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cnucok COKPALLEHNI

B HacToswemn NHCTPYKLMU NPUMEHSOTCA cnepywuwme

BKO-FL - 9K30reHHbI BHYTPEHHMUIA KOHTPOJIbHLI 06pa3sel

r - FTEHOMHbIEe 3KBUBAJIEHTHI

AN 95 % - 95 % poBepuTenbHbI NHTEpBasl

AHK - [e30KCUPUBOHYKIeNHOBasT KUcoTa

XKKT - XKenyao4HO-KULLIEYHbIN TPaKT

K+ - N0NOXNTENbHbI KOHTPOIb OT-TLLP

K- - oTpULaTenbHbIi KOHTposib OT-MLP

KIHK - KomnnemeHTapHas AHK, nonyyaemas B peakuum ob6partHoii
TpaHcKpunuun Ha matpuuye PHK

OK - oTpUUaTe ibHbI KOHTPO/Ib 3KCTPaKLmn

OKO - oTpuuUaTenbHbIi KOHTPO/IbHbIN 06pasel,

OT-nupP - noiMMepasHas LenHas peakumsi ¢ 06paTHOI TpaHCKpunumei

MK - NOMOXXUTE/bHbI KOHTPO/Ib 3KCTPaKLMA

NMKoO - MONOXNTENbHbI KOHTPOJIbHBLIA 0bpa3sel,

nupP - NoiIMMepasHas uenHaa peakuus

PHK - pUboHYK/IenHOBasA Kucnota

PY - perucTpaunoHHoe yaocToBepeHume

- defepasibHOE GIOMKETHOE yupexaeHne Haykn «LleHTpanbHbIl

dBYH UHNN <
Hay4HO-1CCNeaoBaTeNbCKNM UHCTUTYT 3NNAEMMNONIOTNN>

onuaemonorii dbepepasibHOM CNy>X6bl N0 HAA30pYy B chepe 3alnTbl Npas

PocnoTpebHag3opa ACP 1 Cnyx aAsopy P t P
notpebutenein n 6naronony4ymsa YenoBeka

COVID-19 - Coronavirus disease 2019

FL -MUP c rmbpugnsaymoHHO-/TyOpeCLEHTHOW AeTeKUNENR

FRT - hiyopecueHTHas AeTeKUNA B PEXUME «peasibHOro BpeMeHn»

SARS-CoV-2 - Severe acute respiratory syndrome coronavirus-2

HASHAYEHNE

Ha6op peareHTtoB AMMIMCeHC® COVID-19-FL npegHasHayveH ans
BbISIBJIEHUA N KoNm4yecTtBeHHoro onpepgeneHmna PHK SARS-CoV-2 B
6uosiornyeckom martepuane (Masku cO C/IM3NCTOWM 0BOO0YKM HOCO- U
pPOTOr/IOTKM, MOKpoTa / acnupaTr u3 3eBa, OpPOHX0a/IbBEONAPHbIN
naBaxk / NpoMbIBHble BOAbl GPOHXOB, Msiasma KpoBW, dpeKasibHbl /
peKTa/IbHbIA  Ma30K, ayTONCUMHbIA MaTepuan) un B 0ObeKTax
oKpyXatwiein cpegbl (KOHUeHTpaTbl 06pa3uoB BOAbl, CMbIBbl C
006BbEKTOB OoKpy>katroLen cpenbl) MeToA0M oT-nuypP C
rmépunamnsayMoHHO-IyopecL,eHTHOM aAeTtekumen NMPOA4YKTOB
amnangukaunm. MaTtepuanom gnsa nposegeHunsa OT-TMLUP cnyxxart
npo6bl PHK, akcTparmpoBaHHble U3 UCC/leAyeMOro marepuana.

cTp. 3 3 53
& 000 LIUPMU 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MokasaHun U NPOTUBONOKa3aHUA K NpUMEeHeHKIo Habopa
peareHToB

Habop peareHToB Mcnonb3yeTcA B knuHuueckon nabopaTopHoii
ANarHoCTUKE ANA UccneaoBaHUA OMONOrMYECKOro marepuana,
NONy4YeHHOro OoT NpubbiBLLUX U3 PEruoHOB, FAe PEerucTpUpyloTes
cnydau 3aboneeaHns COVID-19, nud, KOHTakTMpoBaBWMUX C
GonbHbiMu COVID-19, BHe 3aBMCUMOCTM OT POpPMbl M HaNU4UA
maHudectauu 3abonesaHun, GonbHbIX OCTPOW PecnUpaTopPHOW
uHpekLen npu nopospeHun Ha COVID-19, ana uccneposaHws
ayTONCMAHOrO MaTepuana nerkmx ¢ Uenbld YCTaHOBNEHUN
aTMONOTUN NHEBMOHUKW, a TaKkke ANA uccrnefosaHus ob6ubekTos
oKpyXalowen cpeabl C UENbld NPOPUNAKTUKUN KOPOHABUPYCHOM
nHdekyun yenosexa.

lNpoTuBONOKa3aHWUsi OTCYTCTBYIOT, 3a WCKMIOMEHMeM ChnyJaes,
korna 3abop MaTepuana He MoxeT ObiTb ocywecTBneH no
MEAULUHCKUM MNOKA3aHUSIM.

Pesynbtatr OT-MUP pgomkeH  wWHTepnpeTwupoBaThCA B
COOTBETCTBUU C  KNUHWUKO-3NUAEMUONOINYECKUMY  AaHHLIMM,
Otpuuarenchbin pesynbtat OT-MUP He uckniovaeT BO3MOXHOCTb
MHPUUKMPOBaHUA KopoHaBupycoM SARS-CoV-2, u moxeT ObiTb
nofnyyeH Npu cogepxaHun supyca B obpasue Hwxe 3asBNeHHOW
aHanNUTUYECKON YYBCTBUTENLHOCTH.

MoTeHuKanbHbIe NONL30BATENIU MEAULIMHCKOrO U3NGNHUNA

K pabore ¢ HaGopom peareHTOB [ONycKalOTCs TONbKO
MeauuuHcKue paboTHUKU, OOyyeHHble MeToAaM MONEKYNSPHOM
AWarHoCcTkM u npasunam paGoTbl B KIMHUKO-AUArHOCTUYECKON
nabopaTopun B YCTaHOBNEHHOM Nopsifke.

APUHLUWN METOQA

MpuHUMN TeCTUPOBaAHUA OCHOBbLIBAETCA Ha 3AkcTpakuun PHK us
obpa3yoB uccnegyemoro marepuvana COBMECTHO C 3K30reHHbIM
BHYTPEHHUM KOHTPOMbHbIM obpasuom (BKO-FL), oaHoBpemeHHOW
obpatHon TpaHckpunuuun PHK n amnnudpukaummu ydactkos k[AHK
BbIABNAESMOro MUKpOOpraHusma W kAHK BKO-FL ¢
rmbpuanu3aunoHHO-PNYOPECLIEeHTHOK AeTeKumnen. BKO-FL
no3sonseT KoHTponuposaTe Bce atanbl lUP-uccnegosanua ans
kaxaoro obpasua u oOueHvBaTb BNUAHWE UHIMOUTOPOB Ha
pesynbTathb! MLUP-uccnegosanus.
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ObpatHaa TpaHckpunuus PHK npoBogutcs C  NOMOLLbIO
depmeHTa pesepTasbl. AMAnudukauus ydyactka kAHK nposogutcs
npu nomMoww cneunduyHbiX K ITOMY Yy4acTKy npanMepos ¢
depmeHTta Taqg-nonumepasbl. B coctase peakunoHHOM cMmecu
NPUCYTCTBYIOT  cnyopecueHTHO-MeYeHble  ONUIroHyKNeoTuabl,
KoMnnemMmeHTapHble yyactkam amnnucpuumpyembix kQHK-muweHen,
YTO NO3BONSET perucTtpupoBaTb HakonneHne cneunduyeckoro
npoAaykTa amMmnaudukaumm nyteMm UIMEepeHust WHTEHCUBHOCTU
dnyopecyeHTHOro curHana ¢ nomowbio amnnudpukaTopa C
CUCTEMOWN AETEKLUUN B pEXUME «peasribHOro BpEMEHUY.

KonunuyectBeHHoe onpepenedHne PHK ocHoBbiBaetcas Ha
CYWEeCTBOBaHUN NWHENHOW 3aBUCMMOCTW MeXay norapucgpmom
ucxogHou koHueHTpauun PHK-muweHnu B nccnegyemom obpasue v
3KCNoHeHUManbHbiM yBENUYEeHUeM nyopecueHTHOro curHana.
NMuUP-uccneposaHne  aHanusvpyembix  obpas3uos  npoBoaAT
OAHOBpEMEHHO C 06pa3uoM C W3BECTHOW KOoHueHTpauuen PHK-
MmuweHn — MNKO, koTopbln aTTecToBaH No metoauke UNarotosutens.
Mo pesynbtatam amnnucdpukauum KO nposoautcs pacuer
KoHUueHTpauun PHK-muweHn B nccnepgyembix obpasuax.

Ha artane OT-MNMUP oagHoBpemeHHO B ogHoW npobupke
nposoautcs amnnudpukauma Asyx kAHK-muweHnen. PesynbTatbl
amnnudukaumn perucTpumpyrloTca No KaHanam dnyopecueHTHON
AeTeKuuun, ykasaHHbiM B8 Tabn. 1.

Tabnuua 1
Kanan gna ¢onyopodopa FAM JOE
kAHK-MuweHb kAHK BKO-FL kAHK SARS-CoV-2
UCKycCTBEHHasn reH RdRp
O6nactb amnnudukauum HyKneoTuaHas (RNA-dependent RNA
nocneaoBaTeNbHOCTb polymerase)

®OPMbI KOMIMJIEKTALUUA

®opma 1: «PUBO-npen» sapuaHT 100, «lLP-komnnexT» BapuaHT
FRT-100 F

®opma 2: «kMAIMHO-cop6» sapuaHT 100, «1LIP-koMnnekT» BapnaHT
FRT-100 F

®opma 3: «MAIHO-copb6» Bapuant 100M, «MUP-komnnekT»
BapmaHT FRT-100M F

®dopma 4: «NLUP-komnnekT» BapnaHT FRT-100 F

®opmsbl 1, 2 1 3 npeaHasHaveHbl AN8 npoBeaeHnsa nonHoro MUP-
uccnepgosaHufA, BkNwo4vatowero 3kcTtpakuuio PHK, obpatHyto
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TpaHckpunuuiwo PHK n amnanpukaymio k4HK c rnbpmnansayoHHO-
oSTlyopecueHTHON AeTeKUMen B pexumMme «peasjibHOro BPpeMEHM».

dopma 4 npepgHasHadyeHa AnA npoeegeHnsi obpaTHOW
TpaHckpunuun PHK v amnaundukaumm kHK ¢ rmépunamnsayoHHO-
dolyopecueHTHON AeTeKUMEN B peXXnme «peasnbHOro BpeMeHm». Ans
nposeaneHns NoJIHOr o NMUP-nccnepoBaHus HeobxoaAnmo
MCNOJZIb30BaTb KOMMJIEKTbl peareHToB A1 3KCTpakuun PHK.

dopwmbl 1,2 n 3 paccuntaHbl Ha npoBegeHmne 100 TecToB, BK/1O4Yas
KOHTpon. dopma 4 paccumTtaHa Ha nposegeHme 110 peakuui
o6GpaTHOI TpaHCKPUNUUX U aMnanguKaunmn, BKIOYas KOHTPOSMN.

AHANMNTNYECKWME XAPAKTEPNCTUKW
Ons paHHOro Hab6opa peareHToB MNpUMEHUMbl creaytolime

XapaKTepUNCTNKn:
,£I,|/|ar|a30H n3MepeHnda n npeanes O6Hapy)KeHI/IFI
Tabnuuya 2
Bug KomnnekT gns KoMAieKT ans Mpepen Adrana3soH
nccrnegyemoro 3KCTpakumun aMNAMUKALII 0OHapy)xeHud, n3mepeHus,
MaTtepuana PHK H 2 (konuin) / mn 3 (konuin) / mn
Ma3skun co
Cnn3ncTon . 5x102 5x102-3x10®

000J104KN HOCO-
M POTOrNIOTKN

"<:1/|(:0r|K|/|IOOan1 ;3 3eBa bdoz 5x102-3x10®
P «PUBO-npen» «MLP-

BpoHxoasibBeo-
NSIPHbIN BapuaHT 100, KOMM/IEKT>»
nasax / «MATHO- BapuaHT FRT- 5x102 5x102-3x10®
NDOMBIBHbIE cop6>» 100 F v BapmaHT

P BapuaHT 100 1 FRT-100M F
BOAb! GPOHX0B BapmaHT100M
Mnasma KpoBw P 1x103 1x10% -3x10®
deKasibHbIN /
peKTaNbHbIl 1X102 1x10“ -3x10®
Ma30K
AyTONCUMHBIN 1x103 5x102-3x10®
Martepwvas

MpumeyaHne - OpgHa konva wMmuweHn kKIAHK cooTtBeTcTBYET

OAHOMY FreHOMHOMY 3KBUBaNeHTy (reHOMYy) MUKpOOopraHmima.

JaHHbIA npegen o6GHapy)XXeHusa paocTuraeTcs npu cobsilnaeHun
npaBuna, yKasaHHbIX B pasgenax «B3atue, TpaHcnopTuMpoBaHuME U
XpaHeHune nccnenyemMmoro MaTtepuana» n «[logroTtoBkKa
nccnengyemMmoro matepuvana Kakcrtpakumm PHK».

AHanuntTunyeckas cneumuUHoOCTb
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HabGop peareHToB obHapyxusaeT yyactok PHK kopoHaBwupyca
SARS-CoV-2 (knuHuuyeckue obpasubl, cogepxawme PHK SARS-
CoV-2 B KoHueHTpaumm oT 5x102 go 5x10° 'D (konwid) / mn,
cneynduyHOCTb noaTBepxaeHa METOAOM NPAMOro
CekBeHUpOBaHUA HYKNEOTUAHBLIX nocnefoBaTenbHOCTENR).
AHanuTuuyeckana cneuyndnyHocTs Habopa peareHToB fokaszaHa npu
unccneposaHun PHK/AHK cnegylowmx MmukpoopraHusmMoB/LLUITaMMOB:
— wrammbl u3 konnekumn ATCC (American Type Culture Collection,

CWA): Streptococcus pneumoniae (ATCC®  49619™),

Staphylococcus aureus subsp. aureus, Strain Seattle 1945

(ATCC® 25923™), Pseudomonas aeruginosa (ATCC® 9027™),

Moraxella catarrhalis (ATCC® 8193™), Neisseria mucosa

(ATCC® 19693™), Enterococcus faecalis (ATCC® 19433™),

Mycoplasma pneumoniae, Strain Pl 1428 (ATCC® 29085™),

Chlamydophila pneumoniae, Strain CM-1 (ATCC® VR-1360™),

Legionella pneumophila subsp. pneumophila, Strain Philadelphia

1 (ATCC® 33152™), Staphylococcus epidermidis, FDA Strain PCI

1200 (ATCC® 12228™), Bacillus cereus, Strain FDA 5 (ATCC®

10702™), Human Respiratory Syncytial Virus, Strain 9320

(ATCC® VR-955™), Human Respiratory Syncytial Virus, Strain A-

2 (ATCC® VR-1540™), Human Parainfluenza Virus 1, Strain C35

(ATCC® VR-94™), Human Parainfluenza Virus 2, Strain Greer

(ATCC® VR-92™), Human Parainfluenza Virus 3, Strain C243

(ATCC® VR-93™), Human Rhinovirus 17, Strain 33342 (ATCC®

VR-1663™), Human Adenovirus 1, Strain Adenoid 71 (ATCC®

VR-1™), Human Coronavirus, Strain OC43 (ATCC® VR-1558 ™),

Human Coronavirus, Strain 229E (ATCC® VR-740™), Human

Coxsackievirus B1, Strain Conn-5 (ATCC® VR-28™), Human

Echovirus 4, Strain Pesascek (ATCC® VR-1734™), Human

Herpesvirus 1, Strain HF (ATCC® VR-260™), B KOHUEHTpauum He

Gonee 1x10° 'S/mn n He meHee 1x10° MO/mn;

— wrammbl 13 konnekuun MKIMNM (MocyaapcTeeHHaa xonnekuuws
naToreHHsiX MUKpooprasmamoB) Haemophilus influenzae 423,
Streptococcus pyogenes Dick - |, Corynebacterium
pseudodiphtheriticum Ne25, Proteus mirabilis 3177, Klebsiella
pneumoniae 418, Escherichia coli M 17, Salmonella typhimurium
79, Yersinia enterocolitica 134, Bordetella pertussis 703 L 6,
Mycobacterium Bovis Ravenel Ne700204 B koHUeHTpauun He
Gonee 1x10° F3/mn n He meHee 1x10° MF3/mn;

crp. 7 wa 53
@ 000 LIMPMH (&7 INFO@CIRMLRU € WWW.60SZDRAVNADZOR RU




- obpa3subl naHenu « CORONAVIRUS RNA SPECIFICITY PANEL»
(Erasmus Medical Center — EMC, Porrepaam, HuaepnaHabl):
Severe acute respiratory syndrome coronavirus Strain
HKU39849, Middle East respiratory syndrome coronavirus,
Human coronavirus, Strain NL63 B koHueHTpauwn He bornee
1x10° F'3/mn v He meHee 1x107 FIA/mn;

- wrammbl U3 konnekuwn OIbY «HUAW rpunna umenn A.A.
CmopoaviHueBa»: A/CaHkT-MNeTepbypr/HANIM-252/19 (Influenza
virus A (H3N2)), A/KanuuuHrpap/75/19 (Influenza virus A
(H1N1)pdm09), B/Washington/02/19 (Influenza virus B nuHus
Buktopus), B/AkyTck/HUUI-06/2019 (Influenza virus B nwuHus
fAmarata) B KOHLUeHTpauun He Gonee 1x10° M'3/mMn u He meHee
1x107 F3/mn;

— [NHK vyenoseka B KoHueHTpauuu 0,2 mr/mn.

Mpu TectuposaHum obpasuos AHK/PHK sbilenepevncneHHbIx
MukpoopraHuamoB M [HK 4yenoBeka Hecneyndu4eckux peakumin
BbIABNEHO He BbiNo.

UHpopmauua o6 uHTepdepupylolwlnx BelwlecTsax yKkasaHa B
pasgene «WHTepdepupylowme BewecTsa W OrpaHWYEHus no
ucronb3oBaHuUIo NPob uccneayemoro matepuana.

MoBTOPAEMOCTb U BOCNPOU3IBOAUMOCTL onpeaenennna PHK
SARS-CoV-2

lMoBTOpAEMOCTL W BOCNPOU3BOAMMOCTbL onpeaeneHns PHK
SARS-CoV-2 Obin#  ycTaHOBMEHbl NYTEM  TecTUpoBaHUA
NONOXUTENbHLIX W OTpUuaTEeNbHbIX MOAENbHbLIX 00pasyoB.
MonoxmrenbHbte 06pasubl nNpeacTaBnNANy cobok CTaHAAPTHLIA
obpasey npeanpuaTua, coaepxawmn PHK SARS-CoV-2 B
koHUueHTpauumn 5x10° F3/mn, B KauecTee oTpuLaTenbHOro obpasua
Obin ncnonbsoBaH peareHT OKO.

