUNSA K COOAEPXaHUIO TEPPUTOPUN TOPOLACKUX U CENbCKUX nocere-
HUN, K BOAHbIM 0ObEeKTaM, NUTbEBOW BOAE N MNTbEBOMY BOLOCHAb-
XEeHWU0, aTMocdepHOMY BO34yXYy, NoYyBaM, XUMbiM NMOMELLEHUSM,
aKkcnnyataumMm MNpOn3BOACTBEHHbLIX, OOLECTBEHHbLIX MOMELLEHUN,
opraHusaumm n npoBeaeHN0 CaHUTaPHO-NPOTMBOIANNOEMUYECKNX
(NnpodomnakTnyecknx) meponpuatun». B cooTtBeTctBun ¢ N.2.1.6
CI1 1.3.3118-13 gnarHocTuka Bo30yanuTenen MHPEKUNOHHbIX bones-
Hen |l rpynnbl NATOreHHOCTU MONEKYNAPHO-FrEHETUYECKUMN METO-
aamu (6es HakonneHnsa Bo3dbyanTens) MoXeT NpoBOAUTLCS B nabo-
paTopusaX, MMEKLLINX CAHUTaPHO-3NMNAEMUOSIONMYECKOE 3aKNiYeHne
O BO3MOXXHOCTM NpoBeaeHna paboT ¢ MukpoopraHmamamu Il rpynnei
NaTOreHHOCTU B COOTBETCTBUN C TpeboBaHMAMM CaHUTapPHbIX npa-
Bun CI1 1.3.2322-08 "besonacHoCcTb paboTbl C MUKPOOPraHn3mamm
Il - IV rpynn naTtoreHHoCTn (onacHoCTn) 1 Bo3byantensamu napasm-

cTp. 10 n3 30



TapHbIX 6onesHen" (c nameHeHnamn Ha 29 uioHa 2011 roga). MaTte-
puan ans uccnefoBaHuy NOANEXUT npeasapuTensHon obpaboTke B
COOTBETCTBUN MeToAnYeckumm ykasaHnamm MY 1.3.2569-09 «Opra-
H13auus paboTbl nabopaTtopuin, NCMNOSb3YIOLWNX MeToAblI aMnnNnudun-
Kauumn HYKITENMHOBbLIX KACHOT nNpu paboTe ¢ maTepuanom, cogepxa-
LUMM  MUKpoopraHuamel -1V rpynn natoreHHocTu». [lpu paboTte
HeobXxoQMMO Bcerada BbIMOMHATL criedyowmne TpeboBaHnd: paccmar-
puBaTb UCXO4Hble nccnegyemble obpasubl OMonorMyeckoro matepu-
ana Kak MHEeKLUNOHHO-0MacHble; NHAaKTUBUPOBATb NCXOAHbIE UCCIIe-
ayemble obpasubl bnoniornyeckoro matepmnana B COOTBETCTBUM Me-
Toanyeckumu ykasaHmsamm MY 1.3.2569-009.

[Mpn paboTe HeobxoaMMO Bcerga BbINONHATL crneayowme Tpebo-

BaHU4:

- WccnepoBaHma npoBoasaTcst B OOKCUPOBAHHLIX MOMELLEHUSIX,
0bopyaoBaHHbLIX CUCTEMaAMU MPUTOYHOW U BbITSXKHOW BEHTUNS-
Lum nnmn bokcax mukpobuonorndeckon 6esonacHoctu |l knacca.

- Temnepatypa B nomeweHusax nadopartopum ot 20 go 28 °C, oT-
HOcUTernbHasa BNaXxHoCcTb oT 15 Ao 75 %.

- PaccmatpuBath nccrnegyemole obpasibl Kak MHEKLUNOHHO-oMnac-
Hble, OpraHn3oBbIiBaTb paboTy n xpaHeHue B cootTBeTcTBUMN C CIT1
1.3.2322-08 «be3onacHocTb paboTbl ¢ MuKkpoopraHnamamu -1V
rpynn naTtoreHHoCcTn (onacHocTn) n Bo3byanTensmm napasurap-
HbIX DONe3HEN Y.

- YbupaTb n gesnHduumpoBaTb pasnutble obpasubl, UCMONbL3y4
aes3nHduumpyrowmne cpeactea B cootesetcTemn ¢ Cl11.3.2322-08
«besonacHocTb paboTbl ¢ MukpoopraHnamamu -1V rpynn nato-
eHHOCTM (onacHOCTM) N BO3GyaMTENAMM NapasuTapHbix 6ones-
HEWY.

- JlabopaTopHbIn npouecc AomkeH bbITb 0o gHOHaNpaBneHHbIM. AHa-
N3 NpoBOAUTCA B OTAENbHbIX NomelleHnsix (3oHax). PaboTty cne-
OyeT HaymMHaTb B 30HE DKCTpakumm, npogormkatb B 3oHax AMnnu-
domkauum n letekumn. He BosBpaluaTe obpasubl, 0bopyaoBaHue n
peareHTbl B 30HY, B KOTOpou 6bifia npoBedeHa npeabiaylias cra-
ans npouecca.

- Heuncnonb3oBaHHbIE peareHTbl, peareHTbl C UCTEKLWIMM CPOKOM
FOAHOCTU, @ TakKe UCMONb30BaHHbIE peareHTbl, ynakosky!, 6uo-
norn4yeckMn matepwuan, BKMo4vast matepuansl, MHCTPYMEHTbI U

! Hencnonb3oBaHHble peareHTbl, peareHTbl C UICTEKWNM CPOKOM rogHOCTH, UCNOJIb30BaHHbIE pea-
FeHTbl, yNnakoBKa OTHOCATCA K Kiaccy onacHOCTU MeONULIMHCKMX OTXOO0B r.
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npeaMeThl, 3arpsi3HeHHbIE OMOMOrnM4YeckuM MaTtepuanom, crie-
oyeT yganatb B COOTBETCTBUM C  TpeboBanHuamm CanllnH
2.1.7.2790-10 «CaHunTapHo-anngemMmumonornyeckmne tpebosaHus K
oOpalleHunto C MEAULMHCKMMW OTX04aMUy.

BHUMAHME! lNpun yoaneHun otxogos nocrie amnnudukaumm (npo-
Bupok, cogepxawwmx npoayktel MLP) HegonycTMMo OTKpbiBaHMe
NpoOdunpok n pasbpbi3rnBaHME COAEPXKMMOIO, MOCKOSIbKY 3TO MOXET
NPUBECTU K KOHTaMuHauum npoayktamu MNUP nabopaTtopHoOn 30HHbI,
obopyaoBaHUS N peareHToB.

icnonb3oBatb U MEHATb MPU KaXXgow onepaumm ogHopas3oBble
HaKOHEYHWKN ONs aBTOMaTUYECKNX Jo3aTopoB ¢ hunbtpom. Oa-
HOPAa30BYIO NNAcTUKOBYD nocyay (Npodupku, HaKOHEYHWUKW)
Heobxoanmo cbpacbkiBaTb B crieymarnbHbI KOHTEMHED, coaepKa-
LMK Oe3nHpuumnpyollee cpeactBo, KOTOpoe MOXET ObiTb ucC-
nofib30BaHO Ansa obessapaxmnsaHna MeanLMHCKNX OTXOO0B.
[ToBEPXHOCTU CTOJSIOB, @ TaKXe MNOMeLLEHUd, B KOTOPbIX NPOBO-
antcs noctaHoBka NLP, oo Havana n nocne 3aBeplueHnsa padboT
HeobxoaMmMo noasepratb yrbTpadmMoneToBoMy o0bny4YeHuto B Te-
yeHne 30 MUH.

Habop peareHTOB npeaHasHavyeH Onsi 04HOPa3oBOro npuMeHe-
HUA onga nposenenua lNLUP-nccnenooBaHna ykasaHHOro kosinde-
ctBa npob (cMm. pasgen «CocTtaBy).

