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CIIMCOK COKPAIIEHWHA

B HacTosmeld MHCTPYKUWH IIPHMEHAIOTCA CIEAYyHOMHe COKpallCHHA H

0003HaAYCHHS !

Severe Acute Respiratory Syndrome Corona Virus HOBbIA

SARS-CoV-2 | kopoHaBHpyC, BBISBICHHEBI BO BTOpo#i momosune 2019,
BEI3BABLINH MAHAEMHUIO THEBMOHHH HOBOT'O THIIA

COVID-19 COrona VIrus Disease 2019 Tsaxenas ocTpas pecnupaTopHad
mHbeKINs, BbI3BaHHas1 KopoHaBupycoM SARS-CoV-2

LAMP Loop-mediated isothermal =~ AMPlification  mernesas
W30TEPMHIecKas peaKiys
- Reverse Transcription-Polimerase Chain Reaction-Loop-

RT-PCR- mediated isothermal AMPIlification o6paTHas TpaHCKPUIIIHA,

LAMP COBMEIEHHAS ¢ [TOIMMEePa3HOi [elHON peaknuel U NeTieBoi
M30TepMHIECKOl aMITH(HKaue

OT-ITP-PB - Oﬁpaz‘THaﬂ TPAHCKPHITLA, COBMeEILEHHas C TIONHMEpPasHoi
TIeTHOM peaknyedl B peallIbHOM BPEMeHH

MAHK - METO/B! aMILTH(MUKALMY Hy KJIEHHOBBIX KACIOT

HK - HYKJICHHOBAA KHCJIOTa

PHK - puboHYKIIEHHOBAsA KUCIOTA

BCA - GBIIHI CHIBOPOTOYHEIH akOyMUH

I'CO - FOCYIapCTBEHHBIIH CTaHIaPTHEIH o6pasery

[IKO - TIOJIOKKTENLHBIA KOHTPOIBHEIH obpasen

OKO - OTpHIATENbHEI KOHTPONBHEIH 06pasel

OKO-B - OTpHLATENbHBIN KOHTPOIBHEIM 0Opasel] BELIeNeHns

BIIK - BHYTpEHHUI! ITOI0KATENBHEI KOHTPOTIb

2 - FeHOM SKBHBAJIEHT

TKO - TBepAble KOMMYHAJIBHEIC OTXObI

10 - IporpaMMHoe obecrieyeHune
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1. HABHAYFHHE
1.1 Tloanoe AassaHue Habopa

Hafop peareHToB s 00HapYKEHMT PHK SARS-CoV-2 MeTonoM o0paTHOH
TPAHCKDUIILUH - ETIEBOH W30TEPMHEYECKOH aMITA(QHKALY B pealbHoM BpeMEHHI

(Kosul'en-LAMP-01).

1.2 Haznauenne Habopa

Ha6op pearentos «Kosul” en-LAMP-01» npegHa3Ha49eH Jiid Ka4eCTBEHHOTO
ompenenenus (aboparopHas THATHOCTHKE, CKPHHUHT, MOHUTOPHHT) PHK SARS-
CoV-2 B Maskax M3 HOCOTTIOTKH/POTOITIOTKH JIHI, MOJO3PHTENBHBIX HA
3aG0IeBaHKe HOBON KOPOHABHPYCHOH nrbexmueit COVID-19, MeTofoM oOpaTHOR
TpaHCKPHIIAH, COBMEMIEHHON ¢ NeTIEBOM H30TEPMHIYECKOM aMrubHKaLlnen, ¢

y4eToOM Pe3yJILTATOB B PEKHMEC pealibHoOI'o BpEeMEHH.

1.3 O6aacTs npEMeHeHHs HAGopa

O6nacTs npuMeHeHHs Hafopa — KITHHIHeCKast naGopaTopHas AWarHOCTHKA.
HaGop mpefmasHadeH i HCIONB3OBAHUL - B KJIFAHHKO-TAArHOCTHISCKAX
(cTalMOHapHBIX U MOOHIBHEIX) TabopaTopwsix, B YUPSKICHUAX MEIULMAHBL U

34paBoOXp ancHHA,

1.4 Tloxa3aAus H IPOTHBONOKA3ZAHHA K npuMeHeHNI0 MeJHIHHCKOro

w3gens

Brmeineane PHK SARS-CoV-2 mpoBOAUTCA HarMeHTaM ¢ KJIMHAYECKOH
CHMIITOMATHKON pecliHpaTopHOro 3aG0JIeBaHNs, TOIO3PUTEIBHOI0 Ha AHPEKLIHIO,
pri3BaHHy0 SARS-CoV-2, B 0COGEHHOCTH IPAGHIBAIONTEM W3 SIIHAEMHUONOITIECKH
HeGIaroMONyYHEX PErvoHOB Cpasy IoCIe IIepBAYHOTO OCMOTpa, 2 TaKKe
KOHTAKTHEIM JmHaM (cM. BpeMEeHHBIC MeTONUYeCKHe  PEeKOMEHIAlH
[IpodMIaKThKa, AMArHOCTHKA W JICUCHHO HOBOHM KOPOHABMDYCHOM HMHQCKIUH
(COVID-19), yt8. MHH3/paBOM Poccumn).

AGCONIOTHEIE [IPOTHBOTIOKAa3aHHs K THPHMEHEHMO Habopa OTCYTCTBYIOT.
OTHOCHTE/IbHEIE TIPOTHBOINOKA3aHWA KacaroTCHd MpoOLeAypEl B3ATHA Maska H

BKJIFOYUAOT HEIABHIOHO TpasMy unil aHaTOMHYECKHC ,IlC(l)CKTBI J'IHLIGBOfI HacTH
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uepella, JpyrHe COCTOSHHs, MPpEMATCTBYIOIIME BBEEHHIO 30HIA WK
yBeTMYUBAIOIE PUCK JOKAIBHBIX TPaBM K KpoBOTeueHui. K uncry BO3MOXHBIX
OCJIOXHEHHH, KOTOPBIE ABISIOTCS CEACTBAEM JIOKATEHOTO MOBPEXKICHH TKAHeH,
OTHOCSTCS. MECTHEIE KPOBOTEUeHH s, 50JIE3HEHHOCTE WA TUCKOMGOopT. I1pouienypa
B3ATHS Ma3Ka MOYET CIIPOBOIMPOBATDH Kallenb, YMXaHWHe W PBOTY. [IpnMenenue
HaGopa peareHTOB He 3aBHCHT OT MOIY/IAIMOHHBIX W AEMOTPa@MHecKyX acleKTOB,
MOJKET HCTIOIB30BATHCA IPH 00CIeI0BAHNY el JIF060T0 BO3pacTa, GONbHEIX T
IONO3PHTENBHEK Ha 3af0NeBaHne KOPOHABUPYCHOH HHpeknued. IIpuMeHsTs
HaBop pPeareHTOB CIETYeT CTPOTO IO HA3HAYEHHIO COTIIACHO NaHHOH MHCTPYKLMA
TI0 IIPHMEHEHHIO.

Ha6op peareHToB He MOAJICKHT HCIONB30BAHUIO B CITydaiX:

—  HapyweHus BHyTpeHHe# yNaKkoBKH;

—  OTCYTCTBHA COOTBSTCTBHSA MEXIy OIHCAHUEM M BHCLIHUM BHJIOM
peareHToB;

—  HecobmoneHus yCIOBUM TPaHCIIOPTHPOBAHUA K XPaHCHHUA COITIACHO
WHCTPYKIIVH;

— WCTEYEeHUA CpOKa roAHOCTH.

1.5 HorennuanabHble HOTPeOUTEH MEAHINHHCKOIO H3AE/IHA

K pa6ote ¢ HabopoM pearcHTOB JIOIyCKAeTCs TONBKO KBanu(HITHPOBAHHELA
MEMIIAECKIH  IIepCOHaN, OCYLIECTBJISIOIMA  B3ATHE H nipe00paboTKy
KTHHIYeCKOTO MaTepHaIa, & TAKKe MEIMIUHCKHE PabOTHUKY, 00y IeHHBIE METOIAM
MOJEKyJIAPHOH JAMATHOCTHKE ¥ NpaBUiaM paboTsl B KITMHHKO-THArHOCTHIECKON
nabopaTopy B YCTAHOBIEHHOM IIOPsAAKE (CanlIuH 3.3686-21 «CaHuTapHO-
SITHIEMIOIOTHIECKHE TPeGOBaHUS TI0 TIPOGUIAKTHKE MHPEKIMOHHBIX fone3He»;
MYV 1.3.2569-09 «Opranusanus paGoTel 1abopaTopyH, HCMONB3YIOMMX METOIR!
AMIUTHQUKAIMK HyKIEHHOBEIX KHCIIOT ITpH paboTe ¢ MAaTepHaiioM, CORCPHKAIIIM

Muxpooprasusmsl I-IV rpynmn [aTOT€HHOCTHY).

2. XAPAKTEPHCTHKA HABOPA

KoMITOHEHTE! Habopa ABJSIOTCA OQHOPa3OBEIMH.
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HabGop pearentoB «Kosul'en-LAMP-01» He Tpebyer TexHH4YECKOTO

ofciyXKuBaHKUS ¥ KanTuOpOBKY.
B XOMITJIEKT OCTaBKH BXOZAT:
- Habop pearentoB «Kosul en-LAMP-01»;
- HHCTPYKIMS 10 IIPUMEHEHUIO;

- macropt Habopa peareHToB.

2.1 CocraB Hadopa

Halop peareHToOB COCTOHUT U3 7 KOMIIOHEHTOB.

HaGop pearenToB paccumrtaH Ha 96 aHanmusupyeMsix npod (96 peakuuii),

BKJIIOYasT KOHTPOJBHBIE 00pa3IiEL.

Ne HaumenoBaHue Ob6Bem KoanuecTBO

1 PeakionHast CcMeCh B CTPHITOBAHHEIX i 12 cTpunos
MuKpornpobupkax PC 1o 8 MUKpOIpoOUpOK

2 IMonoxwuTenbHEBI KOHTPOIBHBIH i 2 IDOGHOKI
o6pazen, IKO HPOOHP

3 | Pa3basutens, Pb 2,6 Mn 2 npobupku

4 | PazOasurens, Pb-B 2,2 MII 1 npobupka
OTpuuaTeNbHBIE KOHTPOABHEIH

5 obpaser, OKO 1 mn 1 npobupka
Bydep mis axcTparupoBaHus

6 Grosorugeckoro obpasma, BB 0,3 mr 96 npobupox
Tammnor-30HI (Tyndep) cTepHUIbHEIHA }

7| P3H 2021/15079 o1 26.10.2021 192 myki

2.2 Meroa Hceae0BaHuA
O6napyxenue (pparmenToB PHK xopoHasupyca SARS-CoV-2 ocnoBaHo Ha

KCIIONB30BAHMA METONA OJHOCTANMIHON peakiy oOpaTHOH TPaHCKPHITLWH,
COBMEIIEHHOM ¢ MOJIBMePa3HON HemHol peakuyel U NeTIeBOU H30TEPMAEECKOH
ammnpuxanue B (RT-PCR-LAMP) B onmolf  mmkpompobupke, ¢
(IryOpEeCIIeHTHOH JETEKIIMEHN B peXVIMe peanbHOro BpeMEHH.