YCnoBusA MOBTOPAEMOCTH BKAuanu B ceba TectupoBaHue B
OAHOW N TOW Xe nabopaTopun, OAHUM WU TEM XEe OnepaTopom, C
ucnonb3oBaHMeM OAHOro U TOro e obopyaosaHua B npeaenax
KOPOTKOro NPoMeXyTka BpemMeHWU. YCNOoBUA BOCNPOU3BOAMMOCTH —
TeCTUpOBaHUE B pa3Hbix Nnaboparopusx, pasHbiMKU onepaTopamu, B
pasHble AHW, Ha pasHbix npubopax, pasHbix cepun Habopa
peareHToB. Pe3ynbTraTtbl NpeacrasneHbl B Tabn. 3, 4.
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Ta6bnnua 3

MoBTOPAEMOCTb
Konn- CoBnapge- Oxupgaemoe g;i%:ii CraHgapTt Koathdu-
AMnnmCeHc® T Hue 3HayeHue =Hoe LMeHT
nun obpasuos 4yecTBO n3mepeHus
COVID-19-FL HOBTODOB pesynbTa* KOHLEeHTpa- KOHLEeHTpa. CTKMOHE- Bapuaunu
P T0B, % unn, 1a HEHTP Hue (SD) (CV), %
uun, 1
[MonoxuntenbHble 10 100 3,70 3,88 0,18 4,75
®opma 1
OTpuuatenbHble 10 100 . : - :
MonoxutenoHble 10 100 3,70 3,61 0,13 3,58
®opma 2
OTpuuatenbHble 10 100 -
Tabnuua 4
BOCI'IpOI/ISBO,EI,l/IMOCTb
Kosn- CoBnapge- Oxugaemoe 3ilgi%1i1ee CraHpgapt Koaddu-
AmnnnCeHc® Tun 06pasLoB 4eCTBO Hue 3HayeHune N3MeDeHus -Hoe LNEHT
COVID-19-FL pasy nosTopop PE€3Y/bTa- KOHUEHTpa- KOH SHT . OTknoHe- Bapuaunu
POB “roB, % yum, 1 HEHTPA- e (SD)  (CV), %
unn. 1a
MonoxurtenbHble 40 100 3,70 3,89 0,17 4,46
dopma 1
OTpuuartenbHblie 40 100 - - - -
MonoxutenbHble 40 100 3,70 3,68 0,13 3,49
dopma 2
OtpuuartenbHble 40 100

[MpaBUNBbLHOCTbL KO/MMYecTBEHHOro onpegeneHna PHK
8AP5-CoY-2

MpaBunbHOCTbL KonmyectBeHHoro onpegeneHna PHK 5AP5-Co\/-2
Oblyla  ycTaHoB/leHa MNyTeM TecTUupoBaHUA  BGMOIOrNYEeCcKoro
MaTtepuasia, B KOTOpOM npegBaputesibHO He Oblna BbisiB/ieHa PHK
3AP3-Co\/-2, a 3atem Obln pgobaBneH cTaHAapTHbIM o06pasey,
npeanpuatusa, cogepxawmnm PHK 3AP3-Co\/-2 B KOHUeHTpauusax
5x102, 7x102, 5x103, 1x10™ 1x10™, 1x10™, 3x108 'a/mn.

Oxnpaemoe CpefHee 3HayeHne Cucrtemartnyeckas
Bupg nccnegyemoro Konnyectso A Pea

3Ha4yeHue n3mepeHuns norpewHoctb (B),
Martepuana nNOBTOPOB
KOHUeHTpauun, 14 KoHueHTpauuu, 1a %

12 8,48 8,97 5,79
MasKku co cnmancroi 12 7,00 7,23 3,28
060104k HOCO-u 12 5,00 5,26 5,18
POTOrNOTKN 12 4,00 4,03 0,75
10 2,70 291 7,69
12 8,48 8,94 5,50
MokpoTa /acnupar 12 7,00 7,12 1.77
13 3eBa 12 5,00 523 4,55
12 3,70 391 5,69
9 8,48 8,88 4,70
BEpPOHX0aNbBEONAPHbI 9 7,00 6,97 0,44
W naBax / NpOMbIBHbIE 9 5,00 4,99 0,22
BOAbl 6POHX0OB 1 3,70 3,78 2,10
11 2,70 2,93 8,51
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Bung nccnegyemoro KonuyecTtso

3HaueHue n3mepeHund
Marepnana rioBTOPOB KOHLeHTpaumu, Ip KoHueHTpauuu, 1p
12 8,48 9,07
Mnasma Kposu 12 7,00 711
12 5,00 5,18
12 4,00 3,99
12 8,48 9,13
dekanbHbIn / 12 7,00 7,23
peKTanbHbI Ma30oK 12 5,00 5,30
12 4,00 4,06
9 8,48 8,96
AyTOnCuiiHbI I 9 7,00 7,10
Matepuan 8 5,00 512
9 3,70 3,89
CuncrtemaTtmnyeckas

Oxxnpgaemoe

AVNATHOCTUNYHECKWME XAPAKTEPUCTUKN

CpepHee 3HaveHue CucrtemarTmnyeckas
norpewHocTb (B),

%
6,97
1,60
3,62
0,14
7,70
3,20
6,01
1,56
572
1,40
2,34
5,23

norpewHocTtb (B) wu3mepeHuna norapugpma
KOoHueHTpaumn PHK 3AP3-Co\/-2 He npesbiwaeT 20 %

Tabnmnua 6
Pe3ynbTaTbl TECTUpPOBaHUA Habopa peareHToB

AMnnnCeHc® COVHO-19-Pb B cpaBHEHUN C pepepeHTHbIM
MeToA0M

Bup nccnepgyemoro
mMarepuana

Ma3Ku Co CAU3nUCTOIA
060/104YKM HOCO-U
pPOTOrNOTKM

MokpoTa /acnupart u3
3eBa

BpoHxoanbBeONsAPHbIA
naBax / NpoMbIBHble
BO/Abl 6POHX0OB

Mna3ma KpoBM

dekanbHbll /
peKkTanbHblIi Ma30kK

AyTOnCuHbIA MaTepuan

Pe3ynbtatbl NpMMeHeHus
AmMnnCeHc® COVID-19-FL

Bcero
ncecnefosaH
(6]

160 o6pasuos
Bcero
nccnegoBaH
(o]

70 o6pasyos
Bcero
nccnegosaH
O
70 obpasyos
Bcero
nccnegosaH
[¢]

70 o6pasyos
Bcero
nccnegosaH
O
70 obpasyos

NONOXUTeNbHbIX

oTpuLaTenbHbIX

NONOXUTENbHbBbIX

oTpuuaTtenbHbIX

NONOXUTENbHBIX

oTpuuaTenbHbIX

NONOXUTeNbHbIX

oTpuuatenbHbIX

NONOXWUTENbHbIX

oTpuuaTtenbHbIX

MONOXWUTENbHbIX

Pe3y/ibTaTbl MPUMEHEHMS
pegyepeHTHOro metoaa™
NOJIOXKNTEbHbIX OTPULLATENbHbIX

80

0

35

0

35

0

35

0

35

0

35

0

80

0

35

0

35

0

35

0

35

"B KauyecTBe pe(hepeHTHOro metoja ucnono3osasncsad Habop peareHToB «<KAMnamCeHc® Cov-Bat-FL»
(PY Ne P3H 2014/1987) B coueTaHum c Cuctemoit kanenbHon uugpposoin MUP QX100 droplet digita
PCR (PY Ne ®#C3 2012/13278).
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Pe3yn bTaTbl NMPpUMEHEHUA

Bua n Mor P bTaTbl NPUMEHEHUS
A VICCNEAYEMOTO A_¢3yn a n p ene pedepeHTHOro metoga™
MaTeleana MM N AWM Y A e 13 -11_
MO/IOXKUTEbHbIX OTPULATETbHbIX
Bcero
uccneposan oTpuLatenbHbIX 0 35

O
70 o6bpa3yuos
KoHueHTpaTbl 06pa3syos Beero MONOXUTENbHbIX 20 0
BOAbl, CMbIBbI C

o nccnefosaHo
06BbEKTOB OKpYyXatwLweli

120 06pa3suos oTpuuaTenbHbIX 0 100
cpefbl

Tabnunua 7
[dnarHoctnyeckne xapaktepmuctnkyn Habopa peareHToB
AmnanCeHc® COVID-19-FL

AunarHoctnyeckas
AnarHoctunyeckas ~
A~ cneynduyHoOCTb
YYBCTBUTE/IbHOCTb .
Bunpg nccnegyemoro matepuana o (c poBepuTenbHoOI
(c poBepuTenbHOM
BEPOATHOCTbIO 95 %) BEPOATHOCTLIO
95 %)
Ma3ku Co CIM3NCTOM 060/TIOHKN HOCO- 100 (95-100)% 100 (95-100) %
N POTOI/IOTKU
MokpoTa / acnupart 13 3eBa 100 (90-100) % 100 (90-100) %
BpoHxoanbBeoNsApHbIA naBax/ 100 (90-100)% 100 (90-100)%
NPOMbIBHblE BO/Abl GPOHXOB
Mnasma Kposu 100 (90-100)% 100 (90-100)%
deKanbHbIl / peKTanbHbIi Ma30K 100 (90-100)% 100 (90-100) %
AyTONCWUIAHbIV MaTepuan 100 (90-100) % 100 (90-100)%
KoHueHTpaTbl 06pas3yoB BoAbl, CMbIBbI 100 (83-100)% 100 (96-100)%

C 06BEKTOB OKpYy»Katowein cpeapl

BblsIn ncnonb30BaHbI:

227 ob6pas3uyoB 6monornyeckoro matepuana (Mas3km co C/IN3NCTOWN
000N04YKN HOCO- M POTOrMOTKM, MOKpoTa / acnupaTt K3 3eBa,
GpoHX0anibBeOoNsApPHbIA naBaX / MNPOMbIBHblE BOAbl 6GPOHXOB,
nsasma KpoBW, (heKasibHbli / peKTa/lbHblA Ma3oK, ayTONCUNHbIN
mMatepuan) OT MayMmeHTOB C MOATBEPXKAEHHbIM K/IUHUYECKUM
AnarHosom COVID-19;

28 o6pa3yoB 6uonornyeckoro matepunana (Maskm CO C/AN3UCTOWN
060/104KN HOCO- WM POTOrSIOTKM, MOKpoTa / acnupaTt u3 3eBa,
OpOoHXO0anbBeONAPHbIA naBaX / MpPoOMbIBHble BOAbl GPOHXOB,
nnasma KpoBu, hekanbHbli / peKkTasibHbIi Ma30K, ayTOMNCUNHbIN
Matepuan), cogepxawmx Bupyc SARS-CoV-2 B pasHbIX
KOHLLeHTpaumsix;

AQOTHOCWUTENbHAS YYBCTBUTENbHOCTh B CPABHEHUU C UCMONL30BAHHLIM pe(epeHTHbIM METO0M.
ANOTHOCKTENbHAA CNEeUU(pUUYHOCTL B CPABHEHWUN C UCNONb30BAHHBIM peePEHTHLIM METOLOM.
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— 14 o6pa3uoB o06bekTOB OKpyXawuwen cpeabl (KOHUEHTpaTbl
obpasuyoBs BOAbl, CMbIBbl C OBLEKTOB OKpy)awllen cpeapbl), B
KOTOPbIX C NMOMOLWbIO pedepeHTHOro Meroaa OBHapyXeHo wu
onpeaeneHo konuyectso PHK SARS-CoV-2;

— 6 obpasyos o6bekToB oOkpyxXawowen cpeabl (KOHUEHTpaTbl
obpa3yoB BOAbLI, CMbiBbI C OOBLEKTOB OKpyXalouwlen cpeabl),
coaepxawux supyc SARS-CoV-2 B8 pasHbix KOHUEHTpaLUsX;

— 80 obpasuoB Ma3KkoB CO CNU3UCTON 060N04KN HOCO- U POTOrNOTKK
OT NauneHToB C WHOW 3Tuonorven 3abonesaHus (rpunn A u B,
naparpunn, afeHOBUPYCHan  UHeKuus, pecnupaTopHO-
CUHUMTUaNbHaA WHMEKUUs, MeTanHeBMOBMPYCHaa WHMEeKUUs,
PUHOBMPYCHAA UHMEKUUA U  KOpoHaBUpyCHast  UHGEKUMA
yenoseka, Bbi3aBaHHas HCoV-NL63, HCoV-OC43, HCoV-229E,
HCoV-HKUI);

— 35 o6pa3uoB MoKpOThI / acnupaToB U3 Tpaxeu OT NauueHToB C
UHOW 3Tnonoruen sabonesaHusa (rpunn A u B, Streptococcus
pneumoniae, Haemophilus influenzae, Streptococcus pyogenes,
Staphylococcus aureus),

— 35 obpasuos GpoHxoanbBeoNAPHOro nasaxa / NPOMbIBHbIX BOA,
OpoHxoB OT NAaUMEHTOB C MHOW aTuonornen sabonesaxHunn (rpunn
A v B, nernoHennesHas uHpekuus);

— 35 obpa3uos nnasmbl KpoBU OT OONbHLIX afeHOBUPYCHOW
nHpekymen;

— 35 obpasuos dekanun ot 60NbHLIX POTABUPYCHOW NHGEKLMER;

— 35 obpasuoB ayToncunHoro marepuana oT NAUUEHTOB C UHOW
aTuonorven sabonesaxus (rpunn A);

— 100 obpasuos oObekToB OKpyXaiowen cpeabl (KOHUEHTpaTbl
obpasyoB BoAbI, CMbIBblI C 06BLEKTOB OKpYXatoLien cpeabl).
O6pasuybl Buonoruyeckoro Matepuana nony4veHsi ns P6YH LHIHUA

Jnuaemuonorun PocnoTpebHaa3opa B pamkax AesTeNnbHOCTU

nabopatopun MmonekynsapHbix Metogos OMAu3, pedepeHc-ueHTpa

Mo MOHUTOPUHIY 3@ BO3OyAUTENSAMN UHMEKLUA BEPXHUX U HUKHUX

AblxaTtenbHbix nyten PocnotpebHaasopa wu  nabopaTtopuu

MONEKYNAPHONW  AWArHOCTUKA U 3NUAEMUONOrUM  KULWEYHbIX

nHpekumin. Obpasubl 0OBLEKTOB OKpyXatowen cpeabl NonyyYeHbl U3

pedepeHc-ueHTpa N0 MOHUTOPUHTY 3a BO3DyguTenamu OCTPbIX

KnweuHbIx uHdekumn PocnotpebHaasopa.
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MEPbI NMPEAOCTOPOXHOCTHU

PaBora paomkHa npoBoauTbCA B naboparopuu, 8biNONHAIOLEN
MonekynsapHo-buonorudeckue (NLP) uccneaoBaHuA
GuonorMyeckoro Marepuvana Ha Hanuuue  Bos3byauTenen
WHEKUUOHHbIX BonesHeit, ¢ cobniogeHnem CaulluH 3.3686-21
«CaHuTtapHo-anuaemuosnorudeckue TpebosaHua no npodunakTuke
WH(PEeKUMOHHBIX 6onesHen», CadlluH 2.1.3684-21 «CaHuTapHo-
anuaemuonorudeckue TpeboBaHUA K COAEPXKAHUID TeppuTopuin
FOPOACKMX U CEeNnbCKUX NOCENEeHUi, K BOAHBIM O0beKkTaM, NUTLeBoN
BOAe W NUTLEBOMY BOAOCHADXEHMIO, aTMocdhepHOMY BO3AyXYy,
nouBaMm, XWibiM NOMELLEHNUAM, IKCnyaTauum NpousBOACTBEHHbIX,
o0LUlecTBeHHbIX MOMELUSeHUA, opraHusauMm U  nNpoBeAeHUIo

CaHUTapPHO-NPOTUBO3INUAEMUYECKUX (npounaxkTuyeckux)
meponpustuia» W MY 1.3.2569-09 «OpraHusauma paboThl
nabopaTtopui, UCNONb3YIOLLNX MeToAbI amnnupukaumn

HYKNEerHOBbLIX KUCNOT npu pabore ¢ mMaTepuanom, cogepxalium |

MUKpoopraHuamss I-IV rpynn naToreHHoCTU». ‘
Habop peareHToB npeaHasHavYeH ANA 0AHOPa30BOro NPUMEHEHUA

ans nposeaenun MUP-uccneposanus ykazaHHoro konuvecrsa npo6b ‘

(cm. pasgen «PopMbl KOMNNEKTaUun» ). |
HaGop peareHTOB rotoB K MNPUMEHEHUI0 cornacHo AaHHOW |

UHCTPYKUKW. MpumeHsiTb HaGop peareHToB CTPOro N0 Ha3HaYeHMUIo.

Mpu paGote HeoOxoaumo BCeraa BLINONHATL cregyloue

Tpe6osanml
Temnepatypa B nomelweHun nabopartopum ot 20 ao 28 °C, |
OTHOCUTENbHAA BNaXHOCTb OT 15 Ao 75%.

- DonyckaTtb k pabore ¢ HabopoMm peareHTOB TONbLKO NepcoHan,
o6yueHHbI MeToaaM MOSIEKYNAPHO AMArHOCTUKW U Npasunam
paboTbl B  KNWHUKO-guarHoctudeckon nabopatopum B
YCTaHOBNEHHOM nopsakKe.

- He wucnonb3oBath Habop peareHToB, €CnWM  HapylieHa
BHYTPEHHAA ynakoBka WAW BHELWHWA BWA peareHTa He
COOTBETCTBYET ONUCaHUIO.

- He wucnonb3oBaTe Habop peareHTOoB, ecnu He cobnioganuch
YCIOBUS TPAHCNOPTUPOBAHUA U XPaHEHUSt COrNacHO UHCTPYKLMA.

- He wucnonb3oBaTte HabGOp peareHToB NO WCTEYEHUU Cpoka
FOAHOCTH.

- Wcnone3soBaTe 0OAHOpasoBble  HEONyApPEHHble  NepyaTkwy,
nabopaTtopHble xanaTbl, 3awuwaTh rnasa Bo spemMa paboTel
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obpasyamn u peareHtamu. TwaTenbsHo BbIMbITE PyKU RO

OKOHYaHun pabotbl. Bce onepaun npoBOAATCS TONbKO B

nepyaTtkax gna UCKNIOYEHUA KOHTaKTa ¢ OpraHusMOM YernoBeKa.
- WNaberatb BAbLIXaHMA NaApOB, KOHTAKTA C KOXei, rnasamm w

cnusucton obonoukoil. BpeaeH npu npornatrbiBaHun. [pu

KOHTaKTe HEMeANEeHHO NPOMbLITH NOPaXeHHOe MEeCTo BOAOW, NpU

HeobxoaumocT 06paTUTLCH 3a MeAULIMHCKOW NOMOLLbIO.

Mpyw wmcnonbsoBaHMn NO  HasHaveHuio w  cobnogeHun
BblLUENEPEYUCNEHHbIX MEP npeaocTopoxHocTh dopma 4 Habopa
peareHTOB 6e3onacHa.

Mpy ncnons3oBaHMM NO HasHauveHuio ¢opm 1, 2 n 3 Habopa
peareHToOB U1 cobniogeHun  BbIWENEPEUUCNEHHbIX  Mep
NPEAOCTOPOXKHOCTU KOHTAKT C OpraHM3MOM 4Yenoseka WCKIIOMEH.
Mpu aBapuHBIX CUTYaLUAX BOSMOXHO cneayiollee:

- pasapaKeHue cCnu3ucTon o60N0YKN rNas y YyBCTBUTEMbHbIX NAL,
- pasgpaXeHue KOXW y YyBCTBUTENbHLIX NuL,

- annepruyeckas peakums,

- BpeAa npu BAbIXaHWW,

- Bpep nNpu npueme BHYTPb.

Mpu cobnioaeHnn ycnosuil TPaHCNOPTUPOBKW, JKCrnyatauwu w
XpaHeHUR PUCKW B3pbiBa U BOIropaHUA OTCYTCTBYIOT.