Habop peareHTOB rotoB K MPUMEHEHUIO COrfacHO OaHHOW WH-
CcTpyKkumn. NprumMeHaTb Habop peareHToOB CTPOro No Ha3HaYeHWUIO.
K pabote ¢ Habopom peareHTOB OONYCKAeTCs TONLKO NepcoHarn,
0Oy4YeHHbIN MeTogaM MONEKYNAPHOW AMArHOCTUKU U npaBuiam
paboTbl B KITMHUKO-AMArHocTuyeckon nabopatopum B yCTaHOB-
neHHom nopsagke (Cl11.3.2322-08 «besonacHocTb paboTbl ¢ MUK-
poopraHuamamu -1V rpynn natoreHHoCTU (onacHoCTH) n Bo36y-
aNTeNaAMN napasnTapHbix 6onesHen»).

He mncnonb3oBaTb Habop peareHTOB, €Cnv HapylleHa BHYTPEH-
HAS yakoBKa UNU BHELLHUN BN, peareHTa He COOTBETCTBYET OMnu-
CaHuIo.

He wucnonb3oBaTb Habop peareHToOB, €cnu He cobnioganucb
YCNOBUS TPAHCNOPTUPOBAHUS U XPaHEHUSI COrNMacHO UHCTPYKLUMN.
He ncnonb3oBaTb Habop peareHToB MO UCTEYEHNM CPOKa rogHO-
CTW.

Acnonb3oBaTb OHOPA30Bble HEONYAPEHHbIE NepvaTkn, nabopa-

cTp. 12 n3 30



TOPHblE XanaThbl, 3aWuwaTe rnasa Bo BpeMsi paboTbl ¢ obpas-
Lamu u peareHTamu. TwaTenNbHO BbIMbITb PYKM MO OKOHYaHUN pa-
6oTbl. Bce onepauum npoBoOATCA TONMbKO B rnepyaTkax gnsa umc-
KNIOYEHNS KOHTaKTa ¢ OpraHM3MoM 4YerioBeka.

- WN3beraTb BObIXaHUs NApOB, KOHTAKTa C KOXEW, rnasamMmu u crnmau-
cTon obono4kon. BpeaeH npu npornatbiBaHUu. [1pn KOHTaKTe He-
MeA1eHHO NPOMbITb NOpaXkeHHOe MeCcTo BOAOW U Npu Heobxoau-
MOCTM 00paTUTbCS 3a MEQNLMHCKON NOMOLLbHO.

- [pun cobnogeHun ycrnoBun TpaHCMOPTUPOBKK, IKCMyaTauum m
XpaHEHUs1 PUCKN B3pbiBa U BO3ropaHnst OTCYTCTBYIOT.

- WHdpopmaumoHHoe nncbmMo o 6e3onacHocTn Habopa peareHToB
OOCTYIMHO MO 3anpocy.

OueHka BEPOSATHbLIX CObbITUI, B pe3ynbTare HACTYMIEHUsS KOTOPbIX
MOIYT NPOU30NTK OTpuLaTENbHbIE NOCNEACTBUSA AN OpraHM3ma ye-
f0BeKa.

[Mpy ncnonb3oBaHMKN NO HA3HAYEHUIO U CODNIAEHMN BbilLienepe-
YNCIIEHHbIX MEP NMPELOCTOPOXHOCTM HAbop peareHTOB Be3onaceH.

Cneuundunyeckme BO3OENUCTBUA KOMMSIEKTA peareHToB Ha OpraHu3m
YyenoBeka:

- KaHueporeHHbIn apdekT OTCYTCTBYET.

- MyTtareHHoe OencTBne OTCyTCTBYET.

-  PenpogykTnBHag TOKCUMYHOCTL OTCYTCTBYET.

AOONOJIHUTENbHbLIE MATEPUAIIbI U OBOPYOOBAHUE
B3saTne nccnepyemoro matepmana

1. PeareHT onsa B3ATUA, TPAHCNOPTUPOBKA U XpPaHEHUS MA3KoB U3
BEPXHUX OblXaTenbHbIX NyTen « TpaHCnopTHaa cpefa angd xpaHe-
HUS N TPaAHCNOPTUPOBKN pecnnpaTtopHbiXx MaskoBy. (PY Ne ®CP
2009/05515, npoussoactea ®bYH UHWNN 3nngemnonorum Po-
cnoTpebHaasopa nnn aHanorndHbin).

2. 3oHA-TaMnoH Anga otbopa, TPaHCNOPTUPOBKN N XpaHEHUsST BMOSIO-
rmyecknx npod (Hanpumep, DELTALAB S.L.U. («OEJIbTAJIAB
C.J1.Y.»), cnaHna nnn aHanornyHbin).

3. KoHTenHep nnacTukoBbIN ONS B3ATULA, XPaHEHUS N TPaHCNOPTU-
poBKM Buonorndecknx obpasuos obvemom 50-60 mn, ctepunb-
HbIn (Hanpumep, OO0 «KombuTtek MNnacTnk» Ny aHanorn4yHbIN).

4. OgHopasoBble MONUMPONUIIEHOBLIE TMMIOTHO 3aKkpbiBalOLLMECS
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npodbupkn obvemom 2,0 mn (Hanpumep, Axygen, Inc. («3kcu-
okeH, VHk.»), CLUA, nnn aHanornydHole).

MpeaBapuTenLHasa noaroToBKa UccrneayeMoro matepuwana

1.

8.
9. ABTOMaTU4ecKkne [o3aTtopbl NepemMeHHoro obvema (Hanpumep,

Pearent « MYKOJTIN3UNH» (PBYH LUHUW 3nngemmnonorum Pocno-
TpebHansopa, PY Ne ®CP 2011/12082) ona npeasapuTenbHOM
06paboTKN MOKPOTHI.

. 0,9 % pactBop HaTpua xnopuaa (CTepunbHbIn GU3NOSTOrMYECKNN

pacTtBop) unu cocdaTtHbin OydepHbin pactBop (PBS) (HaTpus
xnopua, 137 MM; kanusa xnopug, 2,7 MM; HaTpua moHodocdar,
10 mM; kanusa gndocdart, 2 mM; pH=7,5£0,2).

OpgHopasoBble  MOMUMNPOMNUIIEHOBLIE  3aBUHYMBAIOLWIMECH UMK
NSIOTHO 3akpblBawowmeca npobupkn Ha 1,5 mn (Hanpumep,
Axygen, Inc. («3kengxkeH, NHk»), CLUA, nnn aHanornyHele).
3aBuHYMBaKOLWMECA KPbIWKA K npobupkam (Hanpumep, Axygen,
Inc. («3kcnakeH, NHK.»), CLLUA, nnu aHanornyHole).
OpgHopasoBble HAKOHEYHMKN ONst 403aTOPOB NEPeEMEHHOro 06b-
ema c counbtpom go 100, go 200, go 1000 n go 5000 mkn (Hanpu-
mep, Axygen, Inc. («3kcngxeH, NHk»), CLLUA, nnu aHanornyHble).
LUTaTmBbl 4ns npobupok ob6bemom 1,5 mn u/mnn 5 mn (Hanpumep,
Axygen, Inc. («3kcumkeH, NMHk»), CLUA, nnn aHanornyHeole).

. MukpoueHTprdyra gna npobupok Tuna «AnneHaopd» ¢ Makcu-

ManbHOM CKOPOCTbI LEeHTpUdyrmpoBaHna He MeHee 12 TbiC g
(Hanpumep, Eppendorf Manufacturing Corporation («9nneHgopd
MaHydakTypuHr KoprnopanwHy), f'epmaHns, nnmn aHanornyHas).
BopTekc (Hanpumep, SIA Biosan, JlatBusi, nnn aHanornyHbin).

OO0 «buoxut», Poccus, nnmn aHanornyHole).

10. XonogunbeHuk oT 2 o 8 °C ¢ MOpO3nUnNbLHON KaMeponm OT MUHYC

24 0o MmnHyc 16 °C.

