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CMUCOK COKPALLEHUN
B  HacTtosawen NHCTPYKLNMN NPUMEHAITCA  cneayloLme
cokpalleHust 1 0603HaYEHUS:

BKO-FL - 9K30reHHbIN BHYTPEHHU KOHTPOIbHbLIN 0bpaseL|
EC; - FTEHOMHbIN 3KBUBANEHT (reHoM)
OHK - 0e30KCMPUBOHYKNENHOBAs KUCIOTa
- komnniemeHTapHasa [HK, nonyyaemasa B peakuumn obpatHom
kOHK
TpaHcKkpunuum Ha maTtpuue PHK
K+ - NONOXUTENbHbIN KOHTPOoNb OT-MLP
K— - oTpuuyaTeneHbii KoHTponb OT-MNLP
MY - METOgMYECKNe yKkasaHus
OK - OTpULUATENBHbLIM KOHTPOSb 3KCTPaKLmn
OKO - OTpULATENBHLIN KOHTPOMNbHLINM 0bpasey,
OT-NnupP - NoNMMepasHas LenHas peakums ¢ 0bpaTHOM TpaHCKpunuuen
o - NporpammHoe obecnevyeHne
MnupP - noniMMepasHas LenHas peakuus
PHK - puBOHYKNenHoBas KucroTa
PY - perucTpaumoHHOe yaoCTOoBEpPEHNE
CanllnH - cCaHUTapHbIe Npasuna n HOpMbl
®BYH LIHWM - degepanbHoe 6rou>|<eTHoev ydpexgeHue Haykn «LleHTparnbHbIn
Hay4YHO-UccnegoBaTenbCKUN UHCTUTYT ANNOEMNOSIOTUN»
InNnaemmnosnorum y
PocnoTpe6Hanaopa d)e,u,epaanovi cnyx6bl No Hag3opy B cdepe 3awmThbl NpaB
notpebutenen n Gnarononyyns Yenoseka
FL - MUP ¢ rubpmngmnsaumoHHo-dnyopecueHTHON AeTeKumnen
FRT - riyopecueHTHasa eTekUums B pexXmme «pearibHOro BpeMeHu»
PBS - bocchaTHO-coneBon Gydep
HA3HAYEHUE
Habop peareHtoB  AmMnnuCeHc®  OKWN  BuMpo-ckpuH-FL
npeaHa3Ha4veH ansd Ka4yeCTBEHHOIO onpegeneHnd 7

anddepeHumaummn PHK potaBupycos rpynnel A (Rotavirus A),
HopoBupycoB 1 n 2 reHorpynnbl (Norovirus Gl n Gll), actposBupycos
(Astrovirus) n OHK apgeHoBupycoB rpynnel F (Adenovirus F) B
buonornyeckom matepuarne (dekanum) n obbekTax OKpyXKaroLeu
cpedbl  (KOHUeHTpaTbl obpasuoB Boabl) MeTtogom [ILUP c
rmopunan3saunoHHo-dyopecLeHTHOM aeTexkumen NPOLYKTOB
amnnndpukaumn. Matepuanom ans nposeneHust OT-TMLP cnyxat
npobbl AHK/PHK, akcTparnpoBaHHOM N3 uccrnegyemoro matepumana.

NMokazaHMA M nNpPOTUBOMNOKa3aHUA K MNpPUMEHeHUo Habopa
peareHTOB

Habop peareHTOB MCMNONbL3yeTcs B KIIMHUYECKOW nabopaTopHOm
ANarHocTuke Anst uccnegoBaHust Buonorndeckoro marepuana,
MNOMNYYEHHOro OT NML C NOAO3PEHMEM HA KULLEYHYIO MH(PEKUMIO BHE
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3aBMCMMOCTUN OT POPMbI U HaNMYMs MaHudecTaumm 3aboneBaHus, a
Takke AN nccnenosaHnsi 06 bEKTOB OKpY»KatoLen cpeabl.

[poTnBONOKa3aHUsi OTCYTCTBYIOT, 3a WCKIOYEHUEM CIyYaes,
Kkorga B3ATME MaTepuana He MOXET OblTb OCYLEeCTBMEHO MO
MeOULMHCKUM NOKa3aHUsIM.

NMoTeHUnanbHbIe NONb30BaTeNI MeAULIMHCKOro usaenus

K pabote ¢ Habopom peareHTOB [OMyCcKalTCA  TOSIbKO
MeauuuHckme paboTHUKM, OOy4YEeHHbIE MeToaaM MOSIEKYNApPHOMU
AVNarHoCTUKM M npasunam paboTbl B KINMHMKO-OMArHOCTUYECKOM
nabopaTtopun B yCTaHOBIIEHHOM Mopsake.

NnPUHLUUIN METOOA

[MpuHUMN TecTupoBaHUA OCHOBbIBaeTCs Ha akcTpakuum OHK/PHK
n3 obpasuoB UccnegyemMoro martepuara ¢ 9Kk30reHHbIM BHYTPEHHUM
KOHTpOSbHbIM 0b6pa3uom (BKO-FL) n ogHoBpeMeHHOM NpoBeaeHnn
peakunn obpatHon TpaHckpunumn PHK n amnnudukaunm yyactkos
OHK/kOQHK BbisiBnsiembix BupycoB (Rotavirus A, Norovirus Gl n Gll,
Astrovirus, Adenovirus F) n kHK BKO-FL ¢ rmbpunansaumoHHo-
donyopecueHTHOM getekumen. BKO-FL nossonsieT KOHTpOnMpoBaTb
Bce aTanbl [MLUP-nccnepoBanus ans kaxgoro obpasua n oueHnBaThb
BNUsiHne nHrmbutopos Ha pesynbTtaThl [LP-uccnegosaHus.

C nony4vyeHHbIMM Ha 9Tane akcTpakuum npobamm [OHK/PHK
npoBoanTcs obpatHasa TpaHckpunums PHK ¢ nomowlbio hepmeHTa
PesepTtasbl (MMIv) n amnnudpukauymsa ydactkos OHK/kOHK npwu
NOMOLUKM crneundUrYHbIX K 3TUM y4YacTKamM npanmepoB 1 pepmMeHTa
Tag-nonumepasbl. B coctaBe peakuMOHHOM CMECWU MPUCYTCTBYIOT
donyopecLeHTHO-MeyeHble ONIUrOHYKIeoTnabl, KOTOpble
rMopunan3yTcs ¢ KOMNIIEMEHTaPHbIM Yy4acTKOM amMnnndnumpyemMon
AHK/kOHK-MmuweHn, B pesynbraTe 4ero nNpomucxogumt HapacTaHue
MHTEHCUBHOCTU dbriyopecueHUnn. 3TO NO3BOMSAET pPerucTpupoBaTtb
HaKoMfieHne crneundunyeckoro npoaykrta amniandukaunm nytem
N3MepPEHNS MHTEHCUBHOCTUN qOITyOPECLLEHTHOIO CUrHana ¢ NOMOLLIbIO
amnnndukaTopa ¢ CUCTEMON AeTeKumn plyopecLeHTHOro cnurHana
B peXuMe «peanbHOro BpeMeHN.

Ha atane OT-ILP ogHoBpeMeHHO B 04HOM Npobupke NpoBoAATCS
naTb peakumn — amnnudukaumsa kOHK poTtaBumpycoB rpynnbl A
(Rotavirus A), HoposupycoB 1 1 2 reHorpynnsl (Norovirus Gl n Gll),
acTtpoBupycoB  (Astrovirus), [OHK apgeHoBupycoB rpynnbl F
(Adenovirus F), a Takke amnnudukauusi nocriegoBaTesibHOCTU

®opma 1: H-2761-1/ 23.07.22 / cTp. 4 w3 31



kOHK  BKO-FL. Pesynbtatel  amnnudumkaumm  OHK/kOHK
BblsiBNAeMbIX BMpycoB, a Takke kKOQHK BKO-FL peructpupytoTtcsa no
KaHanam gonyopecLeHTHON AeTeKUNK, yKasaHHbIM B Tabs. 1:

Tabnuua 1

qo';";:fl‘o‘l 3;;: 4 FAM JOE ROX Cy5 Cy5.5

kOHK
kOHK OHK

: HopoBMpYyCOB 1 kOHK

uﬂﬁﬁj‘gﬂ( porTa?_lT_g/ZOB N 2 reHorpynmnbl a'q?Hol_?rTSy:OB kOHK BKO-FL | acTtpoBupycos
pynr (Norovirus pynnt (Astrovirus)
(Rotavirus A) Gl 1 GII) (Adenovirus F)
NCKYCCTBEHHas

O6bnacTtb NSP2 genes for capsid hexon HykreoTuaHas |gene for capsid

aMmnnudukaumm proteins nocrnegoBsa- protein

TENbHOCTb

POPMbI KOMIJIEKTALUN
Popma 1. «[1UP-komnnekT» BapmaHT FRT-50 F

dopma 1 npegHasHadyeHa AOns  npoBedeHMa  obpaTHowm
TpaHCKpUnLmu PHK n amnnudukaymn AHK/kOHK C
rmopunan3aunoHHoO-pyopecUeHTHON  geTeKkumen B pexume
«peanbHOro BpemMeHun» Wn no3ponser BbigBNATL [OHK/PHK B
KadyecTBeHHOM opmarte. [Ona nposegeHna nosnHoro [ILP-
nccnegoBaHMa HeEODXOOMMO MCMNOMb30BaTbh KOMMMNEKTbl peareHToB
ans akctpakuymn AHK/PHK.

dopma 1 paccumtaHa Ha npoBegeHue 55 peakumn obpaTHom
TpaHCKpUNUUK N amnnuukaumn, BKNoYas KOHTPON.
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AHATNMUTUYECKUE XAPAKTEPUCTUKU
Ona paHHoro Habopa peareHToB MPUMMEHMMbI crneayoume

XapaKkTepuCTuKn:
AHanuTnyeckasi YyBCTBUTENbHOCTb (Npeaen ooHapyXeHus)
Tabnuua 2
K AHanuTtnyeckas
OMMNJIEKT
Bup s I T YYBCTBUTENbLHOCTb
MukpoopraHusm | uccnegyemoro A (npepen
3KCTpaKumMu | amnnudcpmkaumm
mMaTtepuana [HK/PHK OGHapyxeHus),
r3/mnt
PoTaBupycbl hekanum «TLIP-KoMAneKT 1x104
rpynnsl A KOH
: LleHTpaThl BapuaHT FRT-50 F 3
(Rotavirus A) 06pa3L0B BObI 5x10
Hoposupycbl 1 1 103
2 reHorpynnebl (ekanm «MuUP-komnnekT» ox10
orovirus n KOHUEHTpaThbl BapuaHT - 3
(N i Gl p FRT-50 F 1%10
Gll) obpasuoB Boabl «PUNBO-
npen» 4
AcTtpoBupychbl (pekanmm «MUP-komnnekT» 1x10
Astrovirus KOHLeHTpaThl BapuaHT FRT-50 F 3
( ) P 5x10
obpasuoB BoAbI
AleHoBUpYChl hekanum i 1x104
Py E g |KoHuewTpaTel B«arétl:HﬁoFMF??-e;S F £x10°
(Adenovirus F) 0bpasLoB BoAbl

[aHHbIn npegen obHapyXeHus gocTuraeTcs npu cobnogeHuu
npaBun, ykasaHHbIX B pasgenax «BaaTue, TpaHcrnopTupoBaHue U
XpaHeHue nccriegyemoro mMaTtepuana» n «lNogroTtoBka
nccnegyemoro matepumana kK akctpakumm JHK/PHK».

