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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cneayroumne CoKkpaleHna mn 0603HaueHns:

RCF - OT aHrn. relative centrifugal force, oTHocMTENbHOE YCKOpPEHME LIEHTPUDYTU
BK - BHYTPEHHMUI KOHTPOJIb

an - AOBEPUTENbHbLIN UHTEpBa

OHK - Ae30KcnpuboHykenHoBas KMcaoTa

OHKa3bl - Ae30KCUpUBOHYKeassbl

mB - NHTepdepmpyowme BeLlecTsa

K- - oTpuuUaTesbHbIM KOHTPOJIbHbLIN 0bpasel

K+ - NONOXUTENbHbIA KOHTPOJIbHbLIN 06paseLl,

kKOAHK - KOMMJIEMeHTapHas Ae30KCnpnboHyKenHoBast KucnoTa
JIKO - nabopaTopHbIN KOHTPOJIbHbLIN 0bpa3el

HK - HyknenHoBble kncnoTbl (PHK n JHK)

OPBHA - OCTpble pecnmpaTopHblie BUPYCHble MHDEKLUU

oT - obpaTHasa TpaHCKpunuuns

nupP - NoiIMMepasHagda uenHasa peakumd

PHK - puboHYKNenHOBas KMCIoTa

PHKa3bl - puboHykneassbl
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NPEAHA3HAYEHHOE NPUMEHEHMUE

MonHoe HauMMeHOBaHMe Habopa peareHToB: Habop peareHToB Ansa BbisBneHuss PHK

cybtnna supyca rpunna A (Influenza A H1N1pdmO09) metogom OT-MLUP B pexume

peanbHoro BpeMmeHu (Bupyc punna A H1IN1pdmO09), manee no TekCTy - Habop

peareHTOB.

HasHauyeHune: Habop peareHTOB npepHasHadeH ansa sbiseneHus PHK cybtuna Bupyca

rpynna A (Influenza A HIN1pdmO09) B 6uonornyeckom matepuane yenoseka (Masok u3

HOCOINOTKMY, POTOI/I0TKM, 6poHX0anbBEONSPHbIM  flaBax, 3HAOTpaxeasnbHbiN,

Ha3odapuHreanbHbll acnuMpaT, MOKpOTa) MeToAOM o06paTHOM TpaHCKpuUNuMu w

NOJIMMEPA3HON LLEMHON peakunm B peXxmme peasibHOro BPEMEHM.

OyHKLUMOHaNbHOE Ha3HavyeHne: anarHocTuka in vitro.

MokasaHus K NpoBeAEHUID NCCneaoBaHnA:

- HannMuyme CMMNTOMOB M KOHTAKT C 6onbHbIMM OPBU;

- npebbiBaHMe B ouyarax MHPekumn (C Uenbld paHHEro BbISBIEHNUS BO3MOXHOMO
MHOULMPOBaAHUA N NMpeaoTBpaLleHms galbHeNnLWero pacrnpocTpaHeHms).

MpoTMBONOKasaHWi K NPUMEHEHMUIO HET.

MonynsuMoHHble W aeMorpaduyeckme acnekTbl: MNpuMMeHeHMe Habopa peareHToB

He 3aBUCUT OT NONYNSAUMOHHBIX N AeMorpaduyeckmnx acrneKkTos.

Obnactb npuMeHeHusi: Habop peareHToB MOXeET O6bITb WCNOMAb30BaH B KJIMHMKO-

AnarHocTnyeckmx nabopatopmsaix MEAULMHCKUX YUpexaeHWUni.

MoTeHUManbHble NONb30BaTENN: KBaNMMOULMPOBAHHbLIN NepcoHan, obyuyeHHbIn MeTodaM

MOJSIEKYNAPHOM AMArHOCTUKM W npasBumnam paboTbl B  KIAWMHUKO-AMArHOCTUYECKOMN

nabopatopuu.

MpuMeHATb Habop peareHTOB CTPOro MO HA3HAYEHWIKD COrlaCHO AAaHHOW WMHCTPYKLUMK

no NpUMEHEHUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

} AHK-TEXHOJNOrus

R3-P454-S3/9, chacoBka S, ctpunbl

HoMuHanbHbIN

KOHTPOJbHbIN 06pa3zew!

. Konnuectso ..
HavMeHoBaHWe KOMMOHEHTOB BHewHun Bng 06BbEM
npobupok
KOMMNOHEHTa
Mpo3payHas 6ecuBeTHas uam
Cmecb ansa aMmnandukaumm, po3p 4 12 ctpunos
po30Bas XWUAKOCTb MoA rno 15 mkn
3aneyaTaHHas napaguHoOM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
OT-NuUP-6ydep Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 1,62 mn
Mpo3pauHasa 6ecuBeTHas BA3Kas
®epmeHT Taq/RT posp 4 1 npobupka 55 mMkn
XNOKOCTb
BHYTpPEHHUN KOHTPObHbIN
MNMpo3pauHasa 6ecuBeTHas XUAKOCTb 1 npobupka 1,0 mn
O6pa3e|-l PHK_BK ||A||1 p p L'a lua p p ’
MonoxunTenbHbl
MNMpo3pauHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

KpbIlWKK 415 CTPUMNOB

12 wr.

R3-P454-23/9, acoBka S, Npo6upkm

HoMuHanbHbIN

KOHTPO/bHbIN 06pa3sel!

. Konnuectso .
HanMeHoBaHMe KOMMNOHEHTOB BHewHn Bna 06bEM
npobupok
KOMMNOHEHTa
Mpo3payHas 6ecuseTHas uam
CMmecb ana aMmnnmdukaumnm,
po30Bas XMAKOCTb NoA 96 npobupok no 15 mkn
3anevyaTaHHas napaguHoOM
BOCKOO6pasHbIM 6enbiM cnoem
OT-MNuUP-6ydep Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 1,62 mn
Mpo3payHas 6ecuBeTHas BA3Kas
®epmeHT Taq/RT posp H 1 npobupka 55 mkn
XNAKOCTb
BHYTpPEeHHWI1 KOHTPONbHbIN
Mpo3payHas becuBeTHas XUAKOCTb 1 npobupka 1,0 mn
o6pasel PHK-BK "A" posp 4 A pobup
MonoXxnTtenbHbI
. 1 Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn
KOHTpPOJIbHbIN 06pa3sel,
R3-P454-UA/9, ¢pacoBka U
KonmyecTso HOMUHanNbHbIM
HanmMeHoBaHMe KOMMOHEHTOB BHewHun Bng 06BbEM
npobmpok
KOMMNOHEHTa
Mpo3payHas 6ecuseTHas uam
CMecb ans amnnmdbumkaumm posp H 1 npobupka 600 mkn
po30Bas XWAKOCTb
OT-MNuUP-6ydep «U» Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 600 mkn
Mpo3payHas 6ecuBeTHasn BA3Kas
®epmeHT Taq/RT posp H 1 npobupka 30 mMkn
XNAKOCTb
BHYTpPEeHHWI1 KOHTPONbHbIN
Mpo3payHas becuBeTHas XUAKOCTb 1 npobupka 1,0 mn
o6pasel PHK-BK "A" posp 4 A pobwp
MonoXxnTtenbHbIn
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn

! - Ha 3TMKeTKe KOMMOHeHTa ANs BceX acoBoK «[0SIOXUTENbHbIA KOHTPOMbHbIN 06paseu» yka3bliBaeTcs
Kak «K+», «BHyTpeHHM KOHTPONbHbIN obpasewl PHK-BK "A"» yka3sbiBaeTcsa kak «PHK-BK "A"»
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Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUID WU He TpebytoT
OOMONHUTENbHOM NOAFOTOBKKN K paboTe.
KoMMN1eKTHOCTb:
— Habop peareHTOB B O4HOM U3 BapWUaHTOB UCMOAHEHUS — 1 WwT.;
— WHcTpyKumsa no npuMeHeHuio — 1 ak3.;
— Bknagbiw - 1 3k3.;

— MacnopTt - 1 2Kk3.

2.2 Konnuectso aHanmnsnpyembix 06pasuos

Habop peareHTOB B pacoBke S paccumTaH Ha npoBedeHune 96 onpeaeneHnii (He 6onee
12 nocTaHOBOK), BKJO4Yas aHanM3 Heu3BeCTHbIX 06pa3uoB, OTPULATESNbHbIX KOHTPOAbHbIX
06pa3uUoB 1M NOMOXNTENbHbIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHTtoB B ¢dacoBke U paccumtaH Ha nposegeHue 96 onpegeneHuin npwu
YC/I0BMM MNOCTAHOBKW He MeHee 5 o6pasuoB B 04HOM ucciegoBaHun (3 Hen3BeCTHbIX obpasua,

OTpMLUATENbHbLIN U NOSIOXUTENbHbBIN KOHTPOJIbHbIE 06pa3Lbl).

2.3 MpuHUMN MeTOAa

Metoa: o6bpatHaa TpaHckpunuma PHK ¢ nocneaytowen  amnandukaumen
CUHTE3MPOBaHHbIX dparmeHToB kAHK MeToooM nonumepasHoi uenHon peakumun (OT-MLP) B
pexuMe peanbHOro BpeMeHU; KavyeCTBEHHbIM aHanuns.

MpuHUMN MeToAa OCHOBAH Ha MCMNOJIb30BaHMK Npouecca obpaTHoM TpaHckpununm PHK
n nocneaywwen amnandukaumm kAHK, 3aknwyatrowencs B NOBTOPSAKOLWMXCA  UMKAaX
TemnepaTypHoM  pAeHaTtypauuum  OHK, oTXura npamMmMepoB C  KOMMJIEMEHTapHbIMU
nocnefoBaTeNbHOCTAMU U Mocneayowen AOCTPOMKW  MOAUMHYKNEOTUAHbIX Uenen ¢ 3TUX
npanmepoB Tag-nonMMepason.

DTanbl obpaTHOM TpaHckpunumu PHK u MUP-amnandukaummn kAHK nposBoasT B 04HOM
npobupke, YTO NOBbLILWAET YYBCTBUTENbHOCTb METOAA, YMEHbLUAET BEPOATHOCTb KOHTaMUHaLUUN 1
CHMXXaeT BpeMS NMpoBeAeHUS NCCNefoBaHus.

Ons noBbIWEHUS 4YBCTBUTESIBHOCTU U CcreuyMdunyHOCTM peakunum npeaycMoTpeHo
npuMeHeHne <«ropsdero» crtapTa. [opaumMin cTapT obecneuynmBaeTca  WUCMNOSb30BaHUEM
Tag-nonumepasbl, 6510KMpOBaAHHOW aHTMTenamm. CTapT NOAIMMEPA3HOW LEenHOoOM peakuum
NPOUCXOAUT TOSIbKO Npu TeMrnepaTypHOM Auccoumaumn KoMmnaekca Tag-nonmmepasbl U aHTUTen,
UYTO UCKJIIOYaeT Hecrneumnduyecknin oTXKUr npainmepos Ha AHK-MuULWEHM Npyn Ha4YaibHOM Nporpese
npobupku.

B coctaB Habopa peareHToB BK/OYEH BHYTPEHHUIM KOHTPOJibHbIA  obpasey
PHK-BK "A", koTopbili gobaBnsieTcs B aHanu3mpyemble obpasubl Ha ctaguun BblaeneHns PHK un
npeAHasHavyeH Ans oueHkuM 3Tana BblgeneHus PHK u kadectBa npoxoxaeHus o6paTHOM
TPaHCKpUNUMM 1 NonMMepasHom uenHom peakuum (OT-MLP).

B peakuMoHHYIO cMecb ana amnaundukaumm seeaeHbl JHK-30HAbI, KaXAabld N3 KOTOPbIX
coaepXuTt  dyopecueHTHY0 MeTKy U racutens dnyopecueHuun. [llpu  obpasoBaHumn
cneumdunyHoro npoaykta AHK-30HA paspylaercsa, AeACTBUME racuTens Ha OryopecueHTHYH

METKY TpeKpallaeTcs, 4To BeAET K BO3pacTaHMIO YpPOBHS dyopecueHunn. KonmyecTtBo
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paspylweHHbiXx 30HA0B (@, cnegoBaTeslbHO, W ypoBeHb  drnyopecueHumn) Bo3pacTaeT
NponopumoHanbHO Konnyectsy o0b6pa3oBaBlWKNXCS cneunduyeckmx ammnjanuKoHoB. YpPOBEHb
dnyopecueHUnN N3MepSeTCa Ha KaXaoM LUMKIe aMnduKkaunum B pexnme peasbHOro BpEMEHMU.

B coctas AHK-30HAOB, MCNONb3YyKOLWMXCA A9 AeTeKuMu NpoayKTa aMniamndukauum
nckomom kAHK cybtmna Bupyca rpunna A (Influenza A H1IN1pdmO09), BkatoyeHa
dnyopecueHTHas MmeTka Fam.

B coctaB [AHK-30HAOB, WCMNOMb3YyOWMUXCA AN9 AeTeKumu NpoaykKTa BHYTPEHHEro
KOHTposibHOro obpasua, BXoAuT (nayopecueHTHbI KpacuTenb Hex. B Ttabnunue 1 npuBeneHsbl

KaHanbl AeTEKLUNN NPOAYKTOB aMﬂ}'IVId)VIKaLI,VIVI.

Tabnuya 1- KaHanbl getekumn npoaykKToB amnamdukaumm

Fam/Green Hex/Vic/Yellow Rox/Orange Cy5/Red Cy5.5/Crimson
Influenza A BK* } ) )
H1N1pdmO09

* - BHYTPEHHWI KOHTPONbHbIM 06pa3sey PHK-BK "A"
NccnegoBaHme cocTtouT U3 criegylowmx atanos: BblgeneHne PHK (npobonogrotoBka),
peakums obpartHoir TpaHckpunuum PHK wun MUP-amnandwukaums kOHK ¢ oaHoBpeMeHHOM

OEeTeKunen pesynbTaToB C UCMonb3oBaHMeEM Habopa peareHToB Bupyc Npunna A HIN1pdmOQ9.

2.4 Bpemsi npoBeneHms aHanusa (Bkawo4yas npob6onoarotoBKy): oT 2 yacoB (B 3aBUCUMOCTHU
OT KonmyectBa o06pa3uoB M UCNoab3yeMoro Habopa/KoMnnekrta peareHToB Ans

Bblaenenns PHK).
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMU

3.1 AHanuTun4yeckast cneunduyHoOCTb

B ob6pasuax 6uonornyeckoro Martepuana denoseka, coaepxawmx PHK Influenza A
H1N1pdmQ9, nporpamMmmHoe obecneyeHne peTekTupylowero amnamdukatopa AOJIKHO
perMcTpupoBaTb MONOXWUTENbHbIM pe3ynbTaT aMmnandukauum cneundumyeckoro npoaykrta
(dbparmenTa reHoma Influenza A HIN1pdmQ09) no 3asBNeHHbIM KaHanaM AeTeKLUN.

B o6pasuax 6uonormyeckoro Matepmana, He cogepxawmx PHK Influenza A HIN1pdmO09,
nporpammMHoe obecnedeHne pgeTekTupylwero aMmnandukaTopa AOKHO PerncTpmpoBaTtb
oTpuuaTenbHbIM pe3ynbTaT amMnandukaumm cneuymduyeckoro npoaykta (dpparmMeHta reHoma
Influenza A HIN1pdmO09) n NnonoXXunTenbHbI pe3yabTaT aMiinduKaunm BHYTPEHHErO KOHTPOS.

Moka3aHO OTCYTCTBME MEPEKPECTHbIX Hecneunduuyeckmx peakunn KaxXgom U3 CUCTEM
O/IMFOHYKNEOTNAOB, BXOASAWMX B CoCTaB Habopa peareHTOB, MO OTHOWEHWIO K BUpycCaM,
onpeaenseMbiM ApyrmmMn cucteMamm.

MokasaHo OTCYyTCTBME Hecneumdrnuyecknx noaoXnTenbHbIX pe3ybTaToB aMnandukaumm
npu Hanmumn B o6pasue PHK Influenza virus A(H3N2), Influenza virus A(H7N9), Influenza B
virus, Human Coronavirus 229E, Human Coronavirus HKU-1, Human Coronavirus NL-63, Human
Coronavirus 0OC-43, Human Metapneumovirus, Human Parainfluenza virus type 2, Human
Parainfluenza virus type 3, Human Parainfluenza virus type 4, Human Parainfluenza virus type 1,
Human Rhinovirus, MERS-CoV, Respiratory syncytial virus, SARS-CoV-2, AOHK Human
Adenovirus, Human Bocavirus, Bordetella parapertussis, Bordetella pertussis, Chlamydophila
pneumoniae, Haemophilus influenzae, Klebsiella pneumoniae, Legionella pneumophila,
Moraxella catarrhalis, Mycoplasma pneumoniae, Staphylococcus aureus (methicillin-resistant),
Streptococcus pneumoniae, a Takxe OHK yenoseka B KoHUeHTpauuu o 1,0 x 108 konwuii/mMn
obpasua.