11. OTAenbHbIN XanaT, Wano4ykn, obyBb M 0HOPa30Bbie Nep4yaTKu

no MY 1.3.2569-09.

12. OgHopa3oBble NNAaCTUKOBbIE KOHTEWHEPLI Ans copoca 1 MHaKTu-

Baunn matepumnasioB.

JdkcTpakumsa PHK u3 nccnegyembix o6pasuon

1.

JTamuHapHbin 60kc (Hanpumep, «bABR-01-«JlammHap-C»-1,2»,
«JlamnHapHble cuctembl», Poccus, knacc duonorndeckon 6e3s-
onacHocTtu Il Tmn A).
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2. TepmocTaT Aanga npobupok Tmna «dnnengopd» ot 25 oo 100 °C
(Hanpumep, « TEPMO 24-15», «bunokomy», Poccus).

3. MukpoueHTpudyra ona npobupok Tnna «3dnneHgopd» Ao 16 Teic

06/MuH (Hanpumep, «Elmiy, JlatBus, «Hettish», F'epmaHung).

BopTtekc (Hanpumep, « TOTA-2», «bnokomy», Poccus).

BakyymMHbIn oTcacbiBaTeNnb MEAUUMHCKMUA C KONOOW-NOBYLLKOW

ONs yoaneHns HagocagodHou Xuagkoctn (Hanpumep, «OM-1», T.

YnbaHoBcK, Poccus).

6. Habop 9neKkTpOoHHbIX UM MeXaHWYeCKUX O03aTopoB MepeMeH-
Horo o6bema (Hanpumep, «JleHnuneTt», Poccng).

7. OgHopasoBble MNOMUMNPOMNUIIEHOBLIE  3aBUHYMBAIOLIMECS UMK
NfIOTHO 3aKpblBalOWMECa MUKpONpPobupkn obbemom 1,5 Mn
(Hanpumep, «Axygen», CLUA).

8. OgHopa3oBble HAKOHEYHUKN AN 003aTOPOB NEPEMEHHOr0 00b-
emMa C aspo3onbHbIM bapbepom o 200 n go 1000 mkn (Hanpwu-
mep, «Axygen», CLLA).

9. OgHopa3oBble HAKOHEYHUKN AN 03aTOPOB NEPEMEHHOro 06b-
ema o 10 n 200 mkn (Hanpumep, «Axygeny», CLLA).

10. Wratmebl gna mMmukponpodbupok obvemom 1,5 mn (Hanpumep,
«MHTepllabCepBuc», Poccusi) M HaKOHEYHMKOB (Hanpumep,
«Axygeny, CLLA).

11. XonogunbeHuk oT 2 o 8 °C ¢ MOpO3nUnNbLHON KaMepon He Bbllle
MuHyc 16 °C.

12. OTaenbHbIN XanaT 1 04HOPa30BbLIE NepYaTKu.

13. EmMKoCTb C Ae3snHpUUmnpyrowmm pactTBOpoM.

ok

OOGpaTtHasa TpaHcKkpunuusa, amnnudpmkauma c ruopmnan3aumMoHHO-
cdnyopecueHTHOU AeTeKuuen NpoaykToB amnnudnkaumm

1. OgHopasoBblie NOMNPONUITIEHOBLIE NPOOUPKMK:

- 3aBMHYMBaKOLLMECA WX MSIOTHO 3aKpblBawLmnecs npobupku
obvemoMm 1,5 mn (Hanpumep, Axygen, Inc. («QkenoxkeH, VHK»),
CWA, vnu aHanorndHble) Ans npuUroToBrneHMa peakuMoHHOW
CMecH.

- TOHKOCTEHHbIe npobupkn anga MNMLUP obbemom 0,2 mn ¢ BbiNyKion
NN NSIOCKOM ONTMYECKM MPO3pavyHOM KPbILWKOW UK npobupkm
obbemom 0,2 mn1 B cTpMnax no 8 WT. C Npo3payHbiMU KpbILLKaMU
(Hanpumep, Axygen, Inc. («9kengxeH, UHk»), CLUA, nnn aHarno-
MYHbIE) — NPU NCMOSIb30BaHUM Npubopa NiaHWeTHOro TMna;

- TOHKOCTEHHbIE npobupku ans MNLUP obbemom 0,2 Mn ¢ nockon
Kpbllwkon (Hanpumep. Axygen, Inc. («3OkempxeH, UHk»), CLUA,
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8.

9.

nnn aHanornyHole) unun npodbupkn ans MNUP k Rotor-Gene obbe-
Mom 0,1 mn B cTpunax no 4 wrt. ¢ Kpbiwkamu (Hanpumep, QIAGEN
GmbH («Knaren 'm6X»), N'epmaHna, nnn aHanornyHole) — npu
NCcnosib30BaHUM npmubopa poTopHOro TMna.

. OpHopa3oBble HAKOHEYHUKN ANSA [03aTOPOB NepeMeHHOro 0o0b-

ema ¢ counbTpom o 200 mkn (Hanpumep, Axygen, Inc. («3kcu-
mxkeH, NMHk»), CLUA, nnn aHanornyHole).

LUTaTmBbl Ansa npobupok oobemom 0,2 mn unm 0,1 mn (B coOTBET-
CTBUM C UCMNOSIb3yeMbIMU KOMMIIEKTAMKU peareHToB) (Hanpumep,
Axygen, Inc. («3kcumkeH, NHk»), CLUA, nnn aHanornyHeole).

. bokc abaktepuanbHon BosgywHon cpeabl (MUP-6okc) (Hanpu-

mep, «BAB-TUP-«JlamnHap-C», SAO «JlaMuHapHbIE CUCTEMBIY,
Poccus, nnu aHanornyHoln).
BopTtekc (Hanpumep, SIA Biosan, JlatBusi, nnin aHanornyHbin).

. ABTOMaTn4yeckme Oo3atopbl nepemMeHHoro obvema (Hanpumep,

OO0 «buoxut», Poccna, unn aHanornyHole).

. [porpammumnpyembii amnindukaTtop ¢ cuctemMoun getekumm dony-

OPECLIEHTHOro CcUrHasna B pexmnMe «pearibHoro BpeMeEHN», UMeto-
lWnr 2 nnm bonee HesaBUCUMbIX KaHarnoB (pfiyopecueHTHON ae-
Tekumn (Rotor-Gene Q (QIAGEN GmbH («KnareHn 'm6X»), 'ep-
maHung), CFX96 (Bio-Rad Laboratories, Inc. («bno-Pag Jlabopa-
Topus, UHK.»), CLLUA). Applied Biosystems QuantStudio 5 (Life
Technologies Holdings Pte. Ltd. («Jland TekHonomxuc XonauHre
[Mrc. JIta»), Cudranyp), OTnpanm («AHK TexHonorus», Poccus).
XonoaunbHUK oT 2 o 8 °C ¢ MOpO3nIIbHOM KaMepPOW OT MUHYC 24
no muHyc 16 °C.

OToenbHbIM XanarT, Wwanoyku, o6yBb U 04HOPA30BbLIE NEpYaTKM No
MY 1.3.2569-009.

