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MeANUUHCKOTro 1n3aenusa ond AMarHoCTUKM in vitro
Habop peareHToB «K0OBMAIK ANPCKT» ANA KayeCTBEHHOro BbigBneHnn PHK Bupyca
SARS-CoV-2 B Ha30- 1 opodhapuHreanbHblix maskax metogom OT-TLP B pexxunme peanbHOro
BpemeHu, cepum 02

HA3SHAYEHWE

Habop peareHToB «KOBMAIK [AMpeKT» AN KayeCTBEHHOro BbifBneHus PHK Bupyca
SARS-CoV-2 B Ha30- 1 opoapuHreanbHbix Maskax metogom OT-TILIP B pexwume peanbHOro
BpemMeHu, cepuna 02 npegHasHayeH AnA KavyeCTBeHHOro BbiaBneHua PHK kopoHaBupyca SARS-CoV-2
B Mpobax KIMHUYECKOro marepuana, MOMy4YeHHbIX MpW B3ATMM Mas3Ka W3 HOCa, HOCOr/IOTKU W/vunu
POTOrNOTKM 4enoBeka (6e3 npeaapuTenibHOro BblueneHns PHK), MeTogoM nonumepasHouW LEMHOM
peakummn ¢ obpatHoi TpaHckpunumei (OT-MLP) B peXume peasibHOrO BPEMEHM.

PyHKLMOHaNbHOE Ha3HayeHWe Habopa peareHToB «KOBMAIK [MpekT» - AMarHoCTMKa
NH(EeKUMK, BbI3BAHHOW KopoHasupycom SARS-CoV-2.

Habop npegHasHayeH Ans o6cnefoBaHWst BCeX TPYMM  HaceneHus noboro Bospacta 6e3
rpagaummn no gemMorpapuyeckomy uam nonynsumoHHOMY MpU3HaKy.

MMonyyeHHble  pe3ynbTaTbl aHaiu3a CBUAETENLCTBYKOT 0  Hanuumm/otcyteteum  PHK
KopoHaBmpyca SARS-CoV-2 B npobax KaMHU4Yeckoro matepuana. Hannume PHK KopoHaBupyca
SARS-CoV-2 B wuccnefyeMblx o06pasyax sBfseTCd OCHOBaHWEM A7 MOCTAHOBKM  AuarHo3a-
KOpoHaBupycHasa nHpekuma COVID-19.

[N9 0QHOKPaTHOro NpYMeHeHUs Habopa No Ha3HaYeHUIo.

[Nna KNMHWYEeCKOn NabopaTopHO AMarHOCTMKK in vitro.

MMOTCHHMaNbHbIE NOTPEOUTENN U3JEeNNA

Habop peareHTOB nMpeAHasHayeH TO/MbKO AN NPOJeCcCUOHa/IbHOTO  UCMONb30BaHNUA B
CMeuvann3npoBaHHbIX MeULMHCKUX yupexzaeHuax, pabota nabopaTopuii KOTopbIX obecrievyeHa B
COOTBETCTBMM C TpeboBaHMAMM 3aKOHOAATeNbCTBa B Ciepe CaHUTapPHO-3NUAEMMUONOTNYECKOTO
Gnarononyyus.

MpotheccnoHanbHbI YPOBEHb MOTEHLMANBHBIX MOMb30BaTENEN

[nsa paboTbl ¢ HabOpPOM peareHTOB COTPYAHUKU NabopaTtopun AO/MKHbI MMETb CPeAHee Wm
BbiCLLee 06pasoBaHue (MeAMLMHCKOE, OGMONOrMYeckoe, BETEPUHAPHOE), MpOLUefLlne MOArOTOBKY Ha
NNLLEH3NPOBaHHbIX Kypcax Mo pabote ¢ MuKpoopraHmsmamu 1l rpynnbl MATOreHHOCTM M Kypcax
MOBbILLEHNSA KBIM(MKALMMN MO MOSIEKYNSAPHO-61MONOMMYECKO AnarHoCTUKe

[MoKa3aHUA K HPMMCHCHUIO 13aenus.

MpumeHeHWe Habopa peareHToB « KOBUADK ANPEKT» MOKa3aHo:

- B KauyecTBe OCHOBHOIO CPeAcTBa 3TUOMOrMMYECKO nabopaTtopHon avarHoctuku COVID-19 y
NauneHTOoB C KIIMHUYECKUMIW MPOSIB/IEHVAMM BUPYCHO-6aKTEPUaNbHbIX NMOPAXKEHUI NETKUX;

- Mpn 06cnefoBaHMM NauneHToB ¢ cumnTomamy OPBU;

- npy 06cnefoBaHNN L, KOHTaKTMPOBaBLUMX C UHMUUMpOoBaHHbIMU SARS-CoV-2, ¢ uUenbio
[eTeKLMN paHHero nepuoga, 6ecCCMMNTOMHbIX M CTEPTbIX OPM 3a60/1eBaHNS;

- Mpn o6cnefoBaHUN NinL, NPUObIBAOLLMX M3 PErVOHOB C BbICOKMM YPOBHEM WHMULMPOBAHUS
SARS-CoV-2 1 1x noBTOpHOE 06CnefoBaHMe Nepes BbIXOAOM M3 06cepBaLmu;

- MNapafielbHO C WMMYHO/MIOrMYecKUMK Tectamu ana onpegenedna SARS-CoV-2-cTatyca
obcnegyemoro.

[NMpoTuBONOKasaHNA

Mpn K“cnonb30BaHUM CcrneumasbHO 06YYeHHbIM MEePCOHa/IOM U C YY4eTOM MPUMEHEHUS MO
Ha3Ha4yeHWo NPOTUBOMOKa3aHWA He BbISB/IEHbI, 33 UCK/HOYEHNEM

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



n -cTeKwwmnii cpok rogHoCcTV Habopa peareHToB
I -HapyLueHne BHyTpeHHeli yNakoBKM KOMMOHEHTOB Habopa
/ -BHeLIHWIA BAA KOMMOHEHTOB He COOTBETCTBYET MX OMUCAHUIO B UHCTPYKLMN
/ -HeHaznexariie ycnosums XxpaHeHus U/unm TpaHCnopTMpoBaHUs Habopa peareHToB
/ OnucaHue LeneBoro aHannTa, CBeAeHna 0 ero Hay4yHor 060CHOBaHHOCTY
/ COVID-19 saBnsetcs WHMEKUMOHHbIM 3a60/1eBaHMEM, BbI3BaHHbIM HOBbIM KOPOHABUPYCOM
| SARS-CoV-2, KOTOpbIiA paHee He 6bl/1 06HapYXXeH Y NtoJeN.
/ BupycHasa NHMeKLMA NPUBOLUT K Pa3BUTUIO PECMIMPATOPHOrO rPUMMonogo6HOro 3ab60/1eBaHns C
[ TakMumy cCMMNTOMaMK, Kak Kawenb W nvxopagka. B 6Gonee TsXenbix Cy4vyasX MOXET pa3BUTbCH
NMHeBMOHWSA. CpefHWUA UHKY6aumoHHbIA nepuog COVID-19 cocTaBnseT 6,5 [HA, HO MOXeT
BapbMpoBaTbCA OT 3 A0 21 AHENA.