IMpu avmnudukanuu ¢ nomompblo RT-PCR-LAMP HCHONE3YIOT INECTDH
ONMIOHYKNEOTHNHEX  IpaiiMepoB, creuutbwuHslx  ¢parmenty reHa N,

KOARPYIOLEro HyKJIeoKarcHaHei Oellok Kopoxasupyca SARS-CoV-2 (mBa

RHALIITHUY TRA RAUVTNAROUY W TTRA ‘I'I'E"PTIP.‘RT‘TY\ RETTIOTAT TTRA TTNativiena MATUATITLTY
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dbayopecrienTHEM KpacuteneM ROX, mrecTb ONUTOHYKISOTHNHBIX npafiMepos,
cIelM(AUHEIX ~ (parMEeHTy  BHYTPEHHETO  TIOJNOXMICNBHOTO  KOHTPOIA
(uckyccrBennas kontponbHas PHK KIA), prmouas ABa npaiiMepa, MeHCHHBIX
bnyopecuentrHEM Kpacutenem CyS, a TakKe cMech (EPMCHTOB PEBEPTA3El U SD
monuMepaskl.  BHagale — OCyllecTBIAeTcs — oOpaTHas — TPAaHCKpUIUMA  C
TOCTIe YoM HecKOMbKUMHY (uKnamMu [P, a 3aTeM n3oTepMutiecKasd HeTIeBad
ammmadukanus (LAMP). TTporecc aMmnukaugd Merogom LAMP ycrnoBHO
pasfenseTcs Ha Tpu dTana: 1) obpasoBaiune 6a30BOH ragTeneo0pazHol CTPYKTYPHI,
2) 5TaI THKIHYECKON aMITTHGUKALMY, 3) 3Tall 3TIOHTallA K IIOBTOPEHHA [IUKIIOSB.
B pesynerare Takoif peakmpm —obpasyercs MHOXKECTBO KOHKaTeMEepOB
MHBEPTHPOBAHHEIX [IOBTOPOB  IIENIEBOTO  (parMeHTa, dopMUpYIOIUUX B
IPOCTpAHCTBE ~ pAsBETBICHHEIE  CTPYKTYpel. — Busyamusaimusi — pesyJbTaTos
aMIUIA(QHKAIAE OCYTIECTBIeTCA IMyTeM (ITyopecueHTHOH NETeKUHH B PEXUME
peaneHoro BpeMeHH. IlocTaHoBKa RT-PCR-LAMP ocymecTBIsfeTcs Ha
0GOpyIOBaHuH, O00eCeIUBAOIIEM HEOOXOMUMbIE TEMIEpaTypPHO-BPEMCHHEIC
mapaMeTpsl M BO3MOXKHOCTh NETEKLMH (IyOPECHEHTHOTO CHTHALA (m. 5.1
HACTOSIMEN HHCTPYKITHM).

Tauuerii wabop peareHTOB pealu3yeT NperMyIIecTBa MY JIBTUILIEKCHON
ONHOCTAOHUMHON  peakKiuu OT-TIIP-PB, COBMEMIEHHOW ¢  TeTNIEBOH
u3oTepMuueckolt ammmubuKaumei. B onHO# MUKPOTIPOOHpPKE ONHOBPEMEHHO
TIPOBOZIATCS JBE KOHKYPEHTHEIE peakuui. [Tepsas peakiis MOo3BoILICT o0HApYKUTH
cenumueckue pparmentsl PHK xoponasupyca SARS-CoV-2, a BTOpas peakiinil
[O3BONLET HCKIIOYATH  HEJOCTOBEpHBIE  Pe3ynbTaThl  TPH  TIOMyHCHHH
OTPHIATENEHOTO pe3yNbTaTa MO I[EepROH PEeaKiUH. Curnansl ¢IyopecLiCHIIUA
PErHCTPUpYIOTCS HE3aBECHMO JPYr OT Jpyra mo CIeAyIOMHM karagam: ROX —
xoporasupyc SARS-CoV-2; Cy5 — BHYTPEHHHUH ITOI0KUTENLHBIH KOHTPOIE.

[TonOXATENBHEIN pe3ynbTaT TeCTa O3Ha4aeT, 4YTo HcceAyeMbIi MaTepHasl
comepxur PHK SARS-CoV-2. OTpHLaTebHBIH pe3yNbTaT TecTa O3HawaeT, 9T

FicClIEeIy MBI MaTepyall He CONEPXUT PHK SARS-CoV-2.
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B undummposansoM Matepuane PHK SARS-CoV-2 moxer ObITE HE
oGHapyXeHa m0 TpuduHe e OTCYTCTBHA B aHAIMSHPYeMOH 1mpobe MM
MHTHGMpPOBaKHA peakiuy aMInuQuKauu (JIOXXHOOTPHLIATENbHBIA Pe3yJbTar).
JI0XKHOOTPULIATETLHEINA Pe3yIbTaT aHATH3a BBISBILICTCS C OMOIIBIO KOHTPOIA II0
xaHany Cy5 u konTpospHoro obpasna ITKO (m. 7.3 HACTOAIIEH HHCTPYKIAH).

[IpyumHOH TONyYEHHS JIOXKHOIONOKHUTEIPHOIO —pe3yibTara ABIACTCA
kouTamunanns PB, PB-B wwm PC Ha sTane NOATOTOBKH K IPOBEACHHIO
ammmudukarmd. s BEISIBICHHS KOHTAMVHALYH TIPHMEHSIOTCS OTPHIATEIbHEIE
KoHTpoNbHEE 06pasupl ammmidukauy (OKO) (. 7.3 HACTOAIIEH MHCTPYKIUH).

OTpHuaTebHEle Pe3yNBTATH HE HCKIIOUA0T BO3MOKHOCTE HHGUIIPOBaHUS
SARS-CoV-2 § He IOIKHEL HCIIONTB30BATECS B KAa4eCTBE eIUHCTBEHHON OCHOBBI
IS TIPAHATHS pelieHnH 0 J¢UeHNH NalieHTOB.

OtpuriaTeNbHble Pe3yNbTAaTEl JOMDKHBL COUETATHCA C  KIMHIICCKHMU
HABTEOISHIAME, HCTOpUeit GOTE3HH 1 SIUEMHONIOrHIecKol HHpOpMayel.

TecT He onpeneAeT HATAIHE SARS-CoV-2, eCIiH ero KOHIEHTPAIHA HIXKE

3asBICHHOM AHATUTUIECKOHR JYBCTBUTE/IPHOCTH.

3. AHAJITATUYECKHE H JTAATHOCTHYECKHE
XAPAKTEPHCTHKH

3.1 ApaJHTHYEeCKHE XapAKTePACTHKH

B xojie TIpOBEIEHNs IIHHAKO-1aG0PaTOPHBIX KCTIBITAHUH Ha 1a0opaToOpHOM
Gaze ®IBY «HanuoHATLHBI HCCIEIOBATENECKHN LEHTD STHICMHOIOTHA U
Mukpobuonori uM. H.O.I'amanem» Munsppasa Poccru (123098, T. Mocksa, yII.
Tamaned, 4. 18) ObM NOATBEPXKIACHBI  3asBJICHHBIC (bYHKUHMOHAIEHEE
XAPAKTEPUCTUKH MEJUITHHCKOIO M3/IETTHS.

AMATUTHIECKYI0 YYBCTBHTENBHOCTE ONPEASTAIH C TOMOIIBIO CepUUHBIX
pasBefeHyll HHAKTHBUPOBAHHOIO IITaMMa T'K2020/1 Bupyca SARS-CoV-2,
[OJNyq9eHHOTO W3 [ OCYNapCTBEHHOM — KOJUIEKUHH MHKpOOpPraHMW3MOB, Ha
§ronorgueckoM Matepuane (Ha3ohapHHreanbHEe U OpopapHHTeabHEIe MAsKH B 1

MJI. TPaHCIIOPTHOH Cpejbl), MOMYyJEHHOM OT moneit 6es npuszHakos OPBU u
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IpefBAPUTENBHO  TPOTECTHPOBAHHBIX ~ HA  OTICYTCTBHE  Bo30ymuTenei
pecupaTopHEIX HHMEKIHH YeTOBEKa.

AHamuTudecKyio crnennuyHocTE Habopa peareHTOB ONpeAeisiii Ha
npenapatax HK, TOTy4eHHBIX W3 CISIYIOLUIMX OXapaKTEPH30BAHHBIX MY3eHHBIX
MTaMMOB ¢ OMOJOTHYECKOM aKTHBHOCTEX He MeHee 1,0-10° BOE-wu:
Metapneumovirus, Human respiratory syncytial virus, Adenovirus tun 2 u 5,
Influenza B, Influenza A (HIN1), Human respirovirus 3, Human alphaherpesvirus
2, Human alphaherpesvirus 1, SARS-Cov-2 BapuaHT oMukpoH nuHEsS BA.1, SARS-
Cov-2 BapuanT fmembra B.1.617.2, SARS-Cov-2 BapuaHT Oera.

3.1.1 YyBcTBHTEIBLHOCTD

AHanuTHYecKas TyBCTBUTeNbHOCTh — He Gomee 1,0x10° xommit PHK B

MIIDTHITATPE MpoOH! (KOmuii-MT™') ¢ BOCIIPOM3BOAMMOCTEIC He MeHee 95 Y.

3.1.2 CnenuduuHocTh

CrenuduIHOCTE — JIOKHOIOJOKHMTENbHEIE U JIOKHOOTPHLATENHHEIE
pe3yNBTATEl TIpM aHalM3e o00pasHnoB, COXepXKaliX HYKICHHOBBIC KHCIIOTHE
BO3GymuTenell pecnMpaTOpHbIX HHGEKIHH M3 TOCYHapCTBEHHBIX KOIISKIMH
IATOTEHHEIX BHpycoB M Oaxrepuii ®OI'BY «HMIDM wmm. H.@. T'amanem»
' Munszzapasa Poccun Metapneumovirus, Human respiratory syncytial virus,
Adenovirus tan 2 u 5, Influenza B, Influenza A (HIN1), Human respirovirus 3,
Human alphaherpesvirus 2, Human alphaherpesvirus 1, SARS-Cov-2 BapuaHT
omukpoH mmHEA BA.1, SARS-Cov-2 BapmanT nensta B.1.617.2, SARS-Cov-2
BapHuaHT OeTa, OTCYTCTBOBAJIH.