B xone npoBeaeHUs BanMAaAUMOHHbBIX MUCMbITAHWI NOKa3aHO Haauune crneymduyeckmnx
pe3ynbTaToB aMnandukKaumn npmn Hanmumm B obpasue PHK, BbiaeneHHo n3 15 wrammos rpunna

A cy6tmna A(HIN1)pdmO09 pa3nunyHbixX annaeMmnyeckmx Ce30HOB.

3.2 NHTepdepupytouwme BewecTsa

Hannune B o06pa3suax 6uonornyeckoro martepuana wuHTepdepupyowmnx BeLlecTs,
KOoTOpble  MOryt wuHrmbumposatb [P, MoxeT SABASATbCA  MPUYUHOM  COMHUTESNbHbIX
(HeonpenenéHHbIX/HeaAoCTOBEepPHbIX) pe3ynbTaTtoB. [MpU3HAaKOM MNOAHOr0 WHrnbmposanus [LP
SIBISIETCSH OAHOBPEMEHHOE OTCYTCTBME aMMNnPUKaLUnmM BHYTPEHHEro KOHTPOAs 1 crneumdunyeckmnx
NpoAYyKTOB.

K nHtepdepupyowmm sewwecrtesam, nHrnbumpytowmm MLP, oTHeceHbI:

- 3HAOreHHble Bewecrtsa (LenbHas KpoBb, 1ENKOLMUTbI, CIN3b);

- 3K30reHHble (BewecTtBa, AobaBnsemble B o06pasubl 6uomaTtepnana BO BpeMs
npobonogrotoBkn  (M30MNPOMWUIOBLIA  CNMPT W MeTWUAaueTaT), MeCTHble JeKapCTBEHHbIE
npenaparbl).

MakcuManbHble  KOHUEeHTpauun  uHTepdepupyrowmx  BewecTs, MNpuM  KOTOPbIX

He Habnaanocb BAUSAHWE Ha nposegeHne aMI'IJ'Il/ICbMKaLI,MM, COCTaBASAOT: TreMoriobuH -
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0,35 mr/mn obpasua PHK, nsonponunosbii cnmupt — 100 mkn/mn obpasua PHK, metunauerat -
100 mkn/mn obpasua PHK.

NHTepdepupylowlee BAMSHWE TaKMX BELLECTB, KaK NEeNKOUWUTbl, CIn3b, MECTHblE
JlekapCTBEHHble npenapaTtbl, KOTOpble MOryT cogepxaTbcqd B o06pa3suyax 6uomatepmana B
K/IMHUYECKN 3HaUYMMbIX KOHLEeHTpaumsx, He Habnoganoco.

Ona  CHMXeHMs Konu4yectBa UWHTepdepupylowmx BewecTs, WHrmbupyrowmnx MLP,
Heobxognmo cobnogaTe npasuaa B3ATMS BuosnorMyeckoro Matepuana. MNpu nNnoao3peHuMn Ha
Hanuume B obpasue 6onbworo Konnvecrtsa nHrnbmutopos MLP pekomeHayeTcs BbibnpaTb MeTOAbI
BblAeNeHNsT HYKNEMHOBbIX KWUCNOT, MNO3BOJSOWME MPOM3BECTU UX MaKCUMMasibHOe yaasieHue u3

06pa3u,a, HE peKOMeHAYETCA UCMNOJIb30BaTb 3KCNpeCcC-MEeETOAbI BblAENEHUA HYKITENHOBbLIX KNUCNOT.

3.3 Mpeanen obHapy>xeHuns

Mpegen ob6HapyxeHusa: 10 KOMWMA HYKIEMHOBOW KWUCAOTbl Ha aMnaM@UKaULMOHHYIO
npobupky.

Mpenen obHapy>XeHUs yCTaHOBJIEH MYTEM aHanmM3a CEPUNHbIX pa3BeAEeHUIn ABYX Cepuin
nabopaTtopHoro KoHTponsHoro obpasua (JIKO).

Mpepen o6HapyxeHns PHK B o6pa3sue 6uoMatepmana 3aBUCUMT OT MeToda
npobonoarotoBkn obpasua n KoHe4dHOro o6véma BbiaeneHHon PHK (o6béma anounn).

Mpenen o6HapyxeHna 10 KOMWIA HYKIEUHOBOW KUCAOTbl Ha aMiAM@PUKaAUNOHHYIO
Nnpobupky COOTBETCTBYET CleaylLlWmMM 3Ha4YeHUsM KOHueHTpauumm PHK B o6pasue npu

MCNoJZ1Ib30BaHM Ha60pOB/KOMI'I}'IeKTOB peareHToB Anga BblAENEHUA HYKNTENHOBbIX KMUCNOT:

HanmeHoBaHue 061béEM Mpeaen
obHapy>xeHus,
BbuomaTtepuman Ha6bopa/kKoMnnekTa nosly4eHHoro T
ana sbiaeneHns PHK npenapara, MKn o6pasua
MPOBA-HK 50 1000
MasoK M3 HOCOrNoTKY, MPOBA-HK-S 50 1000
poTtornoTkn B 500 MKnN
TPaHCMOPTHOI cpeay MPOBA-MY-HK-S 100 2000
MPOBA-MY DWP 100 2000
BpoHx0anbBeONApHbIN NaBax,
3HAOTpaxeasbHbIN, MPOBA-HK 50 1000
HasodapuHreanbHbI acnupaTt
MokpoTta (npepnobpaboTtka ¢ MPOBA-HK 50 5000
MYKOJIU3NHOM)
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3.4 AunarHocTnyeckne xapakTepucTuku
AvarHocrunyeckas AvarHocTtuyeckas
4YyBCTBUTEJIbHOCTb cneunduyHOCTb
Bup 6nomarepuana
UccnepoBaHo 3HauyeHue, UccnepoBaHo 3HauyeHue,
o6pasuyoB (95 % ANn) o6pasuyoB (95 % ANn)
100 % 100 %
M 2 2
a3KM U3 HOCOTrNIOTKU 5 (86,28 - 100) 5 (86,28 100)
100 % 100 %
M 2 2
a3KM U3 pOTOrnoTKU 5 (86,28 - 100) 5 (86,28 100)
ﬁggsg)zTMHreaanbm n 35 100 % 35 100 %
P . (90,00 - 100) (90,00 - 100)
3HAOTPaxeanbHbIN
BpoHxoanbBeonsapHbIN 5 100 % 25 100 %
nasax (86,28 - 100) (86,28 - 100)
100 % 100 %
M 2 2
oKpora > (86,28 - 100) > (86,28 - 100)
100 % 100 %
n 1 1
Toro 35 (97,30 - 100) 35 (97,30 - 100)
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4 MEPbI NPEAOCTOPOXHOCTU

Opranusaumsa pabotbl TLP-nabopaTtopun, obopynoBaHue w MaTepuanbl  AOMKHbI
cooTBeTCcTBOBaTb TpebosaHuaMm MOCT P 52905-2007, metoamyeckmx ykasaHui MY 1.3.2569-09
«Opranunsauunsa paboTbl nabopaTtopuii, UCNOAL3YKOLWNX MeToAbl aMnaMduKaumm HYKIEMHOBbIX
KWCNOT, Npu paboTe C MaTepuasnioM, coAepXalimMm MuUKpoopraHmsmbl I-IV rpynn naTtoreHHoCTu»,
c cobnogeHnem CaHUTapHbIX npasun 7 HOpM CaHnlluH 3.3686-21 «CaHuTapHo-
annageMmnonornyeckne tpebosaHus no npodunakTMke MHMOEKUNOHHbIX 6onesHen».

HeuseecTHble ob6pasubl paccMaTpMBalOTCH KakK MOoTeHuManbHO-onacHble. Mpu pabote
Cc HabopoM peareHTOB creayeT HajeBaTb 04HOpPa30Bble NepyaTku 6e3 Tanbka.

Mpn paboTte ¢ MukpoopraHuamamu I-IV rpynn naTtoreHHOCTM BblIBOp TuMMa 3alMTHOro
KocTioma (pabouer opexabl M CpeacTB MHAMBUAYA/IbHOW 3aWuTbl) MNPOBOAUTCS B CTPOrOM
COOTBETCTBMW C CaHUTapHbIMMK NpasuiamMmm n HopMmamm CanlmnH 3.3686-21 n onpeaensieTca BUAoM
B0o36yauTens, paboyel 30HOI, OCcHaweHneM ee bokcamum buonornyeckon 6esonacHoOCTuU.

CnepyeT Ucnonb3oBaTb TO/IbKO OAHOPA30Bble HAKOHEYHMKN U NMPO6bmpKM.

He ponyckaeTcsa WCNoOAb30BaHWE OAHMX W TeX Xe HakKoHeyHuKkoB npu obpaboTke
pa3nnyHbix o6pa3uos bnonormyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB JOMycCKaeTcsa nepcoHan, obydeHHbln MeToAaMm
MONEKYNAPHON ANArHOCTUKM 1 npaBunam paboTbl B KIMHUKO-AMArHoCTU4eckon nabopartopuu.

Boinenenne PHK cneanyet nposoanTb B 60kcax 6muonornyeckon 6eszonacHocTtu II knacca.
Moarotoeky k OT-MUP c mncnonb3oBaHMeM Habopa peareHTOB BO3MOXHO nposoaunTb B [MLIP-
6okcax.

3anpewaeTca nepemelleHmne nabopatopHoro obopyaoBaHus, B TOM yuncie [03aTOPOB,
wTaTtneos, nabopaToOpHON MoOCyAbl, XanaTtoB, FONOBHbIX Y6OpOB W nNp., @ TakXe pacTBOPOB
peareHToB U3 OAHOrO MNoMeLleHnsa B Apyroe.

[o3aTtopbl A0MXKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B akKpeaUTOBaHHbIX
nabopaTopusix) U NpoOMapKMpoBaHbl.

Ncnonb3oBaHHble OAHOPAa30Bble MPUHAANEXHOCTM (NPOBUPKKU, HAKOHEYHUKWM U Ap.)
OO/MKHbl  cbpacbiBaTbCA B KOHTEWHep A/as  MeAUMUMHCKUX  OTXO0A4O0B,  coAep Xalumi
AesnHduumpyowmnin pacteop (Npn HeobxoanmocTtun).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NoMeLleHNs, B KOTOPbIX MPOBOANTCSH BblAeNeHne
HYKNENHOBbLIX KUCAOT M noctaHoBka OT-MUP, cnegyet obs3aTtenbHO, A0 M NOCie NpoBeaeHus
paboT, 06nyyaTb C MOMOLLBbIO BaKTEPULMAHBIX YCTAHOBOK B TedeHne 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wWTaTuebl, obopyaoBaHne un ap.)
eXegHeBHO MoABepratT BAaXHoOW Yybopke C nNpuUMEHeHUEM Ae3nHOULNPYOLWNX/MOKLWNX
CpeacTB, pernaMeHTUpOBaHHbIX CaHUTapHbIMX nNpasuiamMu u Hopmamm CanluH 3.3686-21.
BHUMAHWE! YTunuamposaTb 0TX0Abl C NpoaykTamu MLUP Heob6xoanMMO TONBKO B 3aKpbITOM BUAE.
He ponyckaeTtcs oTKpbiBaTb Npobupku nocne amnandukaumm (MY 1.3.2569-09).

Mpn wncnonb3oBaHnMM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckom nabopaTtopumu
obpasylTcs oTX0Abl Kfhacca B, KOTopble YTUAM3MPYKOTCA B COOTBETCTBUMM C TpeboBaHUSAMMU

caHuTapHbix npasun w“  HopM CaHlluH 2.1.3684-21 «CaHuTapHO-3nuaeMmnonornyeckme
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TpeboBaHMS K COAEPXaHUIO TEPPUTOPUI TOPOACKNX N CENbCKUX NOCENEHWNI, K BOAHbIM 06beKTaM,
NUTLEBOM BOJIE U MWUTLEBOMY BOAOCHAbXEHUI, aTMOC(hepHOMY BO34yXy, MOYBaM, >XWJbIM
NoMeLLEHNSAM, IKCMyaTauMn Npon3BOACTBEHHbIX, 06LIECTBEHHbIX MOMELLEHWUI, OpraHM3aUum u
NpOBEAEHUID CAaHUTAPHO-NMPOTMBO3MNUAEMMUYECKUX (MPODUNAKTUUYECKNX) MEPONPUATUIR> .

OnacHble KOMMOHEHThLI B Habope peareHToB

KoMnoHeHT Ha6opa Hanunune/otcyrcrBue
YKka3zaHue Ha pUCKU
peareHToB OMacHOro KOMroHeHTa
Cmecb ana amnamdurkaunm ABnsetcsa 6e3onacHbIM
A ® Hn, A3unpg Hatpus MmeHee 0,1%
3anevyaTtaHHas napaguHOM ANA KOHEeYHOro nosib3oBatens
ABnsetcsa 6e3onacHbIM
Cmecb ana amnnudumkaumm A3sup HaTpus MeHee 0,1%
ANS KOHEYHOro nosib3oBaTens
siBnsetcsa 6e3onacHbIM
OT-NuP-6ydep A3unp HaTtpua MmeHee 0,1%
ANS KOHEYHOro nosib3oBaTens
siBnsetca 6e3onacHbIM
OT-NMuP-6ydep «U» A3unp HaTtpua MmeHee 0,1%
ANS KOHEYHOro nosib3oBaTens
®epmeHT Taq/RT HeT onacHbIX BelwecTB -
BHYTpPEeHHWI1 KOHTPONbHbIN siBnsetca 6e3onacHbIM
yTP ,? " A3up HaTpusa MeHee 0,1%
obpasey PHK-BK "A ANg KOHEeYHOoro noJsib3oBaTtens
MoNoXNTENbHbIA KOHTPOJIbHbIN ABnaetcsa 6e3onacHbIM
A3unp HaTpua MmeHee 0,1%
obpaseu ANA KOHEeYHOro nosib3oBaTens

Mpn pabote c Habopom peareHTOB CreayeT WUCMNOMb30BaTb CpeacTBa WMHAMBUAYASIbHOMN
3aWunThl AN NpeaoTBpalleHMs KOHTaKTa C OopraHM3MoM 4enoseka. [Mocne okoHYaHus paboTbl
TLWAaTEeNbHO BbIMbITb PykW. N36eratb KOHTAKTa C KOXEW, rfla3aMm U CNM3UCTbIMKU 060/10UKaMK.

Mpy MCnonb30BaHMU MO Ha3HAYEHUIO U COBNIAEHMN Mep NMPeaoCTOPOXHOCTM KOHTAKT C
OpraHM3MOM YyesioBeKa UCKJIIOYEH.

He ncnonb3oBatb Habop peareHTOB:

— MpW HapyLWeHUM YyCNOBUIA TPAHCNOPTUPOBAHNSA U XPaHEHUS;

— MpU HEeCOOTBETCTBMW BHELWHero BMAa peareHToB, YKasaHHOro B nacnopte K Habopy
peareHToB;

— NPV HapyLweHUn BHYTPEeHHEeN YyNakoBKN KOMMNOHEHTOB Habopa peareHToB;

— 10 MUCTEYEHMIO CPpOKa rogHoCTN Habopa peareHToB.

