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CNUCOK COKPALLEHUWA
B HacTosiLeN MHCTPYKLUKN NPUMEHSAIOTCA crneaylolMe cokpalle-
HUSA U 0B03HaAYEHUS:

- komnnemMeHTapHas [JHK, nonyyaemas B peakuyuv obpaTHoi

KAHK TpaHckpunuuu Ha matpuue PHK

s - TEHOMHBI 3KBUBanNeHT — konuyectso PHK-muwwienn (1 konug),
copepxaiyascs B 1 reHome Bupyca

OHK - fie30KkcupuboHyKNenHoBas Kucnota

PHK - pUBOHYKIIEMHOBAas KUCMoTa

HK - HYKINNEUHOBbIE KUCNOThI

nK - NONOXUTENbHbIN KOHTpoNb akcTpakuun PHK, obpaTHon TpaH-
ckpunuuu u MLUP, skntovaeT pparmeHT PHK SARS-CoV-2

K - oTpuuaTenbHbI kOHTponb MLP, He cogepxuT dpparmeHTol PHK
SARS-CoV-2

OT-MNupP - obpatHas TpaHckpunuusa u NUP-amnnudpukauuns

OK - OTpuUAaTESNbHbIA KOHTPONb aKcTpakuunm PHK

OKO - OTpuULUATENbHLIN KOHTPOSBHbIA 0bpaseL

nupP - nonumMepasHas LenHaa peakuus

no - porpammMHoe obecneyeHue

PY - perucTpaumMoHHoOe yaoCTOBEpEHUE
- GdepepanbHoe rocynapcTBeHHoe OlMKeTHOE y4dpexpeHue

drey «UCI» «LeHTp cTpaTternyeckoro nnaHMpoBaHUA U ynpaBneHUa Meauko-

®MBA Poccuu fuonornyeckumn puckamn 3goposbioy degepanbHOro Meauko-
Bmonorn4eckoro areHTcTea

FRT - hnyopecuUeHTHaa AETEKUUA B PpEXUME «peanbHOro BpeMeHu»

HASHAYEHUE

Habop peareHtoB ans BbisiBneHus PHK kopoHaBupyca SARS-
CoV-2 reHeTuyecknx BapuaHtoB Omicron n Delta Ha ocHoBe
onpeaeneHusi xapakTepHblX ANs HUX MyTauun B S reHe mMeToaoMm
nonumepasHoi uenHon peakumn «AmnnuTect® SARS-CoV-2 VOC
v.3», cepus CVO017 (nanee — HaGop peareHToB «AmnnuTecT®
SARS-CoV-2 VOC v.3», cepus CV017) npepHasHauyeH pAans
kayecTBeHHOro BbiiBneHuss PHK kopoHaBupyca SARS-CoV-2
reHeTUYECKNUX BapnaHToOB 0CcoB0ro anuaeMmnonormyeckoro saHaueHus
(VOC) Omicron n Delta nytem BbisiBNeHUs XxapakTepHbIX ANs
AaHHbIX BapuaHTOB MyTauui B S reHe KOpoHasupyca B obpasuax
PHK, akcTparmposaHHOW 13 Buonoruyeckoro martepuana vyenoBseka
(Maskn co cnuanmcTon oBONOYKM HOCO- U POTOMMOTKN), B KOTOPbIX
obHapyxeHa PHK SARS-CoV-2 metogom aHanusa HyKneuHOBbIX
KUCNOT.
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Moka3aHus U NPOTUBONOKA3aHUA K NPUMEHeHUI0 Habopa pea-
reHToB

HabGop peareHTOB ucnonb3yetcsa B knuHudeckon nabopaTtopHoi
AVarHoCTrKe OCTPbIX pecnupaTopHbIX MHGEKUNA AN UCCrenoBaHus
obpasuos PHK ns 6uonormyeckoro Mmatepuana 4yernoBseka, Nony4yex-
HOro OT NUU, Y KOTOpbIX BbisiBflieHa KopoHaBupycHast WHdpeKLus
SARS-CoV-2 (COVID-19).

MaTtepuanom ans nposegenust OT-IMUP cnyxat npobbl PHK, no-
NyYeHHbIEe NyTEM 3KCTpaKLMM KOMMMEKTOM peareHToB ANA 3KCTpak-
umm PHK/OHK us 6uonornyeckoro matepuana «AmnnnTect PUBO-
npen» npoussoactea PrbY «LClM» PMBA Poccun, PO, PY Ne P3H
2020/12985, unun Habopom peareHToB anst akctpakuum PHK us 6uo-
norudeckoro matepuana «MarHollpanm PACT-P» npoussoactsa
OO0 «Hekctbuoy», PO, PY Ne P3H 2020/12971, ns buonornyeckoro
MaTepuana 4yenoseka (Masku Co CrM3NCTOM HOCO- U POTOrNOTKU), B
KoTopom 6bina obHapyxeHa PHK SARS-CoV-2 ¢ nomouwlbio 3aperu-
cTpupoBaHHbix B P® HabopoB peareHToB Ans BbiaBneHnst PHK
SARS-CoV-2.

[MpoTnBONOKa3aHUsA OTCYTCTBYIOT, 3a UCKMIOYEHUEM CryYaeB, Koraa
3abop maTepurana He MOXeT ObITb OCYLLECTBNEH MO MEANLIMHCKUM MO-
KasaHUsM.

He ucnonb3oBaTb Habop peareHTOB, €CNU HapyLleHa BHYTPEHHSIS
ynakoBKa Unv BHELLHWN BUA peareHTa He COOTBETCTBYET ONUCAHMUIO.

He ncnonb3oBatb Habop peareHToB, ecnun He cobnoganuch ycrno-
BUS TPAHCNOPTUPOBAHUA N XPAHEHUSA COrMacHO MHCTPYKLUUM.

He ncnons3soBatb HAabop peareHToB Mo UCTEUYEHUN CpOKa FO4HOCTH.

NoTeHUuManbHbIE NONIb30BaTeNIM MEAULMHCKOro usaenus

K paboTte c Habopom peareHTOB AONYCKAOTCA TOMbKO MeAULIH-
ckue paboTHUKKU, oByyeHHbie MeToAaM MOJSIEKYSIAPHOW ANAarHOCTUKM
M npasunam paboTbl B KIMMHUKO-AUArHocTu4eckon naboparopumn B
yctaHoBneHHoMm nopsake (CaHlluH 3.3686-21 «CaHuTapHo-anuae-
Muonoruyeckue TpebosaHus no npodpunakTuke MHPEKLUNOHHbLIX B0-
nesHemn»).

MonynsuuoHHblie, Aemorpadgpuyeckme acnekTbl NPMMEHeHUR Me-
OULUMHCKOTO uspenus

MNpuMeHeHe Habopa peareHToOB He 3aBUCUT OT NONYNALUMOHHbIX
N Aemorpadmyeckmx acrnekTos.
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NMPUHLUIM METOOA

MNpUHUKUN TECTMpPOBaHUA OCHOBbLIBAETCH Ha NPOBEAEHUN peakuun
obpaTtHoi TpaHckpunumumn PHK n amnnudukaumm yyactkoB kK[AHK Bu-
pyca SARS-CoV-2, Bknovaolmnx BbiBNSeMble MyTauun B rexe S.
Habop nossonsieT BbisBnAThL B reHe S SARS-CoV-2 mytauum A67V,
del69-70, P681H, N679K coueTaHue KOTOpPbIX XapaKTepHO Aans
reHeTudeckoro Bapnada Omicron (nuHuid BA.1, BA.*, B.1.1.529), BbI-
ABNATL MyTauum P681R n L452R, coueTaHue KOTOpbIX XapakTepHo
AN reHeTnyeckoro sapuaHTa Delta (nuHuin B.1.617.2, AY.*) SARS-
CoV-2, a Taike onpedensitb HanMune Kakaon U3 ykasaHHbIX MyTa-
LI B OTAENBHOCTM.

C npo6amu PHK nposogutcs obpaTtHas TpaHckpunuusa (OT) PHK
C nomoLbio peBepTasbl U amnnudukauma yyactkos kAHK npu no-
MOLLM cneundUYHbIX K 3TUM yyacTkam npanumepoB u pepmeHTa Taq
nonumepasbl. B coctaBe peakLMOHHONW CMeCU NpUCYTCTBYIOT ¢hnyo-
PECLEHTHO-MEYEHbIE ONMIOHYKNEeOoTUAb!, KOTOpble rMEpPUAN3YIOTCS C
KOoMnremMeHTapHbIM y4acTkoMm amnnudpuumpyemon KQHK-muenn, B
pesynbTaTe 4ero npoucxoauT HapacTaHue WMHTEHCUBHOCTU cnyo-
pecueHUnn. 3To NO3BONSET perucTpupoBaTh HaKkonneHue cneundm-
YecKoro npoAaykra amnnudcpukaumm nytem usmepeHust MHTEHCUBHO-
CTU donyopecueHTHOro curdana. [letekumsa nyopecLeHTHOro cur-
Hana ocyliecTensaeTca HenocpeacteeHHo B xoae MLIP ¢ nomouybio
amnnudukaTopa ¢ CUCTEMON AeTekunn ryopecueHTHOro curHana
B peXUMe «pearnbHOro BpEMEHU.

