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CMUCOK COKPALLEHWA N OBO3HAYEHWI

B HacTosaweln MHCTPYKUNN NCNONb3YKTCA cneayromme CoKkpaleHna m o603HaueHuns:

- Severe acute respiratory syndrome coronavirus 2

SARS-CoV-2 (KOpOHaBMpYC BbI3bIBAKOLWWNIA OCTPbIN pecrnmpaTopHbIi CUHAPOM 2),
3KBMBaNEHTHble Ha3BaHus COVID-19 virus, 2019-nCoV, Wuhan seafood
market pneumonia virus

COvVID-19 - COrona VIrus Disease 2019, kopoHaBupycHoe 3abonesaHune 2019

rnup - MosiMepasHasa uenHasa peakums

oT - obpaTHasa TpaHcKpunums

OPBMU - OCTpble pecnupaTopHble BUPYCHble MHMEKLNK

nB - MHTepdepupyoLwne BeLLecTsa

HK - HYKNTIENHOBbIE KUCNOTbI

PHK - pnboHYyKnenHoBas KnucnoTta

OHK - e30KCMPUBOHYKNenHoBas KnucnoTta

kAHK - KOMMNJeMeHTapHasa Ae30KCUPUBOHYKIeEMHOBas KNCO0Ta

KO - nabopaTopHbIi KOHTPObHLIA 06pasel

BK - BHYTPEHHWN KOHTPOJSb

K- - oTpuuaTesnbHbI KOHTPONbHbIA 0bpasel,
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NPEAHA3BHAYEHHOE NPUMEHEHUE

MonHoe HauMMmeHoBaHue Habopa peareHToB: Habop peareHToB Ans BbisBneHus PHK
KopoHaBupyca SARS-CoV-2, BupycoB rpunna A u rpunna B metogom OT-TLUP B pexunme
peanbHoro BpeMmeHu (SARS-CoV-2/Tpunn Komnnekc), panee no Tekcty - Habop

peareHToB.

Ha3HaueHne: Habop peareHTOB npeaHasHadeH AnS BbisBneHus PHK kopoHaBupyca
SARS-CoV-2, Bupycos rpunna A (Influenza A virus) u rpunna B (Influenza B virus) B
6buonormyeckoM MaTtepumane 4enoseka (Ma3OK M3  HOCOMNOTKM,  POTOMOTKM,
6pOHX0aNbBEONAPHbIN  NlaBaxk, >SHAOTpaxeasnbHbl, Ha3odapuHreanbHbI acnupart,
MOKpoOTa) MeToaoM 06paTHOM TpaHCKPMMNUMM M NOAMMEPA3HOM LEMNHOM peakumu B

peXnMme peasbHOro BpEMEHMU.

OyHKUMOHaNbHOe HasHavyeHue: anarHocTuka in vitro (BbisseBneHne PHK kopoHaBupyca
SARS-CoV-2, Bupycos rpunna A (Influenza A virus) v rpunna B (Influenza B virus) B

6rnonornyeckom MaTtepmnane qenoseKa).

lMokaszaHua K NpoBeAeHUI0 nccnesoBaHns:

. Hannume cumntomos OPBU;
. KOHTaKT ¢ 3aboneswmnmmn COVID-19 nnum rpmnnom, He3aBUCUMO OT MX BO3pacTa;
. npebbiBaHMe B oyarax MH@ekumn (C Uefblo paHHEro BbiSIBIEHUS BO3MOXHOMO

MHDMUMPOBaHMSA N NpeaoTBpaLLeHns gallbHENLWero pacnpocTpaHeHus).

MpoTUBOMOKAa3aHUN K MPUMEHEHMIO HET.

MonynsiuMoHHblE M AeMmorpaduyeckne acnekTbl: [lpuMeHeHMe Habopa peareHToB

HE 3aBUCUT OT NONYNALUNOHHbIX N .quorpaqmquKmx aCrneKToB.

O6bnactb nNpuMeHeHusi: Habop peareHTOB MOXET O6blTb MCNOAb30BaH B KWMHUKO-
AnarHocTmyeckmx nabopatopusix MeauLMHCKUX ydpexaeHur, 6e3onacHocTb paboThl
nabopaTtopuini  go/mkHa ObITb obecneyeHa B COOTBETCTBUM C  TpeboBaHUSIMU

3aKoHoAaTeNbCTBa B chepe CaHUTaApPHO-3MNAEMMONOrMYeckoro 6narononyyms.

MoTeHuManbHble Nonb3oBaTeNM: KBANMMUUMPOBAHHBLIA  MEAWMUMHCKWUI  NepcoHan,
ocylwlecTBasoWmMn B3aTMe n npenobpaboTky KAMHMYECKOro MaTepuana, a Takxke
cneumnanmncTbl, 06y4YyeHHble MeToAaM MOJIEKYSISIPHOM ANMArHOCTMKM M nNpaBunam paboTbl B

KJIMHUKO-ANArHoCTM4Yeckon nabopaTtopun B yCTAHOBJIEHHOM MoOpsAAKe.

MpuMeHsATb Habop peareHTOB CTPOro MO Ha3HaYeHWUIO COrTAaCcHO AAaHHOW MHCTPYKLUMMK MO

NPUMEHEHWIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1 CocTtaB Habopa peareHToB

) AHK-TEXHONOrus

R3-P440-S3/9, bacoBka S, ctpunbl

HoMunHanbHbIM

. Konnyectso ..
HavmMeHOBaHMe KOMMOHEHTOB BHewHW Bua 06béM
npobupok
KOMMOHEHTa
Mpo3payHas 6ecuseTHas
Cmecb ana amnandukaumm, Posp 4 12 cTpunos no
XMAKOCTb NoA BOCKOOHPA3HbIM no 15 mkn
3ane4ataHHas napaduHoM 8 npobupok
6enbiM crnoem
Mpo3payHas 6ecuseTHas
OT-NMUP-6ydep posp 4 2 npobupkmn no 810 mMkn
XUAKOCTb
Mpo3payHas 6ecuseTHas
®epmeHT Taq/RT Posp 4 1 npobupka 55 mkn
BSA3Kas XWAKOCTb
BHYTpeHHUI KOHTPOJIbHbIN Mpo3payHas 6ecuseTHas
1 npobupka 1,0 mn
obpaseu PHK-BK "A" XKUAKOCTb pobnp !
MoNoXUTENbHbBIN KOHTPONbHbLIN | po3payHas becuseTHas
P Posp 4 1 npobupka 130 Mmkn
obpasey XKNAKOCTb
KpbIWwK® anga cTtpvnos 12 wr.

R3-P440-23/9, ¢bacoBka S, npo6bupkm

HoMWHanbHbIM

. Konnuectso ..
HanMeHoBaHME KOMMOHEHTOB BHewHnn Bng 061bEM
npobupok
KOMMOHEHTa
Mpo3payHas 6ecuBeTHas
Cmecb gna amnamndukaumm,
XXMAKOCTb NoA BOCKOOOpPasHbIM 96 npobupok no 15 mMkn
3ane4yaTtaHHasa napadmMHoOM
6enbiM crnoem
Mpo3payHas 6ecupeTHas
OT-TMLUP-6ydep posp H 2 npobupkmn rno 810 mMkn
XMAKOCTb
Mpo3payHas 6ecupeTHas
depmeHT Taq/RT posp H 1 npobupka 55 Mkn
BSA3Kast XWAKOCTb
BHYTPEHHUI KOHTPOsbHbIN Mpo3payHas 6ecuBeTHas
1 npobupka 1,0 mn
obpase, PHK-BK "A" XUAKOCTb pobnp !
MonoXuTenbHbIN KOHTPOMbHLIM | Mpo3payvHasa 6ecuseTHas
P posp H 1 npobupka 130 mkn
obpasey, XXNAKOCTb
Bce KoMnoHeHTbl Habopa peareHTOB rOTOBbLI NMPUMEHEHUIO He TpebytoT

AONOSIHUTENBHOM NOAroTOBKU K paboTe.

2.2 KonnyectBo aHannsnpyeMbix obpa3suos

Habop peareHTOB npegHa3HayeH AN OAHOKPATHOrO MPUMEHEHUS WM paccyMTaH Ha
96 onpeaeneHunii, BKOYas aHaNn3 HEU3BECTHbIX 06pasuoB, MOSIOXUTENbHBIX KOHTPOJIbHbIX
06pasuoB M OTpMUATENbHbIX KOHTPOJIbHbIX 06pa3LoB. PekoMeHAyeTcs MpoBoAUTb He 6Gonee

12 nocrtaHoOBOK.

2.3 MpuHUMN MeTOAA

Meton: obpatHas TpaHckpunumsa PHK ¢ nocneaytower — amnandukaumen
CMHTE3MpOBaHHbIX parmMeHToB KAHK MeToaoM nonumepasHoih uenHown peakummn (OT-MLUP) B
peXXnuMme peanbHOro BpeMeHU; KayeCTBeHHbI aHanus.

MpuHUMN MeTOoAAa OCHOBaH Ha MCMNONb30BaHMK Npouecca obpaTHoM TpaHckpunuum PHK
kOHK,

AHK,

M nocneaywuwen amnandukaymn 3aK/II0YaoWENCS B MOBTOPSIOWMXCS  LMKIaX

TeMnepaTypHOM  AeHaTypauuu OTXUra npaniMepoB C  KOMMJIEMEHTApHbIMU

6
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nocneaoBaTeNbHOCTAMU U MOCieAyloWen AOCTPOMKU  MOAMHYKNEOTUAHbIX Ueneln C  3TUx
npavimepoB Tag-nonvMepason.

OTanbl obpaTtHoM TpaHckpunuuu PHK n MUP-amnandukaumn kAHK nposBoaaT B 0AHOM
npobupke, YTO NOBbLILLAET YYBCTBUTE/IbHOCTb METOAA, YMEHbLUAET BEPOSTHOCTb KOHTaMUHaLMN U
CHWXXaET BpeMs rNpoBefieHns NCcneaoBaHums.

Ons noBbllWeHNs YyBCTBUTENbHOCTM M CneumduyHOCTM peakuum npenycMoTpeHo
npuMeHeHne «rops4vero» craprta. Fopsaumii ctapt obecneumBaeTcs METOAMKOW MPUrOTOBJIEHUS
peakLMOHHON CMecu, COCTOSLEN U3 ABYX CNOEB, pa3fefieHHbIX NPOCNONKON U3 napaduHa nnu
ncnonb3oBaHua Taqg-nonuMmepasbl, 610KMPOBAHHOM aHTUTenamm. CTtapT NoanMMepasHon LiernHoMm
peakuMn NponcxoamT TONbKO MpU pacnjaBneHnn napaduvHa nnam TeMnepaTtypHoOn auccoumaumm
KoMmnnekca Tag-nonmMmepasbl U aHTUTEN, YTO MUCK/IOYAET Hecneunduyeckun oTXUr npanMepoB
Ha JHK-MuwWweHW npu HavanbHOM Nporpese NpobupKu.

B coctaB Habopa peareHTOB BKJ/IHOYEH BHYTPEHHWUI KOHTPOJbHLIA 0b6pa3ey PHK-BK "A",
KOTOpbIl NpeAHasHa4yeH Ana oueHKW 3Tana BblgeneHms PHK ©n kayecTBa NpoXoXAeHUs
NoMMepasHoM LEeNnHOM peakumu.

B peakuMoHHYlO cMecb ans amnnmdukaunm eeegeHbl JHK-30HAbI, KaXablh U3 KOTOPbIX
copepxut  GhNyopecueHTHY0 MeTKy U racutens dnyopecueHunm. [lpn  obpasoBaHum
cneundmnyHoro npoaykrta AHK-30HA pa3pyliaercs, AeWCTBME racutenss Ha (pnyopecueHTHYHo
MeTKy npeKkpallaeTcsi, 4YTO BeAET K BO3pacTaHUio YypoBHA dnyopecueHunmn. Konnyectso
pa3pyleHHbIX 30HAOB  (cnepgoBaTesibHO, W ypoBeHb  yopecueHuun) Bo3pacTtaeT
NpoNopuUMOHaNbHO KONNMYeCTBY 06pa3oBaBLUMXCA cheunduyecknx amnanMKoHOB. YpOBEHb
dnyopecueHUMN U3MEPSETCA Ha KaXKAoM LuKne aMnandukaumm B pexnuMe peanbHOro BpeMeHu.

B coctas [OHK-30HA0B, MCNOAL3YKOLWUXCA ANS AeTeKUMM npoayKTa amnaudukaummn
nckomon kAHK Bupycos rpunna A (Influenza A virus), BkiatoyeHa dnyopecueHTHas metka Fam.

B coctaB [OHK-30HA0B, MCNOAL3YIOLWUXCA ANS AeTeKunn npoaykTa amnandukauum
nckomon kAHK kopoHaBupyca SARS-CoV-2 (reHbl E, N), BkatoueHa dnyopecueHTHas MeTka Rox.

B coctaB [OHK-30H40B, MCNOAL3YIOLWUXCA AN8 AeTeKunrm npoaykTa amnandukauum
nckomon kAHK Bupycos rpunna B (Influenza B virus), BknatoyeHa dnyopecueHTHasa metka Cyb.

B coctaB [OHK-30H40B, MCNOMb3YyOLWKMXCA ANA AeTeKuMu NpoAyKTa BHYTPEHHero
KOHTposibHOro obpasua, BktoveHa dyopecueHTHas MeTka Hex.