3.1.3 IToBTOpAEeMOCTE H BOCIIPOH3BOAHMOCTD

B xome Bampauuy Habopa peareHTOB B Pa3fIMYHBIX BapHaHTaX aHAIH3a,
YeThIpPeX BUOB aMILTH(QHKATOPOB, MECT U BpeMEeHH aHaTH3a, a TAKKE pasiIHEIMH
omeparopamu, OBUIa IpOBefeHa OLEHKA IPEIM3HOHHOCTH B YCMOBHAX
IOBTOPSEMOCTH W BOCHPOHM3BOJMMOCTH. IIOBTOPAEMOCTE W BOCTIIPOR3BOAMMOCTE
onpenenenus PHK SARS-CoV-2 OBUIM yCTAaHOBNEHBI IyTEM TECTHPOBAHIA
[IONOKUTENHHEX W OTPHOATENBHBIX KIFHAYECKHX 0Opasmos (Masky  ¥3

HOCOTHOTKH/ 'DOTOTTIIOTKH) B IIATH ITOBTOPHOCTAX Ha  dYeThIpeX  BHAAX
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aMILTHQUKATOPOB.

IMon mOBTOPSEMOCTRIO IIOHHMANH CTENeHb OJIU30CTH [Jpyr K JpYyry
HE3aBUCHUMBIX pPe3yJbTaTOB, I[IONyYeHHBIX B CTAHAApTH30BAHHEIX YCIOBUAX:
TECTHUpPOBaHNEe ONHHM H TeM e METOIOM, B OHOH U TOH e 1adopaTopHH, OJHUM
H TE€M K€ OIeparopoM, ¢ HCIONG30BaHUEM OJHOTO H TOro e KOMILIEKTa
o0opymOBaHHA B IpeleNaX KOPOTKOro  IIPOMEXyTKa BpeMeHH. [loa
BOCIIPOM3BOMMOCTEIO TIOHMMAITH CTEIeHs OJIM30CTH APYT K ApYry HE3aBHCHMBIX
pe3yIBTATOB, NONYYSHHBEIX B CTAHIAPTU30BAHHBIX YCIOBHAX: TECTHPOBAHHE B
pasHeIX 1abopaTopHAX, PasHEIMHE ONEPAaTOPaMy, B Pa3HbIe JHH, ¢ HCIIONB30BAHUEM
Pa3TMYHBIX KOMILIEKTOB 000py OBaHHUS.

BHYTpHITOCTAHOBOUHAsT HOBTOPAEMOCTH PpEe3yJNLTATOB MCCISJOBAHUS Ha
BeiiBneHne PHK kxoponasupyca SARS-CoV-2 nHabopoM peareBTOB BO Beex
BapHaHTAX aHAIH3a Ha deThipeX BHAax aminumgukaropoB cocTaBuiaa 100% c
k03hGbHUNKEHTOM BapHAlMH TIOPOTOBBIX IMKIOB aMIUIHGHKAIUKH 5-TH NOBTOPOB
Kaxzgoro obpasua He Gonee 8,19% (s ABYX MOCTaHOBOK). MEXIIOCTaHOBOYHAS
BOCIIPOM3BOIMMOCTE PE3YJILTATOB UCClefoBaHMs o0pasiioB Ha BbLiBleHHe PHK
kopoHaBHpyca SARS-CoV-2 HabopoM peareHTOB BO BCEX BapHaHTax aHA/IM3a Ha
YeThIpeX BHAaX aMIUIMpuKaTopoB cocraBuna 100% ¢ kosbduimenToM BapHalyu
IOpOTOBBIX IUKIOB aMINTMGHUKAIMEA 5-TH [TOBTOPOB Kaxkjoro obpasia He Golee
7,74%.

B pesynpTare HNpPOBENEHHBIX HCCIefOBaHMN HaOmogamzack mOJHAas
BHYTPUIIOCTAHOBOYHAS M MEXIIOCTAHOBOYHAA BOCIPOM3BOAUMOCTE JUIT BCEX
TIOJOXKHTENBHEIX H OTPHIIATETNBHBIX 00pa3oB, COBIIaCHHE PE3YIBTATOB COCTABUIIO
100 %.

3.1.4 OueHka BAHSAHHUA :Tep °SPHPYIOLMIHX BEIIECTB

BrnsiHie NOTEHUMAIRHO WHTEPPEPUPYIOIMX BElIeCTB Ha pe3yabTar
seiBenns PHK koponaerpyca SARS-CoV-2 HaGopoM peareHToB ObLIO U3YHEHO
HA MOJOXWTENLHBIX K OTPHIATENHHBIX MOAENBHBIX 00pastax KIXHHYECKOTO

MaTeprana (Maski B3 HOCOIJIOTKHM/POTOITIOTKH) ¢ no0aBieHueM (MCIBITYeMEIE
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MHTEpQEPHPYIOIMX BEIECTB: SHAOTCHHBIX — remoroous (200 MKI/MIT) B MyLHH
(5%), sx3oreHnsx — 0,05 % BoHbI pacTBOP XIOPTreKCHAMHA ourmoxoHata (5 %0).
Veragosieno, 9To ACtg, aMIIupMKayn I0cIe nobapnenus WHTephepeHTOB K
obpasiiaM 110 CPABHEHMIO C HWHTAKTHBIMH (xoHTpoNbHBIMU) OOpasnamH He
npesbmana 1 muxia (CV meHee 10%), 94TO CBHAETEIHECTBOBANLO 00 OTCYTCTBHH

HHTHOHPYIOIETO BIAHHA UHTEpPEPHUPYIOMIHX BELIECTB.
3.2 IarHocTHIECKHE XAPARTEPHCTHKH

Knuunueckde ucnesrranns MY npoBeleHb! B HcmsitatensaoM rentpe PI'bY
«HULPM um. H@. Tamanen» Munsgpasa Poccuu, 123098 r. MocxkBa, Y.
Tamanen, 1. 18.

B xome KIMHHYCCKUX HCOBITaHMME Ha o0pa3nax, COoepXamux W HE
copepxamux PHK xoporasupyca SARS-CoV-2, nokaszana sbdexrusocts MU
«HaGop peareHTOB [ OOHAPYIKECHUS PHK SARS-CoV-2 meromoM oGpaTHOH
TPAHCKPUITLAY - IETIEBOH M30TePMHUYECKO aMIUTpHKAIUA B pEabHOM BpeMeHH
(Kopul’ en-LAMP-01)» kak And BapvaHTa aHald3a 6e3 nrana poinenenns PHK,
BKITIOYAFOILIEr0 IPAMYIO aMILTA(QUKATINIO PHK meTomoM ofpaTHOH TPaHCKPHIIINH,
COBMEIIIEHHOM C HoJIHMepa3sHON TlenHo¥ peakuued u MeTIeBOH W30TEPMUIECKON
aMmEduKaImell B PeaIbHOM BPEMEHH, Tak H JUIA IpOBENEHYA aMILTAPUKAIAA
PHK meTtogoM 00paTHON TPaHCKPHIIIAH, COBMEIIEHHOM C TIONMMEepPa3sHOH LEITHOH
peakimeil © IeTIeBOH W30TEPMHUYUECKOR ammnduKangell B pealsHOM BpEMEHH,
nocie seunenenns PHK HabopaMu Ui BEIACTCHIA PHK, 3aperucTpypOBaHHBIMU B

YCTAHOBNIEHHOM IOPANKS (B paMKax JaHHBIX wcnsrtanni: «PUBO-npem», ©CP

2008/03147):

— ppu aHanuse 00pasloB JUArHOCTUHIECKOTO MaTtepuana, CoaepKamero PHK
KOpOHaBHpyca SARS-CoV-2, IOICKUTENBHBIA pe3y/IbTaT aHa/n3a oIy 4eH
B 100% ciydaeB (TyBCTBHUTEIBEHOCTE — HE MOHEO 88,43% C JOBEPUTENHHOH
BEPONTHOCTEIO 95%);

— npu anamase o0pasiioB JIWATHOCTATECKOTO MaTepuana, HE COIEPXKaiiero

PHK kopoHaBHpYyCa SARS-CoV-2, oTpduaTenbHEIA pe3ybTarT aHaNnu3a
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nmonyded B 100% ciayuaes (crenuIHOCTS — HE MEHEES 88,43% c

JIOBEPUTENBHOM BEPOATHOCTHIO 95%).

JlokasaHa TIOJIHAS COIJIACOBAHHOCTH  PE3yNBTATOB, MOIYYEHHBIX C
MCTIONB30BAHMEM [IPEICTABICHHOTO Uil KIMHHYSCKWX WCIBITaHWi Habopa

«Kosulen-LAMP-01» 1 pedepeHTHEIMH HaGOpaMH.

4, MEPBI TIPEZOCTOPO HOCT IIF PABOTEC ABOPOM

TToTeHIMANBHELE PACK pUMeHeHnst HaGopa - Kimace 3 (1. 9 npunoxerus Ne 2
K mprKazy Munsapasa Pocenu ot 06.06.2012 No 41).

PaGoTy NpOBOAAT B COOTBETCTBHH C TpeGOBaHUAMU CanlluH 3.3686-21
«CaHuTapHO-3THIEMHOIOTHISCKIE TpeGOBaHNL o npodrIaKTHKE
HH(EKINOHHBIX ConesHel», CanllnH 2.1.3684-21 «CaHurapHo-
SIHAEMHOIOIHYECKAe TpeGoBaHUs K CONEPKaHHIO TEPPUTOPHH TOPOJCKUX H
CelbCKHX TIOCENeHMUH, BOAHBIM OObeKTaM, I[HTheBOW BOAE K IHUTEEBOMY
BofocHabKeHnIo, aTMocepHOMY BO3AYXY, IOYBAM, XWJIBIM IOMCIICHHAM,
SKCIUIYaTalliy TIPOV3BOLCTBEHHEIX, OGIIECTBEHHBIX MOMEIICHNH, OpraHH3alui 1
[IPOBEACHHUIO CAaHMTAPHO-TIPOTHBOIIHIEMHIIECKHX (TpoHHIAKTHIECKHX)
MepompuaTai»y, MY 1.3.2569-09 «Opranuzangs ~ pabotsr  maboparopui,
HCTIONB3YIOMMX METONE aMITM(HUKAINH HyKICHHOBBIX KHCIOT IPH pabote ¢
MaTepHaToM, CONEPIKAUIMM MHKPOOpraHusMel -1V rpymm  MaTOreHHOCTH,
BpEeMEHHBIX METOJMYeCKHX pexoMmeHmaumi «IIpodunakTuka, JWAarHOCTHKa M
nedende HOBoW KopoHapmpycHon wuHpekmmx (COVID-19)» u «BpeMeHHEBIX
peKoMeHfaimii 1o  1abopaTopHOM  IHATHOCTHKE HOBOHM  KOPOHABHUPYCHOH
mHbexyy, Bessantol 2019-nCoVy. 1pn pabore HeoOXOMHUMO BCETa BEITTONHATD
crepyromme TpeGOBaHKA: PAacCMATPHBATh HCXONHBIE HCCIIETYEMEIE oGpasiel
GHOTOTHYECKOro MarTeprana Kak WH()EKIMOHHO-ONACHEIe; WHAKTHBUPOBATD
HCXOIHEE HccleqyeMble 00pa3ipl OHOIOrHYECKOro Marepuana B COOTBETCTBHH
MeTOIFgecKuMH yKasarmamMi MY 1.3.2569-09.