BbiseneHve myTtauuin kopoHaBupyca SARS-CoV-2 gna opgHoro
obpasuya npoBoauTCcA B ABYX Npobupkax. AHanW3upylT Kpusble
HakonneHusa onyopecLUeHTHOro curHana no 3 pasnuyHbIM KaHanam:
ana OT-NMUP-cmecu 3-A no kaHany ans donyopodopa ROX petek-
Tupyetca mytauma P681H B couetaHum ¢ mytaunen N679K B reHe S
no kaHany ans cgpnyopodopa JOE perektupyercs cdparmeHT reHa
RdRP, o6HapyxeHue kotoporo nogreepxaaet Hannune PHK SARS-
CoV-2 B ananusnpyemom obpasue; ans OT-MLP-cmecu 3-B no ka-
Hany ona gpnyopodopa FAM getektupytotcs mytauus A67V n pe-
neuns 69-70del B reHe S, no kaHany pna donyopodopa JOE - myTa-
ums L452R B reHe S, no kaHany ana dnyopodopa ROX - myTtauus
P681R B reHe S (cm. Tabn. 1).
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Tabnuua 1 — AHanu3 pe3ynbTaToB NO KaHanam Ans ¢gnyopo-
¢opos

[ Kawan ans RetekTtupyeman PHK-mMuueHb
cdnyopocpopa /
OT-NLP-cmecb FAM JOE ROX
myTaumm P681H u
3-A - ¢pparmeHT reHa RARP N679K B rene S
SARS-CoV-2
mMyTaums A67V
R Bl Bty
BreHe S
SARS-CoV-2 SARS-CoV-2 SARS-CoV-2

BoiasneHue B npenapate PHK SARS-CoV-2 codyeTaHna myTtaunim
P681H, N679K, A67V n 69-70del, xapakrepHoro ans nuHunu Omi-
cron, unun covetaHmna mytauunm L452R n P681R, xapakrepHoro ans
nuHun Delta, nHTepnpeTupyeTcs Kak BbisiBNeHUE reHeTUYECKUX Map-
KepoB cooTBeTcTBYOLWUX NuHUN SARS-CoV-2 — nuHnn Omicron nnm
nuHun Delta. B cnyyae BbIIBNEHUA OQHOMO U3 3TUX COMETaHUW My-
Tauunm pekoMeHAyeTCs NPoOBECTU JanbHellee uccreposaHue o6-
pasua meTogom aBTomMaTudeckoro cekseHmpoBanusa kQHK onsa onpe-
OEeneHnsa HanMuna cnektpa Opyrnx reHeTU4YecKux MapKkepoB, KOTO-
pble B COBOKYMHOCTU C YKa3aHHbIMU MyTauussMU onpeaensioT npu-
HaANEXHOCTb K COOTBETCTBYIOLLMM reHeTu4eckum BapuaHtam Omi-
cron unu Delta.

WUccneposaHue cocTouT U3 cneayowmnx atanos: BelgeneHne PHK
(npobonoaroToBka), peakuns obpatHoun TpaHckpunumm PHK u MUP-
amnnudpukaumn kAHK ¢ ogHoBpeMeHHON OeTeKkumen pesynbLTaToB C
ucnonb3oBaHnem Habopa peareHToB «AmMnnuTect® SARS-CoV-2
VOC v.3», cepua CV017.

PearenTbl gnsa skctpakumm PHK He BkntoyeHbl B coctaB Habopa.
Beigenedne PHK npoBoaAatr ¢ ncnonbsosaHnem Habopos, 3aperu-
CTPUpPOBaHHbIX B yCTaHOBNEHHOM nopsgke B PO.

KOMMINEKTALMUA

«MUP-komnnekT» BapuaHT FRT-100 F - komnnekT peareHToB
Ans obpatHon TpaHckpunuuum PHK n amnnudukauumn dpparmeHToB
k[OHK kopoHaBupyca SARS-CoV-2 (¢dparmeHToB reHa S) gns BbIAB-
NeHuss MyTauun, XapakTepHblX pAfsi reHeTUYEeCKUX BapuaHToB
Omicron n Delta, ¢ rubpungnsaunoHHo-bnyopecueHTHON aAeTekunen
B PEXUME «pearibHOro BpeMmeHny.
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KomnnekT peareHToB paccuutaH Ha nposegeHue 200 peakuui 06-
paTHOW TpaHCKpunuuun v amnnudnkaumm, BKIIoYas KOHTPONU.,
Habop peareHToB paccumtaH Ha npoeegeHue 100 onpeaeneHuin.

AHAJIMTUYECKUE XAPAKTEPUCTUKU

[ns nadHoro Habopa peareHTOB NPMMEHUMbI CrieayloLmne xapak-
TEPUCTUKU:

AHanuTu4yeckasi YyBCTBUTENLHOCTb (Npeaen oGHapyXxeHus)

Tabnuua 2 — AHanuTHMYecKas YyBCTBUTENbLHOCTbL Habopa pea-
reHToB «AMnnuTecT® SARS-CoV-2 VOC v.3», cepusi CV017

Ananutuyeckas
Bup uccneayemoro KomnnexT ana YyBCTBUTENbHOCTbL
Mmatepuana OT-NnupP (npeaen o6Hapyxenus),
rA/mn
O6pasupbl PHK, nonyyeHHble
fyTEM kcTpakimu us «MUP-komnnekT»
Buonornyeckoro marepuana BapuaHT FRT-100 F 1x103
(ma3sku co cnusucToin 0bonouku
HOCO- M POTOrNOTKN)

[aHHbIn nNpepen obHapyXeHus gocTturaeTcs npu cobntogeHun
npaBun, ykasaHHbIX B pasgene «BaaTtue, TpaHcnopTUpoBaHUeE 1 xpa-
HeHWe nccrnegyemoro martepuanay.

AHanutnyeckas cneundPuIHOCTb

AHanutnyeckasa cneumdpunyHocTb Habopa peareHTOB AoKasaHa
npu uccnegosaHuu wramma supyca SARS-CoV-2 Ne 'K2020/1 us
konnekumn ®rby «HALLSOM um. H.®.N'amaneu», PHK wrtammoB ko-
poHaBupycos HCoV 229E, HCoV 0OC43, HCoV NI63, SARS-CoV
HKU39849, MERS-CoV (European Virus Archive Global 011N-
03868 - Coronavirus RNA specificity panel), wtammoB Bupyca
rounna A (H1N1) (ATCC® VR-1469), Bupyca rpunna A (H3N2)
(ATCC®VR-776) n Bupyca rpunna B (Victoria Lineage) (ATCC® VR-
1930) u3 konnekumn ATCC® (American Type Culture Collection,
CLWIA), wrammoB Streptococcus pneumoniae (N2 131116),
Streptococcus pyogenes (Ne 130001), Haemophilus influenza (Ne
151221), Staphylococcus aureus (Ne 201108), Klebsiella
pneumoniae (Ne 180129) u3 NocygapcTBeHHOI KONNEKUMU naTorex-
HbIX MukpoopraHuamos (I'KMNM) orey «HUSCMI» MuHsgpasa Poc-
cuu, WUTaMMOB BUpYyca naparpunna yenoseka TunoB 1, 2, 3, puHoBu-
pyca yenoseka 13, 17, 26 Tunos us ocyaapcTBEHHOW Konnekuuu
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dIreY «HUN rpunna nmernun A.A.CmopognHuesa» MuHsopasa Poc-
CUM B KOHLeHTpaLun He meHee 1x10° F3/mn.

[Mpn TecTUpoBaHun BbllleNnepevncneHHbIX 06pasL OB NOXHbIX NO-
NOXUTESbHbIX pe3ynbTaToB (peakunin) BbiSiBNEHO He Obino.

Ana PHK wramma Bupyca SARS-CoV-2 Ne '[K2020/1 u3 konnek-
uum ®IreyY « HULUIM nm. H.®.'amanen» cdukcupoBancs pesynsrtar:
He obHapyxeHo PHK SARS-CoV-2 reHeTuveckux sapuaHtoB Delta n
Omicron (He obHapyxeHo myTauun L452R, P681R, P681H, N679K,
A67V n del69-70 B reHe S SARS-CoV-2). ina Bcex obpasLios, He
cogepxawmx PHK SARS-CoV-2, nonyyeH pesynbTaT: Hepocrta-
ToyHo PHK SARS-CoV-2 pns aHanusa.

BocnpoussogumMocTb

Bocnpoussogumoctb uccnegoBaHusa Obina onpegeneHa Aans
Habopa peareHTOB B ABYX He3aBMCUMbIX nlabopaTopusix, B pasHble
AHW, Ha pasnuYHbIX Nnpubopax nyTem TECTUPOBAHUA YETbIPEX MOMO-
XUTENbHbIX U OOHOMO OTPULATENBHOIO KIUMHUYECKUX obpasuLoB B
nNATU noBTopax. [inckopaaHTHbIX pe3ynbTaToB He ODHapYXXEHO.

PesynbTaTthl Ana Habopa peareHTOB npeacTtasneHbl B Tabn. 3.

Tabnuua 3 — Bocnpou3BogMmocTb uccnenoBaHus ans Habopa
peareHToB «AMnnuTecT® SARS-CoV-2 VOC v.3», cepusa CV017

BHyTpu nocTtaHOBKM Mexay naboparopuamu
(NnOBTOPSAEMOCTD) (BOCNPOU3BOAUMOCTD)
Tug LRI Konuye- CoBnapge- Konuuye- CosBnapge-
e3ynbrar
CTBO NO- | HUE pe3yNnb- | CTBO MNO- | HUe pe3yfb-
BTOpPOB TaroB, % BTOpOB TaToB, %
O6b6pasew Ne 1
BbisiBNeHbl Mapkepbl
SARS-CoV-2 reHeTtu4yeckoro S 100 10 190
BapuaHTa Delta
Ob6pasen Ne 2
BbisiBneHb! mapkepb!
SARS-CoV-2 reHeTn4eckoro S 100 10 100
BapuaHTa Omicron
O6paszen Ne 3
BeisBneHbl mapkepbl
SARS-CoV-2 reHeTu4yeckoro 5 100 10 100
BapuaHta Omicron
O6pasety Ne 4
HE BbIaBNeHbl Mapkepbl 5 100 10 100
reHeTUYECKUX BapuaHToB
SARS-CoV-2 Omicron u Delta
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UHTepdepupylolme BewectTsa U orpaHuYeHUs NO UCNONL30Ba-
HUI0 NPO6 uccneayemoro matepuana

UHTepdepupyone BeliecTsa MoryT Haxogutbcs B nNpobe knu-
HU4YecKoro martepmana unu nonacrtb B Heé Ha 3Ttane npobonoaro-
TOBKA U TpaHCMOpPTUPOBaHUA KnNuHu4eckoro obpasua. Habop pea-
reHtoB «AmMnnuTect® SARS-CoV-2 VOC v.3», cepua CV0O17 He
ucnonb3yeTcsl Ha atane npodonoaroToBkn, NpefHasHayYeH TorbkKo
ana aHanusa metogom OT-TMLP yxe BbiaeneHHbix npod PHK. [nsa
NpobonoAroToBKU NPUMEHSIIOTCA TONbKO 3aperncTpupoBaHHbie B PP
Habopbl peareHToOB ANA 3KCTPAKUMM HYKNEUHOBBLIX KUCNOT, YTO NO3-
BosniseT nonyvyats PHK-npobbl 6e3 cyllecTBEHHOro coaepXxaHus no-
TeHUManbHO UHTepdEpUpPYOLLNX BELLEeCTB.