10. EmkocTb anga cbpoca HaKOHEYHMKOB.

B3ATUE, TPAHCITOPTUPOBAHUE U XPAHEHUWE UCCIEOYE-
MOIoO MATEPUATNA

Ons uccnenoBaHWs OT NauveHTa pekomeHayeTcs bpaTb cneayto-

L1 buonorndecknin matepuan:

- MasKu CO CIIM3NCTON HOCO- U POTOrNOTKM (MPU HaNnUynum CUMn-
TOMOB MOPaXXeHUS1 BEPXHUX AblXaTeNbHbIX MyTEN);

- MOKpOTa (Npu HanM4nMm CUMMNTOMOB MOPAKEHUS HUXKHUX OblXa-
TEINbHbIX NYTEN);

- dekanuu (npn Hann4uum cumntTomMoB nopaxeHuns XKKT).
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BHUMAHWE! Ma3skn co crnn3anctom HOCOrnoTKU U POTOrNOTKU pe-
KOMEHOYeTCsl COBMeELLaTb B OQHOW Npobupke U mnccrnegoBaTb Kak
oaunH obpaseu. [ns atoro 6epyT Maskm pasHbIMW 30HOAMW CHavana
CO CIMN3NCTON HUXHEro HOCOBOrO Xo4a, a 3aTeM U3 POTOrNOTKU, NpuU
9TOM paboyme KOHLUbI 30HA0B Mocre B3ATUS Ma3KoB Y naumeHTa rno-
MeLLarTcs B ogHy npobupky ¢ 0,5 mn TpaHCNOpTHOM cpeabl ANs Xpa-
HEeHUS U TPAHCNOPTMUPOBKM PECNUPATOPHbIX Ma3KoB U UCCIeayTcs
Kak oguH obpasedu.

Ma3kun co cnu3ancTom HUXXHero HocoBoro xoga.

Ecnn nonoctb Hoca 3anonHeHa crnmsblo, nepen npouenypon pe-
KOMeHOyeTCsl NpPOBECTU BblICMapkmBaHue. [Ons B3SATUA MasKoB WUC-
NOMb3YIT CyXme CTepusibHble 30HObl N3 NONCTUPONA C BUCKO3HbIMU
TamnoHamun. 30H4 BBOAAT NErkMm ABMXEHUEM MO HapPY>XHOW CTEHKE
Hoca Ha rnyobunHy 2—3 CM 0O HMWKHEW PaKOBWHbLI, Cnerka ornyckawT
KHMU3Y, BBOAAT B HMXKHUN HOCOBOM XO[, NOL, HMXXHIOK HOCOBYHO pako-
BWUHY O HOCOIJIOTKKU, AeNatT BpallaTeribHoe ABMXEeHMe 1 yaansawoT
BOOMNb HapyXHOW CTeHkM Hoca. Obwas rnybuHa BBeaeHUs 30HOA
OOJMKHA COCTaBNATb MPUMEPHO MOSIOBUHY PAacCTOSAHMUA OT HO34puU A0
yLIHOro otBepctusa (5—6 cm). Nocne B3ATMA MaTepuana TaMnoH (pa-
6ou4yto YacTb 30H4A C BUCKO3HBbIM TaMMOHOM) MOMELLLA0T B NPOBUpPKY
c 0,5 mn TpaHCcnopTHOW cpenbl ANA XpaHeHUa N TPaHCNOPTUPOBKN
pecnupaTopHbiX Ma3koB. KOHel 30HAa oTnamMbiBaloT, NpuaepKxmeas
KPbILWKOW NpoOUpKM C pacyeToM, YToObl OH MO3BONWUI MAOTHO 3a-
KpbITb NMPoounpky. Npobupky ¢ pacTtBopom 1 paboyvyen 4YacTbio 30HOA
3aKpbIBaOT N MapKUPYHOT.

Ma3ku ¢ 3agHen CTeHKU POTOrNoOTKMU.

Ob6pasubl 6epyT CyxmMmMm CTEPUNBbHLIMUA 30HAAMU C BUCKO3HbLIMU
TaMnoHamu BpallaTenbHbIMU OBWXEHUAMW C NOBEPXHOCTU MUHAA-
NNH, HEBHBIX OYXXEK N 3aHEN CTEHKM POTOrNOTKW. [locne B3daTNA ma-
Tepnana TamnoH (paboyyto 4YacTb 30H4A C BUCKO3HbIM TaMMOHOM)
NOMeLLaloT B CTEPUNbHYIO 0gHOPa3oByo Npobupky ¢ 0,5 Mn TpaHc-
NOPTHOM cpefbl U 30HOOM C Ma3KOM M3 HOCOrMoTKN. KoHel 3oHAa
OTNnamMbIBalOT, NPUAEPKMBAS KPbILLKOW NPOBUPKKN C pacvHeToM, YTOObI
OH NO3BOMWST NITOTHO 3aKpbITb NPOOUPKY. MNpobupky ¢ pacTBOpOM U
paboyen YacTblo 30HAA 3aKpbIBalOT, MapKUpyoT. [lonyckaeTcsa xpa-
HeHne maTepuana oo NpoBeaeHns uccrnegoBaHnsa B Te4eHne 3 cyT

cTp. 17 n3 30



npu Temnepatype ot 2 0o 8 °C, npn Temnepartype oT MUHYC 24 00
MUHYC 16 °C — onuTesnbHo.

MokpoTa.

MokpoTy cobupatloT B CTepUnbHbIE repMeTUYHbIE O4HOPAa30BbIe
NS1aCTUKOBblE KOHTEMHepbl Nocrie npeaBapuTenbHOro rnonockaHu
NofocTu pTa BOAOW. [lonyckaeTca XpaHeHMe 40 NpoBedeHNs nccrie-
OoBaHua B TedeHne 1 cyT npu TemnepaTtype oT 2 o 8 °C, npu t1em-
nepatype oT MUHyC 24 0o MunHyc 16 °C — anntencsHo.

dekanun.

O6pasubl 3abupatoT B CTEPUNbHbLIN TOPLLIOK MK nogknagHoe
cyaHo. 3atem B Konunyectse 1 r (NpMMeEpPHO) NEPEHOCAT B OAHOPA30-
BYIO repMETUYHYIO EMKOCTb M3 nonunponuneHa. [Jonyckaetcs xpa-
HeHMe OO0 NPoBedEHUsI UCCreaoBaHust B TedeHne 1 cyT npu Temne-
paType oT 2 oo 8 °C, npu Temnepartype oT MUHyC 24 0o muHyc 16 °C
— AnutenbHo. [lonyckaeTcs TONbKO OQHOKpaTHOE 3amMopakmBaHue-
oTTanBaHue maTepuana.

NOAroTOBKA UCCINEAYEMOIO MATEPUAINA K 3KCTPAKLIUA
PHK

Ma3Ku co CTU3NCTON HOCO- U POTOFTOTKM.

Copgepxmmoe 3akpbITOM NPOBMPKM nepemMellaTb Ha BOPTEKCE U
LeHTpudyrmpoBaTtb B Te4eHue 5 ¢ npu 5 Tbic 06/MUH HA MUKPOLIEH-
Tpudpyre ona yaaneHud Kkanernb ¢ BHYTPEHHEN NOBEPXHOCTU KPbILLKU
npodupkun. na akctpakumm PHK otbumpatot 100 mkn obpasua.

MokporTa.

Bsiskasi N0 KOHCUCTEHLMN MOKPOTa NoaneXxmt obpaboTke peareH-
ToM «MYKOJIM3NH». C uenbto CHMKEeHUA BA3KOCTU B €MKOCTb C
MokpoTon gobasnsietcsa peareHT « MYKOJIM3H» B cooTHOLWEHUM
06beMoB 2:1 (OPUEHTUPYSACHL MO rpagympoBke eMkocTu). Npn Heob-
xoanumocTun yeenunumnsaoT o6bem peareHT « MYKOJTM3UH» oo cooT-
HoweHna 5:1. llocne nHkybaunn Npn KOMHaATHOM TemnepaTtype Ao
npocBeTneHnsa MoKpoTbl (He 6onee 20 MuHyT) 100 MK MOKPOTbI UC-
nonb3yoT ans akctpakumm PHK. Tpn HeobxoanmMocTy NOBTOPHOro
NpoBeLEHNA aHann3a OCTaToOK MOKPOTbI 3aMOpaXXuBator.
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NpepBaputenbHas obpaboTka pekanuu.

