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CMUCOK COKPALLEHUA N OBO3HAYEHWI

B HacTosaweln MHCTPYKUNN NCNONb3YKTCA cneayrwme CoKpaleHna m o603HaueHuns:

RCF - OT aHrn. relative centrifugal force, oTHocuTenbHOE yCKOpeHue LueHTpudyru
BK - BHYTPEHHWN KOHTPOSb

an - JOBEpUTENbHbIA MHTEepBan

AOHK - e30KCMpUBOHYKNenHoBas KnucnoTta

OHKa3bl - Ae30KCMpuboHyKneasbl

1B - NHTepdepupyrLMe BewwecTBa

K- - oTpuLaTenbHbI KOHTPONbHbIA 0bpasel,

K+ - MOJIOXUTENbHbIN KOHTPO/bHbIM 0bpaseL,

kOHK - KOMMJIeMeHTapHas Ae30KCUPUOOHYKIEMHOBAs KUCNOoTa
KO - nabopaTopHbIA KOHTPONbHbIM obpasel,

HK - HyKnenHosble kncnotbl (PHK n AHK)

OPBMU - OCTpble pecnupaTopHble BUPYCHble MHMEeKLNK

oT - obpaTHasa TpaHcKpunums

MLP - NoNMMepasHasa uenHasa peakumd

PHK - pnboHYyKnenHoBas KnMcnoTta

PHKa3blI - puboHykneasbl
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NPEAHA3BHAYEHHOE NPUMEHEHUE

NMonHoe HauMMeHoBaHue Habopa peareHToB: Habop peareHToB Ans BbissrneHus PHK
Bupyca rpunna A (Influenza A virus) metogom OT-TLP B pexnme peanbHOro BpeMeHM

(Bupyc 'punna A), ganee no TekCTy — Habop peareHToB.

Ha3HaueHune: Habop peareHToB npeaHasHayeH Ans BbisBneHus PHK Bupyca rpynna A
(Influenza A virus) B 6uonormyeckoM maTepuane 4yenoseka (Masok W3 HOCOIMIOTKWU,
pOTOrNoTKM, G6POHXO0ANbBEONAPHbLIN NaBax, dHAOTpaxeasnbHbli, Ha3odapuHreanbHbIn
acnupart, MOKpoTa) MeToaoM 06paTHOM TpaHCKPUNLUMM 1 NOSIMMEPA3HON LIenHOM peakumm

B peXunMe peasibHOro BpeMeEHN.
(DYHKLI,MOHa}'IbHoe HasHayeHue: anarHocTuka in vitro.

lMokaszaHuAa K NpoBeAeHUI0 nccnesoBaHns:

- HanmMyue CUMNTOMOB W KOHTAKT C 60sbHbIMKM OPBU;

- npebbiBaHMe B o4varax WHdekuum (C uUenbi paHHEro BbISB/IEHUS BO3MOXHOMO
MHPUUMPOBaHNA N NpeaoTBpaLleHns AasibHEeNWero pacrnpocTpaHerHms).

|-|p0TMBOI'IOKa3aHM[;I K MPUMEHEHUIO HET.

MonynsaumMoHHble W aemMorpaduyeckne acnekTbl: MNpPUMEHEHME Habopa peareHToB

HE 3aBUCUT OT NONYNALUNOHHbIX N LI,EMOFpaCIDM‘-IeCKVIX aCneKToB.

Obnactb npuMeHeHusi: Habop peareHToB MOXET ObiTb WMCNOMb30BaH B KJIAWMHUKO-

ANarHoCcTmyeckmnx nabopaTopmsix MEAULIMHCKUX YUPEeXAEHUN.

MoTeHUuManbHble MOMb30BaTENN: KBaMPUUNPOBAHHbIA NepcoHan, 06y4YeHHbI MeToaaMm
MONEKYNSIPHOM AMArHOCTUKM U MpaBuiaM paboTbl B KAMHWUKO-AWMArHOCTMYECKOM

nabopaTopuu.

MpuMeHsATb Habop peareHTOB CTPOro MO HA3HAYEHUIO COMMACHO AAHHOW MHCTPYKLUK

no NpMMeEHEHUO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

" HK-TEXHONOT Us

R3-P452-S3/9, bacoBka S, ctpunbl

HoMunHanbHbIM

KOHTPO/bHbI 06paseu?