AHanutnyeckasa cneundpPuYHOCTb

Habop peareHToB 06HapyxuBaet yvyactkn QHK/PHK 3aaBfeHHbIX
MUKpOOpraHMamMoB: Hoposupycbl 1 n 2 reHorpynnbl (Norovirus Gl,
Norovirus Gll), potasupycel rpynnbel A (Rotavirus A) (potaBupychl
pa3nuyHbix [P]G TMnoB), acTtpoBupycbl (Astrovirus), ageHOBUPYChI
rpynnbl F (Adenovirus F) (KnnHU4eckne m3onsTbl, cneumguyHoOCTb
noaTBepXaeHa MeTogoM MPSIMOro CEKBEHMPOBAHUS HYKNEOTUOHbIX
nocrnenoBaTenbHOCTEN).

AHanutnyeckasa crneuyndunyHocTb Habopa peareHToB AokasaHa
npu nccnegosanum JHK/PHK cneayowmx MMkpoopraHn3mos:
1. PHK aHTepoBupycoB 4enoBeka (nNpeacraBUTenn  pasHbiX

reHeTn4eckux knacrtepos — Human echovirus 2, 6, 9, 11, 14, 16, 17,

1 KonnyecTtBo reHOMHbIX 3KBMBANeHTOB MukpoopraHuama (F3) B 1 mn obpasua uccnegyemoro
mMaTepuana.
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18, 30; Human coxsackievirus A6, A9, B4, B5 (knuHuyeckne
N30MATbl, BMAOOBAas NPUHALMNEXHOCTb MNOATBEPXKAEHA METOAO0M
MNPAMOro CEKBEHUPOBaHUS HYKNEeOTUAHbIX
nocnegosarenbHocten), Human poliovirus 1, 2, 3 (BakUMHHbIE
LUTaMMbl)) B KOHLIEHTPauUun He MeHee 1x104'3/mn;

. PHK Bupycos rpunna A (H3N2 (NCBI:txid2029290), HIN1
(NCBI:txid1898984)) u B, pwuHosupycoB, RS Bupycos, [OHK
ageHoBupycos YenoBeka — 3 Tuna (GenBank: FJ167580.1), 5 Tuna
(GenBank: FJ167596.1), 7 tuna (GenBank: KU361344.1), 37
Tvna (GenBank: AY048776.1) B KOHUEHTpauuMm He MeHee
1x10%F'3/mMn (KNUHMYECKNe U30MAThI, BUAOBas MPUHAONEXHOCTb
nogTBepXxaeHa METOLO0M NpsIMOro CEKBEHUPOBaHUS
HYKNEeOTUAHbIX NOCNneaoBaTeflbHOCTEN);

. wrtammbl 13 komnekumn ATCC® (American Type Culture
Collection, CLLUA) B KOHUeHTpauum He MeHee 1x10° 'Q/mn:
Acinetobacter baumannii ATCC® 19606™, Bacteroides fragilis
ATCC® 25285™ Bordetella bronchiseptica ATCC® 10580™,
Bordetella bronchiseptica ATCC® 4617™, Bordetella pertussis
ATCC® 9340™, Candida albicans ATCC® 14053™, Candida
guilliermondii ATCC® 6260™, Candida krusei ATCC® 14243™,
Clostridium difficile ATCC® 9689™ Clostridium septicum ATCC®
12464™  Corynebacterium jeikeium ATCC® 43734™,
Corynebacterium xerosis ATCC® 373™,  [Eggerthella lenta
(Eubacterium lentum) ATCC® 43055™, Enterobacter aerogenes
ATCC® 13048™, Enterobacter cloacae ATCC® 13047™,
Enterococcus faecalis ATCC® 29212™  Enterococcus faecalis
(vancomycin resistant) ATCC® 51299™  Enterococcus faecium
ATCC® 35667™, Erysipelothrix rhusiopathiae ATCC® 19414™,
Escherichia coli ATCC® 25922™  Escherichia coli ATCC®
35218™ Gardnerella vaginalis ATCC® 14018™, Haemophilus
influenzae ATCC® 33930™, Haemophilus influenzae ATCC®
9006™, Haemophilus influenzae ATCC® 10211™, Haemophilus
parainfluenzae ATCC® 7901™ Klebsiella oxytoca ATCC®
49131™ Klebsiella pneumoniae ATCC® 27736™, Listeria grayi
(murrayi) ATCC® 25401™ Listeria innocua ATCC® 33090™,
Listeria monocytogenes ATCC® 7644™  Moraxella (Branhamella)
catarrhalis ATCC® 25238™, Moraxella (Branhamella) catarrhalis
ATCC® 8176™, Neisseria meningitidis ATCC® 13102™,
Neisseria meningitidis ATCC® 13090™, Neisseria lactamica
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ATCC® 23970™, Neisseria gonorrhoeae ATCC® 19424™
Neisseria gonorrhoeae ATCC® 49926™  Proteus mirabilis ATCC®
12453™  Proteus vulgaris ATCC® 6380™, Propionibacterium
acnes ATCC® 11827™, Pseudomonas aeruginosa ATCC®
15442™  Rhodococcus equi ATCC® 6939™  Serratia
marcescens ATCC® 14756™, Staphylococcus aureus (MRSA)
ATCC® 43300™, Staphylococcus aureus ATCC® 29213™,
Staphylococcus aureus ATCC® 25923™ Staphylococcus aureus
ATCC® 33862™, Staphylococcus aureus (MRSA) ATCC®
33591™ Staphylococcus aureus subsp. aureus ATCC® 12600™,
Staphylococcus epidermidis ATCC® 12228™ Staphylococcus
haemolyticus ATCC® 29970™ Staphylococcus saprophyticus
ATCC® 49907™, Stenotrophomonas maltophilia ATCC®
13637™,  Streptococcus agalactiae  ATCC®  12386™,
Streptococcus agalactiae  ATCC® 13813™, Streptococcus
equisimilis ATCC® 12388™, Streptococcus equi subsp. equi
ATCC® 9528™  Streptococcus bovis (Group D) ATCC® 9809™,
Streptococcus mutans ATCC® 35668™, Streptococcus
pneumoniae ATCC® 49619™, Streptococcus pneumoniae
ATCC® 6303™, Streptococcus pneumoniae ATCC® 27336™,
Streptococcus pneumoniae ATCC® 6305™, Streptococcus
pyogenes ATCC® 19615™, Streptococcus salivarius ATCC®
13419™  Streptococcus uberis ATCC® 700407™, Vibrio
parahaemolyticus ATCC® 17802™, Vibrio vulnificus ATCC®
27562™ Moraxella catarrhalis ATCCP® 25240™
Corynebacterium minutissimum ATCC® 23348™,

[Mpn TectupoBaHun obpasuyos AHK/PHK BbllwenepeyncrieHHbIX
opraHmamoB n obpasuos AHK yenoseka (0,2 mr/mn) (Sigma-Aldrich,
CLUA), Hecneundmnyeckmx peakumn BbisiBNEHO He BbINO.

NHdpopmauus o0 uHTepdepupylowmnx BeLllecTBax yKasaHa B
pasgene «VHTepdepupyroline BeWecTBa W OrpaHNYeHus o
Mcrnonb3oBaHu NpPob nccrnegyemoro MmaTepuana.

NMoBTOpPsAAeMOCTbL, BOCNPOU3BOAUMOCTb

[MoBTOPSAEMOCTb U BOCMPON3BOANMOCTL BbIfiv onpeaeneHs! nyTem
TECTUPOBAHUSA MOMOXUTENbHBLIX W OTpUUAaTENbHbLIX MOAENbHbIX
obpasuoB. [lonoxutenobHble ob0pasubl nNpeacTaBnsanM  cobowu
cTaHgapTHble obpasubl npeanpuatTus, cogepxawme PHK Rotavirus
grA, PHK Astrovirus, OHK Adenovirus grF c KoOHUEHTpauuamm
5x103 I'3/mn kaxpgoro, PHK Norovirus GIl, PHK Norovirus Gll ¢
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KOHLEeHTpauusmm 1x103 F3/mn Ka)kadoro, B KayecTBe
oTpuuatenbHoro obpasua 6bin ncnonb3oBaH peareHT OKO.

Ycnosmua nNOBTOPSIEMOCTU BKMoYannm B cebsa TecTMpoBaHWE B
OdHOM N ToW Xe nabopaTopun, OOHUM N TEM Xe OornepaTtopom, C
MCNOMb30BaHMEM OAHOr0 U TOro e obopyaoBaHusi B npegenax
KOPOTKOro NpOMeXyTKa BpeMeHW. YCrnoBmsa BOCNPOM3BOANMOCTUN —
TECTUpPOBaHME B pasHbIX flabopatopuax, pasHbiIMKU ornepaTtopamMmu, B
pasHble OHW, Ha PasfnU4HbIX Npudopax M pasHbiX cepun Habopa
peareHToB.