Mo p[JaHHbIM  TeKyLlero 3nuAemMyoNorM4eckoro WCCefoBaHns, WHKYOAUMOHHBIA  Mepuog
cocTaBnseT oT 140 14 AgHeidl, B OCHOBHOM OT 3 A0 7 AHeil. OCHOBHbIEe NPOSBNEHMS BK/IKOUAKOT NOTEPHO
060HAHMS, YTOMISAEMOCTb, >Xap W CyXOW Kawenb. B HeKoTopbIX Cciy4vasx 06HapyXusaroTca
3a/10KeHHOCTb HOCa, HACMOPK, 60/b B rop/e, MUanrnsa u auapes.

Ha paHHein cTaguu 3aboneBaHus 06LLee KOMMYeCTBO NIEMKOLMUTOB B Nepudepruyeckon Kposu B
HOPME WM CHUXKEHO, & KOJIMYECTBO SIMM(OLMUTOB YMEHbLLEHO. Y HEKOTOPbIX MaLMeHTOB OTMeYaloCh
MOBbILUEHNE YPOBHA (DEPMEHTOB MeyeHW, MbILLeYHbIX ()epMeHTOB M MuornobuHa. CPB 1 cKopocTb
oceflaHNA 3PUTPOLMTOB MOBbILEHbI Y GOMbLUMHCTBA MALMEHTOB, a NPOKa/IbLUMTOHUH B TO XKe BpemMs B
HopMe. B TsXenbix cryyasx KonMyecTBo D-Aumepa yBennumBaeTcs, a MMMGoLMTbl Nepudepmryeckoi
KPOBM MOCTEMEHHO YMeHbLUATCA. HyK/MeMHOBYKO KUC/IOTY HOBOro KopoHasupyca SARS-CoV-2
MOXHO 06Hapy>XuTb B Maskax W3 ropsia, MOKpOTe, CeKpeTax HVXHUX AbIXaTeflbHbIX MyTeil, KpoBW ©
Apyrux obpasuax.

COCTAB N KOMMNNEKTAUNA HABOPA

HanmeHoBaHue XapaKTepucTUKa KOMMNOHEHTA Konnyectso
KOMMOHeHTa
OT-MNuP-peareHT Mpo3payHas 6ecLBeTHasA XNAKOCTb 6€3 MOCTOPOHHUX 1 npobupka
BK/KOUEHWIA (0,5 mn)
Mpaimepsl [Mpo3payHas 6ecLiBETHasA XKNAKOCTb 6e3 MOCTOPOHHNX 1 npobupka
COVID-19 BK/HOYEHNI (1.5 mn)
MonoXnTENbHbI Mpo3payHas GecLBeTHas XMAKOCTb 6e3 NOCTOPOHHMX 1 npobupka.
KOHTPO/bHbIVA BK/KOUEHMIA (0,2 mn)
o6paszey, (MKO)
OTpuuaTenbHbIN 1 npobupka
KOHTPO/IbHbIN Mpo3payHas becLBeTHas XMAKOCTb 6e3 NOCTOPOHHMX BK (1,0 mn)
o6paszey, (OKO)
VIHCTpYKLUMA MO NPUMEHEHWIO luwr.
MpumeyaHus:

1) B cocTase u3genms OTCYTCTBYWT MaTepuabl, BCTYynawwme B HENOCPeACTBEHHbLIA Wn
0nocpefoBaHHbIli KOHTAKT C OpraH13MOM nauueHTa W nepcoHada, MCnosb3ytowero usgenve, npu
BbINONHEHUW TPe60OBaHUIA SKCNyaTalMOHHON AOKYMEHT AU (MHCTPYKLMN N0 NPUMEHEHUID).

2) B cocTase wu3geims OTCYTCTBYT JfleKapCTBEHHble CpeAcTsBa UM (papmaueBTUYecKue
cybcTaHumu.

KomnoHeHTbI Habopa ynakoBaHbl B KOPOOKY, B KOPOOKY B/IOXKEHA MHCTPYKLMSA MO MPUMEHEHMIO

OCHOBHBbIE MOTPEBUTEJIbCKMNE XAPAKTEPNCTUKW

Habop peareHToB «K0oBMASK AMpeKT» paccunTaH Ha nposefeHne uccnegosaHne 100 o6pasLos,
BK/TOYast KOHTPO/IbHbIE.

MeToabl CTepuan3aLmm n3nenmns

N3genve He TpebyeT cTepuimsaumu.

MporpamMmmHoe obecrieyeHvie paboTbl U3LeNns

OTcyTCTBYET.

TexHn4ecKoe 06CNyXMBaHNE U PEMOHT U3eNNS

N3genne He TpebyeT TEXHUYECKOrO 06C/TY)XXMBaHWUA W HE MOLNEXUT PEMOHTY.
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NMPHHUMUI AEACTBHS

Meroa uHccnenoBaHAs OCHOBaH Ha peaxumu obpatuoli  Tpanckpumuun PHK u [ILP-
¢uxauun k[IHK ¢ onnoppementioli aetrexumeii npoayktos [LP B pekuMe peanbHOTO BPEMEHK.
Knuiinueckne o0pasupl (Maski #3 HOCA, HOCOTAOTKH W/HAM POTOrJIOTKH), NOMEUICHHKLIC B ..
‘PH3IHONROFHYCCKII “pacTBOp, ' BHOCATCA cpasy (6e3 stama soutencins PHK) 8 ammanwdukaunonnyio
eMech. JIN3KHC BHPYCHBIX 4aCTHI{ H HX MHAKTHBALNA MPOUCXOAAT HA 3Tane oOpaTHON TPaHCKPHIILHUM H
nepBoHa4YaNsHOM AReHaTypauun B xope npouecca ammiudukauuu. OT-TILIP pearent copepaut paa
auxancepos [ILIP, koropbie MO3BOAAIOT HHBEAKPOBATH AEHCTBHE HHrHOMTOPOB, COAEPXKAIUUXCA B
MazKax.

PHK SARS-CoV-2 noapepraerca o0paTHOl TPaHCKPHTIUHHK C NOMOLILIO peBEpTa3bl. Y4YacTKH
nonyuerHolt kK[IHK amnanduuupyior nps noMowm cneutndpHUNbIX K JAHHBIM YYacTKaMm npaiiMepos H
bepmenta Tag-nonumepasbl. B cocraB peakuMoHHOH cMeCH BKMOMEHBI (IyOpPEeCUEHTHO-MEUCHHbBIC
onuronykneotuast (JAHK-3onaw). Manusie JIHK-3omapl, copepxamue ¢ayopecleHTHYIO METKY H
racuteNs QNyopecucHUNH, MHOPHAH3YIOTCS € KOMIUIEMEHTapHbIM Y4YacTKOM amiuMpuuupyemol K
JAHK-mumenn. [Mpn obpazosanun cneunduanoro npoayxra JHK-zonn paspymaercs, sosueiictene
racutena Ha GUyopecUeHTHYI0 METKY Hpekpawactes. B pesyabratre NpPOHCXOAMT HapactaHmue
HWHTEeHCHBHOCTH  ¢uyopecueHuud.  Konmuectso  paspylCHHBIX  30HAOB  YBEIHYHBACTCA
NpONOPUHOHANBHO KOMHYECTBY 0OpazoBasiunxcs cneuupHyecKkHx ammaukoHoB. Hapactatiowmi
YPoBeHb ({AYOpPECUCHIMH M3MEPAETCA HAa KaXAOM LHKAe amnaupukauuu. ITO NO3BOASET
PErHCTPHPOBaTh  HakomneHue  cneundmueckoro  mpoaykra  aMmnaudukaunu.  Jlerekums
QNyopecUEHTHOr0O CHMrHana ocyulecTsaserca uenmocpencreenno B xoge IILP ¢  nomousio
amMnnaHduKaropa ¢ cUCTEMO# AeTeKUMH (GYOPECUCHTHOIO CHIHAMA B PEXHME «peanbHOro BpemeHu». B
cocTaB Habopa pearcHTOB BXOAHT NONOKHTENbHLIE kxonTponsHnii obpazen (ITIKO), npeacrapastounii
coboit MS2 ¢aronoaobume YacTulbl, cofiepxaniue GpparMeHT reHoMa Koposasupyca SARS-CoV-2.