HccnenoBanna MaTepualia Ha HalHIHAe SARS-CoV-2 ¢ nomomisio MAHK

TIPOBOMAT B YIPeXACHIAX, HMEOIIHX paspelIcHue Ha paboTy ¢ Bo3OyquTensMA I11-
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IV rpymmsl TaToreéHHOCTH. Heobxomumo OIHOBPEMEHHOC obecreycHHe H
cobronenye epcoHanoM IpaBril Grionoruueckoit 6e30MmacHoCTh U TpeGoBaHUH K
OpraHu3aiyy @ TPOBEJCHHIO mapHBIXx pabor ¢ UENBIO NpeqoTBpallie ns
KOHTAMMHALMH HyKIEHHOBBIMH KHCIOTAMH mccieyeMbx 1pod, noMeIneH!H |

oGopyAoBaHuA.

HaGop peareHTOB MNpeHAasHAueH A OIHOPA30BOTO TPUMEHCHMA .I[JUI
nposenerns [TLP-wccneloBaHus yKa3aHHOTO KOJIMIecTBa npo0 {(cM. paszel
«Coctas HaGopa»). Habop peareHToB TOTOB K TIpHMEHEHHIO COTTIaCHO JaHHOU
AHCTpYKUUH. I[pAMEHATD Habop peareHTOB CTPOTro 110 HA3HA4YEHUIO.

Jins paboTel ¢ JQHHEIM HabopoM pearc¢HTOB HeoOXOomUMO  yHacTHE
CHeIMATMCTa C BHICIIAM HIH  CPENHAM MeUIUHCKAM WIH OHONOrHIeCKIM
(BeTepuHApHBIM) 00pa30BAHKEM, TIpoTIeIero MOrOTOBKY Ha JATEH3NPOBAHHBIX
Kypcax TIepBUYHOH cTIeTHAN3anHH 110 paboTe ¢ MUKPOOPTaHH3MaMH TI-1V rpymnit
ATOrCHHOCTH, TONYYHBIIETO JOTIONHUTENBHOS crienuanbHoe 06pa3oBaHUC Ha
Kypcax TOBBIIIEHAR kpaniUKALIAA TI0 MOJIEKy IIPHO-OHONOTAYeCKIM METOZAM
IUATHOCTHKH. IlepcoHa JOIDKEH AMeTh HABEIKH pabOTHI C OHOXUMHHCCKUMH
peaxTHBAaMA U COBPEMCHHEIM na60paTOpHEIM 000Dy AOBAHHEM.

Tlpu pabote ¢ nabopom cobmofarh tpeGosanusa ['OCT P 52905-2007
«JlaGoparopyy MeAUAHCKAC. TpeGopauud Ge30MacHOCTA». BCe KOMIOHEHTHI
Habopa B HCHONb3YeMbIX KOHIIEHTpALMAX ABIAIOTCH HETOKCWYHBIMH, BpPEIHOTO
BIIASHHS HA OPraHu3M OlepaTopa He OKa3bIBAIOT.

TIpu paboTe HEOOXOTEMO BCETTIA BEITIONHSAT CIeAyIomye TpeGoBanus:

—  TemnepaTypa B IOMEIICHIN naGoparopuu ot 20 10 28 °C, oTHOCHTENbHAs
BIKHOCTH OT 15 1o 75%;

—~  PaccmaTpuBaTh HCCIEyeMBbIC obpasnsl  Kak AHEKIHOHHO-ONACHBIE,
OpraHA30BbHIBATH paboTy H XpaHeHHC B cooteercTsuy ¢ CadllnH 3.3 686-21
«CaHATAPHO-3THIEMHOTIOTHHECKIC TpeGoBaHMs 10 podUITaKTHKS
yHPEKIMOHHBIX Gone3Hel»;

—  VYpgamare H nesuH(UIUpOBaTh pasmuTele  00pasusl, WCIIOJE3Y:

.- — e ————— -~ ﬂn'rrn‘rlu q q 6R6"2 ’
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«CaHUTapHO-IIHAEMHONIOTHYeCKHe  TpeboBaHMA 1O  NPOGHIaKTHKE
HH(EKIHOHHBIX OONMe3HEH»;

JomyckaTs x pafoTe ¢ HA0OPOM peareHTOB TONBKO NEPCOHAN, 06y4eHHBIH
METOJaM MOJIEKYISpHON AHATHOCTHKM M IIpaBHUIaM paboThl B KIHHHUKO-
JUATHOCTHYECKOH 1abopaTopuu B YCTAHOBIIEHHOM MOPSIKE;

Cobmopmars TpaBwia [ociefoBaTensHoll o0paboTkn Marepnana H
[OTOYHOCTh IIPOABHXKEHMA HcciaemyeMoro MaTteprana. JlaGoparopHbii
nponecc govkeH OBTH OAHOHANpaBIeHHBIM, ITOATOTOBKY K peakivH
aMIUTAGYKaUH ¢ UCTIONB30BaHHEM Habopa peareHToB BO3MOXHO IIPOBOUTE
B [T [P-60kcax. 3anpemaercs MepeMenieHne nabopaToproro o00opyI0BaHu,
B TOM 9HCIE I03aTOPOB, INTATHBOB, Ja0OPaTOpPHOM IIOCYZAbl, Xanaros,
TONOBHEIX YOOpPOB W IIp., & TAKKe pPAacTBOPOB PEareHTOB H3 OAHOIO
TIOMEIHeHUs B Ipyroe;

WCcrone30BaTh M MEHSTH IPH KaXKI0H ollepalyi OAHOPa30Bble HAKOHEUHUKA
IUTS aBTOMAaTUUECKHX M03aTOpoB ¢ GmIbTpoM. OOHOPa30ByHO IIACTHKOBYIO
nocyxy (po6upky, HAKOHEUHHKH) HeoOX0oauMO cOpackBaTh B ClIeLHABHEIH
KOHTeHHep, ColepXalui Ae3HHQUIMPYIOWEE CPENCTBO, KOTOPOE MOXKET
OBITE UCIIONB30BAHO s 00e33apaXkiBaHMsl MEMIIMHCKIX 0TXO0M0B;
IToBEpXHOCTH CTOJNOB, @ TAKKe IIOMEILEHHs, B KOTOPBIX IIPOBOIUTCH
noctanopka [ILIP, o Hayala W TOCie 3aBeplleHus paboT HeobXOmrMo
TIOBEPraTh yIETpaduoneToBoMy 06mydeHHI0 B TeueHne 15-30 mMux;
Heucnonp30BaHHEIE PEAreHTHI, PeareHThl ¢ UCTEKIIUM CPOKOM IOAHOCTH, &
TaKKe WCIOJIb30BaHHBIE PEAreHTHl, yIaKoBKy, OHONOTHYECKHi MaTepHal,
BKTIOYAs MATEpHANE, WHCIPYMEHTHl ¥ TPEAMETH, 3arpAsHCHHBIC
GHONOTHUECKUM MATEPHAIOM, CliefyeT YAaliATe B COOTBETCTBUH C
tpebosanmamu CanlluH 2.1.3684-21 «CaHuTapHO-3IHACMUAOIOTHICCKHE
TpeGOBAHNS K COEPKAHMIO TEPPUTOPI FOPOJICKHX 1 CENBCKHUX MOCENeHHH,
BONHBIM 00BEeKTaM, [HTHEBOH BOZe K IHTHEBOMY BOJOCHAGKEHHMIO,
aTMOC(EepHOMy BO3LYXY, IIOYBAM, XKAJIBIM [OMELICHHAM, JKCILLyaTallHH

IPOM3BOJCTBEHHEIX, OOLISCTBEHHBIX  ITOMELIEHUH, OpraHu3aluil |
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IPOBEACHUI0  CaHUTAPHO-TMPOTHBOIMHAEMATECKHX (IpodMIAKTHHESCKHX )

MEPONPUATHIY,

BHAMAHUE! IIpn yaajennn 0TX00B Tocje aMILIH(HKADMY (MpoGHpoK,

cogepxamux npoaykrel IIIF) HemomycTHMO OTKPBIBAHME npoOHpPOK H

pasOpEI3ruBaHMe CONEPKHMOTO, TaK KaK 3T0 MOKeT NpHBECTH K

KOHTAMHHAIRH HPOAYKTAMH  aMILTA(GHKANHH naGopaTopHOil  30HBI,

060py10BaHHS H PeareHToB.

—  He ucnonp30BaTs Hab0p PeareHTOB, ECIM HapyIIeHa BHYTPCHHAA yIIaKOBKA
WIM BHELTHHH B pear¢HTa He COOTBETCTBYET ONUCAHHIO;

_  He wcmonb3oBaTh HabOp peareHTOB, €ClM HE COOMIONATHCH YCIOBUA
TPaHCIIOPTHPOBAHAA H XPAHEH! COTTTACHO HHCTPYKIIHH;

——  He ucnons3oBath Habop peareHTOR IO HCTEYEHHN CPOKa TOJHOCTH,

—  Vcrnonp3opaTh ONHOPa30BEE HEOIYAPEHHBEIC MEPHATKH, nabopaTopHEIE
XaNaTHl, 3al(UIATh [7ia3a Bo Bpema paboThl ¢ obpazuamMu W pearcHTaMmH.
TImaTesHO BEIMEITE PYKH 10 OKOHYaHWA paboThL;

KommoHeHTs HaGopa «Pasz6asureins, Pby» u «PasbaBuTens, PB-B», conepxart
a3 HATPHA B KOHIEHTPAIUH, GezomacHOM g moabs3osarelns. M36erats KOHTaKTa
¢ KOXel, TNMazaMH ¥ CITH3MCTHIMEA OGONIOYKAMH, IPH [ONafaHuy Ha HHX
KOMIIOHEHTOB Habopa MPOMEITH OOJNBIIAM KONMYECTBOM BOJBI. Bpenen npu
MPOTNATEIBAHME. IIpH MpreMe BHYTPh KOMIIOHCHTOB Habopa pearcHTOB 3a
MeJTAITHECKOH TIOMOIIBIO ClIeyeT 00paTUTECH HEMEUICHHO.

[lpu wcronp3oBaHWK Ha0opa PEAreHTOB HET HEOOXOIUMOCTHA IIPHHUMATD
MEpBI NPEFOCTOPOXKHOCTH B OTHOIICHMH BIWIHHA MArHMTHBIX 10N1€l, BHEIHHX
ANEKTPUIECKHX BO3NCHCTBUH, OMEKTPOCTATHIECKHX PaspiLioB, NABNEeHUS HIA
TepernaoB JABICHNs, TIEPErPy3KH, HCTOUHHKOB TEPMUHMECKOTO BOCIUTaMEHEHHA.
IIpy coOmoAeHIE YCIOBH# TPaHCIIOPTHPOBKH, SKCIUIyaTal[My B XPaHECHUA PHCKH
B3DEIBA M BO3TOPaHKs OTCYTCTBYIOT.