PesynbTaThbl NpeactasneHsl B Tabn. 3

Tabnuuya 3

NMoBTOpPsieMoOCTb BocnponssogumocTtb

O6pasubl KonunuecTtBoO DT KonuuectBo CEETEEEIE

0Bpa3LOB pesyn:TaToe, 06pa3LoB pe3ynbTaToB,

%) %

Norovirus Gl 10 100 30 100
Norovirus Gl 10 100 30 100
Rotavirus A 10 100 30 100
Astrovirus 10 100 30 100
Adenovirus F 10 100 30 100
OTtpuuaTenbHble 10 100 30 100
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ANATHOCTUYECKUE XAPAKTEPUCTUKU

Tabnuua 4

Pe3ynbTaTbl TECTUPpOBaHUA Habopa peareHToOB
AmnnuCeHc® OKU Bupo-ckpuH-FL B cpaBHeHUu ¢
pecdepeHTHbIM MeToA0oM

Tun o6pas3yoB

Pe3ynbTathbl NpUMeHeHUs
AmMnnuCeHc® OKU Bupo-ckpuH-FL

Pe3ynbTaTbl NPMMEHeHust
pecepeHTHOro MeToaa’

NOJTIOXUTENbHbIX

oTpuuaTesibHbIX

. MONOXUTENbHbIX 201 8
Rotavirus A
oTpuuaTenbHbIX 3 448
. MNONIOXNUTENbHbIX 113 0
Norovirus Gl
Bcero oTpuuaTenbHbIX 0 547
nccnegoBaHo . MNONIOXNTENbHbIX 192 2
dekanmn Norovirus GlI
660 oTpuuaTenbHbIX 1 465
obpasuos . NONOXUTENbHbIX 138 9
Astrovirus
oTpuuaTesibHbIX 0 513
. MNONOXUTENbHbIX 115 1
Adenovirus F
oTpuuaTenbHbIX 7 537
. MNONOXUTENbHbIX 104 0
Rotavirus A
oTpuuaTenbHbIX 0 162
. MONOXUTENbHbIX 91 0
Norovirus Gl
K Bcero oTpuuaTenbHbIX 0 162
OHLEHTPaTS! nccnefoBaHo : | MONOXUTeNbHbIX 104 0
obpasuoB Norovirus GlI
BOAb! 357 oTpuuaTenbHbIX 0 162
obpasuos . NoNoXuUTesnbHbIX 104 0
Astrovirus
oTpuuaTenbHbIX 0 162
. NONIOXUTENbHbIX 104 0
Adenovirus F
oTpuuaTenbHbIX 0 162

Bbinn ncnonb3oBaHbI:

NHpeKUNaIMmn

(13

o4yaros

rpynnoBom

cnopaguyeckux criydaeB KULEYHbIX MH(eKUNR);
oTpuuaTernibHbIX MO  COAEepPXKaHUIo

34 obOpasya dekanun,
BUPYCHbIX MaTOreHOB, MOMyYeHbl

KnweyHbiMu nHgekumsamm B nepuog 2009-2015 rr.;

91

MOAENbHbIN

obpaseu

KOHLUEHTPAaTOB

626 obpasuoB dekannun OoT NAUUEHTOB C OCTPbIMU KULLEYHbLIMU
3abonesaemMocTu

7

OT nNauneHToB C OCTPbIMU

BOAbI,

KOHTaMWUHUPOBAHHbLIM CTaHAAPTHbIM 0Opa3LoM npeanpuUaATUs,
copgepxawum PHK Norovirus Gl B KoHUeHTpaumu 5x103 F3/mn u
1x103 I'3/mn;

104 MoAdenbHbIX obpasua KOHL,eHTpaToB BOAbI,
KOHTaMWUHUPOBAHHbIX CTaHOapTHbIM 00pa3uoM npeanpusaTus,
cogepxawmum PHK Norovirus Gll B koHUeHTpauun 5x103 F3/mn u

2 B kayecTBe pedepeHTHOro Metoaa mucnonb3osarncs Habop peareHToB «AMNNMCeHc® OKN-CcKpUH-
FL» (PY Ne ®CP 2008/02265).
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1x10° '3/mn, PHK Rotavirus A, Astrovirus n HK Adenovirus F B
koHUeHTpauun 1x10* F'3/mn n 5x103 M'3/Mn Kaxaoro;

— 162 mogenbHbIX obpasua KOHUEHTPATOB BOAbl, HE coaepKaLlinx
PHK  Rotavirus A, Norovirus  Gl, GIll,  Astrovirus,
[AHK Adenovirus F.

Tabnuua 5

OunarHocTnyeckue xapakTepuUCTUKN Habopa peareHToB
AmnnuCeHc® OKU Bupo-ckpuH-FL

Bu [AnarHocTuyeckas [AnarHocTuyeckas
BbisBnsiemMbIn P F:!MOFO YyBCTBUTENLHOCTL® cneunduyHocTbL*
nartoreH MaTéqyuana (c noBepuTenbHOMn (c noBepuTenbHOM
P BEPOATHOCTLIO 95 %) BEpPOATHOCTLI 95 %)
dekanum 98,5 (96,8—100)% 98,25 (97,0~100)%
Rotavirus A
KOHLeHTpaTbi 100 (97,2-100)% 100 (98,2-100)%
00pasLoB BoAb!
dekanum 100 (97,4-100)% 100 (99,5-100)%
Norovirus Gl
KOHLeHTpaTbI 100 (96,8—100)% 100 (98,2—100)%
o6pasLoB BoAb!
dekanum 99,48 (98,5-100)% 99,57 (99,0~100)%
Norovirus GlI
KOHLeHTpaTb 100 (97,2-100)% 100 (98,2-100)%
o6pasLoB BoAb!
dekanum 100 (98,0-100)% 98,28 (97,2-100)%
Astrovirus
KOHLeHTpaTbI 100 (97,2—100)% 100 (98,2—100)%
obpasuoB BoAb!
dekanum 94,26 (90,1-100)% 99,81 (99,4—-100)%
Adenovirus F
KoHLeHTpaTbi 100 (97,2-100)% 100 (98,2-100)%
o6pasLoB BoAb!

MEPbI MPEOOCTOPOXHOCTH

Pabota gomkHa npoBoAUTLCS B nabopaTopuun, BbINOSTHSAOLWEN
MOeKynapHo-omnonorndyeckme (MLUP) nccrnenosaHus
buvonormyeckoro  martepuana Ha  Hanuuue — BO3byauTenen
NHMEKUNOHHBIX ©6one3Hen, ¢ cobnoaeHmem CaHllnH 3.3686-21
«CaHuTapHo-anngemuonormyeckne TpeboBaHusa no npodunakTuke
NHQEKUMOHHBIX 6onesHen», CaHllMH 2.1.3684-21 «CaHuTtapHo-
anugemuonornyeckne TpeboBaHWA K cogepXaHul Tepputopumn
FOPOACKUX N CENbCKUX NOCESIEHNN, K BOAHbIM 0ObeKkTaM, NMMTLEBON
BOAE M NUTbEBOMY BOLOCHADXeHM0, aTMocdepHOMY BO3AYXY,
no4BaMm, XUMbliM NOMELLEHUSIM, 3KCyaTaumm npon3BoaCTBEHHbIX,

3 OTHocUTENbHAas YyBCTBUTENBHOCTL B CPABHEHWUM C UCMONb30BaHHBbIM PpedePEHTHLIM METOOM.
4 OTHOCUTENbHAsA cneundUYHOCTL B CPABHEHWUM C UCMONb30BaHHLIM pedepPEHTHLIM METOLOM.
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OOLLECTBEHHbIX MOMELUEeHUI, opraHusauunm ©n NpoBeaeHuto

CaHUTapPHO-NMPOTMBO3INUAEMUNYECKNX (MpodomnakTnyeckmnx)
meponpuatuny  n MY  1.3.2569-09 «OpraHmsauma paboTbl
nabopaTtopun, NCNONb3YHOLLNX MeToabl amnnmdunkaymn

HYKNEMHOBLIX KUCMOT Npu paboTe C maTtepuanom, coaepkalimm

MUKpoopraHusmbl |-V rpynn natoreHHOCTN».

Habop peareHTOB NpegHa3HaveH 4ns 04HOPa30BOro NPMMeHeHNs
ana nposeaeHusa MNLP-nccnegoBanus ykasaHHOro konimyectea npo6
(cM. pasgen «Popmbl KOMMSIEKTaUum»).

Habop peareHTOB rOoTOB K MNPUMEHEHUIO COrfacHoO AdaHHOW
NHCTPYKUMN. NpnMeHATL Habop peareHTOB CTPOro MO Ha3HaYeHUHo.

[Mlon pabote Heobxooumo Bcerga BbINOMHATL — crneayrowme
TpeboBaHuS:

- Temnepatypa B nomeuweHun nabopatopum ot 20 go 28 °C,
OTHOCUTEenNbHadA BNaXxHocTb OoT 15 0o 75%.

- [onyckatb kK paboTe ¢ HabOpoM peareHTOB TOSIbLKO MepcoHart,
0OyYEeHHbIM MeToA4aM MONEKYNAPHON ANArHOCTUKM U NpaBuiam
paboTbl B  KINMHUKO-OMarHoctuyeckonm  nabopatopum B
yCTaHOBMIEHHOM MNopsiaKe.

- He wucnonb3oBaTtb Habop peareHTOB, €CnNuU HapyLlleHa
BHYTPEHHASA YyMNakoBKa WM  BHELWHWW BWO peareHta He
COOTBETCTBYET ONUCAHWUIO.

- He wucnonb3oBaTtb Habop peareHToB, ecnn He cobnoganncb
YCNOBUA TPAHCNOPTUPOBAHUS U XPAHEHWS COrNTaCHO MHCTPYKLNMN.

- He wucnonb3oBaTb Habop peareHToB MO WCTEYEHUM CpokKa
roO4HOCTW.

- Wcnonb3oBaTb  OQHOpPA30Bble  HEOMNYAPEHHbIE  Nep4vaTkuy,
nabopaTopHble xanaTbl, 3awWulaTtb rnasa Bo Bpemsi paboThbl C
obpasuamn n peareHTamu. TwWATENbHO BbIMbITb PYKNM MO
OKOH4YaHuM paboTbl. Bce onepauum npoBOAATCSA TOMbKO B
nepyartkax ans UCKIMYEHUS KOHTaKTa C OpraHM3MoM YenoBeka.

- WMaberaTb BAbIXaHMS MNapOB, KOHTaAKTa C KOXEW, rnasami Wu
cnm3ucton obonoykon. BpepoeH npu npornartbiBaHuu. [lpu
KOHTaKTe HeMeafeHHO NMPOMbITb NOPaXXEHHOE MECTO BOAOWN, NMpwu
Heob6xoaMMOCTN 0BpaTUTLCS 3a MEAULMHCKOW MOMOLLIbHO.

[Mfp  ncnonb3oBaHWUM MO  Ha3HadYeHMto U cobnogeHun
BblLLENEPEYNCIIEHHbIX Mep NpPedoCTOPOXHOCTU Habop peareHToB
be3onaceH.

[Mpn cobntogeHnn ycrnoBun TPaHCNOPTUPOBKK, 3KCMyaTauum um
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XPaHEeHUs1 PUCKN B3pbiBa 1 BO3ropaHnsi OTCYTCTBYIOT.
CBeoeHnsa o 6esonacHocTu Habopa peareHToB AOCTYMHbI MO
3anpocy.