HCCIEAYEMbLIE OBPA3LBI

Ananusnpyembie obpasuel aaa OT-TILIP — wase- u opodaprHreansHouie Masku (Makn M3
HOCA, HOCOITIOTKH WHIIH POTOIMIOTKH) B (PU3HONOrHYECKOM pacTBope. O6beM anann3upyemoro obpasua
ans OT-TILP cocraBager S5 Mxa.

3a6op, XpaHeHHE K TPAHCNOPTHPOBAHHE KIHHHYECKOrO MaTrepuana (Ma3kH H3 HOCA, HOCOTJIOTKH
WHIIH POTOTJIOTKH), B3ATOrO Y NaUKEHTOB A1 YCTaHOBNEHHA dakTa HHPHIHPOBAHHA KOPOHABHPYCOM
SARS-CoV-2, a Takke MaHHNYNAUWH C NOJYYeHHBIMH ofpasuamu (oOpabotrka, xpauenue,
TPaKCNOPTHPOBKA) PEraMEeHTHPOBAHEI CIECAYIOWAMH JOKYMCHTaMU:

- MY 1.3. 2569-09 (llpuroxcenue 2 «3abop, npedsapumenvnas obpabomka, xpanenue u
nepeso3Ka Mamepuana ia uccredosanuer);

- nucsmom Pocnompebuadszopa om 21 auneaps 2020 z00a N 02/706-2020-27 (Tlpunoxcenue 1
«Bpemennvie pexomenoayuu no nabopamopuoii OuacHOCMuKe HOBOU KOPOKABUPYCHOU unghexyuy,
evizeannoii 2019-nCoV»);

- BMP M3 P® «lpodpunaxmuxa, ouaznocmuxka u Aedenue 100U KOPOHABUPYCHOU ungexyuu
(COVID-19)», n.3.3. «Jlabopamopnas ouaznocmuxa KOpoHasupycHou unexyyuur.

Buumanue! Cnedyem paccmampusams npobst KIUHUNECKO20 Mamepuana, Kax
ROMERUUATOHO UHPEKUUORNHO-ONACHYIE.

Buumanue! [Ipobst KAunUNECKO20 MAMEPUANA, 6 OMHOUWIEHUU KOMOPO2O G SHRENEHY
Hapyuienun mpelbosanuii 0anH020 pPa3Idena UHCMPYKUUH, CHUMAIOMCA HENPU0OHBIMU OAR
HCCREOOBANUR.

C6op nazodapHHreaIbHBIX MAIKOB (MA3KOB H3 HOCA, HOCOTAOTKH)

Maskn (cnu3b) GepyT CyXHMH CTEpMABHBLIMH BaTHBLIMH TAMIOHAMH HAa IUIACTHKOBOH OCHOBE.
TaMnoH BBOJAAT NErKHM ABHIKEHUCM MO HAPYXHOH CTeHKe HOCAa Ha TAyOMHY 2-3 CM A0 HHXHCH
paKkoBHHBI. 3aTeM TaMINOH CJlerka ONyCKaloT KHH3Y, BBOAAT B HHXKHHHA HOCOBON XOA HOA HHXHIOW
HOCOBYIC P3KOBHWHY, ACNAIOT BPAILATE/ILHOE NBHXKEHWE H YAANAIOT BAOJNb HAPYKHOH CTEHKH MOCa.
[Mocne B3aTus Matepuana TaMnoH (paouylo 4HacTb 30HAA € BATHBIM TaMIIOHOM) MOMEILAIOT B
CTEPHJILHYIO OZHOPA3OBYIO MPOOHPKY ¢ 3aIUENKHBAIOLICHCR KPHIMIKOH, COACPKALLYI0 CNEUMANBHYIO
TpPaHCNOPTHYIO cpeny (¢puspacTBop), H aKKypaTHO OONAMBIBAIOT MNAACTHKOBBLIH CTepkKeHb Ha
paccTosuud He Gonee 0,5 cM or paboucii uacTh, ocTagnss paGouylo YacTh 30HAA ¢ MATEPHANIOM B
TpaucnopTHo# cpeae. [IpobupKy MAOTHO 3aKPLIBAIOT KPHILIKOH.

Coop opodapHHreanLHLIX MA3KOB (MAIKOB H3 POTOTNOTKH)
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Maskn 6epyT CyxXuMM CTepPWIbHbIMM BaTHbLIMM TamroHaMy Ma MNIaCTUKOBOW OCHOBE
aTeNbHbIMU  [IBUXKEHUSMU C MOBEPXHOCTVM MUHAANMH, HEGHbIX [YyXeK W 3aaHell CTeHKM
aTornotku. [locne B3ATMA MaTepuana TamnoH (pabouyyrd 4YacTb 30HAA C BaTHbLIM TamrOHOM)
AMeLLalT, B. CTEPUIbHYIO MOAHOPA30BYHO, .NPOGMPKY CO .CreuuanbHOM  TPaHCMOPTHOM, cpeaoii
((h13pacTBOPOM) 1 aKKypaTHO 06/1aMblBatOT NNACTVKOBbIV CTEPXKEHb HA PacCTOsHUM He 6onee 0,5 cm OT
paboueit YacTu, OCTaBMsis paGoyyr YacTb 30HAA C MaTepuasioM B TPaHCMOPTHOW cpede. MpoGUpKy
MNOTHO 3aKPbIBAOT KPbILLKOIA.

MpeagapuTenbHas 06paboTKa aHaNM3NPyeMbIX 06pasLoB He TpebyeTcs.

YcnoBua XpaHeHUa martepuana:

- NPY KOMHATHOW TemnepaType — B TeyeHwue 6 u;

- Npn Temnepatype 2-8 °C — B TeueHune 3 CyTOK;

- Npu TemnepaType MuHyc 20 °C — B TeueHne 1 mecaAua;

- Npu Temnepatype MuHyc 70 °C — AnTeNbHO.

Mpobbl KIMHWYECKOrO MaTepuana, XpaHWBLUMECA B XONOAUIbHUKE/MOPO3W/IbHUKE, MNepes,
aHa/IM30M nporpeTb 4o Temnepatypbl (20 —28) °C v akKypaTHO MepemeLLath.

36eratb MOBTOPHbIX LMK/IOB 3aMOPaXXmBaHUA/0TranBaHMs Npob KAMHNUYECKOro matepuana.

AHANTNTUYECKUE N ANATHOCTUYECKNE XAPAKTEPUNCTUKN
1.AHanuTnyeckasa 4yscTBuUTeNbHOCTL (Mpepen obHapykeHns PHK kKopoHaBupyca 4venoBeka SARS-

CoV-2) c¢ wucnonb3oBaHvem KOY (KoHTponbHOro o6pasua 4yBCTBUTE/NIBHOCTM) cocTasfseT 1x10M
reHOM-3KBUBA/IEHTOB B 1 M/ aHanM3npyemoro obpasua B peakumm OT-TILLP.