MpuMmeuyaHne - Habop peareHTOB He COAEPXMUT MaTEPUANiOB BGUONOrMUYECKOro MPOUCXOXAEHUS,
BELLECTB B KOHLEHTpauunsax, obnaaalolmnx KaHUeporeHHbIM, MyTareHHbIM AeACTBUEM, @ TaKXe BMSAOLINX
Ha penpoayKTUBHYI GYHKUMIO YenoBeka. MpM WMCMONb30BaHMM MO Ha3HAYEeHUO W COGMAEHUU Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

dacoBka S
O6opynoBaHue, peareHTbl AO3MpOBaHue
M pacxofHble MaTtepualbl aBTOMaTU3U-
CcTpunbl | Npobupkm pyyHoe
poBaHHoe
MuP-6okc na na na na
amnandunKaTop ¢ AeTeKunen B pexuMe peanbHOro
1 aa aa aa aa
BpeMeHu
MUKpoueHTpudyra-sopTekc aa aa aa aa
0TOp AN MUKPOLEHTpUdYrM-BopTeKkca AN CTPUMNOBAHHbIX
poTop A p LeHTPudy P A P aa HeT HeT HeT
npobmpok o6bEMoOM 0,2 Mn
XONOAUTbHUK C MOPO3UJIBHOW KaMepow aa aa aa Aa
wratme «pabouyee mecTo» Anga npobupok o6vémom 0,2 Mn HeT Aha na? HeT
wratme «paboyee MecTo» AJ1s1 CTPUNOBAHHbIX NPO6MPOK
N aa HeT HeT HeT
o6bémom 0,2 mMn
wraTnB «paboyvee Mecto» ana npobupok o6bEMOM 1,5 mMn Aa na Aa Aa
[03aTOpbl MEXaHMYECKME WU SNEeKTPOHHbIE NepeMeHHOoro
06bEéMa ofHOKaHanbHble, NO3BONSAIOLWNE OTOMPaTbL 06BEM na na na na
xuakoctm ot 2,0 go 20 Mk, ot 20 go 200 Mkn,
oT 200 go 1000 mkn
OAHOpPa30Bble HAKOHEYHUKN C PUNbLTPOM ANs
nosyaBTOMaTM4YeCKUX A03aTOpoB, cBob6oAHble OoT PHKa3 u aa ha aa aa
OHKa3, 06bémom 20 mkn, 200 mkn, 1000 mkn
WTaTUB ANS 403aTOPOB Aa Aa ha ha
npobupkn MUKpoueHTpUdy>xxHole 06bEMOM 1,5 Mn
pobup poLeHTpudy , na na na na

C Kpblwkamu, ceobogHble oT PHKa3 n JHKas
npobmpkn amMnandukaumoHHble o6bémom 0,2 MmN
C Kpblwkamu, ceobogHble oT PHKa3 n JHKas3 HeT HeT na HeT
nnn mmkponnaHwet MLUP 96 nyHok

OAHOpa30Bble nepyaTkn MeaunumHckme, 6e3 Tanbka,
TEKCTYPUPOBAHHbIE

éMKOCTb ANna cbpoca Mcnonb3oBaHHbIX HAKOHEYHUKOB,
NpobMpoK 1 ApYrnx pacxoAHblX MaTepmnasnos

YcTpoiicTBo ao3umpytolee ATCTpUM B BapuaHTe UCMONTHEHUS
12M1 nnu 15M1,

000 «HMNO AHK-TexHonorus», Poccus,

PY N2 P3H 2015/2982

O[HOPa30Bble HAaKOHEYHUKM C PUNbTPOM AN A03MPYIOLEero
ycTponctBa ATcTpmMM B koMnniekTaumm *M1, csob6ogHbie OT
PHKa3 1 AHKa3, o6bémom 200 MKN MM peKoMeHAOBaHHbIe HeT HeT HeT na
OJ19 @aHaNIOrMYHOro UCNoJsib3YEMOro A03UPYOLLEro
YyCTpONCTBa

Aa Aa Aa Aa

Aa Aa Aa Aa

HEeT HeT HEeT Aa

1 - panee no TekCTy - JAeTeKTUpylowWwMii amnnudukatop; Tpebyemble napaMeTpbl AETEKTUPYHOLLMX
aMnNAnbUKaToOpoB yYKasaHbl HUXeE
2 - TONIbKO NMpW MUCMOb30BaHUKN Npo6MpPoK
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dacosKa S ®dacoska U,
O6opynoBaHue, peareHTbl [O3UpoBaHue
M pacxofHble MaTtepuanbl aBTOMaTU3N-
CTpunbl | Npobupkm pyuHoe
poBaHHoe
YCTpoOWCTBO AN15 3ane4yaTbiBaHUs naaHweTtos ATnak 1
HeT HeT aa aa
(000 «HMNO AHK-TexHonormus»)
ueHTpudyra c RCF He HuXxe 100, c aganTepoMm Ans
pudy (9) ! P HeT HeT aal aa
MUKPOMJaHLWeTOB
nosvMepHasa TepMonnéHka Ans 3anedyaTtbiBaHMs N
HeT HeT aa aa
MUKPOMJaHLWeTOB
MUKponaaHweT 384 NyHKn HeT HeT HeT na

dunsmnonornyecknin pactsop (0,9% NaCl) ctepunbHbIn (ecnn HeobxoaMMo) ANs NOAFOTOBKMU
oTpuuaTesibHOro KOHTPOJibHOro obpasua

Ha6op/KoMMNIeKT peareHTOB ANS BblAENIEHUS HYKIEUMHOBbLIX KMCOT M3 6MO0rMyeckoro MaTepuana?,
peKOMeHAYTCS:

KoMnnekT peareHToB A/15 BblaeneHus HyknemHoBbiX kucnoT (MPOBA-HK/MPOBA-HK-MJTHOC)
no TY 9398-035-46482062-2009 B komnnektauun NMPOBA-HK,

npoussoactea OO0 «HIMO AHK-TexHonorus», Poccus, PY N2 ®CP 2010/08867

nnn Habop peareHToB ANs BblAeneHUs HyknenHoBblix kKncnot (MPOBA-HK-S)

no TY 21.20.23-117-46482062-2020, npoussoactea OO0 «AHK-TexHonormna TC», Poccus,
PY N¢ P3H 2020/11296

nnn Habop peareHToB ANS BblAeNeHUS HYKNenHoBbIX knucnoT (MPOBA-MY-HK-S)

no TY 21.20.23-118-46482062-2020, npoussoactea 000 «[HK-TexHonorusa TC», Poccus,
PY N¢ P3H 2021/15267

mnu Habop peareHTOB ANns BblaeneHus HyknenHoBbix kucnot (MPOBA-MY DWP)

no TY 21.20.23-062-46482062-2020, npoussoactea OO0 «HK-TexHonorna TC», Poccus,
PY N2 P3H 2021/15090

JononHUTenbHO ANg MAa3KOB U3 HOCOMNOTKU, POTOMIOTKMN:

TpaHcnopTHasa cpefa, NnpegHa3Ha4vyeHHas Ans TPaHCNOPTUPOBAHUA U XpaHeHUs o6pa3uoBs
6uonornyeckoro matepuana ana MNMUP-nccnegosaHnii, peKoMeHAyeTcs TpaHCNOpTHas cpeaa:
CTOP-® (000 «[HK-TexHonorms TC»)

Habop peareHTOB NpUMeHSEeTCs C AeTeKTUpyLWwmMMM amnamdmkaTopaMmn nNaaHLWETHOro n
pOTOPHOro TMNA C CUCTEMOM pgeTekumn (AyopecueHTHOro CuUrHana B pexume peanbHOoro
BPEMEHM, 3aperncTtpuMpoBaHHbIMM B YCTaHOBAEHHOM nopsake B PO M COOTBETCTBYHOLLMMU
cnepyowmM TpeboBaHUSaM:

- obecneumBaeTcs pabota c 06beMOM peakumoHHor cmecn 40 mkn (dacoska S) wam 18 MKn
(dacoBka U);

- obecneumBaeTtcs pabota c ¢pnyopodopamu: Fam, Hex (Vic);

- nogorpesaemas KpbllwkKa ¢ Temnepartypon 6onee 100 °C;

- CKOPOCTb HarpeBa He MeHee 2 °C/cek;

- CKOpPOCTb oxnaxaeHus He meHee 1 °C/cek;

- TOYHOCTb MOoAAepPXaHUs U 0O4HOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.

1 - TONbKO NPY UCMNOJIb30BaHUWM MUKPOM/IAHLLETOB
2 - BO3MOXHOCTb WCMONb30BaHUsA Habopa/KoMMjeKkTa peareHToB Ans BblaeneHus PHK Influenza A
H1N1pdmQ9 onpepensietcs BMAoM 6M0N0rMyeckoro Mmatepmana
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[Onsa Habopa peareHTOB BanMANPOBaHbI Cleaylowme AeTeKTMpyowme aMnangukaTopbl:
- «[OTnpanm» (moandukaumsa <«ATnpanm *M*»), 000 <«HMNO [AHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10229;
- «[OTnpanm» (Moamdukaumsa <«ATnparm *X*») 000 «HMNO [AOHK-TexHonorus», Poccus,
PY N ®CP 2011/10229 (Tonbko ans Habopa peareHToB B ¢hacoBke U Ans aBTOMaTU3MPOBAHHOIO
A03NpOBaHuA);
- «[OTnant»> (Moaudwukaumsa <«AOTnant *S*»), 000 <«HMO [AOHK-TexHonorus», Poccus,
PY N° ®CP 2011/10228 (Tonbko ans Habopa peareHToB B pacoBke S; B chacoBke U ans pydHoro
A03MPOBaHMS NPU NCNOMb30BaHNM NPOBUPOK);
- Rotor-Gene Q, QIAGEN GmbH, lepmaHusa, PY N2 ®C3 2010/07595 (tonbko gns Habopa
peareHTOB B ¢pacoBke S, npobupku; B pacoBke U Ans py4yHOro 4O3MPOBAHMS MPU UCMONb30BAHUN
npobupok);
- CFX96, buo-Pag Jlabopatopues, NHk; CLUA, PY N2 ®C3 2008/03399;
- Applied Biosystems QuantStudio 5, «Jland TekHonoaxuc Xonauurc Mre. Jita.», CnHranyp,
PY N¢ P3H 2019/8446.

Mo BoMpocaM MpUMEHEHUS AETEKTUPYHOLMX aMNandUKaTOpoB, HE YyKa3aHHbIX Bbille,

TpebyeTcs CornacoBaHue C NpoM3BOAUTENIEM HAbopa peareHToB.
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6 AHAJTUSUPYEMbIE OBPA3Lbl
6.1 MaTepuan ons nccneaoBaHus
ans uccrnenosaHuns UCNONb3YIOT Ma30K n3 HOCOI/I0TKM, pOTOrNOTKM,

6pOHX0aNbBEOJISIPHbIN STaBaX, SHAOTPaxeanbHbl, Ha30(apuHreasnbHbIl acnupaT, MOKPOTY.

MpumeyaHue - B3ATMe, npeaBapuTenbHyld 06paboTKy, XpaHeHMe W MNepeBo3Ky, nepeaadvy
nccneayemMoro mMatepvana B Apyrme opraHvMsaumy OCYLLECTBAKT COrMlacHO MHCTPYKTUBHO-METOAMUYECKUM
[OKYMEHTaM, perfiaMeHTUpPYLWUM BbINOJSIHEHWE WCC/IeA0BaHWA B COOTBETCTBUMM C  TpeboBaHUSMU
MY 1.3.2569-09, CaHluH 3.3686-21.

OrpaHuuyeHme Metopaal: MecTHoe MpuMMeHeHWe NleKapCTBEHHbIX MpenapaTtoB (crpew,
Karnau, Kpembl U Ma3n) MeHee yeM 3a 24 yaca Ao nccnegosaHus. MNpu Mcnonb3oBaHMM aspo30sen
W Apyrmx opM fieKkapCTBEHHbIX NpenapaTos ANa MHransaumim npun nedyeHnm 6poHxmanbHOM acTMbl

MaTepuan ansi uccnenoBaHuin cneayeTt 6paTb HE paHee, YeM Yepes TpW Yaca Nnocne MHransuum.

6.2 Obuwume TpeboBaHus

NccnepoBaHne metogom OT-MUP oTHocuTCca K npsiMbIM  MeTodaMm siabopaTopHOro
nccrnenoBaHus, No3ToMy B3siTMe 6MONOrMYEecKoro MaTepmana Yenoseka Heob6xoanmMo NpoBOAMTb
M3 MecTa nokanusaumm nHbeKLMOHHOro npolecca. PeweHne o Heob6xoaMMOCTN uccnenoBaTb Ty
WAN MHYI0 NOKanusauumio NpuHUMAET fedalmin Bpad Ha OCHOBaHWMM CObBpaHHOro aHamHesa U
KIIMHNYECKOWN KapTuHbl 3aboneBaHus.

Onsa nony4vyeHns KOppPEeKTHbIX pe3ynbTaTtoB 60nblioe 3HaYeHne MMeeT Ka4vyeCTBO B3ATUS
obpa3sua OuomaTtepmana ANa UCCNefoBaHMA, €ro  XpaHeHue, TpaHCnopTUpOBaHue wn
npeaBaputenbHas obpaboTka.

HenpaBunbHoe B3saTne 6uomaTepuana MOXeT NMPUBECTU K MNONYYEHUIO HeAOCTOBEPHbIX
pe3ynbTaToB U, BCeACTBME 3TOro, He06X0ANMMOCTN ero NOBTOPHOrO B3ATUS.

Ha stanax noarotoBku 6uomaTtepmana um BbigeneHmnm mn3 Hero PHK, 3a mncknuyeHmem
3Tana otbopa HaZoOCagO4YHOM XMAKOCTU C WCMONb30BaHMEM acnupaTtopa, WCNosb3ynTe
04HOpPa30Bble HAKOHEYHMKMK C punbTpoM, cBobogHble oT PHKas 1 [1HKas.

Mpun pobasneHnn pacteopa B MNpobupky, coaepxawyl 6uonornyeckumii martepuman,
aKKypaTHO BHOCUTE XXWAKOCTU, He KacasiCb CTEHOK Npobupok. MNMpu KacaHnn K CTeHKe nNpobupku
CMEeHUTEe HaKOHeYHUK. HakoHeuyHWK cnenyeT MeHATb MpU KaXAoM yaaneHuu pacTtBopa U3
ob6pasua.

Ona npepoTBpalleHns KOHTaMMHaUMKM Bcerga OTKpbiBalTe KPbIWKY TOJSIbKO TOM
npobupkun, ¢ Kotopon MAET pabota (BHeceHme obpasua/peakTuBa, yAaneHuMe Hadocano4HOM
XUAKOCTM), W 3aKkpbiBanTe eé nocne 3Toro. He ponyckaercs pabotaTe OAHOBPEMEHHO

C HECKOJIbKMU I'IpO6MpKaMVI C OTKPbITbIMX KpbILLKaMu.

1 - ecnn 3TO He MpPOTUBOPEUUT TPeBOBAHMAM K MUCMOJSIb3YEMbIM HabopaM/KOMMIEKTaM peareHToB Ans
BblaeneHns HK
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6.3

B3daTne matepmana Ha nccnenosaHue

BHUMAHME! lNepea BbigeneHnem PHK MoxeT noTpeboBaTbcsa npeasaputenibHas obpaboTka

obpasuos 6uonornyeckoro matepmnana (6.5).

6.3.1

6.3.2

6.3.3

6.4
6.4.1

MokpoTa

B3ATne MaTepuana oCyLWecTBASAT B OAHOpa3oBble rpagyuMpoBaHHblE CTepUibHbIE
(N1aKOHbI C WWMPOKMM FOpSIOM M 3aBMHYMBAOLWMMUCS KPpblKaMmn 06bEMOM He MeHee 50
MJ1 B KOlM4yecTBe He MeHee 1,0 mn.

Mocne cbopa maTepnana d1akoH MJIOTHO 3aKPbIBAOT N MAPKUPYIOT.
BpoHxoanbBeoAspHbIM TaBax, aHAOTpaxeanbHbIN, Ha3zodapuHreanbHbin acnupat
B3aTne maTepuana npomM3BoAUTCS B O4HOPA30Bble MIOTHO 3aBMHYMBAKOLWNECS NPOBUpPKK
obvémom po 50 mn. lMocne B3aTUS MaTepumana nNpobupKy MAOTHO 3aKpbiBalOT U
MapKUpYIOT.

Ma30K 13 HOCOr/I0TKU, POTOr/IOTKM

B3aTve MaTepuana oCyLLeCTBASAIOT C NMOMOLWWbI creumanbHbiX MeANUMHCKUX U34enun,
MMeLWMX perMcTpaumMoHHble yA0CTOBEPEHMS, COrNacHO yCTaHOBNEHHOW B 3aBUCUMOCTH
OT UCTOYHMKA Buonormyeckoro Matepuana npoueaype (HanpuMmep, 30HA4 MeAULMHCKWUNA
O4HOPa30BbIN cTepunbHbIA PY N P3H 2021/13989).