N Konnyectso ..
HavmMeHoBaHMe KOMMOHEHTOB BHewHn Bua 06BEM
npobupok
KOMMOHEHTa
Mpo3payHas 6ecuBeTHasa unm
Cmecb gna amnandukaumm, 12 cTpunos
po30Bas XWAKOCTb MoA no 15 mkn
3ane4ataHHas napaduHoM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
OT-MNuP-6ydep Mpo3payHas 6eclBeTHas XNAKOCTb 1 npobupka 1,62 mn
Mpo3payvHas 6ecuseTHas BA3Kas
®epmeHT Tag/RT Posp 4 1 npobupka 55 Mmkn
XUAKOCTb
BHYTpeHHUI KOHTPOJIbHbIN
Mpo3payHas 6ecuBeTHas XNAKOCTb 1 npobupka 1,0 mn
06pa3eLl. PHK‘BK ||A||1 p p 1) A p p 4
MonoXuTenbHbIN
Mpo3payHas 6ecuBeTHas XNAKOCTb 1 npobupka 130 Mmkn

KpbIWwK® anga cTtpmnos

12 wr.

R3-P452-23/9, ¢bacoBka S, npo6bupkm

HoMunHanbHbIM

KOHTpOSbHbI 06pasew!

. Konnuectso ..
HanMeHoBaHMe KOMMOHEHTOB BHewHnn Bng 061LEM
npobupok
KOMMOHEHTa
Mpo3payHas 6ecuBeTHas unm
Cmecb ans amnnmdukauum,
p030Bast XXMAKOCTb NoA, 96 npobupok no 15 mMkn
3aneyaTtaHHasa napaduHOM
BOCKOO6pa3HbIM 6enbiM crioem
OT-TMLUP-6ydep Mpo3payHas becuBeTHas XWAKOCTb 1 npobupka 1,62 mn
Mpo3payHas 6ecuBeTHas BsA3Kas
depmeHT Taq/RT Posp 4 1 npobupka 55 Mkn
XUAKOCTb
BHYTPEHHUI KOHTPOSbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 1,0 mn
o6pasel; PHK-BK "A" posp 4 A pobnp
MonoXuTenbHbIN
. L Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTPO/bHbIN 06pasel,
R3-P452-UA/9, dhacoska U
HoMuHanbHbIN
. Konwnyectso .
HavMeHOBaHMe KOMMNOHEHTOB BHewHnn BuA 06BbéM
npobmupok
KOMMOHEHTa
Mpo3payHas 6ecuseTHasa nam
CMecb ans aMmnnmdukaumm posp 4 1 npobupka 600 mMkn
po30Bast XUAKOCTb
OT-MNuUP-6ydep «U» lMpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 600 mMkn
Mpo3payHas becuseTHas BA3Kas
®epmeHT Taq/RT posp H 1 npobupka 30 MKn
XMAKOCTb
BHYTPEHHUI KOHTPOJIbHbIN n 6 1 6 1.0
o3payHas 6ecuBeTHast XUAKOCTb npobupka M
06pa3eLl, PHK_BK IlAul p p i) Jil p p /
MonoXuTenbHbIN
lMpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn

1 - Ha 3TUKeTKe KOMMOHEeHTa Ans BceX dhacoBok «MMofOXUTENbHbIN KOHTPOMbHbLIN 06paseLl» ykasblBaeTcs
Kak «K+», «BHyTpeHHWN KOHTpONbHbIN obpa3el PHK-BK "A"» yka3biBaeTcsa kak «PHK-BK "A"»

5
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Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMNPUMEHEHUIO WU He TpebyloT
AONONHUTENbHOM NOArOTOBKKM K paboTe.
KoMNNeKTHOCTb:
- Habop peareHTOB B O4HOM U3 BAapWUaHTOB UCMNOMHEHUS — 1 WT.;
- WNHcTpykuma no npuMeHeHuto — 1 aks3.;
- Bknagbiw - 1 3K3.;

- [MacnopTt - 1 3k3.

2.2 KonnuectBo aHannsmnpyembix ob6pasuos

Habop peareHToB B (hacoBke S paccumTaH Ha npoBegeHue 96 onpegeneHuin (He 6onee
12 nocTtaHOBOK), BKJIlOYash aHanM3 HEM3BECTHbIX 06pasuLoB, OTPULATESNbHbIX KOHTPOSbHbIX
06pasL0oB M NONOXUTENBHbIX KOHTPO/IbHbIX 06pa3LIOoB.