B Tabnuue 1 npmBeaeHbl KaHanbl AETEKLUMN MPOAYKTOB aMnandukaumm.

Tabnunuya 1- KaHanbl getekumn npoayKToB amnandukaumm

Fam/Green Hex/Yellow Rox/Orange Cy5/Red

KopoHaBupyc SARS-CoV-2,

Influenza A virus PHK-BK
reHol E, N

Influenza B virus

MccnepgosaHme € mcnosb3oBaHneM Habopa peareHtoB SARS-CoV-2/Tpunn Komnnekc
cocTouMT M3 crnegywmx 3TanoB: BblaeneHne PHK (npobonoarotoBka), peakuuss obpaTHomn

TpaHckpunuum PHK n MUP-amnnndukaumns kAHK c oaHOBpeMEHHOW AeTeKuuen pe3ynbTaToB.

2.4 Bpems npoBeaeHuns aHanmsa (Bkaoyas npobonoarotosky): ot 2,5 vacos.



SARS-CoV-2/Ipunn KoMmnnekc | WUHCTpYKUMA MO NPUMEHEHUI0 | 637-3 ot 22 anpensa 2024 ) J.'IHK-TEXHOIIOFVISI
3 AHAJIMTUNYECKUE XAPAKTEPUCTUKMU

3.1 AHanuTmnyeckas cneumduyHOCTb

MOCKONbKY HeNb3s UCKIIYUTb BO3SHMKHOBEHUS HOBbIX MyTaUWUii B reHOMe KOpOHaBuMpyca
SARS-CoV-2, Ana noBbIWEHUs HadeXHOCTM AMAarHOCTUKM B KayecTsBe MuweHen BbibpaHbl ABa
ydacTtka reHoma: ydactkum reHa N v reHa E.

B obpasuax 6uonornyeckoro Matepmana, cogepxawmx PHK BbisiBnsieMbix BUpPYCOB, BO
BpeMs npoBedeHns amMnandukauum AeTEKTUPYOWNA aMNanduKaTop AOSKEH perucTpmpoBaTtb
3KCMOHEHUWasbHbIA POCT YPOBHS (h/lyopecueHUnM No 3asB/IeEHHbIM KaHanaMm aeTekumu.

B obpasuax 6umonormyeckoro matepuana, He cogepxawmx PHK BbisBAsieMblX BUPYCOB,
npu nposBegeHUM amnanduKaumMnm 3KCNOHEHUMANbHbIA POCT YPOBHS dnyopecueHumMn no
3aaBJ/IEHHbIM KaHanaMm AeTeKunm OTCYyTCTBYET.

Moka3aHO OTCYTCTBME MEPEKPECTHbIX Hecrneumduuecknx peakuuin Kaxaom nU3 CUCTEM
ONMUIrOHYKNEeOoTUAOB, BXOASWMX B COCTaB Habopa peareHTOB MO OTHOLWIEHUIO K BUpycaM,
onpeaensieMbiM ApyrMMm CUCTEMaMu.

Moka3aHo OTCYTCTBME Hecneun@uuecknx rnosioXMTENbHbIX Pe3ybTaToB aMnindukauum
npu Hanmuum B obpasue PHK Human Coronavirus HKU-1, Human Coronavirus NL-63, Human
Coronavirus 229E, Human Coronavirus OC-43, Human Rhinovirus, Human Respiratory syncytial
virus A, B, Human Parainfluenza virus type 1, Human Parainfluenza virus type 2, Human
Parainfluenza virus type 3, Human Parainfluenza virus type 4, Human Metapneumovirus, MERS-
CoV, [OHK Human Adenovirus, Mycoplasma pneumoniae, Streptococcus pneumoniae,
Chlamydophila pneumoniae, Haemophilus influenzae, Klebsiella pneumoniae, Moraxella
catarrhalis, Bordetella pertussis, Bordetella parapertussis, MRSA, Legionella pneumophila,
a Tarke JHK venoseka B KoHUeHTpaummn ao 108 konuit/mn obpasua.

lMokaszaHo Hanuuue crneumduyecknx pesynbTaTtoB amnaMdukaumm npu Hanuuum B
obpasue PHK, BblageneHHOM K3 4eTblp€x o06pa3uoB SARS-CoV-2, MNOAy4YeHHbIX B paMKax
MexayHapoaHou cuctembl QCMD (Quality Control for Molecular Diagnostics), BennkobputaHus,

a Takxe PHK, BbiaeneHHon n3 15 wrammoB rpunna A pasHbix cy6tunos n 11 wrammos rpunna B.

3.2 NHTepdepupylowme BewecTsa

Hannune B o06pasuax 6Guonormyeckoro mmartepuana WHTepdepUpyOLWNX BeELLeCTB,
KoTopble  MOryt wuHrmbuposatb [ILUP, MoOXeT ABAATbCA  MPUUMHOM  COMHUTESNbHbIX
(HeonpeagenéHHbix) pe3ynbTatoB. [1pyU3HAKOM MOJIHOrO WHrMbmuposaHusa TILUP saBnsetcs
OAHOBpPEMEHHOe OTCyTCTBME aMnandukKaumMm BHYTPEHHero KOHTpoas wu  crneumduyecknx
NpoAYKTOB.

K nHTepdepmnpyoWmnM BewecTsam, MHrMbmnpyrowmm MNLP, oTHECEHbI:

o 3HAOreHHble BewecTBa (LenbHas KPpOBb; NENKOUNTDI; CNn3b);

o 3K30reHHble (BewecrtBa, pobasnsemble B o06pa3ubl 6momaTepuana BO BpeEMS

npobonoarotoBkn  (M30MPOMWUOBLIA  CNUPT U METWIaueTaT); MeCTHble

NIeKapCTBEHHbIE Nnpenaparthbl).
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MakcrManbHble KOHLEHTpauum nHTepdepmnpyowmx BewecTs, Npy KOTopbIX He Habnaanock
BIMSIHME Ha npoBeaeHne aMnnmdunkaunm, coctasnsoT: remornobuH — 0,35 mr/mn obpasua PHK,
nsonponunosbiin cnupt — 100 mkn/mn obpasua PHK, meTunauertat - 100 mkn/mn obpasua PHK.
KaK JeNKoUuWUTbl, Cn3b,

NHTepdepupylolee BAMSIHUE TaKMX BELLECTB, MECTHble

NeKapCcTBEHHblE MpenapaTtbl, KOTOpble MOryT coAepxaTbCsa B obpasuax 6Guomatepuana B
KIMHUYECKM 3HAUYMMbIX KOHUEHTpaumsx, He Habnoaanocb

ONns  CHWXeHWs KoNMYecTBa WHTepdepupyroWwmMX BewecTs, WHrnbupyowmx MLUP,
HeobxoauMo cobntoaaTbh NpaBwuna B3sSTUMA 6uonornyeckoro MaTtepuana. lNpu NoAO3peHUMM Ha
Hannuune B obpasue 60nbOoro KonnyecTsa MHrMbuTopos MLP pekoMeHayeTcst BbIGMpaTb METOAbI
BblAENEHNS HYKNENHOBbLIX KMUCOT, MO3BOJISOWME NPON3BECTM UX MaKCMManbHOE yAaneHue us

o6pa3u.a, HE pEKOMEHAYETCA UCMNOJ1b30BAaTb 3KCNPECC-METOAbI BblAENEHNA HYKNTENHOBbIX KNCJIOT.

3.3 Mpenen obHapyxeHus

Mpeanen obHapyxeHusi: 10 KONMWIN HYKNEUHOBOM KWUCNOTbl Ha aMnIM@UKaALMOHHYIO

npobupky.

Mpenen obHapyXeHUs yCTaHOBNEH MYTEM aHanm3a CEPUNHbLIX pa3BeAeHUIn ABYX cepuii
nabopaTopHOro KoHTposibHoro obpasua (J1IKO).

Mpepen o6HapyxeHns PHK B ob6pa3ue 6uomaTtepmnana 3aBUCUMT OT MeToda
npobonoaroTtoBkn obpasua n KoHeyHoro o6véma BblaeneHHon PHK (ob6béma antoumm).

Mpepen ob6HapyxeHus 10 KOMWIA HYKIENHOBOW KMWCAOTbl Ha aMnnmMdUKauMOHHYIO

npobupky COOTBETCTBYET CNeayloWwmMM 3HA4YeHUAM KOHUeHTpaumm PHK B obpasue npwu

MCNoJsib30BaHUA Ha60pOB/KOMI'IJ'IeKTOB peareHToB Angd BblAeNeHNA HYKNENHOBbIX KUCNOT.

BbuomaTtepwunan

MPOBA-HK
(obbem
NONYYEHHOro
npenapaTta
50 mkn)

MPOBA-HK-S
(0bbem
NONYyYEeHHOro
npenapaTta
50 mkn)

MPOBA-MY-HK-S

(0bbemM
NOSy4YeHHOro
npenapaTta
50 mkn)

(0bbeM
NosTy4YeHHOro
npenapaTta
100 mkn)

Ma30K 13 HOCOr0TKMH,
poTtornotku B 500 Mkn
TPaHCNOPTHOW cpeabl

1000 konunn/mn
obpasua

1000 konuin/mn
obpasua

1000 konuin/mn
obpasua

2000 konwui/mMn
obpasua

BpoHx0anbBeoISIPHbIN
naBax,
3HAOTpaxeanbHbIN,
HazodapuHreanbHbIN
acnupaTt

1000 konunn/mn
obpasua

He npumeHseTcs

He npumeHseTcs

He npumeHseTcs

MokpoTa
(npepobpaboTka c
Na3PO4)

2000 konuin/mMn
obpasua

He npumeHseTcs

He npumeHseTcs

He npumeHseTcs

MokpoTa
(npepobpaboTka c
MYKOJIU3UHOM)

5000 konwui/Mn
obpasua

He npumeHseTcs

He npumeHseTcs

He npumeHseTcs
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3.4 AnarHocrnyeckmne xapakTepucTukm
OunarHoctuyeckass 4YyBCTBUTENBHOCTb M CMNEeUU@UYHOCTb YCTAHOBMIEHblI AN KaXAoro
Bupyca Bo3byautens OPBU, PHK KoToporo BbisiBAsSieTcsl Npu nomowm Habopa peareHToB.

KonnuectBo nccnegosaHui (n) — 263.

Bupychbl Bo3byantenu OPBU,
OunarHoctunyeckue PHK koTopbIx BbisiBNseTca HabopoM peareHToB
XapaKTepUCTUKN KopoHaBupyc Bupyc rpunna A Bupyc rpunna B
SARS-CoV-2 (Influenza A virus) (Influenza B virus)
AdnarHocruyeckas
YYBCTBUTENIbHOCTb 100% (96,55-100%) 100% (96,15-100%) 100% (95,94-100%)
(95% an)
AdunarHocruyeckas
cneundunyHOCTb 100% (97,69-100%) 100% (97,84-100%) 100% (97,90-100%)
(95% On)
3.5 BHyTpucepuintHaa n mexcepumHasa BOCMponU3BOANMOCTb

OueHKa BHYTPUCEPUINHOM N MEXCEPWUIMHOM BOCMPOM3BOAMMOCTM Habopa peareHToB
npoeeaeHa NyTEM CpaBHEHWUS Pe3ynbTaToB, MOJIYUYEHHbIX MPU UCCNEAOBAHUM OOAHUX N TeX Xe
48 obpa3uoB Mas3KOB W3 HOCOrNOTKM, POTOrnoTkM, OpOHXO0aNbLBEONASPHOro JlaBaxa,

SHAOTpaxeanbHOro, HasoMapuHreasbHOro acnunpara M MOKpoThI.

BocnpousBoanMocCTb
MexcepuinHas,
BHyTpucepuiiHas MexcepunHas 3KBUBANEHTHOCTb
PesynbTaTt ¢dacoBok
®dacoBka S, cTpunsbl
P dacoBka S, dacoBka S,
Habop Habop CTpUnbI Npo6upkm
peareHToB 1 peareHToB 2
Konnyectso nonoxuTenbHbIX 42 42 42 42
pe3ynbLTaToB
KonunyecTtBo oTpuLaTeNbHbIX 6 6 6 6
pe3ynbLTaToB
Obuee KO)‘I\I’/NeCTBO 48 w3 48
COBMaZeHWI pe3ynbTaToB
% coBnageHns pe3ynbTaToB
100% (92,59-100%
(95% ON) o (32, )
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4 MEPbI NMPEQOCTOPOXHOCTHU

JlabopaTtopuu, BbinonHsawwme nccnenosanms no sbissneHnio PHK SARS-CoV-2 o6a3aHbl
obecneuvBath 6e30MacHOCTb paboTbl B COOTBETCTBUM C TpeboBaHMSAMW 3aKOHOAATENbCTBA B
cdhepe caHuTapHo-anuaeMmumonorundeckoro 6narononyumsa. OpraHuzauusa pabotbl  TLP-
nabopatopuu, obopyaoBaHue U MaTepuanbl  AOXKHbl  COOTBETCTBOBATb TpeboBaHuAM
FOCT P 52905-2007, M™eToamM4yeckux ykasaHun MY 1.3.2569-09 «OpraHusauma paboTbl
nabopaTopuii, UCMONb3YKOLWNUX METOAbl aMnaAndUKauMnm HYKNEWHOBbIX KWUCAOT, nNpu paboTte C
MaTepuasioMm, coaepxawwmMm MukpoopraHmsmbl I-IV rpynn natoreHHoctu», MP 3.1.0169-20
«JlabopaTopHasa auarHoctmka COVID-19», c cobniogeHneM CaHMTapHO-3NUAEMUOSIONMYECKUX
npasun un HopMm CaHlunH 3.3686-21 «CaHuTapHo-anuaemumonornyeckme TpeboBaHMs Mo
npodunakTmke MHPEKUNOHHbIX 6onesHern».