B cocTas koMnonenToB Habopa «Pa3bapuTens, PB» u «Pazbasurens, Pb-B»
BXOMUT MATEPHAJ JKUBOTHOTO NPOHCKOKACHHA — GBI CEIBOPOTOYHEIH ATB0YMHUH

(BCA), sBustronmiicss GHONOTIECKH 0e30MacHEIM.
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ITpr HCIIONB30BaHMK HA0Opa PEareHTOB HeT HEOOXOAHMOCTH NMPHHAMATEH
Mepbl IPENOCTOPOKHOCTH INPOTUB JEOOBIX  CHCIHUANBHBIX  PHCKOB  IIPH
HCIIONB30BAHMY WIH PpEeaNu3alfy, TOCKOIABKY BXOAAIMA B COCTaB H3OC/IMA
semectsa (BCA) aBasioTCa GuonorndecKn 6e30MacHBIMH.

IpuMeHeHMe W3MeNus [ JUarHOCTHKH HH BUTPO «Kosures-LAMP-01» ne
co3laeT IIPAMOTO PHCKA I NAlMeHTa MK 00CIeyeMoro JIuLa, TaK Kak €ro He
MCIIONB3YIOT HAPYXKHO WM BHyTpeHHe (3HTepaipHo). [Ipy HCIONb30BaHHE IO
HA3HAYEHHI0O © COOMIOJEHHH Mep IPeJIOCTOPOKHOCTH H3JCNHE ABAACTCHA
GesomacHbpM. Crenpdudeckue Bo3AeHCTBHA KOMIUIEKTa PeareHTOB Ha OPraHH3M
YEJIOBEKa:

—  KaHIepOreHHEH 3QOEKT OTCYTCTBYET,
—  MyTareHHoe JeficTBAE OTCYTCTBYET;

—  penpoAyKTHBHES TOKCHYHOCTH OTCYTCTBYET.

5. OBOPYIOBAHAE H MATEPHAJIbI, HEOBXOAMMbBIE nPH
PABOTE C HABOPOM

5.1 Pexomenayemoe H3MepHTeIbHOE 000pyA0BaHHE

IIpuGop mns IILIP-PB — 3aperncTpupoBaHHEl B PO Kak MeIHIHHCKOS
W37eNre Y MMEIOIIHH KaHAIEL JIeTEKIIMH, COOTBETCTBYIOLIHE KPACUTEIIAM ROX, Cy5
CO CHNEIYIOMAMH XaPAKTEPUCTHKAME — Ayaxcs036./Avaxcom. (580 uM/610 HM; 645
HM/670 HM):

—  «AHK-32 (32M)» (UAII PAH, r. Carxt-Iletep6ypr; ©CP 2010/08892);
—  CFX-96 (Bio-Rad, CILIA; ©C3 2008/03399);

— DT (JIHK-Texsonorusd, Poccus, ®CP 201 1/10229, ®CP 2011/10228);
—  QuantStudio5 (Thermofisher, CIIIA; PY Ne P3H 2019/8446).

Ins mpoeemenyst IIP-PB u oueHkH €€ pe3yJabTaToB HCIHOJBIYIOT
CIIEUAIN3APOBAHHOE  HPOrPaMMHOE  OBecreycHue (TIO), TmocTaBIsEMOe
HpOU3BOAYTENIEM prbopa:

—  mporpamma AHK_Shell sepcrst 100 u Bbmue, mocrasiieMas ¢ npubopaMu

«AHK-32Mp»;
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—  Bio-Rad CFX Manager 3.1 u BHINE, ITOCTaBIAEMAA C npudopom CFX-96;
—  QuantStudio Design & Analysis Software v 1.4.3 ¥ BbIIie, MOCTAB/LICMAA C
nputopom QuantStudio 3;

—  RealTime PCR v7.9.5.38 u BhILlie, TOCTaBILIEMA C npudopom DT.

52 Vkazagdd O HeoO0XOOHMOCTH HCMO/Jb30BAHHA CHEOHAJBRHOTO
obopyaoBaHus

PaBory ¢ mHaGopoM cilemyeT MpPOBOAMTE B HACTOJILHOM Ookce ¢
GaxTepuLuAHOM  JaMmoi  (HampEMep, BAB-IILIP-«Jlamunap-C», 00O
«JlaMHHapHEIe cHCTeMBI», T. Muace, Poccns), yCTAHOBIEHHOM B paGoueit 30He 3
(MY 1.3.2569-09).

5.3 lo3upyouye ycTpoiicTBa
Habop aBTOMaTHYECKHX I03aTOPOB IEPEMEHHOI0 obpema Ha 0,5-10 MK HITH
2-20 mxn, 10-100 mxn win Ha 20-200 MKUT; ITTATHB JULL JaHHBIX JI03aTOPOB.
5.4 JIpyroe ucnonpzyemoe obopyaosanune
—  MuxpouenTpudyra Ais CTPUIOB (HAMPUMED, «Tpxnorem-903», ©®CP
2009/05969);
—  MuKpornenTpudyra-Boprekc  (HaIpHMep, «ITuxmoremn-901»,  P3H
2014/1454),
_ UTATHBHI T HAKOHEUHNKOB, MUKPOIPOOHpPOK Ha 1,5 1 2 ma (kar. Ne CT-17,
Cuntomn);
—  rTaTwB i paboTsI O CTPHITaMH (KaT. HOMEp CT-15, Curron),
— XONONWIHHAK/MOPO3MIBHUK Ha 2-8 °C/MHHYC 16-20 °C.
5.5 JlabopaTopHasi moCyAa

EMkocTH st cOpoca HAKOHETHHKOB H MHKPOIPOOHPOK.
5.6 MaTepHa/ibl H peareHThl, He BXOAfALIHE B COCTAB Habopa

—  QpHOpasoBHe HAKOHEYHMKH IS [03aTOPOB MEPEMEHHOTO obreMa €

a3PO30IIBHEIM GapbepoM 110 10 MKIT;
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—  OJAHOpa30BBlE HAKOHEYHHKH JJIf J03aTOPOB MHEPEMEHHOro o0beMa ¢
a3p030JILHEIM OapbepoM 10 20 MKIT;

—  OJHOpa30BBIE HAKOHEUHHKH [ [103aTOPOB IEPEMEHHOro obkeMa ¢
aspo3oabHEIM GapeepomM Ao 100 MxiT;

—  OJHOpa30BBIE HAKOHEYHHKH [UIA J03aTOPOB IIEPEMEHHOro 00BeMa ¢
a3p030TEHEIM OapsepoM 10 200 MK,

—  OTIeNbHEIHM XanaT X OJHOPa30BEIe MEOUIINHCKHE IIEPYATKH;

—  KOMIUIEKT CpefcTB Iyt o6paboTku pabodero Mecra.

6. AHAJIM3APYEMBIE IIPOBDI

AHanusupyeMbIME TIpo0aMH SBISIOTCA Ma3Kd U3 HOCOITIOTKH/POTOIJIOTKY

JMI, TONO3PHTENBHEIX Ha 3a0oeBaHWe HOBOHM KOPOHABHPYCHOM MHGpeKUHenH
COVID-19.

7. MIPOBEJEHHE AHAJIU3A

7.1 Iponenypa MPHrOTOBJICHHS OJI0KHTENLHOTO KOHTPOILHOIO 00pa3na

B npo6upky ¢ cyxuM IIKOQ u3 zabopa pearentoB «Kosul'en-LAMP-01»
nmobasmsiror 30 Mxir OKO, nepeMelnuBarOT Ha BOPTEKCE JIO IIOJTHOTO pacTBOPEHMS,
neHTpudyrupyror 5 cexyEn mpu 3000 06-mMuu’!. Xpasenue pa3sBefeHHBIX
npertapatos IIKO nomyckaercst npu Temmeparype oT MuHycl6 no munyc 20 °C B
Te4eHHe MecsLa. '

7.2 3a6op KIMHHYECKOT0 MATEPHAJIA H OATOTOBKA MPOGHI

3a6op MaTepuana OCYIIECTBISeTca B Mpobupky ¢ Oydepom mng
SKCTparvpoBanus Ouonorudeckoro obpasua B2 ¢ mnoMompio CTEPHUIBHBEIX
TAMIIOHOB-30HJI0B, BXO[AIIAX B cocraB HaOopa peareHToB. Bydep b3Ib
obecnednpaeT WHakTHBami0 Bupyca SARS-CoV-2 B TeueHume 1 MUHYTHI,
IOIONHHUTENBHBIX 5TAM0B MOArOTOBKY POOBI H BRIIENEHA] HyKIEHHOBBIX KHACIOT
He TpebyeTcs.

Ot6op 1po6 MPOM3BOAAT C TOMOLIBIO TAMIIOH-30HIOB M3 COCTaBa Habopa

peareToB. J{1A TOBBIUEHHA KOHIEHTpaUWH BHPYCa HOCOITOTOYHBIC 1
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opodapHHreanpHbIe Ma3Ki IIOMEIIAIOT B OJHY NPOGHPKY.

I B3SITHA Mas3ka W3 HOCOTTOTKHM TaMIIOH-30H[ W3BJICKArOT H3 YIAKOBKH,
ITOCJIe Hero BBOJST €ro MOCIefOBATeNbHO B KAXIYIO HO3JPIO, MOCTHras 3aiHeH
TIOBEPXHOCTH HOCOITOTKY. VI3BIeueHHe 30HIA CONMPOBOXAAOT BpallaTelbHbIMU
NBIKeHMAMHA. [locne B3sTHS MasKa TAMIIOH-30H[ IOMEIMAT B MpoOHpKY
Gy(hepoM LT aKCTparnpoBaHus GHonmorraeckoro obpasua b3b u3 cocrasa Habopa
PEAreHTOB, TaMIIOH-30HL 00pe3aroT, NpoOHpKy ILIOTHO 3aKpHIBAIOT KpBIUKOH H
MapKHpPYIOT.

Mazok co c¢nusucToif 00070UKM POTOTNOTKM OepyT BpamarenbHEIMH
JBIOKEHHAMH C IOBEPXHOCTM MHHJAIHH, HEOHBIX [yXKeK M 3aJHedl CTeHKH
pOTOrTIOTKH. [loce B3ATHA MaTepuayia TaMIIOH-30H] MOMEINAOT B poOHpKy ¢
GydepoM s SKCTparkpoBaHus Guosormaeckoro o6pasiia BIb 1 30HA0M © Ma3KOM
W3 HOCOINOTKA. KOHEl TaMIOH-30HAa 00pe3aroT, NPoOHpKy IIOTHO 3aKPHIBAIOT
Kpsiikoti, OOpaser TOTOB Jist NPOBEACHHA aHAIH3a B COOTBETCTBUM C II. 7.3.1
HACTOAIIeH HHCTPYKITHH.