B MukpoueHTpudyxHyto npobupky (o6bemom 1,5 mn) BHocaT 0,9
Mn coocpaTHoro 6ydepa (Mnm cTepusibHOro Pu3mosIorMyecKoro pac-
TBOpa). B kaxayr npobupky oTtaefibHbIM HAaKOHEYHUMKOM C (PuUnb-
Tpom (Unu ogHopasosBbiMu nonatkamu) BHocaTt 0,1 r (0,1 mn) deka-
NN N TWATeNbHO pPecycrneHanpyloT Ha BOpTekce 4O obpa3oBaHUS
romoreHHon cycrneHann (10%). Basecb hekanmin MHTEHCMBHO BCTPSA-
XMBaKT Ha BOpTEKCe 40 0bpa3oBaHUs CYCNeH3NN.

LleHTpndpyrupytot cycneHsunm doekanumn 5 M npu 7000 g (10 ThIC
06/MnH Ha ueHTpudyre «MiniSpin», Eppendorf). CynepHaTaHT
(OCBETNEHHbIN 3KCTpaKT doekanui) B obbeme 20 MK UCMONb3YIOT
ans akctpakuymm PHK.
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COCTAB

«AmnnnTect PUBO-npen» BapmaHT 100 — KOMMNEKT peareHToB And
akcTpakuymn PHK/OHK n3 6uonornyeckoro marepmana — BKAOYaeT:

PeareHT OnucaHune O6bem, Mmn | KonuuvecTtBo

Mpo3payHas XKngkocTb OT

PacTBop ans nuauca OecuBeTHOro Ao 30 1 dpnakoH
cepo-ronyboro ugeTa

PactBop ans npeuunuta- | lNpospayvHasn 6ecupeTHas 20 2 chnakoHa

Lmn XWAKOCTb
lMpo3payvHaga 6ecuBeTHas

PacTtBop ans oTMbIBKU 3 SKUAKOCTb 25 2 cbnakoHa

PacTtBop ans oTMbIBKU 4 NpospauHas GecupeTHas 20 1 dpnakoH
YKMOKOCTb
MpospayHaga becuBeTHas

PHK-6ydep HUOKOCTb 1,2 8 npobupok

K komnnekty peareHtoB «AmnnnTect PUBO-npen» BapuaHT 100
npunararTca KOHTPOSbHbIE 0Opa3ubl aTanosB akcTpakumum PHK/OHK

n3 6uonornyeckoro martepuana n OT-INLP:

PeareHT OnucaHue O6bem, mn KonunuecTtBo
OKO MpospayHaga 6ecuBeTHas 12 2 npoBupkr
XNOKOCTb
BKO IC-R1 lMpo3payvHasa 6ecuBeTHas 1.2 1 npo6upka
XNOKOCTb
lMpo3payvHasa 6ecuBeTHas
NMKO PHK SARS-CoV-2 KNOKOCTb 0,15 1 npobupka

«AmnnnTect PUBO-npen» BapmaHT 100 paccynTtaH Ha BblgeneHue

PHK 13 100 o6pasuoB, BKIto4ast KOHTPOSIN.

«MNUP-komnnekT» BapnaHt FRT-96 F — KoMnnekT peareHToB ang 06-
paTtHoun TpaHckpunumn PHK n amnnugpukaummn pparmenta k[HK ko-
poHaBupyca SARS-CoV-2 ¢ getekumnen B pexmme «pearbHOro Bpe-

MEHWN» BKITHOYaEeT.

XMOKOCTb

PeareHT OnucaHue O6bem, mn KonunyecTtBO
gl(;l,\lj gmer-FL SARS- )I?(Sgsgg::aﬂ OecuBeTHas 0.9 2 NPOBUPKA
OT-MuP-6ygep-R Qﬁgigsr:aﬂ GecupeTas 1,2 1 npobupka
Taq nonvmepasa Qﬁgigsr:aﬂ GecugetHas 0,12 1 npobupka
PesepTtasa (MMIv) Qﬁgigsr:aﬂ GecugetHas 0,06 1 npobupka
K- [Mpo3payvHasa 6ecuBeTHas 0.4 1 npoBupka
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KoMnnekT peareHTOB paccymTtaH Ha npoBeaeHne 96 peakumnm ob-
paTHOW TpaHCKpunuumn n amnnudukaumm (Bcero 96 TectoB), BKIOYas
KOHTPOMN.

PeareHTbl KOMMNEKTOB yrakoBaHbl pa3gerbHo.

NMPOBEOEHUE NMUP-UCCIIEOOBAHUA
[MUP-nccnepoBaHne cCOCTOUT U3 CrieayroLmnX 3Tanos:
- akcTpakumna PHK 13 nccnegyembix obpasuos,

- obpaTtHasa TpaHckpunuma PHK n amnnudounkaunm kAHK ¢ rmbpun-
ON3aLUMOHHO-ITyOPECLEHTHON OETEeKUNEN B PEXUME «pearibHOro
BPEMEHNY,

- aHanu3 u nHTepnpeTauusa pesynbTaToB.
OKCTPAKUHNA PHK U3 UCCINNIEAYEMbIX OBPA3LIOB

BHUMAHMUE! Npn paboTte ¢ PHK Heob6xoammo ncnonb3oBaTtb TOMbKO
O[IHOpa30Bble MMNacTUKOBbIE pacxogHble MaTepuarsbl, UMeloLne
cneumanbHyto mapkupoBky «RNase-free», «DNase-freey.

1. PacTBOp AnNA nu3anuca (ecrnv OH XpaHuncsa npu temnepaType oT
2 0o 8 °C) nporpeTb npu Temnepartype 65 °C 4o nonHoro pacTeo-
PEHUA KPpUCTarsoB.

2. OT0bpaTh HEOOBXOAMMOE KONMMYECTBO OAHOPA30BbLIX NPOBMPOK Ha
1,5 MN € NSIOTHO 3aKPbIBAKOLWNUMUCA KpbIKaMu (BKOYas oTpu-
LaTesSbHbI U NONOXUTENbHbLIA KOHTPONKN BblaeneHns). BHecTu B
kaxkayto npobumpky no 10 mkn BKO IC-R1. [Jo6asutb B Npobumpku
no 300 mkn pacTBopa Aana nusuca. [pomapkmpoBaTb NPOOUPKMN.

3. B npobupku c pacteopom gnsa nusmca n BKO IC-R1, BHecTn no
100 MKN NoaroToBNEHHbIX NPob (4ns 9KCTpakToB dpekanun BHe-
ctn 20 mkn npo6 n 80 Mkn docdatHoro dydepa (Mnn ctepunb-
HOro on3nosiIorM4YEeCKOro pacTeopa)), UCNonb3ys HaKOHEYHUKU C
aspo3orbHbIM BapbepoM. B npobupky oTpuuaTenbsHOro KOHTPOIS
(OK) BblgeneHna sHectn 100 mkn OKO. B npobupKky nonoxwu-
TenbHoro koHTponsa (MNK) ebiaeneHna sHectn 90 mkn OKO u 10
Mk NMKO PHK SARS-CoV-2.

4. Copepxumoe npobupok TwaTtesribHO nepemellaTtb Ha BOpPTEKCe,
npoueHTpUdyruposaTtb B Te4eHne 5 ¢ Ha MUKpPOLEHTpudyre ons
yaaneHus Kanesib C BHYTPEHHEN MOBEPXHOCTU KPbIWKU U Npo-
rpetb 5 MMH npu 65°C B TepmocTare.
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5. Jobasutb B npobupku no 400 Mkn pacTteopa Ana npeuunurta-
LUK, NepemeLlaTb Ha BOPTEKCE.

6. NpoueHTpudyrmpoBaTb NPOBGUPKM HA MUKPOLUEHTPUdyre B Teve-
HMe 5 MUH nNpn 13 TbIC 06/MUH.

7. AkkypaTHO oTobpaTb HagoCa4OuHYIO XUOKOCTb, HE 3a4eBas oca-
OOK, UCMOoSib3ys BakKyyMHbIN OTcacbiBaTeslb U OTAESIbHbIM HaKo-
HeYyHMK Ha 200 MKn anga Kaxaow Npobsbl.