CeepeHnn o OesonacHocT Habopa peareHToB W JInCTbl
G6esonacHocTu peareHTtoB (SDS — safety data sheet) gocTynHel no
sanpocy.

Uucbopmauma 0 Homepax cepuid KOMNOHEHTOB, BXOAAWUX B
cocTas cepun Habopa peareHToB, AOCTYNHA NO 3anpocy.

CBEAEHUA OB YTUNTN3ALUU

Heucnonb3oBaHHbIe peareHTbl, peareHTbl ¢ UCTEKWWUM CPOKOM
roOgHOCTM, UCMNONb30OBaHHbLIE peareHTbl, ynakosky*, Guonorundeckuii
MaTepuan, a TaKke MaTepuanbl, WHCTPyMeHTsl W NpeaMeTsbl,
3arpssHeHHble BMonoruYeckuM martepuanom, cnegyet yaansTh B
coorseTcTBUM ¢ TpebosaHnamu CaHluH 2.1.3684-21 «CanutapHo-
anuaemuornorydeckue TpeboBaHUA K COAEpPXKaHUIO TeppUTOpuUi
FOPOACKUX M CENbCKUX NOCENeHUN, K BOAHbIM 06bexTam, NUTLeBon
BOAEe W NUTbEBOMY BOAOCHADXeHUIo, aTMocepHOMY BO3AyXYy,
noYBaMm, XUNbiM NOMELLEHUAM, IKCrnyaTauun NpousBoACTBEHHbIX,

4 HemcnonesoBaHHbI® peareHTel, pearéHT € UCTeKWWM CPOKOM FOAHOCTW, UCNONLIOBAHHbLIE
peargHThi, ynakoska OTHOCATCA K Knaccy onacHOCTA MeAULIMHCKMX OTXO0Q0B F.
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oblwecTBeHHbIX MNOMELEeHUA, OopraHusauMmM W npoBeaeHuio
CaHUTapHO-NPOTUBOINUAEMUHECKNX (npochunakTuyeckux)
MepPOonpUATUAY.

BHUMAHME! (pu yaaneHvn orxoaoB nocne amnnmdukauun
(npobupok, copepxawmx npoaykrbl [UP) HeponycTumo
OTKpblBaHKE NPOoOUpPOK U pa3bpbisruBaHue COAEPXKUMOTO, NOCKONbKY
3TO MOXET nNPUBECTU K KoHTamuHauyum npoaykrtamu [LP
nadopaTtopHOil 30HbI, 060pPYAOBaAHNA U peareHTOoB.

AONONHUTENBHLIE MATEPUAIbI U OBOPYJOBAHUE

BaaTMe uccnenyemMoro marepuana

1. TpaHcnopTHasa cpega — «TpaHCcnopTHan cpeaa ANA XpaHeHUAa 1
TPaHCNOPTUPOBKM pecnupaTopHbix Maskos» (PY Ne ®CP
2009/05011) wnn apyrue, 8 cootsetcteuv ¢ MP 3.1.0117-17
«JlabopaTopHas auarHocTuka rpunna u apyrmx OPBU metogom
noNMMEpasHon UenHon peakuumu».

2. 0,9 % pacTBOp HaTpua xnopuaa (CTepunbHbIn PU3NONOrMHECKUIA
pacTeop) unu gocodartHbin BydepHbin pacteop (PBS) (HaTpus
xnopua, 137 mM; kanusa xnopua, 2,7 MM; HaTpusa MmoHodocohaT,
10 mM; kanua gudgocdart, 2 MM; pH=7,510,2).

3. KoHTeilHep nNNacTUKOBLIN ANA  B3ATUA, XPaHEHUst ¢
TpaHCNOpTUPOBKK  Ouonormdeckux  obpasuos  obvemom
50-60 mn, ctepunsHbi (Hanpumep, OO0 «Kombutek Mnactuk»,
PoccuA).

4. MOk  BenOP-TAMNOH HA NNAcTUKOBOM  annnukaTope
(Hanpumep, COPAN, Utanus (PY Ne ®C3 2010/07660)).

5. BakyymHans cuctema 3abopa kposu Vacuette ¢ K3 OOTA
(nanpumep, Greiner Bio-One GmbH («[peiHep bBuo-YaHy»),
Asctpus (PY Ne®C3 2011/09315)).

6. UenTpucdyra meauumHcKkas ¢ NpUHAANEXHOCTAMU (Hanpumep,
MPW Med.instruments  Spoéldzielnia Pracy («MNB
Mea.mHcTpymente CrnonasmenHus [Mpauw»), Monbwa (PY Ne
®C3 2011/11085)).

7. OpHopa3oBble NONMUNPONUAEHOBLIE MMOTHO 3aKpbiBAIOWMWECA
npobupkn obvemom 2,0 wmn (Hanpumep, Axygen, Inc.
(«3AkenpxeH, UHk.»), CLUA (PY Ne ®C3 2012/11892)).

MNpeasapuTensHan NOAroToBKa UCCNeAyeMoro marepmana
8. PeareHT «MYKOJIU3UH» (PY Ne ®CP 2011/12082) ans
npeasaputenbHon o6paboTKn MOKPOTHI.
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9. 0,9 % pacTtBOp HaTpUA Xnopuaa (cTepunbHBIN PU3NONOrNYECKNA
pacTteop) unu cdocdaTHeit OydepHbin pacrsop (PBS) (HaTpus
xnopua, 137 mM; kanua xnopua, 2,7 mM; HaTtpus MoHodocdar,
10 MM; kanusa gugocdar, 2 MM; pH=7,510,2).

10.0aH0pasoBble  NOAUNPONUIIEHOBbIE 3aBUMHYMBAOWWECHA WK
NNOTHO 3akpbiBawowmeca npobupkn Ha 1,5 mn (Hanpumep,
Axygen, Inc. («Oxkcuaxer, MWHk»), CLWIA (PY Ne &C3
2012/11892)).

11.3aBuHyuBaloWnecs Kpollku K npobupkam (Hanpumep, Axygen,
Inc. («Akcuaxen, UHK.»), CLLUA (PY Ne ®C3 2012/11892)).

12.0aHOpa30Bble HAKOHEYHUKW AONA A03aTOpPOB NEepeMEeHHOro
obbema ¢ cunbtpom aoc 10 mxn (Hanpumep, Axygen, Inc.
(«3SxcnaxeH, UHk»), CLLA (PY Ne ©C3 2012/12077)).

13.0A0HOPA30BbLIE HAKOHEYHMKW AONA [03aTOPOB NEepPpemMeHHOro
ob6bema ¢ cpunsTpom go 100, ao 200, ao 1000 n ao 5000 Mkn
(nanpumep, Axygen, Inc. («IkcnaxeH, UnHk»), CLLA (PY Ne ©C3
2012/12077).

14.WTarvesl ana npobupok obvemom 1,5 mn (Hanpumep, Axygen,
Inc. («Dxcnpxer, UHk»), CLUA (PY Ne ®C3 2012/11892)).

15.01aenbHble 4NA KaXA0N NPOOLI CTepUnbHbLIE UHCTPYMEHTBI ANA
romoreHnsauun (papcdopoeas CcTynka C NECTUKOM) WNK
roMoreHus3aTop AnA npoBeaeHUs NpobonoaroToBKU TKaHeBOro
(ayToncuiHoro) matepuana.

16.MukpoueHTpudyra ansa npobupok TUNa «3nneHaopgp» C
MakCMManbHOW CKOPOCTbIO UEHTPUdYrnposaHua He MeHee
12 Toic g (Hanpumep, MiniSpin, Eppendorf Manufacturing
Corporation («3nneHaopd MaHydakTypuHr KopnopanwHy),
Mepmanus (PY Ne ®C3 2012/13316)).

17.BopTekc (Hanpumep, SIA Biosan (OO0 «buocan»), llateua (PY
Ne ®C3 2011/09797)).

18. ABTOMaTHMYECKNEe [03aTOpPbl NepemMeHHoro obbema (Hanpumep,
Sartorius Biohit Liquid Handling Oy («Captopuyc buoxur lluksug
Xangnuur Ownr»), OuHnaHaus (PY Ne ®C3 2012/12201);, AO
«Tepmo Puwep Caitentucuk», Poccus (PY Ne ®CP 2007/01433,
PY Ne ®CP 2007/01095); Eppendorf AG («3nneHgopd Al»),
Fepmanuns (PY Ne ©C3 2011/11028)).

19.XonoaunsHuK ot 2 Ao 8 °C ¢ MOPO3nNbHOK KaMepon OT MUHYC 24
A0 MuHyc 16 °C.

20.01aenbHbIA XanaTt, wano4vky, ob6yBb W OgHOPa3OBbIe NepyaTK.
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21.0pHOpa3oBbLIe  NNacTUKOBblE KOHTEWHepbl Ans cbpoca u
WHaKTUBaLMn MaTepuanos.

Jxcrpakunna PHK u3 uccneayembix odpasios

Mpu pabote ¢ cdopmon_ 1, sknovaloWen KOMNNEKT peareHToB

«PUBO-npen» BapunaHT 100:

22.0aH0pa30Bbieé  NOSMNPONUMNEHOBbIEe 3aBUHYMBAIOWMUECA WU
NNOTHO 3aKkpbiBalowmeca npobupku obvemom 1,5 mn (Hanpumep,
Axygen, Inc. («3kcuaxeH, Wuk»), CLWA (PY Ne @C3
2012/11892)).

23.3aBvHuuBalOWMECH KPLILWKN K npobupkam (HanpuMmep, Axygen,
Inc. («IxcuaxeH, VIHk.»), CLLA (PY Ne ©®C3 2012/11892)).

24.0a0HOpa30Bble HAKOHEYHUKW AONSsi A[03aTOpPOB NEPEMEHHOro
obbvema ¢ punstpom o 200 n ao 1000 mxn (Hanpumep, Axygen,
Inc. («3xkcnpxeH, UHk»), CLUA (PY Ne ®C3 2012/12077)).

25.0aH0pa30oBbIE HAKOHEMHUKW ANSA A03aTopoB NepemMeHHOro
obvema go 200 mkn (Hanpumep, Axygen, Inc. («IkcuaxeH,
NHk»), CLLUA (PY Ne ®C3 2012/12077)).

26.lLUrarmsebl ana npobupok o6temom 1,5 mn (Hanpumep, Axygen,
Inc. («kcnpreH, UHk»), CLUA (PY Ne ®C3 2012/11892)).

27 lamuHapHei boke knacc 6uonornyeckoin 6esonacHocTu Il Tun A
(Hanpumep, «<BABN-01-«JlamuHap-C.»-1,2», 3A0 «JlamuHapHbie
cuctembl», Poccun (PY Ne ®CP 2010/07111)).

28.MukpoueHTpudyra ana npobupok Tuna «3nneHpopd» ¢
MaKCUManbHOW CKOPOCTbIO UEHTPUDYruposaHna He MeHee
12 Tbic g (Hanpumep, MiniSpin, Eppendorf Manufacturing
Corporation («3nnexgopd MaHydakTypuHr Kopnopanwm»),
Fepmanusn (PY Ne ®C3 2012/13316)).

29.Boprekc (Hanpumep, SIA Biosan (OO0 «buocan»), Nlateus (PY
Ne ®C3 2011/09797)).

30.TepmocTtar AnA Npobupok Tuna «3nneHaopd» ot 25 no 100 °C
(Hanpumep, SIA Biosan (OOO «buocan»), Jlatensa (PY Ne P3H
2018/7729)).

31.BakyyMHblit OoTcacbiBaTENb MEAUUMHCKUA C KONGON-NOBYLUIKOW
ANA yaaneHwst HaaocafouHOW xuakoctn (Hanpumep, «OM-1»,
AO «YnbsHOBCKOE KOHCTpyKTOpcKoe 6iopo npubopocTpoeHun»,
Poccun (PY Ne ®CP 2010/08928)).

32.ABTOMAaTUYECKNE A03aTOpbl NepemeHHoro obvema (Hanpumep,
Sartorius Biohit Liquid Handling Oy («CapTopuyc buoxur Jluksunz
Xangnuur Oun»), Ounnauaus (PY Ne ©C3 2012/12201); AO
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«Tepmo Puwep Canentndgpuk», Poccus (PY Ne @CP 2007/01433,
PY Ne ®CP 2007/01095); Eppendorf AG («3nnenpopc Al»),
Fepmannn (PY Ne ®C3 2011/11028)).

33.XonoaunbHuk oT 2 po 8 °C.

34.OtaenbHbIV Xanar, wanoyku, o6yBb 1 0AHOPA3OBbLIC NEPUATKY.

35.0pH0pa3oBble NnacTukoeBble KOHTEWHepbl Ans cbpoca u
WHaKTUBauun marepuanos.

Mpun_ pabore ¢ dopmamu 2 1 3. BKNIOYAOWNMY _KOMNAEKTHI

peareHTos «MAITHO-cop6» BapuaHT 100 u Bapuanr 100M:
36.0aHOpasoBbie  NONUNPONUNEHOBbLIE 3aBUHYMBAIOLWMECH WNK

MAIOTHO 3akpbiBatoLmecs Npobupkn obvemom 1,5 mn (Hanpumep,
Axygen, Inc. («OkcupxeH, Whk»), CLWUA (PY Ne &C3
2012/11892)).

37.3asuH4mnBaloLMeECH KPLILWKA K npobupkam (Hanpumep, Axygen,
Inc. («3kenpxeH, VHK.»), CLUA (PY Ne ®C3 2012/11892)).

38.0aHopa3oBble HaKOHEYHMKUM ANnsi A03aTOPOB NepeMeHHOro
obrema ao 200 u ao 1000 mkn (Hanpumep, Axygen, Inc.
(«SkcnpkeH, UHk»), CLUA (PY Ne ®C3 2012/12077)).

39.0aHopa3oBble HAKOHEeYHWKU ANns [03aTOPOB NEepPeMEeHHOro
ob6bema ¢ punstTpom Ao 100, ao 200 n go 1000 mkn (Hanpumep,
Axygen, Inc. («JkcupxeH, WHk»), CLWIA (PY Ne ®C3
2012/12077)).

40.WLratmeel Ana npobSupok o6vemom 1,5 mn (Hanpumep, Axygen,
Inc. («AkenpxeH, UHK»), CLUA (PY Ne ©®C3 2012/11892)).

41 NlamuHapHbin 60Ke knacc Buonoruyeckon 6esonacHocTy Il Tun A
(Hanpumep, «BABN-01-«JlamuHap-C.»-1,2», 3AO «JlamuHapHbie
cucrembl», Poccus (PY Ne ®CP 2010/07111)).

42.Boprekc (Hanpumep, SIA Biosan (OOO «buocaH»), Jlateus (PY
Ne ®C3 2011/09797)).

43.Tepmoctar gns npobupok Tuna «3nneHpopg» ot 25 ao 100 °C
(Hanpumep, SIA BioSan (OOO «BuocaH»), Jlateua (PY Ne P3H
2018/7729)).

44 MariuTHeI  WwTaTB ANnNA  npobupok Tuna «3dnneHaopd»
obvemom 1,5 mn (Hanpumep, Promega («lMpomeran»), CLLA).
45.BakyyMHbIlA OoTcacbiBaTens MeAULMHCKMA C KONBOR-NoByLUKOW

ANsi yfaneHuna HagocagouvHOW xuakoctn (Hanpumep, «OM-1»,
AO «YnbaHoBcKOe KOHCTpyKTOpcKoe 6iopo npubopocTpoeHna»,
Poccus (PY Ne ®CP 2010/08928)).

46.ABTOMaTUYECKUE AO03aTopbl NepemeHHoro obvema (Hanpumep,
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Sartorius Biohit Liquid Handling Oy («Captopuyc buoxut Jiukang
Xangnuur Onx»), OunnaHgua (PY Ne ©C3 2012/12201); AO
«Tepmo duwiep CaneHtudpuk», Poccus (PY Ne ©CP 2007/01433,
PY Ne ®CP 2007/01095); Eppendorf AG («3nnenaopd Al»),
Mepmanus (PY Ne &C3 2011/11028)).

47 .XonoaunbHuk ot 2 Ao 8 °C.

48.0T1aenbHLIA Xanar, Wwanoyku, o0yBb U OAHOPA30BbLIE NEpPYaTKW.

49.0aH0pasoBbie NNACTUKOBbIE KOHTEWHepbl AnA cbpoca W
WHaKTUuBaLun Matepuanos.

Npu ucnons3oBaHUM aBTOMATUYECKMX CTaHUWW ANA 3KCTPaKUuuW

HYKNEUHOBbIX KACNOT:
50.AsTomaTudeckas crtaHuua gns akctpakuywun HK (Hanpumep,

Microlab STARIet (Hamilton Bonaduz AG («amunbtoH boHaayL
Al»), Weeituapua) (PY Ne P3H 2018/6981); KingFisher Flex
(Thermo FS (Termo Fisher Scientific) («Tepmo ®uwep
CaneHTudpuk»), dPunnangua (PY Ne ®C3 2009/05562)).

51.Habop pacxogHbiXx MarepuanoB K aBTOMaTUYECKOW CTaHLMW
(Hanpumep, Microlab STARlet (Hamilton Bonaduz AG
(«<FamunsTon bBoHagyy AlM»), LWeenuapus (PY Ne P3H
2018/6981), KingFisher Flex (Thermo FS (Termo Fisher
Scientific) («Tepmo duwep CaneHTucuk»), duHnaHana (PY
Ne ®C3 2009/05562)).

MNpu paboTte ¢ dbopmoi 4:
52.KomnnexT peareHToB gns akctpakuynu PHK/AHK — «PUBO-npen»

(PY Ne ®CP 2008/03147) wnu «MAIrHO-cop6» (PY Ne ®CP
2010/07265).

53.[lononHuTensHble MaTepuanb! U 060pyAOBaHUE ANA AKCTPaKLMK
PHK — cornacHoO WHCTPYKUMM K KOMNNEKTy peareHtoB AN
akcrpakuun PHK.

O6partHan TpaHcKpunuma, amnnudukauna ¢
rmépnan3aunoHHO-(pNyopecLUeHTHON AeTeKunen NpoayKToB
aMnnugpnkauum

54.0pHopasosble nonvnponuneHosbie Npobupkw:

a) 3saBMHYMBAIOLMECH UMK NMOTHO 3akpbiBarownecns NpPoBupku
o6bbemMom 1,5 mn (Hanpumep, Axygen, Inc. («3KcuaXeH,
Uuk»), CLUA (PY Ne ®C3 2012/11892)) ans npurotoBneHus
peakunoHHOW cMecH;

6) ToHkoCcTeHHble npobupkn ana (MLUP o6kvemom 0,2 mn c
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BbiNYKNOW MNW NMOCKOW ONTUYECKU NPO3PaYHON KPLILLKOW Mnu
npobupkn obremom 0,2 mn B cTpunax no 8 wr. ¢
npo3pauHbIMU  Kpblkamy  (Hanpumep, Axygen, Inc.
(«SkcupxeH, Mnk»), CLUA (PY Ne ©C3 2012/11892)) — npm
Ucnonb3osaHun Npubopa NNaHWeTHOro TUNa;

B) TOHKOCTeHHble npobupkm ana MNUP obvemom 0,2 mn ¢
NNOCKOW KpbilwKoh (Hanpumep. Axygen, Inc. («IxkcnaxkeH,
NHk»), CLLA (PY Ne ®C3 2012/11892)) unn npodupkun ans
NUP k Rotor-Gene ob6wvemom 0,1 mn B cTpynax no 4 wWwr. ¢
Kpbilukamm (Hanpumep, Axygen, Inc. («OkcupkeH, WHK»),
CWA (PY Ne ¢C3 2012/11892)) — npu ucnonb3oBaHWM
npubopa poTOpPHOro Tuna.