LleneBoll aHAnUT COXpaHAET CBOM WHAMKAUMOHHBIE XapaKTEPUCTUKH IIPH
temueparype ot 20 no 30 °C B TeucHUe 2 yacos, oT 2 Ao 8 °C — B TedeHue 24 4acos,
ot muAyc 16 g0 muHyc 20 °C — B TeueHHEe 6 MECALEB. ITocne xpaHeHHsd NOpY
temmepatype ot 2 fo 8 °C u oT MuHyc 16 1o MEEYC 20 °C HemoCpeACTBEHHO EPEN
TIpoBeieHueM aHanu3a o0pasibl BELAEPKUBAIOT DK TEMIECPAType HE MEHEE 20 °C
B TeueHue 30 MUHYT.

JlonyckaeTcsi HCIIONL30BAHNE NOTIONHUTEBHOIO STala peinenenns PHK u3
npobBl ¢ HCIIONE30BAHYEM 3aPETHCTPUPOBAHHOTO B Poccuiickolt Denepalnn B
ycraHoBIeHHOM ropsaxe Habopa «PUBO-TIpen» (OCP 2008/03147) B cTporom
COOTBETCTBUH C MHCTpYKUMell mpomsBoputens. [anpHeHnmi aHamus 06pazLoB
peinenexnoi PHK npoBoasaT B COOTBETCTBHH C IL. 7.3.2 HacTogmel HHCTPYKIHH.

OcTapmmiics KIMHAYECKHH MaTepHan yTWIMUPYIOT IO Knaccy B, Kak
Ype3BHYAHHO SNHIEMHONOTHYECKH OIACHBIE OTXOABI B  COOTBETCTBUM v

tpeGopannamu CanlTuH 2.1.3684-21.

7.3 IIpoBeaenHe AMITHGHKA M
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BHUMAHME! Ilpn pa6ore ¢ PHK neo0Xofumo HCHIONL30BATE TOJBKO
OAHOPA30BbIe ILIACTAKOBLIE PACXONHbIE MATEPHAILI, HMEIONIHE CTICIHATBHYI0

mapxupoBky «RNase-freen, «DNase-freen.

YL et W B A e R R

Ha Bcex »sSTamax npoB¢ICHHNA aHajania HeoOX0AUMQ HCHO0Jb30BATH

HAKOHEYHHKH ¢ a3P030JbHLIM 6aprepom!

7.3.1 BapuaHt a8 AaHAJIA3A HATHBHBIX npo6 uz Gydepa BIb (Ge3
JonmoHATeALHOro sTana Buigenenns PHK)

Pacxon peareHToB

ALTHEDTATAL L Dy N W ok

Ha ofmH DMK HCCHEeNOBaHMM pacXoayeTCs:

— apanATHHeckve Tpobupku PC — MO OfHOH Ha KAXIYI0 aHATM3VPYEMYIO
poGy IIIFC ABE AOIONHATENBHO AT xonrponeit IIKO u OKO;

— IIKO - 4 Mx;

— OKO — 4 mx,

— PB - no 46 MK Ha KaXIYIO aHAIH3HPYEMYIO npoby 1 NONOMHUTENBHO 110

46 MK Ha KaXKAYIO IPOCHPKY ¢ KOHTPOJIAMHA (IMTKO u OKO).

Toc/ieqoBaTeiLHOCTE POBEIEHUS 3TANOB aHATH3A
AHanu3 ¢ IOMOIIBI0 Ha0opa peareHTOB IPOBOJAT B OJTMH STAIL:

— gabop pearcHTOB H3BNEKAIOT W3 xonomwibauka, PB, IIKO, OKO
IepeMeIUBAT Ha MUKpOLIEHTPU(YTE-BOPTEKCE K LeHTpUyTHPYIOT B
Tegenne 5 cexyrz mpu 3000 o6 MuE";

— yCTaHABINBAIOT HEOOXOAMMOE KOIUHCCTBO aQHANATAYECKIX MUKPOIIPOOHPOK
PC: COOTBETCTBYET HHCIIy HCCIENyeMBIX mpo6 mmoc 1 mpoGupka I
xorrpona IIKO u 1 npofupka Ay KOHTPOILA OKO, MapKUpYIOT IPOOUPKH B
COOTBETCTBUM ¢ NPOTOKOIOM UCCIIEA0BAHMS;

— OTKPBHIBAIOT KPHIIIKA MTPOOUPOK M BHOCAT B HUX 110 46 vxn Phb;

— WCHONB3yS HAKOHEYHHKHM C  23pO30JIbHBIM GaprepoM, BHOCAT B
COOTBETCTBYIOIIYI0 MUKPOIPOCHPKY 4 v OKOQ, 3akpeIBalOT KpHIIIKY,

Ipumeuanue. Tlocme  CMEMMBAHW peaKnMoHHOH CcMecH | ofpasuos

MHKPOMPOGUPKH MOTYT XPaHHTECA IIPH TeMmIiepaType OT IUTIoC 2 0 II0C 8°CB
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TeYeHne 15 MUH. nepej; ycTaHOBKOH B aMITi(pHKaTOD.

~— TPOOHPKH ¢ HCCHEAYyEMBIMM 06PaslaMH TINATETBHO NIEPEMEIIHBAIOT Ha
BOpTeKce B TeueHHe 5-10 ceKyH, eHTPHYTUPYIOT B TeYeHwre 5 CEKYH] TIPK
3000 o6-muH'!, mocie wWero, HCIONB3Ys HAKOHEYHWKH G a3pO30JIEHEIM
GaprepoM, BHOCAT 110 4 MKJI pacTBOpA B COOTBETCTBYIOIIUE MUKPOLIPOOHUPKH
Y 38KPBIBAIOT KPBIIIKH JAHHEIX MUKPOTIPOGHPOK;

— WCHOJIE3yS HAKOHEYHHKM C  a’pO30JbHBEIM  OaphepoM, BHOCAT B
COOTBETCTBYIOLIYI0 MUKPONPOOHpPKY 4 MK IIKO 1 3aKpBIBAIOT KPBIIIKY;

— HCPEMEINHBAIOT COACPKMMOE MHKPONPOOUPOK HAa HAa MUKPOLEHTpH]YTe-
BopTekce H HeHTpUQyrupyror 30 cekyna mpu 3000 o6-mMun! =a
MUKPOLCHTPHYTE C HCTIONE30BAHAEM POTOPA IS CTPHIOBAHHEIX Ipobupok
0,2 M

—— NOMEINAOT MHUKpONpoOupkd B mpubop mus IMIP-PB M mpuxarbiBaroT
KPBIIKH MHKPOTIPOOHPOK;

BHAMAHHE! B ciy4ae nenonnoii 3arpyssu npHOOpPOB MIAHIIETHOIO THIIA
peKoMenayeTcs 10HOIHHTENLHO YCTAHOBHTE MYCThlie MPOGHPKH HJIH CTPHIILI
(aHAIOTHYHBIE  HCIOAB3YeMBIM) WO  Kpasm PEeaKIHOHHOIO  MOAYIA
aMILUTHHKAaTOpA.

— BKIIOYAIOT IPHOOP, 3alyCKAIOT NPOrpaMMy B COOTBETCTBHH ¢ MHCTPYKLHEH
IO SKCINTyaTalldd W NPOTPAMMHDYIOT aMIUIMGHKATOp /I8 BBIIOIHEHUS
COOTBETCTBYIOIIE!  IporpaMMel aMITApUKanBr H JETeKIAH
(hryopecHeHTHOTO CUrHana cornacHo Tabmumam 1+3;

— BBOIAT cBefiennd 00 o0pasnax, 3aKpeIBAlOT KPHILIKY NpUGOpa M 3alIyCKAIoT
HCCIE0BaHHe B COOTBETCTBUH C HHCTPYKITHEH MO SKCILTYaTallKH.

~— O OKOHYAHWH BEINONHEHHA NPOTPaMMBl NpPHCTYIAIOT K aHATH3Y H
HHTEPIPETAUNH PE3YJIETATOB.

7.3.2 Bapuaur ana ananu3a o6pasnos seiaeneanoi PHEK
Pacxop pearenton

Ha omun muxi uccneoBanuii pacxogyercs:

.
—_— AEATETIAUAATTA TThaATrnTer P L A mrreadt eee .
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npoly mwmoc 2 nononuutensHo i kKoaTponer IIKO u OKO;

— KO — 4 mxm;

— OKO — 4 mxu;

— PB-B — o 20 MKIT Ha KaXKIyi0 aHaTH3UPYeMyto mpody;

— Pb — 1o 46 MK Ha Kaxayto npobupky ¢ koutpomamu (IIKO i OKO).
IHocnenoBarenbHOCTH NPOBEIEHHA ITANIOB AHAIH3A
Amnanus ¢ moMompio Habopa peareHTos MTPOBOAAT B O/IMH 3TAIL:

— Ha0op peareHTOB H3BIEKAOT W3 XonoxwibHuka, PB, PB-B, IIKO, OKO
IMEPEeMEIMBAIOT HAa MHKPOLEHTpudyre-BopTekce M NEHTPHMBYIHPYIOT B
teuenue 5-10 cexymua mpu 3000 06 -mun!;

— YCTaHaBIIHBAIOT HEOOXOAMMOE KOJNUYECTBO aHanmuTH4ecKux mpobupox PC:
COOTBETCTBYET YHCILY UCCIEAyeMbIX mpod mmoc 1 mpoGHupKa A KOHTPOJIS
HOKO u 1 npobmpka mis xourponss OKO, Mapkupyior mpoGHpKH B
COOTBETCTBHHU C NPOTOKOJIOM HCCIEXOBAHMUS,

— HCIOJIB3Ysl HAKOHEYHHKHM €  a’po30JbHEIM  OaphepomM, BHOCAT B
Mukponpobupky Ama xoHTpons OKO 46 vxn PB () u 4 mxn OKO,
3aKPBIBAIOT KPBINIKY MUKPOIIPOOUPKH;

I[Ipumeuyanue. Tlocne CMEIIMBAHHUA  pEaKTHOHHOH coMmecH H  00pasIoB
MHKPOIPOOHPKH MOT'YT XpaHUTHCS HMPH TeMIlepaType oTf mioc 2 go mmoc 8 °C B
TeYyeHHe 15 MHUH. epe]] yCTaHOBKOMH B aMITTH(pHUKATOP.