2.Cneun®uyHocTb Habopa peareHToB: 3HaveHue Ct no kaHanam «HEX» n «PAM» [O/MKHbI UMETb
3HayeHnsa MeHbLUe i pasHo 35 Ang «[MKO»; 3HaveHne Ct no KaHanam «HEX» 1 «PAM>» He JO/MKHbI
onpegenatca ana «OKO».

3.AHannTnyeckas cneumpuyHoOCTL Habopa peareHTOB Oblsia OMpeaeneHa MocpesCcTBOM UCCEeA0BaHNSA
06pasyoB HYKNEVHOBbIX KUCNOT BO30YAMTENE PecnupaTopHbIX WHMEKUWA: BUpYychl rpunna A n B,
naparpunn, ajeHoBMPYCHas WHMeKUMs, PecrnmpaTopHO-CUHUMTMANbHAA WH(EKLMS, MeTarnHeBMO-
BUPYCHasA MH(eKUNSA, PUHOBMPYCHAA MH(EKLMA 1 KOPOHaBUpYyCcHasa MHgekunsa yenoseka (MERS-CoV,
HKUL, 229E, OC43, NL63, SARS-CoV), Streptococcus pneumoniae, Haemophilus influenza type B,
Legionella pneumophila. MepeKpecTHbIX peakuuii He BbISBIEHO.

4. BnuaHye NHTepmEPUPYHOLLNX BELLECTB o
ofe m%ﬁﬁfg} Ha UM LieNRHOM KPOBW, Has3 KE”%'%?'% K&e“ﬁ”%?@ﬂgm 0B /151 KOXW H ca?"”l é@g"?glﬁ%ﬂ
PBHABecron cnan R TR IR B orn AT o oca
KOHCEpBaHT meLu ro
CTepoug Ana KoXu Hoca BeknomeTasoH 2,5 mr/mn, iyHusonug 10 mr/mn,  BeLLeCTBa Jile]
TpYaMLMHONOHa aueToHns 10 mr/mni, MoMeTas3oH COOTBETCTBYHOLLEN
10 mr/mn, hnyTrKasoH 5 mr/mn KOHUeHTpaumm  He
CpepfcTsa 4na CHATUSA MmcTamuHa rugpoxnopug 3 mr/mn OKasaso
annepruyecknux CUMMNTOMOB 3HAYMTENbHOIO
[NpOoTMBOBMPYCHbIE Anbha-nHtepgepoH 1000 ME/mn, 3aHammuBup 5 BANAHNA Ha
npenaparbl mr/mn, pubasupuH 142 Hr/mn, ocenbtammsup 0,15  pesynbTat TecTa.
Mr/MA, NONUHABUP 4 MKI/MA, pUTOHaBMP 1 MKr/m
AHTUOMOTUKN NesognokcaunH 0,1 r/mn, AsntpomuumH 0,25
r/vn

MyuuH (8o 5% no o6bemy)
LlenbHast KpoBb (0 5% no 06bemy)

S /unarHoctmnyeckaa 4yBCTBUTENBLHOCTL BbiABNeHUA PHK KopoHaBupyca uenoseka SARS-CoV-2 —
100% (250 nonoxuTtenbHbIX 06pa3uos, MHTepBan 98.81%-100%, ¢ AOBEpPUTENbHOM BEPOATHOCTLHO
95%).
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HarHocTuyeckas  cneuuduuHocts BbisBnewns PHK
Hapupyca uenosexa SARS-CoV-2 — 100% (300 orpuuaTtensubix obpasuo, kHTEpBan 99,01%-
0, C AOBEPUTEIIbHOI BEPOATHOCTDIO 95%).

MPOH3BOAHMOCTD - .

HOMYYEHHBIX K3 Ha3lanbHbixX/HazogapHHreanbHbiX Ma3koB, KOHTAMWHWPOBARHHLIX [ITAMMOM BHpyca
SARS-CoV-2 B konuuccrse 0,1 lg TCID50/mn (1x10° T'3/mn), B 20 nosropax Ha Habopax peareHToB
oaHO# cepuH U coctasisier 100%.

MexcepuiiHas BOCMPOM3BOAHMOCTh pe3yALTATOB oONpejenanach TecTHposaHueM 3 obpasuos,
NONY4YEHHbIX M3 HalanbHLIX/HasogapHHreanbHbX Ma3KoB, KOHTAMMHHPOBAHHLIX LITAMMOM BHpYyca
SARS-CoV-2 B xomuuectee 0,1 lg TCIDS0/Mn (1x10° I'3/Mn), ua 3 cepusx naGopa pearcHTOB M
cocrapiser 100%.

OrpasuacHNA MeTOAa

[lpn Hanuywu wMyTauki B aHATA3KMpYeMOR O00OAacTH ICHOMA, BCICACTBHE YXYALICHHA
rubpuansaunu npaiiMepo wau 3ona08 ¢ PHK u JIHK, moryr Habnloaateca noxHooTpHLATEABHDIC
peaxiuu.

MEPLI MPEAOCTOPOXHOCTH

IMotenumanvhbiit puck npuMeHeHns Habopa — knace 3 ([Tpuxaz M3 P® ot 06.06.2012 Ne 4u).

Jlaboparopan, suinonusomue uccneaosands no seissncHuo PHK SARS-CoV-2, ofssanm
obecneunBats GezonacHocTh paboTel B COOTBETCTBHH ¢ TpeOOBAHHAMH 3aKOHOAATCALCTBA B cepe
CAHUTAPHO-NHACMHONOTHICCKOrO Gnarononyyus.

[Tpu pabote ¢ nabopom cneayer cobmonars TpeGosanus N'OCT P 52905-2007 «JlaGopaTopun
menuuuHckue. Cornacno Bpemennbix Metoauyeckux pekomenaaunii «IIpodunakruka, nMarHocTuka n
neyeHHe HOBOH KopoHaBHpycHo# MHpekunn (COVID-19)», yreepxacnubx MuusapasoM Poccun
03.09.2020 (Bepcus 8), Bce ofpasumi, nofyderHble Ans naGopaTopHOre HccineZoBaHUA, CRCAyET
CYHTATh NOTCHUHANBHO HHPHIMPOBAHHBIMH, K NMPH paboTe ¢ HUMK AO/DKHBEI YHHTBIBATECH TpeOOBaHHA
CIT 1.33118-13 "Besonacroctb pabotel ¢ MukpoopraHusmamu | - Il rpynn narorensocTn
(onacuoctu)".llpn pabGore ¢ HaGopoM peareHTOB HEOOXOAHMO oOAHOBpeMeHHO obecneynTs H
cobmonarb nepcoHanoM npasuia Guonoruueckoit GesomnacHocTn U TpeGoBaHHS K OpraHM3allil
NPOBEJCHHIO JAHHBIX paboT C 1ENbI0 NPCAOTBPALICHAN KOHTAMHHAINWH HYIICHHOBbIMH KHCIOTAMH H
(unu) aMnIMKOHaMK HecaeayeMbIX Npod nomewmeHnit 1 0dopyaoBaHHA.

T K CHUAM BAHWIO, PACXOAHLIM MATEPHANAM.