CBEOEHUA Ob YTUITU3ALUN

Heuncnonb3oBaHHblE peareHTbl, peareHTbl C UCTEKLWUM CPOKOM
FOAHOCTU, UCMNOMb30BaHHbIE peareHTbl, YNakoBKy®, OMOMorMyeckui
mMatepuan, a Takke MmaTepuanbl, WHCTPYMEHTbl W MpeaMeThl,
3arpsi3HeHHbIe BUonornvyecknm martepuarnom, crnegyet yoansitb B
cooTBeTcTBUKN C TpeboBaHnammn CaHllnH 2.1.3684-21 «CaHuTtapHo-
anugemuonornyeckmne TpeboBaHMA K cogepXaHul TepputTopumn
FOPOACKNX N CENbCKUX MNOCENIEHUN, K BOAHBbIM OBbEKTaM, MMTLEBOW
BOAE W NUTbEBOMY BOAOCHADXeHM0, aTMocdepHOMY BO3AYXY,
no4BaM, XUMblM NOMELLEHMSM, 3KCyaTaunm npon3BoaCTBEHHbIX,
OOLLECTBEHHbIX MOMELEHUW, OpraHu3auum Un  MNpPoOBEAEHMIO
CaHUTapPHO-NPOTMBOINNOEMUNYECKNX (NpodomnakTnyeckmnx)
MEepPONPUATUINY.
BHUMAHUE! [lpu ypaneHun oTxogoB nocne amnnudukauum
(npobupok, cogepxawmx  npogyktel  IUP)  Hegonyctumo
OTKpbIBaHME NPOBUPOK 1 pa3dpbl3rMBaHME COOEPKUMOrO, NOCKOSbKY
9TO MOXEeT nNpPMBECTU K KOHTaMuHauum npoayktamm [UP
nabopaTopHOn 30HbI, 060pPYyaOBaHNA U peareHToB.

AOOMNOJNHUTENBbHbLIE MATEPUATIbI U OBOPYOOBAHUE

B3saTtne nccnegyemoro matepuana

1. KOHTeMHep nnacTukoBbIM  ONA  B3ATUHA, XPaHEHUs U
TpaHCNOPTUPOBKM Bronornyeckmux obpasuos ob6emom 50-60 mr,
ctepunbHbIn (Hanpumep, OO0 «KombuTek Nnactuky, Poccus).

NMpeaBapuTenbHasa noaroToBkKa UccrneayeMoro matepuana

2. 0,9 % pactBop HaTpus xnopuaa (CTepunbHbIn U3NOSTOrMYECKNIA
pacTtBop) unu docaTtHbin BydepHbin pacteop (PBS) (HaTpus
xnopua, 137 mM; kanusa xnopua, 2,7 mM; HaTpust MOHOdpocdar,
10 mM; kanua andgocdart, 2 mM; pH=7,5%0,2).

3. MunuepnH ona  ONUTENBHOIO  XpaHeHust  BUonornyeckoro
maTepuana (dekanunM) B  YCHOBUSX  HU3KOTEMMepaTypHOU
3aMOpPO3KM.

4. OgHopas3oBble NONUMAPONUIIEHOBLIE 3aBUHYMBAKOLLMECH UMK

5 Hewucnonb3oBaHHbIe peareHTtbl, peareHtbl C UCTEKWUMM CPOKOM TrogHOCTU, MUCMNOJIb3OBaHHbIE
peareHTbl, ynakoBka OTHOCATCA K Kinaccy onacHOCT MeauumnHCKNUX oTxoaoB r.
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NSIOTHO 3aKpblBawwmecsa npodbupkn Ha 1,5 mn (Hanpumep,
Axygen, Inc. («3kcumxkeH, WHK.»), CLIA (PY Ne &C3
2012/11892)).

5. 3aBMHUYMBaKOLLMECH KPbIWKMA K Npobupkam (Hanpumep, Axygen,
Inc. («QkenoxkeH, NHK.»), CLUA (PY Ne ®C3 2012/11892)).

6. OOHOpa3oBble HAKOHEYHUKM [ANs  [003aTOpPOB  MEPEeMEHHOro
obbema c unbtpom go 200 mkn (Hanpumep, Axygen, Inc.
(«3keumxeH, NHK.»), CLUA (PY Ne ®C3 2012/12077)).

7. OgHOpa3oBble HAKOHEYHMKM [ANns  [003aTOpOB  MEPEeMEHHOro
obbema ¢ puneTpom 1 6e3 dpunbTtpa o 1000 mkn (Hanpumep,
Axygen, Inc. («3kcmpxeH, WHk.»), CLIA (PY Ne &C3
2012/12077)).

8. WTatuebl gna npobupok obvemom 1,5 mn (Hanpumep, Axygen,
Inc. («3kengxkeH, NHk.»), CLUA (PY Ne ®C3 2012/11892)).

9. Boptekc (Hanpumep, SIA Biosan (OOO «buocany), Jlateus (PY
Ne ®C3 2011/09797)).

10.ABTOMaTU4EeCKME [03aTopbl NepeMeHHoro obbema (Hanpumep,
Sartorius Biohit Liquid Handling Oy («CapTtopuyc buoxut Jlukeua
XoHgnuur Ony), ®unnanana (PY Ne &C3 2012/12201); AO
«Tepmo Puwep CaneHtnduky», Poccus (PY Ne ®CP 2007/01433,
PY Ne ®CP 2007/01095); Eppendorf AG («3nnengopd Al »),
fepmanus (PY Ne ®C3 2011/11028)).

11.XonoaunbHuk oT 2 o 8 °C ¢ MOpO3uUIIbHOM KaMepown OT MUHYC 24
0o MuHyc 16 °C.

12.0T10€enbHbIN Xanart, wano4yka, obyBb U 0gHOPAa30Bble NepYaTKu.

13.0gHOpasoBbLle  NIacTUKOBblE KOHTEWMHepbl Aans cbpoca w
MHaKTUBaLUN MaTepuarnos.

Akctpakuma OHK/PHK 3 nccnegyembix o6pasuoB

14.Komnnekt peareHtoB ans akctpakumm OHK/PHK «PUBO-npen»
(PY Ne ©CP 2008/03147).

15.[lononHutenbHble MaTtepuansl 1 o6opyaoBaHMe ANst SKCTpakuum
OHK/PHK — cornacHo MHCTpYKUMM K KOMMSIEKTY peareHToB Ans
akcTpakuumn OHK/PHK.

O6paTtHas TpaHcKkpunuua, amnnudnkauma ¢ rmopmuan3aLuMoHHO-
¢nyopecueHTHOM AeTeKuuen nNnpoaykToB amnnmcpukaumm
16.0gHOpa3oBbLIe NONNNPONUITIEHOBLIE NPOBUPKMK:
a) 3aBMHYMBAOLLMECHA WUNKN MAOTHO 3aKpblBalOLMeECs NPOOUpPKK
obvemom 1,5 mn (Hanpumep, Axygen, Inc. («OKCUOXEH,
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NHK.»), CLUA (PY Ne ®C3 2012/11892)) — ana npurotoBneHnd
peakuMOHHOW CMeCH;

6) TOHKOCTEHHble npobupkn ana TP obvemom 0,2 mn c
BbINYKITON MU NSTIOCKOW ONTUYECKM NPO3PavYHON KPbILLIKOW UK
npobupkn obvemom 0,2 mn B cTpunax no 8 uwT. C
Npo3payHbiMM  Kpbilwkamu  (Hanpumep, Axygen, Inc.
(«9kenpxeH, UHK.»), CLUA (PY Ne ©C3 2012/11892)) — npm
Ncnonb3oBaHMM Npubdopa nnaHWeTHOro TUna;

B) TOHKOCTEHHble npobupkn ansa lMNUP obvemom 0,2 mMn c
NSIOCKOM KpbIWKOW (Hanpumep, Axygen, Inc. («3KCUOKEH,
NHK.»), CLUA (PY Ne ®C3 2012/11892)) unun npobumpkmn ans
MUP k Rotor-Gene obvemom 0,1 mn B cTpunax no 4 wr. C
KpblwKkamu (Hanpumep, Axygen, Inc. («3kcumxeH, WHK»),
CWA (PY Ne o©C3 2012/11892)) — npu wucnosnib3oBaHUu
npubopa poTOPHOro Tmna.

17.0gHOpa3oBble HAKOHEYHWKM Onsi O03aTOPOB MNEPEMEHHOro
obbema c¢ dunbtpoMm go 200 mkn (Hanpumep, Axygen, Inc.

(«3keumxeH, NHK.»), CLUA (PY Ne ®C3 2012/12077)).

18.lUTaTtmBbl ans npodbupok oobemom 0,2 mn nnn 0,1 mn (Hanpumep,

Axygen, Inc. («3kcumxkeH, WHK.»), CLIA (PY Ne &C3

2012/11892)).

19.bokc abaktepuanbHon Bo3ayLiHon cpenbl (MLP-6okc) (Hanpumep,
«BAB-INUP-«JlamuHap-C», 3A0 «JlamnHapHble CUCTEMbIY,
Poccua (PY Ne ®CP 2010/07111)).

20.BopTtekc (Hanpumep, SIA Biosan (OOO «buocan»), Jlateug (PY
Ne &C3 2011/09797)).

21.ABTOMaTUYECKME [03aTOpbl NepeMeHHoro obbema (Hanpumep,

Sartorius Biohit Liquid Handling Oy («CapTtopuyc buoxut Jluksng,

XaHanvHr Ony), duHnanamna (PY Ne ©C3 2012/12201); AO

«Tepmo Puwep CaneHtnduky», Poccna (PY Ne @CP 2007/01433,

PY Ne ®CP 2007/0109%); Eppendorf AG («3nnengopd Al »),

fepmaHua (PY Ne ®C3 2011/11028)).

22.l1porpammunpyembin - aMmnnnudukaTop C CUCTEMOW OeTeKuun
dnyopecueHTHOro curHana B pexmnme «pearnbHOro BPEMEHUY,

NMERLLNN S HE3aBMCUMbIX KaHaNoB (OJlyopecLeHTHON aeTeKummn

(Hanpumep, Rotor-Gene Q (QIAGEN GmbH («KunareH 'mM6X»),

epmaHna (PY Ne o©C3 2010/07595), CFX96 (Bio-Rad

Laboratories, Inc. («bno-Pag JTabopatopus, NHk.»), CLUA) (PY Ne

$®C3 2008/03399)).
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23.XonoaunbHuk oT 2 0o 8 °C ¢ MOpOo3unbHOM KaMepour OT MUHYC 24
no muHyc 16 °C.

24.0T1OoenbHbIN Xanart, wano4ka, o0yBb M 04HOPA30BbLIE NepYaTKM.

25.EmkocTb Ans copoca HakOHEYHMKOB.

B3ATUE, TPAHCNOPTUPOBAHUE N XPAHEHUE
UCCIJIEAYEMOI'O MATEPUATA
MaTepuanom gns uccnegoBaHus crnyxar:
— obpasubl hekanun,
— 0bpa3subl 06BEKTOB OKpYyXatoLlen cpeabl (KOHUEeHTpaTbl 06pasLuoB
BOAbI).
O6pasubl dekanuu

Baatne ob6pa3uoB dekanunm npoumsBoaMTCs U3 0aHOPa30BOM
eMKOCTU (Hanpumep, Yawka [leTpn, ooHOpPa3oBbIM MIACTUKOBLIN
NakeT), NMOMELLEHHOW B CyaHO Anga gedekauum, unm n3 ogHopasoBbIX
noarysHukoB (oetm wmnagwero Bo3pacta). [lpu  mncnonb3oBaHUK
OL4HOPAa30BOro noArysHuka y getenm C BOOSHUCTOM KOHCUCTEHUMEN
dekanuin ona nonyyvyeHnsa OocTaTovHOro KonudectBa obpasua B
noary3HuK nepen Ncnosib3oBaHMEM MOMELLAIOT BaTHbIN TAMIMOH.
BHUMAHUE! He ponyckaetca 3abop obpasua doekanun
HenocpeacTBEHHO M3 cydHa ans gedekaunn unu Opyron eMKocTu
MHOIFOKPaTHOro MUCMoNb30BaHUS (BHE 3aBMCUMOCTM OT METOAOB MX
aesvHdekunn).