55.0aH0pa30Bble HAKOHEMHUKM ANs 003aTOPOB NEPEeMEHHOTo
obbvema ¢ punbTpom ao 10, ao 100 u ao 200 mkn (Hanpumep,

Axygen, Inc. («Okcupxed, Wuk»), CLWIA (PY Ne oC3

2012/12077)).

56.LraTuebl Ans npobupok o6vemom 0,2 mn unu 0,1 Mmn (Hanpumep,
Axygen, Inc. («OxcupkeH, Wuk»), CLIA (PY Ne &C3
2012/11892)).

57.Bokc abakrepuanbHon Bo3aywHou cpeasi (MUP-6okc) (Hanpumep,
«BAB-NMUP-«flamuHap-C», 3AO «JlamMMHapHble CUCTEMbI»,
Poccun (PY Ne ®CP 2010/07111)).

58.Boprekc (Hanpumep, SIA Biosan (OOO «buocaH»), Jlateua (PY
Ne ®C3 2011/09797)).

59.ABTOMaTUYECKNE A03aTOpPbl NepeMeHHoro obbema (Hanpumep,

Sartorius Biohit Liquid Handling Oy («CapTtopuyc buoxut fiukeung,

XaHanuur Ony), Punnanaus, PY Ne ®C3 2012/12201; AO

«Tepmo duwep CaireHtuchuk», Poccus, PY Ne ®CP 2007/01433,

PY Ne ®CP 2007/01095; Eppendorf AG («3nnenaopd Al»),

Mepmanunsa (PY Ne ©C3 2011/11028)).

60.MporpamMmupyembii amnnuukaTop C CUCTEMOWN AeTeKLun

(bNyopecueHTHOro curHana B pexuMe «peansHOro BpeMeHwu»,

nmetowuin 2 unu Gonee HezaBUCUMbIX KaHanos PNyopecUEeHTHON

aetekuun (Hanpumep, Rotor-Gene 3000/6000 (Corbett Research,

Asctpanus), Rotor-Gene Q (QIAGEN GmbH («Knarex M'm6X»),

Fepmanun (PY Ne ©C3 2010/07595)), «AT-96»/«ATnpaim»

(OO0 «HMNO AOHK-TexHonorua», Poccua (PY Ne ®CP

2007/01250, PY Ne o®CP 2011/10229)), CFX96 (Bio-Rad

Laboratories, Inc. («<Buo-Pag flabopatopus, UHk.»), CLLUA (PY Ne

@®C3 2008/03399)).
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61.XonoaunbHuk ot 2 ao 8 °C ¢ MOPO3nNbLHOW KaMepon OT MUHYC 24
Ao MmuHyc 16 °C.

62.0TAenbHbIA Xanar, wano4ku, 0dysb U OA4HOPAa30BbLIE NepYaTK.

63.EmMKocTb Ansi cbpoca HaKOHEYHWKOB.

B3ATUE, TPAHCNOPTUPOBAHWUE U XPAHEHUE
MCCNEAYEMOIO MATEPUATNA

Buonoruyeckun marepuan
PexomeHayeTcas uccneposaTtb He  MeHee  ABYX  Tunos
Buonoruveckoro matepmana (Matepuan U3 pecnupaTopHOro Tpakra,
nnasma KpoBu W, Npu Hanuyuum cumnTomoB nopaxeHusa MXXKT,
dekanbHbIN UNU peKTanbHbIA Ma3Kn).
MaTtepuanom gnsi uccnenosaHus cnyxar:
— Ma3sKu Co cnuancTton o60no4Kn HOCO- N POTOrNOTKM (NPU HANUYNK
CUMNTOMOB NOPaXXEHUR BEPXHUX AbiXaTenbHbIX NyTen),
— MoOKpoTa / acnupar u3 3esa (Npu Hanu4Ynm CAMNTOMOB NOPaXXEHUN
HUXHUX AbiXaTenbHbIX NyTen),
— OpoHxoanbeeonApHLIA NaBax / NpoMbiBHbIE BOAL!I 6poHxoB (Npu
Hanu4ynu CUMNTOMOB NOPAXEHUA HWKHUX ObiXaTeNbHbIX NyTeR),
— nnasma Kposw,
— pekanbHbil / pekTanbHbIA Mas3oK (NpPU HaNU4YUM CUMNTOMOB
nopaxenunsa XXKT),
— ayTonCUHbIN MaTepuan.

BHUMAHMUE! Ma3skn co cnuanctoin o6o0nouku HOCO- U pOTOrnoTKN
pekoMeHAyeTCs coBMmellaTb B 04HOW npobupke u uccneaosaTb Kak
oavH obpaseu. ns atoro 6epyT Ma3kn pasHbiMM 30HAAMKU CHavana
CO CNU3NCTON HMKHEro HOCOBOrO X0Aa, a 3aTeM U3 POTOrNOTKU, NPK
3TOM pabouune KOHLbI 30HAOB NOCNE B3ATUS MA3KOB Yy nauuveHTa
nomewjaiotTca B oagHy npobupky ¢ 0,5 mn TpaHcnopTHOW cpeabl ANA
XpaHeHUst U  TPAHCNOPTUPOBKW  pPECNUPATOPHLIX MAa3KoB U
nccneayloTca Kak oaun obpased.

Masku co cnuancton 060104KN HKHEro HOCOBOrO xoAa

Ecnu nonoctb HOCa 3anonHeHa Cnusbio, nepeg npoueaypown
pekoMeHOyeTCA npoBecTW BbiCMapkuBaHue. Masku y peten ¢
B3pocnbIX 6epyT Cyxum cTepunbHbIM HasogapuHreanbHbIM BENOP-
TaMMNOHOM Ha NNacTUKOBOM annnukatope. 30HA BBOAAT NErkum
ABWKEHUEM NO HapyXHOW CTeHke Hoca Ha rnybuHy 2-3 cm Ao
HUXXKHEW PaKoBWHbLI, Crnerka onyckalT KHW3Y, BBOAAT B HWKHWUA
HOCOBOW XOA4 NOA4 HWXKHIOIO HOCOBYIO PakOBUHY A0 HOCOrNOTKU W
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YAANKAIOT BAOMb HapyXHOW cTeHkn Hoca. Obuwas rnybuHa BBeaeHUs
30HAa AOMMKHA COCTaBNATb NPUMEPHO NOMOBUHY PaCCTOSIHUA OT
HO3ApW A0 ywHoro ortesepctusa (3—4 cm ans aeten n 5-6 cm ansa
B3pocnbix). MNocne 3abopa martepuana koHel 3oHAa C TaMNOHOM
OonyckatT A0 MecTa Cnoma B CTepuUnbHY0 0AHOpa3oByto NPobupKy ¢
0,5 mn TpaHcnOpTHOW cpeabl ANS XpaHeHWR U TpaHCNOPTUPOBKMU
pecnupaTopHbIX Mas3koB, Npu 3ToM rubkas 4acTb 3o0HAA
cknagbiBaeTcs B 3 pasa, Aanee, NpukpbiBas cBepxy NpoBupky
KPbILLKOW, PYKOSTKY 30HA4A ONyCcKaloT BHU3, AobuBascb NONHOro
oTnamMmbiBaHUs BepxHen udactu 3oHAa. [lpobupky repmeTnyHo
3aKpbiBalOT U MapKUpPYIoT.

Ans B3ATMA Ma3KOB y B3pOCHbIX AONYCTUMO UCNONb30BaTb Cyxue
cTepunbHble 30HAbI U3 NONUCTUPONA C BUCKO3HbIMU TamMnoHaMw.
30HA BBOAAT NErkMM ABWXKEHUMEM NO HapY)XHOW CTEeHKe Hoca Ha
rnydouHy 2-3 cM A0 HWKHE pakoBWHbI, Crerka onyckatoT KHU3y,
BBOASAT B HMKHUA HOCOBOW XOA NOA HWKHIOD HOCOBYIO pakoBUHY A0
HOCOrNOTKA W yaansioT BAONb HaApPYXHOW CTeHkn Hoca. Obuias
rnybuHa BBeAEHUA 30HAA AOMKHA COCTaBNATb NPUMEPHO NONOBUHY
paccTosHUA OT HO3ApW A0 ywHoro otBepctua (5—6 cm). locne
B3ATUS MaTepuana TaMmnoH (pabodyio 4acTb 30HAA C BUCKO3HbIM
TaMnNoOHOM) nomewarT B Npobupky ¢ 0,5 Mn TpaHcnopTHOW cpeabl
ANA XpaHEeHUs U TPAHCNOPTUPOBKU pecnupaTopHbix MaskoB. KoHey,
30HA4a OTNaMbIBalOT, NPUAEPXKUBAR KPbILLKOW NPOOBUPKY C pac4eTom,
ytoObl OH NO3BOMWA MNIOTHO 3aKpbiTb MNPobupky. [MNpobupky c
pacTBOpPOM 1 pabouen 4acTbio 30HAA 3aKpbiBaOT U MapPKUPYIOT.

Masku co cnm3ncTon 060N04KN POTOrNOTKY

Ob6pasubl 6epyT cyxumn CTepuibHbIMA 30HAAMU C BUCKO3HbIMW
TaMmnoHamu BpawaTenbHbIMU  AOBUWXKEHMAMU C  NOBEPXHOCTU
MWHAANWH, HEDHbLIX AyXeK U 3aaHEN CTEHKN POTOrNOTKM!.

Mocne B3saTUA Martepuana TamnoH (pabouyo 4actb 30HO4a C
BUCKO3HbIM TaMMNOHOM) NOMeELLalT B CTEPUNbHYI0 O4HOPA30BYIO
npobupky ¢ 0,5 mn TpaHcnopTHOW cpefbl U 30HAOM C Ma3KOM U3
HocornoTku. KoHeu 3oHAa OTNamMbiBAlOT, NPUAEPXUBAS KPbILLKON
npobupkn ¢ pacyeToMm, 4YTOoObI OH NO3BONUN NMAOTHO 3aKPbITb
npobupky. pobupky c pacTtsopom ¥ paboyei 4acTbio 30HAA
3aKpblBalOT, MapPKUpPYIOT.

[donyckaeTcs xpaHeHne Ma3KkoB CO CNU3UCTon 060N0YKU HOCO- U
pPOTOrNOTKN A0 NpoBeaeHun npeaodbpaboTku:

— npw Temnepartype ot 2 Ao 8 °C — He 6onee 3 cyTOK;
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—  NpuU Temnepartype oT MUHYyC 24 Ao MuHyc 16 °C — B TeueHue roaa.
Aonyckaerca OAHOKpaTHOe 3amopaxxuBaHue-oTTansaHue
marepuana.

MokpoTta / acnupar U3 3esa

O6pasubl cobupaioT cornacHo MYK 4.2.3115-13 «JlaboparopHas
AVarHoCTUKa BHEOOMBbHUYHBIX NHEBMOHWA» W NOMELaT B
OAHOPA30BbIE NFEPMETUMHBLIE EMKOCTU U3 NonunponuneHa. Ecnu Her
BO3MOXHOCTK NONY4YUTbL MOKPOTY WMK acnupaT u3 3esa, cobupaior
cnioHy, 0Opa3ylowylocs yTpoMm nocne rnybokoro oTkawnueaHwus
cpasy nocne npobyxaeHus.

HdonyckaeTca XpaHeHWe MOKpoTbi / acnupata u3 3esa A0
nposeaeHus npepobpaboTku:
~ npu Temnepartype oT 2 Ao 8 °C — He Gonee 1 cyTok;
— npuTeMnepaTtype oT MURYC 24 Ao MUHyC 16 °C — B TeueHue roaa.

HonyckaeTcs OfHOKpaTHOe 3aMopaxusaHue-oTTanBaHue
maTepuana.

BpoHxoanbBeonApHbiv Nasax / NpoMbiBHbIE BOALI BpoHX0B
Obpasubl o6bemom He meHee 5 mn cobupaior cornacHo MYK

4.2.3115-13 «JlabopatopHas AuarHocTuka BHeDONbHUYHLIX
NHEBMOHUK» W NOMeWawT B  OAHOPA30BLIA  NMOTHO
3aBUHYMBAIOLUVACH NNACTUKOBLIA KOHTENHED.

HonyckaeTca xpaHeHue OpoHxoanbseonspHoro nasaxa /[
NpoMbIBHbIX BOg 6poHXoB Ao npoeeaeHUs npeaobpaboTku:

— npwu Temnepartype or 2 no 8 °C — He Gonee 1 CyTOK;
— MNpu TemMnepartype oT MUHYC 24 00 MuHyc 16 °C — B Te4deHue roaa.

HonyckaeTcn OAHOKpaTHOe 3aMopaxvsaHue-oTTauBaHue
MaTtepuana.

Mnasma kpoBm

Ana nonyvyeHus nnasmbl B3ATUE KPOBU NPOUSBOAAT HaToWak U3
NOKTeBON BeHbl ogHopasoBoi urnon auamerpom 0,8-1,1 mm B
npobupky (cneunanbHylo BakyymHyio cuctemy) ¢ 3ATA B kayecTtae
aHTUKOarynsiHTa. 3akpbiTylo npobupKy akkypaTHO nepesopayvsaloT
HECKOMNbKO pa3 ANA nepemewnsaHua ¢ aHTUKOArynsaHTOM U XpasaT
npu Temnepatype ot 2 Ao 8 °C.

He nospHee 6 4 ¢ MOMEHTa B3ATUA KPOBU NPOBUPKY € LleNbHON
KpOBbiO LieHTpudyrupyiot npu 0,8—1,6 Teic g B TeueHne 20 MUH npu
KOMHaTHOW Temnepartype. [lonyyeHHylo nnasmy oTOupaloT (He
3axsaTbiBas nekkouUTapHoe KOMbLO) B KONUYECTBE He MeHee
0,5 Mmn oTaenbHbIMU HaKOHEeYHUukamu ¢ PUNLTPOM B CTepunbHbie
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npoBupkmn obvemom 1,5-2 mn. [ina akctpakumn PHK ucnonsaytot 50
MKIT NNa3Mbi KPOBW.
OdonyckaeTca xpaHeHue obpa3Los nnasmbl KPOBU A0 NPOBEASHUA
MNMUP-uccnepoBaHus:
— npv Temneparype oT 2 ao 8 °C — B TeyeHue 3 CyToOK;
— Npu Temnepartype oT MUHYC 24 0 MuHyC 16 °C — B TeueHue roaa;
— npu TemnepaType He Bbilwe MuHyc 68 °C — anutencHo.
Honyckaercs OAHOKpaTHOe 3amopaxvsaHue-oTTausaHue
maTtepuana.

PekanbHbiA / peKkTanbHbI Ma3ok
PekanbHbi Ma3oK cobupaercs U3 nOArysHuKa unu ¢ NOBEPXHOCTU

OAHOPA30BOro NakeTa, NOMOXEHHOro B roplloK UNW cyaHo. 30HA U3
nonunNponuneHa ¢ BUCKO3HLIM TaMNOHOM MOTrpyXaloT A0 KOHUA
BACKO3HOro TamnoHa B npoby ¢ekanui, BbiaepXueaoT A0
NPONUTLIBAHUA, NOCNe 4Yero BMUCKO3HbIW TaMNOH OTNamblBalOT B
npobupky ¢ 0,5 mn TpaHcnopTHOW cpeabl (PUIMONOrU4ECKoro
pacTeopa unu ¢gocoartHoro 6ycepa), npugepxusan ero KpbiLLKOW
NPOGUPKN, M repMeTUYHO 3aKPbIBAIKOT NPOGUPKY.

PekTanbHblt Ma3ok

OnAa B3ATUA pPEeKTanbHOro Maska 30H4 M3 nonunponuneHa c
BUCKO3HbLIM TAMNOHOM BBOAAT B NPAMYIO KULWWIKY Ha rnybuHy 2 cwm,
NPOU3BOAAT BpalljaTenbHoe ABUXEHWE U M3BNeKalT. BuckosHbin
TaMnoH oTnambiBaloT B npodbupky ¢ 0,5 mn TpaHCnoOpTHOW cpeabl
(bmuanonorndeckoro pacreopa wunu  cocdartHoro Bydepa),
NPUOEPXUBaR €ro KpbILKON NpoBupkY, U repMeTUYHO 3aKpbiBaIlOT
npoGupKy.

AdonyckaeTca xpaHeHue pekanbHbIX / peKTanbHbIX MaskoB Ao
nposeaeHus npeaobpaboTku:
— npu Temnepatype ot 2 go 8 °C — He Gonee 1 cyTox;
~ npuv TemnepaType oT MUHYC 24 no MmuHyc 16 °C — B TeyeHue roaa.

Honyckaercs OoA4HOKpaTHoe 3aMopaXsaHne-oTrausaHue
maTepuana.

AyTONCUHbLIA MaTepuan
O6pasubl nomeLLaloT B CTepUsibHbIE OAHOPa3OBbIE KOHTERHEPBI U

uccneayiotT B tedeHune 1 4, nubO 3amopaxuBaloT cpasy nocne
B3ATUA. [ns npoBeaeHus [LP-uccneposaHns  NpoBOAAT
npeaobpaboTky obpasuos.

AonyckaeTcA  xpaHeHue  ayTONCMAHOrO  Marepuwana Ao
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nposeaeHus npenobpaborku:
— Mpu Temnepartype oT MMHYC 24 o muHyc 16 °C — B TeueHue roaa.
AdonyckaeTtca OAHOKpaTHoe 3amopaxuBaHue-oTTausaHue
mMarepuana.
DonyckaeTcs TpaHCNoOpTUpOBaHUue BblLUENEPEYUCNEHHOro
Marepuana npu Temnepartype oT 2 go 8 °C B TedeHue 3 CyToK.

O6BeKTb! OKpYXalowWwen cpeabl
Marepuanom gnsi nccnefoBaHus cnyxar.

— KOHUeHTpaTbl 06pa3LioB BoAb!,

— CMbIBbl C OGBHEKTOB OKPYXaioLLEN cpeabl.

KoHueHnTpaTthl obpasuos Boabl (ana nposeaenws [ILIP-
uccneaosaHua)

B3aaTvue obpasuos Boabl NpPOU3BOAUTCH B cooTBeTcTBUM ¢ MYK
4.2.1884-04 «CaHUTApPHO-MUKPOOMONOrMHECKWA W CaHUTapHO-
napasuTonorMyeckuin  aHanu3 BOAbl TNOBEPXHOCTHbIX BOAHLIX
obbvekroB» U MYK 4.2.1018-01 «CaHuTapHO-MUKPOBUONOrMYECKUA
aHanu3 nNUTLEBOW B8OAbLI» WU aKTyanbHbIMU BEPCUSAMU AaHHBIX
AOKYMEHTOB, [QencTeylowuMn Ha Tepputopuu  Poccuickon
deaepauun Ha MOMEHT NPOBEAEHUA UcCneaoBaHUN.