Temnepatypa B noMeLIeHUAX NaGopaTOPHU NpH NPOBEACHHH ACCREROBAHMH NOMKHA OBITH 0T 20
8o 28 °C, oTHOCHTENbHAR BJAKHOCTE - oT 15 30 75 %.

Hccnenosanus npoBoaATcs B OOKCHPOBAHHBIX ROMEDICHHUAX, OOOPYAOBAHHBIX CHCTEMaMH
NPUTOYHOM H BHTDKHON BeHTHASIME Hin Hokcax MukpoGronornyeckoit 6eszonacuocts Il knacca.

Kaxaptfi 3ran aHanusa J01KeH NPOBOAMTLCS B CNEUHANbHO BbUIENEHHLIX pabounx 30HaX
(nomeuennsx). Jlaboparophsiit npouecc AomkeH GbITh OAHORaNpPaBeHHBIM (paboTy creayeT HaYHHATD
B 30H€E (NOMELIEHHH) IKCTPAKLHH, IPOACKATD B 30HaX {NNOMEIICHUAX ) aMILIHPHKALHH H JETEKIINH).

3anpemaerca nepemeuiaTh nabopaTOpHOe O0OpYAOBAHME, RO3aTOPH, UITATHBLL, NOCYAY,
pabouyio onexauy, roloBHbeie YOOPB U AP. H3 OJHOTO NOMEIICHHS B APYTOE,

Jlo3aTopel H Apyroe H3MEpHTENLHOE H Jo3upyloliee obopynosaHne A0MKHB GbITh NOBEPEHBl H
IPOMapKHPOBAHBI.

[pu pabore ¢ PHK HeoOxoaumo HCHONB30BaTh MHKPONIPOOHWPKH H HAKOHEYHHKH, UMEIOMKE
cneumnansuyio MapkupoBky «RNase-freen, «DNase-freen. s manunmynaunii ¢ HabopoM peareHTOB,
npobaMu KAHHHYECKOrO MaTepHana H aHanu3upyembiMu oOpasuamu (npobamu seuaencutod PHK)
HCMONB30BATH OAHOPA30Bhle NPOOHPKY M HAKOHEHHMKH ANA JO3aTOPOB C a3po30ibitbiM GapbepoM,
OAHOPA3OBbLIE MepIaTKH Ge3 TanbKa.

Jlna xaxnoii onepauny MCROAb30BaTh HOBbIE HAKOHEUHHKH C a3p030JbHLIM OaphepoMm.

BezonacuocTh nepconana

Bruumanue! Tpeboeawus K nepconany, ucnoassyiomemy & pabome nabop peazenmos
««KOBUADK AUPEKT», yradanst ¢ n.1.3. nacmonueii uncmpyxyuu.

Mpu paGore MCHONL30BATH CpPEACTBA HHAMBHAYaIbHOH 3autuThl (GnmysoH, Opiokk, Xxanar,
WAanoyKy, TANOYKH Wid cafo, OYKH 3aIHTHLIE, MOJYMAcKy. ORHOPA3OBbIC HCONYApPCHHLIE MEPYATKH,
HapyKaBHHKH OXHOPa3OBBIC).

TiareNbHO BLIMBITL PYKH 1O OKOHYaHHU paboThbi.
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B cnydae npuemMa BHYTpPb KOMMNOHEHTOB HaOopa peareHTOB HEMCEUICHHO o0paTHThCA 3a
HUMHCKOH noMoLIbIO.

Bee pearenThl, Bxoisilie B COCTaB KOMTOHEHTOB Ha0opa pearc¢HToB B HCNOAB3YEMbIX
HICHTPALMAX,, ABNAIOTCA HCTOKCHUHBIMH, BPC/IHOIO BAHAHHA HA OPraHH3M ONEPATOPa He OKA3KIBAIOT.

KOHUEHTpauHUAX, O0NafaloWMX KaHIEPOreHHBIM, MYTAF€HHHIM K BIHAIOUWUYM HAa PCNPOAYKTHBHYIO
dynxumio uenobeka acHcrBueM. [IpH  HCTONB30BAHHH MO HA3HAYEHMIO W COOMIOACHMM Mep
NnpeAoCTOPOXHOCTH Habop peareHTOB GesonaceH.

Bech knuHHueckHd MaTepHan ABAAIOTCA MNOTEHUWANEHO HHPUUUPOBAHHBIM, MOITOMY NpPH
pabote ¢ HAM HeOOXOOMMO HCHOJB3OBaTh HHAHBHAYANbHLIC CPCACTBA 3aUUTH: JabopaTopHbie
nepyarTky, nabopatopHbie Xanarel, LIANOYKY, OUKH 3AUIHTHLIC, MOMYMACKy, HapyKaBHHKH OAHOPA3oOBbIC,

BeACHUS Hudexknuu u H3aLUn

Bce ucnonn3oBaHHbiE MaTepHansl, WHCTPYMCHTHI W oOopymoBaHMe, pabouue NOBEPXHOCTH
acMuuuupoBath B coorserctBuM ¢ TpeGopawmamu CIT 1.3.3118-13-08 u MY 287-113
«Memooduveckue yxazanus no Oe3ungrexyuu, npeoCMepuIUIGYUOHHON OHUCMKe U CMEPURUIAYUU
U30CAUT MEOUYUNCKOZO HAZHAYCHURN.

Bce nosepxHOCTH B 11a00paTopHU eXeOHEBHO NOABEPraTh BAAXKHOW yOopke ¢ npuMeHeHHEM
Ae3NHPHUMPYIOIHX/MOIOLMX CPEACTB, PErIaMEHTHPOBAHHBIX CAHHTApHLIMU npasunamu CI7 1.3.3118-
13-08.

[TosepxHocTH CTONOB, a TaKKe MOMELIEHHA, B KOTOPHIX npoeoautcs nocranoska {ILP, zo
Ha4yaia B Nocne 3aeepileHHA paboT HeoOxoaumo noaseprate yabTpaduoneTosoMy obnyuenwio B
Tederue 30 MuH.

Onnopasosylo nAacTHKOBYI0 MOcyAy (RpOOHpKH, HaKOHEUHHMKH) HeoOxoaumo cOpacbiBaTh B
cneuHanbHbili  KOHTe#iHep, coaepkamnii Ac3HRPUUUpYIOMEE CPEACTBO, KOTOPOE MOXET ObiITh HC-
MONL3OBAHO A 00e33apaXHBAHHA MEAHLHHCKHX OTXO/IOB.

TokcH4HBIE OTXOAB He O0pasylOTCA B NpoLIecCe MCTIONb30BAHHA W YTHAH3aUMH Habopa
peareHToB ¢ HCTEKIIAM CPOKOM FOAHOCTH.

Orxoasl, ofpa3zyiolminecs B Mpouecce MCMONb30BAHHMA H YTHIH3aUMM HaGopa peareHTOoB C
HCTEKUIUM CPOKOM FOAHOCTH, OTHOCHTS K Knacey b.

Habop pearenTos ¢ HcTeKIIMM CPOKOM FOAROCTH YTHIN3KPOBATL KaK OTXOAL! Kiacca b,

Ilpu ynaneunu orxonos nocie ammudpuxaumn (npobupok, coaepxamnx npoayxto: ITLIP)
HEJIONYCTHMO OTKpbIBAHHE NPOOHPOK H pasOpbI3rHBAaHWE COAEPKHMOrO, MOCKONLKY I3TO MOXET
NPUBECTH X KoHTaMuHauu npoayxramu [TLIP naGopatopsoit 30k, 000pYAOBaHHS H PEareHTOB.