~— B MHKPOTIPOOHPKH AJIA HCccIeNyeMbrx o0pasos BHoCAT 110 20 M PB-B;

—B COOTBETCTBUHM C MapKUpPOBKON BHOCAT B MHKPOIPOOUPKH MAid
uccuenyemelx obpasnoB mo 30 Mk pacTtBopoB BeiAenenHoi PHK,
3aKpBIBAIOT KPHIIKKH JaHHBIX MAKPOTIPOOHPOK;

— HUCIONB3YS HAKOHEYHUKH C  a3po30jbHBIM OapsepoM, BHOCAT B
Mmukpornpobupxy mis xouTpons TIKO 46 vxn PB (!) u 4 mxn IIKO,
3aKPEIBAIOT KPBILIKY MHKPOIPOOUPKY;

— [epeMeIIVBaIOT COAEPKUMOe MUKpPOIpOOHPOK HA Ha MUKPOLEHTpH(pYyIe-

BOpTeKce H IeHTpUGYTHpYOT 30 cexkynn npum 3000 o6-mMun' wHa

o~
\.I'TYTF"'\AT'I'AT'I'FHMTTA'\‘YHA MATTEATTATIY AATIATTTIAS F A s e = s = = —— i ———— =
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0,2 mim;

— nomemaioT MHKpompobupku B npubop ama IILIP-PB u npuKaThIBarOT
KPBIIIKH MUKPOIIPOOHPOK;

P AMAT _! B caydae HenmouaHoii 3arpy3kH mpalopoB MJIAHHIETHONO THNA

peKOMeHIYeTcsl JOMOIHATENEHO YCTAHOBUTD MyCThIe IIPOGHPKH WA CTPHITLI

(aHaJOrMYHble HCHOJB3YeMbIM) IO

KpagM PpeaKOIHOHHOro  MOJAYJs

amrHdHKaTopa.
— BKJIIOYAKOT Hpurbop, 3allyCKaloT NPorpaMMy B COOTBETCTBUH C HHCTPYKIMEH
10 SKCIUTyaTAlld¥ M HPOTPaMMUPYIOT aMIIAGHKATop A1 BBIIONHEHHS
COOTBETCTBYIOIIEH HpPOTpaMMBI

aMIUIEQUKaLMd - H NETEKIIHHT

(bIIyopecieHTHOTO CATHAIA COrTacHo Tabnuuam 1+4;

—— BBOIAT cBefleHHsA 00 06pa3max, 3aKPHIBAIOT KPHIIKY Npubopa U 3aIlyCKaoT
HCCITeJOBAHAe B COOTBETCTBHY ¢ MHCTPYKIIHEH IO SKCIITY aTallHH,

— [0 OKOHYAHMH BBHIIIOMHEHHS [IPOTPpaMMBbl TPHCTYNAOT K aHAM3Yy H
HHTEPIpeTaluy Pe3yIbTaTOB,

Ta6muma 1 - PexxuM ammmadukanuu 171 nprbopos AHK

Ne i/ TeMiepaTypHO-BPEMEHHOK PEXUM Konu4ecTBO LIMKIOB
1 37 °C — 180 cexyHI 1
2 92 °C — 15 cexyHn 3
3 65 °C — 20 cexyHn
4 64,9 °C — 10 cexyH[
5 65 °C — 40 cexyHn 25
CyuTHIBaHHE CHTHANA (PILyOpEeCIeHIIHH

Tabmuua 2 - Pexxum ammmukanyun A7 npudopos DT

Ne i/t TemMrepaTypHO-BpEMEHHOH peXxuM KonugecTBO IIUKIOB
i 37 °C — 180 cexyHA, i
2 91 °C — 10 cexyHn 3
3 64 °C — 30 cexyHn
64 °C — 60 cexynn
4 25
CupTeIBaHHe CUTHANIA QITYOPECHeHIUH
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Tabauna 3 - Pexum ammmubrkammu ais mpubopoB CFX96

Ne /o TemnepaTypHO-BpeMeHHOR pexxuM Komuuectso muknos
1 37 °C — 180 cexyun 1
2 92 °C — 15 cexyun 5
3 65 °C — 20 cexynp
65 °C — 50 cexyup
4 25
CunTeIBaHEE CHTHANA (IIyOpECe TN
Tabnuua 4 - Pexym aMmumpHKaImy i pubopos QS5
Ne o/ TeMHepaTypHo-BpeMeHHOﬁ PEXUM KonuuecTBo nuxinos
1 37 °C — 180 cexyun 1
2 92 °C - 15 cexvyun ' 5
3 65 °C - 20 cexyHz
65 °C — 50 cekyug
4 33
CuursiBaHHE CHTHANA (QITyOpECLEeHI[HH

7.4 Ananu3 N HHTEPIpeTALMS Pe3y.JILTATOB

BHHMAHME! YcTanoBiieHHe AHATHO3a W HA3HAYEHHE JICYEHHS AOJLKHBI
NPOH3BOJHTLCH BPAYOM COOTBETCTRYIOMIEH CIeNHAIH3aHH,

TIpoBesieHue aMIMMGUKAUE K OLEHKY PE3yNBTATOB IIPOBOIAT ¢ TIOMOIIBIG
npubopos  gas  IMIP-PB  (cM. m.5.]  macrosmeit HHCTPYKIIMH) |
cnenranusuposannoro 110, mocrasnsemMoro nponspogutenem nmpubopa:

—  mporpamma AHK_ Shell Bepeus 100 u Bbiwe, moctasnsemas ¢ npuGopaMu

«AHK-32Mp»;

—  Bio-Rad CFX Manager 3.1 u spite, nocrasnsemas ¢ pubopom CFX-96;
—  QuantStudio Design & Analysis Software v 1.4.3 1 BBIIe, OCTABIAEMAST C

npubopom QuantStudio 5;

— RealTime PCR  v7.9.5.38 u Bbume, nocrasnsemas c¢ mnpubopom

DTlite/DTprime.

Pabory ¢ IIO ocymecTBISIOT COITIACHO PYKOBOJACTBY IO SKCIUIYATAIHH
pubopa.

PezynsraTel HHTEpIPETHPYIOTCA Ha OCHOBAHWH HANWYHS (WIH OTCYTCTBHA)

KpuBO# (uyopecneruuu mo kaHanaMm ROX u Cy5. KuHeTHdeckas KpHBas pocTa
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CHrHana (yopecleHIME O3HadaeT OOy BeMW4HHy Ioporosoro imkna Ct
mMeHnblne 25 amst npudopos AHK u CFX, mensine 33 — qs mpubopos QS5 u MeHbIIIe
25 — pna npubopoB DT. OtcyTcTBHE perucTpanyu pPocTa CHTHAIA Ipubopom
omuceiBaeTea [0 mpubopa, Harmpumep, Kak mpeaenbHas BeIHYHWHA ITOPOTOBOTO
muxna (Ct > 25 B mpubopax «AHK»), mubo xak ee otcyrcreue. (N/A B mpubopax
CFX, Undetermined B mpubopax QuantStudio) u t.11. [TonpobHas mubopManmsa
MPHBEJIEHA B PYKOBOACTBE 110 SKCILTyaTalluy KOHKPETHOTO prbopa.
Pe3ynbraThl aHanm3a He MOAIEXKAT YUETY B ClIydae:

— pocTa cHrHana ¢uiyopecueHuuu no kasmary ROX B mpobmpke ¢ OKO
(TOXKHOTIONOKHUTENBHEIM Pe3yIBTaT BCEro SKCIePHMEHTA);

-— OTCYTCTBHS pocTa curHana ¢guyopecieHnuH mo kanary ROX B mpobupke ¢
ITKO (710:)KHOOTpULATENBHEINA pe3yIbTAT BCETO DKCIIEPHMEHTA);

— OTCYTCTBHS POCTa CHTHaNa (QIIyOPECUEHIMK B NPOOHPKE ¢ aHATA3HPYEMBIM
obpazniom mo kxaHanaMm Cy5 m ROX opnoBpemeHHO (MHIHOHpOBaHWE
peaKuUuy, JOKHOOTPULIATEIbHEIN pe3yasTaT OTAEIBHOH POOE);
PesynpraTsl aHanu3a noAJeRaT yUeTy B ClLydae:

— OTCYTCTBHA POCTa CHTHaNA (hyopecieHuy no kanary ROX B mpobupke ¢
0OKO;

— pocta curHana dutyopecteHmy B npobupke 1o kaHany ROX ¢ IIKO;

— pocTa curaana ¢ryopecleHIIMK B IPoOUpKax ¢ aHAIH3UPYEMbIMH NpobaMH
o kanaxy ROX u/mmu no xkanamy CyS5.

HHTepnpeTallaio pe3yJbTaTOB aHAH3a MPOBOAT COITIAacHO Tabmune 5.
J1st KoppeKTHO!N HHTepIpeTalul pe3yasTaToB Ha npudopax DT Tpebyrores
clenyolue HacTpoiiky ananusa (Tecra):

— Metoj «I loporossiiiy;

— aHann3 «KadecTBeHHBI;

— KpuTepuil noroxuTenbHoro pesyistara ITLP — 70%

— KPHUTEPUH JOCTOBEPHOCTH PE3YIHTATOB:

® HIDKHAA IPaHULIA/TIOPOT TONOXKUTEABHOTO pe3ynsraTa — 5% F(Cp);

e BepXHAI MPaHUAIA/TIOPOr HOPMAaIKU3aiuy nanHex — 10% F(Cn)
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Tabmiua 5 — Muteprperanis pesyNsTaTOB aHAlW3a ¢ WCMONB30BAHHEM HaGopa

pearenToB «Kosul 'en-LAMP-01»

PesyneTar o xauany...

npoba

Obpaszen WnTepmperauus pe3yisTara
Pesynvmami 6cezo axcnepumerma ve noOrexcam yuémy 6 io6om u3 Credyiouwux ciy4aes
JIOHOOTPHIATETEHEIH €3yNbTaT
ITKO -1 JHOGOﬁz P Pe3y s
MHTHOHPOBaHHE aHATH34
JIoXHOMONOKHUTE  IBHBIHA e3yJILTaT,
OKO +3 ToboH pesy s
KOHTAMHHAIMA PEareHTOB
Pesynomamui gnanusa He nodnescam yuémy Ona KOHKPemHOt npobul
JloxHOOTPHIATENBHEIH pesyIILTar,

HHIHOHpOBaHKE aHAIA3a

Pesymvmamer ananusa noonesxcam y4émy npu RORYYeHUU credViouux pesyibmamos

KO + moGoi HaGop pearenToB paborocnocoben

OKO - + KorTamMuHamms oTcyTeTBYET

oG + nroboi B npo6e coapepxutces PHK SARS-CoV-2
P _ n B npoGe orcyrersyer PHK SARS-Cov-2

Amplification

1208 4

1000

800

st +. -

RFY

Pucynok 1 - KuneTudeckue KpuBEIE pOCTa CHTHAJIA ()ITyOpeCceHLMH 0 KaHaIaM
ROX, Cy5 — monoxuTensHEIH pe3ynsTar Ha KopoHasupyce SARS-CoV-2

(CFX-96)

ROX -

—_— Cy5-—

! «—» JHAYCHHE MOPOrOBOTO UUKIIA OTCYTCTBYET

2

BEJIHYHHA HOPOTOBOTO IMKIIA HE HMEET 3HAUCHHA
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Amplification

! M T T T T T T T T T T T T

o 5 16 15 2¢ 25
Cycles

PucyHok 2 - Knsetudeckie KpHBEIe pOCTa CHTHANA (bIryopecLeHnIuH 110 KaHalaM
ROX, CyS5 — oTpunatensHelil pe3ynbTar na kopoHasBupyc SARS-CoV-2
(CFX-96)

ROX~ e Cy5— e
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7.5 Boamo:kHbBIE OIHHOKH

Tabxuna 6. Bo3MokHbIE OIIMOKH M AeHCTBUS NPH BOSHUKHOBEHHH W HCIPABICHHUN

BO3HHMKAIOIHX OIMHMOOK aHaIN3a.