Ana koHTpons acddekrnsHocTn nposeaeHuns OT-ILUP n Hanuuns
PHK SARS-CoV-2 B npobe B Habope peareHTOB NpeaycMoTpeHa of-
HoBpeMeHHasi obpaTtHasa TpaHckpunuusa doparmeHToB PHK 1 amnnu-
dumkaumus cootseTcTBytowen KAHK ans cneungpuueckon MmieHmn Ko-
poHaBupyca SARS-CoV-2 — cpparmeHta reHa RdRP, koTopbiii Bbl-
NOSHAET posib 3HAONEHHOro BHYTPEHHErNO KOHTPpONbHOro obpasua. B
xoge peakummn amnnudpukaumm Hanu4ne curHana, CBULETENbCTBYIO-
wero o HakonneHun dpparmerHToB k[HK yyactka reHa RARP, roso-
put 06 otcytctBuu nHrmbuposanusa OT wu MUP n Hanuunm PHK
SARS-CoV-2, pgoctatodyHoro ansa adanusa. [lpu OTCYTCTBUU CWUr-
Hana, cBuaeTenbcTBylOWEro o HakonneHun dparmeHToB KOHK
yyacTtka reHa RARP SARS-CoV-2, pesynbTaThl aHanusa He UHTep-
npeTupyloTca, pukcupyeTtcs pesynbTtaTt «HegoctaTouHo PHK SARS-
CoV-2 gna aHanusay, YTO CNYXUT ANS UCKINIOYEHUS NOXHOOTpULLa-
TeNbHbIX PE3ynbLTaToB.

HenpurogHbeiMn Ans uccrnenosaHus ABNATCA obpasubl, 06bemMm,
YyCNoBUA/CPOK XpaHEHUSI N TPAHCNOPTUPOBKN KOTOPbIX HE COOTBET-
CTBYIOT TpeboBaHusM, ykazaHHbIM B pasgene «BsaTtue, TpaHcnopTu-
poBaHWE U XpaHEHNE UCCrnegyemoro Mmatepuanay.

OUATHOCTUYHECKUE XAPAKTEPUCTUKW

AnNa nayyeHus guarHoOCTUYECKUX XxapakTepucTuk 6binm ncnonb3o-
BaHbI:

- O6pa3supbl Ma3KkoB CO CNU3NUCTON 0DONOYKK HOCO- U POTOIMOTKM,
copgepxawme PHK SARS-CoV-2 reHeTtuyeckoro BapmaHta Omicron
— 32 obpasua;
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- O6pasubl MasKkoB CO CNM3NCTON 0H6ONOYKU HOCO- N POTOrMOTKM,
cogepxatme PHK SARS-CoV-2 ¢ myTauusamu, xapakrepHbiMu ons
reHeTndyeckoro BapuanTa Delta, Bkntovas mytaunu P681R, L452R u
T478K B S reHe - 33 obpasua;

- Obpa3sLbl Ma3KOB CO CrU3NCTON 0BOSTIOMKN HOCO- U POTOINOTKMY,
cogepxawme PHK SARS-CoV-2 He OTHOCAWMXCA K reHETUYECKUM
BapuaHtam Omicron u Delta (6e3 ykaszaHHbIX MyTauuid B KogoHax
452, 655, 681, 67 n 69-70 reHa S) — 37 obpasLoB.

B kauecTBe cucTeMbl cpaBHEHUst ObINO NCMOMNb30BaAHO coMeTaHune
cnenyowmnx METOL0B:

- NpuMeHeHusi Habopa peareHToB on4a Bbigsnenus PHK kopoHa-
Bupyca SARS-CoV-2 reHeTudecknx nunui Alpha, Beta / Gamma n
Delta Ha ocHoBe onpegeneHnsa xapakTepHbIX ANs HAX MyTauuin B S
reHe MeTogoM NonMmepasHoin LenHon peakuumn «AmnnnTect SARS-
CoV-2 VOC v.2», cepuss CVGL4, npoussogctea PIbBY «LICl»
®MBA Poccun, PY Ne P3H 2021/14054;

- nonHoreHomHoe cekBeHupoBaHne k[HK SARS-CoV-2 (meTo-
nom NGS) Ha nnatdopme lllumina NextSeq 550 u cekseHuposaHue
y4acTkoB reHa S no metony CaHrepa.

PesynbTaTbl NpuMeHeHusi Habopa peareHToB npencTaBrieHbl B
Tabnuue 4.

AnarHocTuyeckne xapakrepuctuku Habopa peareHToB npencras-
neHbl B Tabnuue 5.

Tabnuua 4 — Pe3ynbTaTthl TECTUPpOBaHUA Habopa peareHTOB
«AMnnuTecT® SARS-CoV-2 VOC v.3», cepusi CV017

Pe3synubTathb! NnpuMeHeHua Habopa
peareHToB
MonoxurensHule | OTpULaTenbHbIe

Tvn u Konu- i e
YecTBO XapakTepucTuka o6pasuoB (oBHapyneHbl | (He OBHapYkeHb!
o6pa3uoB MapKepbl COOT- | Mapkepbl COOT-

BETCTBYIOWUX |BETCTBYIOWUX re-
reHeTUYEeCKMX |HeTUYeCKUX Bapu-
BapuaHTOB) aHTOB)

Cogepxawme PHK SARS-
CoV-2 reHeTu4eckoro sapu-
aHTta Omicron (¢ myTauusamnm, 32 0
XapaKkTepHbIMU ans Bapu-
aHta Omicron)
Copepxawme PHK SARS-
CoV-2 reHeTuyeckoro sapu- 33 0
aHTa Delta

102 obpasua
PHK, nony4en-
HbIX NyTEM
3KCTpaKUMmK u3
Ma3KoB n3
HOCO- 1 pOTO-
rMOTKU
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r PesynsTaTbl NpUMeHeHUA HaGopa
peareHToB

MonoxutenbHble | OTpulaTenuHble

1 g 6 eHbl | (He o6bHa
YecTBO XapakrepucTuka o6pa3suos (obHapyx PYXeHbl
o6pasuos MapKepbl COOT- | MapKepbi cooT-

BETCTBYIOIUX |BETCTBYIOWUX Fe-
reHeTU4YeCcKUx |HeTM4eCcKux sapu-
BapMaHTOB) aHTos)

(c myTaumamu, xapaktep-
HbiMU Ans BapuadTa Delta)
Copepxawme PHK SARS-
CoV-2, He OTHOCSALMXCA K re-
HETUYECKUM BapuaHTam
Delta n Omicron (6e3 neTtex- 0 37
TUPYEMbIX MyTaLUi B KOZO-
Hax 452, 681, 69-70 n 67
renHa S)

Ta6nuua 5 — JuarHocTUYECKME XapaKTepMCcTUku Habopa pea-
reHToB «AmnnuTect® SARS-CoV-2 VOC v.3», cepust CV017

XapakrepucTunka PeayneTtar
[inarHocTuyeckas BuisBneHue PHK kopoHasupyca SARS-CoV-2 911 - 100%
4YBCTBUTENBLHOCTb reHeTudeckoro sBapuaHta Omicron ’ °
(c AoBEpUTENIBHON Boisenenune PHK koponaempyca SARS-CoV-2 | g1 5 400 o
BEPOATHOCTHI0 95 %) reHeTuyeckoro sapuaHTa Delta ’ °
ﬂ,VIaI'HOCTVNeCKaﬂvCﬂeLM(bW-IHOCTb . 92.2-100 %
(c noBepUTENBLHON BEPOATHOCTLIO 95 %)
MEPbDI NMPEOOCTOPOXHOCTH 7 CBEAEHUA

OB YTUINN3ALUA

WccnegosaHusa MO BbISIBIEHUIO B KNWHWYECKOM MaTtepuane
kopoHasupyca SARS-CoV-2 AormkHbl NpoBOANUTLCA B COOTBETCTBUAM
¢ meTogmyeckummn pexomengaumsamm MP 3.1.0169-20 «JlabopaTtop-
Hast gnarHocTvuka COVID-19» B pepakumn MP 3.1.074-20 c N3meHe-
Hnamun Ne 1 ot 30.04.2020. ccnepoBaHuA No BbIABEHUIO B KNUHA-
4eckoM mMaTtepuane sosbyauTtenein MHGEKLUOHHbIX GonesHeun, OTHO-
cswmxcs ko |l rpynne naToreHHoCTU, JOMKHO NPOBOAUTLCS C Cobrto-
[EHUEM caHWUTapHo-3anuaemuonormyeckux npasun CanlinH 3.3686-
21 «CaHuTapHo-anuaemuonoruyeckue TpebosaHus no npodpunak-
TUKE WHDEKUMOHHBLIX BonesHei» n CanluH 2.1.3684-21 «CaHu-
TapHO-anuaemMumorsornyeckne TpeboBaHus K cogepXXaHuto TeppuTo-
P FOPOACKNX U CENbCKUX MOCENEHUI, K BOAHBIM OObeKTam, NiuTb-
eBOi BOJE W NMUTbEBOMY BOJOCHAOXeHMIo, aTMocdepHOMY BO3-
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AyXy, NoyBaMm, >XWUMbIM MNOMELUEeHMAM, 3KChnyaTtauun npousson-
CTBEHHbIX, OOLLECTBEHHbIX MOMELLUEHNA, opraHn3auum u nposene-
HUIO CaHWTapHO-NPOTUMBO3ANUAEMUYECKMX (NPOPUNAKTUYECKUX) Me-
ponpuatTuny. [inarHoctuka Bo3bygurenein MHPEKUNOHHbIX BonesHen
Il rpynnbl naToreHHOCTM MONEKYNSPHO-FrEHETUYECKUMU MeToaamu
(bes HakonneHua Bo3byauTens) MoOXeT NpoBoAUTbCA B naGoparo-
pUsx, UMeKLNX CaHUTapHO-3NUOEMUONONMYECKOE 3aKMNiYeHue o
BO3MOXXHOCTW NpoBefeHust pabot ¢ mukpoopraHusmamu llI- 1V rpynn
MNaToreHHOCTN B COOTBETCTBUU C TPpEOOBAHUAMU CaHUTaPHLIX NMpaBun
CaHlluH 3.3686-21«CaHuTtapHo-anugemuonornyeckue Tpebosanuns
no npodunakTnke MHPEKLUNOHHbIX GonesHeny.