Mocne B3aTMa 6uonorM4yeckoro MaTepumana nepeHecuTe 30HA B nNpobupky C
TPaAHCMOPTHOW Cpeaoi, NpeAHa3sHa4YeHHON Npomn3BoaUTENIEM ANS TPAHCNOPTUPOBAHUSA U
XpaHeHus obpasyos 6nonormyeckoro matepuana ansa NuUP-nccnepoBaHui, u TwaTtenbHO
MPOMOMTE ero B XUAKOCTU B TedeHme 10-15 ¢, nsberas pasbpbiarMBaHms XXNULKOCTY.
N3Bneknte 30HA4 M3 pacTBopa W, BpalwlaTefbHbiM ABMXEHWEM MNpUXMMas ero K
BHYTPEHHel cTeHke NpobupKKn Bbllle YPOBHS pacTBopa, OTOXMUTE M3ObITOK XUOKOCTU.
MoNHOCTbIO yaanuTe 30HA M3 NPOBUPKU U YTUNU3UPYITE.

MNOTHO 3aKpONTE KPbILWKY NPOO6MPKM M NPOMapKUpyinTe npobupky.

Mpn HeobxoamMoCcTM B3ATUS OuMoMaTepuasa W3 HECKOSIbKMX 6MOTOMOB MOBTOPUTE

npoueaypy, Kaxablh pa3 3abupas MaTepuas HOBbIM 30HAOM B HOBYIO NPo6UPKY.

TpaHcnopTupoBaHue n xpaHeHue obpasuoB bmonormyeckoro Matepumana

MokpoTa

YcnoBusS TPaHCNOPTUPOBAHUSA U XpPaHEHUS MOKPOTbl OMpeaensarnTCcsa MHCTPYKUMSAMW MO
MPUMEHEHUNIO UCMOJIb3yeMbIX HabopoB/KOMMNIEKTOB peareHToB Ans BbigeneHus HK (7.1)

NN UCMONb3YEMbIX AN TPAHCNOPTUPOBAHUSA N XpaHEeHUS 06pa3LL0B TPAHCMOPTHbIX cpea.
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6.4.2

O6pa3sLibl MOKPOTbI IOMNYCKaeTCA TPaHCNoOPTUPOBaTb U XpaHUTbL:

— npu KOMHaTHoM TemnepaType (oT 18 °C go 25 °C) - He 6onee 6 4yacos;

— npwu Temnepatype ot 2 °C go 8 °C - He 6onee 3 cyToK.

BpoHxoanbBeoAspHbIM TaBax, aHAOTpaxeanbHbIN, HazodapuHreanbHbln acnupat
YcnoBus  TPaAHCMOPTMPOBaHMSA W XpaHeHuss  6poHXO0anbBEOSIAPHOrO  slaBaxa,
3HAOTpaxeanbHOro, HasodgapuHreanbHOro acnuMpaTta OnpeaensitoTCad UHCTPYKUMUAMU MO
NMPUMEHEHNI0 NCMNob3yeMblX HABOPOB/KOMMIEKTOB peareHToB 414 BbiaeneHuns HK (7.1)
WKW UCMONb3yeMbIX ANS TPaHCNOPTUPOBAHMSA U XpaHeHns 06pa3u0oB TPaHCNOPTHbIX Cpea.
BpoHxoanbBeOAspHbIA NaBa), 3HAOTpaxeanbHbln, Ha3odapuHreanbHblA acnupart
[IOMYCKAEeTCsl TPAHCMOPTMPOBATb M XPaHUTb!:

— npwu Temnepatype oT 2 °C go 8 °C - He 6bonee ogHUX CYTOK;

— npwu Temnepatype oT MMHyC 18 °C go mmHyc 20 °C - He bonee ogHoOM Hegenwu.

BHUMAHME! Cneayet nsberatb NOBTOPHOrO 3aMOpa)nuBaHnsa U oTTtameaHus obpa3syos.

6.4.3

6.5

Ma30K 13 HOCOI/IOTKN, POTOI/IOTKK

YcnoBuss TPaHCNOPTUPOBAHWA W  XPaHEHWA Ma3KOB M3 HOCOMIOTKW, POTOr0TKMU
onpeaensaTcs MHCTPYKUMAMU MO MPUMEHEHUID WCMNOMb3yeMblX HabopoB/KOMMNEKTOB
peareHToB Ans BblaeneHnsa HK (7.1) nnm ncnonb3yembixX ANAS TPaHCNOPTUPOBaHUA U

XpaHeHusi 06pasLoB TPAHCMOPTHbIX cpea.

MoarotoeBka 6MOMOrM4YecKoro MmaTepmana vyenoseka ans4 sbiaeneHns PHK

MoagrotoBka 6uonornyeckoro martepuana (Npy HeobXoAMMOCTM) NpPOBOANTCS B
COOTBETCTBUM C MHCTPYKUMSAMWU MO MPUMEHEHUIO MCMOJIb3yeMbiX HAabOpOB/KOMMIEKTOB
peareHToB ANns BblgeneHus HK (7.1).

Mpu wncnonb3oBaHun Ana BblaeneHna PHK M3  MOKpPOTbl KOMMJEKTa peareHToB
MPOBA-HK npenobpaboTky MOKpOTbl cneayer nMpoBOAWTb C  MCMONb30BaHMEM
MyKONu3nHa (CM. MHCTPYKUMIO MO MNpUMEHEHUI0 KoMmniekTa peareHToB [MPOBA-HK,

cnocob 2).

BHMUMAHME! B xoae noOArOTOBKM MA3KOB M3 HOCOMNOTKU M POTOM/IOTKM, B3SATbIX B MPOGUPKY C

TPAHCMNOPTHOW  Cpeaoi, 06pa3uoB OGPOHX0AsIbBEONSAPHONO  JlaBaXa, JHAOTPaxeasibHoro,

Ha3odapuHreasnbHOro acnuparta npeasapuTenbHoe LeHTpudyrnposaHne He Tpebyetcs.

1 - ecnu 3To He NpoTMBOpeYUT TpeboBaHMAM K WCMOMb3yeMbiM HabopaM/KOMMMEKTaM peareHToB AN
BblaeneHns HK unu ncnonb3ayembiM ANns TpaHCMOPTUPOBAHUS M XpaHeHnst 06pa3LoB TPaHCMOPTHLIM cpeaam
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7 NMPOBEAEHUE AHAJTU3A

BHMUMAHME! [lnana3oH BUPYCHOW Harpysku Ans BUPYCOB rpurnna MOXeT BapbuMpoBaTb B
WNMPOKMX npeaenax. B cBaA3n C 3TUM MNpu  BbIMOIHEHUW UCCNEAOBaHUA B  KJIWMHWUYECKOM
nabopatopun Cepbe3Hyl OMNacHOCTb MpeAcTaBfsSeT pPUCK KPOCC-KOHTaMMHaUMK  Mexay
obpasuamm Ha Bcex 3Tanax paboTbl, 0CO6EHHO Npu anMKBOTUPOBaHWM U BblaeneHun PHK.
MNepekpecTHas KOHTaMWHaUWUA BbICOKOKOMUWHLIM 6uoMaTepuManoM MOXeT MpuUBOAUTL K

noaBAEHUIO COPaANYECKNX JTOXXHOMOJTOXUTENIbHbIX PE3Y/IbTATOB.

Ona npegynpexaeHns  KPOCC-KOHTamMuHaumum 6uomatepnanom B nabopatopum
pEKOMeHAYeTCs BbIMOSIHEHME CneayrLWwmMx NpaBu:
1) HeobxognMo npoBOoAWTb BM3yaJlbHYHO OUEHKY MocTtynuewero 6uomaTtepuana u
BbI6pakoBKy Bcex 06pa3uoB, eCcin Cpean HMUX eCcTb MPOBUPKM C HApPYLIEHHOW repMETUYHOCTLIO.
2) Tlo BO3MOXHOCTW BblAENATb B OTAESbHbIN NOTOK 06pa3ubl OT NAaUMEHTOB U3 CTaumoHapa C
CMMMOTOMaMM OCTPON MHMEKLMM U aHaNM3MpoBaTb WX OTAENbHO OT OCTasibHbIX 06pas3uoB
(buomaTepman ANA CKPUHWMHIa KOHTAKTUPOBaBLIWX WL WM MNAUMEHTOB C NIErKUM TeYeHUeM
3aboneBaHusa). PaboTy C npepnonaraeMbiMM BbICOKOKOMUMMHBbIMKM 0b6pa3uamm xenatenbHo
BbIMONHATL B OTAENbHOM 60KCe uau nocne paboTbl C NpeanosiaraeMbiMM HU3KOKOMUNHBbIMU
obpa3suamu.
3) ObsaszaTenbHO BbIMOMHATbL NOCTAHOBKY OTpUUATENbHbIX KOHTPOJIbHbIX 06pa3LoB, HauMHas
C aTana BblaeneHnsa PHK, B kaxaoM npoTokone.
4)  Wcnonb3oBaTb Ha BCEX 3Tanax UCcAef0BaHMSA HAKOHEYHUKN C @a3p030JIbHbIMU (DUbTpamMu.
5) Yertko cobniogaTb METOAMKY BbIMOSHEHUSI UCCeAoBaHUs, OTKpbiBaTb MNpPOGMpPKKM Tuna
3nneHaopd npu noMowm nNuHUeTa (He AoNycKaTb KacaHMM pyKKW B nepyaTke BHYTPEeHHEeN 4yacTu
KPbILWKM NpOB6UPKKN); NPU BHECEHNM peareHToB He KacaTbC HaKOHEYHMKOM NMpobupku (ecnm aTo

NpOM30LLI0, CPa3y 3aMEHUTb HAKOHEYHMK).

7.1 Boigenenne PHK
Onsa BbigeneHns PHK pekomeHayeTcs MCNonb3oBaTb Habopbl/KOMMONEKTbl peareHToB,
nMetoLLmMe permcTpaunoHHble YA0CTOBEPEHNS] Ha MeAMLMHCKOE u3enne 1 npegHasHayeHHble ans
COOTBETCTBYIOWMX BUAOB buomaTtepuana c uenbtlo nocneayrouiero nccnegosanms PHK metogom
OT-NuP, Hanpumep, MPOBA-HK, MPOBA-HK-S, MPOBA-MY-HK-S, MPOBA-MY DWP (Ttabnuua 2).
BolgeneHme PHK npoBoasT B COOTBETCTBMM C WHCTPYKUMENM K MCOOSIb3yeMOoMYy
Habopy/KOMNAEKTY peareHToB.

Ona BbigeneHnsa ncnonblyetcs 100 mkn o6pasuya.
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BHVUMAHME!

1. O6bEM nony4yeHHoro npenapata PHK pomkeH coctaBnatb He 6onee 50 mMkn. B cnydae
npuMmeHeHns ana BblgeneHna PHK HabopoB peareHtoB MPOBA-MY-HK-S n MPOBA-MY DWP
BO3MOXHO yBennuyeHme o6béma ao 100 M.

2. Mony4yeHHbin npenapat PHK HeobxoauMMo B TedyeHMe ABYX 4acCoOB MCNOAb30OBaTb AN
MOCTAHOBKM peakumn obpaTHOM TPaHCKPUMNLUMKM N NOIMMEPA3HON LEenHOW peakuuun. [JonyckaeTcs
OAHOKpaTHOE 3aMopaxuBaHue W XpaHeHue rnpenapata PHK npum TemnepaType He Bbiwe

MuHyC 18 °C He bonee 7 CcyToK.

Tabnuuya 2 - Habopbl/KOMNNEKTbl peareHTOB, BaJuaAnpoBaHHble A4S BblaeneHms PHK ansa

AanbHENWero uccieaoBaHmsl C UCNoab3oBaHMeM Habopa peareHToB Bupyc M'punna A HIN1pdmO09

Ha6op/xomMnsekT peareHTos, PY KoMmnnekrauus BuomaTtepuan

Maskun 13 HocornoTku,

pPOTOrNOTKM,
NPOBA-HK 6p0HX0aJ‘IbBeOJ'I$IEHbII7I naBax,
KoMnnekT peareHToB 3HAOTpaxeasbHbI,
ANA BblAeNeHNs HYKIeNHOBbIX KMCNOoT Ha3odapuHreanbHbIlA acnupart,
(MPOBA-HK/MPOBA-HK-MJIOC), MOKpOTa
000 «HMO AHK-TexHonorusa», Poccus, MPOBA-HK
PY N2 ®CP 2010/08867 (cokpauweHHan

MasKku 13 HoCornoTku,

MeToAMKaA B
pPOTOrI0TKM

COOTBETCTBUU C
MpunoxxeHuem A)

Habop peareHTOB ANS BblAENEHUS
HyknenHoBbix kncnotT (MPOBA-HK-S), Masku 13 HOCOrnoTKM,
000 «OHK-TexHonormusa TC», Poccus, MPOBA-HK-S pOTOr/I0TKMN
PY N2 P3H 2020/11296
Habop peareHTOB AN BblAeNeHUs
HyknenHoBbix kncnoT (MPOBA-MY-HK-S), Masku 13 HOCOrnoTKM,
000 «[HK-TexHonorna TC», Poccus, MPOBA-MH-HK-S pPOTOrNOTKMN
PY N¢ P3H 2021/15267
Habop peareHTOB AN BblAeNeHns
HyKenHoBbix kncnot (MPOBA-MY DWP), Mas3ku 13 HocornoTku,
nPOBA-MY DWP
000 «[HK-TexHonorna TC», Poccus, o pPOTOrNOTKMN
PY N2 P3H 2021/15090

Ucnonb3oBaHMe KOHTPOJIbHbIX 06pa3L0B Ha 3Tane BbiAeSIEHUSA HYK/IEMHOBbIX KUCNOT

BHYTpeHHUI KOHTPOJIbHbIW 06pa3sel

ONa  UCKAKYEeHUs NOXHOOTpUUATENbHbIX pe3ysibTaToB MUCCNefOBaHUA W  KOHTPOAs
KadecTBa uccnenoBaHus obssaTtenbHo AobaBneHne BHYTPEHHEro KOHTPOJ/ibHOro o6pasua B
aHanusmpyemble 06pasLbl Ha 3Tane BblAENEHUA HYKNEUHOBbIX KUCMOT.

B kayecTBe BHYTpEHHEro KOHTpPONbHOro obpasua npu BbigeneHnn PHK Heobxoanmo
MCNoAb30BaTb BHYTPEHHUWA KOHTPONbHbIN 06pa3ey PHK-BK "A" us Ha6bopa peareHToB
Bupyc lpunna A HIN1pdmO09.

PHK-BK "A" cneayeT ncnonb3osaTt B 06béMe 10 Mkn Ha o6pasel.

BHMUMAHME! BHyTpeHHWI KOHTPONbHbIN 0bpaser (PHK-BK) n BHYTpEeHHWI A KOHTPOMbHbIM

obpasey, (AHK-BK) n3 komnnekra peareHtos MPOBA-HK npwu BbiaeneHnn PHK He Mcnonb3yioT.
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OTpuuaTeNnbHbIi KOHTPOJ/bHbIA 06pa3ey

Ona  NCKAOYEHUS NOXHOMOMOXUTENbHbIX pe3y/ibTaTOB MCCNeA0oBaHUS W KOHTPOAS
KadecTBa wuccnenoBaHnsa o06sa3aTeflbHO MCMOAb30BaHME OTPULLATENIbHONO KOHTPOJIbHOIO
ob6pasua c aTana BblAeNeHUs HYKNENHOBbIX KUCNOT.

Ha oTane BblAesieHMSA  HYK/NEMHOBbIX  KUCNOT  ob6s3aTenibHO  MNoAroTOBUTb
oTpMuUaTeNibHbliA KOHTPOJIbHbIA O6pasewl 1 NpoBeCcTU ero 4yepes BCe 3Tanbl BblAESIEHUS
OAHOBpeMeHHO C BblgeneHmem PHK u3 kanHunuyeckux obpasuos. s 3TOro pekoMeHayeTcs
NCnosab3oBaTb (M3MONOrMYECKNiA pacTBoOp WM  OTPpUUATEsNbHbIA  KOHTPOMbHbLIA obpasel,
BXOASLWNNA B coCTaB Habopa/KoMnneKkTa peareHToB A1s1 BblAeNeHUS HYKJIEUHOBbIX KWUCAOT B
06bEMe, YyKa3zaHHOM B WMHCTPYKUMW MO MPUMEHEHUIO COOTBETCTBYHOLWEro Habopa/KoMmnnekTa

peareHToB.

7.2 MoaroTtoBKa M npoBeAeHMe peakumm obpaTHOMN TPAHCKPUMLMK N MONIMMEPA3HON LIENMHON

peakunn. ®acoska S

BHUMAHME!