Habop peareHTOB B (acoBke U paccuMTaH Ha npoBeaeHume 96 onpeneneHunin npwu
YC/I0BMW MOCTaHOBKM He MeHee 5 obpa3uoB B 0AHOM uccnenoBaHum (3 HemsBecTHbIX o6pa3ua,

OTpULATENbHbIA U MONOXUTENbHbIA KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHuMn MeToaa

Metoa: ofpaTtHas TpaHckpunuus PHK ¢ nocneaywowen  amnaundukaumen
CUHTE3NpOoBaHHbIX dparmeHToB kHK MeToaOM nonuMmepasHon uenHon peakumn (OT-MLP)
B peXXmMme peasnibHOro BpEMEHW; Ka4yeCTBEHHbI aHanms.

MpuHUMN MeTOAA OCHOBAH Ha MCMNONbL30BaHMK Npouecca obpaTHoM TpaHckpunuum PHK
n nocneaywuwen amnampukaumn kAHK, 3aknodalowencs B MNOBTOPSOWMXCS  UMKNax
TeMnepaTypHou JeHaTypaummn OHK, oTXXUra npanmepos C KOMMJ/IeMeHTapHbIMMU
nocnefoBaTeNIbHOCTAMM U MOCAeAyoWen AOCTPOUKM  MOAUMHYKNEOTUAHBLIX Lenen € 3TUX
npammepoB Tag-noanMepason.

Stanbl 0bpaTHol TpaHckpunuum PHK m MUP-amnnndmkaumm kAHK npoBoaaT B ogHOM
npobupke, 4YTO NOBbLILWAET YYBCTBUTENbHOCTb METOAA, YMEHbLUAET BEPOSATHOCTb KOHTAaMUHALINMK U
CHMXXaeT BpeMS NpoBeAeHns nccneaoBaHums.

Ona noBblWeHNs 4YyBCTBUTENBbHOCTM W CrneumMdUyHOCTM peakuum npenycMoTpeHo
npuMeHeHne <«ropsadero» crapTta. [opsauuMn crtapT obecneuymBaeTcsa  MCNOSb30BaHUEM
Tag-nonumepasbl, 650kMpoBaHHOM aHTUTenamu. CrapT MONMMEpPa3HOW LENHOW peakumu
NPOUCXOAUT TOMIbKO MNpu TeMnepaTypHOW Anccoumnaumm KoMmnaekca Tag-nonmmepasbl U aHTuTen,
UTO UCKJIKOYaeT Hecneumdunyecknin omkur npamnmepos Ha AHK-MuweHn npu HavyaabHOM Nporpese
npobupku.

B coctaB Habopa peareHTOB BKJ/IHOYEH BHYTPEHHUN KOHTPO/bHbLIN obpa3sey PHK-BK "A",
KoTOopbI AobaBnsaeTcs B aHanu3anpyemble obpa3subl Ha ctagmu BblgeneHns PHK n npegHasHadeH
Anga oueHkn 3Tana BblgeneHns PHK mn kadectBa npoxoxaeHus ob6paTHOM TpaHCKpUNuMu wm
nonmmepasHon uenHon peakumm (OT-MUP).

B peakumMoHHY cMecb ans amnandukaumm seeaeHbl JHK-30HAbI, KaXabli U3 KOTOPbIX
cooepXut GnyopecueHTHYO MeTKy U racutens dnayopecueHumn. [Tlpn  obpasoBaHum
cneundunyHoro npoaykra AHK-30HA4 pa3spylwaercs, AeicTBMe racutenss Ha (payopecueHTHYHo

METKY MpeKpallaeTcs, 4YTO BeAET K BO3pacTaHMIO YpOBHS dyopecueHunun. Konuyecrtso
6
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pa3spyleHHbIX 30HA0B (&, cnejoBaTenbHO, W ypoBeHb  dnyopecueHuuu)  BO3pacTaeT
NponopunoHanbHO KonuyecTsy 06pa3oBaBLUMXCS Ccheunduyeckux amMnnkoHoB. YpPOBEHb
dyopecLeHLnn n3MepseTcs Ha KaXkaAoM Unkne aMnimdukaunmm B pexmme peanbHOro BpeMeHH.

B coctae AHK-30HAOB, WCNONB3YKOLWUXCA ANA AETEKUMM NpoAyKTa amnamdukauum
nckomon kAHK Bupycos rpunna A (Influenza A virus), BkatoyeHa dryopecueHTHas MeTka Fam.