CwmbiBbl ¢ 0O6BEKTOB OKpYXatoLlei cpeabl
OGpasubl Gepyr 30HaaMW C  TaMnoHaMWu, CMOYEHHbLIMU

CTEpUNbHLIM hUanonoruyeckum pactsopom. nowagb cmbiBa €
MNOCKO# NoBepXHOCTU cocTaBnseT 5-10 cm?. Pabouyto yacTb 30HAa
C TaMmnoHOM nomewjarT B8 npobupky ¢ 0,5 Mn cTepurnbHoro
dHU3NONOruyeckoro pacTeopa, BEpxXHIO YacTb 30HAA OTNlaMbiBalOT
W yAansior.
Ana akctpakuun PHK ucnonb3yiot 100 mkn obpasua.
HonyckaeTca xpaHeHue o6pa3LoB 06BHEKTOB OKpyXaiotlen cpeabl
Ao nposegenun MNLP-uccnegosaHus:
— npu TemnepaTtype ot 2 Ao 8 °C — He 6Gonee 3 cyToK;
— nNpu Temneparype or MUHYC 24 A0 MuHYC 16 °C — B TeueHue roga.
HdonyckaeTcs OAHOKpaTHoe 3amopaxusaHue-oTTanBaHue
Marepuana.
Jonyckaetca  TpaHcnopTuposBaHwe  obpasuos  obvexToB
oKpyxaiowei cpeabl npu TemnepaTtype oT 2 Ao 8 °C B TeueHue

3 CYTOK.
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NOAroTOBKA UCCINEAYEMOIO MATEPUAIA K
SKCTPAKUUU PHK

Mnaama KpoBW, KOHUEHTPaTbl OﬁQ&SHOB BOAbl ¥ CMbIBbl C

o6bLEeKTOB okpyxawowen cpeabl He Tpebyior npeaBapuTenbHON
NOArOTOBKW.

Masku _co  cnv3ucTon  oBONOMKM  HOCO- U POTOrNOTKWY,

OpoHxoanbBeonApHbIA _NaBax / NPOMbIBHbIE BOAbI OpoHxoB,

MOKpoTa / acnupaTt w3 3eBa, dekanbhHbil / pekTanbHbin_ Masok
ayToncuiHbii MaTepuan TpebyloT npeaBapUTenbHON NOATOTOBKY.

Ma3sku co cnnanucTon o60s10MKN HOCO- U POTOrNOTKU
Coaepxvmoe 3akpbiToii NpPoBUpkU OCaXpaloT Ha BoOpTekce B

TedeHue 5 ¢ ANA yaaneHWAa Kanenb C BHYTPEHHei NOBEepXHOCTU
Kpbilkn npobupkn. Ecnu ypoBeHb XUAKOCTU B nNpobuvpke HWxe
otmeTtkm 0.5 wmn, cneayer ysenuuuts o6beMm, aobGasus
dusnonorudeckunn pacresop ao 0,5 mn, nepemelnat U 0CaguTb Ha
BOpTEKCE B TeuveHue 5 ¢ ANA yaaneHus Kanesfib C BHYTPEHHEW
NOBEPXHOCTU KPbILLKA Npobupku. Mpu Hanwuwu B oOpasue cnusn B
npoby pobasnsiwr peareHT «MYKOJIU3UH» ao otmerkn 1 mn,
MHKYOMPYIOT npu KOMHaTHOW Temnepatype (ot 18 apo 25 °C),
nepuoguyecku nNomelinsan Ha BOpTekce B TeyeHwe 5 MuH (OO
BU3yanbHOro npocesetnenvna). B cnyyae BbinageHus ocapka
obpa3ubl uUeHTpudyrupyloT B Tevyenne 5 mvH npu 06 ThiC g
(Hanpumep, 3 Teic 06/MuH ana ueHTpudyrn MiniSpin, Eppendorf).
Ona  akctpakuymm PHK otbupaior 100 wmkn obpasua. [lpu
HeoBX0AUMOCTY NOBTOPHOro NPoBEASHUA aHanusa ocTaTok obpasua
3aMOpaXxvusalor.

BpoHxoanbBeoNApHbLIA Nasax / NPOMbIBHbIE BOALI OPOHX0B
CopepxumMoe eMKOCTM NepeMeiurBaioT  NUNEeTUpOBaHWEM

HaKOHEeMHUKOM ¢ huneTpom n otbupaiot 100 MKN ANA IKCTpakuuvu
PHK.

MokpoTa / acnvupaTt 13 3eea
Baskas no KOHCUCTEHUMM MokpoTa nognexur obpaboTke

peareHToMm «MYKOJIM3UH». C uenblo CHUXEHWA BASKOCTU B
€MKOCTb C MOKpOoTOih A00aBNAeTCA NATUKPATHOE KOMNWYEeCTBO
peareHta «MYKOJNIM3UH» OTHOCUTENbLHO KONKMYECTBa MOKPOTH! U
WHKyOupyeTca npu KomHaTHOW TemnepaType (ot 18 ao 25 °C) npu
nepuoauyeckom nomewusaHum B TeveHwe 10-20 muH  (ao
BU3yanbHOro npoceeTneHus). B cnyyae BbinageHus ocagka
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obpa3seL nepeHocAT B npobupky Ha 1,5 Mn u UeHTpudyrupyioT B
TeyeHue 5 muH npu 0,6 Thic g (Hanpumep, 3 Tbic ob/MUH Ans
ueHTpucdpyrn MiniSpin, Eppendorf), 100 mMmxn cynepHaraHTa
ucnone3aytot Ans akcTpakuvm PHK. Mpu HeoGxoanuMocT nOBTOPHOro
npoBeAeHus  aHanmsa  octatok  obpaboTtaHHOMW  MOKpPOTHI
3amopakvusalor.

dekanbHbiv / pekTanbHbid Ma3ok
Coaepxumoe 3aKkpbITOW NpobMpku nepemeluatbh Ha BOpTEKce W

LeHTpudyruposaTtb B TeveHue 5 muH npu 0,6 Teic g (Hanpumep,
3 Teic 06/MUH Ana ueHTpudyrn MiniSpin, Eppendorf), 50 mkn
cynepHaTaHTa Ucnonb3yloT gna akctpakumm PHK.

AYTONCYUAHLIA MaTepuan
O6paseL romMOreHW3UpyloT € WCNOMb3OBAHUEM CTEPWUNbHBIX

dapdopoBbIX CTYNOK U NECTUKOB (MU rOMOreHU3aTopoB), FOTOBAT
10 % cycneH3uio Ha CTepunsHOM (PUIMONOrMYECKOM pacTBope UNu
dochaTtHoM Bydepe. CycneHanio nepeHOCAT B npobupky Ha 1,5 mn
N ueHTpUdyYrnpyilotT B TedeHne 5 muH npu 6,7 Thic g (Hanpumep,
10 Toic 06/MUH gna ueHTpudyrn MiniSpin, Eppendorf). 100 mkn
HafoCaaoOMHOW XXMAKOCTU MCNOoNb3yloT ANA akcTpakuuu PHK. Mpu
HeobXxoAUMOCTM NOBTOPHOrO MNPOBEAEHWA aHanusa romoreHar
3aMopaXuBaior.

Honyckaerca xpaHeHue npegobpaboraHHbix oO6pasuos Ao
npoeeaexnn MNLP-uccnenosanns:
— MpU KOMHaTHOW TemnepaTtype — B Te4eHue 6 4Yacos;
— npu Temneparype ot 2 o 8 °C — He 6onee 1 cyToK;
— Npy TeMmnepaTtype oT MUHYC 24 0o muHyc 16 °C — 8 TeueHue roaa;
— npv Temnepatype He Bbille MUHYC 68 °C — anurenbHo.

UMHTEP®EPUPYIOLIME BELWWECTBA U OrPAHUYEHUA NO
NCNONb3OBAHUIO NPOB UCCNEAYEMOIO MATEPUATNIA

HenpuroaHbiMu gna uccnepoBaHuA ABNAIOTCA o6pasLbl LenbHOW
KpOBW, B3ATbIE B nNPobupKM C renapuHoM B  Kayecrse
aHTUKoarynsHra.

Ana koHTpona addekTuBHOCTU 3KcTpakumu PHK u peakuywu
amnnudukaunu B Habope  peareHToB NPeAyCMOTPEHO
UCNONb30BaHWEe BHYTPEHHEro KOHTponbHOro obpasua (BKO-FL),
KOTOpbIK AobaBnseTca B kaxabin Guonornyecknn obpasey Ha atane
3KCTPAKUMK  HYKNeuHoBbIX KucnoT. [1o oOkoHYaHuM peakyuu
amnndukaumM  Hanuuue curHana, CBUAETENbCTBYIOWEro O
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Hakonnexun pparmentoB KHK BKO-FL, rosoputr 0 gocTaTouHOW
3¢ PEeKTUBHOCTU IKCTPAKLMU HYKNEUHOBBIX KUCNOT U OTCYTCTBUW
narmbutopos MNLUP.

MoreHunanbHoO MHTEPhepupyoLMe BewecTsa

ONs OueHKU noTeHuuanbHoW wuHTepdepeHuun Sbinv BbiGpaHbl
SHOOIEeHHbIE W 3K30TeHHble  BellecTBa, KoTopble  MOryT
NPUCYTCTBOBAaTL B Buonornyeckom matepuane (Masku co Cn3ncTon
oGonovkn HOCO- U pOTOrnNOTKU, OpoHXOaNbLBEONAPHLIA naBax /
NPOMbIBHbIE BOAbI OpoHXOB, (eKkanbHbin / peKkTanbHbli Ma3oK,
MOKpoTa / acnupar u3 3eBa, Nnasma KpoBW, ayTONCUMAHBLIA
MaTtepuarn), 1IcnonsL3yeMoMm ANA UCCnefoBaHUA.

Bbin nporecTupoBaHbl MoaenbHbie obpasubl Guonorud4eckoro
matepuana 6es pobasnewms n ¢ pobGasneHneM noTeHUWaNbHO
nHTepdepupyrowmnx BelLecTs. KoHueHTpauus KaXxgoro
noTeHUManbHO uHTepdepupyowero sewecTsa ykasaHa B tabn. 8.
MopenbHbie 0Opasubl  cogepXanu CcTaHAapTHbi  obpasel
npeanpuaTUAa ¢ KoHueHTpauveir PHK SARS-CoV-2 5x103 M3/mn.

PesynbTaTbl, noflydeHHble € MNOMOLUBIO KOMNNEKTOB AnA
akcTpakuun «PUBO-npen» u MAIHO-copb», npeacraBneHbl 8
Tabn. 8.
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Tabnmua 8

Bua Bug, MoTeHunans- | 1POTECTPO-  Hanuune nHTepdepeHLm
uccnegye- noTeHUnasb- Hb I BaHHas
Moro HOro MHTepthepeHT KOHUEHTPpaunAa  «PNBO-npen» «MAIHO-cop6>»
marepuana MHTepepeHTa B obpasLie
M 6 mr/mn He o6HapyXeHOo HT
WH
Masku co ::ic;r::;;ble o 9 mr/mn O6HapyxeHo He o6HapyxXeHo
cansncron remornoGuH 0,21 r/Mn He o6HapyxeHo He 0GHapyXeHO
060/104KM B
HOCO-u 5 BoA4HbI N
POTOTNOTKM K3OT€HHbIE  PaCTBOP 2,5 % He o6HapyxeHo He o6HapyXeHo
BellecTBa XnoprekcuguHa
6urnroKoHarta
SHAOTEHHbIE 6 mMr/mn He o6HapyxeHo HT
MokpoTa MyunH
Belwecisa 9 Mr/mn O6HaoyxeHo He o6HapyxeHO
bpoHxoank- M 6 mr/mn He o6HapyxeHo HT
7 WH
ﬁ;gg;‘}“w OHfOreHHble v 9 mr/mn O6HaoyxeHo He obHapyXeHo
BelecTBa
MPOMBIBHbBIE fremornobuH 0,21 r/mn He o6HapyxeHo He obHapyxeHO
BOAbl 6POHXOB
®eKanbHbIii / M 6 mr/mn He o6HapyxXeHO HT
o OHJOreHHbIE yuuH
pekTanbHbIi Bew ecTBa 9 mr/mn O6HaoyxeHo He ob6HapyxeHO
MasoK remorno6uH 0,21 r/mn He o6HapyxeHOo He obHapyxeHO
Mna3ma KpoBM IHAOreHHble remorno6uH 0,21 r/mn He o6HapyxeHO He o6HapyXeHO
BelecTBa
AYTONCUMHBIA - IHAOTEHHbIE remorno6uH 0,21 r/mn He o6HapyxeHo He ob6HapyXeHo
MaTtepuan BelecTBa
I'Ipvmneanme - «HT» O3Ha4aeT, 470 AaHHYK KOHUEHTpauumko He
TectTmposas/in, TaK KaK He Obl/10 YCTaHOBJ/1EHO I/IHTep(bepeHLl,I/II/I

60n1ee BbICOKOW KOHLEHTpauuu AaHHOro BelecTBa Mpu 3KCTpaKuuu
KOMIMJieKToM peareHToB «MAIHO-cop6>».
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COCTAB

COCTAB
«PNBO-npen» BapumaHT 100 - KOMMIEKT peareHToB A/
akcTpakumn PHK/AHK un3 6unonornyeckoro malrepmana - BK/IOYaeT:
PeareHT OnuncaHne O6bém, mn KonnuyecTtBo
lNpo3payHasn >XnaKocTb OT
PactBop Anda nnsunca 6ecuBeTHOro 4o cepo- 30 1 donakoH
rony6oro
PacTtBop gnsa Mpo3payHasa 6ecuBeTHaA 40 1 dhnaKoH
npeymnnuTaymnm YKMOKOCTb
PacTtBop ANns OTMbIBKU 3 MNpospadHas GecliseTHas 50 1 donakoH
YKMOKOCTb
PacTtBop AN oTMbIBKKU 4 MNpospadHas GecliseTHas 20 1 donakoH
YXNOKOCTb
Mpo3payHas 6ecuBeTHas
PHK-6ydep KMAKOCTD 12 8 Npobupok

KomMmnnekTt peareHTOB BXOoAUT B cocTaB hopmbl 1

«MAIHO-cop6» BapuaHT 100 mnu BapuaHT 100M - komnnekT
peareHTOoB ANna  3KcTpakumm PHK/OHK mn3  6unonormyeckoro

BapuaHTt 100 BapunaHT 100M
PeareHT OnuncaHune o6bem, O6bewm,
KonnyecTtBo Konnyectso
M M1
Nnsuvpyownii MNpo3payHas >XNOKOCTb OT
pacTtBop 6ecuBETHOro A0 »XXENToro 35 3 hnakoHa 107 1 donakoH
MAIHO-cop6 N1 po30BOro Lpeta®

MNpo3payHasa 6ecuBeTHas

KoMnoHeHT A 1.0 1 npobupka 1.0 1 npobupka

YKUOKOCTb
PacTtBop and Mpo3payHaa 6ecuseTHas 43 2 chnakoHa 87 1 donakoH
OTMbIBKMN 6 XNAKOCTb
PacTtBop ansa Mpo3pauHasa 6ecuBeTHas 15 2 thnakoHa 35 1 donakoH
OTMbIBKWN 7 XNOKOCTb

MarHetTnsnmpo- CycrneH3nsa MarHUTHbIX
BaHHas cMnmMKa 4acTtul,

Bydep ansa MNMpo3pauHaa 6ecuseTHas 1.5
anounn >XNAKOCTb

«MAIHO-cop6» BapuaHT 100 BxoguT B COCTaB (OPMbI 2.
«MATHO-cop6» BapunaHT 100M BxoauTt B cocTaB (hopmbl 3.

1,0 2 NpobumpkKn 1.0 2 Npo6upKn

8 Npobumpok 14 1 cpbnakoH

®lpn xpaHeHUU pactBopa Ansa nusnca npum temneparype o1 2 4o 8 BO3MOXHO o6pa3oBaHue

ocajka B BUAe KpUcTtanios.
®MNpwn xpaHeHun nnsupytouero pactesopa MATHO-cop6 npu Temnepartype Huxe 20 BO3MOXHO

obpa3oBaHue ocafka B BUE KpUCTanioB.
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COCTAB

«lMuUP-komnnekT» BapnaHT PKT-100 P vnn BapunaHT PPT-FOOM P -
KOMMMEKT peareHtoB Ansa ob6paTtHoit TpaHckpunumm PHK n©
aminpmkaumm ydactka kKAHK 5AP8-Co\/-2 ¢ rmbpuansayoHHO-
dlyopecueHTHON [OeTEKUMEN B pexumme «peasibHOro BPEMEHU» -
BKJ/IHOYaET:

BapuaHT FRT-100 F BapuaHT FRT-100M F
PeareHT OonucaHue O6bLeMm O6beEM
’ KonnyecTtBo " KonnuectBo
M M
MNpo3payvyHaa >XUaKocTb

MuUP-cmecb-FL
L, MecCb OT 6ecuBeTHOro 4o 12 1 npo6upka 1.2 1 npo6upka

SARS-CoV-2 CBET/I0-/IN/I0BOr0
uBeta
Mpo3payHad

MnupP-6ycep-C 6ECLIBETHAA XNAKOCTD 0.6 1 npobupka 0.6 1 npobupka

Monnmepasa MNMpo3payHasd

(TagF) BeCLBETHAS UIKACTS 0,06 1 npobupka 0,06 1 npobupka

PesepTasa-H MNpospaqHan 0,03 1 npo6upka 0,03 1 npobupka
becuBeTHas XXNAKOCTb

RT-G-mix-2 MpospadHan 0,03 1 npobupka 0,03 1 npobupka
6ecuBeTHaA XXNAKOCTb

K+ SARS-Cov-2  Po3padHas 02 1lnpobupka 0.2 1 npo6upka
6ecuBeTHas >XUOKOCTb

K- MpospauHas 0.2 1 npobupka 0.2 1 npobupka
6ecuBeTHasa XXNAKOCTb

BKO-FL 2p°3pa”'*a” 1.0  1npobupka 1.0 1 npo6upka

ecuBeTHas XXUAKOCTb

OKO MpospauHas 12 4 npobupkn 5.0 1 npo6upka
6ecuBeTHas XXNAKOCTb
MNpo3payHas

NMKO SARS-CoV-2 1 npo6upka 0.2 1 npobupka

6ecuBeTHas XXULKOCTb

«MUP-komnnekT» BapunaHT PRT-100 P Bxogut B cocTtaB dhopm 1, 2
n 4.

«[MU4P-komnnekt» BapwmaHT PRT-100M P BXOAMT B cOCTaB
dopmbl 3.

PeareHTbl KOMMJIEKTOB YyMnakoBaHbl pa3fe/lbHO B COOTBETCTBUU C
Temnepartypon xpaHeHusa (cm. pasgen «XpaHeHue»). KomnniekTbl
peareHToB COCTOAT U3 2-X YyacTeil: 1) Temnepartypa XpaHeHusa oT 2
no 8 °C; 2) tTemnepartypa XpaHeHus oT MUHYC 24 Ao MUHYC 16 °C.

ONEeKTPOHHbIN KanbKynatop Ha 6a3e  Microsoft®  Excel
«AMNAnCeHc® COVID-19» - Ha 3/IeKTPOHHOM HOCuUTesne win Ha
canTte N3rotoButena (WwWww.amplisens.ru).

dkcnnyatayuoHHass AOKYMeHTauMsa B COCTaBe: MWHCTPYKUUS To
NPUMEHEHMIO, MacnopT KayecTBa Habopa peareHToB, BKNaablll K
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COCTAB

Habopy peareHToB, KpaTKoe PYKOBOACTBO K Habopy peareHToB — Ha
GymaxHom HocuTene  wumw Ha  caiTe Uarotosutens

(www.amplisens.ru).
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NMPOBEAEHWE MNUP-NCC/IEAOBAHUNA

NMPOBEAEHWE MUP-NCCINEAOBAHINA

NMUP-nccnepgoBaHmne coCToOUT U3 criegyowWmnx 3Tanos:

- 9KkcTpakuua PHK u3 nccnegyembix o6pasuos,

- ob6partHaa TpaHckpunuua PHK w»n amnanukayma kAHK c
rmépnamnsaumMoHHO-MP/IyopecyeHTHON aAeTeKUMEN B pexunme
«peasibHOro BpeMeHu»,

- aHa/n3 n nHTepnpeTtayuna pes3ysibTaToB.