1. [llpun npoBeAeHUM BCEX MOCMeAYyOLWMX AEUCTBUI cneayeT msberatb BO3AENCTBUS MPSAMbIX
COJTHEYHbIX Jly4el Ha NpPoBUpPKM CO CMecbto Ana amnandukaumm!

2. [pu ncnonb3oBaHuUM Habopa peareHTOB B BapuvaHTe UCMOJIHEHUA «dacoBka S, CTpUMbI»
cneayeT cTporo cob6nt0aaTh KOMMIEKTHOCTbL CTPUMOB M KpblleK K HUM. He Ncnonb3oBaTh KPbILLIKK

K CTpunam u3s gpyrux Habopos peareHToB!

7.2.1 TlpomapkumpynTe no ogHon npobupke/cTtpunoBaHHoOM npobupke Cco CMecbld Ans
amnandukaummn, 3anedyataHHOW napaduHOM, AN9 Ka)XAoro HewmsBecTHoro obpasua,
OTpMUaTENbHOIO KOHTpoNbHOro obpasua (K-) n nonoXxutenbHOro KOHTPOAbLHOro obpasua
(K+).

BHMUMAHME! KonunyecTtBo peareHToB paccymTaHo He 6onee 4eM Ha 12 NOCTaHOBOK MNpu yC0BUMK
BapmnabenbHOro KonyecTsa HeM3BeCTHbIX 06pa3uoB, 1 oTpuuUaTeNbHOro KOHTPObHOro obpasua

M 1 NONOXUTENIBHOrO KOHTPOSIbHOIrO 06pasLa B KaXx4AoW NoCTaHOBKE.

Mpumep:
Heobxoanmo npoaHanusmpoBaTb 6 06pa3uoB. HyHO npoMapkupoBaTtb 6 Npobupok ans
HEeM3BECTHbIX 06pa3LoB; oAHY Npobupky ans «K-» n oaHy npobupky ans «K+». Obuee
KonunyecTtso npobumpok - 8.

7.2.2 TwaTtenbHO nepemewanTe coaepxumoe npobupok <«OT-MUP-6ydep» n «depmeHT
Taq/RT» Ha MukpoueHTpudyre-BopTeKce U LEHTPUPYrMpynTe Ha MUKpoLeHTpudyre-

BOpTeKce B TeyeHue 3-5 c.

BHMUMAHME! ®epmMeHT Taq/RT HeobxoauMmo paoctaBaTb M3 MOPO3WNBLHOW  Kamepbl

HenocpeaCTBeHHO nNepen MCnoJib30BaHNEM.
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7.2.3 MpuroTtoBbTe cMecb OT-MUP-6ydepa c dpepmeHTtom Taq/RT. [na 3TOro cmewanTe B

OTAENbHON 0AHOpPa30BoOM Npobupke:

— 15 x (N+1) mkn OT-MNUP-6ydepa;

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

rae N — Konm4ecTBo NPOMapKMPOBaHHbIX NPOBMPOK C yyeToM «K-» n «K+».

Mpumep:
Heobxoanmo npoaHanusupoBaTb 6 06pa3uoB. MNpoMapknpoBaHHbIX Npobupok - 8. HyXHO NpUroToBUTH
cmecb OT-NMUP-6ydepa ¢ depmeHToM Taq/RT ansa 9 (8+1) npobupok, T.e. 135 mkn OT-NUP-6ydepa + 4,5
Mk depmeHTa Taq/RT.
BHUMAHME! [pwu B3aTMKN pepMeHTa Taq/RT HE0O6X0ANMO NOrpyxaTb HAKOHEYHUK He Bonee yem
Ha 1,0 MM 1 cobntoaaTb Npasunia A03UMPOBAHUSA BA3KUX XUAKOCTEN. TWATebHO CMbITb OCTaTKu

depmeHTa Taq/RT ¢ HaKOHeYHMKa NUNeTMpoBaHMeM He MeHee 5 pas.

7.2.4 TwaTtenbHO nNepeMewanTe coaepxmmoe nNpobMpkn C MNPUTrOTOB/IEHHOM CMEChHO
OT-NnupP-6ydepa un depmeHta Taq/RT Ha  MuKpoueHTpudyre-BopTekce U
LEeHTpUdYrnpymTe Ha MMKpoUeHTpudyre-sopTekce B TeyeHue 1-3 c.

CMecb MOXHO XpaHuTb nNpu Temnepatype oT 2 °C go 8 °C He 6onee ogHOro yaca.

7.2.5 [dobaebTe BO BCe NpoMapkMpoBaHHblie Npobupkn, He nospexapas cnon napaduHa, no 15
Mkn cmecn OT-TMLP-6ydepa ¢ depmeHToM Taq/RT. 3akporite npobupkn/cTpunsi.

7.2.6  BCTpaxHuTe npobumpky C MONOXUTENbHbIM KOHTPOJIbHbIM obpa3suom Ha
MUKpOLIEHTpUdyre-sopTeKkce B  TeyeHue 3-5¢ n LeHTpudyrmpymTe Ha

MUKpPOLIEHTpUdYyre-BopTekce B TeyeHme 1-3 c.

BHUMAHME!

1. Mepen BHeceHneM B NpobMpKM C peakUMOHHOM cMecbto npenapaTta PHK n oTpuuatensHoro
KOHTpO/bHOro o6pasuya HeobXo0AUMO BbIMOAHUTL peKOMeHAaunn No UCNosib30BaHUIO npenapaTta
PHK, npuBeaéHHble B WHCTPYKUMM MO TMPUMEHEHUO Habopa/KoMnaekrta peareHToB As
BblaesieHnsa HK.

2. Mpn mncnonb3oBaHun ans sblgeneHmsa PHK komnnekta peareHtoB MPOBA-HK u Habopa
peareHToB [1POBA-HK-S BcTpsxHuTe npobupkn ¢ npenapatoM PHK v oTpuuaTtenbHbIM
KOHTPOJIbHbIM 06pa3uoM Ha MUKpoueHTpudyre-sopTekce B TedeHme 3-5 ¢ n ueHtpudyrnpymnrte
Ha MUKpoueHTpudyre-sopTeKkce B TeyeHme 1-3 c.

3. Mpn wncnonb3oBaHun ans  BblgeneHns PHK  Habopa peareHtoB [MPOBA-MY DWP
LeHTPUDYrMpynTe 3aKNeeHHbIM MNEHKOM rNyboKONMYyHOUYHbIM MnaHweT ¢ npenapatom PHK u
oTpuuaTenbHbIM KOHTPOsbHbIM obpa3uom npu RCF(g) 100 B TedeHue 30 C Ana ocaxaeHus
KOHZEHcaTa U CHUMUTE NNEHKY.

4.  [ns npepoTBpalleHMs KOHTaMUHauum cneayet neped BHeceHneM PHK oTKpbIBaTbh KpbILLKU
TOJIbKO Tex npobupok, B KoTopble 6yaeT BHOCUTLCA AaHHbIN obpaseyl, M 3aKkpbiBaTb UX nNepes
BHeCeHueM cnegytouwiero. B cinyyae ncnonb3oBaHMsa CTPMNOB CneayeT 3aKpblBaTb KPbIWKY CTpuna
nocne BHeCeHUs B Hero o6pasuoB nepes WCMNOAb30BaHMEM creaylowero. 3akpbiBanTe
npobupku/cTtpmnbl naoTHO. [penapatel PHK © KOHTpoOsibHbie ob6pa3ubl cnegyet BHOCUTL

HaKOHEUYHUKaMK C DUIbTPOM.
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7.2.7

7.2.8

7.2.9

7.2.10

7.2.11
7.2.12

7.2.13

BHecuTe, He noBpexpaas cnor napaduHa, B COOTBETCTBYKOLIME MPOMAPKUPOBAHHbLIE
npobupkn no 10 Mkn BblAeneHHOro M3 obpasuoB npenapata PHK. B npobupku,
npomMapkmpoBaHHble «K-» n «K+», PHK He BHocUTCS.

BHecuTe, He noBpexaas cnov napadwuHa, B NpobMpKy, MNPOMapKUpPOBaAHHYK «K-»,
10 MKN OTpuLaTenbHOro KOHTposibHOro obpasua, npoweawero atan sblaeneHus PHK.
BHecuTe, He nospexaas cnoii napaduvHa, B NpobupKy, NpOMapKMpoOBaHHYK «K+>»,
10 MK NONOXUTENBHOr0 KOHTPOAbLHOro obpasua.

LeHTpndyrnpymnte npobupku/cTpunbl Ha MUKPOLEHTpuUdyre-sopTekce B TedeHue
3-5 c (npu ncnonb3oBaHum gnsa nposeaeHus OT-MNLP getekTupyowero amnandukatopa
Rotor-Gene Q ueHTpudyrmpoBaHue He 0ba3aTenbHO).

YcTaHoBUTE BCE NPOBUPKK/CTpUNbl B AETEKTUPYOWMI aMnandunkaTop.

Ona petekTvpyowmnx amnandumkatopos cepum OT:

3anyctuTe nporpaMmHoe obecneyeHue getekTmpytowero amnandukatopa. lNMpu nepsomM
nposeaeHnn OT-TILP 3arpy3uTe cooTBETCTBYIOLWMI TecT!. [Janee u npu nocaenyowmx
MOCTaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAeAOBaHUSA:  YKaXuTe
KONMYecTBO W wnaeHtTudukaTopbl o06pas3uoB, B TOM 4ucne OTpuUaTeNnbHOro U
MOSIOXNTENBbHbBIX KOHTPOJIbHbLIX 06pa3LoB, OTMETbTEe pacrnofioXkeHne npobmnpok/cTpunos
Ha MaTpuue TepMobnioka B COOTBETCTBMU C UX yCTaHOBKOW U npoBegute OT-TILUP. Mpu
Bblbope TecTa Ao/mkHa oTobpaxaTbcsa nporpamma, npmseaéHHas B Tabnuue 3.

Ona petektupyowmnx amnangukatopos Rotor-Gene Q, CFX96, Applied Biosystems
QuantStudio 5:

Mposegnte OT-MUP c y4yeToM o6bEMA peakUMOHHOM cMecu, paBHoro 40 Mk, no

nporpamMMamM amnandukaummn, npmBeaéHHbIM B Tabnuuax 4 - 6 COOTBETCTBEHHO.

1 - TecT Ans AeTekTUpyoWwmMx aMnandukaTopos cepun AT co3aaéTtca nyTéEM BBoAA NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnu npenocrasnsercs nponssoanteneM Habopa peareHToB
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Ta6bnuua 3 - MNporpaMMa amMmnandbuKaumm 4ns AeTeKTupyowmnx amnandukatopos «4ATnpanm»,

«ATnant» (dacoska S)

N¢ Yucno Pe>xuM ontnyeckux
TeMmnepartypa, °C MMH (o - Tun 6noka
6noka LIMKNIOB n3MepeHumn
1 35 15 0 1 Luvkn
2 92 0 30 1 Luvkn
92 0 10
3 8 LUnkn
64 0 15 v
90 0 5
4 40 Lnkn
64 0 15 Y
5 64 0 5 1 LUnkn
6 10! XpaHeHue XpaHeHue
V - pexunM onTUYECKUX U3MEepeHWUi

Tabnuuya 4

- [porpamma

amMnandunkaumm

ONS  geTekTupyolero amnnndukaTopa

Rotor-Gene Q (dacoBka S, npobupku; dacoBka U npu ncnonb3oBaHnUmM Nnpobmupok)

o
N2 / Cycling Temnepartypa, °C / Bpe:Mﬂ / KonunuecrtBo umknos /
Temperature Hold Time, sec Cycle Repeats
Cycling 32 deg 1200 1 time
Cycling 2 95 deg 300 1 time
94 deg 10

Cycling 3 50 times

60 deg vV 15
V - pexvuM OnTUYECKUX U3MEpeHWi, YCTaHOBUTb M3MepeHue dnyopecueHumun (Acquiring) no kaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 60 °C

Tabnuuya 5
(cpacoBku S, U)

- lMporpamMMa amnaudukaumn gns getektupyrowmnx amnandumkatopos CFX96

N2 6510ka TemnepaTypa. °C Bpems, Konunyecreo unMkioB
(Step) PaTypa, MMUH:CeK (noBTOpOB)
1 35 20:00 1
2 95 5:00 1
3 94 0:15
50
4 64 vV 0:20
VvV - pexum ontuuecknx wusMmepeHuit (Plate Read), ycTaHOBUTb uM3MepeHue GyopecueHLun Mo
HeobxoanMbIiM KaHanam getekummn (Fam, Hex) npu 64 °C

1 - ponyckaeTcs xpaHeHue npu Temnepatype 25 °C
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Tabnuua 6 - [porpaMma amMnandukauum aAns AeTEKTUPYOWMX  aMnandukaTopos

Applied Biosystems QuantStudio 5 (dacosku S, U)

Bpems, KonuuectBo uukioB
o o
Craaus N2 wara Temnepartypa, °C MUH: CeK (noBTopos)
CTaﬂMﬂ 1 35 2000 1
YAEpXaHuA 2 95 5:00 1

1 94 0:15
Ctagunsa NupP 50

2 64 v 0:20
V - cbop AaHHbIX Ans HeobxoanMbix dryopodopos (Fam, Vic (Hex)) BkoueH

7.3 MoaroTtoBKa M NpoBeAeHUEe peakumm obpaTHOM TPAHCKPUMLUM N MONTIMMEPA3HON LIEMHON

peakunn. ®acoska U, py4yHoe A03MpoBaHUE

BHUMAHME!

1. Onsa amnnandukaummn cnegyet MCnosib3oBaTb O4HOPA30Bbie aMNINGPUKALMOHHbIE NPOBMpPKM
06béMOM 0,2 M MM MUKponnaHweTbl MLUP 96 nyHok!, repMeTusupyemble TEPMOMIEHKON.
He pekomeHAyeTCsi UMCMoO/Ab30BaTb CTPUMNOBaHHble NpobuMpkM B CBA3M C  OMACHOCTbLIO
noctamnamdmKaumoHHON KOHTaMUHaLUmu.

2. Mpn npoBeaeHMN BCeX MOCeaYOWNX AeNCTBUA cnepyeT mlberaTtb BO3AENCTBUA MPSMbIX

COJTHEYHbIX Jly4el Ha NpPobUpKM CO CMecbto ana amnandukaumm!

7.3.1 T[poMmapkupyihte Heobxogmmoe KOJMYECTBO OAHOPA30BbIX  aAMMANPUKALUNOHHBIX
npobupok o6EMom 0,2 M UK MUKPOMJIaHWeT 96 NyHOK A5l HEM3BECTHbIX 06pa3uoB,
OTPULATENIbHOIMO KOHTPOJIbHOrO o0bpasua «K-» UM MOJOXUTENbHOr0O KOHTPOJIBHOMO

obpasua «K+»,

MpuMeyaHne - PekoMeHAyeTCA MOCTAHOBKa He MeHee 5 06pasuoB B OAHOM WUCC/eAOBaHUK

(3 HemzBecCTHbIX 06pa3ua, oTpMUaTebHbIA U MOJIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
Heobxoanmo npoaHanusaupoBaTb 6 HeusBeCTHbIXx 06pa3yoB. HyXHO npomMapkupoBaTb 6 nNpobupok/
3ape3epBnpoBaThb 6 JIYHOK MMUKpOMJaHLWeTa AN HEM3BECTHbIX 06pa3uoB; oAHY NPobUpPKY/NyHKY ana «K-» n

OAHY Npobupky/nyHKy ansa «K+». Obuee KonmyecTtso Npobupok/nyHok — 8.

7.3.2  BcTpsixHuTe NpobupKy co cMechio Ans aMnandukaumMm Ha MUKpOLeHTpUdyre-sopTekce
B TedeHue 3-5 ¢ n ueHTpudyrnpyinTe Ha MuKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

7.3.3 BHecuTe BO BCe MpOMapKuMpoBaHHble Npobupkn/HeobxoamMbie STYHKNU MUKpPOMAAHLWIETA
(Bknoyasa «K-» n «K+») no 6,0 Mkn cMecn ang amnandukaymu.