B coctras [AHK-30HAOB, WCMNOAb3yOLWUXCA A8 AeTeKuMn MnpoayKTa BHYTPEHHero
KOHTpONbHOro obpasua, BXxoauT dNyopecueHTHbIn Kpacutenb Hex. B Tabnuue 1 npuBeaeHsl

KaHanbl AETEKUNN NMPOAYKTOB aMI'I}'IVI(bVIKaLJ,VIVI.

Tabnuuya 1 - KaHanbl getekumy npoayKToB amnandukaumm

Fam/Green Hex/Vic/Yellow Rox/Orange Cy5/Red Cy5.5/Crimson

Influenza A virus BK* - - -

* - BHYTPEHHWUI KOHTPOsbHbI obpasen, PHK-BK "A"

WccnenoBaHue COCTOMT M3 cCrneayowmx 3TanoB: BblaeneHune PHK (npobonoarotoska),
peakums obpatHoi TpaHckpunumu PHK wn TMUP-amnandukaums kAHK ¢ ogHoBpeMeHHOWM

AEeTeKuMen pe3ynbTaToB C UCMoOSIb30BaHMEM Habopa peareHToB Bupyc Mpunna A.

2.4 BpeMs nposeneHus aHanusa (Bko4vas npobonoAroToBKy): oT 2 yacoB (B 3aBUCUMOCTHU
OT KonmyecTBa 06pasuoB M MCMNONb3yeMoro Habopa/KOMMiekTa peareHToB Ans

BblageneHns PHK).
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3 AHAJIMTUMECKUE N ANATHOCTUYECKUNE XAPAKTEPUCTUKHA

3.1 AHanuTmnyeckas cneumduyHOCTb

B ob6pa3uax 6uonornyeckoro matepuana denoseka, cogepxawmnx PHK Influenza A virus,
nporpaMMHoe obecrneyeHue fAeTekTUpylowWwero amnandukaTopa AO/KHO PerncTtpuposaTb
NOMOXUTENbHbIN pe3ynbTaT aMmnaMdukaunm cneumdpunueckoro npoaykta (dparmeHta reHoma
Influenza A virus) no 3asiBfIeHHbIM KaHanaM AeTeKuuun.

B obpasuax 6uonorunuyeckoro MaTtepmana, He cogepxawmux PHK Influenza A virus,
nporpamMMHoe obecrneyeHne AeTekTUpylowero amnandukatopa AOMXKHO perncTpupoBaTthb
oTpuuaTenbHbIA pe3ynbTaT amnandukaumn cneumdpuueckoro npoaykra (dparmeHta reHoma
Influenza A virus) 1 NONOXUTENbHbINA pe3ynbTaT aMmnandmKaumMm BHyTPEHHEro KOHTPOS.

Moka3aHO OTCYTCTBME MepeKpecTHbIX Hecneumdbuyecknx peakumin KaKAon U3 cUCTeM
O/INTOHYKNEOTMA0B, BXOAAWMX B COCTaB Habopa peareHTOB MO OTHOLWEHWID K BUpycaM,
onpeaensieMblM ApyrMMm CUCTEMaMu.

Moka3aHo OTCYTCTBME Hecneun@uuecknx rnosioXXMTENbHbIX Pe3ybTaToB aMnandukauum
npu Hannuum B obpasue PHK 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, OHK 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
yenoBeka B KOHLeHTpauun ao 1,0 x 108 konwuit/mn obpasua.

B xoae npoBeAeHUs BanMAAUMOHHbLIX MCMbITAHUN NOKasaHO Hanuuune cneunduyeckmnx
pe3ynbTaToB amMmnandukaumm npm Hanmumm B obpasue PHK, BbigeneHHom n3a 17 wraMMoB rpmnna

A cy6TmnoB A(H1IN1)pdmO09 n A(H3N2) pasnmuHbiX 3NMAEMUYECKNX CE30HOB.

3.2 NHTepdepupytowme BewecTsa

Hannume B ob6pasuax 6uonormyeckoro marepumana WHTepdepupyrowmMx BELEeCTB,
KoTOopble  MOryt wuHrmbuposatb [ILUP, MoOXeT ABAATbCA  MPUUMHOM  COMHUTENbHbIX
(HeonpeaenéHHbIX/He[oCTOBEPHbLIX) pe3ynbTaToB. [1puU3HAKOM MOSHOrO UHrmbmposaHus TLP
SABNSIETCA OAHOBPEMEHHOe OTCYTCTBME aMNnndmKaunm BHyTPEHHEro KOHTPOAS U cneumduyeckmnx
NpoAYKTOB.