CornacHo MP 3.1.0169-20 «JlabopatopHas amMarHoctuka COVID-19»:

OpraHusaunsa nabopatopHon anarHoctmkn COVID-19 ocywecTBnseTcs B COOTBETCTBUMU
C TpeboBaHMAMUM CAHUTAPHOro 3akKoHoAaTenbCcTBa Mo pabore ¢ MukpoopraHusmamu II rpynn
NaToOreHHoOCTH.

K paboTte c TecT-cuctemamm ana aunarHoctmkn COVID-19 B nabopatopum opraHmsaumim
AOMyCKalTCs cneuuanuctbl, AasBluMe TMUCbMEHHOe cornacvMe W npowejlme WHCTPYKTaxX,
NpoBeAEeHHbIN COTpyAHMKaMum nabopatopuii  PocnoTtpebHaasopa, MWMeEWNX CaHUTapHO-
anuaeMnosniormyeckoe 3akioveHue Ha paboTy ¢ Bo3b6yamutTensamMm MHMOEKUMOHHbIX 3aboneBaHui
yenoseka II rpynnbl NATOreHHOCT!.

CH0p KNMHMYECKOro MaTepuana n ero ynakoBKy OCyLLECTBAsSeT paboTHUK MeaANLIMHCKOWN
opraHmsauumn, obyueHHbIn TpeboBaHUAM N NpaBuiaM buonornyeckon 6esonacHocTn npu paboTe
n cbope MaTepumana, MOAO3PUTENBHOIO Ha 3apaXXeHHOCTb MuKpoopraHusmamu II rpynnbl
natoreHHocTu. Kaxabiin obpasey MaTtepuana NOMELWAOT B OTAE/bHYK TPaHCMOPTHYK €MKOCTb,
obecneunBas TpeboBaHMA B COOTBETCTBMM C Tabnmuenh HaCTOSAWMX  MEeToAMYEeCKUX
pekoMeHaauunn.

Bce o6pa3ubl, cobpaHHbie ans nabopaTopHbIX NCCNeaoBaHW, A0MKHbI pacCMaTpUBaTbCS
KaK noTeHuWasnbHO WHMEKUMOHHbIE, WU MEeAMUMHCKUIA NepcoHasn, KOTopbii cobupaetr wnu
nepeBoO3NT KAMHUYeckue obpasubl, AO/HKEH CTporo cobntogatb TpeboBaHMUS OGUONOrMYECKON
6e3onacHocTH Kak nNpu paboTe ¢ MMKpoopraHmaMamm II rpynnbl N@TOreHHOCTU.

MepeBo3ka o06pa3uoB A0/MKHA OCYLLECTBASATbCA B COOTBeTCTBMM C TpeboBaHMAMMK
CaHMTApPHOIro 3aKOHOAATENbCTBA MO OTHOLLEHUI0 K MMKpoopraHmaMam II rpynnbl naToreHHoCT!n.

Bce o6pa3subl, nony4veHHble Ans nabopaTOpHOro wWcciefoBaHUs, crieayer cumTaTbh
NOTEeHUNanbHO UHPUUMPOBAHHBLIMU, U Npn paboTe C HUMU AOMKHbI YUUTbIBaTbCA TpeboBaHUS
CaHlnH 3.3686-21 «CaHuTapHO-3NnaeMmosnormyeckue TpeboBaHus no npodunnakTuke
MHDEKUMOHHbIX 6BonesHen». MegnunHckmue paboTHUKKM, KOTOpbIE COBMpPAOT UM TPAHCMOPTUPYIOT
KNnHu4yeckne obpasubl B nabopatoputo, AOMKHbI ObiTb 06yuyeHbl NpakTuke 6e3o0nacHoro
obpauweHns ¢ buomaTtepmanom, CTporo cobntogatb Mepbl NPeAOCTOPOXHOCTM U MUCNOJSb30BaTb

cpeacTea uHamsuayanbHon 3awmtbl (CN3).
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Mpu paboTte ¢ MmkpoopraHmsamMamm I-IV rpynn natoreHHoCT Bbi6Op TuUNa 3awWMTHOro
KocTioMa (paboueli oagexabl WU CpeacTB WHAMBUAYASIbHOW 3alMTbl) NPOBOAUTCA B CTPOroM
cooTtBeTctBMM € CaHnluH 3.3686-21 n onpepenserca BMAOM BO36yamMTens, ANArHOCTUYECKUM
MeToaoM, pabouein 30HOM, ocHaweHneM ee 6okcamm 6monormyeckom 6e3onacHoOCTH.

Mpu pabote c HabopoM peareHTOB cneayeT HageBaTb OAHOpPa3oOBble nep4yaTkn 6e3
TanbkKa.

CnenyeT UCNoab30BaTb TO/IbKO HOBblE HAKOHEYHUKM 1 NPOBUpPKMN.

He ponyckaeTcs WCNo/ib30BaHME OAHUX WM Tex >Xe HaKoHeyHnkoB npu obpaboTke
pa3nnyHbIiX 06pa3uoB 6MoNorMyeckoro Matepuana.

BoigeneHne PHK cnepgyetr npoBoauTb B 6okcax 6uonornyeckonm 6e30nacHOCTH
II-IIT knacca ¢ BK/AKOYEHHbIM JlTAaMUHapHbLIM NOTOKOM. lMoaroToBky K OT-TLP ¢ ncnonb3soBaHmnemM
Habopa peareHTOB BO3MOXHO nposBoauTb B MLIP-60kcax.

3anpeuwaeTcs nepemeweHne nabopatopHoro obopyaoBaHusi, B TOM 4YMCie [03aTOpPOB,
lWTAaTMBOB, NabopaTOpHOM nNOCyAbl, XanlaToOB, rOMOBHbLIX YOOpPOB M MNp., @ TakKXe pacTBOpPOB
peareHToB U3 OAHOro NMOMELLEHNS B ApYyroe.

[o3aTopbl, wucnonb3dyemble npu pabote c HabopoM peareHToB, AO/IKHbI 6bITb
COOTBETCTBYHLLNM obpa3zom rnoBepeEHbI (B aKKpeaMToBaHHbLIX  nlabopaTopumsix) n
NpoMapKMpoBaHbl.

MoBepxHOCTN paboumx CTOJIOB, @ TakKXe MoMeWeHun, B KoTopbix nposoautcsa [LP,
cnepyet obssaTtenbHO, 40 W nocne npoBeaeHust paboT, obsydaTb C NMOMOLWbIO 6baKkTeEpUUMAHbIX
YCTaHOBOK B TeyeHune 30 MUHYT.

MNcnonb3oBaHHbIE OAHOPA30Bble MPUHAANEXHOCTM (NPOBMPKKU, HAKOHEYHWKW WU Ap.)
AOMKHbI cbpacblBaTbCs B CneumanbHbll KOHTEMHEP, coaepXallunii Ae3nHPUUNPYIOWMA pacTBop

(npn HeobxoanMMocCTK).

BHUMAHME! YTnnusunpoBaTtb 0TX0A4bl C npoayktamu MLP Heob6xoanMo ToNbKo B 3aKpbITOM BUAE.
He ponyckaeTcs oTKpbiBaTb NpobupKuM nocse aMmnandukaumm, Tak Kak 3TO MOXeT NpuBecTn K

KOHTaMuHauuu npoayktamum MUP (MY 1.3.2569-09).

Bce nosepxHocTn B nabopatopun (paboume ctonbl, WTaTMBbl, 06opyaoBaHue u ap.)
eXe[HEeBHO noaBepralT BAaXxHon ybopke C MpUMMEHEHUEM Ae3nHPUUNPYOLWMX/MOKOLWMX
CPeACTB, perfaMeHTUpPOBaHHbLIX CaHUTApPHO-3NMUMAEMUONOTMYECKMMN nNpaBuiaMm U HOPMbI
CaHluH 3.3686-21.

OTxogbl 6uomatepuana (MHPUUMPOBAHHbLIE WAWM MNOTEHUMANBHO WHMULUPOBAHHbLIE),
obpasubl nocne npobonoarotoekn m OT-TLP, obpasytowmecs B KIANHUKO-AUATHOCTUYECKUX
nabopaTtopmsax, OTHOCATCA K Knaccy B v yTunmsampylotcs B COOTBETCTBMM C TpeboBaHuAMU
CaHllnH 2.1.3684-21 «CaHuTapHo-anungemMmuonornyeckme  tpebosaHus K  coaepXXaHuto
TEPPUTOPUN TOPOACKUX WM CENIbCKMX MNOCESIeHN, K BOAHbIM 06beKkTaM, MUTbLEBOK BOAE U
NMTbeBOMY BOAOCHabXeHW, aTMocdepHOMY BO34yXy, MO4YBaM, XW/bIM MOMELLEHNSAM,
3KCMnyaTaumMn npou3BOACTBEHHbIX, 06LECTBEHHbIX MOMELeHWU, opraHu3aumm M NpoBeaEHULO

CaHMTApHO-NPOTMBO3NMAEMMYECKMX (MpoduiakTnyecknx) meponpmsatmmn» n My 1.3.2569-09.
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OnacHble KOMMNOHEHTLI B Habope peareHToB

KoMnoHeHT Habopa
peareHToB

Cmecb gna amnamndukaumm,

3ane4ataHHas napaduHoM

OnacHbI KOMMNOHEHT Yka3aHue Ha PUCKMN

HeT onacHbIX BewecTs -

OT-NMUP-6ydep HeT onacHbIX BewecTs -

®epmeHT Taq/RT HeT onacHbIX BewecTs -

BHYTpPEHHUIN KOHTPOJIbHbIN ABnsieTca 6e3onacHbIM
yTp p " A3np HaTpua meHee 0,1%

obpaszen PHK-BK "A ANd KOHeYHOoro rnosib3oBatens

MonoXUTenbHbIA KOHTPOJIbHbIN siBnsetca 6e3onacHbIM

A3up HaTtpusa meHee 0,1%
obpaszel ONS KOHEYHOro nosnb3oBaTens

Mpun pabote ¢ HabopoMm peareHTOB UCMONb30BaTb CPeACTBA WHAMBMAYANbHOM 3alUnTbI
ANa NpefoTBpaLleHMs KOHTaKTa C OpraHmM3MoM vyenoBeka. llocne okoH4YaHus paboTbl TaTeNbHO
BbIMbITb PYKW. M36eraTb KOHTaKTa C KOXEeW, rnasamm n cnnsmcror ob6onoukoin. MNMpu aBapuiHbix
CUTyauMsaX BO3MOXHO cCriefylliee: pasfpaxeHue KOXW U CAm3ucTor 060M104kuM rnas y
YYBCTBUTENbHbIX NUL, annepruyeckas peakuus. Npu KOHTaKTe MPOMbITb MOPaXeHHOE MeCTo
BOAOM M 06paTUTbLCS 3@ MEAMLMHCKOM NOMOLLbIO.
Mpn ncnonb3oBaHMKM MO Ha3Ha4YeHUIO U COBNOAEHUN Mep NPEeAOCTOPOXHOCTU KOHTAKT C
OpraHnU3MOM YenoBeKa UCKITIOYEH.
He ponyckaeTcsa ncnosnb3oBaTtb Habop peareHTOB:
— NPV HapyLeHUM YCI0BUIA TPAHCMOPTUPOBAHUS N XPaHEHUS;
—  MpW HECOOTBETCTBUM BHELLHEero BMAa peareHToB, yKa3aHHOro B nacrnoprte K Habopy
peareHToB;
—  Mpv HapyLweHuUn BHYTPEHHEN YNakoBKM KOMMOHEHTOB Habopa peareHToB;
— MO UCTEYEHUIO0 CpOoKa rogHOCTU.
MpumeuyaHune - Habop peareHTOB HE COAEPXKUT MaTepuanoB GMONOrMYECKOro MPOUCXOXAEHUS,
BELLECTB B KOHLUEHTpauusx, obnagaowmx KaHLEepOoreHHbIM, MyTareHHbIM AEeNCTBUEM, @ TaKXe BIUSIOLWNX

Ha penpoayKTMBHYIO (dYHKLMIO 4enoBeka. lpu MCNONb30BaHMM MO Ha3HAYEHUIO W COBMOAEHMM Mep

NpPeaoCTOPOXXHOCTU ABMSETCA 6e30MacHbIM.
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5 OBOPYAQOBAHUE N MATEPUAJDbI

) AHK-TEXHONOrus

Mpu pabote c Habopom peareHToB SARS-CoV-2/punn Komnnekc TpebytoTca cnegytowme

obopynoBaHue n matepuansbl:

®dacoBka S, | ®acoBka S,
Ob6opyaoBaHue, peareHTbl U pacxogHble MaTepuanbl
npobupkm CTpunbl