8. Nobasutb B Nnpobupku no 500 MKn pacTtBopa AN OTMbIBKU 3,
MNSIOTHO 3aKPbITb KPbILKKA, OCTOPOXXHO NPOMbITL OCadoK, NepeBo-
paduBasi npodbupku 3-5 pas. MoXHO NpoBecTu npouenypy oaHo-
BPEMEHHO A5l BCeX Npobupok, Ana aToro HeobXoaMMO HaKpbITb
NpPoOUNpPKM B LUTATUBE CBEPXY KPLILLKOW UM OAPYIUM LUTATUBOM,
npuxaTtb UX U NepeBopaymBaTh LWITATUB.

9. lNpoueHTpudyrmposathb npun 13 Tbic 06/MUH B Te4yeHue 1-2 MUH
Ha MUKpoueHTpudyre.

10. OCTOpOXHO, HE 3axBaTbliBad ocafok, OTobpaTb Hag0Caa0uHYHO
XWOKOCTb, UCMNOMNb3yA BaKyyMHbIA OTCacbiBaTeNb U OTAENbHbIN
HaKOHeYHMK Ha 10 MKn Ang Kaxaon npobsbl.

11. Jo6aBuTb B npobupkn no 200 Mkn pacTtBopa ANs OTMbIBKU 4,
MSIOTHO 3aKPbITb KPbILLKM U OCTOPOXKHO NPOMbITbL OCa[0oK, NepeBo-
padnBas npobupkn 3-5 pas.

12. MNMpoueHTpudyrnposatb Npu 13 Tbic 06/MUH B Te4eHME 1-2 MUH
Ha MUKpoLeHTpudgyre.

13. OcTopOXHO, He 3axBaTbiBasi 0cadok, 0TobpaTb HagoCadO0uHYHO
XXWOKOCTb, UCMNOMNb3yA BaKyyMHbIA OTCacbiBaTeNb U OTAENbHbIN
HaKOHeYHUK Ha 10 MKn Anga Kaxkaou Npobsl.

14. MNomecTnTtb NPOBUPKK B TepMocTaT npu Temnepartype 65 °C Ha
5 MMH N8 noAcywmBaHus ocagka (Mpu 3TOM KpbILKK NpoOdunpok
OOJKHbI ObITb OTKPLITHI).

15. [JobaButb B npobupkn no 50 mkn PHK 6ydepa. lNepemewatb
Ha BopTekce. [lomecTnTb B TepMmocTaT npu temnepartype 65 °C
Ha 5 MUH, Nepuogndeckn BCTpsaxmBas Ha BopTekce. [lonyckaeTcs
npu HeobxoanuMocTn yBenunyeHne obbema anouum o 90 Mkr.

16. NMpoueHTpudyrnposatb Npodbupku npu 13 Tbic 06/MUH B TeYe-
HUue 1 MMH Ha MUKpoueHTpudyre. HagocagoyHasa XMOKOCTb CO-
aepxut odnweHHole PHK n OHK. INpobbl roToBbl K NOCTaHOBKE
peakunn obpaTtHom TpaHckpunumn u MUP.

OunweHHaa PHK/OHK moxeT XxpaHuTbCca nNpu TemnepaTtype

He Bbllwe MuHyc 16 °C oo 1 Mecsiua u nNpu Temnepartype He Bbille
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MuHyc 68°C — rog n bonee. He pekomeHAayeTcAa XpaHUTb OYNULLLEHHYHO
PHK 6onee 30 muH npu Temnepatype nntoc 2-8 °C.

OBPATHAA TPAHCKPUMNMUUA U AMNITUOUKALIUA C OETEK-
LWEU B PEXXUME «PEAJIbHOI'O BPEMEHW»

Bbi6op npobupok ana amnnucgpunkaumm 3aBuCcUT OT UCNOJSIb3Y-
emMoro amnnud¢gpukaTopa ¢ CUCTEMON OETEKUUU B pexume «pe-
arbHOro BpeMeHny.

Onsa BHeceHus B npobupku peareHToB, Npod PHK 1 KoHTponb-
HbIX O0Opa3Luo0B MCMNONb3YHTCA OAHOPA30Bble HAKOHEYHUKU C
unbTpamum.

A. NMopgroroBka Nnpo6 ana amnnudukaumm
O6wumn o6 LEM peakuMoHHOM cmecUu — 50 MK, BKITIOYasa o0bLeMm
npoo6bi PHK — 25 mkn.

1. PaccuntaTb KONMYECTBO KaXOoro peareHta, Tpedywouieecs angd
NPUroTOBEHNA peakUMOHHOW cMecn. Ha ogHy peakumto TpebyeTcs
15 mkn MUP-cmecu-FL SARS-CoV-2, 10 mkn MNMUP-6ydepa-R,
1 mkn Taq nonumepasbl, 0,5 mkn PeBepTta3sbl (MMIv). Cmech
rOTOBUTb Ha ObLUuee YMCro UccrneayemMbiX U KOHTPOSbHbIX 0bpas-
LOB (KONIMYECTBO KOHTPOSIbHbLIX 06pasLoB CM. B MyHKTe 7) Mrtoc 3a-
nac Ha OHY peakumio.

BHUMAHMWE! KomnoHeHTbI peakunoHHOW CMeCu crieyeT cMellmBaTh
HernocpeacTBeHHO nepen nposegeHnem lMNLP-uccnegosaHus.

2. Paamoposntb npobupky c NMUP-cmecbro-FL SARS-CoV-2. Nepe-

MeLllaTb coaepxnmoe Bcex peareHtoB [MLIP-komnnekTa, ocagutb
Kansim Ha BopTeKce.
B otoenbHon npobupke NoAroToBUTbL peakLMOHHYO cMecb. Cme-
waTtb Heobxoanmoe konndectso: NMUP-cmecu-FL SARS-CoV-2,
OT-NMUP-6ydepa-R, Taq nonumepasbl, PesepTtasbl (MMIv),
OcaguTb Kansiv Ha BOpTeKce.

3. OtobpaTb HeobXxo4MMOE KOSTIMYECTBO NPOBMPOK UM CTPUNOB AN
OT-MNUP PHK nccnegyembix U KOHTPONbHLIX Mpo6.

4. BHecTn B Kaxayto npoburpky No 25 MKN NpUroToBneHHON peakum-
OHHOM cMecUu. Hencnonb3oBaHHblE OCTATKN peakuMOHHOW cMecu
BbIOPOCUTD.

5. B nogroToBneHHble npobupkn sHecTn no 25 mkn npo6 PHK, no-
NYyYEHHbIX B pe3ysibTaTte 3KCTpakumn n3 nccnegyemMboix oopasuos.
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BHUMAHMUE! Cogepxumoe npodbmnpok Heobxoammo TulaTernbHo rne-
pemMellaTtb NUNETUPOBAHUEM, HE AONycKasi NMOsIBNEHUS My3blPbKOB
BO34yXxa.

6.

[TocTaBUTb KOHTPOSbHbIE pPeakLuni.

a) nonoXuTtesribHbIK KOHTponb 3KcTpakumm PHK n OT-MLUP
(NMK) — B npobupKky C peakuMOHHOW CMeCbi BHECTU 25 MKN
npobbl, akcTparnposaHHon 13 NKO PHK SARS-CoV-2.

6) oTtpuuaTenbHbIn KOHTponb OT-MLP (K-) — B npobupky ¢ pe-
aKLMOHHOWN cMecbto BHECTU 25 mkn K-.

B) oTpuuaTenbHbIA KOHTPOsb 3KcTpakuum (OK) — B npobupky
C peakuMoHHOW CMECbo BHECTU 25 MKN npobbl, 3KCTparMpoBaH-
Hon n3 OKO.

BHUMAHMUE! Cogepxmmoe npobmpok Heobxoanmo TliaTernbHoO ne-
pemMewlaTtb NUNETUPOBAHNEM, HE [OMNycKasi NOABIEHUS My3blPbKOB
BO34yXa.