Hencnonb3oBaHHbBC KOMMOHEHTHl, KOMMOHEHTHl C MCTEKUIMM CPOKOM TOAHOCTH, @ TaKwke
HCNOML30BAHHBIE KOMIIOHEHTb, YMAKOBKY, OHOJIOTHYeCKHii MaTepsas, BKIIOYAA MAaTCPHAILL,
HHCTPYMEHTHI W NpPEAMETH, 3arpA3HCHHLIC OHONOIHYECKHM MaTCpHAIOM, CACAYET YAANATL B
cooTBeTcTBHH ¢ TpeGopannamu CanlluH 2.1.3684-21 "CanurapHo-snuseMuonornyeckue TpeGoBaHua K
COACPNAHHIO TePPUTOPHit FOPOACKHX H CENBCKHX Nocenenuii, K BoAHbIM 00beKTaM, MUTHEBOH BOAE H
MHTHEBOMY BOAOCHAGKEHMIO, AaTMOCPEPHOMY BO3AYXY, NOYBAM, JKHILIM NOMEUIEHHAM, KCINYaTalHH
MPOH3BOACTBEHHBX, OOWECTBCHHBIX TNOMEIICHWH, OpPraHH3allUH M TPOBCACHMIO CAHMTAPHO-
NPOTHBONMHAEMHYECKHX (NPOPHNAKTHUECKHUX) MEPOTIPUATHIA".

CNnoCob NPUMEHEHHA

OGopynoBaHue H MATEPHAJILI:

- Bokc Gronornueckoii 6ezonacuocty Il knacca 3ammTH

- aMnaMPHKATOP C AeTeKuwell pe3ynbTaTOB B PEKHME «PealbHOTO BPEMCHU» (HanmpHUMep,
CFX96, IT-96, QuantStudio 5;

- ontuyeckue npobupku ang [NLP-PB, ananTupoBaHubIe U HCNONB3YEMOTO aMIupHKaTopa;

- BOPTCKC;

- Habop no3aropos nepemelinoro odvema (1-10 mkn, 10-100 mxn, 20-200 mxa, 100-1000 mxa);

- ORHOPA30Bble HAKOHCYHHKH ¢ PHALTPOM NS JA03ATOPOB NEPEMCHHOIO 0bbeMa;

- OAAHOPa30Bbie 3aKphIBaIOIIHECA IPpoOUpKH 0bbhemoM 1,5-2,0 Ma;

- WITATHBH ANR NPOOHPOK H HAKOHCHHHKOB;

- xonoaunbHuk oT +2 °C o +8 °C, ¢ Mopo3unbHOit kamepoit ot Muuyc 24 °C ao muuyc 16 °C;

- OTHEAbHBIA XanaT U OJIHOPA3OBbIC NEPHATKH;

- EMKOCTh AN1A ¢0poca HAKOHEMHUKOB,
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- KOMIUIEKT CpeACTB ans o6paboTku pabovero mecra.
llpumeuanue * Jpu pabome ¢ PHK neobxodumo ucnoavioeamb muxponpobupxu u
COHENHUKU, UMeIoujlie Cneyuanbiiyio Mapruposxy « RNase-free», «DNase-freen.

1. IoAr OTOBKA 0bPA3I.lOB : :
Braunenenne PHK n3 knunnueckoro Matepuana He NPOU3BOAHTCA. Km{uuqecxue oGpaauu
(Ma3K¥ ¥3 HOCA, HOCOTJIOTKH M/HJIH POTOrNOTKH), TOMELICHHBIE B TPAHCIIOPTHYIO Cpeay
(dn3uonorudecxuii pacTBop), BHOCATCR cpa3y B aMILIHPUKALUOHHYIO CMECh.

Ipu paBote ¢ CyXxHMH Ma3KaMH: B MHKPOUEHTPH(DYXHYIO NpoGHpKY 00bémoM 1,5-2 M BHECTH
300 mxn dusHonornueckoro pacteopa. CMBITh KIHHHYCCKHI o0paiell ¢ 30H1a-TaMIIOHa, TOMECTHB ero
B8 ¢usmonormyecknit pactop H  nepememars 10  cekynn. OcaauTh KanAM  KOPOTKHM

ueHTpudyruposaHueM.
2. MPOBEJAEHHE AHAJIN3A

2.1.IOAroTOBKA NIP-CMECH

0. Pa3smopo3uTh Bce peareHTH (IpH HEOOXONMMOCTH), mepeMeliaTh (EPeBEepHYB NPoOHPKH
HECKOABKO Pas) B COPOCHTb KAIUTH C MOMOLIBIO KPATKOBPEMEHHROTO UCHTPHDYTHPOBaHHUS.

I. B xaxayl0 NOCTaHOBKY aMIUIMQHUKAUKH NOMHMO HccaeayeMbix oOpasuos (N) momxub
BXOJMTb 2 KOHTPOBHBIX o0pa3ua: orpHuarensbHblit kontpoab [P (K-) » noaoxurensuniit kouTpons
[ILP (K+).

B npo6upke o6vemom 1,5-2 Mn npuroroButs «Mactep Make»:

5*(N+1) mxa OT-IILIP-pearenva + 15*(N+1) mxa npaiimepos

I'ne N — obiuiee KONMH4ECTBO peakuuii aMITMHKALINH C YIETOM KOHTPO/BHEIX 06pasiios.

1L IMepemewars «Mactep Muke» nyTeM 5-TH KPaTHOIO NMEPeBOPAYHBAHHA NPOOHPKH, OCAANTH
KPaTKOBPEMEHHBIM LIEHTpHDYrnpoBannem 1 sHecTH no 20 Mk B npobupku ans nposeackua [1LP.

I11. B noAroToBneHHbie NPOOUPKH A0OABUTEL O 5 MKJI HCCAIEAYEMBIX Ma3KOB,

IV. TTocTaBHTb KOHTPOAbHbIE PEAKIUMH aMILTHPHKALUK:

1) K- — BHecTH B npoGupky 5 mxn OKO;

2) K+ — BHectu B mpobupky 5 mxn [1IKO.

lepMeTHuHO 3aKpbITH NPOOHPKH KpobilIKaMH. B ciiyyae HanuuMs Ny3bIPbKOB B PacTBOpE HIH
Kanenb Ha CTEHKaX NPOOHPOK — YAANHTh KPATKOBPEMCHHBIM UEHTPHYTHPOBAHHEM.

2.2.MMOCTAHOBKA PEAKIIHH AMILVIHOHNKALHH

I. [ToMecTHTs NOAroTOBACHHBIE 2na npoBeaeHus [TLP npobupxu B aMmnaudukarop.

IL B coOTBETCTBHH ¢ MHCTpYKuHei Kk npubopy 3anporpaMMHpoBaTh aMIAH(PHKATOP COTIACHO

Tabnuye 2.
Tatanua 2. [lapamMerpnl aMianguxanun

Temneparypa, Koa-80
UWar °C Bpeus HKI0B
O6paTHas TpaHCKPHNIHA 55 10 Mun 1
Havanuuas AeHaTYpauus 95 2 MHH 1
Jenatypauus 95 5 cex
Orxur 60 15 cex 5
DJAoHrauus 67 15 cex
JeHaTypauns 95 5 cex
Orwur/derexuun no KaHANKAM:
FAM/Green, HEX/Yellow 60 15 cex 40
JNOHrAUHA 67 15 cex

II1. B coortBeTcTBMH ¢ HHCTpyKuueil Kk npubopy 3anporpaMMHpoBaTh NMONOXKEHHE NMPOOKPOK B
amnguxarope. Takxe JonyckaeTca BBINOJHATL AAHHbIH WAr BO BPpeMA NPOBEACHHA aMNAHPHKAUKRK
HIIM IO €€ OKOHYAHHIO, €CNIH JITO NIO3BOJIACT NPorpaMMHoe obecnedcHre npubopa.