MLUP-6okc na na
LETEKTUPYOLWWIA aMnndumnkaTop niaHWeTHOro Tuna, Hanpumep, ATnpanm,
OTnant, AT-96 (OO0 «HMO AHK-TexHonorms») Ad Aa
AeTeKTupyloLwmin amnamdukaTtop poTopHoro Tuna, Hanpumep, Rotor-Gene Q
(QIAGEN) Aa HeT
MUKpPOLEHTpUdYyra-BopTeKkc aa na
pOTOp AN MUKPOUEHTPUQYrm-BopTEKCa A1 CTPUMOBAHHbBIX NPO6MpoK
o6vémom 0,2 mMn HeT Aa
XONOAUNBHUK C MOPO3UTIbHOM KaMepom ha ha
wTaTtmeB «pabouee MecTo» Ans Npobupok 06bEMoM 0,2 Mn unn ans
CTpPMNOBaHHbIX Npobupok o6bEMoM 0,2 Mn Ad Aa
wTaTtmeB «paboyee MmecTo» Ansd Npobupok o6bémom 1,5 mn aa Aaa
A03aTopbl MEXaHUYECKUE UNKN NNIEKTPOHHbIE O4HOKaHaJ/IbHblE C NEPEMEHHbLIM
06bEMOM, nosBonstowme otébmnpaTtb 06LEM xumakoctm 2,0-20 Mk, na na
20-200 mkn, 200-1000 Mkn
OAHOpa30Bble HAKOHEYHUKN C d)VIJ'IprOM Anga nonyaBToMaTUYeECKNX
nosaTtopos, cBoboaHble oT PHKasz n [IHKa3, o6bémom 20 Mk, 200 Mk, na na
1000 mkn
npobmpkn MukpoueHTpudyxHble 06bEMOM 1,5 MN C KpblwKaMu Aaa aa
OAHOpa30Bble NepyaTKn MegunLMHCKHNE, 6e3 TaJibKa, TEKCTYPUPOBaAHHbIE Aa Aaa
EMKOCTb Ansa cbpoca MCnonb30BaHHbIX HAKOHEYHUKOB, MPOBUPOK U APYrUX na na
pacxoaHbIX MaTepuanos
posuvpyoulee yctponcrtso ATctpum *M1 (TonbKo A/ aBTOMaAaTU3MPOBAHHOIO
[031MpOBaHus) HeT Aa

Ons B3aTnsa 1 npenobpaboTkm Matepmnana ana uccnenoBaHus un Bbligenenms HK:
6okc 6uonornyeckomn 6esonacHoctn II-111 knacca; na
TEpMOCTaT TBEpPAOTENbHbIN C TariMepoM TT-2 «TepMuT»
(000 «HMO AHK-TexHonorus», Poccua unu aHanorm4dHbin), n Nnpobmnpkm
C 3aWéNKMNBaOLWMMNCA KpblwKkamm, ceoboaHblie oT PHKa3 n [JHKas,
Hanpumep, Eppendorf Safe-Lock Tubes, na
WM TepMOCTaT TBEpAOTENbHbIN, NoAAEPXKMBAOWMNA TeMnepaTypy 65 °C, n
npobupkn MnkpoueHTpudyxHole 06bémMom 1,5 M1 € Kpbiwkamu, ceobogHble
oT PHKa3 u HKa3
anekTpuyeckmii nabopaTopHbIi acnmMpaTop C KONH60oM-N0BYLLKON 4SS na
yAaneHust HaaoCaa04HbIX XUAKOCTEN;
0AHOpa30Bble HAaKOHEYHUKKN 6e3 dunbTpa, ceBoboaHblie oT PHKa3 n 1HKas,
ANs 3neKTpmuyeckoro nabopaTopHOro acnupartopa Aa
ueHTpudyra ans npobupok o6vbéMom 1,5 mn, ¢ RCF(g) He Huxe 16000 na
MUKPOLIEHTPUYra-BoOpTEKC Aa
[03aTopbl MEXaHUYECKNE WU/ S/TIEKTPOHHbIE OAHOKaHabHble C NepPeMEHHbIM
06bEéMoM, no3sonsowme otbupartb 06bEM xumakoctu 0,2-20 Mk, na
20-200 mkn, 200-1000 MKkn
OZHOpPa30Bble HAKOHEYHUKN C PUIBbTPOM ANs NOoJSlyaBTOMaTUYeCKnX
no3saTtopos, cBoboaHble oT PHKa3 n IHKa3, o6bémom 20 Mk, 200 Mmkn, na
1000 mkn
wTaTtne «pabouyee mecTo» Ansa npobmpok o6bLEMOM 1,5 mn na
dunsnonormyecknii pactesop (ecnm Heob6xoanMMo) Ans NOATOTOBKM
oTpuUaTenbHOro KOHTPosibHOro obpasua; Aa
TpaHCnopTHas cpeaa Aaa
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) AHK-TEXHONOrus

O6opynoBaHue, peareHTbl U pacxofHble MaTtepuarbi

®dacoBka S, | ®acoBka S,
npobupkm CTpunbl

Habop/KoMNneKkT peareHToB A/ BblaeneHuns HK 13 6uonornyeckoro
MaTepunana (pekomeHayeTcs «KOMNNEKT peareHTOB ANS BblAesIeHUs
HyknenHoBbIxX kncnoT (MPOBA-HK/MPOBA-HK-MKOC))

rno TY 9398-035-46482062-2009» B komnnektauumn NMPOBA-HK,
npounssoactea 000 «HIMO AHK-TexHonormna», Poccus,

PY N¢ ®CP 2010/08867

unn «Habop peareHToB ANS BblAENEHUS HYKNENHOBbIX KUCIOT
(MPOBA-HK-S)» no TY 21.20.23-117-46482062-2020, npom3BOACTBA
000 «[HK-TexHonorua TC», Poccus, PY N2 P3H 2020/11296

nnn «Habop peareHToB 415 BblAENEHUS HYKIEMHOBbBIX KMCAOT
(NMPOBA-MY-HK-S)» no TY 21.20.23-118-46482062-2020, npo13BoaCcTBa
000 «[HK-TexHonorua TC», Poccus, PY N2 P3H 2021/15267

na
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6 AHAJINBUPYEMbBIE OBPA3Libl

6.1 MaTepuan ans uccnenoBaHums
Ona wuccnenoBaHUs UCMNONb3YHOT 6uonorMyeckuii MaTepuan 4denoBeka (Ma3ok U3
HOCOII0TKH, pOTOrnoTKMU, 6poHX0anbBEONSAPHbIN naBax, SHAOTpaxeasbHbIN,
Ha3odapuHreanbHbI acnMpaT, MOKpOTa).
6.2 OcobeHHOCTM  B3ATMA  6uomaTtepumana, B  cooTBeTctBuM ¢ MP 3.1.0169-20
«JlabopaTopHas anarHoctmka COVID-19» ot 30.03.2020.
Kaxabli obpaseL, MaTepuana noMellawT B OTAENbHYI TPAHCNOPTHY EMKOCTb,

obecneumnBas TDGGOBaHVIFI B COOTBETCTBMU C Tabnnuen metoanvyeckmx DEKOMEH,D,aLlMVI.

6.3 TpaHcnopTMpoBaHWMe W XpaHeHWe uccnegyemMoro mMaTtepuasna, B COOTBETCTBUM C

MP 3.1.0169-20 «JlabopaTopHasa anarHoctmka COVID-19» ot 30.03.2020.

Tabnuua 2- YcnoBus TpaHCNOPTMPOBaHUS U XpaHeHUst buomatepuana

Tpe6oBaHusa | TpaHcno
YcnoBua xpaHeHuUA

Twvn o6pasua Kk c6opy pTUpoBa f10 TeCTUpOBaHMS KoMmmeHTapum
maTtepuana Hue

HocornoTouHble u
opodapuHreanbHble
TaMMNOHbI A0J1XKXHbI

lMnacTtukoBble
Ma30K 13 HOCOrNoTKK npobupku u <5 pgHen: 4 °C

4 °C . 6bITb NOMELLEHbI B
1 3eBa (POTOrnoTKM) TaMMOHbI ANA >5 gHeln*: MmuHyc 70 °C OaHY N o6mm|< s
MasKoB** ynp pKy
yBenyeHus
BMPYCHOW Harpysku
N N Bo3moxHo
BbpoHxoanbBeonsipHbin | CTepuibHbIN o <48 vacos: 4 °C
o 4°C % o Heb6onblloe
naBax KOHTENHep >48 vacos*: MmnHyc 70 °C

pa3BefeHune obpasua

DHAOoTpaxeasbHbIn

acnupart, acnupat CTepunbHbIn 4 oC <48 vacos: 4 °C
HOCOI/TI0TKM UK CMbIB KOHTEeNHep >48 vacos*: MmuHyc 70 °C
M3 HOCa
Y6eaurteco, 4to
MokpoTa CTepVIJ'IvabIVI 4 oC <48 vacos: 4 °C MaTepuan nocrynaeTt
KOHTENHEep >48 vacos*: MmnHyc 70 °C U3 HMKHUX

AbIXaTeNbHbIX NyTeNn

* - Npn HEBO3MOXHOCTK obecneunTb XpaHeHne npmn MnHyc 70 °C, obpasubl XxpaHuTb Npu MmHyc 20 °C.

** — NS TPAHCNOPTUPOBKM 06pa3LI0B MCMOb3YHOT TPAHCMOPTHYIO Cpeay AN XpaHeHUS U TPaHCNOPTUPOBKM
pecnupaTopHbIX Ma3KoB UM GU3nonornyecknin pactesop (Npu ycrioBmn TpaHCNOPTUPOBKU A0 nabopaTtopum
He 6onee 24 yacos nocrne B3aTUS 06pasua) nnm Cyxon 30HA-TaMMnoH (Npu yCN0BUU TPAHCNOPTUPOBKU A0

nabopatopun He 6onee 4 yacos nocsie B3sTMS obpasua).

KoMmMmeHTapuin - PekoMeHAYyeTCs WCNoNb30BaTb TPaHCMOPTHbIE Cpedbl, CcoAepXXalme KOHCEepBaHThI,
Hanpumep, CTOP-® npounssoactea OO0 «AHK-TexHonormna TC» unu aHanornyHole, 3apermcTpmMpoBaHHbie B

YCTaAHOBJIEHHOM MNOPsAKE, NPpeAHa3sHauYeHHble A8 AasibHenwero nccnenosaHma o6pasuos Metogom [MLP.

BHUMAHME! /36eratb NOBTOPHOIr0 3aMOpa)XUBaHUs 1 oTTanBaHns obpas3LoB.
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7 NMPOBEAEHUE AHAJIN3A

BHMUMAHME! [nana3oH BWpPYCHON Harpysku Aans BupycosB rpunna u SARS-CoV-2 MoxeTt
BapbupoBaTb B LWWPOKUX Mpegenax. B cBA3M C 3TMM, Npu BbINOJHEHUW WCCNEeAO0BaHUN B
KNMHU4Yeckon nabopaTopum Cepbe3HYyl OMacHOCTb MNpeAcTaBAsieT PUCK KPOCC-KOHTaMuHauum
Mexay obpasuamMum Ha BCcex 3Tanax paboTbl, 0CO6EHHO Npu anMKBOTUPOBAHUN U BblaeneHnn PHK.
MepekpecTHass KOHTAaMWUHaUMSA BbICOKOKOMUWHLIM 6uomMaTepuasoM MOXeT nNpuBOAUTbL K

NMNoABNEHUNIO CcnOpaanyeCKnUX JTOXXHOMOOXUTEJIbHbIX PE3Y/1IbTATOB.

Ona  npeaynpexaeHus  KpOCC-KOHTaMMHaumm 6uomatepuanom B nabopartopum
peKkoMeHAYeTCS BbIMOSIHEHWE CriefyoWwmx rnpasun:

1. Heobxo0anMMo NpoBOANTb BM3YasibHYO OLIEHKY MOCTYNMBLLUEro bnuomatepunana n BbiIbpakoBKy
Bcex 06pa3uoB, ecnn cpean HUX eCTb NpobUpPKN C HAPYLUEHHOM FrepMEeTUYHOCTLIO.

2. Mo BO3MOXHOCTM BblAENATb B OTAE/bHbIM NOTOK 06pa3ubl OT NaLMEHTOB U3 CTauMoHapa C
CMMNTOMaMM OCTPON MHMPEKUNM U aHaAIM3NPOBATb UX OTAESIbHO OT OCTaNbHbIX 06pa3LoB
(buomaTepman ons CKPUHMHIA KOHTAaKTUPOBABLUMX JINL M MAUWMEHTOB C JIEFKUM TeYeHUeEM
3aboneBaHuns). PaboTy c npeanonaraeMbiMn BbICOKOKOMUIAHLIMU 0b6pa3uaMm xenaTtenbHo
BbIMONIHATL B OTAENbHOM 6okce nnm nocne paboTtbl C NnpeanosiaraeMbiMU HU3KOKOMUIAHbBIMU
obpasuamun.

3. O6s3aTenbHO BbIMOIHATL MOCTAHOBKY OTpULUATENbHbIX KOHTPOJIbHbLIX 06pa3L0oB, Ha4YMHas C
3Tana eblgeneHna PHK, B KaXXa0M npoToKose.