[Mpoby B konnyectBe npumepHo 1 r (Mnn 1 Mn) OTAESbHbIM
HAKOHEYHUKOM C UNbLTPOM UMM OQHOPA30BbIMM  NonaTkamu
NepeHOCAT B cneunanbHbI CTEPUNbHBLIN NNAacTUKOBLIN KOHTEUHED.

[onyckaeTca xpaHeHne o06pasuoB dekanuin [0 NPOoBedEHUs
npenobpaboTku:

— npu KoMHaTHOM TemnepaTtype oT 18 o 25 °C — He 6onee 6 Yacos;
— npwu Temnepatype oT 2 Ao 8 °C — He bonee 3 CyToK.
— npu Temnepatype oT MUHYC 24 0o MuHyc 16 °C — B TeudeHue

1 Hepenw.

HonyckaeTcs OOHOKpaTHoEe 3aMopaxnBaHue-oTTamBaHme
mMarepwuana.

KoHueHTpaTbl _ obpasuoB  Boabl  (ana  nposegeHust  [LIP-
nccnenoBaHus):

Baatne obpasuoB BOAbLI NPOM3BOAUTCA B COOTBETCTBUM C
MYK 4.2.1884-04 «CaHnTapHO-MUKPOBMONOrM4YeCKUM U CaHUTapPHO-
NapasuTonorMyeckuin aHanma BoAdbl MOBEPXHOCTHbIX  BOAHbLIX
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ob6bektoBy U MYK 4.2.1018-01 «CaHuTapHO-MUKPOOGMONOrn4yecknm
aHanu3 nUTbEBOM BOAObI» WNU aKTyanbHbIMKM BEPCUSIMU  OAHHbIX
AOOKYMEHTOB, OEUCTBYOWMMM Ha  Tepputopum  Poccumnckon
denepaunn Ha MOMEHT NPOBELEHNSA NCCIeO0BaHUN.
[lonyckaetca XxpaHeHMe o00pasloB KOHUEHTPAToB BOAbl A0
nposeneHus NUP-uccnepoBaHus:
— npwu Temnepatype oT 2 Ao 8 °C — He bonee 1 cyToK;
— npu Temnepatype oT MUHyc 24 no mumHyc 16 °C — B TeyeHue
1 mecsua;
— Mpwu TemMnepartype He Bbllwe MUHYC 68 °C — onntesbHo.

HonyckaeTcs oOHOKpaTHoe 3amMopaxknsaHue-oTTanBaHue
maTepuana.
HonyckaeTcs TpaHCNopTMpOBaHNe BblLLIENEPEYNCIIEHHOIO

maTepuana npv temnepartype ot 2 0o 8 °C B TeyeHue 1 CyTok.

NMOAroTOBKA UCCIIEOYEMOIO MATEPUAIA K

SKCTPAKLUMUN OHK/PHK

KoHueHTpaTbl _00pa3uoB  BoAbl He TpebyloT npensapuTeribHoON

NOArOTOBKM.

Ob6pasubl dhekanuun TpebyoT NpeaBapuUTeENbLHON NOATOTOBKMW.

[MpurotoBneHne dpekanbHOW CyCreH3nu:

1. OTobpaTb oOpHOpasoBble MNpobupkn (obbemom 1,5 mMn) B
KONMM4eCcTBe, COOTBETCTBYIOLWEM KonuyecTBy npob. BHectn no
1,0 mn PBS (npy HeobxoamMMOCTU XpaHEeHUs1 cycrneHaum bornee
CYTOK B YCJIOBUAX 3aMOpPO3KM ucnonb3yT 15-20 % pacteop
rnmiuepuHa B PBS).

2. B kaxagyto npobupky oTaenbHbIM HAKOHEYHUKOM C (PUSTbTPOM (MNu
ofHopasoBbiMKn nonaTtkamu) BHectn 0,1 r (0,1 mn) cbekanun n
TWaTenbHO pecycrneHaupoBaTb Ha BOpTekce A0 0bpasoBaHuUs
romoreHHoun cycneHsnn. OnTumarnbHaa KOHUEeHTpauus CycrneHsnm
~ 10% (no obbemy ocagka nocne uUeHTpUdyrmpoBaHus).
CbpocuTb Kannm C  KpblleK npobupoK KpaTKOBPEMEHHbLIM
LeHTpudyrmposaHnem Ha BopTekce (He bonee 10 c).
dekanuum BOOAHNCTOM NoSTlynpo3payHou KOHCUCTEHLUWUMN

MCNONb3yTCA ONda aKcnpecc-punbTpaumm 6e3 npenBapuUTENbHOIO

MNONyYeHUs CyCneHaunu.

[MpoBeneHne akcnpecc-unbTpaumm goekanbHOW cycrneHsun (ong

AeTeKkumMn BUPYCHbIX U BakTepuarnbHbIX NaToreHoB):

1. Ona akcnpecc-ounbTpaumm UCnonb3oBaTb OBa HAaKOHEYHMKA Ha

®opma 1: H-2761-1/ 23.07.22 / cTp. 17 n3 31



1mn (ogauH c dunbTpom, OpyroM — 0e3 Hero) M OTpe3aHHyHo
paboyyto YacTb OAHOPA30BOro BaTHOro 30H4a (BaTHOW NManoykun).

2. B HakoHe4HUK 6e3 hmnbTpa BCTaBUTb OTPE3AHHY0 paboyyto YacTb
O[HOPa30BOro BaTHOro 3oH4a (BaTHOM Nariovkm) n 3adpukcmpoBaThb
NpoTankuBaHMEM B CY>KEHHYI0 YaCTb HAaKOHEYHMKA.

3. HakoHe4yHuKoM C aspo30sibHbIM  (unbTpoMm 3abpatb 1 Mn
doekanbHOM CyCrneH3uu, BCTaBUTb €ro B MOArOTOBJIEHHbLIN
HaKOHEYHUK C BaTHbIM OUNLTPOM M MO4 AaBfIEHUEM MNPOBECTU
dunbTpauuilo B HOBYWO  OAdHOpasoBytd  npobupky. [lpwu
3aTpygHeHHON — dovnbTpaumMm  pekoMeHOyeTcsl  YMEHbLUUTb
KOHLIEHTpaLUNIO doeKkaribHOM CYyCneH3uM.

4. AnvkesoTty unbTpata B 0bbeme 100 MKn wucnonb3ywT Ond
9KCTPaKLMN HYKITENHOBBIX KUCSOT.

[lonyckaeTcs XpaHeHune npenodbpaboTaHHbIX obpasuosB
cycneHsun doekanum go nposeneHus MNLP-nccnegosanmg:

— npu Temnepatype oT MuHyC 24 o muHyc 16 °C — B TeyeHue
1 Hepenwu;

— npuv Temnepartype He Bbilwe MUHYC 68 °C — AnuTenbHo.
HonyckaeTcd OOHOKpaTHoe 3amMopaxmBaHue-oTTanBaHme

Marepuana.

[onyckaeTca TpaHcnopTupoBaHue npenobpaboTaHHbIX 06pasLoB
cycrneHsnn doekanun npu Temnepatype ot 2 o 8 °C B TeyeHue

1 cyTOK.

MHTEP®EPUPYIOLLWMUE BELLECTBA U OTPAHUYEHUA MO
MCMNOJIb3OBAHUIO NMPOB UCCJIIEAYEMOI'O MATEPUATIA

[Ona koHTponsa adpdekTnBHOCTM akcTpakumn OHK/PHK n peakunu
amnnudpukayum B Habope peareHToB npeagycMoTpeHo
NCroNb3oBaHME BHYTPEHHEro KOHTponbHoro obpasua (BKO-FL),
KOTOpbI AobaBnsieTcd B Kaxabli bnonornyeckuin obpasel, Ha atane
9KCTPaKUMN  HYKITEUMHOBLIX KWUCIOT. [lo OKOHYaHuUM peakumn
amnnupukaumm  Hanuume curHana, CBUOETENbCTBYWOLWENO O
HakonneHun cdoparmenToB KOAHK BKO-FL, roBopuT 0 goctaToO4HOM
9PPEKTUBHOCTM IKCTPaKLUMN HYKNEMHOBLIX KUCIIOT U OTCYTCTBUU
nHrnomntopos lNLUP.

NMoTeHuManbHO MHTepdepupyrOLMe BeLlecTBa

[na oueHkn noTeHumanbHOW WMHTepdepeHunn 6binn BbiGpaHbI
9HOOreHHble M 3K30reHHble  BellecTBa, KOTOpble  MOryT
npucytcTBoBaTb B  Buonorndeckom martepuane (dekanun),
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MCNonb3yeMoM ANA UccreaoBaHus.,

Bbinu npoTtectMpoBaHbl MogenbHble 06pasubl dekanun 6e3
nobaeneHus un ¢ gobasreHnemM noTeHUMansHO NHTEPdEpPUPYIOLLMX
BELLECTB. KoHueHTpauums KaXkgoro NOTEeHUMansHOro
NHTepdepupyoLLero BewecTsa ykasaHa B Tabn. 6. MogenbHble
obpa3subl dekanumn cogepxanu pasBegeHnsa ctaHgapTHbIX 06pasLoB

npeonpuaTma B  KOHLEeHTpauuAax, COOTBETCTBYWOLINMX nMpeaeny
oBHapyXeHus.
Tabnuua 6
Bun .
MoTeHuWanbHbIN NMpoTtecTupoBaHHasn Hanunune
floTeHUManLHoro uHTepcepeHT KOHLIeHTpaums MHTepdepeHLUn
MHTepdepeHTa
00 40% (o6bem
LlenbHasa kpoBb MHTEphepeHTa K He obHapyxeHo
ob6bemy nccneagyemoro
obpasua)
0o 40% (o6bem
OHAOOTEHHbIE dekanbHble Xnpbl MHTEphepeHTa K He obHapyxeHo
BeLlecTBa obbemMy nccrnegyemoro
obpasua)
0o 3% (Bec npenapaTa
K 06bemy
MyuUWH (Cnun3b) MCCTeyeMOro He obHapyxeHo
obpasua)
«QHTepodypuny,
cycneHsuna ans npuema
BHYTpb (BocHanek AO, 0o 4,25 mr/mn He obHapyxeHo
BocHus n
OK30reHHble lepuerosuHa)
BelLecTBa «QHTepocrenby», nacTa
AN npuema BHYTpb
(cnapkas)) («THK Ao 174,75 mr/mn He obHapyxeHo
CUITIMA», Poccus)
HekctpuH (Poccus) Ao 68,6 mr/mn He obHapyxeHo
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NMPOBEAEHUE NUP-UCCJIEOOBAHUA

[MLP-nccnepgosaHne coCTomUT U3 Crieaytowmx 3Tanos:

— akcTpakuma OHK/PHK n3 nccnegyembix obpasuos,

— obpatHaa TpaHckpunuma PHK n amnnundukaums OHK/kOHK c
rmopnan3aunoHHO-PIyopecUEHTHON  OEeTEKUMEN B  pexunme
«pearnbHOro BpEMeHN,

— aHanus u nHTepnpeTauusi pesynbTaTos.