7.3.4 BcTrpsaxHute npobupkn ¢ OT-MUP-6ydepom «U» un  depmeHTtoM Tag/RT Ha
MUKpoOLUEeHTpudyre-sopTekce B  TeyeHue 3-5¢ n ueHTpudyrmnpymnre Ha

MUKpoLeHTpudyre-soptekce B TedeHne 1-3 ¢

1 - pna peTekTupylowmx amnamdukatopoB «OTnait» M Rotor-Gene Q MuKponnaHweTbl 96 NyHOK
He MUCMoNb3yTCH
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BHMUMAHME! ®epmeHt Taq/RT HeobxooMMO JocTaBaTb W3 MOPO3WMbHOW  KaMepbl

HEeNnocpeaCcTBeEHHO Nepea UCnoJsib30BaHNEM.

7.3.5 [MpuroTtoBbTe cMecb OT-MLUP-6ydepa «U» c hepmeHToM Taq/RT. [ng aToro cmewanTte B
OTAEeNbHON 04HOpPa30BOM Npobupke:
- 6,0 x (N+1) mkn OT-MUP-6ydepa «U»;
- 0,3 x (N+1) mkn depmeHTa Taqg/RT,
rae N — Konm4yecTBO NpoOMapKMpOBaHHbIX MPOBMPOK/KOMNYECTBO HEOHBX0AMMbIX NYHOK
MUKpoOnaaHweTa € ydeToM «K-» n «K+».
Mpumep:
Heobxoanmo npoaHanusaupoBaTb 6 06pa3uoB. [lpoMapKMpoBaHHbIX MNPO6UPOK/ HEO6XOAUMBIX NYHOK
MukponnaHweta - 8. HyxHo npurotoBuTb cmecb ansa 9 (8+1) npobupok/nyHok, T.e. 54 mkn OT-MLP-
bydepa «U» + 2,7 mkn ¢pepmeHTa Taq/RT.
BHUMAHME! Tpwu B3aTun dpepmeHTa Taq/RT Heob6x0A4MMO Norpy»aTtb HaKOHEeYHUK He 6onee yeM
Ha 1,0 MM n cobnogaTe NpaBuia A03MPOBAHUSA BA3KMX XMAKOCTEN. TwaTebHO CMbITb OCTaTKKU

depmeHTa Taq/RT ¢ HaKOHEeYHMKa NUNeTMpoBaHMeM He MeHee 5 pas.

7.3.6  BcTpsaAxHUTe Npobupky c npurotossieHHoM cMecbto OT-TILP-6ydepa «U» ¢ pepMeHTOM
Taq/RT Ha MukpoueHTpudyre-soptekce B TedeHne 3-5C M ueHTpudyrnpymte Ha
MUKpOLEeHTpUdyre-sopTekce B TedeHne 1-3 c.

CMecb MOXHO XpaHuTb Npu Temnepatype oT 2 °C go 8 °C He 6onee ogHOro yaca.

7.3.7 [dobaBbTe B NpobUPKW/AYHKM CO CMecbld And amnnudukaumm no 6,0 Mkn cMmecu
OT-NuP-6ydepa «U» c dpepmeHToM Taq/RT. 3akpoliTe npobupku.

BHUMAHME! [ocne pob6aesneHna cmecn OT-MUP-6ydepa «U» un depmeHTa Tag/RT B

NpoO6UPKK/NYHKM CO CMeCblo Ana amnandukaumm HeobxoamMMO B TeYeHMe Yaca BbINoaHuUTb 7.3.8

- 7.3.14.

7.3.8 BcTpsiXHUTE npobupky ¢ NOMOXUTENbHBIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLEHTpUdyre-soptekce B TeyeHne 3-5 ¢ un  ueHTpudyrmpyinte Ha
MUKpoOLeHTpudyre-sopTekce B TeveHue 1-3 c.

BHUMAHME!

1. Mepen BHeceHMEM B NpPOOBUPKKU/MYHKNM C peakuMoOHHOW cMecbio npenapata PHK nu

OTpUUATENbHOr0  KOHTpO/sibHOro obpasua HeobxoAMMO  BbIMOAHWUTL  peKoMeHgauum Mo

ucnonb3oBaHuto npenapata PHK, npuBeaéHHble B WMHCTPYKUMM N0  MPUMEHEHUIO

Habopa/KoMnneKkTa peareHToB Ans BbigeneHus HK.

2. Mpn umcnonb3oBaHun ans sbiaeneHms PHK komnnekta peareHtoB MPOBA-HK u Habopa

peareHtoB [MPOBA-HK-S BcTpsxHuTe npobupkn ¢ npenapatoM PHK wu oTpuuaTtenbHbIM

KOHTPOJIbHbIM 06pa3uoM Ha MUKpoueHTpudyre-sopTekce B TeyeHme 3-5 ¢ n ueHtpudyrnpymnte

Ha MUKpoueHTpudyre-sopTeKCce B TeyeHme 1-3 c.

3. Mpn wucnonb3oBaHunm ana  BblgeneHns PHK  Habopa peareHtos [MPOBA-MY DWP

LEHTPUPYrnMpynTe 3akneeHHbln MNEéHKOoM rnyboKONYHOUHbIA MAaHweT ¢ npenapatom PHK u

oTpuuaTeNnbHbIM KOHTPO/SbHbIM ob6pa3uom npu RCF(g) 100 B TeueHue 30 C Ana ocaxaeHus

KOHAEeHcaTa U CHUMUTE MNEHKY.
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a4 NpeaoTBpalleHnsa KOHTaMMHaumm cnepyet nepes sHeceHneM PHK OoTKpbiBaTb KPbILLKHK

TONIbKO TEX I'IpO6MpOK, B KOTOpblE 6YLI,ET BHOCUTbCS AA@HHbIN o6pa3eu, M 3aKpbiBaTb UX MNEpPEN

BHECEHMU

HaKOHeY

7.3.9

7.3.10

7.3.11

7.3.12
7.3.12.1

7.3.12.2

7.3.12.3
7.3.13

7.3.14

7.3.15

7.3.16

eMm cnegywuwero. [penapatbl PHK ” KOHTpOSbHbIe o6pa3u,b| cneayetr BHOCUTHL

HUKAMU C GUNBTPOM.

BHecuTe B COOTBETCTBYHOWME MNpPOMapKMpoBaHHbie Npobupku/HeobxoanmMbie NYHKMU
MUKponfaaHweta no 6,0 Mkn BblgeneHHoro w3 obpasuos npenapata PHK.
B npobupkn/nyHkn, npoMapkmpoBaHHbie «K-» n «K+», PHK He BHOcuTCS.
BHecnTe B NpobGUpKY/NyHKY, MpOMapKuMpoBaHHyto «K-», 6,0 MKN OTpuUaTeSIbHOro
KOHTpoOnbHOro obpasua, npoweawero 3tan eblgeneHmsa PHK,
BHecnTe B NpobupKy/AyHKY, NpoMapKuUpoBaHHYK «K+», 6,0 MK MNOJOXWUTENbHOro
KOHTponbHOro obpasua.
B cny4yae ncnonb3oBaHMa MUKpoOMAaHWweToB 96 NyHOK:
NMoMecTuTe akKypaTHO, He BCTPSAXMBas, MUKPOMAaHLWeT B NOANOXKY YCTPONCTBA AN
3aneyaTbiBaHusa nnaHweTtoB ATnak.
MpoBeanTe 3anevaTbiBaHMe MuKponaaHweTta T[IUP nonumepHon TepMOMNjeHKON
COrflacHO pyKoBOACTBY MO aKchnnyaTaumu npmbopa ATnak.
UeHTpudyrmupynte mnukponnanuwet MUP npn RCF(g) 100 B TeueHme 30 c.
B cnydae ncnonb3oBaHus npobupok:
LleHTpudyrmnpyiite Bce npobupkn Ha MUKpOLEeHTpudyre-sopTekce B TedeHune 3-5 ¢ (npwm
ncnonb3oBaHun aAnsa nposeaeHuns OT-MUP petektupytowero amnamdukatopa Rotor-
Gene Q ueHTpudyrnposaHme He oba3aTtenbHO).
YcTtaHoBuTEe BCe nNpobupKku/MUKpoMNNaHWeT B AeTeKTUpywwmii amnnmdukatop u
nposegnte OT-MUP (7.3.15, 7.3.16).
Ons pgetektupyrowmx amnandukatopos cepum AOT:
3anycTute nporpaMmHoe obecneveHue geTekTmpytowero amnandukartopa. NMpm nepsom
nposeaeHun OT-TMLUP 3arpy3nte COOTBETCTBYIOWMIA TecT!. [anee n npu nocnenywLimnx
NOCTaHOBKaxX CoO3J4alTe COOTBETCTBYHOLMA MNPOTOKOA  WUCCNEAO0BaHUA:  YKaXuTe
KONM4YecTBO U wuaeHTudukaTtopbl o06pasuos, B TOM UWUCAEe OTPUMUATENLHOrO W
MOMOXMUTESNbHbIX KOHTPOMbHLIX 06pa3uoB, OTMeTbTe pacrnosioxeHue obpasuoB Ha
MaTpuue TepMobsioka B COOTBETCTBMM C MX yCTaHoBKOM M nposeamTte OT-TMLP. Mpwu
Bblbope TecTa Ao/KHa oTobpaXkaTbCa Nporpamma, npueeaéHHas B Tabnuvue 7.
Ona petektupytowmnx amnandukatopos Rotor-Gene Q, CFX96, Applied Biosystems
QuantStudio 5:
Mposeante OT-MUP c yuyeTtoM o6bEMa peakUMOHHOMW cMecu, paBHoro 18 mkn, no

nporpamMmMmam amnnmndukaunm, npuBeaéHHbIM B Tabnmuax 4 - 6 COOTBETCTBEHHO.

1 - TecT AnsA AeTekTUpyloWwmx aMmnandukaTopos cepum AT co3naércs nyTéM BBoAa NapaMeTpoB (MapaMeTpsl

TeCTa yKa

3aHbl B MNpunoxeHun B) unu npefocTaBnaseTcs NponsBoauTenieM Habopa peareHToB
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Ta6bnuua 7 - MNporpamma aMnandukaumm ana 4eTEKTUPYOWMX aMNaMbrUKaTopoB

«ATnpanm», «OTnant» (dacoska U)

N¢ Yucno Pe>xuM ontnyeckux
TeMmnepartypa, °C MMH (o . Tun 6noka
6510ka LIMKNIOB U3MepeHnmn
1 47 20 0 1 Lnkn
2 95 5 0 1 Lukn
94 0 10
3 50 Lnkn
64 0 15 %
4 80 0 1 1 Lnkn
5 101 XpaHeHue XpaHeHune
V - peXuUM ONTUYECKUX U3MEPEHUI

7.4 MoaroToBka U NpoBeAeHUe peakumn obpaTHON TPAHCKPUMLMM U NONMMEPa3HOM LLenHOoM
peakumun. ®acoBka U, C ncnonb3oBaHMeM A03MpYyHOLLEro ycTponcrea ATCTpuM (TONbKO

ANa neTekTupylowero amMnandgukaTtopa ATnpaim B moandukaumm «4Tnpanm *X*»)

BHUMAHME!

1. Onsa amnnmdpukaumm cneanyetr MCMo/1b30BaTb MUKponsaHweTb! MUP 384 nyHku,
repMeTmanpyemMblie TEPMOMIEHKON.

2. Mpn npoBeaeHMN BCeX MOCieayOWNX AeNCTBUA cnepyeT mlberatb BO3AENCTBUA MPSAMbIX

CO/THEYHbIX fyder Ha Npobupkn co cMecbio Ansa aMmnandukaunm!

MpunMmeyaHne - PekoMeHAyeTCA MNOCTaHOBKa He MeHee 5 O6p33LI,OB B OAHOM wMUccneaoBaHuu

(3 HeusBecTHbIX 06pa3ua, oTpuuaTesnbHbI U NONOXUTENbHbIA KOHTPONbHbIE 06pasLpbl).

7.4.1 BcTpsaxHuTe npobupKy CcO cMecbio Ans amMnandukaumm Ha MUKpPOUEHTpUdyre-BopTeKkce
B TeyeHue 3-5 C 1 ueHTpudyrupymntTe Ha MUKpoueHTpudyre-sopTeKkce B TeyeHme 1-3 c.
7.4.2 BcTtpaxHute npobupkn ¢ OT-MUP-6ydepom «U» un  depmeHTtoMm Taq/RT Ha
MUKpOLUEHTpUdyre-sopTekce B  Te4yeHwue 3-5¢ 7 LeHTpudyrnpymre Ha

MUKpOUEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! ®epmeHT Taqg/RT HeobxoamMmo pgoctaBaTb M3 MOPO3WIbHOW  Kamepbl

HenocpeaCcTtBeHHO nepea Mcnosib30BaHUEM.

7.4.3 Cnepys ykasaHusam MO posupytowero ycrporicrsa OTCTpMM, NpUroTOBbTE B OTAENbHOMU

oAaHopa3soBon npobupke cmecbk OT-TMLUP-6ydepa «U» c pepmeHTom Tag/RT.

1 - ponyckaeTcs xpaHeHue npu Temnepatype 25 °C
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BHUMAHME! [lpu B3atuun dpepmeHTa Taq/RT HeobxoamMMo Norpyxatb HakOHeYHUK He 6onee yem
Ha 1,0 MM 1 cobntogaTb Npasunia A03UMPOBAHUSA BA3KUX XUAKOCTEN. TWwaTebHO CMbITb OCTaTKu

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

7.4.4 BcTpaxHuTe npobupkKy c npurotoBnieHHon cMmecbto OT-MLUP-6ydepa «U» ¢ dbepmeHTOM
Tag/RT Ha MukpoueHTpudyre-soptekce B TedeHue 3-5C M uUeHTpudyrnpymte Ha
MUKpOLUEeHTpUdyre-sopTekce B TedeHne 1-3 c.

7.4.5 BcTpaxHuTte npobumpky C MONOXUTENbHbIM KOHTPOJIbHbIM obpa3zuom Ha
MUKpOLEeHTpundyre-sopTeKkce B  TeyeHue 3-5¢ n LeHTpudyrmpymTte Ha

MUKpoOLeHTpudyre-sopTekce B TeyeHmne 1-3 c.

BHMUMAHME!

1. Nepean npoBeaeHMEM [03MPOBaHMS  Heo6XOoAMMO  BbIMOJIHUTL  pPEeKOMeHAaunu Mo
ucnonb3oBaHuo npenapata PHK, npuBeaéHHble B WHCTPYKUMM N0  MPUMEHEHUIO
Habopa/koMnieKkTa peareHToB Ans BbigeneHuns HK.

2. Mpn ncnonb3oBaHun ans sblgeneHms PHK komnnekta peareHtoB MPOBA-HK u Habopa
peareHToB [MPOBA-HK-S BcTpsaxHuTe npobupkn ¢ npenapatoM PHK v oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LoM Ha MUKpOUEHTpUdYre-BopTekce B TeueHue 3-5 C 1 ueHTpudyrupymnte

Ha MUKpOLeHTpudyre-BopTekce B TeyeHume 1-3 c.

7.4.6  YcraHoBuTe Npobupku co cMecbto Ans aMmnamdpukaumm, co cmecobto OT-MLUP-6ydepa «U», ¢
depmeHTOM Taq/RT, ¢ npenapatamu PHK, oTpuuaTtenbHbIMWU KOHTPOSbHbIMK 06pa3uamu
M NOJSIOXUTENbHLIMU KOHTPOJIbHbIMKM 06pa3uamMun, a Takxke MukponnaHwet ana MUP Ha
pabounin cton ATCTpMM 1 NnpoBeanTE A03MPOBaHNE KOMMOHEHTOB COracHO PyKOBOACTBY
Mo aKcrnayataumm.

7.4.7 TloMecTuTe aKKypaTHO, He BCTpSXMBasi, MMKpOMJaHLWeT B NOAJIOXKY YCTpoOWCTBa AN
3aneyaTtbiBaHMsA MaHweTtoB [Tnak nocne 3aBeplieHMs NporpamMmbl Ha A03UPYHOLLEM
ycTponctee ATCTpuUM.

7.4.8 TlpoBeauTe 3aneyaTbiBaHMe MMKponaaHweTa MLUP nonvMepHon TepMonaeHKoM cornacHo
PYKOBOACTBY MO 3KcnyaTaumn npnbopa ATnak.