K paboTe ¢ Tect-cuctemamum ana gnardoctukm COVID-19 B nabo-
paTopun opraHvsauuin AONycKalTCs chneuuanuctbl, AaBLUKE MUCh-
MEHHOe cornacve n npoieawne WUHCTPYKTaX, NpoBeOEHHbIN co-
TpyAHuKamun nabopatopuin PocnotpebHagsopa, MMelLWux caHu-
TapHO-3nNuAemMuornornyeckoe sakrnodeHune Ha paboty ¢ Bo3bygure-
NAMN UHDEKUNOHHBIX 3abonesaHuin Yenoseka |l rpynnbl naToreHHo-
CTW.

COop KknMHMYeckoro martepuarna U ero ynakoBKy ocyllecTBnsieT
paboTHUK MeaUUMHCKOW opraHusauun, obyveHHbIn TpeboBaHuaM U
npaBunam duonornyeckoin 6esonacHocTn npu pabote u cbope ma-
Tepuana, NnoAo3pUTENIbHOro Ha 3apaXXeHHOCTb MUKpPOOpraHM3mMamMmm
[l rpynnbl naToreHHocTw. Kaxxabii obpasel, MaTepuana nomeLlatoT B
OTAENbHYIO TPAHCNOPTHYIO EMKOCTb, oBecrneynBas B COOTBETCTBUM
c Tabnuuen metogmyecknx pekomeHgauuii MP 3.1.0169-20 «J1la6o-
paTtopHaa gnarHoctuka COVID-19».

Bce obpasubl, cobpaHHble ans nabopaTopHbIX UccnenoBaHui,
AOMKHbI paccMmaTpuBaTbCA KaK MOTeHUWanbHO WMHMEKUUOHHbIE, U
MeAULMHCKUIA NnepcoHan, KoTopbii cobupaeT unu nepeBosnT KIUHU-
Yyeckune obpasubl, JOMmKeH cTporo cobnogaTh TpeboBaHus Guonoru-
Yyeckon GesonacHocTU kak npu pabote ¢ mMukpoopraHuamamu |l
rpynnbl natoreHHocTU. llepeBo3ka obpasLoB [OMMKHA OCYLLECTB-
NATLCA B COOTBETCTBUM C TpeboBaHUSAMU CaHMTApPHOro 3akoHoAaa-
TEesIbCTBa N0 OTHOLLEHUIO K MUKpoopraHuamam |l rpynnbl natoreHHo-
CTW.

Matepuan gna nccnegoBaHuin NOLNEXUT NpeaBapuUTenbHON 06-
paboTke B COOTBETCTBMM METOANYECKUMU YKasaHUaAMN MY 1.3.2569-
09 «OpraHusauma paboTtbl nabopaTtopuii, MCNONb3YIOWMUX METOAbI
aMmnnMduKaLnun HYKNEeMHOBbLIX KUCNOT Npu paboTe ¢ maTepuanom,
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coaepxalum mukpoopraHusmel -1V rpynn natoreHHocTu». Mpu pa-
6oTe HeobxoaMMO Bceraa BbiNofHATL cneaytolne TpeboBaHns: pac-
cMaTpuBaTb UCXOAHbIE Uccnenyemblie obpasLbl Gruonornyeckoro ma-
Tepuana Kak WH(EeKUMOHHO-OMacHble; UHAKTUBUPOBaTb UCXOAHbIE
nccnepyemble obpasubl 6Guonornyeckoro martepuana B COOTBET-
CTBUN MeToaudeckumn ykasaHusmmn MY 1.3.2569-09.

Mpu paboTte HeobGxoanMo BCeraa BbINOMNHATL crneaylolwue Tpebo-
BaHUA:

- UccnepoBaHusi npoBoasatTcs B OOKCMPOBAHHLIX MOMELLEHUsIX,
obopynoBaHHbIX CUCTEMaAMU NPUTOYHON U BbITSXKHOW BEHTUNALMU
unn 6okcax Mukpodbuonorunyeckon 6esonacHocTu Il knacca.

- Temnepatypa B nomeLyeHusx nabopatopuu ot 20 o 28 °C, ot-
HocuTenbHasa BnaxHoctb oT 15 go 75 %.

- PaccmaTpuBaTtb uccnepyemble obpasubl Kak MHMPEKLUUOHHO-
onacHble, OpraHu3oBbLIBaTb paboTy U XpaHeHUe B COOTBETCTBUU C
CaHnlluH 3.3686-21 «CanuTtapHo-anugemMuosnornyeckne TpedosaHus
no npodunnakTnke MHPEKUNOHHbIX BonesHeny.

- YbupaTtb n gesvHguumMpoBaTb pasnuTblie obpastbl, ICNOSIb3YA
nesvnHduumpytowme cpegcrea B cootseTcTBuM ¢ CanllnH 3.3686-21
«CaHunTapHo-anugemuonormyeckne tTpebosaHua no npodunakTuke
MHPEKUNOHHLIX BonesHen».

- JlabopaTopHbIl nNpoLecc OOMMKeH OblTb ofgHOHaNpaBriEHHbIM.
AHanus npoBoAUTCS B OTAENbHbIX NOMeLLeHnsX (3oHax). PaboTy cne-
AYET HaunHaTb B 30He JKCTpakumm, NnpogomkaTb B 3oHaxX AMnnudu-
kauum u Jetekumn. He BosBpauwaTh obpasubl, obopygosaHue n pea-
FeHTbl B 30HY, B KOTOpou Obina npoBeaeHa npeablayLas cragus npo-
Lecca.

- MNpu ypaneHun otxonos nocne amnnudukaymm (npodupok, co-
Aepxawux npoayktol MLP) HegonycTuMo oTkpbiBaHWe Npodupok u
pas3dpbl3rMBaHMe coaepXXMMOro, NOCKOSbKY 3TO MOXET MPUBECTU K
koHTaMmuHauum npopyktamm MNUP nabopaTtopHoit 30HbI, 060pynoBa-
HWSA U peareHToB.

- Ucnonb3oBaTtb U MEHATb NpY KaXKaon onepauym ogHopas3oBble
HAKOHEYHUKWN ANnA aBToOMaTU4YeCcKkux gosatopos ¢ unbTpom. OaHo-
pa3oByl NIAcTUKOBYIO nocyay (Npobupku, HaKOHEeYHWKN) Heobxo-
AnmMo cbpacbiBaTth B crieLuanbHbi KOHTEWHEP, coaepXalluii Ae3nH-
duumpyloiee CpeacTBo, KOTopoe MoOXeT ObITb UCNONb30BaHO ANA
obes3apaxnBaHUs MegULMHCKUX OTXOO0B.
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- NMoBepxHOCTN CTOMOB, a TaKkKe NOMELLEHUS, B KOTOPbIX nNpoBo-
puTca noctaHoska [NLP, no HavYana n nocne 3aBeplleHUs pabot
Heob6xoAuMo noasepraTb ynbTpadunonetTosBoMmy obnyvyeHuio B Teye-
Hue 30 MuH.

- Habop peareHToB npefgHasHadeH Ansi 04HOPa3oBOro NpuMeHe-
Hus ans npoeenexus MNMUP-uccneposaHna ykasaHHOro Konuyecrtsa
npob (cMm. pasgen «CocTas»).

- HaGop peareHTOB rotoB K NPUMEHEHUIO COMfacHoO AaHHOW WH-
cTpykuuu. NpumeHsaTb HAbop peareHToB CTPOro Mo HasHa4YeHuio.

- K paboTe c Habopom peareHTOB AOMNyCcKaeTCA TONbKO NepcoHann,
obyYeHHbIh MeToaaM MONEKYNSPHON ANarHOCTUKU U npasBunam pa-
60Tbl B KITUHUKO-AMArHocTU4ecCKon nabopatopmum B yCTaHOBFIEHHOM
nopsigke (CanlMuH 3.3686-21 «CaHutapHo-anuaemuorsiornyeckmne
TpeboBaHusa No NnpogunakTnke MHPEKLMOHHbLIX BonesHen»).

- He ucnonb3soBaTtb Habop peareHToB, eCnu HapyLleHa BHYTpPeH-
HSS1 ynakoBKa UNu BHELLHWA BUL, peareHTa He COOTBETCTBYET onuca-
HUIO.

- He ncnonb3oBatb Habop peareHToB, ecnv He cobnioganuch
YCINOBUSA TPAHCMOPTUPOBAHNUA U XPaHEHUS COrNacHO NHCTPYKLINN.

- He ncnonb3oBaTtb HAboOp peareHToB MO UCTEYEHUU CPOKa rogHO-
CTWU.

- Ncnonb3oBaTb O0gHOpa3oBble HeonyppeHHble nep4yatku, nabdo-
paTopHble XanarTbl, 3awWuLLaTh rnasa Bo Bpems paboTb! ¢ o6pasuamu
N peareHTamu. TwaTenbHO BbIMbITb PYKU MO OKOHYaHMU paboThl.
Bce onepaunn npoBoasiTcst TONbKO B NepyaTkax Afs UCKITIoYeHUs
KOHTaKTa ¢ OpraHu3MoM 4YenoBeka.