SKCTPAKUUNA OHK/PHK U3 UCCIIEAYEMbIX OBPA3LIOB
BHUMAHUE! Tlpun pabote ¢ PHK Heobxoanmmo wucnonb3oBaTb
TOSIbKO OAHOPa30Bble MSIACTUKOBbIE pacxogHble MaTepuansl,
nmerLne cneunanbHyto mapkmposky RNase-free, DNase-free.

Ona akctpakuymn OHK/PHK mncnonb3yeTca KOMMMEKT peareHToB
«PUBO-npen». MNMopsgok paboTbl ¢ komnnektom peareHToB «PUBO-
npen» CMOTPUTE B MHCTPYKLMN K KOMMIIEKTY AN 3KCTpaKUnu.

Ob6beMbl _peareHToB 1 06pasLoB MNPU _SKCTPAKLMU _C MOMOLLBIO
komnnekTa peareHToB «PUBO-npeny:

Okctpakuma OHK/PHK wn3 kaxgoro wuccnegyemoro obpasua
NpOBOAUTCS B MPUCYTCTBUM BHYTPEHHEIO KOHTPOSNbHOIO obpasua —
BKO-FL.

O6bem BKO-FL — 10 mkn B kaxayro npobumpky.

O6bem nccneagyemoro obpasua — 100 Mkn.

B npobupKy oTpuuaTenbHoro KoHTposns akctpakuuu (OK) BHecTun
100 mkn OKO.

Ob6bem anoumm — 50 MKn.

BHUMAHMUE! Peakuuio OT-IUP pekomeHngyeTcs npoBoauTb cpasy
nocne nonydyeHna npob OHK/PHK. [donyckaeTca xpaHeHue npob
PHK npu Temnepatype ot 2 oo 8 °C He 6onee 30 MuWH, npu
TemnepaType oT MUHYyC 24 0o MnHyc 16 °C — He bonee Hegenu u npu
Temnepatype He Bbiwe MuHyc 68 °C — po ropga. [onyckaetcd
OAHOKpaTHoEe 3amopaxuBaHue-ottansanue npob AHK/PHK.
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POPMA 1: «MUP-komnnekT» BapuaHt FRT-50 F

COCTAB
«MUP-koMmnnekT» BapmaHt FRT-50 F — KOMNnekT peareHToB Ans
obpaTHon TpaHckpunuum PHK w©n amnnudpukauum yyacTkoB

OHK/kOQHK BbisiBnsiembix BupycoB (Rotavirus A, Norovirus Gl n Gll,
Astrovirus, Adenovirus F) ¢ rmbpuansaunoHHO-dnyopecLeHTHON

neTekumen B pexume

«peanbHOro BPEMEHU» —

Nno3BOJIAET

nposoantb [NLP-uccnenosaHnme B KavyecTBeHHOM popmarte.
Komnnekr peareHToB BKJTHO4YaEeT.
PeareHT OnucaHue O61bem, mn| KonuyectBo
MLP-cmechb-FL OKM MpospayHas XMaKocTb OT
OecuBeTHOro 4o CBETMO-NNIOBOro 0,6 1 npobupka
BUPO-CKPUH
uBeTa
NnuP-6ydep-C Mpo3payHas 6ecuBeTHas XXMAKOCTb 0,3 1 npobupka
Monumepasa (TagF) | lNMpo3payHas becuBeTHas XXMAKOCTb 0,03 1 npobupka
-(TI\IXI MT:)BepTa:;a Mpo3payHas 6ecuBeTHast XNOKocTb 0,015 1 npobupka
RT-G-mix-2 Mpo3payvHas 6ecuBeTHast XNOKoCTb 0,015 1 npobupka
K+ OKWU Bupo-ckpuH | lNpo3spadHas becuBeTHas XXMAKOCTb 0,2 1 npobupka
K- Mpo3payHas 6ecuBeTHas XXMAKOCTb 0,2 1 npobupka
BKO-FL MpospayHaga 6ecuBeTHada XXUOKOCTb 0,5 1 npobupka
OKO Mpo3payHas 6ecuBeTHasi XMAKOCTb 1,2 1 npobupka
PeareHTbl KomMnnekrta yrnakoBaHbl pa3desibHO B COOTBETCTBUMU C

TemnepaTypon xpaHeHuna (CM. pasgen «XpaHeHuey). Komnnekr
peareHToB COCTOUT U3 2-X YacTteun: 1) Temnepartypa XpaHeHust oT 2
no 8 °C; 2) TemnepaTtypa XxpaHeHusa oT MuHyc 24 0o muHyc 16 °C.

JKcnnyaTtaumMoHHass AOKYMEeHTauusi B COCTaBe:. WHCTPYKUMA MO
NPUMEHEHUMIO, NacnopT KadecTBa Habopa peareHToB, BKNagblilw K
Habopy peareHTOB, KpaTKOe PYKOBOLCTBO K HADOpy peareHToB — Ha
BymMakHOM HocuTese u Ha cante UNarotoButens (www.amplisens.ru).

PEAKLIMA OBPATHON TPAHCKPUMNLWN PHK U

AMMINOUKALNA OHK/kOHK C OETEKUUEN B PEXXUME

«PEAJNIbHOIO BPEMEHW»

BHUMAHUE! Tlpu pabote ¢ PHK Heobxoammo wucnonb3oBaTb

TONbLKO OAHOPA30Bble MSIACTUKOBbIE pacXodHble MaTepuansl,

nmerLne cneunanbHyto mapkmposky RNase-free, DNase-free.
Bbibop npobupok ana nposegeHusa OT-IMLUP 3aBucut ot
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ucnosiblyemoro amnnucgpukaropa € CUCTEMON AeTeKuMn B
pexume «peanbHOro BpeMeHmn».

Ona BHeceHuAa B npobupku peareHTtoB, npod OHK/PHK wu
KOHTPOSIbHbLIX 00Opa3uoB  MUCNOSNbL3YKTCA  OAHOPa30BbIe
HaKOHEeYHUKU ¢ hunbTpamu.

A. NMogrotoBka npo6 ana OT-MNLUP

O6wun o6 bLEeM peakLMOHHOU cMecu — 25 MKI, BKIO4Yasa oobem

npo6bl AHK/PHK — 10 Mkn.

1. PaccuntaTb KONMUYECTBO KaXKOOro peareHTa, Tpeodytouweecs angd

NPUroTOBNEHNA peakuMoHHOW cMmecn. Ha ogHy peakumto
Tpebyetca 10 mkn MNUP-cmecu-FL OKWU BUpPO-CKpUH, 5 MKn
NMUP-6ydepa-C, 0,5 mkn nonumepasbl (TaqF), 0,25 mkn TM-
PeBepTtasbl (MMIv), 0,25 mkn RT-G-mix-2. CMecb rotToBUTbL Ha
obuiee 4UCNO wuccrneayeMbiX W KOHTPOSbHbIX — 0bBpasuoB
(KONMYEeCTBO KOHTPOSIbHbLIX 06pa3LoB CM. B MyHKTE 7) NSIOC 3anac
Ha OAHY peakuuio.
Coenatb pacyeT Ha HeoDXoAMMOE YMCIIO peakUnin, BKIToHatoLLee
TECTUPOBaHNE NCCReaYyEMbIX U KOHTPONbHbIX 06pa3yoB, MOXHO
COorfnacHo pacyeTHOMU Tabnuue, npuBeaeHHON B
MpunoxeHuwm 1.

BHUMAHMUE! KoMmnoHeHTbI peakuMOHHOM CMecu crneayeT CMeLunBaTh

HernocpeacTBeHHO nepen nposeaeHnem NLP-nccnegosaHma.

2. Pasmopoantb npobupky ¢ MUP-cmecbio-FL OKU BUPO-CKPUH.
Nepemewatbs cogepxumoe Bcex peareHToB [1LIP-komnnekra,
ocaguTb Kannm Ha BOpTeEKCe.

3. B otoenbHoM npobupke noAroToBUTb PEeaKUMOHHY CMECh.
CmewaTtb Heobxogmmoe konuyectso [MUP-cmecun-FL OKWU
BUpo-ckpuH, [LUP-6ycdepa-C, nonumepasbl (TaqF), TM-
PeBepTta3sbl (MMIv), RT-G-mix-2, ocaguTb Kansmu Ha BOpTEKCE.

4. OTobpaTb HeO6X04MMOE KONMMYECTBO NPOBMPOK NN CTPUMOB 4SS
OT-TNLUP nccnegyembix 1 KOHTPOSbHbIX NPO6.

5. BHectn B Kaxagyto npobupky no 15 MKR npurotToBnNeHHOW
peakunOHHOW cMmecn. Heuncnonb3oBaHHbIE OCTaTKMU peakLUNOHHOW
CMecKn BbIBpPOCUTD.

6. B nogrotoBneHHble npodupkn BHecTn no 10 mkn npo6 AHK/PHK,
NOMyYeHHbIX B pe3ynbTaTe 3KCTpakuum U3 Uccrnegyemblx
obpasuos.
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BHUMAHUE! Cogepxumoe npobmpok Heobxoaumo TulaTenbHO
nepemellaTb NMNETUPOBAHNEM, HE JOMNYyCKas MNOABIEHNSA NY3bIPbKOB
BO3dyXxa.
7. lNocTaBUTb KOHTPOSbHbLIE PEeaKLUMK:
a) nonoxwutenbHbin KOHTponb OT-NMLUP (K+) — B npobupky ¢
peakumoHHon cmecbto BHecTn 10 mkn K+ OKU BMPO-CKpUH;
6) oTpuuatenbHbin KOHTponb OT-MLUP (K-) — B npobupky ¢
peakumMoHHou cmecbto BHeCcTU 10 Mkn K—;
a) oTpuuartesibHbIN KOHTPOsb 3aKcTpakumum (OK) — B npobupky
C peakumoHHou cmecbio BHectn 10 mMkn  npobsbl,
akcTparnposaHHom n3 OKO.
BHUMAHUE! Copepxmumoe npobupok Heobxoammo TulaTtenbHO
nepemellaTb NMNETUPOBAHNEM, HE JOMNYCKas NOSABEHNS NY3bIPbKOB
BO3[yXxa.
BHUMAHUE! [lposectn OT-IUP cpa3y nocrne coeanHeHus
peakunoHHon cmecun n JHK/PHK-npobbl n KoHTponen.

b. NposeaeHne OT-MNLUP c petekunen B pexmme «pearibHoOro

BpeMeHU»

1. 3anporpammumpoBaTb amMnandumkaTop C CUCTEMOW AeTeKkuuu B
pexume «pearnbHoro BPEMEHN» ang BbINONMHEHUSA
COOTBETCTBYHOLLEN NporpaMmmbl amnandukaumm u OeTekumm
cdnyopecueHTHoro curHana (cm. Tabn. 7, 8)°.