4, Mcnonb3oBaTbh Ha BCex 3Tanax MccnefoBaHms HaKOHEYHUKN C a3p0o30/bHbIMKU DUbTpaMu.
YeTko cobniopgaTb METOAWMKY BbIMNOSIHEHUS WCCNeAO0BaHWsl, OTKPbIBaTb MNPO6GMPKK Tuna
2nneHgopd npun noMowm nuHueTa (He AOoNyCKaTb KaCaHWM pyKM B nNepyaTke BHYTPEHHEN
YaCTM KPpbIWKW NpobUpKKN); MpU BHECEHMW peareHTOB He KacaTbCs HaKOHEYHWKOM

npobupkmn (ecnm 3To NpoM30oLWo, Cpasy 3aMeHUTb HAKOHEYHUK).

7.1 BbiaeneHne PHK

Ona sblgeneHns PHK 13 Ma3koB M3 HOCOMMOTKWM, POTOrfoTkM, 6poHX0anbBeOsSIpHOro
naBaxa, >HAOTpaxeanbHOro, HasodapuHreanbHOro acnupata, MOKpPOTbl  WCNOAb3YHOT
koMmnnekTbl/Habopbl ans BbiaeneHns PHK, 3aperncrtpupoBaHHble B PO B yCTaHOBNEHHOM
nopsiake.

BbiaeneHmne PHK npoBoasT B COOTBETCTBMU C MHCTPYKUMEN K MCNO/Ib3YEMOMY KOMMIEKTY

peareHToB.
BHUMAHME! O6bem nonyyeHHoro npenapata PHK gommkeH coctaBnsiTb He 6onee 50 Mk,

B cnyyae npumeHeHus ana BbigeneHms PHK Habopa peareHtoB MPOBA-MY-HK-S BO3MOXHO

yBennyeHmne obwéma ao 100 mkr.

BHUMAHME! lNonyueHHbii npenapat PHK Heo6xoanMo B Te4eHUE ABYX YacOB UCMOIb30BaTh A1
MOCTAHOBKM peakumn obpaTHOM TPaHCKpUNUMM 1 NOAMMEPA3HON LENHOM peakumn. [lonyckaeTtcs
OOHOKpAaTHOe 3aMopaxmBaHue Wu XxXpaHeHne npenapata PHK npu TemnepaTtype He Bblwe

MuHyC 18 °C He bonee 7 CyTOK.
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Tabnuuya 3 - Habopbl peareHTOB, BanuauvpoBaHHble Ans BblaeneHus PHK ans
AanbHenwero nccnegosanms Habopom peareHToB SARS-CoV-2/Ipunn Komnnaekc

Ha6op peareHTtoB, PY KoMmnnektauus Buomarepuan

MasKkun 13 HOCOrnoTKN,
pOTOrNOTKM, BPOHX0aIbBEONSPHbIN

MPOBA-HK naBax, sHAOTpaxeasnbHbIR,

KoMnneKkT peareHToB A/151 BblAeNeHMUs .
Ha3odapuHreanbHbliA acnupar,

HYKJ/TEUHOBbIX KNCNOT MOKpOTa
(NMPOBA-HK/MPOBA-HK-MJTKOC), NPOBA-HK
000 «HMO AHK-TexHonorusa», Poccus, (yKopoueHHas
PY N° ®CP 2010/08867 ykop

MeroaMKa Ma3KKn 13 HOCOrNMOTKN, POTOrNOTKM

B COOTBETCTBMM
c NMpunoxxeHnem A)

Habop peareHTOB AN BblAeNEHUS
HyknenHoBbix kncnot (MPOBA-HK-S),
000 «[HK-TexHonorua TC», Poccus,

PY N¢ P3H 2020/11296

Habop peareHTOB AN BblAeNeHMUS
HyknenHoBbIxX kncnot (MPOBA-MY-HK-S),
000 «[HK-TexHonorua TC», Poccus,

PY N¢ P3H 2021/15267

NMPOBA-HK-S Maskun 13 HoCcornoTKu, poTOr/I0TKU

MPOBA-MY-HK-S Ma3Ku 13 HOCOrNoOTKN, POTOrNOTKMU

7.1.1 OcobeHHOCTM npenobpaboTku 6GuoMmaTepuana Ans MOCIEAyHLWEro WCCIeAoBaHusa C

npuMmeHeHnem Habopa peareHToB SARS-CoV-2/Ipunn Komnnekc

BHMMAHME! B xoae NOArOTOBKM Ma3KOB M3 HOCOMNOTKM W 3eBa (POTOr/IOTKM), B3SATbIX B
npobupKy € TpaHCNOpPTHOM cpeaon, obpasuos 6pOHX0aNbBEOASPHOro NaBaxa, SHAOTPaxeanbHOoro,

Ha3odapuHreasbHOro acnuparta npeasaputenbHoe LueHTpudyrnposaHne He TpebyeTcs.
Ons Bblaenernsa ncnonb3yetcs 100 mkn obpasua.

7.1.2  WNcnonb3oBaHMe KOHTPOJIbHbIX 06pa3L0OB Ha 3Tamne BblAeNeHUss HYKNENHOBbIX KUCNOT

BHYTpeHHMIA KOHTPOJIbHbIN 06pasel

ONna  NCKAIYEHUS JNIOKHOOTPpUUATENbHbIX pe3ysbTaToB WCCNeAOBaHUS W KOHTPONs
KayecTBa mccnenoBaHus obs3atenbHo AobaBreHne BHYTPEHHEro KOHTpPoJibHOro o6pasua B
KNIMHUYeckmne obpasLubl Ha 3Tane BblAENEHNS HYKITEMHOBbLIX KMCOT.

B kauecTBe BHYTpeHHero KOHTposibHOro obpasua npu BblgeneHmn PHK Heobxogumo
MCMOMb30BaTb BHYTPEHHUN KOHTPOJIbHbIA o6pasey PHK-BK "A" n3 Habopa peareHToB
SARS-CoV-2/I'pnnn Komnnekc.

PHK-BK "A" cnegyet ncnonb3oBatb B o6beMme 10 Mkn Ha o6paseu.

MpuMmeuyaHune - BHYTPEHHUI KOHTPONbHbLIN 06pa3ey (PHK-BK) n BHYTpeHHWIN KOHTPONbHLIN 0b6pa3el,
(AHK-BK) n3 komnnekTa peareHTtoB MPOBA-HK npu BbiaeneHnmn PHK He ncnonb3ytoT.

OTpuuaTenbHbI KOHTPOJIbHbIW O6paseL

ONna  vCKIoUeHna NTIOXKHOMOMOXKUTENbHbLIX pe3y/ibTaTOB MCCNefoBaHUS W KOHTPOns
KayectBa wuccnenoBaHus ob6sa3aTenbHO WCMNOMb30BaHWE OTPULLATENIbHONO KOHTPOJIbHOIO
ob6pasua c 3Tana BblaeneHns HyKJ1eMHOBbIX KMUCOT.

Ha >sT1ane BblaesieHns HYK/TEeMHOBbIX  KUCAOT  obsA3aTenlbHO  MOArOTOBUTL
oTpMUaTesibHbIA KOHTPOJIbHbIN O6pasel 1 MpoBecTU €ro 4yepes3 BCe 3Tanbl BblAe/IEHUS

OAHOBPEMEHHO ¢ BblaeneHnem PHK n3 knmHmnuyeckmnx obpasuos.
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B kayecTBe OTpMUATENbHOrO KOHTPOSILHOrO 06pa3sua peKoMeHAYeTCs WCNob30BaTb
¢usmnonornyeckmii pactsop B 06bEMeE, yKazaHHOM B MHCTPYKLMM K KOMMEKTY peareHToB Afs
BblAENEHNS HYKNEUHOBbLIX KWUCMNOT, WMAM OTpUUATENbHbIA KOHTPOJbHbIV 06pasel, BXOAAWMA B

COCTaB COOTBETCTBYIOLWEro KOMMJiIeEKTa peareHTos.

7.2 MoaroToBKa M NpoBeAeHME peakunn 06paTHON TPAHCKPUMNLMM U MOAMMEPA3HOW LIEMHOM

peakuunm

BHUMAHME! lNpn npoBeaeHnn Bcex Mnocrenylowmx AeNcTBuin cneayet nsberatb BO34eNCTBUSA

NPSIMbIX COMTHEYHbIX ly4eil Ha NpobMpKM CO CMecblo ANns amnambukaumm!

BHMMAHME! [pn wncnonb3oBaHMM Habopa peareHTOB B  BapuaHTe  UCMNOJSIHEHUS
«®dacoBka S, cTpunbl», CTporo cobnaate KOMMAEKTHOCTb CTPUMOB UM KPbIWeK K HUM.

He ncnonb3oBaTb KPbIWKK K CTpUNaM u3 4pyrmx Habopos peareHTos!

7.2.1 T[pomapkupynTe no ogHon npobupke/cTpunoBaHHOK Mpobupke CO CMecbio A4
amnnudukaumm, 3anedyaTaHHoOn napaduHOM, ANS KaxAaoro uccneayeMmoro obpasua,
oTpuLaTeNbHOro KOHTPObHOro obpa3sua (K-) n NnonoXnTenbHOro KOHTposibHOro obpasua
(K+).

Mpumep: Heobxogmmo npoaHanusmpoBaTb 6 06pa3uoB. HyxHO npomMapkmpoBaTb 6 npobupok Ans

nccneayemblx 06pasuoB; oaHy Npobupky ans «K-» un ogHy npobupky gna «K+». Obwee KONM4eCTBO

npobupok — 8.

7.2.2 TwaTenbHo rnepeMewanTte Ha MUKPOLEHTpUdyre-BoOpTeEKCE COAEPXKMUMOE NpPobUpoK
«OT-MNUP-6ydep» n «depmeHT Taq/RT» n ueHTpudyrupymnte B TeyeHue 3-5cC Ha

MUKpOLEHTpUdyre-sopTeKkce.

BHUMAHME! ®epMmeHT Tag/RT Heobxogmmo pgoctaBaTb W3 MOPO3UNIbLHOW  KaMepbl

HenocpeaCcTtBeHHO nepea Ucrnosib3oBaHNeM.

7.2.3 TpurotosbTe cMmecb OT-TMUP-6ydepa ¢ ¢pepmeHToM Taq/RT. CMmewanTte B OTAENbHOWN
npobupke:
o 15 x (N+1) mkn OT-TLUP-6ydepa;
o 0,5 x (N+1) mkn depmeHTa Taq/RT,
roe N — KonnM4yecTBo NPOMapKMpPOBaHHbIX NPOBUPOK C yueToM «K-» n «K+>»,
Mpnumep: Heobxoaumo npoaHanuampoBaTb 6 o06pasuosB. [MpoMapkuMpoBaHHbIX Npobupok - 8. HyxHO
npurotoButb cmecb OT-MNLP-6ydepa ¢ dpepmeHTom Taq/RT ansa 9 (8+1) npobupok, T.e. 135 mkn OT-MLP-
6ydepa + 4,5 mkn dpepmeHTa Taq/RT.

BHUMAHME! lNpu B3aT1N dbepmeHTa Taq/RT He06X0AMMO NOrpyxaTb HAaKOHEYHUK He bonee yem
Ha 1,0 MM 1 cobntoaaTb nNpaBuia A03MPOBAHUS BA3KUX XMAKOCTEN. TlaTeslbHO CMbITb OCTaTKu

depmeHTa Taq/RT ¢ HaKOHEYHMKA NUNETUPOBAHNEM HE MeHee 5 pas.

7.2.4 TwaTenbHO nepeMelante Ha MUKpoueHTpudyre-BopTekce coaepxumoe npobupkm c
npurotoBneHHon cmecbto OT-TMUP-6ydepa n dpepmenta Taq/RT u ueHTpudyrmpymnte B
TeueHue 1-3 ¢ Ha MmkpoueHTpudyre-sopTekce.

CMecCb MOXHO XpaHuUTb npu Temnepatype oT 2 °C go 8 °C He 6onee ogHOro yaca.
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7.2.5

7.2.6

JobaBbTe B Kaxayto npobupky, He noBpexaas cnoh napaduHa, no 15 Mmkn cmecu
OT-NuP-6ydepa c depmeHToM Tag/RT.
BcTpsixHuTe npobupku C uccrnegyembiMm obpasuaMm M KOHTPOSIbHbIMM ob6pasuamu B

TeyeHue 3-5 ¢ n ueHTpudyrupyite B TedeHne 1-3 ¢ Ha MUKpoLeHTpudyre-sopTeKce.

BHMUMAHME! [1n4a npepoteBpalleHna KOHTaMUHauUMu cnepyet neped sHeceHueM PHK oTkpbiBaTh

KPbIWKWN TOJIbKO TEX I'IpOGVIpOK/CTpVII'IOB, B KOTOpblE 6y,u,eT BHOCUTbCS OaHHbIN O6p63€LJ,, n

3aKpbiBaTb WX Nepea BHECEHMEM cCneayroulero. 3aKprBal71Te I'IpO6VIpKM/CTpVII'IbI MAOTHO.

Mpenapatbl PHK 1 KOHTpoNbHble 06pa3subl cneayeT BHOCUTb HAKOHEYHMKAMK C DUSIbTPOM.