BHUMAHME! lNposectn OT-TLIP cpasy nocne coeanHeHnsa peakum-
oHHOW cmecn n PHK-npoObl 1 KOHTponewn.

b. NpoBegeHne amnnudpmnkaumm ¢ getekumen B pexmme «pe-

anbLHOro BpeMeHn»

1.

3anporpammMmmpoBaTb aMnnguKaTop ¢ CUCTEMON AeTeKLMN B pe-
XUMe «peanbHOro BpeMeHu» Anst BbIMNOMTHEHUS COOTBETCTBYIO-
LLier nporpamMmbl amnnudukauum n getekumm gonyopecueHTHOro
curHana (cm. tTabn. 7).

Tabnuua 7 — lNporpamma amnnudukaumm n getekumm griyopec-
LIEHTHOro curHana ans npnubopoB POTOPHOro?
M NnaHweTHoro® Tmna

HeTtekuusn hnyopecueHT-

o Konuyectso
LUukn | TemnepaTtypa, °C Bpewms HOro curHarna rno KaHanam
LUKIIOB
ana cdonyopodopos

1 50 10 MuH 1
2 95 15 MUH 1

95 10 c
3 60 15c¢ FAM, JOE 45

72 10 c

2 Rotor-Gene Q (QIAGEN)
3 CFX 96 (Bio-Rad), QuantStudio 5 (Life Technologies), ATnpanm («QHK TexHonorusay)
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2. YCTaHOBUTb NMPOOUPKN B AYENKM peaKLMOHHOro moayns npmbopa.
PekomeHayeTca nepes NOCTAHOBKOW B aMninduKaTop nnaHweT-
HOro TMNa ocaguTb Kansn co CTEHOK NPOBUPOK Ha BOPTEKCE.

BHUMAHMUE! B cnyyae HenonHown 3arpy3ku npmbopoB nnaHLweT-
HOro Tuna pekoMeHayeTcst AONOSNHUTESTIbHO YCTAaHOBUTL MyCTble Npo-
BMPKN UnKn cTpunbl (aHaANoOrM4YHble UCNoNb3yeMbiM) NO KpasM peak-
LIMOHHOIO MoAynsa aMmnnmdukaTopa.

3. 3anyctTuTb BbINOSIHEHNE MporpaMmbl amMnianduKkaunnm ¢ OEeTEK-
LuMen priyopecueHTHOro curHana.

4. o oKOHYaHMM BbINOSTHEHNSA NPOrpaMmMbl MPUCTYNUTb K aHann3y u
NHTepnpeTauun pe3ynbTaToB.

B. AHanus u nHTepnpeTauus pesynbTaToB

1. AHanna nony4YeHHbIX JaHHbIX NPOBOAAT C MOMOLLbLIO MporpamMmm-
Horo obecrne4vyeHusi npubopa, UCNoNbL3YyeMoro Ansa npoBeaeHus
OT-MNUP c geTekumen B pexxmme «peasribHoro BpemMeHu». AHanu-
3PYIOT KpUBbIE HaKonmeHna oryopecueHTHOro curHana no 2 Ka-
Hanam B COOTBETCTBUM C Tabnuuen 1 HacToALWEN NHCTPYKLMN,

PesynbTaTtbl MIHTEPNPETUPYIOTCA HA OCHOBAHUN HanNuyus (Mnu oT-
CYTCTBUS) NepeceyvyeHunst Kpuson priyopecueHunmn ¢ yCTaHOBIEHHON
Ha COOTBETCTBYIOLLLEM YPOBHE MOPOroBON NMUHUEN, YTO onpeaensaer
Hann4dune (N oTcyTcTeme) ana gaHHou npobel PHK 3HaveHus nopo-
rosoro uukna (Ct) B cooTBeTCTBYIOWEN rpade Tabnuubl pesynbta-
TOB (CM. Tabn. 8).
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Tabnuua 8 — lNpuHUMNBI HTEPNPEeTaLnn pesynbLTaToB
3HauyeHue noporoBoro uukna (Ct)
no KaHany ansa ¢nyopodopa

Pe3ynbTart
FAM JOE
HE oGHapyxeHa
onpegerneHo MeHblue rpa-
HAYHOTO OTCyTCTBYeET PHK kopoHaBsupyca
SARS-CoV-2
O6HapyxeHa
onpegeneHo onpefeneHo MeHbLLe rpa- PHK KopoHasupyca
WUNKn OTCYTCTBYET HUYHOrO S ARS-CoV-Zy
OTCYTCTBYET UNu onpeae- OTCYTCTBYET Unu onpege- HeBanuaHbIi*
neHo 6ornblle rpaHUYHOro neHo 6onbLlle rpaHUYHoro
onpegerneHo MeHblue rpa- onpefeneHo 6onblue rpa- COMHUTENLHBIN™
HUYHOrO HUYHOTO

* B criy4yae nonyveHus HeBariMaHoro pesyribtata HeobxoanmMo NpoBecTun
nosTopHoe lNL|P-nccnegosaHne cooTBeTCTBYIOLWErO Uccrnegyemoro obpasua,
Ha4MHaga ¢ aTana akcTpakumm PHK.

** B cnyyae nony4yeHnss COMHUTENbHOro pesyrnbTaTta HeobxoaMmo npo-
BecTn nosTtopHoe lNLP-nccnegosaHne cooTBETCTBYHOLLENO UCCregyemMoro oo-
pasua, HauynHas ¢ aTana akcTpakuuu. B cnydyae noBTOpeHUst aHanorm4yHoro pe-
3ynbtaTta obpasel cumTaTtb NONoXUTenbHbIM. [Mpy NoNydYeHUn oTpuuaTesib-
HOro pesyrnbTaTa B NOBTOPHOMW NOCTaHOBKe obpaseL, cYMTaTb COMHUTENbHbBIM
N pekoMeHaoBaTb NOBTOPHOE B3ATME MaTepuana anga aHanuaa.

BHUMAHMUE! [ paHnyHble 3HavyeHuna Ct ykasaHbl BO BKagbllle, npu-
naraemMom K Habopy peareHTOB.

PesynbTtat lLUP-uccnepoBaHna cuntaetcss [OCTOBEPHbIM,
eCIi1 NoJslyYeHbl NpaBUiibHble pe3yribTaTbl A1 KOHTPONen aTa-
noB 3KcTpakumm n amnnudukaumm OQHK B cootBeTCcTBUM C TAON.
9 n BKnaabiwem, npunaraemMbiM K HAOOpy peareHTOB.

Tabnunua 9 — KoHTponb 4OCTOBEPHOCTM 3TanoB akcTpakummn PHK,
obpaTHOM TpaHCKpMNUMK N aMmnnudukauus ¢ geTekumnemn
B peXMMe «peanbHOro BpeMeHmn»

KoHTponupyembin 3Ha4yeHue noporosoro uyukna (Ct)
KoHtponb | atan lNLUP-uccnepno- no KaHany ansa gnyopocdcopa
BaHuA FAM JOE
K OkcTpakums PHK, onpefeneHo MeHbLle onpefeneHo MeHbLle
OoT-MNnupP rpPaHN4YHOro rPaHN4YHOro
OkcTpakumsa PHK, onpegeneHo MeHbLle
OK (p)T-I'ILI,P —p—ﬁm_'oro oTcyTCTBYET
K- OoT-nup OTCyTCTBYeET OTCYyTCTBYET
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Bo3MOXHble OLUNOKMU:

1. [na nonoxuTtenbHoro KoHTposns akctpakumm PHK n OT-TMLP (IMK)
3HadeHune noporosoro uukna (Ct) no kaHany gna dgnyopodopa
JOE oTcyTcTBYET MNU NpeBbilaeT rpaHn4yHoe 3HadveHne. HeoO-
xogumo noeToputb [LP-uccnepoBaHne ans Bcex obpasuos
(Ha4YmHasa ¢ aTtana akcTpakumn PHK).