7.4.9 UeHtpndyrmpynte mnkponnanwet MUP npn RCF(g) 100 B Teuenune 30 c.

7.4.10 YcraHoBuTe MukporiaHweTt MUP B 610K geTekTupyowero amnandukaTopa.

7.4.11 3anyctute nporpaMMmHoe obecnedyeHune getekTupytowero amnamdukartopa. lNpu nepsom
npoeeaeHnn OT-MLUP 3arpy3nte cooTBeTCTBYHOWMIA TecT!. [anee n npu nocnenywLnx
NOCTaHOBKAxX Cco34aMTe COOTBETCTBYIOWMA MNPOTOKOA  WUCCNeAO0BaHUA:  yKaxXuTe
KONIMYeCcTBO U wunaeHTudwukaTtopbl o06pasuos, B TOM UWUCAe OTPUMUATENLHOrO W
MOSIOXKUTENbHbIX KOHTPOJIbHbIX 06pa3uoB, OTMETbTEe pacnosioxeHne obpasuoB Ha
maTpuue Tepmobnoka B COOTBETCTBMM C UX yCTaHOBKOM m nposeaute OT-MUP. Mpwu

Bblbope TecTa Ao/kHa oTobpaxaTbCs nporpamma, npmeBeaéHHas B Tabnuue 7.

1 - TecT Ans AeTekTUpyoWwmMx aMnandukaTopos cepun AT co3aaéTtca nyTéEM BBoAA NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnu npenocrasnsercs nponssoanteneM Habopa peareHToB
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8

PETNCTPALUMA PE3Y/IbTATOB AMIVIMOUKALIN

Perncrpauma curHana (bl'lyopeCU,eHLLMM npoBoAUTCA AETEKTUPYOLWUNM aMI'I}'IMd)MKaTOpOM

aBTOMaTU4Y€CKN BO BpEMA aMI'IJ'IMCbMKaLI,MM.

9.2

9.3

YYET U UHTEPMNPETALIUSA PE3YJIbTATOB

YUYét pe3synbTaTtos aMI'IﬂVICbVIKaLI,VIVI OCYLLEeCTBNAETCA aBTOMATU4Ye€CKM C MOMOLLUbIO

nporpaMMHoro o6ecrneyeHust, NOCTaBASIEMOro C AETEKTUPYIOWNM aMMIMdUKATOPOM.

Mpn MCNoNb30BaHUN AETEKTUPYIOLWMX aMnndunkatTopos CFX96 cneayeT ncnonb3oBaTb
perpeccnmoHHbin TN aHanusa (Cq Determination Mode: Regression), Bo Bkniagke

«Baseline Subtraction» Heobxoanmo BbibpaTb «Baseline Subtraction Curve Fit».

NHTepnpeTauusa pesynbTaToB MPOBOAUTCS B COOTBETCTBMWM C Tabnuuei 8. PesynbTaThbl
NMOCTaHOBKW BaNWAHbl, €CNN BbIMOJIHAKTCA YCNIOBUS MHTEpPrnpeTaunn pesybTaTos,

MOJTyYEHHbIX A1 KOHTPOJIbHbIX 06pa3LoB.

Tabnuuya 8 - WHTepnpetauus pesynbtatos OT-TMLP

KaHan perekuummn

Fam/Green Hex/Yellow/Vic UHTepnpeTauusa pesynbraTta
(nckomas PHK), (BHYTPEHHUN KOHTPOIb),
Cp/Cq/Ct Cp/Cq/Ct

HeunsBectHble 06pa3ubl

O6Hapy»xeHa PHK cy6tuna Bupyca rpunna A

He yuynTbiBaeTca
Ywasau Y (Influenza A HIN1pdmO09)
He obHapyxeHa PHK cybTtuna Bupyca rpunna A
YKasaH
He ykazan (Influenza A HIN1pdmOQ9)
He ykasaH He ykasaH HepnocTtoBepHbI pe3ynbTtar

OTpuuaTesibHbIi KOHTPO/NbHbINA 06pa3el

He yka3aH YkasaH

OTpuuaTtenbHbIi pesynbTaT
Pe3ynbTaTbl MOCTAHOBKMW BasiMAHbI

Mono)xurenbHbIN KOHTPOJIbHbIN O6paseu

YKa3aH He ykasaH

MonoXuTeNbHbIV pe3ynbTaT

Pe3ynbTaTbl NOCTAaHOBKU BanuAHbI

9.4

HepnoctoBepHblit pe3ynbTaT MOXET ObiTb CBSI3aH C MNPUCYTCTBUEM MWHIMOUTOPOB B
npenapate HK, nonyyeHHoM wu3 6uonormyeckoro MaTtepuana;  owmnbkammu
npeaHaauUTU4YeCKOro 3Tana, HEBEpHbIM  BbIMOJIHEHWEM  MPOTOKOSA  aHanusa;
HecobnaeHneM TemnepaTypHoro pexumma amnaudbukaumm m gp. B 3ToM cnyuae
Heob6xoanMo MoBTOpPHO nNpoBecT Nnbo BbiaeneHne HK n nocranosky OT-TLP ansa storo
obpasua, nmbo B3gTME 6uoNorMyeckoro wMaTtepumana Yy naumeHTa (BbINOSHSETCH

rnocnenoBaTeNnbLHo).
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9.5 MpyM MNONYYEHUU MONOXKUTENBHOrO pe3ynbTaTa ANs OTPUMLATENbHOrO KOHTPOSIbHOIO
obpa3ua pe3ysbTaTbl BCE MOCTAHOBOYHON CEPUN CUUTAIOT HEAOCTOBEPHbLIMU. B 3ToM
cnyyae Heob6xoAMMO MpOBeAEHME ChelnanbHbIX MEpPonpuUATUA AN BbISABAEHUA W

YCTpaHEHUA BO3MOXHOW KOHTaMuHaunm.

9.6 Mpyn nosydeHUU OTPULATENBHOrO pesynbTaTta A/ MOSIOKUTENBHOIO KOHTPOJIbHOIO
obpasua pesynbTaTbl BCEN MOCTAHOBOYHOW CEPUN CUMTAOT HELOCTOBEpPHbIMU. B 3TOM

cnydae TpebyeTcs NOBTOpHAs NocTaHoBKa amnandukaummn Bcem naptnm obpasuos.

MpepynpexxpeHusn

EAVHWYHBIV OTpMUaTenbHbI pe3ynbTaT uccaenoBaHms, ocobeHHo ecnun 3To obpasey m3
BEPXHUX AbIXaTeNbHbIX NYTEN, HE NCKIOYaeT MHDEKLNN.

OTpuuaTenbHble pe3ynbTaTbl HE AO/HKHbI MCMOJb30BaTbCS B KayecTBe €AMHCTBEHHOM

OCHOBbI A4 NPpUHATUA pelleHnda o JiIe4eHn nauneHToB.
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10

10.1
10.1.1

10.1.2

10.1.3

10.1.4

10.2

10.2.1

10.2.2

10.2.3

10.2.4

10.3
10.3.1

10.3.2

10.3.3

10.3.4

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALNA

TpaHcnopTupoBaHMe

TpaHcnopTupoBaHMe Habopa peareHTOB OCYWECTBAAKT B TEPMOKOHTEeMHepax C
X1afo3neMeHTaMm BCEMM BMAAMWM KpbITOro TpaHCMopTa nNpu TemnepaType BHYTpU
TEPMOKOHTENHEpPA, COOTBETCTBYHOWEN YCNOBUSAM XpPaHEHUS KOMMOHEHTOB, BXOASLUNX B
cocTtaB Habopa peareHToB.

[lonyckaetcs TpaHCnopTMpoBaHWe Habopa peareHTOB, 3@ WCKJ/OYeHMeM QepMeHTa
Taq/RT, B TepMOKOHTelnHepax C XNaf03/1eMeHTaMM BCEMU BMAAMM KpbITOFO TpaHcrnopTa
npu TemnepaType BHYTpM TepMOKOHTelHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
Jonyckaetca TpaHcnopTtupoBaHme ¢depmeHTa Taq/RT B TEPMOKOHTEMHepax C
XnagosneMeHTaMm BCEeMM BMAAMM KPbITOrO TpaHcnopTa npu TemnepaType BHYTpU
TepMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.

Habopbl peareHToB, TpaHCNOPTUPOBAHHbIE C HapyLleHWeM TeMmnepaTypHOro pexuMa,

NMpUMEHEHNIO HE noaneXxar.

XpaHeHune

Bce koMnoHeHTbl Habopa peareHToB, 3a WCkJoYeHneMm depmeHTa Taq/RT, cneayet
XPaHUTb B XON0AU/IbHMKE UKW XON0AMNBHON KaMepe npu Temnepatype ot 2 °C go 8 °C
B TeUYEeHMeE BCEro cpoka rogHoCcT Habopa peareHToB.

CMecb ansa aMnandukaumnm n cMecb ans amnamdukaumu, 3anedyaTtaHHyr napaduHOM,
cnegyeTt XpaHuUTb B 3alLMWEHHOM OT CBETa MecTe.

®epMeHT Taq/RT crnenyeT XxpaHUTb B MOPO3UJIbHOM KaMepe npu TeMnepaTtype OT MUHYC
18 °C oo MuHyc 22 °C B TeueHMe BCEro cpoka rogHocTn Habopa peareHToB.

Habopbl peareHTOB, XpaHMBLUMECS C HapyLWeHMeM periamMeHTUPOBAHHOINO peXxuma,

NMPUMEHEHNIO HE NMoANneEXar.

YKazaHusg no akcnayataumm

Habop peareHTOB A0/I)KEH NPUMEHSATbLCS COrfacHO AeCTBYOLWEN BEPCUM YTBEPXKAEHHOMN
WHCTPYKLMU MO NPUMEHEHMUIO.

Ona  nonydeHms OOCTOBEPHbIX pe3ynbTaToB Heobxoammo cTporoe cobniogeHue
WHCTPYKLMKN MO NpMMeHeHnto Habopa peareHToB.

lMocne BCKpbITUS YMakOBKM KOMMOHEHTbl Habopa peareHTOB cieayeT XpaHuTb npu
cneayowmx ycnoBmsax:

- BCe KOMMNOHeHTbl Habopa peareHTOB, 3a uUck4yeHmeMm depmeHTa Taq/RT, cneagyert
XPaHUTb B XOJ0AWbHUKE UK XONOAMNBbHOMN KaMepe npu Temnepatype oT 2 °C go 8 °C
B TE€YEeHMe BCero cpoka rogHoCcTn Habopa peareHToB;

- CMecCb s amnnmdunkaunmm n cMecb ansa amnnmdukaumm, 3anedataHHy napaduHoM,
cnepyeTt XpaHuTb B 3alMWEHHOM OT CBETaA MecCTe;

- depmeHT Taq/RT cneayetr XpaHWUTb B MOPO3W/IbHOMA Kamepe Mpu TemnepaTtype
OT MMHYC 18 °C go MnHyc 22 °C B TeueHne BCero Cpoka rogHoctTn Habopa peareHToB.

Ha6opbl peareHToB C UCTEKLLUMM CPOKOM FOAHOCTM MPUMEHEHUIO HE MOANexar.
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YKA3AHUA NO YTUWIN3ALNN

Mpn wncnonb3oBaHuM Habopa peareHToB B KIMHUKO-AMArHocTunyeckoin nabopatopumn
obpa3syloTca oTxoAbl Knacca B, KoTopble yTMAM3MPYKOTCS B  COOTBETCTBUM C
TpeboBaHmamm CanluH 2.1.3684-21 n MY 1.3.2569-09.

Habopbl peareHToB, Npuweawne B HENPUIrO4HOCTb, B TOM YUC/1E€ B CBA3U C UCTEYEHMEM
CpoKa roAHOCTW, MOBPEeXAEeHMEeM YNaKOBKW, noanexart yTuim3auum B COOTBETCTBUM
c TpeboBaHusaMn CaHlumH 2.1.3684-21.

FAPAHTUN N3TOTOBUTENA

MpeanpusaTne-nsroToBuTeNb rapaHTupyer  COOTBETCTBME Habopa peareHToB
TpeboBaHMAM TEXHUYECKUX YCIOBMI Mpu COBAOAEHUN YCIIOBMI TPaAHCNOPTMPOBaHUS,

XpPaHeHNA N aKCcnnayaTtaunn, yCtaHoOB/IEHHbLIX TEXHNUYECKNMUN YCITOBUAMUN.

Cpok rogHoctn Habopa peareHToB — 12 MecsiueB npu cobnogeHun BCEX YCI0BUN

TPAHCMOPTUPOBAHMS, XPAHEHUS M 3KCIyaTaumm.

PEMOHT N TEXHUYECKOE OBCJ1Y)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHONO MPUMEHEHUS U He MNOoANEXMUT

TEXHMYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.

14

CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKNPOBKE HAGOPA PEATEHTOB

MeauunHckoe usaenme
ANS ANarHoCTUKWM in Vvitro

O6paTnTech K MHCTPYKLNK
Nno NpUMeHeHUIo

=

MNpenen TemnepaTypsbl Homep no kaTtanory

H

00 < | o §

CoAep>KMMOro A0CTaTOYHO I SrOTOBUTENE
ANS NPOBEAEHUS N TECTOB
M H
o e aonyckatb
Wcnonb3oBaTh A0 s pory
s BO3AENCTBMS COJTHEYHOrO CBETA

-
(o]
-

Koa naptum (cepun)

&,

HecTepunbHO

[aTta narotoBsieHus
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15 NMEPEYEHb NPUMEHAEMbIX HALUMOHAJTIbHbLIX CTAHAAPTOB

FOCT ISO 14971-2021 W3genusa MeauumHckue. TIpyMeHeHWe MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT P 2.105-2019 EauHas cucTeMa KOHCTPYKTOPCKOM AoKyMeHTauun. O6wwme TpeboBaHus
K TEKCTOBbIM JOKYMEHTaM

FOCT P 15.013-2016 Cuctema pa3paboTKm KW MOCTaHOBKM MpPOAYKUMM Ha MNpOMU3BOACTBO.
MeauLUMHCKUE n3genus

FOCT P 51088-2013 MeaguumHckme usgenus Ans ANArHoCTUKWM WH BUTPO. PeareHTbl, Habopbl
peareHToOB, TeCT-CUCTEMbl, KOHTPOJSIbHblE MaTepuasnbl, NUTaTeNbHble cpeabl. TpeboBaHusa K
n3genvsam u noaaepxuvsarollent JOKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus aasa AuMarHoCTMKM MH BUTPO. MeToabl UCrnbITaHU
FOCT P 52905-2007 (MCO 15190:2003) NNabopaTtopumn MeanLMHCKMeE. TpeboBaHus
6e3onacHoCcTH

MOCT P NCO 15223-1-2020 Uspenuda MeaunLUHCKKe. CumMBonNbI, npuMeHsaeMble npu
MapKMpoOBaHUN MeAMLMHCKUX U3AENUNA, Ha 3TUKETKax M B COMpPOBOAMTENbHOM AOKYMeHTauuu.
Yactb 1. OcHOBHble TpeboBaHus

FOCT P NCO 18113-1-2015 MeauumHckne uspenus Ans AMarHocTuku in vitro. WHdopmaums,
npenocTaBnsemMas marotosuteneMm (Mapkuposka). Yacte 1. TepMuHbI, onpeaeneHus un obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauunmHckne uspenusa Ans AMarHoCcTuMkuM in vitro. WHdopmaums,
npeaocTaBnsemMas n3rotoputenemMm (Mapkumposka). Hactb 2. PeareHTbl Ans AMArHOCTUKMK in vitro
Ansa NnpodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 W3genusa MeaumUMHCKUE Ana  AuarHoctmku in vitro. OueHka

CTabunbHOCTM peareHToB A9 AMarHOCTUKM in vitro

MpuMmeyaHue - YKasaHHble Bbllle CTaHAApPTbl 6blIM AENCTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEeHeHWto. B fanbHeliweM, Npyn Noib30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuUTb
[leAICTBUE CCbISTOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO Npu MPUMEHEHUM HACTOSLWEro J[AOKYMeHTa CneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHBLIM) AOKYMEHTOM.
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16 ALOPEC AN OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa W COOTBETCTBYET TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadyecTtsa ISO 9001 B
obnactn paspabotku, nponssoacTBa M nNpoaaxu IVD peareHToB 1 npnbopoB Ans MosieKynspHo-
reHeTUYeCcKoM AMArHoCTUKK, W apyroro nabopatopHoro npumeHeHus, u ISO 13485 B obnactu
pa3paboTku, npoumssoacTBa M npogaxun IVD peareHToB wn npmbopoB AN MeAMUMHCKOM
MOJIEKYIAIPHO-FEHETUYECKON ANArHOCTUKMN.

MpousBoanTenb: O6WeCTBO C OrpaHUYEeHHOMW OTBETCTBEHHOCTb <«[HK-TexHonorms TC»
(000 «OHK-TexHonormns TC»), Poccus.