- N3beraTb BAbIXaHUSI NAPOB, KOHTAKTa C KOXEW, rnasamu u cnu-
3ucton obonoukon. BpeaeH npu npornatbiBaHuu. [pu KOHTaKTe He-
MEAJIEHHO NPOMbITb MNOPaXeHHOE MECTO BOAOW 1 Npu Heobxogumo-
CTn 06paTUTLCSA 3a MEAVULIMHCKON NOMOLLLIO.

- [pn cobnogeHnn ycnoBuini TpaHCNOPTUPOBKN, 3KCnyaTauum v
XpaHEeHUsi PUCKN B3pbliBa U BO3ropaHusi OTCYTCTBYIOT.

- NUndopmauuoHHoe nucbMo o BesonacHocTu Habopa peareHToB
AOCTYMHO MO 3anpocy.

OueHKka BEPOATHLIX cobbITU, B pe3ynbTaTe HaCcTyNJeHUa KOTO-
pbIX MOIYT NPOU30NTU OTpULATESNbHbLIE NOCNEACTBUA ANA OpraHu3ma
yerioBeka.

I'|pv| NCNOMNb30BaHMU NO Ha3HA4YeHUo U cobnaeHnu BbllLlenepe-
YUCNEeHHbIX Mep NpegoCTOPOXHOCTU Ha6op peareHToB Oe3onaceH.
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Cneunduyeckue BO3OENCTBUA KOMMMAEKTa peareHTOB Ha opra-
HU3M YernoBekKa:

- KaHueporeHHbIn apdeKT OTCYyTCTBYET.

- MyTareHHOe geincTteue OTCYTCTBYET.

- PenpoaykTuBHas TOKCUYHOCTb OTCYTCTBYET.

AONOJNTHATENbHBLIE MATEPWUAIJIbl U OBOPYJOBAHUE

O6paTHasi TpaHcKpunuua M amnnudukaumsa ¢ rmopuamusaum-
OHHO-(PJTyopeCcLeHTHOM AeTeKLen npoaykros amnnmcpukauymm

1. OpHopasosble nonunponuneHoBblie NPOBUPKN:

- 3aBMHYMBAKOLWMECA WNW MMIOTHO 3aKpblBaloWMeECs npPobupku
obbvemom 1,5 mn (Hanpumep, Axygen, Inc. («3kcuaxeH, UHK»),
CLUA) onsa npurotoBneHnsa peakunoHHON CMeCH.

- TOHKoCcTeHHble npobupku ans MNLUP o6vemom 0,2 mn ¢ Bbinyknown
UNU NAOCKOW OMNTUYECKU NPO3paqHOM KPbILLKOW unun Npobupku
obbemom 0,2 mn B cTpunax rno 8 LWT. ¢ Npo3payYHbiMU KpblLLKaMu
(Hanpumep, Axygen, Inc. («3QkenpxeH, UHk»), CLLUA) — npu nc-
nosfib3oBaHun npmbopa nnaHWeTHOro Tuna;

- TOHKOCTEHHble npobupkn ansa MNUP o6vemom 0,2 mn ¢ nnockown
Kpbiwkon (Hanpumep. Axygen, Inc. («3kcupxeH, UHk»), CLUA,
UM aHanoruyHbie) unu npodupku ans NUP k Rotor-Gene ob6be-
mom 0,1 mn B cTpunax no 4 wr. ¢ kpbitwkamu (Hanpumep, QIAGEN
GmbH («Knaren 'm6X»), lepmaHusn) — npn ncnonb3oBaHUn nNpu-
6opa poTopHOro Tuna.

2. OgHopa3soBble HAaKOHEYHUKU A [,03aTOPOB NEpPeMeHHOro 06b-
emMa ¢ dunbtpom ao 200 mkn (Hanpumep, Axygen, Inc. («Okcu-
pxeH, UHk»), CLUA).

3. Wratuebl gna npobupok o6vemom 0,2 mn unu 0,1 mn (B cooTBeT-
CTBUN C UCNOMb3YyEeMbIMU KOMMIIEKTaMun peareHToB) (Hanpumep,
Axygen, Inc. («OkcumxeH, NHk»), CLUA).

4. Bokc abaktepuansHon BospgyluHon cpepbl (MNLP-6okc) (Hanpu-

mep, «bAB-TTUP-«JlamuHap-C», S3AO «JlammHapHble cuctembi»,

Poccus).

BopTtekc (Hanpumep, SIA Biosan, Jlateus).

. ABTOMaTU4eckne WUnuM MexaHudeckne [o3aTopbl NepemMeHHOro

obbvema (Hanpumep, OO0 «buoxut», Poccus).

7. lNMporpammnpyemMbln amnnudumkaTop ¢ CUCTEMOU AeTekumn dny-
OpEeCLEHTHOro curHana B pexuMe «peanbHoro BpemMeHn», UMeto-

o o
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wnin 2 unn onee HesaBUCUMbIX KaHarnoB driyopecueHTHon ae-
Tekuum (Rotor-Gene Q (QIAGEN GmbH («KuareH T'mM6X» ), Fep-
maHus), CFX96 (Bio-Rad Laboratories, Inc. («buo-Pan Jla6opa-
Topus, UHk.»), CLUA), OTnpanm («AHK TexHonorus», Poccus).

8. XonopunbHuk ot 2 oo 8 °C ¢ Mopo3usibHON KamMepoit OT MUHycC 24
A0 muHyc 16 °C.

9. OTaenbHbIN Xanart, wano4ku, obysb 1 04HOPA30BbIE NEpYaTKu No
MY 1.3.2569-09.

10. EmMkocTb Ansa copoca HaKOHEYHUKOB.

B3ATUE, TPAHCINTOPTUPOBAHUE U XPAHEHWE UCCIELOYE-
MOIo MATEPUATIA

Matepuanom gnsa nposenenus MNLP cnyxat npobsl PHK, nony-
YeHHble paHee Ha 3Tane 3KCTpaKkumMm U3 uccregyemoro martepuana
(MasKoB CO CNM3UCTON HOCO- N POTOrNOTKM), B KOTOPbIX Obina obHa-
pyxeHa PHK SARS CoV-2 meToaom aHanusa HyKneuHOoBbIX KUCMOT.

[lonyckaeTca xpaHeHue marepuana MaskoB CO CIM3UCTOMN HOCO-
N POTOrNOTKU 4O NPOBESEHNNA NCCNeaoBaHUA B TedeHne 3 CyTOoK Npu
Temnepartype ot 2 o 8 °C, npu Temneparype OoT MUHYC 24 A0 MUHYC
16 °C — He Bonee 7 cyTokK, Npy TemnepaTtype He Bbiwe MuHyc 70°C -
ANUTENBLHO, OOMYyCKaeTCA OOQHOKpaTHOEe 3amMopaxuBaHue. [Jonycka-
etca xpaHeHue PHK, nonydeHHON n3 maskos, Npu TemnepaTtype ot
MUHYC 24 0o muHyc 16 °C He Gonee 7 cyTokK, npu TemnepaTtype He
Bbile MuHyc 70°C - pnuTenbHO, fonyckaeTca ogHOKpaTHOE 3amopa-
XusaHue. [Honyckaetcs TpaHcnopTuposaHue obpasuoe PHK SARS
CoV-2 npn Temnepatype ot 2 go 8 °C B TeueHue 4 yacos.

BHUMAHMUE! Ma3kn co crimaucTon HOCOrnoTKU N POTOrNOTKKU pe-
KOMeHOyeTCcA coBMmellaTb B ogHov npobupke n nccneposaTb Kak
oavH obpaseu. [lnsa atoro 6epyT masku pasHbIMU 30HAAMKU cHa4vana
CO CNU3NCTON HMXHEro HOCOBOrO X044, a 3aTeM U3 POTOrMOTKU, NpU
3TOM paboyne KOHLbl 30HAOB NOCne B3ATUA MA3KoB Yy NauueHTa rno-
MeLLalTcH B 0gHy npobupky ¢ 0,5 mn TpaHCnopTHOW cpenbl AnA Xpa-
HEHMS1 U TPAHCNOPTUPOBKN pPECNUPATOPHbLIX Ma3KoB U UCCReayloTcA
Kak oauH obpaseu.
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COCTAB

«MNUP-komnnekT» BapuaHT FRT-100 F — komnnekT peareHToB ans
obpatHon TpaHckpunuum PHK 1 amnnudpurkaumm dparmeHToB kJHK
kopoHasupyca SARS-CoV-2 (cparmeToB reHa S) Ans BbisiBNeHUs
MYyTaLuWiA, XapaKTepHbIX ANs reHeTudeckux BapuaHTtoB Omicron u
Delta, ¢ rubpunansaumoHHO-hNYyopeCUEHTHON AeTeKUnen B pexnve
«peanbHOro BpeMeHN» BKIIOYaeT:

PeareHT | OnucaHue |061=eM, Mn| Konuuecrso
YacTb 1
MpospayHas nakocTb OT
OT-MNuUP-cmech-FL 3-A | 6ecuBeTHOrO OO CBETIO- 1,1 1 npobupka
pO30BOro LBeTa
MpospavHas XuakocTb OT
OT-NuUP-cmeck-FL 3-B | becuseTHOro o ceetno- 1,1 1 npobupka
pPO30BOro UBeTa
OT-NLP-6ydep-R )T(Egig’;‘::a’* GecuseTHas 1,2 1 npo6upka
Taq nonumepasa ngzggr:aﬂ becuBeTHAR 0,12 1 npobupka
PesepTtasa (MMIv) S(szzgg:: as becugeTHas 0,06 1 npobupka
K- MpospayHas 6ecupeTHas 0.4 1 npoBupKa
XUAKOCTb
YacTb 2
OKO Mpospadan Geousetian | 15 | 2 nposwpur
MKO Delta Qszigi;':aﬂ GecupeTHas 0,12 1 npobupka
KO Omicron Mpospauan Gecue™as | o.12 | 1 nposupia

KomnnekT peareHToB paccuuTtaH Ha npoeeaeHune 200 peakuuin 00-
paTHON TpaHckpunuun v amnnudukauumn (Bcero 100 Tectos), BknNto-
Yasn KOHTpOnu.