7.2.7

7.2.8

7.2.9

7.2.10

7.2.11

BHecuTe, He noBpexaas cfnol napaduHa, B COOTBETCTBYHOWME npobupku ans
nccneagyembix o6pasuos no 10 Mk nonydeHHoro n3 obpasuos npenapata PHK.
BHecnTe, He noBpexaas cnon napaduHa, B NpobUpKy, MPOMapKMpoBaHHYl «K-»,
10 MK OTpuLaTenbHOro KOHTPOBHOro obpasua, npoweawero stan sbiaeneHus PHK.
BHecnTe, He noBpexaas cnor napaduHa, B NpobUpPKY, MPOMapKMPOBaAHHYI «K+>»,
10 MK NONOXUTENbHOrO KOHTPOABHOro obpasua.

LeHTpudyrmpyiite npobupkn B TedeHue 3—5 ¢ Ha MukpoueHTpudyre-sopTekce (npwm
ncnonb3oBaHum ana nposeneHms MLUP npubopa Rotor-Gene Q ueHTpudyrmpoBaHme He
obs3aTensHo).

YcraHoBuTe BCe Npobupkn B 6/10K AeTekTupyrowero amnnmdpukatopa u nposeagute OT-TLP
C yyeToM 06bEMa peakLUMOHHOM cMecK, paBHoro 40 MK/, No NporpaMme amnandunkauum,

npueeaéHHoln B Tabnnuax 4, 5.

Tabnuuya 4 - lNporpaMma amMnavduKaumMn ans AETEKTUPYHOWMX aMNINGUKaTOpoB

«ATnpanm», «ATnant», AT-96

N° Yucno Pexxnum ontnyeckux
Temnepatypa, °C MWH C . Tun 6noka
6noka LMKNOB M3MepeHUN
1 35 20 0 1 Linkn
2 95 5 0 1 Linkn
94 0 10
3 5 Lnkn
64 0 10 v
94 0 5
4 45 LUmkn
64 0 10 v
5 80 0 1 1 LUmkn
6 10! | | l XpaHeHue XpaHeHwue
V - PeXUM OMTUUYECKMUX U3MEpPEHN

1 - nonyckaertca xpaHeHue npu TeMnepaType 25 °C
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Tabnuuya 5- MNMporpamma amnandukaumm ana npubopa Rotor-Gene Q

Ne Temnepatypa, °C Bpems Konnyectso UKMKIIOB
/Cycling /Temperature /Hold Time, sec /Cycle Repeats
Cycling 32 deg 1200 1 time
Cycling 2 95 deg 300 1 time

94 deg 10
Cycling 3 50 times
60 deg vV 15
V - peXuM ONTUUYECKUX U3MEPEHUII, YCTaHOBUTb M3MepeHue dnyopecteHumnn (Acquiring) no KkaHanam
Green (Fam), Yellow (Hex), Orange (Rox) u Red (Cy5) npu 60 °C

MpuMmeyaHns:

1. MpoAaykTbl aMnAnduKaumm MOXHO XpaHuUTb Npu TemnepaTtype oT 2 °C go 8 °C B TeueHwe 04HOro
Mecsaua nnu npu temnepatype MmHyc 20 °C B TeueHue 12 mMecsueB.

2. MapameTpbl, KOTOpble BBOAST MpPM CO34aHMM HOBOro TecTta (MporpamMma amnaudukauuu,
NCcnonb3yeMble KaHasnbl AeTekunun, 06bEM peakUMOHHOM cMecu 1 T.n.) B npubopax cepum AT, MOXHO
3arpysuTb B BMAe rotoBoro gamnna.

Ons ypobcrea paboTbl npu nepsom nposeaeHum OT-TLP 3arpy3sunTte yctaHoBOYHbIN ann «SARS_Influ» gns

paboTtbl c Habopom peareHToB SARS-CoV-2/I'punn Komnnekc.

Mpu nocneaytowmnx nocTtaHoBkax pobaBbTe B npoTtokon TecT «SARS_Influ», ykaxXute KOAMYECTBO WU

naeHtTndurkaTopbl 06pasyoB, B TOM 4McCie OTPULATENBHONO M MOIOXUTESIbHOrO KOHTPOJIbHbIX 06pasLos,

OTMETbTE pacnonoXeHne NpobmMpok Ha MaTpuue TepMoboka B COOTBETCTBUM C UX YCTAHOBKOWM U NpoBeauTe

OT-Mnuyp.

dann SARS_Influ MOXXHO ckayaTb C cailiTa koMmnaHun www.dna-technology.ru.

7.3 MoarotoBka 1 NpoBeAeHNE peakummn obpaTHOM TPaHCKPUMLUUN U MOJIMMEPA3HONM LEenHon
peakumn C Mcnosb3oBaHMeM Ao3upytowero ycrponcresa ATcTpum (Tonbko ana Habopa

peareHToB B BapuaHTe UcnonHeHusa «dacoBka S, CTpUnbI»)

BHUMAHME! lNpun npoBeaeHnn Bcex Nocneaylowmx AeNCTBUIA cneayeT nsberatb BO34ENCTBUS

MPSAMbIX COSTHEYHbIX Sly4en Ha NpobupkM co cMecbto Ans amnamdukauymm!

BHUMAHME! [pn wucnonb3oBaHuM Habopa peareHToB CTporo cobnofaTb KOMMNEKTHOCTb

CTPUMOB M KpbileK K HAM. He ncnofnb30BaTb KPbIWKW K CTpMNaM U3 Apyrux HabopoB peareHToB!

7.3.1 T[lpoMapkumpynTe no OAHOW CTpuUNoBaHHOM Npobupke co cMecbio Aas amnandukauumn,
3aneyaTtaHHOW napaduHOM, AN Kaxaoro uccnegyemoro obpasua, oTpuuaTesnbHOro
KOHTposibHOro obpasua (K-) n NonoXmnTenbHOro KoHTpoabHoro obpasua (K+).

7.3.2 TwaTtenbHoO nepeMellanTe Ha MUKPOLEHTpuUdyre-sopTekce cogepxxmmoe npobmpok
«OT-MuUP-6ydep» n «d®epmeHT Taq/RT» u ueHTpudyrnpymnte B TeueHme 3-5cC Ha

MUKpPOLEHTpUdyre-sBopTeKce.

BHUMAHME! ©®epmeHT Taq/RT HeobxoamMo goctaBaTb W3  MOPO3WIbHOWM  KaMepsbl

HenocpeaCcTBeHHO nepea MCcnosib3oBaHMNEM.
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7.3.3

MpurotoebTte cMecb OT-TMLP-6ydepa ¢ pepmeHToM Taq/RT. Cnegyinte ykasaHusm MO
Aosupyouiero ycrporcrea ATCTpuM, nnm cMewanTe B OTAENbHOM Npobupke:

D 15 x (N+1) mkn OT-NMLUP-6ydepa;

) 0,5 x (N+1) mkn depmeHTa Taq/RT,

rae N — KOJIMYECTBO UCCNeAyeMbIX 06pasLoB C YYETOM «K-» U «K+»,

BHMUMAHME! lNpu B3aTUM pepmeHTa Taq/RT HE06X0ANMO NMOrpyXaTb HaKOHEYHUK He bonee yeM

Ha 1,0 MM 1 cobnopatb npaBu/ia A03NPOBaHUNA BA3KUNX Xunakocrten. TwaTtenbHO CMbITb OCTaTKU

depmeHTa Taq/RT ¢ HaKOHEYHMKa NMNETUPOBAHUEM HE MeHee 5 pas.

7.3.4

7.3.5

7.3.6

7.3.7
7.3.8

7.3.9

TwaTtenbHO MNepeMellanTe Ha MUKPoLEeHTpudyre-BopTeEKCE COAEPXKMMOE MNPOBUPKKU C
npuroToBneHHon cmecobto «OT-MLP-6ydep» n «depmeHT Taq/RT» 1 ueHTpudyrmpymnte
B TeyeHune 1-3 C Ha MUKpoLUeHTpudyre-sopTekce.

CMecb MOXHO XpaHUTb npu TemnepaTtype ot 2 °C go 8 °C He 6osiee ogHOro 4aca.
BcTpaxHuTe npobupkn C uccneayembiMm obpasuamMu U KOHTPOsSbHbIMKM obpasuamu B
TeyeHue 3-5 C Ha MMKpoOUEHTpUdyre-sopTekce n LeHTpudyrmpynte B TeyeHme 1-3 c Ha
MUKpOLLeHTpUdyre-BopTeKce.

YctaHoBuTe npobupku: co cmecbto <«OT-MUP-6ydep» wn «depmeHT Taq/RT», ¢
nccnegyembiMm obpasuaMm U KOHTPOSIbHbIMM 0bpa3uamMu, a TakxXe CTpuMbl CO CMeChHo
ana amnnndukaummn Ha pabouunii cton ATCTpyuM 1 npoBeauTe A03MPOBaHUE KOMMOHEHTOB
COrnacHoO pyKoBOACTBY MO 3KCryaTauuu.

3aKpoKTe KpbIWKK CTPUMOB.

LleHTpndyrnpymnte ctpunbl B TedyeHue 3-5 C Ha MUKpoueHTpudyre-sopTekce Manm Ha
LueHTpudyre ansa MmmkpornsaHwet 96 nyHok npu RCF(g) 500 B Teuenune 30 c.
YctaHoBuTe CcTpunbl B 610K AeTeKTUpYoWwero amnandgukatopa n nposeamte OT-MLP c
y4yeToM 06béMa peakuMOHHOW cMecu, paBHoro 40 MK/, No NporpaMmme aMnnmdukaumm,

npmeeaéHHon B Tabnuuye 4 (cm. 7.2.11).

PEFTMCTPALUUA PE3YJIbTATOB AMIJTIMOUNKALIUN

Perncrpauusa curHana ¢payopecueHumm npoBoanTcs NpnbopoM aBTOMaTUUYEeCKN BO BpEMS

amnnudukauumn. OdopmaeHme NpoTokona U aHanu3 pesysbTaToB NPOBOAUTCS B COOTBETCTBUM C

MHCTpyKUunen Kk npubopy.
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9

9.1

9.2

YYET PE3Y/IbTATOB PEAKLIUMN

YUéT pe3ynbTaToB OCYLECTBASETCS aBTOMATMYECKM C MOMOLLbD MPOrpaMMHOIo
obecneyeHnsi, NOCTaBNISIEMOro C AETEKTUPYOLWMM aMnandukaTopoM. WHTepnpeTauus

pe3ynbTaToB NPOBOAUTCS B COOTBETCTBUM C Tabnvuamn 7,8.

Pe3ynbTaTbl MOCTAaHOBKW BanuAHbl, €CNuW BbIMOJHAKTCA YCNOBUA WHTepnpeTaumm

pe3ynbTaToB, NONYYEHHbIX A5 KOHTPOsSbHbIX 06pa3uos (Tabnuua 6).

Tabnuua 6 - NHTepnpeTauus pe3ynbTaToB UCCNEA0BAHUA KOHTPOSIbHbIX 06pa3LoB

KaHan gerekuumn

Fam/Green Hex/Yellow Rox/Orange Cy5/Red

UHTepnpeTauuna pesynbTaTta

Mono)xutenbHblii KOHTPOJIbHbIN 06pasel

Cp/Ct ykasaH

Cp/Ct Cp/Ct ykasan | Cp/Ct ykasaH Pe3ynbTaT NONOXUTENBbHbLIN
He yKasaH Pe3ynbTaTbl NOCTaHOBKM BannaHbI

OTpMuaTenbHbl KOHTPOJIbHBbIA 06pasey

Cp/Ct
HE yKa3aH HE yKa3aH HE yKa3aH Pe3yanaTb| MOCTAaHOBKW Ba/TUAHbI

Cp/Ct ykasaH Cp/Ct Cp/Ct Pe3ynbTaT oTpuLaTenbHbIN

9.3

9.4

9.5

9.6

B 6uonorndeckmx obpasuax, cogepxawmux PHK BupycoB, BbisBisieMbix Habopom
peareHToB, AETEeKTUPYLWMA aMnanduUKaTop pPerucTpupyeT 3KCMOHEeHLUManbHbIA poCcT
YpOBHA yopecueHuMn no COOTBETCTBYOWEMY KaHany getekuum (Fam/Green,
Rox/Orange nnn Cy5/Red) (Tabnnubl 7, 8).

B 6uonornyeckmx obpasuax, He copepxawmx PHK BupycoB, BbisiBASieMbiXx HabopoM
peareHToB, M B OTpMLATENIbHOM KOHTPO/IbHOM 0bpa3sue AeTEeKTUPYHOLWMIA aMnandmkaTop
perncTpupyeT 3KCnoHeHLUManbHbIN POCT YPOBHS (hayopecueHumn no KkaHany Hex/Yellow
(BHYTPEHHWI KOHTPOJIbHbLIN 06pasel), 3KCNOHEeHUWasbHbIA POCT (NyopecueHuumn no

kaHanam Fam/Green, Rox/Orange n Cy5/Red oTcyTcTBYeT.

Pe3ynbTaT oueHMBaeTCs NporpamMMon Kak HedoCTOBEpPHbIN (HA) B Cny4dae OTCYTCTBMSA
SKCMOHEHUKNanbHOro pocra ypoBHA dnyopecueHUuMn ans cneumduryeckoro npoaykra
(no kaHanaMm Fam/Green, Rox/Orange n Cy5/Red) n ans BHyTpeHHEro KOHTPOSbLHOIo

obpasua (no kaHany Hex/Yellow).