Ne Boamoxnas omubka HeticTBue

1 | Jdna momoxutensHOTO KOHTpous | Heobxoaumo TIOBTOPUTH
TTKO 3HaveHre MOPOTOBOrC IWKIA | aMITIMOUKALMIO H AETEKIMIO JUIA
Ct no xanany ROX orcyTcTBye€T. Bcex o0Opa3loB, B KOTOPBIX HE

obHapykeHa cneuuduueckas PHK.
BosmoxkHas npHuMHa — OIMHOKa IIpU
IIOATOTOBKE K peakiuHu (He BHECEH
TTIKO B mpobupky).

2 | Ans  orpuunarensHOro  KoHTpond | BepodtHa KOHTaMHUHAIIHS
OKO  mpucyrcTByeT — 3HaudeHHeE | 1aOOpaTOpHH TIPOAYKTaMH
noporosoro mukiaa Ct mo KaHamy | aMONTHQUKANKME HIH KOHTaMHHAIIASL
ROX. peareHToB, HCCNeAyeMBIX 00Pa3lioB B

XO/le IIOCTAHOBKH aMIUIMGUKAIIHUH.
HeobxoaumMo peAnpHHATE MEPHL 110
BELIBJICHUIO | THUKBUIALTAH
HUCTOYHUKA KOHTAMMHAIAH i}
MOBTOPUTE  AMIUNIUQUKANHIO  H
IETEKIHIO IS BceX o0paslos, B
KOTOPBIX oOHapyXeHa
crnemudgeckas PHK.

3 |Jns wuccnemyemoro obpasua, B | HemocToBepHbIH
KOTOpPOM He obHapyxeHa | (JIOXKHOOTPHIATENbHBIH) PpE3yJIBTAT,
cuenuduueckas PHK, 3HaueHUe | HHTHOMPOBaHHUE. Heobxoaumo
noporosoro iukia Ct mo kanany CyS | HOBTOPUTE peaKIuio aMILTHUKAIHK
OTCYTCTBYET. 3aMHTHOMPOBAHHOTO HCCIIEIyEeMOro

obpasua. Bo3MoxHad DpUYHHA —
owmOKa TPH MOArOTOBKE K peakiuy
(re BHeceH oOpasell B IpoOUpKY).

4 |Ona otpunarensaoro  KoHTpons | Heob6xomumo IIOBTOPHUTH
OKO u uccrnemyeMblx 0o0pasioB, B | aMIITHQUKALKMIO W JIETEKIUIO AT
KOTOPBIX HE o0HapyXeHa | BCEX 3aMHrUOMPOBAHHBIX
cnenmduueckas PHK, s3nauenue | uccnenyemeix obpasios u OKO. I[Ipu
noporosoro rukia Ct o kanany CyS5 | DOIy4YeHHH AHAJIOTHYHOTO
OTCYTCTBYET. pe3ynbTaTa HeoOX0AHUMO 00PaTUTECA

Ha NpeaIpHATAS-TIPOM3BOIUTEND,
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8. YCIOBHsI XPAHEHHS, TPAHCIIOPTHPOBAHAA H
IKCILIYATATIUH HABOPA

8.1 Yenopus xpaneHks naGopa

Habop pearentoB «KoBul'eB-LAMP-01» XpaHAT B XOJOAWIBHUWKE WIH
CYXOM, 38Il[AIIEHHOM OT CBETa MECTe Npu TeMIepaType ot e 2 go mtoc 8 °C.,
CyMMapHEIH CpPOK XpaHeHHs NpH TeMnepaTrype or Imoc 9 mo mmoc 20 °C He
JIOJDKEH IIPEBHIMATE 14 CYTOK B TeueHHe CpoKa TOIHOCTH Habopa peareHTOB.

8.2 Yenosns TpadcnopTHpoBaHus HaGopa

Tparcnoptuposanue Habopa «Kosul en-LAMP-01» momxHO IpOH3BOAHTECS
KPBITHIM TPaHCIIOPTOM (aBTOMOGHIIBHEIM, JKEJIE3HOJOPOKHEIM 00 BO3IYIIIHBIM)
npu Temreparype ot mwmoc 2 go mwitoc 8 °C. omyckaetcs TpchnoprpOBaHne bi(0
14 cyrok npu remneparype no mwikoc 20 °C (6e3 cobmoneHus «X0I0A0BOH LETH»).
BHHMAHME! HaGopb! peareHTOB, TPAHCHOPTHPOBAHHLIE ¢ HAPYIIeHHEM
TeMIIEPaTYPHOI'0 Pe:KHMa, IPHMeHeHHIO He NOJJIe)KaT.

8.3 Cpok rogHoctu HaGopa

Habop peareHToB [mODKEH MPUMEHATHCS COTNIACHO — YTBEPXKICHHOM
MHCTPYKIIMHM 110 NpAMeHeHW:o. [ IIOJNyueHHs MJOCTOBEPHBIX PpE3yJNLTATOB
HeoOX0OMMO cTporoe cobmMOJeHHe HHCTPYKLUMH 10 NpAMeHeHWI0 Habopa
peareHToB,

Cpox roxsocti Habopa peareHTOB COCTaRMIgeT 12 MecAleB ¢ JaTHl BEITYyCKA
npeanpuaTHeM-u3rorosuteneM?, Cpok rogHocTH passeeHHbIX npenaparos ITKO -
He Oonee MecAlla IIPH TeMIlepaType XpaHeHus oT MuHyc 16 xo munyc 20 °C.

HaGopel peareHTOB ¢ HCTEKIIMM CPOKOM TOAHOCTH IIPUMEHEHHIO HE
HOJJIEXKAT.

CpoX TOOHOCTH BCKPBITHIX pEeareHTOB COOTBETCTBYET CPOKY TIONHOCTH,
YKa3aHHOMY Ha 3THKETKaX g HEBCKPHITHIX PEarcHTOB, €CIM B HHCTPYKIMH HE

YXKa3aHO HHOC.

4 JlaHHEIE TONTBEPXKICHE H3YYEHMEM C MOMOINEIO METOAA YyCKOpeHHOH crabmibHocTH. Hccnenopanie
¢TafANLHOCTH B PEaNLHOM BPEMEHH IPOJOIKACTCS.
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8.4 Hudopmanus no 6ezonacHol yTHIH3aALHH

Hcnonp3oBanneie IpobMpPKH ¢ aMIUIAGUKaTaM¥y, HAKOHEYHHKH, IEePYATKH,
BeTOWb U1 00paborku mosepxHocTel B ITI[P-Gokce, coOuparoT B MIACTHKOBEIE
3aKpPBIBAIOINNECS €MKOCTH, BBIHOCAT B pabouyro 30HY 4-1 (nubo crenuansHO
IIpefHa3HAYEHHOE BCIOMOraTeNbHOe moMermernue) (MY 1.3.2569-09) ¢ nensto
MoCTe MY IOl HHAKTHBALIHHM corfiacHO Tpebosarusy CanlluH 2.1.3684-21.

HaGopel ¢ HCTEKIINM CPOKOM TOZHOCTH, @ TaKXKe B CIIydae IOBPEXICHHT
YIAKOBKY, a4 TaKKe SBIAIONIMec] IOJNENKAMHU HIIH HE3aKOHHBEIMH KOIHSIMH
W3Jenuii, 3aperucTpupoBaHHbIX B Poccufickoff Denepaiun, a Taxoke H3AENNd,
oOHapyXeHHBle H KOH(HMCKOBaHHbIE TaMOXXEHHBEIMH OpraHaMH PoOCCHIHCKOM
Denepaluy TP UX BBO3e Ha Teppuropuio Poccuiickoit Oefepalius, yTHIH3HPYIOT
M0 Kiaccy A, Kak DSIHISeMHOJOrMYecKd Oe30macHele OTXOHbI, II0 COCTaBy
npubmmkennsie K TKO (CanlluH 2.1.3684-21).

Komnonents: HaGopa «Pasbasutens, Pb», «Pa3basurens, PB-By,
COIepIKamiie a3 HaTpHs, YTHIU3UPYIOTCS IIyTeM CMBIBA MX B BOJOINPOBOIHO-
KaHAIM3AI[HOHHYIO CHCTEMY ¢ TNIpeIBapUTEIBHEIM pasBefeHueM Boaod 1:100 u

BEIBO30M OCTAaTKa YIIAKOBOK KaK IIPOM3BOICTBEHHEIM 1 OBITOBOM Mycop.

8.5 IN'apanTuiiabie 00A3aTEeNLCTBA NIPON3IBOAHTENSA

IlpenpnpusTue-npou3BOJUTEND rapaHTHpPYeT COOTBETCTBUE
(GYHKIMOHANGHEIX — XapaKTepucThk Habopa TpeDOBaHHAM, YKa3aHHBIM B
TEXHUYECKON W 3KCILUIYATallHOHHOH JOKYMEHTALMH, B T€YEHHC YCTAHOBIEHHOTO
cpoka rommoctr (12 mecaues’) mpu  cofmogeHMM  BCeX  YCIOBHiA
TPaHCIIOPTAPOBAHNSA, XPAHEHNA ¥ IIPHMEHECHHUS.

Pexnamanuu Ha KadecTBo HaOopa pearentos «Kosul'en-LAMP-01»
HapaBIATh Ha MpeANpUsATHE-H3TOTOBHTEIIb.

TIpH BHISBIIEHMH IIOGOYHBIX AEHCTBHH, HE YKA3aHHBIX B MHCTPYKIHUH IO
OpUMEHeHM0 Habopa peareHTOB, HeXeNaTeNbHEIX pPEakuwid IIpH  €ro
HCIIONE30BaHMHM, (PAKTOB M 00CTOATENBCTB, CO3AAIKX YIPO3y JKU3HH U 3M0POBBIO
TpaxuaH ¥ MeJMIMHCKEX pabOTHUKOB HPM TpHMEHEHHH Habopa pearcHToB,

PEKOMEHAYETCA HAIIPABHTD COOﬁIIIeHHe Ha TIpeAlpHATHE-U3IOTOBUTENL H B
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YIIOTHOMOYEHHYIO ~ FOCYAApCTBEHHYIO  PEryJHpYIOINyo

COOTBECTCTBHH C ﬂBﬁCTBy}OHIHM 3AKOHOIATCIIECTBOM.
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9. CHMBOJIbI, HCITIOJIb3YEMBIE ITPH MAPKHPOBKE HABOPA

M B IEYATHOH INPOAYKIIHHA

Tonsko giia in vitro AATHOCTHKH

1

TemnepaTypHsIi AUaIa30H

T

T'opmen mo

LOT

Kon miaptau (cepus)

l

JlaTa IpOH3BOACTBA

=T
1L

CoiepiKiT MTHCTPYKIHIO 10 IPUMEHEHHIO

REF

KaTanoxHbIH HOMED

ol

Azpec IpOU3BOIUTEIL

N/

KoNH4ecTBO TECTOB (ONMpe/eNeH )
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