PeareHTbl KOMMNMeKTa ynakoBaHbl pa3fesibHO B COOTBETCTBUN C
TemnepaTtypon xpaHeHus (cMm. pasgen «XpaHeHue»). Komnnekr pe-
areHToB COCTOMUT U3 2-x YacTten: 1) TemnepaTtypa XpaHeHuUsi OT MUHYC
24 no munHyc 16 °C; 2) temnepaTtypa xpaHeHna ot 2 go 8 °C.

NMPOBEOEHUE AHAJTIU3A

AHanua cCoctTouT N3 cneayrumx 3Tanos:

- BblaeneHue PHK;

- obpaTtHas TpaHckpunuusa PHK n amnnudpunkaumn kAHK ¢ rubpu-
An3aunoHHO-NyopecUeHTHON OeTeKuMen B pexmMme «pearnbHoro
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BpPEMEHNY,

- aHanu3 N HTepnpeTauua pesynbTaToB.

Boiaenenne PHK nposoasaT ¢ ucnonbsosaHnem HabopoB peareH-
ToB AnA BbligeneHnsa PHK ns buonornyeckoro martepuana anAa ganb-
Helllero NpoBeAeHNA aHanusa ¢ NoMoLibio METOAO0B aMniinduka-
LIMA HYKITENHOBLIX KUCIOT, 3aperv|CTpV|pOBaHHb|x B YCTAHOBIIEHHOM
nopsigke 8 P®.

BHuumanue! MonyyenHbit npenapat PHK Heobxoaumo B TeyeHue
[BYX 4YaCcOB UCMONb30BaTb ANsi NOCTAaHOBKN peakunn obpaTHOM TpaH-
CKPUNUUM U NONMMMEpasHOW LUerHoW peakumm c nNpUMEHeHueM
Habopa «AMnnuTect® SARS-CoV-2 VOC v.3», cepuss CV017. [o-
nyckaeTcsi OQHOKpaTHOe 3amMopaKMBaHWE W XpaHeHue npenapara
PHK npu TemnepaTtype He Bbille MuHyc 16 °C He 6onee 7 cyTok.

OBPATHAA TPAHCKPUNLNA PHK U AMMITUOUKALINA kOHK C
NETEKUMEW B PEXUME «PEAINNIbHOIO BPEMEHW»

Bbi6bop npobupok ansi amnnudukauum 3aBUCUT OT UCNOJb-
3yemoro amnnucukaTopa ¢ CUCTEMOM AeTeKLMU B pexume «pe-
anbHOro BPeMeHu».

Ona BHeceHusa B npooupku peareHtoB, Npo6 PHK u kKoH-
TPONbHbIX 00pa3LOB UCMNOMNL3YIOTCH OAHOpPAa30Bbleé HaKOoHeu-
HUKU C (hunbTpamMu.

A. MoproroBka Nnpo6 ans amnnudpukauuu

O6wuin 06HeM peakUMOHHOW cMecu — 25 MK, BKIloYast o6bemM

npo6bl PHK — 10 mkn.

1. PaccunTaTb KONMUYECTBO KaXKAOro peareHTta, Tpebylolleecs AOns
NPUroTOBNEHUS ABYX peakuuoHHbIX cmeced. Ha oaHy peakuumto
TpebyeTtca 10 mkn OT-MLUP-cmecu-FL 3-A, unn OT-MNLP-cmecu-
FL 3-B, 5 mkn OT-MNLP-6ydepa-R, 0,5 mkn Taq nonumepassbl,
0,25 mkn PeBepTta3sbl (MMIv). Cmech rotoButb Ha obLiee 4nucno
uccneayemblix U KOHTPOrbHbIX 06pa3uoB (KOMMYECTBO KOHTPOSIb-
HbIX 0OpasLoB CM. B NyHKTE 6) NMtoC 3anac Ha oAHy peakuuto.

BHUMAHUWE! KomnoHeHTLI peakumMoHHOW cMecu cnegyeT cMellnBaThb
HenocpeacTBeHHO nepeg nposeaeHuem lNLP-nccneagosaHus.

2. Pasmopo3ntb npobupku ¢ OT-MLUP-cmecbio-FL 3-A u OT-ILP-
cmecblo-FL 3-B. lepemewatb coaepXMMoe BCEX peareHToB
MUP-komnnekTa, ocaguTb Kannv Ha BoOpTEKCe.
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B nByx oTAenbHbIX Nnpobupkax, mapkupoBaHHbix 3-A, 3-B, noaro-
TOBUTb [Be peakunoHHble cMecu. CmellaTb HeobxoamMmoe konu-
yecteo: OT-NMUP-cmecu-FL 3-A, nnn OT-MUP-cmecu-FL 3-B,
cootBeTtcTBeHHO, OT-TMLUP-6ydepa-R, Taq nonumepaswi, Pe-
BepTta3bl (MMIv), ocagutb kannu Ha BopTeKce.

3. Otobpatb Heobxoaumoe (AByXKpaTHOE) KONUYEeCTBO MPOBUpoK
unu ctpunos gna OT-MUP PHK wccnegyembix © KOHTPORbHbIX
Npo6, NocTaBuTL B TpY psAaa.

4. BHecTu B KaXkabit psg npobupok Nno ogHonm U3 AByxX NPUroToBEH-
HbIX peakUMoHHbIX cMecer no 15 mkn Ha npoby. Heucnonb3oBak-
Hble OCTaTKN peakuMoOHHON CMecn BbIOpPOCUTD.

5. B noarotoBneHHble npobupkn sBHecTn no 10 mkn npo6 PHK, no-
NyYeHHbIX B pe3ynbTaTte 3KCTpakunm U3 uccnegyembix odpasuos.

BHUMAHMUE! Coaepxumoe npodupok HeobxoamMmo TiaTenbHoO ne-
peMelwaTtb NUNeTUpoBaHUEM, He Aonyckasi NoABMNEHUA Ny3bliPbKOB
BO3ayxa.

6. MNMocTaBuUTb KOHTPONbHbIE PeaKLUuM.
a) nonoxutenbHbIi KOHTporsib OT-MLP (MK Delta ) — B 2 npo-
OnpKn ¢ peakUMOHHLIMU cMmecsimu 3-A n 3-B BHecTu no 10 Mkn
NMKO Delta.
6) nonoxutenbHbii KOHTponb OT-MLUP (MK Omicron) — B 2
npobupkun ¢ peakuMoHHbIMU cmecamu 3-A n 3-B BHectn no 10
MkJ1 NMKO Omicron
B) oTpuuatenbHbin kKoHTponb OT-TMLUP (K-) — 8 2 npobupku c
peakuMoHHbIMU cMmecsimu 3-A 1 3-B BHecTu no 10 mkn K-.
r) oTpuuartesnbHbIi KOHTpONb 3kcTpakuum (OK) — B ABe npo-
OUpKK C peakuMoHHbIMU cMmecsimu 3-A u 3-B BHecTn no 10 mkn
npob6bl, 3kcTparuposaHHoin n3 OKO (OK He siBnseTca obssaTens-
HbIM KOHTpOnem).

BHUMAHUE! Copepxumoe npobupok Heobxoaumo TwaTenbHo ne-

pemellaTtb NUNETUPOBAHUEM, HE AOMNycKasi NOSsIBNEHUst Ny3blpbKOB
BO3A4yXa.

BHUMAHMUE! NMpoeectn OT-NLP cpa3sy nocne coeauHeHuUa peakuum-
oHHoW cmecn u PHK-npobbl n KOHTponen.
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B. MpoBeaeHue amnnudukaumum c aeTeKkuuen B pexmme «peanb-

HOro BpeMeHu»

1. 3anporpamMmMupoBaTb amnnmpukaTop ¢ cCUCTEMON AeTeKkunn B pe-
XUME «peanbHOro BpeMeHW» Ansl BbiNONHEHUA COOTBETCTBY!O-
wen nporpamMmmbl amnnudukauum u AeTekunn dnyopecueHTHOro
curHana (cm. Tabn. 6).

Ta6nuua 6 — Nporpamma amnnudgpukaumm U geTekuun dnyo-
pecueHTHOro curHana ans npuéopos nnaHweTHoro' u portop-

Horo? Tuna
DeTtekuun cbnyopecuenT-
Uukn | Temnepatypa, °C Bpewmsi HOro curﬂa?:a ¥|opKaHanaM Sl TR
nans dhnyopodiopos e
1 50 15 MuH 1
2 95 15 MuH 1
95 10c
3 60 15 ¢ FAM, JOE, ROX 45
| 72 10c

2. YcTaHOBUTb NPOOUPKN B A4EWAKN PEAKLVMOHHOTO MoAYNA npunbopa.
PekoMeHayeTcsa nepea, nocTaHoBKOW B amnnudukaTop nnaHweT-
HOrO TUNa 0CaauTb Kanmnu co CTEHOK NPobnpoK Ha BOPTEKCE.

BHUMAHME! B cnyyae HenonHoii 3arpy3ku npubopos nnaHwer-
HOrO TWNa peKoMeHAyeTCA AONONHNTENBHO YCTAHOBUTL MYCThie NPO-
BUPKK UK cTpynbl (aHanornvHbIe NCNOMb3yEMbIM) NO KpasM peak-
LIMOHHOro MoAynsa amnnudukaropa.

3. 3anycTuTb BbIMONHEHNE Nporpammbl amnnudpukaumm c OeTek-
yuen donyopecLeHTHOro curHana.

4. Mo OKOHYaHWW BbiMONHEHWUS NporpamMmmMbl NPUCTYNUTL K aHasn3y
UHTepnpeTauun pesynbTaTos.

B. AHanu3 1 nHTepnpeTauus pe3ynbsraTtoB

AHanu3 Nony4eHHbIX AaHHbIX NPOBOAAT C MOMOLLBIO NporpamMmm-
Horo obecrnevyeHns Ans ynpaeneHdus amnnudgukatopamu, ncnonb3y-
eMbIMU 4NS NPOBEAEHUsi MoNMMepasHON LEeNMHON peakumu B pexume
peanbHOro BpeMeHM!.