OKCTPAKUMNA PHK U3 NCCJTIEAYEMbIX OBPA3LIOB
BHUMAHWE! Tpu pa6ote ¢ PHK Heobxoammo wncnonb3oBaTb
TO/IbKO OfHOpa3oBble MJIaCTUKOBbIE pacxodHble maTepuasbl,
nMmeruwmne cneuymanbHyro Mmapknpoeky RNase-free, DNase-free.

Ona sakcTpakymm PHK ncnonb3yrT KOMMJIEKTbl peareHToB:

- «PUBO-npen» BapuaHT 100, B COOTBETCTBUU C

NMpunoxxeHnem 1;

- «MAIHO-cop6» BapuaHt 100 w BapumaHT 100M, B

cooTtBeTCcTBUU C lNprnnoxeHmnem 2
BHNUMAHWE! B cny4yae wucnonb3oBaHUS (opMbl 4 3KCTPakUUio
Heo6xoAMMO NpPoBOAUTL B cooTBeTCcTBUU C [lpunnoxkeHnem 1 vnm
MpunoxeHnem 2. Tpu KUCMNONbL30BaAHUMN KOMIJIEKTA peareHToB
«MAIHO-cop6» (PY Ne ®CP 2010/07265) pacTBOp 4/19 OTMbIBKWU
5 He ncnosnb3lyeTcs.

Kaxkgaa nHamBmayanbHasa NocTaHOBKa AO0/DKHAa COMNpoBOXXAaTbCH
MOCTAHOBKOM  ABYX  KOHTpPO/en:  oTpuuaTtesibHOro  KOHTPOSiA
akcTpakumn (OK) u nonoxuntenbHoro kKoHTpons akctpakuymm (MNK). B
kauectBe OK umncnonb3sytoT 100 mkn OKO, B kauvectBe K - 10 MKn
NKO SARS-CoV-2, no6aBneHHble K90 mkn OKO.

OKcTpakuna PHK/OHK w3 Kaxgoro wuccnepgyemoro ob6bpasuya wu

KOHTpO/1e NPoOBOANTCA B MPUCYTCTBUU BHYTPEHHEro0 KOHTPOJIbHOIO
ob6pasua - BKO-FL.
BHNWMAHWE! OT-IMNUP pekomeHayeTcsas npoBOAUTbL cpal3y nocne
nonydyeHnsa npo6 PHK. [Jonyckaetca XxpaHeHue npo6 PHK npwu
Temnepatype oT 2 go 8 °C He 6onee 30 MuH, Npu Temnepartype oOT
MUHYC 24 0o MmHyc 16 °C - He 6onee Hepenu n npu Temnepartype
He BbllWe MMHYC 68 °C - a0 roga. [lonyckaeTca oAdHOKpaTHoe
3aMopaxunBaHue-oTtanBaHme npob6 PHK.
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NMPOBEAEHWE TLUP-NCCNEOOBAHNA

OBPATHAA TPAHCKPUNUNA N AMITTNPUNKAUNA C
NETEKUMEN B PEXXUME «PEAJIbHOIO BPEMEHW»
BHUMAHWE! TNpun pa6ote ¢ PHK Heob6xogumo wucnosib3oBaTb
TObKO OAHOpPa30Bble CTepWbHble M/1aCTUKOBbIE pacxXofHble
maTepuasnbl, uMelwmne crneynasibHyo MapkupoBky RNase-free,
DNase-free.

Boi6bop npobupok gna nposegeHna OT-TMULP 3aBucut ot
Mcnonb3yemMoro amnanukaropa Cc CcuUcCTeMoW pAetekuun B
pexxmve «peasibHOro BpeMeHm».

Ona BHeceHMA B nMNpobupkn peareHtoB, npo6 PHK wu
KOHTPOJ/IbHbIX  06pa3uos MCMONb3YyHTCA oAHOpa30Bble
HaKOHEYHUNKN C punbTpamMn.

A. TMopgrotoska npo6 gna OT-MUP

O6wmnn 06beM peaKUMOHHOW cMecu - 25 MK/, BK/OYasi 06bem

npo6bl PHK - 10 mkr.

1 PaccuutaTb KOMMYECTBO KaxkAoro peareHTta, Tpebyruieecsa AS1A
NMPUroToB/IEHNA  peakUMOHHOW cMecu. Ha ogHy peakuuto
Tpebyetca 10 mkn lNUP-cmecn-FL SARS-CoV-2, 5 mkn TLUP-
oycepa-C, 0,5 w~mkn nonmmepasbl (TagF), 0,25 w™MKn
peBepTta3bl-H un 0,25 mMkn RT-G-mix-2. Cmecb roToBUTb Ha
obLWee 4YUC/MIO UcCC/ieQyeMbiX U KOHTPOJNbHbIX  06pa3uoB
(KoNnM4ecTBO KOHTPOJIbHLIX 06pa3uyoB CM. B M. 7) MNJOC 3arnac Ha
O4HY peakuuio.

BHVMAHWE! KoMnoHeHTbl peakKUMOHHOMW CMecun cnenyeTt cMellmBaTh

HenocpeacTBeHHO nepep nposeaeHvem MNUP-nccneposaHusd.

2. Pasmopos3ntb npobupky c¢ [lLUP-cmecblo-FL SARS-CoV-2.
NepemewaTb copgepXmmoe Bcex pearedHtToB [LUP-komnnekTa,
ocaguTb Karnay Ha BopTekce.

3. B oTaenbHOW npobupke MoaroToBUTb peakuMUOHHYI CMECh.
CmewaTtb Heobxogumoe konmndectso [1LP-cmecn-FL SARS-
CoV-2, MNuP-6ydepa-C, nonumepasbl (TaqgF), peBepTtasbl-H un
RT-G-mix-2, ocagnTb Karnan Ha BOpTEKCeE.

4. OTob6paTb HEOO6XO4MMOE KONYECTBO NMPOOBUPOK UM CTPUNOB ANnsd
OT-TMLP nccnepyemMbiX N KOHTPO/IbHbLIX MpPO6.

5. BHecTn B Kaxayto npobumpky no 15 MK/ NpuUrotoB/€HHOW
peakKUMOHHOW cMecn. Hemcnonb3oBaHHbIE OCTAaTKN peaKLVOHHOW
CMecCUu BblIOPOCUTD.

6. B noarotoBsneHHble Npo6bupkn BHecTtn no 10 mMkn npo6 PHK,
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NMPOBEAEHNE MNMUP-NCCNIEAOBAHNA

MOlYyYEHHbIX B pe3y/nbTarte 3KCTpakuymm u3 uccriegyembix
obpas3uos..
BHUMAHWE! Tpn po6aBneHnn npo6 PHK, akcTparmpoBaHHbIX C
MOMOLLbIO KOMIJIEKTOB peareHToB A1 MNpoBefeHUNA 3IKCTpakuuun
MEeTOAOM MarHUTHOI cenapauumn, Heob6xoanmMo nlberartb nNonagaHuns
copbeHTa B peaKUMNOHHYI CMECh.
7. MNocTaBUTb KOHTPOJIbHbIE peakuun:
a) MONOXUTENbHbIN KOHTPOb aKcTpakunn (MK) - B Nnpobupky
C peakuumoHHon cmecbdo BHectn 10 MKA  nNpob6sl,
aKcTparnposaHHomn us NKO.
6) oTpuuaTtesibHbl1 KOHTPO/b 3KCTpakumm (OK) - B Npobupky
C peakymoHHonm cmecbid BHectn 10 MK nNpo6sbl,
akcTparnposaHHoi 13 OKO.

BHUMAHWE! TMpu nonyyeHun HOBOW cepunm Habopa peareHToB
HeobxoAMMa MNOCTaHOBKAa MOJIOXUTENIbHOTO W OTpuuaTesibHoro
KoHTposnent OT-TILUP (K+, K-).

NMocTtaHOBKa K+ pekomeHayeTca Ana  MNpoBepku  paboTbl
aMmnannkaTopos " B [Apyrnx cnaydasax BHYTpuiabopaTtopHOro
KOHTpONA. NS 3TOoro B NpPOOMPKY C peaKLUMOHHOW CMEeCbl BHECTMU
10 mkn K+ 8AP5-CoY-2.

Mpn nNofo3peHnn Ha BO3MOXHYHK KOHTaMMHauUio B labopartopuu
Heobxoamma noctaHoBka K-. 519 3TOro B NpobumpkKy ¢ peakunoHHOW
cmecbto BHecTn 10 Mkn K-.

BH/MAHWE! CopepXxXumoe npooUpoK HeobxoaMmo TuiatesibHO
nepemMewarb NMMNeTUpPOBaHNEM, He AOMNYCKasa MoAB/eHUs Ny3blPbKOB
BO34yXa.

BHNUMAHWE! T[Mposectn OT-MUP cpa3dy nocne coegnmHeHus
peaKuMoHHOM cmecu ¢ PHK-npo6amu v KOHTPONSAMU.

b. MpoBegeHne OT-MNLP c netekumnen B pexnme «peasnibHOro

BPpeEMEHN»
1. 3anporpammumpoBatTb amnindukKatop € CUCTEMON peTekuun B
pexxume «peasibHOoro BpeMeHun» AN BbIMNO/IHEHUA

COOTBETCTBYHWOLWEN nNporpammbl amnnupukaumm wu [etekuuun
doniyopecueHTHOro curHana (cm. taén. 9).
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NMPOBEAEHWE MNUP-NCC/TIEAOBAHNA

Ta6bnnua 9
Mporpamma amnangukaunum mn getekumm payopecueHTHOro
CUrHavlia
Mounbopbl poTopHOro twian Mpnbopsbl NaaHweTHoro tunan
Uukn Temnepartypa, Bpewms Konnyectso Temnepartypa, Bpewms KonnyecTtBo
°C LMKNoB X LMK/OB
1 50 20 MVH 1 50 20 MyH 1
2 95 15 muH 1 95 15 muH 1
95 O c 95 O c
3 60 20 c > 60 20 c S
95 O c 95 O c
20 c 20 c
4 60 aetexkuus 40 60 getexkuus 40
dnyopecu,. donyopecu,.
curHana curHana

Jetekuma dpnyopecueHTHOro curHasia HasHa4vaeTcs Nno KaHanaw Asis
dnyopogopos FAM, JOE. [llpn oOAHOBPEMEHHOM MPOBEAEHUN
HECKO/IbKMX TeCTOB C TaKoW >Xe nporpaMmmoinn amnavdunkauyuu
HasHadaeTca geTeKumsa M no gpyruMm ncnosib3yemMbiM KaHanawm.

2. YCTaHOBUTb NMPOOUPKN B AHEKN peaKUUOHHOro Mmoaynsa npubopa.
PekomeHpayeTcA nepes MOCTaHOBKOM B aMmnnugukartop
nJaHWeTHOro Tuna ocauTb Karsim CO CTEeHOK NpoOUMPOK Ha
BOpTEKCe.

BH/MAHNE! B cnydae HEeNoJ/IHOW 3arpy3ku npuéopos

NnJaHWeTHOro Tuna peKoMeHayeTcA AONOJNIHUTESIbHO YCTaHOBUTb

nycTble pleJele]%] o] ¢% no Kpasim peakyMOHHOIO MOoAY NS

amMmnanumnkartopa.

3. 3anyctuTb  BbIMOJIHEHME  Nporpammbl  amnndukayum  c
aetekunen osiyopecueHTHOro curHasna.

4. 1o OKOHYaHUU BbIMNOJIHEHUA MPOrpamMmbl MPUCTYNNTbL KaHannsy um
MHTepnpeTauumn pesy/sibTaTos.

B. AHann3 1 nHTepnpetaumna pesysibTatoB

BHUMAHWE! YcTtaHoBneHue pagmarHosa w Ha3Ha4dyeHue eveHusd
OOJDKHBI NnPon3BO4NTLCA Bpayom COOTBETCTBYHIOLLEN
cneynanmsauunn.

AHann3 nosiyd4eHHbIX pe3ynbTatoB MpoBOAAT C MNOMOLLbIO
nporpamMmHoOro obecnedyeHna npubopa, WMCMNo/Ab3yeMoro Ans
npoeegeHuns OT-TLUP ¢ pgetekymenm B pexumme «peasibHOro
BPeEMEHM», C MNOMOLbLI0 NPUBEAEHHOIO HWKe anroputMa  wim

NHanpumep, Rotor-Gene Q (QIAGEN) u gpyrue, peKkoMeHAoBaHHble 3roTOBUTENEM.
®Hanpumep, CFX 96 (Bio-Rad) n gpyrne, pekomeHLOBaHHble I3roToBUTENEM.
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MPOBEAEHWE TMUP-UCCNTEAOBAHUA

3/IEKTPOHHOIO KasibKynatopa Ha  6ase Microsoft®  Excel
«AMNANCeHC® COVID-19».

AHanM3npyrT KpMBble HaKOMIeHUs (pnyopecueHTHOro curHana,
cBMAeTesibCTBYHOLWEro 0 HakonJaeHnn npoaykra amnnnpumnkauymm, no
ABYM KaHaJsiaMm;

Tabnuua 10
Kanan gna pnyopodopa FAM JOE
MpoayKT amnangurkaumm kKAHK BKO-FL kKAHK SARS-CoV-2

Pe3ynbTaTtbl WHTEPMNPETUPYTCA Ha OCHOBaHUM Hananuusa (Unn
OTCYTCTBUS) rMepecevyeHUs KpuBon nyopecueHunn 3-06pa3Hoin
(curmoob6pasHoi) popMbl C YCTAHOBJ/IEHHOW Ha COOTBETCTBYHOLEM
YPOBHE T[OPOroBoM J/IMHUEN, 4YTO onpegensetr Hannume (UNn
OTCYTCTBME) ANA AaHHoW npobbl PHK 3HauyeHMsA MoporosBoro uukia
(a) B cooTBeTcTBYHOUWEN rpade Tabnmubl pe3ysibTaToBs.

Mpwn KONMMYEeCTBEHHOM nccnegoBaHumn npoBoAAT  pacuyet
KOHuUeHTpauun PHK-muweHn B uccregyemom obpasye ucxogsa u3
3Ha4YeHu a, nosiydeHHbIX Ans uccnegyemoro o6pasuya um MNMKO.

MpuHunn  UHTepnpeTayun  pe3ynibTatoB MNpu  MNpoBeAeHun
KayeCcTBEHHOro mnccsnegoBaHua ykasaH B taon. 11:

Tabnuuya 11
NHTepnpeTauna pesynbTaTtoB aHa/in3a nccnenyembix
ob6bpa3uoB Npu npoBeaeHUN KavyectseHHoro lMLP-

nccecrnegosaHnMA
3HayeHMe NMoporoBoOro uukia no KaHany An1a gyopogopa
T PesynbTar
PAM JOE
onpegeneHo MeHblue PHK SARS-CoV-2
OTCyTCTBYET
rpaHN4yHOro HE obHapy>xeHa
onpepgeneHo onpenesneHo MeHbLlue PHKSARS-CoV-2
nnn OoTCyTCTBYET rpPaHNYHoOro o6Hapy>xeHa
OTCYTCTBYET WM 60o/bLUe "
oTCyTCTBYET HeBanngHbin
rpaHNyHoro
onpepenieHo onpegesieHo 6onbLue COMHUTENBHBIA**
Wnn OoTCyTCTBYET rpaHNYHOro

* B cnyyae nosiydyeHns HeBa/IMAHOrNo pesysibTara Heobxoaumo
nposectn noBTopHoe [IUP-nccnepoBaHmne COOTBETCTBYHOLLErO
nccnegyemoro o6pasuya, HaudymHas ¢ atana akcTpakuum PHK.

**B cnyyae nosiyd4yeHUAs COMHUTENIbHOIo pe3sysibTarta Heobxoanumo
npoeectn noBTopHoe [ILUP-nccnegoBaHne COOTBETCTBYHOULErO
nccrnegyemoro o6bpasuya, HauymHasa C 3Ttana akcTtpakuymm PHK. B
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MPOBEAEHWE MNMUP-NCCJIEAOBAHUA

c/lyyae MNOBTOPEHUSI aHa/IorMUYHOro pesysibTaTta o6Gpasel, cuuTaThb
COMHUTENIbHbIM U peKoMeHAoBaTb MOBTOPHOE B3ATWE maTepuana
AN aHanusa.

BHNWMAHWE! T[paHunyHble 3HadeHua Cf ykasaHbl BO BKnagbille,
npunaraemom K Habopy peareHToB.

MpuHumun  MHTepnpeTauunm pesysnbTatoB Npu  MPOBEAEHUN
KO/IMYECTBEHHOr0 nccneaoBaHua:

O6pa3ubl, Ans KoTopbix nonydeH pe3ynbtat «PHK 8AP5-Co\/-2
OOHapy)XeHa» B KayeCcTBEHHOM Wucc/efoBaHUM, MOFyT OblTb
NHTepnpeTnpoBaHbl B KOIMYecTBEHHOM chopMarTe.

PacueT npoBognTca no oopmyne:

co6p = CnkKo X Cfogp)

roe

Co6p - KOHUeHTpauusa PHK SARS-CoV-2 B nccnegyemom obpasue
B '3 (konuin) / mn;

Cnko - KoHueHTpauua [1KO, yKasaHHaa BO BK/ajbiule,
npunaraemMomMm K Habopy peareHTOB;

CfnKo - 3HaudeHue noporosoro umkna (Ct) NMKO (NonoXXutesibHOro
KOHTPONA 3KCTpakyunn) no KaHany ansa gayopodopa JOE;

Ciobp - 3HayeHue noporosoro uuknia (Ct) obpasya no KaHany Ans
dnyopodgopa JOE.

Pe3ynbTaT KONMMYeCTBEHHOro uccrsiegosaHna (KoHueHtpauua PHK
SARS-CoV-2 B wuccnegyemom o6pasue) MOXHO [OMOJIHUTENbHO
MHTepnpeTupoBaTb B COOTBETCTBUU C YC/IOBHOW LUKa/I0N:

Tabnnuya 12
YcnoBHasa WKana nHTtepnpetaynm pesysibtaTtoB
KO/IM4eCcTBEHHOIoO nccnengosaHud

3HayeHune
VMHTepnpeTauma pesysibTata uccsenoBaHus B
KOHUeHTpauum, o .
o COOTBETCTBUM C YC/IOBHOW WKasion
9 (konunin) / mn
Co6p 2 108 OueHb BbicOKasi Harpy3ka PHK 5AP5-CoV/-2
108<Co6p< 1Q8 Bbicokasa Harpy3ska PHK 8AP3-Co\/-2
5x10'><Co6p< 108 CpegHsia Harpy3ska PHK 3AK8-Co\/-2
108< Co6p <5x10" Hunskaa Harpyska PHK 3AP3-Co\/-2
Co6p < 10= OueHb HM3Kasi Harpyska PHK 3AP3-Co\/-2*

*  TlpuMmeHUMO TOJ/IBKO [ONnda  cnepywuwero  uccnepyemoro
MaTepuana: Mas3Ku CO C/IM3UCTON O0O0NOYKM HOCO- U POTOr/I0TKMU,
OpoHXOa/IbBEOJIAPHbLIA naBaX / TMpPOMbIBHblE BOAbl GPOHXOB.
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MPOBEAEHWE TMUP-NCCNEOOBAHUA

KOHLEHTpaTbl 06pa3L0oB BOAbl, CMbIBbl C OOGBLEKTOB OKpY>KaloLLEl
cpenpl.