HenoctoBepHbI pe3ynbTaT MOXET ObiTb Bbi3BaH MNPUCYTCTBUEM WHIMOUTOPOB B
npenapate HYK/IENHOBbLIX KWCIOT, MOJYYEHHOM W3 OMOSIOrMYecKoro MaTepuana;
owmnbkamMmn nNpeaHaIMTUYECKOro 3Tarna, HEBEPHbIM BbIMOJIHEHMEM MPOTOKOSA aHanmsa,
HecobniogeHMeM TeMnepaTypHoOro pexuma amnandukaumm wu gp. B aTtoM cnydae
Tpebyetrcas nnbo NOBTOpPHOE BbliAENEHME nMpenapaTa HYKAEUHOBbIX KucaoT, nmbo

MOBTOpPHOE B3ATME BUonormyeckoro matepmana (BbIMONHAETCS NOCAeA0BaTEeNbHO).
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Tabnuuya 7 - WNHTepnpeTaumsa pesynestatos MLUP

) AHK-TEXHONOrus

Kanan petekuum
UHTepnpeTauma pesysibTata
Fam/Green Hex/Yellow Rox/Orange Cy5/Red
AHanusupyembie o6pasubl
Cp/Ct ykasaH He Cp/Ct Cp/Ct O6Hapy)xeHa !’HK
YyUuTbIBaETCS He yKasaH He yKasaH Influenza A virus
Cp/Ct He Cp/Ct O6Hapy>xeHa PHK
He yKasaH y4nTbiBaeTCcH Cp/Ct ykasan He yKasaH KopoHaBupyca SARS-CoV-2
Cp/Ct He Cp/Ct Cp/Ct ykasaH O6Hapy)xeHa ?HK
He yKasaH YyUuTbIBaETCS He yKasaH Influenza B virus
Cp/Ct Cp/Ct ykasaH Cp/Ct Cp/Ct He obHapyxeHa PHK
He yKka3aH He yKasaH He yKasaH BbISIB/ISEMbIX BUPYCOB
HepocroBepHbIli pe3ynbTar.
Tpebyetcs nnb6o NnoBTOpHOE
Cp/Ct Cp/Ct Cp/Ct Cp/Ct BblageneHune npenaparta PHK,
He yKa3aH He yKasaH He yKasaH He yKa3aH 160 NOBTOPHOE B3SITUE
6uonornyeckoro matepuana
(BbIMONHAETCA NocnefoBaTeNbHO)

Tabnuuya 8 - [pyrue BO3MOXHble pe3synbTaTthl MLUP

KaHan perekuumn

UHTepnpeTtaumna pesynbtaTta

Fam/Green Hex/Yellow Rox/Orange Cy5/Red
AHanusupyembie o6pasubl
O6Hapy)xeHa PHK
He Cp/Ct Influenza A virus,
Cp/Ct ykazau yuuTbIBaeTCA Cp/Ct ykazaH He yKasaH o6Hapy)xeHa PHK
KopoHaBupyca SARS-CoV-2
O6Hapy)xeHa PHK
Cp/Ct He Influenza B virus,
He yKasaH yuuTbIBaeTCA Cp/Ctykasau | Cp/Ct ykasaH o6Hapy)xeHa PHK
KopoHaBupyca SARS-CoV-2
O6Hapy>xeHa PHK
He Cp/Ct Influenza A virus,
Cp/Ct ykazau yuuTbIBaeTCs He yKasaH Cp/Ct ykazau o6Hapy>xeHa PHK
Influenza B virus
O6Hapy>xeHa PHK
Influenza A virus,
He o6Hapy)xeHa PHK
Cp/Ct ykazau yunTbiBaeTCH Cp/Ctykasau | Cp/Ct ykasaH Influenza B virus,
o6Hapy>xeHa PHK
KopoHaBupyca SARS-CoV-2
9.6 Mpn  oTCcyTCTBUM MONOXUTENbHOro  pe3dysabtaTta  (3KCMOHEHUMANbHOro  pocTa
dnyopecueHunmn no kaHanam Fam/Green, Rox/Orange n Cy5/Red) B nonoXxuTenbHOM
KOHTpPOJSIbHOM ob6pa3ue pe3ynbTaTbl BCEM NOCTAHOBOYHOM cepumn 6pakytoT.
9.7 Mpn HaNMYMKM NONOXMUTENBHOIO pe3ynbTaTa (3KCMOHEHUMaNbHOIro pocTa diyopecueHumnm

no kaHanam Fam/Green, Rox/Orange wnan Cy5/Red) B oTpuuateNbHOM KOHTPOJSIbHOM

obpasue (K-), pe3ynbratbl BCEM NOCTAHOBOYHOM cepumn 6pakytoT. B aTtom cnyuae

Heobxoanmo npoeeaeHme crneunanbHbIX MGpOI'IpVIFITVIVI Ana BbldABNEHUA N YCTpaHEeHUA

BO3MOXHOW KOHTaMMHaUNMW.
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BHUMAHME! [lpn wuHTepripeTauun pe3ynbTaToOB WCCe[0BaHUA pEeKOMeHAYETCHd MNPUMEHATb
TpeboBaHnsa BpeMeHHbIX pekoMeHaauuin no nabopaTopHOM AMarHoCTUKE HOBOM KOPOHABUPYCHOM

nHdekumn, BbiaBaHHon 2019-nCoV.

MpepynpexxaeHusn

EAWHWYHBINA OTpuUaTenbHbIM pe3ynbTaT uccieaoBaHus, ocobeHHO ecnun 3To obpasel mn3
BEPXHUX AbIXaTeNbHbIX NyTeN, HEe UCKNoYaeT MHDEKLNN.

OTpuuaTenbHble pe3ynbTaTbl HE AOMXKHbI UCMOAb30BAThbCA B KayecCcTBE €AMHCTBEHHOM
OCHOBbI ANS NPUHATUSA pELIEHUs O SIeYeHUM NaUNEHTOB.

Mpn NONy4YeHUU NONOXUTENbHbIX pPe3yfibTaToB Ha KOpoHaBupyc SARS-CoV-2 Ha nobom
M3 3TanoB AMArHOCTUKM WHbOpMaUMSA HeMeasIeHHO HamnpasfiseTcs B pernoHasnbHble OpraHbl
PocnotpebHaa3opa n LeHTpanbHbili annapat PocnoTpebHaasopa.

Ecnn ansa 6uonormyeckoro obpasua perncTpupyeTcsl pocT ypoBHS dyopecueHumMn ans
cneunduyeckoro npoaykra paHee 25 uukna no Cp (Cp meHee 25 mnu Ct mMeHee 22), To 3TO
rOBOPUT O BbICOKOM NepBOHa4YanbHON KOHLUeHTpaumm PHK cooTBeTcTBylOLlEro BO36yauTens.
B naHHOM cnyyae BO3MOXHO MOJIyYeHME JNOXHOOTPpULATENbHOrO pe3ynbTata MnNpu  MUKCT-
nHduunposaHum ana so3byautens, PHK KOTOporo npmcyTCTBYET B HU3KOM KOHUEHTpauun. Ons
NCKIOYEHNSA NTOXKHOOTPULATENbHbLIX pPe3y/1bTaTOB peKOMeHAYeTCs MoBTOpHO nposectn OT-MLP
Ansa BblaeneHHoro npenapata PHK ¢ ncnonb3oBaHmem Habopa peareHToB AN MHAMBUAYANbHOMO
BbISIB/IEHWS COOTBETCTBYHOLLEro Bupyca. Bonpoc MMKCT-UHOULMPOBAHUS N3YYEH HEe[O0CTaTO4YHOo,
ncxoass M3 HebonblIOro KoamyecTBa Ony6AMKOBaHHLIX SIMTepaTypHbIX AaHHbIX, COBMECTHOEe
nHunumpoaHume Influenza (A nnnm B) n SARS-CoV-2 MmoxeT BcTpeyatbcs B 0,5- 5% cnyuaes,

yBenn4ymnBadaCb C BO3paCtoM NauMeHTOB.
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10

10.1
10.1.1

10.1.2

10.1.3

10.2
10.2.1

10.2.2

10.2.3

10.3
10.3.1

10.3.2

10.3.3

10.3.4

TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCIMJTYATALNA

TpaHcnopTupoBaHue

TpaHcnopTupoBaHne Habopa peareHTOB OCYLWECTBAAOT B TEPMOKOHTeNHepax C
Xnafo3dfieMeHTaMn  BCEMUM  BWAAMM  KPbLITOrO  TpaHCnopTa npu  TeMmnepartype,
COOTBETCTBYHLEN YCNOBUSAM XpaHEHUS KOMMOHEHTOB Habopa, B TeyeHWe BCEro cpoka
roAHOCTW.

JonyckaeTca TpaHCNoOpTUpOBaHWE B TEPMOKOHTENHepax C X/JaA03d/eMeHTaMun npu
TeMnepaTtype BHYTpu TEpMOKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.

Habopbl peareHTOB, TpaHCMOPTUPOBaHHbIE C HapyLleHWeM TeMrnepaTypHOro pexmma,

NMPUMEHEHUNIO HE NogneXxart.

XpaHeHue

Mpobupkun/cTpunbl Co cMecbio Ans amMnaudukKauum, 3anedaTaHHoW napaduHOM,
OT-MUP-6ydep, BHYTPEeHHMIN KOHTPOMbHbIN obpa3sey PHK-BK "A" U NOnoXuTenbHbIl
KOHTPONbHbIN 0bpa3el cnefyeT XpaHUTb B XONOANIbHUKE UK XONOANIbHOM KaMepe npu
Temnepatype ot 2 °C no 8 °C B TeyeHMe BCEro Ccpoka roagHoCTu Habopa peareHToB.
Mpo6upku/CcTpunbl Co CMeChIo Ans aMnanduKkaumm, 3anedaTaHHoi napaduHomM, cneayet
XPaHUTb B 3alMLWLEHHOM OT CBETa MecTe.

®epMeHT Taqg/RT cneayeT XpaHuTb B MOPO3UIbHOM KaMepe npu TemnepaTtype
OoT MMHycC 18 °C go MnHyc 22 °C B TeYeHMe BCEro Cpoka rogHoCcTn Habopa peareHToB.
Habopbl peareHTOB, XpaHUBLUMECS C HapYyLWEeHWEeM pernameHTUPOBaHHOIO pexuMa,

NpUMEHEHUNIO HE noanexart.

YKasaHug No aKcnayataumm

Habop peareHTOB A0/KEH NPUMEHATLCSA COrNacHO AEACTBYIOLWEN BEPCUN YTBEPXKAEHHOMN

WHCTPYKUMM MO NPUMEHEHMUIO.

Ons  nonyyeHuMss [LOCTOBEPHbIX pe3ysbTaToOB HeobxoamMMmo CTporoe cobntogeHue

WHCTPYKLUMM MO NpUMeHeHnto Habopa peareHToB.

Mocne BCKpbITUA YMaKOBKM KOMMOHEHTbl Habopa peareHTOB CrefyeT XpaHuUTb Mpwu

cneayrwmx ycnoBusax:

o npobupku (CTpunbl) CO CMecblo Ana amnandukaumm, 3anedyataHHON napaduHomMm,
OT-NMuUP-6ydep, BHYTPEHHUA  KOHTPOSbHbIM  obpazey PHK-BK "A" u
NOSIOXUTENbHbIN KOHTPOJIbHbIN 0bpasel cneayer XpaHuTb B XOA0AMNbHUKE UK
xonoamnbHOM Kamepe npu temneparype ot 2 °C go 8 °C B TeueHmne BCero cpoka
rogHocTn Habopa peareHToB. Mpobupku (CTpunbl) CO CMecbto A8 amnandukauun,
3ane4yaTtaHHolM napadurHOM, crefyeT XpaHuTb B 3alUMLLEHHOM OT CBeTa MecTe;

o depmeHT Taq/RT cnegyer xpaHuUTb B MOpPO3WIbHOW KaMepe MNpu TemnepaTtype
OT MMHYC 18 °C po MuMHyc 22 °C B TeyeHMe BCero Cpoka rogHoctu Habopa
peareHToB.

HaGOpr peareHToB C UCTEKLUMM CPOKOM roaHOCTU NMPUMEHEHNIO HE noanexar.
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YKA3AHUA NO YTUIN3ALUMNU

Mpu wncnonb3oBaHum Habopa peareHTOB B K/MHWUKO-AMArHoctuyeckon nabopartopumn
obpasylTca oTxoabl knacca B, KoTopble YTUAM3UPYIOTCAS B COOTBETCTBUM C
TpeboBaHnamm CanlnH 2.1.3684-21 n My 1.3.2569-09.

Ha6opb| peareHToB, Npuwealmne B HeNpUrogHocTb, B TOM YHUCJ1€ B CBA3U C UCTEYEHUEM

CpoOKa roAHOCTWU, MOBpexAeHWeM YMakKoBKW, OTHOCATCA K Knaccy A v noanexart

yTunu3sauumm B cooTBeTcTBMU C TpeboBaHusamm CaHlmH 2.1.3684-21.

FAPAHTUN N3TOTOBUTENA

MpeanpuaTMe-n3roToBUTENb  rapaHTUpyeT  COOTBETCTBME  Habopa  peareHToB
TpeboBaHUSIM TEXHUUYECKUX YCNOBUIA Npu COBAOAEHUN YCNOBWUI TPaHCMOPTUPOBaHUS,

XpPaHEHUA U 3KCNNyaTaunn, YCTaHOBNIEHHbLIX TEXHUYECKMMUN YCNOBUAMMN.