AHANU3VPYIOT KPUBbIE HAKOMMEHUA onyopecLeHTHOro curHana
Mo 2 kaHanam B cooTBeTCcTBMU c Tabnuuen 1 HacTosALlen UHCTPYK-
LINWA.

1 CFX 96 (Bio-Rad), ATnpainm (AHK TexHonorus, Poccus)
2 Rotor-Gene Q (QIAGEN)

cTp.- 20 13 28

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



Pe3ynbTaTbl UHTEPNPETUPYIOTCA HA OCHOBAHUKN HAaNU4usa (unv oT-
CYTCTBMS) nepecevyeHus Kpuson dnyopecueHLUMn ¢ yCTaHOBNEHHON
Ha COOTBETCTBYIOLLEM YPOBHE NOPOroBO NNHWEN, YTO onpenenseT
Hanuune (unu otcyTcTBme) ana gaHHon npobel AHK 3HavYeHns nopo-
roBoro uukna (Cf) B cooTBeTCTBYlOLWEN rpade Tabnuubl pesynbTa-
TOB (CM. Tabn. 9).

[ns aHanusa pe3ynbTaTtoB NoporoBas NIMHUA yCcTaHaBNUBaeTcA
OIS KAXAO0ro kaHana (ans KaXgonW CMecu) Ha COOTBETCTBYIOLLEM
YPOBHE NO OTHOLLEHWIO K KOHEYHOMY YPOBHIO Fpadouka riyopecLeHT-
Horo curdana ykasaHHoro KO (npu ncnonb3sosaHun amnnudoukaTo-
POB NNAHLIETHOro Tuna — 1abn.7) unu Ha ykasaHHOM ypoBHe (npw uc-
nonb3oBaHuM amnnudukaTopa poTopHoro Tuna — Tabn.8).

Tabnuua 7 — 3HayeHUsi NOPOroBOM NUHUK ANA NpMbopoB
njaHWeTHOro Tuna

Threshold / Moporosas nu-

HaumeHoBaHue Kanan
HUSA — YPOBEHb MO OTHOLWe-
AR Ana pnyopo- LIRO HMIO K KOHEYHOMY YPOBHIO
cmecu-FL ¢opa rpadmka MKO
JOE
3-A MKO Omicron
10-20%
ROX OT KOHEYHOTO YPOBHS
FAM KO Omicron ykasatoro MKO
3-B JOE
MKO Delta
ROX

Ta6nuua 8 — 3HayeHUs NOPOroBOU NMHUK Ans NpubopoB po-
TOPHOro Tuna

HaumeHoBaHue Kanan Threshold /
OT-NMUP-cmecu-FL | ana donyopodcdopa | NMoporosas nUHUA
3A JOE 01
ROX ’
FAM

3-B JOE 0,1
ROX
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Tabnuua 9 — MNpuHuUNbI MHTEpNpeTauum pe3ynbLTaTtoB

Hauwme- 3HaueHue noporoBoro uukna (Cf)
HOBaHue no KkaHany ana ¢nyopodopa
OoT-NnuyP- PesynbTar
cMecu- FAM JOE ROX
FL
onpeneneHo O6HapyxeHbl MyTaLuu
onpegeneHo MeHbLLUE P681H n N679K
rPaHUYHOro B reHe S
onpeneneHo He obHapyxeHo
MeHbLUE oTcyTcTByeT | myTtaumil P681H n N679K
rPaHNYHOro B reHe S
3A He oTcyTCTBYET
yuuTbIBaETCA unu HepocTatouHo
onpeaeneHo oTcyTCTBYET PHK SARS-CoV-2
bonblue ANa aHanmsa*
rpaHU4HOro
oTCcyTCTBYET onpenenexHo
unn 6onbuwe CoMHUTENBHBLIR*™
onpegeneHo rpaHU4HOro
onpegeneHo onpeaeneHo O6HapyxeHbl MyTaumm
oTCyTCTBYET MeHbLLEe MEHbLLIE P681R n L452R
rPaHU4HOro rpaHU4HOro B reHe S
ONbEnEeHo O6HnapyxeHa peneuuns
ONREASTIEHO del69-70 n myTauusa A67V,
MEHbLLE oTCyTCTBYET oTCyTCTBYeT | |- OBHAPYKEHLI MyTaLN
rpaniutinoro P681R v L452R B reHe S
Ob6HapyxeHa MyTauns
ONIPEAENEHO L452R B reHe S,
oTCyTCTBYET MEHbLUE oTCyTCTBYeT | e OBHAPYXEHbI MyTALMM
rPanItHoro P681R, del69-70 n A67V
onpeneneHo O6HapyxeHa myTauus
OTCYTCTBYET oTCyTCTBYET  MeHblue P681R B rexe S,
3-B [PAHUUHOTO HE obHapy»xeHbl MyTaLuu
L452R, del69-70 u AG7V
HE oGHapyxeHbl myTauum
OTCYTCTBYET OTCYTCTBYET otcytctByeT | P681R, L452R, del69-70 n
A67V B reHe S***
onpefeneHo | OTcyTCcTBYyeT OTCyTCTBYET
bonbLue unm unu
rpaHU4HOro onpegenexHo onpeaeneHo
OoTCyTCTBYET onpegeneHo
oTCyTCTBYET unu Bonblie CoMHUTENbHBIA™™
onpepeneHo rpaHU4HOro
onpegeneHo OTCYTCTBYET
oTCyTCTBYET bonbLie nnu
rpaHWYHOro onpegeneHo

* B cnydyae nony4yeHus pesynbtata HepoctatouHo PHK SARS-CoV-2
Ans aHanusa paHHasa npoba PHK He moxeT 6bITb NpoaHanuanposaHa ¢ Mno-
MOLL|blo AaHHOro Habopa peareHToB, nockonbky cogepxaHne PHK SARS-CoV-
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2 B HEll HMXKe aHaNUTUYECKOW YyBCTBUTENbHOCTU Habopa peareHToB nnu PHK
SARS-CoV-2 oTCyTCTBYET.

** B cnyyae nonyyYyeHus COMHUTENbHOro pesynbTaTta Heobxoaumo npo-
BecTu nosTopHoe lNLP-uccnenosaHne cooTBETCTBYIOLLEro uccneayemoro o6-
pasua, HaunHas c aTana 3kcTpakuyuu. B cnyyae noBTOpeHUsi aHanoruiHoro pe-
synbTata obpasey cyuTaTh NonoxutenbHbiM. [py nonyyYeHMn oTpuuartens-
HOro pesynbTaTta B NOBTOPHOW NOCTaHOBKe obpasel, cYuTaTb COMHUTENbHbIM
N peKOMeHA0BaTb NOBTOPHOE B3ATME MaTepuana ana aHanusa.

*** Pe3ynbTaT HE YYUTbIBAETCA B Criyyae, ecnu rnony4veH pesynbtaTt Hedo-
cmamoyHo PHK SARS-CoV-2 dnst aHanusa pns MNUP co cmecblo 3-A.

BHUMAHME! NpaHnyHble 3HauyeHus Ct ykasaHbl BO BKNagbille, npu-
naraemom K Habopy peareHToB.

O6wume pesynbTaTthl No BoinBneHuto mytaumn PHK SARS-CoV-2
B S reHe npeacTtaBnexbl B Tabn. 10.

Tabnuua 10 — O6wun pesynbTaT aHanusa

Pe3ynbTar
¢ OT-NMUP-cmecbio 3-A

Pe3ynbTtart
c OT-NLUP-cmeckio 3-B

OOwu# pesynbrar
aHanu3sa

HE obHapyxeHbl MyTauum
P681H 1 N679K
B reHe S

HE obHapyxeHb! MyTauuu
P681R, L452R, del69-70 n
AGB7V B reHe S

HE obHapyxeHa
PHK SARS-CoV-2
reHeTUYEeCKUX BapnaHToB
Delta u Omicron

O6HapyxeHbl MyTauun
P681H n N679K
BreHe S

O6HapyxeHa myTayus
del69-70 u A67V n,
HE oBHapy>xeHbl MyTaLmm
P681R n L4562R

BbisiBneHsl mapkephbl
SARS-CoV-2 reHeTn4eckoro
BapuaHTa Omicron

O6HapykeHbl MyTauun
P681H n N679K
B reHe S

HE obHapyxeHbl MyTauuu
P681R n L452R, del69-70
nA67vV

BbisiBNeHbl Mapkepsb!
SARS-CoV-2 reHeTu4eckoro
BapuaHta Omicron
(BbisiBfIEHbI MyTaLUK
P681H 1 N679K)

HE obHapyxeHbl myTauum
P681H n N679K
B reHe S

O6HapyxeHbil myTauun
P681R u L452R,
HE oBHapy>keHbl MyTaumm
del69-70 n A67V

BbisBneHbI mapkepbl
SARS-CoV-2 reHeTn4ecKoro
BapuanTta Delta

HE obHapy»xeHbl MyTaLum
P681H n N679K B reHe S

O6HapyxeHa myTaums
P681R B reHe S, HE obHa-
pyxeHbl MyTauumn L452R,
del69-70 n AG7V

HE obHapyxeHa
PHK SARS-CoV-2
reHeTUYEeCKUX BapuaHToB
Delta n Omicron

HE obHapyxeHbl myTaumm
P681H n N679K B reHe S

O6HapyxeHa myTaums
L452R B reHe S, HE ob6Ha-
pyxeHbl mytauun P681R,

del69-70 u A67V

HE ob6HapyxeHa
PHK SARS-CoV-2
reHeTU4EeCKUX BapuaHToB
Delta n Omicron

HepoctaTtouHo PHK
SARS-CoV-2 ansa aHanusa

HE obHapyxeHbl myTauuu
del69-70, A67V, P681R u
L452R B reHe S

HepoctaTtoyHo PHK
SARS-CoV-2 ansa aHanusa

HepoctatouHo PHK
SARS-CoV-2 ans aHanusa

Ob6HapyXeHbl MyTauuu
P681R n L452R B reHe S

BbisiBNeHbI Mapkepbl
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Pesynbrar
¢ OT-NMUP-cmecoio 3-B

O6wun pesynbrar
aHanusa
SARS-CoV-2 reHeTu4eckoro
BapuaHTa Delta

PesynbtaTt lLP-uccnepoBaHusa cuutaeTcss AOCTOBEpPHbLIM,
eClnuv nony4yeHbl NpaBunbHbIe pe3ynbTaThl ANA KOHTPONen 3Ta-
NOB 3KcTpakuum n amnnudpukauum yyactkos kK[JHK B cootBeT-
CcTBUM Cc Tabn. 11 v BKnagbiweMm, npunaraembiM K Habopy pea-
reHToB.