MpumeyaHne - CornacHo nuTepaTypHbIM AaHHbIM KOHLUEHTpauus
PHK SARS-CoV-2 B 6uosiornyeckom marepuane ot MHPMUMPOBaHHbIX
(Maskm 13 HOCO- M POTOrJIOTKM, MOKpOTa, (hekannn) BapbupyeT OT
-500 ra (konumin)/mn (npepgen OOHapy>XeHus) no
1x10™° 9 (konmin)/mn [1,2]. CpegHee 3HayeHMe KoHueHTpauyun PHK
SARS-CoV-2 B MOKpoTe Yy 060/IbHbIX MHEBMOHUEW cocTaBnseTr
1,1x10™ '3 (konuin)/mn (AN 95% (3,6x10™- 3,3x10™N T3 (konwin)/mn)),
B Ma3Kax M3 HOCO- N pOoTOornotky - 4,3x10™N19 (konmin)/mn (AN 95%
(2,0x10%*- 9,4x10*TI3 (konwuin)/mn)) [1]. Y peten, MHpUMPOBaAHHBIX
SARS-CoV-2, wmegunaHHaa KoHueHTpauua PHK SARS-CoV-2 B
Ma3Kax 13 HOCO- U POTOrN0TKK cocTasnseT 3,6x10™ I's (konun)/mn, B
dekanuax - 4,8x10™ I'a (konwmin)/mn [2].

KOHTpO/b KayecTBa uMccriegoBaHus

PesynbTaTt lUP-nccnegoBaHnsa cuymtaeTca AOCTOBEPHbLIM, ecnu
MoNy4yeHbl MpaBwibHble pe3y/sbTaTbl A/  KOHTPO/SEW 3TanoB
akcTpakumm n OT-TMLUP B cooTBeTcTBUM C Tabs. 13 v BKagbllIeM,
npunaraeMbiM K Habopy peareHTOB.

BHNUMAHWE! KonnuecTtBeHHOE mnccrnegoBaHue npoBoAUTCS TOSbKO
B TOM cJiyd4ae, Korga 3HayeHusa noporosoro uukna (Cf)
MOJSIOXXNTENbHOro KOHTpona akcTpakuymm (MK) wn  umnccnepyemblx
obpa3uoB onpeaeneHbl MeHbLUE FPaHUYHbIX.
Tabnuuya 13
Pe3ynbTaTbl 419 KOHTPO/EN pa3nNYHbIX 3Tas0B
NMuUP-nccnepoBaHmA

KoHTponupye- 3HayeHue NMoporoBoro yukia no KaHasy ans
KOHT- "\ piit aTan MLP- thnyopo< topa (Cf)
o/Nb

P nccnepgoBaHuA PAM JOE

K OKCTpakuums onoepenieHo MeHbLUe ornoejfeneHo MeHblue
PHK rpaHn4Horo rpaHN4yHoOro

OKcTpakumsa onoepfeneHo MeHblue

OK pak A oTcyTCcTBYET
PHK rpaHN4yHoro

K- oT-rnup OTCYTCTBYeT OTCYTCTBYeET

Ka OT-MLIP oroefesieHo MeHbLUe ornoenenieHo MeHbLue

rPaHNYHoOro rpaHMyHoro

KOHTpO/Ib KauyecTBa KOJ/IMYECTBEHHOIO0 WUCCNeA0BaHUA MOXeT
OblTb MpoOBeAeH NyTeEM TeCTUPOBaHUA AO0MNO/HUTE/IbLHOIO MoBTOpa
nonoXXmtesnbHoro kKoHTponsa akctpakymm (MKO 5AHS5-CoY-2),
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MPOBEAEHWE TMUP-NCCNEOOBAHUA

KOTOpbIN 0603Ha4YalT Kak KOHTPO/Ib KayecTBa KO/IMYECTBEHHOro
nccnegosanHnsa (KKM). KoHueHTpaums, noslydeHHaa pAass obpasuya
KK, gomkHa yknagbiBaTbCs B AManasoH, yKasaHHbIA BO BKNagbllie
K Habopy peareHTOB.

KOHTpO/b KayecTBa KOIMYECTBEHHOIO WCCefoBaHUA MOXKeT
ObITb TakKXe MNpoBeAEH C WUCMOJ/Ib30BaHMEM MaHesIn KOHTPO/bHbIX
obpa3yoB «SARS-CoV-2», cogepxawmx PHK SARS-CoV-2 wu
oxXapaKTepu3oBaHHbIX KO/INYeCTBEHHO, nponsBoacTBa
ObYH UHNW 2nmaemMmmnonornm PocnoTtpebHagsopa
(npepgocTtaBndaeTcs MNo 3anpocy).

BO3MOXXHble OLNOKN:

1 Ana nonoXxutenbHoro KoHtposia OT-MuUP (K+) 3HadyeHue
noporosoro umkna (Ct) no ntobomy M3 ykKaszaHHbIX KaHasioB A4/
dnyopodgopoB (cm. Ta6bn. 13) OTCYTCTBYEeT WM MpeBblllaeT
rpaHM4yHoe 3Ha4veHne. Heob6xoAMMO NOBTOPUTbL amMnnuKaumno
N fetekuunto ans Bcex o6pasuoB, B KOTOPbIX He OOHapy)keHa
cneundurnueckasa PHK.

2. OnAa nonoXutesibHOro KoHTponsa akctpakumm (MNMK) 3HadeHue
noporosoro uukna (Ct) no kaHanam gna dgnayopodgopos PAM
nw/vinn JOE oOTCcyTCTBYEeT WM NpeBblillaeT rpaHN4YHoe 3HayeHue.
Heob6xoamnmo nosTopuTthb MNLP-unccnegoBaHne, HadMHasa c aTana
akcTpakymn PHK, ona Bcex ob6pasuos.

3. Ona oTpuuatesibHOro KoHTpons akcTtpakuymm (OK) no kaHany gns
dnyopogopa JOE onpepeneHo 3HadyeHMe MOPOroBOro uukia
(Ct). BepodATHa KOHTamMuHauua nabopaTtopun NpPoAYyKTamMu
amnandgukaymn nnun KOHTaMunHauus peareHToB Unn
nccnegyembix o6bpasyoB Ha  Kakom-nmbo  atane  TLUP-
nccnepgoBaHna. Heobxoaumo npeanpuHATbL Mepbl MO BbISB/IEHUIO
N NUKBMgaunm UCTOYHMKA KOHTaMMHauum u nosToputb [LIP-
nccnegoBaHve Ana Bcex 06pa3yoB, B KOTOPbIX O6OHapy)keHa
cneyndmnyeckaa PHK, HaumHaa c atana akcTpakuyun PHK.

4. Ona oTpuuatenbHoro kKoHtposa OT-TUP (K-) no kaHanam ans
dnyopogopos PAM w/wvnn JOE onpepgeneHo 3HayeHue
noporosoro uukna (Ct). BepoatHa KOHTamMuMHauma nadopatopumn
npogykramy amMmnamukaynum wim KOHTaMUHauus peareHTosB,
nccnegyembix obpasyoB Ha  Kakom-in6o  atane  TILUP-
nccnepgoBaHma. Heobxogumo npeanpuHATb Mepbl MO BbIABIEHUIO
N NMKBNgauMm - UCTOYMHMKA  KOHTaMuHaumMm U MOBTOPUTH
amnanukaumio mn geTekunto Ona Bcex o6pasuoB, B KOTOPbIX
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NMPOBEAEHWVE MNUP-NCC/TIEAOBAHNA

oOHapy>eHa cneuunpunueckas PHK.

5. [na nccnegyemoro obpasua onpegeneHo 3HadeHme noporoBoro
UMKnia, npuv 3TOM Ha rpaduke qayopecueHumMn OTCyTCTBYeT
y4YacTOK XapaKTepHOro 3SKCMoHeHuuasnbHoro nogbema (rpaduk
npeacrtasnsger cobon NpuUbAN3NTENIbHO  MPAMYK  JIMHUIO).
Heobxognmo npoBepuTb MPaBUIbLHOCTb BblIGPAHHOIO YPOBHA
MOPOroBOin NMHUN WUNXW NapaMeTpoB pacyeTa 6a30BOW JIMHUMN.
Ecnn pesynbtar nony4veH npy npaBu/IbHOM YPOBHE MOPOroOBOWA
nmHun  (6asoBoW  nHUKM), TpebyeTcss NOBTOPHO MpPOBECTU
amnannkayno n getekuuro ana aToro obpasua.
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CPOK rOgHOCTWU. YCNOBUA TPAHCNOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTn. 12 mec. Habop peareHTOB C UCTEKWWUM CPOKOM
rogHoOCTU NPUMEHEeHWI0 He noanexut. CpoK rofHOCTU BCKPbITbIX
peareHToOB COOTBETCTBYeT CpOKy rOAHOCTW, YyKasaHHOMY Ha
3TUKETKax ANIA HEBCKPbITbIX peareHToB, €eCnNu B WHCTPYKUMW He
yKasaHo UHoe.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHcnopTupoBaTb Npwu
Temnepatype ot 2 go 8 °C He 6onee 5 cyT B TepMOKOHTenHepax,

coaepXawmux  xnagoaneMeHTbl, BCeMW  BuaaMu  KpbITbIX
TPaHCNOPTHbIX CPEACTB.
XpaHeHue.

dopma_1. «PUBO-npen» sapuaHT 100 XxpaHUTb B XONOAUNLHOW
kamepe npu temnepatype oT 2 ao 8 °C. «[LP-komnnekr» BapnaHT
FRT-100 F xpanuTb B XonoaunbHOU kKamepe npu Temnepatype oT 2
po 8 °C. NuUP-cmecb-FL SARS-CoV-2, MNLP-6ydep-C, nonumepasy
(TaqgF), pesepTtasy-H, RT-G-mix-2 xpaHuTb B MOPO3uMNbHOW Kamepe
npu Temnepatype oT MuHyc 24 o muHyc 16 °C. MNUP-cmech-FL
SARS-CoV-2 xpaHuUTb B 3alyuLleHHOM OT CBETa MecCTe.
dopma 2. «kMAIHO-copb» BapuaHT 100 XxpaHUTb Npu TemnepaType
ot 2 po 25 °C. «lUP-komnnekT» BapuaHT FRT-100 F xpaHuts B
XonoaunsHon kamepe npu temnepatype ot 2 go 8 °C. MNLP-cmecs-
FL SARS-CoV-2, NUP-6ydep-C, nonumepasy (TaqF), peseprasy-H,
RT-G-mix-2 xpaHUTbL B MOpPO3UNLHOW KaMepe Npu TemnepaTtype oT
MuHyc 24 no munyc 16 °C. MNLP-cmecb-FL SARS-CoV-2 xpaHuTb B
3alUWEeHHOM OT CBeTa MecTe.
dopma 3. «MAIHO-cop6» BapuaHt 100M xpaHuTb npu
Temnepartype ot 2 po 25 °C. «MuP-komnnekT» BapmanHT FRT-100M F
XpaHUTbL B XONoAuNbHOW kamepe npu Temnepartype ot 2 no 8 °C.
MLP-cmecb-FL SARS-CoV-2, MNUP-6ydep-C, nonumepasy (TaqF),
pesepTasy-H, RT-G-mix-2 xpaHuTb B MOPO3UNLHOW Kamepe npu
Temnepartype oT MuHyc 24 go muHyc 16 °C. MNLP-cmecb-FL SARS-
CoV-2 xpaHnTb B 3alULLiEHHOM OT CBETa MecTe.
dopma 4. «[MLP-komnnekr» BapuaHT FRT-100 F xpaHuTb B
xonoaunobHoW kamepe npu Temnepartype ot 2 go 8 °C. NuUP-cmech-
FL SARS-CoV-2, NUP-6ydep-C, nonumepasy (TaqF),
pesepta3dy-H, RT-G-mix-2 xpaHuTb B MOpPO3UNbLHOW Kamepe npu
TemnepaTtype oT MuHyc 24 no muHyc 16 °C. MNLUP-cmech-FL SARS-
CoV-2 xpaHuUTb B 3awuLleHHOM OT cBeTa MecTe.

XonoaunbHble U MOPO3UNbHbIE KaMepbl AOMKHbI obecneynsaTb
pernamMeHTUpOBaHHbIA TEMNEPATYPHbLIN PEXUM.
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FAPAHTUUHbBIE OBA3ATENLCTBA U3rOTOBUTENSA

UNaroToButenb rapaHTMpyer cooTeeTcTBve OCHOBHbIX
napaMeTpoB W XapaKTepucTuk Habopa peareHToB TpebGosaHusaM,
yKasaHHbIM B TEXHUHECKOW N IKCNNyaTauUuoHHON AOKYMEHTauuu, B
TeUEeHUEe YKa3aHHOro cpoka rogHoctu npu cobniogeHun Bcex
yCNoOBUI TPAHCNOPTUPOBAHUA, XpaHEHNA U NPUMEHEHWUA.

MeauuunHckoe nsgenue TeXHMHEeCKoMy O0CITYXMBAHWIO U PEMOHTY
He NOANEXWT.

Pexknamauun Ha Kadectso Habopa peareHTOB HanpasnsTh MO
appecy 111123, r. Mocksa, yn. Hosorupeesckasa, aom 3A, e-mail:
obtk@pcr.ru®.

Mpu suiIABNEHUN NOOOUHLIX AENCTBUW, HE YyKasaHHbIX B
WHCTPYKLMW NO NPpUMEeHeHuI0 Habopa peareHToB, HEXenatenbHbIX
peakumin npu ero wucnonb3osaHun, akToB U 06CTOATENLCTS,
CO3AaloLMX YIrPO3Y XU3HU U 300POBLIO fPpaXaaH U MeAWULIMHCKUX
paboTHUKOB NPU NpUMEHEHUn Habopa peareHToB, peKOMeHAYeTCA
HanpasuTb coobuleHne no agpecy, yKasaHHOMY Bbllle, WU B
YNONMHOMOYEHHYIO FOCYAAPCTBEHHYIO perynupytoLLyio opradu3auunio
(8 P® - depepanvHas cnyxba no Haa3opy B8 cdepe
3ApaBoOXpaHeHNR) B COOTBETCTBUN c ASNCTBYIOWUM
3aKOHOAATENLCTEBOM.

® OT3biBbI M NPEANOKEHUA O NPOAYKUMK «AMnNMCenc» Bbl MOXET® OCTAaBWUTL, JANONHUB aHKeTy

noTpeburens Ha caifte: www amplisens.ry.
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NEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX
CTAHJ.'IAPTOB

FOCT ISO 14971-2021 «Uspenus meauuuHckne. MpumereHue
MEHEAKMEHTA PUCKa K MEAVLIMHCKUM U3AENUAMY .,

FOCT P UCO 15223-1-2020 «A3pnenuna meguumHckue. CUMBOnbI,
NpUMeHsIeMble NpyY MapPKUPOBaAHUK MEeAULIMHCKUX U3Qenui, Ha
3TUKEeTKaxX U B CONpoBOAUTENbHON AOKYMEHTaUuu».

FIOCT P UCO 23640-2015 «WUspenua wmeauuumHckue ANA
AvarHocTuky in vitro. OueHka cTabunbHOCTM peareHToB AN
AWarHocTMkm in vitro».

FOCT P 51088-2013 «MeauuuHckme nsaenua ans auarHoCTUKu
WH BUTPO. PeareHThl, HabOpbl peareHTOB, TECT-CUCTEMBbI,
KOHTPONbHbIE MaTepuansl, NUTarenbHbie cpeabl. TpeboBaHua K
U3pennaM U noaaepxueaiollen gokymentaumm» (nn. 5.2.1, 6.1.3,
6.2, 6.3.2-6.3.5, 6.3.12, 9, 13.2).

fOCT 15.309-98 «Cucrema paspaboTkm W nNOCTAHOBKW
npoaykunn Ha npou3BoacTBO. WcnbiTaHuAa ©“  npuemka
Bbinyckaemoi npoaykunu. OCHOBHbIe nonoxeHusa» (n. 6).

F’OCT I1SO 17511-2011 «WUspenua MeguuuHCKue AanNs
AnarHocTuku in vitro. UamepeHne sennumH B Guonornyeckux
npoBax. MeTtponormyeckas nPOCNeXUBAEeMOCTL 3HAUEHUN,
NPUNUCaHHbIX KAaNWbpaTopaMm N KOHTPONbHLIM MaTeprnanam».
FOCT 14192-96 «Mapkuposka rpysos» (n. 4.1).

CanllvH 3.3686-21 «CaHuTapHo-anuaeMuonoruyeckue
TpeboBaHusa No npodunakTuke UHEPEKLIMOHHbLIX GonesHen».
CanlluH 2.1.3684-21 «CaHuTapHo-anuaemMuonoruyeckue
TpeboBaHUA K COAEPKaHNIO TEPPUTOPUA FOPOACKUX U CenbCKux
noceneHuin, K BOAHbIM 00beKTam, NMTHEBON BOAE U NUTHEBOMY
BogocHabxeHUlo, aTMochepHOMY BO3AYXY, NOUBaAM, XUNbIM

NOMELLEHWAM, akecnnyatauuun Npou3BOACTBEHHbIX,
obuwecTseHHbIX NOMEL|EeHUA, oprarvsauum W npPOBEAESHUIo
CaHUTapHO-NPOTUBO3NUAESMUYECKUX (npocpunakruyeckux)
MEpPONPUATUAY.
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BMBNNOTIrPA®UA

1. Prospective study comparing deep-throat saliva with other
respiratory tract specimens in the diagnosis of novel coronavirus
disease (COVID-19) / C.K.C. Lai, Z. Chen, G. Lui et al. // J Infect
Dis. - 2020. - 222(10). - P. 1612-1619. doi:
10.1093/infdis/jiaa487.

2. Viral RNA Load in Mildly Symptomatic and Asymptomatic
Children with COVID-19, Seoul, South Korea / M. S. Han, M.-W.
Seong, N. Kim et al. // Emerg Infect Dis. — 2020. - 26(10). — P.
2497-2499. doi: 10.3201/eid2610.202449.
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CUMBONbI, UCMNONBL3YEMbIE B NEYATHOWU NPOAYKLIUU
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NMPUNOXXEHUVE 1. «PUBO-npen» BapuaHT 100

NMPNNOXEHWE 1
IKcTpakyuma PHK ¢ ucnosnb3oBaHMeM KOMIJIEKTa peareHToB
«PUBO-npen» BapuaHT 100.

IkcTpakuna PHK npoBogutca mn3 100 MKA NOAroTOBJIEHHbIX
o6bpa3uoB O0OBLEKTOB OKpyXatuwen cpegbl M 6MONOrNYeckKoro
Martepuasia 3a WUCKIYeHneM geKasibHbIX/peKTaslbHbIX Ma3KOB W
nsasmbl KpoBu. MNpun paboTe ¢ pekasibHbIMU/peKTaNbHbIMU Ma3Kamm
N nsiasmoin KposBum ANs sKcTpakuun PHK umncnonb3yetcsa 50 MK
obpasya 6momartepunana n 50 mkn OKO.

BHUMAHWE! PactBop pna nm3amca w3 [JaHHONoO  KOMIJIEKTa
peareHToB nmeeT pe3kui 3anax. PaboTy npoBoguTb B laMUHAPHOM
OoKce.

NMogrotoBka K npoueaype akctpakuymm PHK

1 BKIWOUUTL TepMoOCTaT M yCTaHOBUTbL Temnepatypy 65 °C.

2. lNporpetb pacTtBop ANA nm3nca (ecnn OH XpaHW/ca npu
Temnepatype ot 2 go 8 °C) npu Temneparype 65 °C o nosHoro
pacTBOPEHNA KPUCTa/I/10B.

NMpouenypa akcTpakuynm PHK

1. lMoarotoBMTb HEOBXOAMMOE KO/IMYECTBO O4HOPAa30BbIX NPOOGUPOK

obbemom 1,5 mn (BkIo4vasas oTpuuaTesibHbI N MOJSTOXUTENbHbIN

KOHTPOJIN 3KCTPaKunn), NnpomMapKnpoBaThb.

B kaxkayro npobupky BHectn 10 mkn BKO-PE.