IV. Jlate HasBaHHE IKCMEPUMEHT2 M COXPaHHThL €ro Ha amcke (B 3TtoM ¢adine Oyayr
ABTOMAaTHYECKH COXPAHEHBI PE3YALTATHI AAHHOTO IKCNIEpHMEnTa). 3anycTHTh aMIuTHuKaTop®.

* Jlan npubopos «Rotor-Gene» neped zanycrkom ewbpame yynxyuro: «Perform Calibration
Before I¥* Acquisition/Perform Optimization Before I¥' Acquisition/Boinoanums onmuvuszayuwio npu 1-v
waze oemeryuur. [ns acex kanaiog ycmanogums napavemps «Min Reading/Munus. Cuena» - 5F1 u
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Reading/Makcum. CurHau» - [OFI.
3.AHAJ1IN3 PE3YJIbTATOB
I. Mepen HayasloM aHa/M3a HEOOXOAUMO 3a4aTb HACTPOMKU B COOTBETCTBUMM C UHCTPYKUMEN K

ans npubopos Tuna «Rotor-Gefic»*: m | e

/ -@lyctaHoBMTb 3HaueHve napametpa BblopocoB {«NTC threshold/Mopor ®oHa») - 5%. [Mpu
HEPOXO/MMOCTM NOPOr (POHa MOXKET ObITb M3MeHeH B Anana3oHe 0-30 %**;
YCTaHOBWUTL 3HayeHWe napameTpa noporoBoit nuHum {«Threshold/Mopor») - 0,02. Mpu
Heob6X04MMOCTM MOPOr MOXET ObITb M3MeHeH B AnanasoHe 0,02-0,2**;

- npy Heob6XOAMMOCTU AOMycKaeTcH akTuBauma yHkumin «Dynamic luhe/JuHamuy.coon» 1
«Slope Correct/Koppek. YKnoHax».

6) ans npméopos «Bio-Rad CFX96»*:

- YCTaHOBWTb 3HaueHue napameTpa noporosor nuvHMM {«Single Threshold») - 50. [Mpu
Heo6X0ANMOCTM NMOPOT MOXET ObITb M3MEHEH B AMana3oHe 25-500%*;

- Npu HeobXoAMMOCTM [AOMycKaeTcs akTuBauus QyHkumii  «Apply Fluorescence Drift
Correction» n «Baseline Subtracted Curvefit».

b) ans MPUOOPOB «AT-96x»*:

- ycTaHOBUTb «MeToa» - «[oporosbiit (Ct)»\

- YCTaHOBWTb 3Ha4yeHWe napameTpa NMoporoBoi MHUKM 5 %, nonydeHHoro Ana obpasya MKO B
rnocnegHeM UMKne amnamgpukauum. Mpyu HeobXoAMMOCTU MOPOr MOXET ObITb M3MEHEH B Anana3oHe O-
30%.**

r) ans npuéopoB «Quant Studio 5»*:

- YCTaHOBWTb 3HayeHWe napameTpa NMoporoBoin NMHWMK 5 %, nonyyeHHoro ans obpasya MKO B
rnocnegHeM UyKne aMmnngukauun. Ipn He06X0AMMOCTU MOPOr MOXET ObITb M3MEHEH B Ananas3oHe 0-
30%.**

A) Ang npoymx amMnanbumkKaTopos

* B 3aBMCUMOCTU OT YCTAHOB/IEHHOW BEPCUM NPOrpaMMHOro 06ecrneyeHnss Ha3BaHWUst KOMaHz
MOTYT HEeCKO/IbKO OT/MYaThCH.

** HeobXOAMMOCTb KOPPEKTUPOBKM BbIOPOCOB BO3HWKAET B CAyYasX CW/bHbIX KonebaHwii
(hnyopecLeHUmMn B 0T AeNbHbIX Npobax.

. BblbpaTb norapuMUYEcKyro LIKany A1  OTPKEHUA pe3y/nbTatoB U BU3YaslbHO
MPOKOHTPOIMPOBATL MepeceyeHre NOPOroBOi MHUW B IMHEHON YacT pocTa KP1BO amnanguKaLmun.
Mpwn nepeceyeHUK NMOPOroBOM IMHUW C KPUBOW amnMgUKaLMn He B IMHEAHOM y4acTKe —1epeMecTUTb
ee BPYUHYIO 10 HEOOXOAMMOrO YPOBHS.

Pe3ynbTaTbl aHa/M3a WHTEPMPETUMPYIOTCA HAa OCHOBAHUWM HaMUYMA/OTCYTCTBUSA MepeceveHns
KPUBOI (hnyopecLeHLU C MOPOroBoM IMHMEN (Y4TO COOTBETCTBYET Ha/IMUMIO/OTCYTCTBUIO 3HAYEHUS
MoporoBoro umkna «Ct» B COOTBETCTBYHIOLLEN rpade B TabnuLe pe3ynsTaTos).

1. YpocToBeputbes, 4to MUP-nccnesoBaHve BIMAHO: KOHTPOSbHbIE TOYKN aHa/IM3a AO/MKHbI
COOTBETCTBOBATL 3HAYEHUAM, NPUBEAEHHbIM B Tabnmue 3.

Tabnmua 3. OueHKa pesy/bTaToB aHa/In3a KOHTPO/IbHbIX TOUEK

KOHTPONMpYEMbli 3HauyeHue «Ct» no 3HauyeHune «Ct» no
KOHTpobHasa Touka STaN aHanM3a KaHany KaHany
FAM/Green HEXA” ellow
OKO MuP He feTeKT npyeTcs He ACTeiaHpycTCH
MKO MuP <35 <35
BKO MupP <35 <35

B cnyyae HeCOOTBETCTBUSA KOHTPO/bHBLIX ToueK OKO 1 NMKO HeobxoaMMo NPOBECTU NMOBTOPHOE
nccnefoBaHme BCEX 06pa3L0B HauMHas Co CTaamMmn noctaHoBku MLIP.

V. WHTepnpeTupoBath pesynbtathl MNLP-aHanm3a uccnegyembix 06pasLoB B COOTBETCTBUMN C
Tabnuuen 4.
PesynbTat 06pasua 3HayeHne «Ct» N0 kakiajiy 3HaueEEVe «Ct» no kaHany
FAM/Green HEX/Ycllow
MonoXnTeNbHbIN +/- <33
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HTEIbHBIH +/— 33-35

HaTeNLHbIH + > 35 naH OTCYTCTBYET

BaNUAHBIH - -

r “.«-» 0DO3HauaET OTCYTCFBHE:. 3HauerHs «Ct», rpapuk amiinudskauuM He ncpecekaet .,
/toporosyio
" AUHHIO

«+» obo3HavaeT HaNH4He 3HaveHua «Ct», rpadpux amnaudukalMH nepecexkacT MOPOroByio
AHHHIO

«+—» — 3HadeHne «Ct» AN NAHHOTO KaHaNA HE AHATH3HPYeTCA

B cayyae COMHUTENLHOIO WK HE BATMAHOTO pe3ynbTata Tpebyerca nosTopro nposecta TILIP-
HCCJICAOBAHHE COOTBETCTBYIOWIEro ofpa3sua, HauuMas C JTana BHECCHHA O0pasluoB KAHHHYECKOrO
marepuana B [1L[P-cmech Han co craaun 3abopa MaTepHaIa y MALHEHTA.