Tabnuua 7
EavHasa nporpamma amnnudpumkaumm n geTekumm
donyopecueHTHOro curHana «<AmnnuCeHc» ana npmoéopos
POTOPHOro’ n NnaHweTHoro® Tuna

Temnepatypa, B KonunuectBo
Uunkn °C Bpewms CUrHasna no KaHanam gns
LUKNOB
c¢nyopocopoB

1 50 15 MuH - 1
2 95 15 MUH - 1

95 10c -
3 45

60 20c FAM, JOE, ROX, Cy5, Cy5.5

6 Mporpammbl amnnudpukauumn (Tabn. 7, 8) paBHO3Ha4HbI B MCMOMb30BaHUN AN AaHHOro Habopa
peareHToB.

" Hanpumep, Rotor-Gene Q (QIAGEN) u apyrue, pekomeHgoBaHHble M3rotoButenem.

8 Hanpumep, CFX 96 (Bio-Rad) n apyrue, pekomeHaoBaHHble MarotoButenem.
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BHUMAHUE! C wcnonb3oBaHWeM eOuvHOM NporpamMmbl MOXHO
OAHOBPEMEHHO NPOBOAUTL B ogHOM npubope nwboe coyeTaHue
TECTOB.
Tabnuua 8
Mporpamma amnnudpmkaumm n getekumn priyopecueHTHOro
cuUrHana gnsi npubopoB poTopHoro? u nnaHweTHoOro® TMNOB

OeTtekums cpnyopecueHTHOro
LUukn | Temnepartypa, °C | Bpems CUrHana no KaHanam ans Kon::ﬁg;Bo
c¢nyopocopoB 5
1 50 30 MuH - 1
2 95 15 MuH - 1
95 10c -
3 60 25c¢ FAM, JOE, ROX, Cy5, Cy5.5 45
72 10c —

BHAMAHUE! [aHHas nporpamma (cM. Tabn. 8) Moxet

NPUMEHATLCA  ONS  BCEro Kommnnekca HabopoB peareHToB

«AMnnnCeHcey, npegHa3Ha4YeHHbIX O BbISIBI1IEHNA n

anddepeHumaummn  OHK/PHK  MukpoopraHMamoB, Bbl3blBatOLLMX

OCTpble KULUEYHble MHJEKLMN, C BO3MOXHOCTbIO UX COBMECTHOIO

MCNoSIb30BaHMA Npu 04HOM 3anycke npubopa.

2. YcTaHOBUTb NPOBMPKUN B SMENKN peakLMOHHOIro Moaynsa npnbopa.
PekomeHayeTcss nepeg NOCTAHOBKOWM B amnnudukatop
NfaHWeTHOro Tuna ocaguTb Kamnfium CO CTEHOK Mpobupok Ha
BOpTEKCe.

BHAMAHUE! B cnyyae HenonHowm 3arpy3ku npubopos

NfaHWETHOro Tuna pPeKoOMeHAyeTCs AOMOSIHUTENIbHO YCTaHOBUTb

nycTble  NPoBuMpKK no  Kpasm peakuMoHHOro  mMoayns

amnnudukartopa.

3. 3anyctntb  BbINOSIHEHME  MporpamMmbl  amnindukaumm c
aetekumen pnyopecueHTHOro curHana.

4. T1o OKOHYaHMW BLIMOJSTHEHNA NPOrpaMmMbl MPUCTYNUTb K aHaNn3y u
MHTepnpeTaunn pesynbLTaToB.

B. AHanu3 n uHTepnpeTauus pe3ynsLraTon

BHUMAHUE! YctaHoBneHne gwmarHo3a W Ha3Ha4YeHue rnedveHus
OOJMKHbI NPOM3BOANTLCH Bpayom COOTBETCTBYHLLEN
cneumanmsaunu.

AHanM3 nNOMyYeHHbLIX pPe3ynbTaToB MNPOBOAAT C MNOMOLLbIO
nporpaMmmHoro obecrneyvyeHnss npubopa, wnCNoONbL3YyeMoro Angd
nposegeHna OT-TUP ¢ pgetekumen B pexume «peasribHOro
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BpeEMeEHNy. AHaNU3NPYOT KpuBble HakomnmneHus dryopecLeHTHOro
CUrHana no NsTW KaHanam:

Tabnuua 9
Kanan gns
¢ nyopodopa FAM JOE ROX Cy5 Cy5.5
KOHK LHK
Mpoaykt potasupycos | KHHK HOPOBMPYCOB |10 e iovcos | KIHK KOHK
amnnudukaumm rpynnel A 1n2 rerorpynns rpynnel F BKO-FL | 3¢TPOBMPYCcOB
(Rotavirus A) (Norovirus Gl n GlI) (Adenovirus F) (Astrovirus)

PesynbTatbl MHTEPNPETMPYKOTCS HAa OCHOBAHUM Hanuuus (Mnu
OTCYTCTBUS) MNepeceyeHnss KpmBon donyopecueHumn S-obpasHou
(curmoobpasHon) opMbl C YCTAHOBMEHHOM Ha COOTBETCTBYHOLLEM

YPOBHE TMOPOroBon JMHUEN,

YTO onpegensetr Hanuune (Unu

oTcytcTBne) ana gaHHon npobbl OHK/PHK 3HauyeHns noporoBoro
uukna (Ct) B cooTBeTCTBYWOLWEN rpade Tabnuubl pesynbTaToB.
[MpyHUMN MHTEpNpeTaunn pe3ynbTaToB Ccreayowmii:

Tabnuua 10

UHTepnpeTauusa pe3ynbTaTOB aHanu3sa nccrnegyembiX oopasuoB

3HauveHue Ct no kaHany ana dnyopocopa PesvnLrar
FAM JOE ROX Cy5 Cy5.5 v
oTCyTCTBYET OTCyTCTBYET OTCyTCTBYET
onpeneneHo nnm unu 603:;”:“2”” nnm PHK poTaBupycoB
MeHbLUe onpefeneHo | onpeaeneHo FPAHUUHOFO onpegeneHo | rpynnbl A (Rotavirus
rPaHN4yHoro oonblue oonblue aHAYEHUS oonbLue A) o6HapyxeHa
rpaHUM4YHOro rpaHU4YHOro rpaHU4YHOro
omy;;:lTMByeT S omy;ﬁTMByeT SonbLLIE WK omy;:_:lTMByeT PHK HopoBupycoB
MeEHbLUE 1 1 2 reHorpynnebl
onpeaeneHo MEHbLLE onpeaeneHo onpeaeneHo .
oonblue rPaHNYHOro bonblue rPaHntHoro oonble (Norovirus Gl n GlI)
FPaHUYHOrO FPaHNYHOTO SHaueHIA FPaHUYHOrO OGHapyxeHa
OTCYTCTBYET oTCyTCTBYET SonbLIE UK OTCYTCTBYET | NHK aneHOBUPYCOB
unu nunu onpeneneHo unu
MeHbLLE rpynnel F
onpedenieHo | onpeeneHo MeHbLUe FPAHUUHORO onpeaeneHo (Adenovirus F)
fonbLe BonbLue rPaHU4HOro aHAUCHUS] bonbLe
rPaHUYHOTO PaHUYHOTO rPaHNYHOTO OBHapyxeHa
OTCyTCTBYET oTCcyTCTBYET OTCyTCTBYET
unm unm unm 60“’;::”&";}”” onpenieneqo | PHK acTposupycos
onpefeneHo | onpeerneHo | onpeaeneHo [PAHWMHOTD MeHbLLE (Astrovirus)
oonbLue oonbLue oonbLue aHAYCHUS rpaHN4yHoro oGHapyxeHa
rpaHU4YHOro rpaHU4YHOro rpaHU4YHOro
OTCYTCTBYET oTCyTCTBYET OTCYTCTBYET OTCYTCTBYET
nnm nnm nnm onpegeneHo nnm [IHK/PHK Bupycos
onpedenieHo | onpegerneHo | onpeaeneHo MeHbLLEe onpeaeneHo
oonblue bonblue bonblue rPaHN4yHoOro oonblue HE o6HapyxeHa
rPaHUYHOro rPaHUYHOro rPaHUYHOrO rPaHUYHOro
OTCYTCTBYET oTCyTCTBYET OTCYTCTBYET OTCYTCTBYET OTCYTCTBYET
nnm nnm nnm nnm nnm
onpeneneHo | onpedeneHo | onpedeneHo | onpeaeneHo | onpeaeneHo HeBanugHbIn*
fonbLe bonbLie bonbLie fonbLue fonbLe
rpPaHNYHOro rpaHNYHOro rpaHU4YHoOro rPaHUYHOro rPaHUYHOro
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* B cnyyae nonyvyeHusi HeBanuOHoOro pesynbTata Heobxoaumo
nposect noeTopHoe [1LP-uccrnenosaHne COOTBETCTBYHOLLErO
nccnegyemoro obpasua, HadnHasa ¢ atana akctpakunm AHK/PHK.
BHUMAHMUE! [paHuyHble 3HayeHnss Ct ykasaHbl BO BKMagblule,
npunaraeMom K Habopy peareHTOB.

Pesynbtat [lLUP-uccnepoBaHna cumtaetcs O0OCTOBEPHbIM,
€Clfiu noJiyyYeHbl MpaBUiibHble pe3ynbTaTbl AN KOHTpPoOnewu
atanoB 3KkcTpakuun n OT-TILUP B cooTBeTcTBUMU C Tabn. 11 un
BKnaablweMm, npunaraeMbiM K HAabopy peareHToB.