2. Ona otpuuatensbHoro koHTpons OT-TLUP (K-) onpegeneHo 3Ha-
YyeHue noporosoro yukna (Ct) no kaHany gna donyopodopa JOE
n/vnn FAM. BeposiTHa KoHTaMUHauUus nabopatopum NpoayKkramm
aMmnnndukaumum unu KoHTaMuMHaUMsa peareHToB, Uccnegyembix
obpa3yoB Ha kakom-nnbo atane [NLP-uccnegosaHunsa. Heobxo-
OUMO NPeanpuHATb Mepbl MO BbISIBIIEHUIO U NIMKBMAALMW UCTOY-
HMKa KOHTamuHauum n noeTopuTthb MNUP-nccnenosanue ona scex
obpasuoB..

3. na oTpuuatensHoro KoHTpons akcTpakummn (OK) onpegeneHo
3Ha4deHue noporosoro uukna (Ct) no kaHany ans dnyopodopa
JOE. BeposiTHa koHTaMuHauusi nabopatopuu npoaykramm am-
nnMpukaunm nnn KOHTaMmMHaunsa peareHToB, uccrnegyemMmblix o6-
pa3uoB Ha kakoM-nnbo atane MNLUP-nccneposanus. Heobxoanmo
NPeanPUHATE MepbI MO BbISBIIEHMIO U NIMKBUAALMN NCTOYHMUKA KOH-
TamuHaumm n nostoputb NUP-nccnegosanne ana scex obpas-
LOB, HauMHasa ¢ aTana akcTpakumm PHK.

4. [ns wccnegyemoro obpasua onpeneneHo 3HadeHme noporoBoro
uukna (Ct), npu aTom Ha rpadmke dprnyopecueHUn OTCYyTCTBYET
Yy4acCTOK XapaKTepHOro 3KCMOHeHUManbHOro nogbema (rpaduk
npeactaBnseT cobon NpubNn3nTenbHO NPSAMY0 NIMHKUKD). Heob-
XOOUMO MNPOBEPUTHL NPaBUNBLHOCTb BbIDPAHHOIO YPOBHSA MOPOro-
BOW NIMHUM UK NapaMeTpoB pacyeTa 6asoBon nuHun. Ecnu pe-
3ynbTaT Nony4veH nNpu npasBuIibHOM YPOBHE NOPOroBou NnHMK (na-
pameTpax 6azoBon nnHUN), Tpebyetcs noBTopHO nposecTu MNLIP-
nccnegoBaHue ans atoro obpasua.
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CPOK roagHOCTHW. ycnoBuda TPAHCNOPTUPOBAHUA U XPA-
HEHUA

CpoK rogHoCTHU. 12 MecsiLeB.

Habop peareHTOB C UCTEKLLMM CPOKOM FOAHOCTU NMPUMEHEHUIO HE
noanexut. Cpok FOAHOCTU BCKPbITbIX peareHTOB COOTBETCTBYET
CPOKY FOJHOCTU, yKa3aHHOMY Ha 3TUKETKaXx Ansl HEBCKPbITbIX peareH-
TOB.

TpaHcnopTupoBaHue. Habop peareHToB TpaHCNOPTUMPOBATL
npu Temnepatype oT 2 o 8 °C He 6onee 5 cyT B TEPMOKOHTENHEpPAX,
coepXalluux XnagoarieMeHTbl, BCEMU BUOAMM KPbITbIX TPAHCNOPT-
HbIX CPEeACTB.

Habop peareHTOB Npu MOSlydeHUN pasykoMIekToBaTb B COOT-
BETCTBUM C YKa3aHHbIMWU TemnepaTypamu XpaHeHus.

XpaHeHwue.

«["MUP-komnnekT» BapuaHT FRT-96 F xpaHnTb B MOPO3UNbLHOU Ka-
Mepe npu Temnepatype oT MuHyc 24 oo munHyc 16 °C. MNLP-cmeck-
FL SARS-CoV-2 xpaHuTb B 3alUULLEHHOM OT CBeTa MecCTe.

[lonycTtumo pasmopa)kmeaTtb U 3amopaxuBaTb peareHTbl «[1LP-
KoMnrekTa» He bornee 3 pas.

Komnnekt «AmnnuTect PUBO-npen» BapmnaHT 100 n npunarae-
Mbl€ K HEMY KOHTPOJIbHble 0Opa3subl XpaHUTb Npu TemnepaType oT
nntoc 2 go nntoc 8 °C.

XonogunbHble U MOPO3UNbHbIE KaMepbl AOMKHbI obecneymBaTb
pernamMeHTUpPOBaHHbLIN TeMMepPaTyPHbIN PEXUM.
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rAPAHTUWHbBIE OBA3ATENBLCTBA U3FOTOBUTENA

W3roToBuTenb rapaHTMpyeT COOTBETCTBME OCHOBHbLIX NapameT-
pOB U XapaKTepucTuk Habopa peareHToB TpeboBaHUAM, YKa3aHHbIM
B TEXHUYECKOW 1 3KcniyaTaunmoHHON AOKYMEHTaUuK, B TEHEHME yka-
3aHHOTrO Cpoka ro4HOCTY Npu cobnioaeHnn BCex yCnoBwuiA TpaHcnop-
TNPOBaHUS, XPaHEHNUs U NPUMEHEHUS.

MeauuuHCKoe n3aenie TEXHUYECKOMY 00CnYXMBaHUIO i PEMOHTY
He NOASEXNT.

Peknamauum Ha kayecTBo Habopa peareHTOB HanpaenATb Nno aa-
pecy 119121, Poccuiickas Peaepauus, T. Mocksa, [lorognHckas yn.,
gom 10 cTp.1, e-mail: promlab@cspmz.ru.

Mpun BbiSIBNEHUN NOOOYHBIX 0EeACTBUNA, He yKa3aHHbIX B NHCTPYK-
LMW NO NpUMeHeHUto Habopa peareHToB, HeXenaTenbHbIX peakuuin
npu ero WUCMonb3oBaHWUK, aAKTOB U 0OCTOATENLCTB, CO3AaloLLMUX
Yrpos3y >WU3HW 1 300POBbIO rpaXxaaH 1 MEANLIMHCKUX pabOTHUKOB NpU
NpUMEHEHUM 1 akcnnyaTauuu Habopa peareHToB, PEeKOMEHAYETCA
HanpaBuTb coobLyeHe No aapecy, ykasaHHOMY BbILLE, U B yMOmnHO-
MOYEHHYIO FOCYAaPCTBEHHYIO PErYTINPYIOLLYIO OpraHnsaunio (B PP —
depepanbHasn cryx6a no Haasopy B cdepe 3 paBoOXpaHEeHns) B
COOTBETCTBUM C AEACTBYIOLWUM 3aKOHOAATENbCTBOM.

PykoBogutensb o / K.E.Tapacosa
nponasoacTBeHHoN nabopartopuu /7/ Jett
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CUMBOIJbI, UCNONb3YEMbIE B NEYATHOM NMPOOYKLUU

OcTtopoxHo! ObpaTtuTtech K
WHCTPYKLMKM NO
NPUMEHEHUIO

REF Homep no kaTanory

CoaepXMMoro gocTaTo4HO
Ansi NpoBeAeHust n-
KonuyecTBa TECTOB

LOT Koa naptum

MeaunuuHckoe nsgenue
IVD Ong, L,

L Mcnonb3oBaTtb A0
ANs AMarHocTUKK in Vitro

O6paTnTeCh K MHCTPYKLUK
Mo NPUMEHEHMIO
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VER [laTa nsmeHeHus
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TeMnepaTypHbIi Auana- N He ponyckaTb Bo3aeit-
30H = N CTBMWS COITHEYHOrO CBETA
“ M3roToBuTENb @ [laTa U3roToBMNEHMUs
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Bepeub o1 Bnaru
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