[loBTOpHLIH COMHHTENLHBIH Pe3yAbTAaT CUINTACTCA OTPHUATENLHBIM H HE TPEOYET NEpecTaHOBKH.
[ToBTOpHOLIN HE BaJMAHLIA PE3yAbLTAT CBHACTENLCTBYET O HEKAYCCTBEHHOM oTOOpE KIMHHYECKOro
Mmarepuana # Tpebyer nepenocTaHoBKY, HauMHaA ¢ 3Tana oTdopa KIMHHYECKOro MaTeprana.

PEKOMEHAALHH NMPOUIBOAUTENA 1O TPAHCIIOPTHBIM CPEJAM

Bo u3bexanne nurnOnposanna IILIP unTepdepHpytoiUMH BEIIECTBAMA, COACPXAIMBMHCA B
KOMMEDPYECKMX TPaHCIOPTHLIX epeaax (HanpuMep, rYaHHAHHAZ THOLUOHATOM), NPOH3IBOAHTEIIbL
pexoMeRRyeT npu pabote ¢ Habopom perentos «KoBradk Jlupext» ucnoassosarh pusnonornyeckuid
pacTBOp WA GHIHONOrHYECKKIT PACTBOP € IMIOKO30H.

CPOK I'OAHOCTH

Cpok roarocti HaGopa pearentos «KOBMAIK AMpexT» — 12 MEcAlUEs ¢ AATHI H3TOTOBNEHMUA.

Habop ¢ ucTekuum CpoXoM FroOAHOCTH NPHMEHEHHIO HE MOUVICKHT.

XPAHEHHUE H TPAHCITIOPTHPOBAHHE

Xpauenne

Xpasene HaGoOpoOB HOMKHO OCYHICCTBAATECK B MOPO3HABHBLIX KaMepax HJIH MOPO3HJIbHHKAX,
00eCNICYHBAIOIHX  PEriaMeHTHpYEMbIH  TEMNEPATYPHBIH PpeXHM, B YNAKOBKE NPEANPHATHS
H3rOTOBHTENA Npy Temnepatype oT —24 °C no —16 °C B Teuenne Bcero cpoka roAHOCTH.

[Nocne BCKpPHITHA yNAaKOBOK HEMCHONB30BAHHBIC PEArcHTHl AONYCKACTCA XPAHHTh B THIOTHO
3aKpHITHIX YNAKOBKAX B MOPO3HJBHBIX KaMepax HAH MOpO3HNbHHKAX, ofeclneunBalomMx
pernaMeHTRpyeMbill TeMneparypHbili pexuM, npu Temnepatype ot —24 °C no -16 °C go ncreyeHHs
cpoka roaHoctH. Jlonyckaercs 3amopo3ka/oTTaHBakHe KOMNOHEHTOB Habopa pearenTos xo 10 pas.

TpaucnopTHpoBanue

[Tpu Temneparype ot 2 Ao 8 °C TpaHCNOPTOM BCEX BHAOB B KPLITHIX TPAHCTIOPTHBIX CPEACTBAX B
COOTBETCTBHH € NMpaBHAaMH NEPEBO30K, ACHCTBYIOUIMMH Ha TPaHCMOPTE AAHHOIO BWAA, B TeyeHHe 30
cyTox. Jlonyckaerca TpaHCIOPTHPOBaHHE MPH TEMIICPATYpE OKpYXatoluei cpeabl, HO He Benue 37 °C B
TEYEHHE 5 CYTOK.

YCJIOBHA OTIIYCKA

Jna yupexnenuit 3apapooXpaHeHns.

FTAPAHTHH BPOU3IBOAUTEJIA

HaGop peareurros «Kosuadxk JdupexT anm kauvecrseHHore BbisBjaenus PHK supyca
SARS-CoV-2 B nalo- u opodapuureansubix maikax meroaom OT-IILP B pexume peannuoro
Bpemenn, cepust 02 coorsercreyer TY 21.20.23-132-70423725-2021 ¢ uam.Nel, Haumonanbuem
crangapTaM P® u HOpMaTHBHEIM JOKyMEHTaM B vacTH Tpebosanuii GezonacHocTi U YPPCKTHBHOCTH.

Ilo Bonpocam, xacalomumMca KavecTsa 4 obpamenus Habopa pearentoB «Kosuadx JAnpexm,
cinenyer obpawarncs no aapecy 142530 Mockosckas obn., r. Anekrporopek, ya. Byacusoro, a. 1, la,
3akpbiToe Axnuoneproe Obuiecteo «IKOnab» (3A0 «OKOnab»); ten. 8 (49643) 3-23-11, 3-30-93,
ten/dakc 8(49643) 3-30-85, 8 (800) 333-33-47, ekolab-sekretar@mail.ru.
[lps npeAbLABACHHH peKSaMallHd 10 MOBOAY HECOOTBETCTBHA (PHIUUCCKMX KW CNCUHQHUCCKHX
XapaKTEPHCTHK HaboOpa pPearcHTOB 3asBACHHLIM JUIA TNIPOBCACHMN OOLCKTHBHOIO paccieIOBAHUNA
NPOU3BOAHTENEM IIPHYHH HECOOTBETCTBUA NOTPEOHTEND AOMKEH NIPEOCTABHTS:
1. walop pcarcHTOB ToOfi cepHHl, Ha KOTOPYIO MPEABLABIACTCA pCKaaMaLus;
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BOE CMOPHble UCCeayeMble 06pa3sLibl MaLVEHTOB;

MPOTOKO/bl aHasM3a C yKaszaHWeM HauMeHOBaHWs, Cepun U CPOKOB FOLHOCTM WCMO/b30BaHHOIO
86opa peareHToB;

[l NPOTOKONbI MCCNeAoBaHNs C UCMONb30BAHMEM [PYrMX MeTOAO0B/HAaGOPOB PeareHToB> C “V‘kazaHuem
CEpUK, CPOKOB TOfIHOCTW, MPOM3BOAUTENS MPUMEHEHHBIX HABOPOB PeareHToB.

CUMBO/1bI, UCMOJTb3YEMBIE HA ¥YTNAKOBKE N 9TUKETKAX

IVD TonbKo ANa AUAarHOCTUKK in vitro
OcTopoxHo! ObpaTnTech K
WHCTPYKLUMX MO NMPUMEHEHUIO

XpaHnTb NpU TemMnepaTtype

AnpekTop 3A0 "3KOnab™ no Hay4Hoi paboT C.I'. MapgaHsbl
«COINMACOBAHO»

"eHepa/ibHbIN AVMPEKTOp

0M<BBIMMN"MEALALEHTP» N.K. BapHaBuuyc
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MPOLIHYPOBaHO, NMPOHYMEPOBAHO
M CKPEM/IEHO NeyaTbio
|/ nuer _0F
p 3A0 "3KOna6"
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