Appec npoussoauTens:

117246, Poccus, r. MockBa, npoe3a HayuHbii, . 20, ctpoeHue 4.

Mecto npou3sBoAacTBa:

000 «[HK-TexHonorunsa TC», 117246, Poccus, r. Mocksa, npoe3ag HayuHbiii, 4. 20, ctpoeHue 4.

Mo BompocaM, KacawwuMmcs kadectBa Habopa peareHToB, cnegyeT obpawaTtbcs B
CNyX6y KIMEHTCKOWN MOoAAEPXKMU.
Cnyx6a KNMEHTCKOM NOAAEPKKU:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIN)
+7 (495) 640-16-93 (ansa crpaH CHI v 3apybexbs, 3BOHOK MIaTHbIN)

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

CokpaujeHHas Mmetoauka BbigeneHnsa PHK
U3 nccnepgyemoro marepmana (Maskm M3 HOCOIJIOTKU U POTOIJIOTKM)

C ncnosib3oBaHueM KoMmrsiekra peareHtos NMPOBA-HK.

BHUMAHME!

1. Mepean Havanom paboTbl HEO6XO0AMMO AOCTAaTb M3 XONOAMNbHUKA KOMMJIEKT peareHToB
ONS BblAeNIeHNS HYK/IEMHOBbIX KWCNOT U MPOKOHTPOAMPOBATb OTCYTCTBME oOCagka B
nvsupylweM pacteope. B cnydae BbimageHuns ocajka NM3MpYOWKMIA  pacTBop cneayet
nporpeTb npu 65 °C 40 NOSIHOro pacTBOpPeHUs ocajika, 3aTeM rnepeMellaTb NnepeBopayvymBaHmneM
¢dnakoHa BBepx AHOM 5-10 pa3, usberas neHoobpa3oBaHMs.

2. Mpn nporpeBaHun NpobMpoOK BO3MOXXHO OTKpbiBaHMe Kpbiwek! CneayeTr ncnoab3oBaTb
npobupkn ¢ 3awénkuBarowmMMmncs Kpbiwkammn (Hanpumep, Eppendorf Safe-Lock Tubes) wnn
nporpaMMmpyembie  TepMocCTaTbl C  MPUXUMHOM  KpblWKOW  (Hanpumep, TepMocTtaT
TBEpPAOTENbHbLIA NporpaMmmpyembin  ManorabaputHeln TT-1-«OHK-TexH.», npou3BoAacTBa
000 «HIMO OHK-TexHonorus»).

1. MpoMapkunpyinTe No o4HOM 04HOPA30BOM NNACTMKOBOW Npobupke o6vémomMm 1,5 mn ansa
Ka>Aoro Hem3BecTHoro obpasua 1 oTpuuaTenbHOro KOHTpoabLHOro obpasua (K-).

2. BHecuTe B Kaxayt npobupky no 10 MKN npeaBapuTeENbHO MepeMeLlaHHoro Ha
MUKPOLIEHTPUGYyre-BopTeEKCE BHYTPEHHEr0 KOHTPOJIbHOro obpasua PHK-BK "A" u3

Habopa peareHToB Bupyc N'punna A HIN1pdmO09.

3. [obasbTe B Kaxayto npobupky no 300 MKA NU3MpyloLWEero pacTeopa, He Kacasacb Kpas
npobupku.

4, BHecuTte B npobupku Ans HeusBecCTHbIX obpasuoB no 100 mkn wuccnenyemoro
MaTepuana.

5. BHecute B npobupky, npoMapkmpoBaHHyt «K-», 100 Mkn oTpuuaTtesnbHOro

KOHTpOsibHOro obpasua. MI0THO 3akpolTe nNpobupkn, BCTPAXHUTE NpobupkM Ha
MUKpOLEeHTpudyre-sopTekce B TeyeHmne 3-5 c.

TepmocTtaTnpyinTe npobupku npu Temnepatype 65 °C B TeueHne 5 MuH.
LeHTpndyrnpymnte npobmpkun Ha MmkpoueHTpudyre-sopTekce B TedeHme 3-5 c.

8. [JobasbTe B Kaxayto npobupky no 400 MKA peareHTa 4na npeumMnuraumu, He Kacasicb
Kpast Npobupkun, 3aKponTe NpobupKn n BCTPSAXHUTE NPOBUPKN Ha MUKpOLEeHTpuUdyre-
BOpTeKce B TedeHune 3-5 cC.

9. LenTtpudyrupyinte npobupkm npu RCF(g) 12000-16000 B TeyeHme 10 MuH npu
KOMHaTHOM TemnepaTtype (o1 18 °C go 25 °QC).

10. He 3apeBas o0cagoK, MOMHOCTbIO yAdanuTe HaAOoCaAOYHYH >XWUAKOCTb (OTAESbHbIM
HaKOHEYHMKOM M3 KaXkaoMm Npobupkn).

11. [JobaBbTe k ocagky no 500 Mkn npombiBOYHOro pactBopa N21, He Kkacascb kpas
npobupku, 3akporite NpobUPKM N akKypaTHO nepeBepHUTe Npobupkn 3-5 pas.

12. UeHTpuoyrmnpynte npobupku npu RCF(g) 12000-16000 B TeyeHne 1 MuH nipwu

KoMHaTHoM TemnepaTtype (ot 18 °C go 25 °QC).
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MpunoxxeHue A

13. He 3ameBas 0cafoK, MOSHOCTbIO yAanuTe HaAo0CaZO4YHYH KWMAKOCTb (OTAENbHbIM
HAaKOHEYHWKOM U3 Kaxaon npobupku).

14. [JobasbTe Kk ocagky no 300 MkA npombiBOYHOro pacrteopa N92, He kacasdcb Kkpas
npobupkmn, 3aKponTe NpobUpKU N aKKypaTHO rnepeBepHUTe Npobupkun 3-5 pas.

15. LUeHTpndyrnpynte npobupkm npu RCF(g) 12000-16000 B TedeHme 1 MWH npu
KOMHaTHoM TemnepaTtype (o1 18 °C go 25 °QC).

16. He 3ageBass 0cagoK, MOMHOCTbIO yAanuTe HaAoCaAO4YHYH XWMAKOCTb (OTAeNbHbIM
HaKOHEYHWMKOM M3 Kaxaonm npobupku). [onyckaeTcsd OCTaBUTb XKWUAKOCTb,

NMoKpbiBatoLy ocanok, 06bémoM He 6onee 20-30 mkn.

17. OTkponTe NpobMpKn 1 BbICYLLNTE OCAAO0K NMpu Temnepartype 65 °C B TeueHme 5 MuH.
18. Job6aBbTe K ocagky no 50 Mkn 6ydepa ans pactBopeHus, 3aKkponTte Nnpobupku.
19. BcTpaxHuTe npobupkn Ha MUKpoUeHTpUdyre-eopTekce B TeyeHme 3-5 ¢ u ocaauTe

Kannm ueHtTpudyrnposaHmuem npobupok B TeyeHme 3-5 c.

20. TepmoctatTmpyinte npobupku npu Temnepatype 65 °C B TeyeHue 5 MuH. BcTpaxHute
npobupkun Ha MMKpoLeHTpuUdyre-sopTekce B TedeHne 3-5 c.

21. OcaauTe koHgeHcaT ueHTpudyrmposaHuem npm RCF(g) 12000-16000 B TeveHne 30 ¢

npun KoMHaTHoM TemnepaTtype (oT 18 °C go 25 °C).

Mpenapat PHK rotoB Ansa nNOCTaHOBKWM peakuuu o6paTHOW TpaHCKpUnuum U
MoJIMMepasHoi LEMHOM peakunm.

MonyyeHHbIn Npenapat PHK HeobxoaMMO B TeyeHMe ABYX 4acOB WCMOAb30BaTb 4SS
MOCTAHOBKM peakuMnu o06paTHOM TPaHCKPUMNUMM U MNONMMEPA3HOM LENHOM peakuuu.
[Ons BO3MOXXHOCTM NpOBeAEHUS MOBTOPHOIO mMccrenoBaHus ocTtaBliytocss PHK cneayet cpasy
XXe MOMECTUTb B MOPO3WJIbHYIO KaMepy M XpaHWUTb Mpu TemnepaTtype He Bbille MMHYC 18 °C

He 6onee 7 cyToK, HE pa3Mopa)kMBas [0 NMOCTAHOBKMU.
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Mpuno>xeHue b

MapamMeTpbl Tecta, KOTOpblie He06X0AMMO BHECTU B NporpaMMHoe obecneueHune
AeTeKTUpyrouwmnx amnampukatopoB «ATnpanm>», «ATnant»
npu ncnonb3oBaHuun Habopa peareHToB Bupyc N'punna A HIN1pdmO09

B (hacoBke S

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakumoHHOM cMmecn — 40 MKN;

3) B okHe «[lporpamma amMnandukaunmn» BBECTU creayolimMe napaMeTpbl:

N2 Yucno Pe>xnM onTuyeckKkmx
TeMmnepartypa, °C MUWH C - Tun 6noka
6510ka LIMKJ1I0OB n3MepeHnm

1 35 15 0 1 Lwnkn

2 92 0 30 1 Lunkn
92 0 10

3 8 Lwnkn
64 0 15 \
90 0 5

4 40 Unkn
64 0 15 v

5 64 0 5 1 Lunkn

6 10t XpaHeHune XpaHeHune

\/ - PEXUM ONTUYHECKUX M3Mep6HMl‘;1

4) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:

Fam Hex Rox Cy 5 Cy 5.5
Influenza A
H1N1pdmO09 BK ) ) )

1 - jonyckaeTca xpaHeHue npu Temnepatype 25 °C
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MpunoxxeHue B

MapamMeTpbl TecTa, KOTOpbIE Heo6xoaMMO BHECTU B nporpamMmMmHoe obecneueHue

AeTeKTUpyLMX aMnpukaTopoB «ATnpanm>», «ATnaur»

npuv ncnosib3oBaHuun Habopa peareHToB Bupyc lpyunna A HIN1pdmoO09

1) Konnuectso npobupok B Tecte - 1;

2) O6bEM peakuMoHHOM cMmecn — 18 MKkn;

B ¢hacoBke U

3) B okHe «[lporpamma amMnandukaunmn» BBECTU creayolmMe napaMeTpbl:

N2 Yucno Pe>xnM ontnyeckux
TeMmnepartypa, °C MUWH C - Tun 6noka
6510ka LMKJIOB n3MepeHunmn
1 47 20 0 1 LUukn
2 95 5 0 1 Lnkn
94 0 10
3 50 Lnkn
64 0 15 \
4 80 0 1 1 Uwnkn
5 101 XpaHeHune XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHMNIA
4) BHecTn cnegyrouwme napamMeTpbl KaHan0B AeTeKUUN:
Fam Hex Rox Cy 5 Cy 5.5
Influenza A
H1N1pdmO09 BK i ) )

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 25 °C

Homep 1016-1
2024-04-22
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	9.1 Учёт результатов амплификации осуществляется автоматически с помощью программного обеспечения, поставляемого с детектирующим амплификатором.
	9.2 При использовании детектирующих амплификаторов CFX96 следует использовать регрессионный тип анализа (Cq Determination Mode: Regression), во вкладке «Baseline Subtraction» необходимо выбрать «Baseline Subtraction Curve Fit».
	9.3 Интерпретация результатов проводится в соответствии с таблицей 8. Результаты постановки валидны, если выполняются условия интерпретации результатов, полученных для контрольных образцов.
	Таблица 8 – Интерпретация результатов ОТ-ПЦР

	9.4 Недостоверный результат может быть связан с присутствием ингибиторов в препарате НК, полученном из биологического материала; ошибками преаналитического этапа, неверным выполнением протокола анализа; несоблюдением температурного режима амплификации...
	9.5 При получении положительного результата для отрицательного контрольного образца результаты всей постановочной серии считают недостоверными. В этом случае необходимо проведение специальных мероприятий для выявления и устранения возможной контаминации.
	9.6 При получении отрицательного результата для положительного контрольного образца результаты всей постановочной серии считают недостоверными. В этом случае требуется повторная постановка амплификации всей партии образцов.

	10 ТРАНСПОРТИРОВАНИE, ХРАНЕНИE И ЭКСПЛУАТАЦИЯ
	10.1 Транспортирование
	10.1.1 Транспортирование набора реагентов осуществляют в термоконтейнерах с хладоэлементами всеми видами крытого транспорта при температуре внутри термоконтейнера, соответствующей условиям хранения компонентов, входящих в состав набора реагентов.
	10.1.2 Допускается транспортирование набора реагентов, за исключением фермента Taq/RT, в термоконтейнерах с хладоэлементами всеми видами крытого транспорта при температуре внутри термоконтейнера от 2  С до 25  С не более 5 суток.
	10.1.3 Допускается транспортирование фермента Taq/RT в термоконтейнерах с хладоэлементами всеми видами крытого транспорта при температуре внутри термоконтейнера до 25  С не более 5 суток.
	10.1.4 Наборы реагентов, транспортированные с нарушением температурного режима, применению не подлежат.

	10.2 Хранение
	10.2.1 Все компоненты набора реагентов, за исключением фермента Taq/RT, следует хранить в холодильнике или холодильной камере при температуре от 2  С до 8  С в течение всего срока годности набора реагентов.
	10.2.2 Смесь для амплификации и смесь для амплификации, запечатанную парафином, следует хранить в защищённом от света месте.
	10.2.3 Фермент Taq/RT следует хранить в морозильной камере при температуре от минус 18  С до минус 22  С в течение всего срока годности набора реагентов.
	10.2.4 Наборы реагентов, хранившиеся с нарушением регламентированного режима, применению не подлежат.

	10.3 Указания по эксплуатации
	10.3.1 Набор реагентов должен применяться согласно действующей версии утвержденной инструкции по применению.
	10.3.2 Для получения достоверных результатов необходимо строгое соблюдение инструкции по применению набора реагентов.
	10.3.3 После вскрытия упаковки компоненты набора реагентов следует хранить при следующих условиях:
	10.3.4 Наборы реагентов с истекшим сроком годности применению не подлежат.


	11 УКАЗАНИЯ ПО УТИЛИЗАЦИИ
	11.1 При использовании набора реагентов в клинико-диагностической лаборатории образуются отходы класса В, которые утилизируются в соответствии с требованиями СанПиН 2.1.3684-21 и МУ 1.3.2569-09.
	11.2 Наборы реагентов, пришедшие в непригодность, в том числе в связи с истечением срока годности, повреждением упаковки, подлежат утилизации в соответствии с требованиями СанПиН 2.1.3684-21.

	12 ГАРАНТИИ ИЗГОТОВИТЕЛЯ
	12.1 Предприятие-изготовитель гарантирует соответствие набора реагентов требованиям технических условий при соблюдении условий транспортирования, хранения и эксплуатации, установленных техническими условиями.
	12.2 Срок годности набора реагентов – 12 месяцев при соблюдении всех условий транспортирования, хранения и эксплуатации.

	13 РЕМОНТ И ТЕХНИЧЕСКОЕ ОБСЛУЖИВАНИЕ
	14 СИМВОЛЫ, ИСПОЛЬЗУЕМЫЕ ПРИ МАРКИРОВКЕ НАБОРА РЕАГЕНТОВ
	15 ПЕРЕЧЕНЬ ПРИМЕНЯЕМЫХ НАЦИОНАЛЬНЫХ СТАНДАРТОВ
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<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /None

  /Binding /Left

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Error

  /CompatibilityLevel 1.4

  /CompressObjects /Tags

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /CMYK

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments true

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Preserve

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 300

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.50000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /ColorImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasGrayImages false

  /CropGrayImages true

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 300

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.50000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /GrayImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasMonoImages false

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 1200

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox true

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile ()

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<



    /BGR <>

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /DEU <>

    /ESP <>

    /ETI <>

    /FRA <>

    /GRE <>



    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)

    /HUN <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)

    /NOR <>

    /POL <>

    /PTB <>

    /RUM <>

    /RUS <>

    /SKY <>

    /SLV <>

    /SUO <>

    /SVE <>

    /TUR <>

    /UKR <>

    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /ConvertColors /ConvertToCMYK

      /DestinationProfileName ()

      /DestinationProfileSelector /DocumentCMYK

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /MediumResolution

      >>

      /FormElements false

      /GenerateStructure false

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PreserveEditing true

      /UntaggedCMYKHandling /LeaveUntagged

      /UntaggedRGBHandling /UseDocumentProfile

      /UseDocumentBleed false

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