Tabnuua 11
Pe3ynbTaTbl AN KOHTponeu pasnuyHbix 3tanos MNLP-
nccnenoBaHus
KoHTponu-
pye:,nblﬁ 3HauveHue Ct no kaHany ansa dnyopocopa
KoHT-
ponb atan MNUP-
uccnego- FAM JOE ROX Cy5 Cy5.5
BaHUA
OTCYTCTBYET OTCYTCTBYET OTCYTCTBYET OTCYTCTBYET
3KCTpaKL|,VIF| nnn nnn nnn onpegeryieHo %
OK HK/PHK onpegeneHo onpegeneHo onpegeneHo MeHblLe onpeneneHo
A bonbLue oonble bonbLue rPaHNYHOro Ooonble
rpaHuU4Horo rpaHn4Horo rpaHuU4Horo rpaHn4Horo
OTCyTCTBYeT OTCYTCTBYET OTCYyTCTBYET OTCYTCTBYEeT OTCYyTCTBYET
nnn nnn nnn nnn nnn
K- oT-nupP onpegeneHo onpegeneHo onpegeneHo onpegeneHo onpeneneHo
donbLue donbLue oonbLue oonbLue donbLue
rpaHn4yHoro rpaHn4yHoro rpaHn4Horo rpaHn4YHoro rpaHn4yHoro
onpegernedo onpegeneHo onpegeneHo onpegernedHo onpegeneHo
K+ OT_rILlP MeHblLle MeHblLUe MeHblLle MeHblLle MeHbLle
rpaHn4YHOro rPaHn4yHoOro rpaHn4YHoro rpaHn4YHOro rpPaHn4yHoro
Bo3MOXHble OLLUNOKM:
1. Ana nonoxutenbHoro koHTpona OT-MNUP (K+) 3HadeHue

noporosoro uukna (Ct) no nobomy 13 ykasaHHbIX KaHanos AJ1s
dnyopodopoB (cMm. Tabn. 11) oTCyTCTBYyeT WNu npeBbiliaeT
rpaHM4YHOE 3HayeHne. HeobxogmMmo NOBTOPUTE aMnnudmKauuto
N geTekunio Ons Bcex obpasuyoB, B KOTOPbIX He OOHapyXeHa
cneunduyeckas AHK/PHK.

2. na oTtpuuatensHoro koHTponsi akctpakumm (OK) no kakomy-
nnbo n3 kaHanoB ans dgnyopodcdopos FAM u/unn JOE, n/vnu
ROX, n/vnun Cy5.5 onpeaeneHo 3HavyeHne noporosoro yukna (Ct)
MeHee rpaHu4Horo. BeposiTHa KOHTaMuHauma rnabopatopum
npoayktamy amnnuukaumm mnm KOHTaMuHauus peareHToB,
nccnegyemblx obpasuoB Ha kakom-nubo atane  [UP-
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®OPMA 1

nccnegoBaHmda. Heobxoanmo npeanpuHATbL MepbI MO BbISIBIIEHNIO
N NMKBMOAUMN UCTOMHMKA KOHTaMuHaumm u nostoputb [1LIP-
nccnegoBaHme Onst Bcex obpasuoB, B KOTOpPbIX OBHapyxeHa
cneundundeckasa [OHK/PHK, HaunHaa ¢ 9Tana 9SKcTpakuum
OHK/PHK.

3. Ona otpuuartensHoro koHTponsa OT-MUP (K-) no kaHanam gns
dnyopodopos FAM w/unn JOE, w/unn ROX, wu/mnn Cy5.5
onpenenieHo 3HadeHne noporosoro uukna (Ct) wmeHee
rPaHNYHOTO. BeposaTHa KOHTamMuHaums nabopatopuu
npoaykramn amnnuukaumm wunm KOHTaMuHauMs peareHToB,
nccnegyemblx obpasuoB Ha kakom-nnbo atane  [UP-
nccnegoBaHmda. Heobxoanmo npeanpuHATb MepbI MO BbISIBIIEHUIO
N NUKBMOAUMW  UCTOMHMKA  KOHTaMuMHauMM W NOBTOPUTL
amnnndukaumio n geTekuuo ons Bcex obpasuoB, B KOTOPbIX
obHapyxeHa cneuundundeckas OHK/PHK.

4. [Ons nccnegyemoro obpasua onpenenieHo 3HadyeHne noporoBoro
uukna (Ct), npn aTomMm Ha rpadmke priyopecueHunmn oTCyTCcTBYyET
Yy4aCTOK XapaKTepHOro 9KCMoHeHUManbHOro noavbema (rpaduk
npeacrtaBnsgeTr cobon nNpubnNM3NTENBbHO MNPSAMYKO  JIMHMIO).
HeobxogmMmo npoBepuTb MNPaBUIibHOCTb BbIOPAHHOIO YPOBHA
NOpPOroBoM NMHUM UMM NapamMeTpoB pacyeTa 6a30BON NUHMN.
Ecnu pesynbTat nonyyeH npu npaBuUiibHOM YPOBHE NOPOroBOu
nMHMNM  (basoBoM  NWHUK), TpebyeTcsl MNOBTOPHO MPOBECTU
aMmnnndukaumoo 1 geTekumo ans aToro obpasua.
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CPOK OOAHOCTMW. YCNIOBUA TPAHCIMTOPTUPOBAHUA U
XPAHEHUA
Cpok rogHocTu. 15 mec. Habop peareHTOB C UCTEKLWIMM CPOKOM
OOHOCTU NPUMEHEHU0 He noanexut. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKYy rOAHOCTW, YKasaHHOMY Ha
9TUKETKaX AONA HEBCKPLITbIX peareHToB, €Cfi B WHCTPYKUUN He
yKasaHO MHoe.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHCnopTUpoBaTb MNpU
Temnepatype ot 2 oo 8 °C He 6onee 5 cyT B TEPMOKOHTENHEPAX,
cogepXxalwux  XragoanemMeHTbl, BCEMW  BuOAMU  KPbITbIX
TpaHCNOPTHbIX cpeacTB. [onyckaeTca TpaHCNOPTUPOBAHUE Mpu
Temnepartype oT 2 o 25 °C He 6onee 3 cyT.
XpaHeHwue.
®opma 1. «[lUP-komnnekt» BapuaHT FRT-50 F xpaHutb B
xonoauneHon kamepe npu Temnepatype ot 2 go 8 °C. MNLP-cmeck-
FL OKW Bupo-ckpuH, lNLP-6ydep-C, nonumepasy (TagF), TM-
Peseptady (MMIv), RT-G-mix-2 xpaHnTb B MOPO3UMbHOWN Kamepe
npu TemnepaTtype oT MuHyc 24 0o muHyc 16 °C. NMUP-cmeck-FL OKU
BUPO-CKPUH XPaHUTb B 3aLlMLLEHHOM OT CBETA MECTE.
XonoaunbHble 1 MOPO3USibHbIE KaMepbl OOMMKHbI obecneymBaTtb
pernamMeHTMpoBaHHbIN TEMNEPATYPHbIN PEXUM.

®opma 1: H-2761-1/ 23.07.22 / cTp. 28 n3 31



TAPAHTUMHBIE OBA3ATENBLCTBA U3TOTOBUTENA

N3roToButenb rapaHTupyet COOTBETCTBME OCHOBHbIX
napaMmeTpoB N XapaKTEPUCTUK Habopa peareHToB TpeboBaHUAM,
yKa3aHHbIM B TEXHUYECKOW M 3KCnsyaTauMoOHHOM LOKyMeHTauun, B
TEYEHNE YKaszaHHOro cpoka rogHOCTU npu cobnogeHun Bcex
YCNOBUI TPAHCMOPTUPOBAHNS, XPaHEHUST N MPUMEHEHNS.

MeaunumnHckoe nsgenne TeXHNYEeCKoMy 00CYyXMBAHUIO N PEMOHTY
He Noanexur.

Peknamauum Ha kayecTBo Habopa peareHToOB HanpaensiTb MO
agpecy 111123, r. MockBa, yn. Hosornpeesckada, gom 3A, e-mail:
obtk@pcr.ru. OT3bIBbI U NpeanoxeHns o npoaykumm AMnnmCeHc® Bbl
MOXEeTe OCTaBUTb, 3arofiHMB aHKeTy noTpebutena Ha caunTe:
www.amplisens.ru.

[Mpn BbIsIBNEHUM MOBOYHLIX AOENCTBUW, HE YKa3aHHbIX B
MHCTPYKUMN NO NMPUMEHEHNIO Habopa peareHToB, HeXenaTesrlbHbIX
peakumMin rnpu ero ucnonb3oBaHuUK, (akToB U 0OOCTOATENBLCTB,
co3garLnx yrposy XU3HM U 300POBbI0 rpakaaH U MeaUUUHCKUX
pabOTHMKOB NMpU NpUMEHeHUN Habopa peareHTOB, peKOMeHOYyeTCs
HanpaBuTb COOOLLEeHMEe MO agpecy, YKasaHHOMY Bbille, U B
YNOSTHOMOYEHHY0 FrOCYJapPCTBEHHYIO PEryNMPYIOLWYIO OpraHmn3aunto
(B8 P® — OepepanbHaa cnyxba no Hagsopy B cdepe
3paBoOOXpaHEHNS) B COOTBETCTBUA c OENCTBYOLLNM
3aKOHO4aTENbLCTBOM.
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CUMBOIbI, UCNONb3YEMbIE B MEYATHOW NMPOAYKL MU

REF

LOT

IVD

VER

Homep no katanory

Koa naptun

MeauumHckoe nsgenuve
ANs AMarHocTuKy in vitro

[lata nameHeHus

Mpenen TemnepaTtypbl

N3rotoBuTenb

CopaepxmMmoro oCTaTo4vHO
ANs NpoBeAEeHMs N TeCTOB

g Mcnonb3oBaTb A0

O6paTtntechb K UHCTPYKLUUK
N0 NPUMEHEHMIO

S He ponyckatb
- Q BO3[ENCTBUA CONTHEYHOro
i cBeTa

[laTta nsrotoBneHus

> (5

OcTopoXHOo!
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NMPUNOXEHUE 1
Cxema npuroToBrieHUA peakUMOHHbIX CMeceun
npuv ucnonb3osaHuu NLUP-komnnekra BapmaHt FRT-50 F
ansa nposepeHusa OT-TMLUP c petekunen B pexxume «peanbHOro
BpeMeHU»

O61bem peareHTOB Ha YKazaHHOE KONIMYeCTBO peaKuuin

O61bem peareHTa Ha O4HY 10,00 500 0.25 050 0.25
peakuumio, MKn

KonuyecTtBO T™M-

uccnegyembix KOHVI‘-IGCTEO MUP- NUP- | oT.G-mix-2[lonMMepasa PeBepTasa
06pasLoB peakumn® |cmecb-FL |6ydep-C (TagF) (MMIV)

2 6 60 30 15 3,0 1,5
4 8 80 40 2,0 4,0 2,0
6 10 100 50 2,5 5,0 2,5
8 12 120 60 3,0 6,0 3,0
10 14 140 70 3,5 7,0 3,5
12 16 160 80 4,0 8,0 4,0
14 18 180 90 45 9,0 4,5
16 20 200 100 5,0 10,0 5,0
18 22 220 110 55 11,0 55
20 24 240 120 6,0 12,0 6,0
22 26 260 130 6,5 13,0 6,5
24 28 280 140 7,0 14,0 7,0
26 30 300 150 7,5 15,0 7,5
28 32 320 160 8,0 16,0 8,0
30 34 340 170 8,5 17,0 8,5
32 36 360 180 9,0 18,0 9,0

9 KonuuecTB peakuuii = KONMYECTBO UccneayemMbix 06pasLoB + KOHTponb 3Tana akctpakuum (OK) n
OT-MNYP (K+, K-) + 3anac Ha ognH obpaseu.
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