PesynbTaTr
¢ OT-NMUP-cmeckto 3-A

Ta6bnuua 11 — Pe3ynbTaTbl AN KOHTPONEU pa3nUyHbIX 3Tanos

NUP-uccnenoBaHus

HauMeHoBaHUE 3HaueHue noporosoro yukna (Cf)
OT-MNLP-cmecu-| Koutponsb no kaHany ans dnyopocopa
FL FAM JOE ROX
AKO He onpefeneHo onpeneneHo
: MeHbLUe MeHbLLe
Omicron y4uTbiBaeTCA [DAHUYHOTO FPAHMYHOTO
) onpeaeneHo
3-A MNMKO Delta qmb?:aemﬂ MeHblLEe OtcyTcTBYeT
y rPaHM4HOro
K- V\-IVITbll_iBeaeTCﬂ OTtcyTtcTByeT OTtcytcTBYyeT
onpeneneHo
MKO
Omicron MeHbLLe OTtcytcTBYET OTcytcTByeT
rpaHU4YHOro
3-B onpeaeneHo onpeaeneHo
MKO Delta OTcyTcTBYET MeHbLLUe MeHbLLe
rpaHU4HOro rPaHN4HOro
K- OrcyTtcTBYeT OrcytcTBYyeT OtcytcTBYyeT

Bo3MOXHbIe OLUUOKMU:

1. Ona nonoxuTtenbHoro koHTponsa OT-INUP (IMK) sHayeHne noporo-
Boro yukna (Ct) oTCcyTCTBYET Unn npesbillaeT rpaHnyHoe 3Hadve-
HWe No KaHanam, Ha KOTopblX, cornacHo Tabnuuye 11, oHO JO0MKHO
ObITb «onpeaeneHo MeHblUe rpaHnyHoro». Heobxoanumo noBTo-
puTtb MNLP-nccnegosaHne ans Bcex ob6pasuos.

2. Ansa otpuuatenbHoro koHTponsa MUP (K-) nnu (1) OK onpepe-
neHo 3HaveHue noporosoro uukna (Ct) no ogHomy Unu Heckonb-
KAM KaHanam. BeposiTHa koHTamuHauua nabopatopun Npoayk-
Tamu amnnudukauum mnu KOHTaMuHaUusa peareHToB, Uccrieaye-
MbiX oOpasyoB Ha kakoM-nubo atane ML P-nccnegosaHna. Heob-
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XOAUMO NpPEeAnpUHATbL Mepbl NO BbIABAEHUIO U NUKBUOALUUN UC-
TOYHUKa KOHTamuHauum n nosToputb [LIP-uccnegosaHune ans
BCcex obpasLoB.

3. [lna nccnepyemoro obpasuya onpeaeneHo 3Ha4YeHue Noporosoro
uukna (Ct), npu aTom Ha rpacduke driyopecueHLUn oTCyTcTeyeT
y4acTOK XapaKTepHOro 3KCnoHeHuuanbHoOro nognema (rpaduk
npeacraBnseT coborn NpubNN3UTENbHO NPAMYIO NUHUIO). Heob-
XOAVUMO NPOBEPUTL NPaBUNBHOCTb BbiIBpaHHOrO YPOBHA MOpPOro-
BOW NHUM UNu napameTpoB pacyeTa 6asosor nuHUK. Ecnn pe-
3ynbTaT nony4yeH rnpu npasuibHOM ypOBHE NOPOroBon MHMK (na-
pameTpax 6asoBoi NuHUK), TpebyeTcs NOBTOPHO NposecTu NMLIP-
uccneposaHue ona aToro odbpasua.
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CPOK rogHOCTW. yCnoBua TPAHCINOPTUPOBAHUA N XPA-
HEHUA

Cpok rogHocTu. 9 mecsiues®. Habop peareHToB C UCTEKLIUM cpo-
KOM rogHoOCTW NpUMeHeHNo He noanexuTt. CpoK rogHOCTU BCKPbITbIX
peareHToB COOTBETCTBYET CPOKY rogHOCTU, yKa3aHHOMY Ha 3TUKeT-
Kax onsi HEBCKPbITLIX peareHTos.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCnoOpTUpoOBaTb
npu Temnepartype ot 2 oo 8 °C He BGonee 5 CyTOK B TEPMOKOHTENHE-
pax, coaepXxatlux xnagoanemeHTbl, BceMU BUAAMMU KPbITbIX TpaHCc-
NOPTHbIX CPEOCTB.

Habop peareHTOB npu nNony4eHUn pasyKoMMnekroBaTb B COOT-
BETCTBUU C YKasaHHbIMK TEMNepaTypamMn XpaHeHus.

XpaHeHue.

YacTb 1 B coctaBe peareHToB OT-IMUP-cmeck-FL 3-A, OT-MNLUP-
cmecb-FL 3-B, OT-MNuUP-6ydep-R, Taq nonumepasa, PeBeptasa
(MMIv), K- xpaHuUTb B MOPO3UITLHOWN KaMmepe Npu TemnepaTtype oT Mu-
Hyc 24 no mudyc 16 °C. OT-MNMUP-cmecb-FL 3-A, OT-ILP-cmech-FL
3-B xpaHuTb B 3alyMLLEeHHOM OT CBETA MeCTe.

Yactb 2 B coctaBe peareHtoB OKO, KO Delta, MTKO Omicron
XpaHUTb Npu Temnepartype o1 nntoc 2 go nntc 8 °C.

Jdonyctumo paamopaxusaTb U 3amopaxusatb peareHTbl «[lLIP-
KomMmnsiekra» He 6onee 3 pas.

XonoaunbHbie N MOPO3UNbHbIE Kamepbl AOMMKHbI obecneynBaTb
pernameHTUPOBaHHbLIN TEMMNEPaTYPHbLIN PEXUM.

3 lMepBoHayanbHblA CPOK FOQHOCTH yCTaHOBMEH MeToA0M yCKOpeHHOﬁ OUeHKKn CTabunbHOCTH,

cTp. 26 n3 28

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



FAPAHTUUHBIE OBA3ATENBCTBA U3rOTOBUTENA

U3rotoButenb rapaHTUpyeT COOTBETCTBME OCHOBHbLIX NapameT-
pOB N XapakTepucTuk Habopa peareHToB TpeboBaHUAM, YKa3aHHbIM
B TEXHWUYECKOWN 1 IKCMyaTaLUoHHON AOKYMEHTaLUU, B TEYEHMe yKa-
3aHHOro cpoka rogHocTu npu cobnoaeHnn BCex YCnoBuin TpaHcnop-
TUPOBaHUSA, XpaHEHUSI N NPUMEHEHUSA.

MeauunHckoe wnsgenue TexHU4eckomy obCnyxuBaHUlO u pe-
MOHTY HE NOANEXUT.

Peknamauum Ha kauecTBO Habopa peareHToB HanpaensATb Mo af-
pecy 119121, r. Mocksa, MNMoroguHckas yn., gom 10 ctp.1, e-mail:
promlab@cspfmba.ru.

[pn BbisBNEHUM NOBOYHBLIX AENCTBUNA, HE YKa3aHHbIX B UHCTPYK-
LM Mo NpUMEHEHNIO Habopa peareHToB, HEXenaTesbHbIX peakLuii
npyM ero ucnonb3oBaHUK, (pakToB U OOCTOATENLCTB, CO3aaloLnX
yrposy >XU3Hu 1 340POBbI0 rpaxxaaH U MegUuUUHCKUX paboTHUKOB Npu
NpUMeHeHun 1 akcnnyatauun Habopa peareHToB, peKoMeHayeTCs
HanpaBuTb coobLueHne No agpecy, ykasaHHOMY Bbille, U B YMOJHO-
MOYEHHYI0 rocyAapCTBEHHYIO perynnpytoLlyto opraHusauuio (B PO —
depnepanbHasa cnyxba no Haasopy B cdepe 3apaBOOXpaHEHUS) B
COOTBETCTBUMU C AENCTBYIOLLMM 3aKOHO4ATENLCTBOM.

PykoBoautensb

npon3BoAcTBEeHHON nabopaTopuu 7 )K.E.Tapacosa

Jlews]
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CUMBOIJ1bI, UCMONb3YEMbIE B NEYATHOW NPOOYKLIUK

OctopoxHo! ObpaTtuTtecs Kk
WHCTPYKLUK NO
NMPUMEHEHNIO

REF Homep no katanory

Conep>xMmMoro fOCTaToOYHO
ANsi NpoBEeAeHNs N-
KOnu4ecTBa TECTOB

LOT Koa naptuu (cepus)

MepuuuHckoe nsgenue
IVD auy gl

L Wcnonb3oBaTk fo
ANa AUarHoCTUKM in vitro

O6paTtutech K UHCTPYKLUUK

aTta USMeHeHus
A no NpUMEHEHUI0

VER
TemnepaTypHbI guana-
30H

= B P

He ponyckaTb Bo3aen-
CTBUSA CONMHEYHOrO CBeTa

=] \l/
Z

N3rotoButensb [aTa nsrotoBneHus

5

bepeub oT Bnaru

Y.
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