3. B Kaxayro npobupky c nccregyembiMm obpasyamy M KOHTPOIAMM
akcTpakumn BHectn no 300 MK/ pacTBopa Angd nu3uca.

4. B npobupkun c¢ BKO-PE BHect no 100 MK wuccnegyembix
obpas3yoB (3a uUckuveHneM oeKasbHbIX/peKTaslbHbIX Ma3KOoB U
naasmbl KpPoBW), UCMOMb3YA AN KaxXaoro obpasuya oTAesibHbIN
HaKOHEeYHUNK C JunbTpOM. MNpwn paboTe C
hbekanbHbIMU/PEKTa/IbHbIMM  Ma3kaMn W  MJla3MOW  KpoBU B
npobupkn ¢ BKO-PE BHecTn no 50 mkn ob6pa3uya 6uomarepunana
n 50 mkn OKO.

5. B npobupky nonoxutenbHoro kKoHTponsa (MK) ¢ BKO-PE BHecTu
10 mkn MKO 5AIM8-CoV/-2 n 90 mkn OKO.

6. B npobupky otpuuartenobHoro koHtpona (OK) ¢ BKO-PE BHectu
100 mkn OKO.

7. 3aKpbiTb KPbLIWKMN U nepemMmewaTtb Ha BopTekce. OcagnTb Kanau
XXNOKOCTU Ha BOPTEKCE.

8. Cogepxnmoe npobupok nporpetb S5 MUH npun 65 °C B

N
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MPNTOXXEHUVE 1. «PUBO-npen» BapuaHT 100

TepmMmocTaTte, nepemMmewlatb U o0caguTb KarM >XUOKOCTU Ha
BOpTEKce.

O. flo6baButb B npobumpkn no 400 MK pacTtBopa And
npeunnmTaymn, nNNOTHO 3aKpbiTb KPbIWKY, MNepemellatb Ha
BOpTEKCE.

O.MpoueHTpudyrmposartb MNpPOoGMPKN Ha MUKpoueHTpudyre B
TeyeHne 5 MUH npu 12 Tbic g (Hanpumep, 13,4 Tbic 06/MUH ANA
ueHTpudyrmn MiniSpin, Eppendorf).

11. He 3axBaTbiBasA 0cCadoK, yAa/iMTb HagocagouyHYH >XUAKOCTb U3
KaoK4o NpoOuMpKU OTAefIbHbIM HaKOHEeYHMKOM 6e3 ounbTpa Ha
200 MK, Ucnonb3ys BaKyyMHbIW OoTcacbiBaTeslb.

12. fJo6aBnTb B Npobupkn no 500 MK pacTtBopa A1 OTMbIBKU 3,
MJIOTHO 3aKpbiTb  KPbIWKY, OCTOPOXXHO MPOMbITb  0CaAoK,
nepesopaynBas npobupkm 3-5 pas. MOXXHO NpoOBeCTU npoueaypy
OAHOBPEMEHHO ANA BcCeX MPobupokK, AJIA 3TOro HeobxoAnMo
HaKpblTb NPOGMPKM B LWWITAaTUBE CBEPXY KPbIWKOA WU [pyrum
LWTaTUBOM, MpwKaTb UX 1 NepeBopaymBaThb LUTATUB.

13. LleHTpudyrmposatb NpobUpKN Ha MUKPOLEHTPpUdyre B TeYeHUe
1-2 MyH npu 12 TbIC L,

14. He 3axBaTbliBasA 0cCajoK, yAa/INTb HaAOCaA0YHYH >XXUAKOCTb U3
KaoK4on NpooupKU OTAeNIbHbIM HaKOHEYHMKOM 6e3 unbTpa Ha
200 MK/, UCNOb3ys BaKyyMHbI oTcacbiBaTeslb.

15. AHanorMyHO nNpoBecTn oAHy OTMbIBKY, ucnonb3dysa 200 MK/
pacTtBopa AN OTMbIBKU 4.

16.MomMecTnTb NPOBUPKN C OTKPLITbIMUA KpbILLKaMn B TepmocTaT npu
Temnepartype 65 °C Ha 5 MMH ana noacylwimBaHmMa ocajka.

17. Jo6aBuTb B npobupkmn 100 mkn PHK-6ydepa.

18.3aKpbITb NPOGUPKM N nepemewatb Ha BopTekce. MOMecTUTb B
TepmocTaT npum Temnepartype 65 ®C Ha 5 MUH, nepunognyeckmu
BCTPAXMBas Ha BOpPTEKCE.

19. LleHTpudyrnpoBaTtb MpPoOMPKN Ha MUKpPOUEeHTpudyre B TeyeHue
1 MvmH npm 12 TbiC A HapgocagoyHas >XUAKOCTb COAEPXUT
ounweHHyr PHK.

PHK-npoo6bl roToBbI K MnocTaHOBKe OT-Iup, KOTOpYHO
pekoMeHayeTcAa NPoOBOAUTbL cpa3ly Xe nocsie nosiyyeHmnss oHnNLULEHHOMN
PHK.

OuunweHHble PHK-npobbl He peKoMeHOyeTCcsa XpaHUTb
ponbwe 30 MUH Npu Temnepartype ot 2 ao 8 °C. JJonyckaeTcsa
XpaHeHue TnpenapaTta npu TemMmnepartype OT MUHYC 24 [0
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NMPUNOXEHUE 1. «PUBO-npen» Bapnaut 100

MuHyc 16 °C B TeueHue Hegenu, Npu TeMmnepaTtype He Bbilie
MuHyc 68 °C B TeuyeHue ropa. [lonyckaetcsa oOAHOKpaTHoOe
3aMopaxuBaHue-oTransaHue npo6 PHK.
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MPUNNOXXEHVME 2. «<MAITHO-cop6» BapmaHT 100 n BapmaHT 100M

MPUNNOXEHUE 2
A.  3OKcTpakuusa PHK un3 wuccnegyembiX o00pa3uoB cC
ncrnonb3loBaHMem  Kommnsiekta peareHtoB «MAIMHO-cop6»
BapuaHT 100 n BapnaHT100M

IKcTpakuma PHK nposoantca wm3 100 MKA nNoAroToB/IEHHbIX
obpa3yoB OOBLEKTOB OKpyXawuwen cpegbl M OGUOMOrMYecKoro
matepunana 3a WCK/IIUYeHneM heKasibHbIX/peKTallbHbIX Ma3KoB WU
naasmbl KpoBu. MNpun paboTte ¢ hekanbHbIMU/PeEKTaIbHbIMY Ma3Kamm
M nsiasmMon KpoBuM A1 aKcTpakumm PHK ucnonb3yetcsa 50 MK
obpasua 6uomartepumnana n 50 mkn OKO.

NMoaroToBka K npoueaype akcTtpakynm PHK
1. Jinsnpyrowmin pacteop MAITHO-cop6 nporpeTtb npm Temnepartype
60 °C fo MOJIHOro pacTBOpeEHUA KpPUCTaslJioB.

NMpouepypa akcTpakuymm PHK

1. lMoAarotoBmnTb HEOBXOAMMOE KOJSINYECTBO OA4HOPAa30BbIX NPOOUPOK
Ha 1,5 wmn (BkIoYyass oTpuuaTtesnibHbIii 1 NONOXUTENbHbIN
KOHTPO/IN 3KCTPaKLUMnN) U NpoMapKnpoBaTtb UX.

2. CmewaTtb B OTAeNbHOW CTepwu/bHOW nMpobupke Ha 1,5 mn BKO-
P1l, KOMNOHEHT A N MarHeTU3NpPoOBaHHYK CUJIMKY U3 pacyeTa Ha
oaHy Touky; 10 mkn BKO-PE, 10 mkn KomnoHeHTa A un 20 MKnN
MarHeTU3MpPoBaHHOM CUNNKWK. Tlpu pacyeTe Heob6XO0AMMO

Y4ynUTbiBaTb 3afac - paccydntbiBatb Ha OA4HY TOYKY oonbLie,
HarnpmMmep:
Konnyectso ob6pa3yos BKO-PE, KoMMOHeHT A, MarHeTunsnpoBaHHas
Ana sKcTpakumm PHK MK/ MKJ1 cUnnKa, MKn

6 70 70 140

12 130 130 260

18 190 190 380

24 250 250 500

3. BHecTtn B npobupkn no 40 MK noarotoBneHHoin cmecu BKO-PE,
KOMMOHEHTa A U MarHeTU3UPOBaHHOW CUJTINKW.

4. BHecTun B npobupku 900 MK nusnpyrouwiero pactsopa MAIHO-
copo0.

5 [o6aBuTb B KaxXaym MNpPOo6GUPKY C /M3NPYIHOLIMM pPacTBOPOM
100 ™MKk uccnegyemoro obpasua (3a MCK/Il4YeHuem
heKanbHbIX/peKTa/ibHbIX Ma3KoOB W Mja3mMbl KpOBU), MUCMNOMb3YS
ONA Kaxkaoro obpasya otAaesibHblIi HAKOHEYHUK € (punibTpom. MNpu
paboTe ¢ peKasibHbIMU/PEKTa/IbHbIMN Ma3KamMy M NNasMoin KpoBU
B Mpobupku BHectn no 50 MKA ob6pa3ua 6uomartepuana u
50 mkn OKO, nepewmelwlaTb Ha BOpTeEKce.
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MPUNOXXEHNME 2. «<MAITHO-cop6» BapuaHT 100 1 BapuaHT KOOM

6. MNMocTaBUTb NOMOXUTENbHbLIN KOHTPOJIb 3KcTPpakuuun (MK). OAns
3TOro NpPo6upky C AM3npyrwoLwmm pacteopom aob6asuTtb 10 MK/
NMKO 3AK3-CoY-r n 90 mkn OKO, nepemewiaTb Ha BOpTEKCE.

7. MocTaBuTb OTpMUaTesibHblA KOHTPO/b 3KcTpakuun (OK). Ans
3TOro B NpPobupkKy c nuaupyrowmm pacteopom go6asuts 100 MK
OKO, nepemelwaTtb Ha BOpPTEKCE.

8. MNMomecTuTb NPoOGUPKKM B TepmocTaT ¢ Temnepartypoinr 60 °C Ha
10 MMH. KpaTkum ueHTpudyrmpoBaHmem ocamnTb Karnsu.

9. lMNepeHecTn NPOGUPKM B MarHUTHbIA WITAaTUB Ha 2 MUH.

10.TT0 BHYTpPEHHEen CTeHKe nMpPoOUPKM OCTOPOXXHO OTob6paThb
Ha[oCa[o0uYHY XUOKOCTb, UCMOMb3YySA BaKyyMHbI oTcacbliBaTesb
N OTAENbHbIA HAKOHEYHUK AN KaKAoM npobbl. [lepeHecTu
NMPOGUMPKN B OObLIYHbLIN WITATUB.

11 Aob6aBunTb B npobupku no 700 MK pactBopa A1sa OTMbIBKU 6.

12. PecycnegupoBaTthb MarHeTU3NPOBaHHYIO CUSTNKY
nepemMewnBaHnemM Ha BOpPTEKCe, a 3aTeM 0CaANTb Kar/jin KpaTKum
LeHTpudyrmposaHmem. [locTaBUTb NPOOUPKN B  OObIYHbIN
LUTaTMB, OTKPbITb KPbILLKN.

13.MepeHeCT NpPoGMPKM B MaArHUTHbIA wWTaTtnB. WHKy6upoBaTtb
2 MUH.

14.0T06paTb HaAoCafO4YHYK >KMAKOCTb aHanormyHo n.10 wm
nepeHecTn NMPooUpKN B OObIYHbLIW LUTATUB.

15. Jo6aBuTtb 200 MK pacTBopa ANA OTMbIBKU 7.

16. PecycneHanpoBaTthb MarHeTU3NpPoOBaHHYHO CUNTNKY
nepeMewIBaHMeM Ha BOpPTEKCe, a 3aTeM O0CafnTb Karnjm KpaTKum
LeHTpudgyrnposaHmem. NMoctaBuTb NPOOGUPKM B OObIYHLIN LUTATUB
N OTKPbITb KPbILLKN.

17. MepecTtaBUTb NPOOUPKUN B MarHUTHbIW wWTatne Ha 1 MUH, 3aTeMm
OCTOPOXXHO OTOo6paTb HaAoCaAOYHYH >XUAKOCTb, WCMO/b3yA
BaKyyMHbIA OTcacblBaTes/ib W OTAeNIbHbIA HaKOHeYHUK 6e3
dunbTpa Ha 200 MK ANS KaXKaon npobbl.

18. BbiCcyWwITb COPOEHT, OCTaBUB MNPOBUPKN C OTKPbLITbIMU KpPbILLKaMy
Ha MarHUTHOM wWTaTnBe B TeueHne 10 MUH.

19. fo6aBuTtb 100 MKn 6ydepa Ana 3nwuUMMN N nepemellaTb Ha
BOpTEKCE.

20.MomecTnTb Npobupkn B TepmocTaT npm Temnepartype 60 °C Ha
5 MVH, 4epe3 2 MMH NepemMellaTb Ha BOpTEKCe.

21.0caguTb Kanin KpaTkuM LeHTPpMyrmpoBaHMEM M NepecTaBUTb
NPOGMPKM B MarHUTHbIA WTatme. WMHKybupoBaTb 2 MUH.
HapocagodyHasa XXUOKOCTb COAEPXXUT oUnLEeHHY PHK.
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NPUNOXEHUE 2. «<MAMHO-copO» BapuanT 100 n Bapuant 100M

BHUMAHME! OT60p ounwerHbix PHK ans nposeaexun OT-{1LIP
OCYLEeCTBNAGTCA, He CHUMARA NPOOUPOK C MArHUTHOTO WITATUBA.
PHK-npo6Gubl rotoBbl Kk nocraHoBke OT-MIUP, «koTopyio
peKOMeHAYeTCA NpPOBOAUTL Cpa3y Xe nocne noAy4YeHun
ounuerHHon PHK.

PHK-npobbi He pexomeHAyeTCA XpaHuThb Aonbe 30 MUH Npn
Temneparype or 2 ao 8 °C. [lna ANMTENLHOrO XPaHeHUA
npenapara Heo6xoauMO, He 3aXBaTbiBas COPOGHT, NepeHecTn
HafloOCafoOUYHYI0O XMAOKOCTL B CTEOpUAbLHYIO  npobupky.
fdonyckaeTca xpaHeHue NpU Temnepatype OT MUHYC 24 no
muHyc 16 °C B TevyeHme Heaenu, Npu TeMnepartype He Bblle
munyc 68 °C - B TeueHme ropa.

B. dkcTpakuma PHK ¢ noMOWwbio aBTOMaATUYECKMUX CTaHLMKA C
ucnosnb3oBaHneMm komnnexra peareHros «MAMHO-cop6»

Komnnekr pearedtoB «MAIMHO-copb» sapuaHT 100 ¥ BapuaHT
100M MOXEeT NPUMEHATLCA COBMECTHO C aBTOMaTUYECKUMU
CTaHUMAMU ANA IKCTPaKUUU HYKNEeNHOBbLIX KUCNOT «OTKPLITOro
™ana»'® (Hanpumep, MicroLab STARIlet (Hamilton Bonaduz AG,
Liieenapun), KingFisher Flex (Thermo FS) (Termo Fisher Scientific,
PUHNAHANA)). IKCTPaKUMA HYKNEMHOBLIX KUCAOT NPOBOAUTCA B
COOTBETCTBMM C WHCTPYKUMEW NO 3KCnnyaTauun asTOMaTUYECKUX
CTaHUMW W C WUCNONb3oBaHWEM COOTBETCTBYIOWEro NpoToKona
3KCTPpaKLUUN.

BHUMAHUE! Nopsraok nogroToexu 1 NCNOMNb3OBAHUR KOHTPONbHbLIX
obpasyos onucaH B8 pasgene «3Ixctpakuma PHK us Mccne.qyeMblx
obpasuos».

Obbvem uccnegyembix U KOHTPONbHbIX OOGPAa3LOB 3JIKCTPaKUWW,
3arpykaembix Ha 6OpT aBTOMaTU4ecKoW crtauuu, AomkeH ObiTb
yBenu4eH (¢ ysetom 3anaca) go 110 mkn.

Hanpumep - o6bvem ana uccneayembix obpasuos 110 mkn (npw
pabote ¢ chekanbHbiMU/peKTanbHbIMM Maskamu No 55 mkn obpasua
6uomarepnana u 55 mkn OKO), ansa obpasuya OK - 110 mxn OKO,
ana obpasua MK — 99 mxkn OKO u 11 mkn MKO.

O6vem BKO-FL Ha oauH obpasey — 10 mkn.

PekoMeHayembih obbem anioymn — 100 mkn.

19 Cranumn, coBmecTUmbie ¢ HabopaMy PeareHTos PasNMHHbIX KAroTOBUTENEN.
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MPUJTOXXEHME 3. Cxema NpuUrotoBneHns peakuMoHHbIX CMECEM

MPNTOXXEHWE 3

O6beM peareHTOB Ha yKazaHHOe KO/IM4YecTBO

peakuuii
O6bem peareHta Ha o4HY 10,00 5,00 0.25 0.50 0.25
peakuuio, MK/
M}ESEZ:;ZIABSX KOI‘IVI‘-IefTBO MLP- MLP- PT-O- Tllonumepa3sa PeBepTasa-
06pasLOoB peakupit™  cmecb-Pb 6ygep-C  T11x-2 (TagF) H
1 4 40 20 1,00 2,00 1,00
2 5 50 25 1,25 2,50 1,25
3 6 60 30 1,50 3,00 1,50
4 7 70 35 1,75 3,50 1,75
5 8 80 40 2,00 4,00 2,00
6 9 90 45 2,25 4,50 2,25
7 10 100 50 2,50 5,00 2,50
8 1 110 55 2,75 5,50 2,75
9 12 120 60 3,00 6,00 3,00
10 13 130 65 3,25 6,50 3,25
1n 14 140 70 3,50 7,00 3,50
12 15 150 75 3,75 7,50 3,75
13 16 160 80 4,00 8,00 4,00
14 17 170 85 4,25 8,50 4,25
15 18 180 90 4,50 9,00 4,50
16 19 190 95 4,75 9,50 4,75
17 20 200 100 5,00 10,00 5,00
18 21 210 105 5,25 10,50 5,25
19 22 220 110 5,50 11,00 5,50
20 23 230 115 575 11,50 5,75
21 24 240 120 6,00 12,00 6,00
22 25 250 125 6,25 12,50 6,25
23 26 260 130 6,50 13,00 6,50
24 27 270 135 6,75 13,50 6,75
25 28 280 140 7,00 14,00 7,00
26 29 290 145 7,25 14,50 7.25
27 30 300 150 7,50 15,00 7,50
28 31 310 155 7,75 15,50 7,75
29 32 320 160 8,00 16,00 8,00
30 33 330 165 8,25 16,50 8,25
31 34 340 170 8,50 17,00 8,50
32 35 350 175 8,75 17,50 8,75

KonmyecTBO peakupin = KOMMYeCTBO 1ccrefyembiX 06pasuoB + KOHTPOM aTana akcTpakumm (OK
1 NK), +3anac Ha oayH obpasel,. Ecnn ncnonb3yrorest koHTposm OT-MNUP (K+1 K-), TO KonnyecTso
peakLin yBEINUUTCA Ha 2.
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MPOLLIMTO, NPOHYMEPOBAHO 1 CKPEMNIEHO MEYaThbHo;
et

PykoBoguTenb CAyX6bl permcTpaumum MeguuMHCKUX U3aenmi
PBEYH LUHWW Snugemmnonorun PocnoTpebHaasopa
(JoBepeHHoCTb Ne 178/21 oT 16.11.2021 r.)

- A.O.JlucnupiHa
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