Cpok rogHoctn Habopa peareHToB — 12 MecsueB npu cobniogeHum BCeEX YCNOBUIA

TPaAHCNOPTUPOBAHUA, XpPaHEHUA N 3KCNAyaTaunun.

PEMOHT N TEXHNYECKOE OBCJ1Y)XNUBAHME

Habop peareHTOB npeAHasHayeH ANsi OAHOKPATHOrO WMCMOMb30BaHUA M He MOANEXUT

TEXHWUYECKOMY 06CNY>XMBAHUIO N TEKYLLEMY PEMOHTY.

14 CMMBOIJ1bl, NCMOJIb3YEMbIE NP MAPKNUPOBKE HABOPA PEATEHTOB
MeanumnHckoe nsgenue EE:I Ob6paTtutecb K UHCTPYKL MK
ONS AMAarHoCTuKM in vitro no NpUMeHeHUo

J/ TeMmnepaTypHbIA AnanasoH KaTanoxHblin HoMep

W KonnuecTtso Tecros d Anpec nsrotosuTens

E Foneh 1o S He ponyckaeTtcsa BO3gencreme
AcH A 2 COJIHEYHOro cBeTa

LOT Cepus Habopa peareHToB HectepunbHo

&ﬂ [aTa n3srotosneHus ® OaHopas3oBoe ucnosib3oBaHmne
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15

NMNEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

FOCT P 2.105-2019 EamHasa cucrteMa KOHCTPYKTOPCKOM AokyMeHTauuun (ECKA). Obwume

Tpe6OBaHVIFI K TEKCTOBbIM AOKYMEHTAM.

FOCT ISO 14971-2011 WN3penusa MeaumumHckue. lNpuMeHeHWe MeHeaXXMeHTa pucka K

MEANUNHCKUM U3OETTUAM.

FOCT P 15.013-2016 Cuncrema pa3paboTkm 1 NOCTAaHOBKM NPOAYKLMMN Ha NPOU3BOACTBO.

MeanunHckme usgenud.

FOCT P 51088-2013 MeguumHCcKne wuspenna Ana AMArHOCTUKW WH BUTPO. PeareHTsl,
Habopbl peareHToOB, TeCT-CUCTEMbl, KOHTPOJibHble MaTepwanbl, NUTaTefNbHble Ccpeabl.

Tp66OBaHM9| K n3gennmam m no,q,qepmwsarou_l,el‘/’l AOKyMEHTauunun.

FOCT P 51352-2013 MeguumHckme wusgenusa ana AMarHoCTUKM WH BUTPO. MeToabl

UCMbITaHNN.

TOCT P NCO 18113-1-2015 MeanunHckme wusgenma AOnd  AMArHOCTUKKM  in  vitro.
MHdpopMaums, npenoctaBnsieMas usrotosutenem (MapkumpoBka). Yactb 1. TepMUHbI,

onpeneneHvs n oblme TpeboBaHus.

FOCT P NCO 18113-2-2015 MepguumHCcKue wu3genusa pna  AWMArHocTuKM in  vitro.
MHdpopMaums, npenocTtaBnsiemMas n3rotosmteneM (MapkmpoBka). YacTtb 2. PeareHTbl Ans

ANArHoCTMKM in vitro ans npodeccnoHanbHOro NpUMeHeHus.

FTOCT P NCO 23640-2015 MeanumHCcKkue wmsgenusa Ans ANAarHoCTukuM in vitro. OueHka

CTabuMNbHOCTM peareHToB A9 AMarHoCTUKM in vitro.

FOCT P NCO 15223-1-2020 Uzpgenna MeanumHckme. CUMMBOSbLI, MPUMEHSIEMble MpU
MapKMPOBaHMM MEAUUMHCKUX U34EeNMA, Ha 3STUKEeTKax WM B  COMpPOBOAUTENbHOM

AoKyMeHTaumun. Y.1. OcHoBHble TpeboBaHUA.

FOCT P 52905-2007 (MCO 15190:2003) Jlabopatopmn  MeanumHckme. TpeboBaHus

6e3onacHocCTw.

MpuMeyaHne - YKasaHHble Bbllle CTaHAAPTbl SIBAS/INCb AEUCTBYIOWMUMU Ha MOMEHT YTBEpPXAEHMUS

WHCTPYKUWW MO MPUMEHEHU0. B ganbHenweM, Npu nosib30BaHUM AOKYMEHTA, LenecoobpasHo NpoBeEpUTb

[EeNCTBME CCbITOYHbIX HOPMATUBHBIX JOKYMEHTOB Ha TEKYLLMA MOMEHT. ECnun cCbiNoYHbIA AJOKYMEHT 3aMeHEH

UM U3MeHEH, TO nNpuW MNPUMEHEHUM HACTOSWEro AOKyMeHTa CcfefyeT MnoJib30BaTbCAd 3aMeHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 AAPEC AN OBPALLEHUA

MpounsBoacTBo HabOpoB peareHToOB nMeeT cepTUDULNMPOBAHHYO CUCTEMY MEHEMXKMEHTA
KauyecTBa U COOTBETCTBYeT TpeboBaHMAM CTaHAapTa CMCTEM MeHeakKMeHTa kadectsa ISO 9001 B
obnactu paspaboTku, npomnssoacTBa 1 nNpoaaxu IVD peareHTOB 1 NpubOpPOB ANS MONEKyNspHO-
reHeTnYyecKown AMarHoCcTukm, n apyroro nabopatopHoro npuMeHeHus, n EN ISO 13485 B obnactu
pa3paboTku, npousBoacTBa W npogaxu IVD peareHToB M npubopoB ANna MeauLMHCKOM
MONIeKYNAPHO-reHeTUYECKOM AMArHOCTUKM.

MpousBoauTenn: O6WECTBO C OrpaHUYEHHOW OTBETCTBEHHOCTbI «[AHK-TexHonornsa TC»,
000 «[HK-TexHonormnsa TC>>), Poccusa.
Aapec npoussoauTens:
117246, Poccus, r. MockBa, npoesa HayuHbiin, 4. 20, ctpoeHue 4.
MecTo npousBoAcCTBa:
— 000 «HIMO AHK-TexHonorus»: Poccus, 142281, MockoBckas 06:. r. MpoTBMHO,
yn. XenesHonopoxHas, a. 20.

- 000 «OHK-TexHonormnsa TC», Poccna, 117246, r. MockBa, npoe3g HayuHsbiii, a. 20, ctp.4

Mo BonpocaMm, KacalLwwmnMcsa kavyectsa Habopa peareHToB SARS-CoV-2/I'pmunn Komnnekc,
cnepyet obpawaTtbcs B CNyX0y KIMEHTCKOM NoaAep Ku.
Cnyx6a KIMEeHTCKOM NoafepXKU:
8-800-200-75-15 (ansa Poccun, 3BoHOK 6ecnnaTtHbIn),
+7 (495) 640-16-93 (ansa ctpaH CHIC n 3apyb6exbs, 3BOHOK NAaTHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru

Homep 637-3
2024-04-22
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MpunoxxeHue A

CokpauweHHasi MeToauka BbigeneHnna PHK
M3 nccnepyemoro marepmana (Maskm M3 HOCOIMJIOTKU U POTOIJIOTKM)

C ncrnonb3oBaHneM koMmriekta peareHtos MMPOBA-HK

MpumeyaHune - B cnydyae BbiNageHWss ocafgka B JM3MpylOWeM pacTBope, (nakoH nporpetb npu

TeMmnepaTtype 65 °C Ao NOAHOro pacTBOpeHns ocaaka.

1.

10.

11.

12.

13.

14.

MNMpoMapkupyinTe Heo6X0AMMOE KOIMYECTBO O4HOPA30BbIX MN1AaCTUKOBbLIX MPO6MPOK 06BEMOM
1,5 Mn (Cc 3aWénKmMBaWMMNCS KPbILIKaMKW, eC/iu HeobX0oAMMO) C YYeTOM Mpo6bupKM Ans

oTpULATeNbHOro KOHTposibHOro obpasua (K-).

BHecuTe B Kaxayto npobupky no 10 MKA npeaBapuTenbHO MepeMewaHHOro Ha
MUKPOLIEHTpUdyre-BopTeKCce BHYTPEHHEro KOHTponbHoro obpasua PHK-BK "A" n3 Habopa

peareHToB SARS-CoV-2/I'punn Komnnekc.

[Job6aBbTe B Kaxayk npobupky no 300 MK nM3Mpylowero pactBopa, He KacasiCb Kpas

npobupku.

B npobupku ans nccneayembix o6pasuos AobaBbTe no 100 MKN UccneayemMoro matepuana.
B npobupky, MapkuMpoBaHHyt «K-», nob6aBbTe 100 MKA OTpMLATENBHOrO KOHTPOSbHOIO

obpasua.

MNOTHO 3aKpoWTE KPpbIWKKM MNPOBUPOK, BCTPSIXHUTE HA MUKPOLEHTpUdyre-BopTekce B

TeyeHue 3-5 c.
TepmocTaTupynTe npobupku npu temnepatype 65 °C B TeueHune 5 MuH.
LleHTpndyrnpynte npobmpkmn B TeueHne 3-5 ¢ Ha MMKpoueHTpudyre-soprTekce.

[ob6aBbTe B Kaxayt npobupky rno 400 Mkn peareHTa A4na npeuunuTauum, BCTPSXHUTE Ha

MUKpOLEHTpudyre-sopTekce B TeyeHue 3-5 c.

LeHTpndyrnpynte npobupku npn RCF(g) 12000-16000 B TeyeHne 10 MUH Npu KOMHATHOM
TemnepaTtype (oT 18 °C go 25 °C).

He 3apeBasi ocaflok, MOSIHOCTbIO yAanAUTe HaZ0CaAOUYHYH XUAKOCTb M3 KaxAon npobupku

oTAebHbIM HAKOHEYHUKOM.

Job6aBbTe K ocagky no 500 MKA NpoMbIBOYHOrO pacteopa N21, 3akponTe KpblwKu npobupok

M nepemewante, 3-5 pa3 akKypaTHO nepeBepHyB Npobupku.

UeHTpndyrnpymnte npobmpkn npm RCF(g) 12000-16000 B TedeHne 1 MUH NpmM KOMHATHOWM
Temnepatype (ot 18 °C go 25 °C).

He 3apeBast ocaZiok, MOJIHOCTbIO yAanAUTe HaZ0CaAOUYHYH XUAKOCTb M3 KaXAon npobupku

oTAeNIbHbIM HAKOHEYHUKOM.

Job6aBbTe K ocagky no 300 MK/T NpoMbIBOYHOro pactBopa N22, 3akpoiTe KpbIlKU Npobunpok

N nepemewarTe, 3-5 pa3 akkypaTHO nepesepHyB Npobupku.
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15. UeHTpudyrupyite npobupkm npm RCF(g) 12000-16000 B TeyeHne 1 MWH NpU KOMHATHOM
Temnepartype (ot 18 °C go 25 °C).

16. He 3apeBas 0cafok, NOMHOCTLIO yAanuTe HaA0CaLOYHYIO XUAKOCTb U3 Kaxaon npobupku
OTAENbHbIM HAKOHEYHWKOM. [lonyCKaeTCs OCTaBUTb >XWAKOCTb, MOKPbIBAKLLYI 0CaAO0K,

ob6beMoM He 6onee 20-30 MKJ.

17. OTKpoiTe KpblWKW NpobUPOK M BbICYLUMTE OCafoK Mpwu Temnepatype 65 °C B TedeHue

5 MuH.

18. [dobasbTe Kk ocaaky 50 mMkn 6ydepa Ang pacTBopeHUs, BCTpSXHUTE NpobUpKM Ha
MUKpOLeHTpUdyre-sopTekce B TedeHue 3-5 ¢, n ocagmte Kanau UEeHTPUPYrMpoBaHUEM

npobumpok B TedeHmne 3-5 c.

19. nMporpente npobupku npu TemnepaTtype 65 °C B TeyeHne 5 MUH. BCTpsAxHUTE Npobupku B

TeyeHue 3-5 ¢ Ha MUKpOLEHTpUdyre-BopTekce.

20. OcaguTte KoHaeHcaT ueHTpudyrmposaHueM npu RCF(g) 12000-16000 B TeueHue 30 c npu

KoMHaTHon TemnepaTtype (ot 18 °C go 25 °C).

Mpenapat PHK rotoB 479 MNOCTAaHOBKW peakuum obpaTHOM TpaHCKpUnuuMn u
NoMMepasHoM LEeNnHOM peakumu.

MonyyeHHbIn npenapat PHK HeobxoaMMo B TeyeHMe ABYX 4acOB WMCMNOSb30BaTb AN
MOCTAaHOBKM peakuuMm 06paTHOM TPaHCKpUNUMWU W NOAMMEpasHoOM uUenHoW peakuuu. Ons
BO3MOXHOCTU MpoBeAeHns MOBTOPHOro uccrefnosaHus octaswytocd PHK cnepyer cpasy xe
NOMECTUTb B MOPO3U/IbHYO KaMepy U XpaHUTb Npu TemnepaTtype He Bbiwe MMHyC 18 °C He 6onee

7 CyTOK, He pasMopa)uBas 40 NOCTAaHOBKM.
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