K nHTepdepunpyoWwmnmM BewecTtsam, MHrMbmnpyrowmm MNLP, oTHeECEHbI:
- 3HAOreHHble Bewecrea (LenbHas KpoBb, NENKOUUTDI, C/TIN3b);
- DJK30reHHble (BewecTBa, gobasnsembie B 06pa3ubl 6uomaTepmana BO BpemMs NpobonoaroToBku

(n30NponNMIoBLIA CNUPT N METUIALETaT), MECTHbIE NIEKAPCTBEHHbIE Mpenaparhl).
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MakcuMManbHble  KOHUEeHTpauuMnm  uHTepdepupylowmnx  BewecTs, MNpu  KOTOPbIX
He Habnaganocb BAWSAHME Ha npoBedeHMe amnandukKaumu, COoCTaBNAT: reMornobuH -
0,35 mr/mn obpasua PHK, mnsonponunosbii cnupt — 100 mkn/mn obpasua PHK, meTunauerart -
100 mkn/mn obpasua PHK.

NHTepdepupytowee BANSHUE TaKMX BELECTB, KaK NEeMKOUWUTbl, C/IN3b, MECTHble
NlekapCTBeHHble npenapaTbl, KOTOpble MOryT cogepxaTbca B o06pasuyax 6uomatepunana
B KJIMHMYECKM 3HAYMMbIX KOHUEHTpauusx, He Habntoganocs.

Ons  CHMXeHus KonunyecTBa WHTepdepupyrWwmMx BelecTs, WHrmbupytowmnx TLP,
Heobxoanmmo cobnogaTb npaBwna B3AaTMA 6uonornmyeckoro matepumana. lpu nooo3peHun Ha
Hanuumne B obpa3sue 6onblworo Konmyecrtsa MHrMbmuTopos MLP pekomeHayeTcs BbibMpaTb MeTOAbI
BblAEeNEHNS HYKNEMHOBbLIX KUC/IOT, MO3BOMISIOWME MPOM3BECTU UX MaKCUManbHOE yadaneHue n3

o6pa3L|.a, HE pEKOMEHAYETCA UCMNOS1b30BATb 3KCNPECC-METOAbI BblAENEHNA HYKNTENHOBbIX KNC/OT.

3.3 Mpenen obHapyxeHus

Mpenen o6HapyxeHusa: 10 KONWMA HYKNEMHOBOM KWUCAOTbl Ha aMnandUKauMOHHYHO
npobupky.

Mpenen obHapyXeHUs yCTaHOB/EH NYTEM aHalM3a CEPUNHbLIX pa3BeAEeHUN ABYX CEPUN
nabopaTopHOro KoHTposibHoro obpasua (J1IKO).

Mpepen ob6HapyxeHns PHK B o6pasue 6uomatepmana 3aBUCUMT OT MeToAa
npobonoarotoBkn obpasua n KoHe4yHoro o6béma BblaeneHHon PHK (06béma antouum).

Mpepen ob6HapyxeHus 10 KOMNWMA HYKNEMHOBOW KWUCAOTbl Ha aMnanMUKaLMOHHYHO
NpobupKy COOTBETCTBYET CNEAylOWMM 3Ha4YeHMsIM KOHUeHTpauum PHK B o06pa3sue npu

MCNoJsib30BaHUA Ha60pOB/KOMI'IJ'IeKTOB peareHToB Angd BblaeneHna HyKNEeNHOBbIX KUCOT.

HanMmeHoBaHue .. Mpepen
061EM
Habopa/xoMnaekTa o6Hapy)xeHus,
BuomaTtepuvan NoJIy4eHHOro .
ANA BblaesieHun CCRETE Y LT Konun/mn
PHK P ! o6pasua
MPOBA-HK 50 1000
Ma3ok 13 HOCOTIJ10TKMH, MPOBA-HK-S 50 1000
poTtornotku B 500 Mkn
TPaHCMOPTHOM cpeabl MPOBA-MY-HK-S 100 2000
MPOBA-MY DWP 100 2000

BpoHxoanbBeoNSPHbIN NaBax,
3HAOTpaxeanbHbIN, MPOBA-HK 50 1000
HazodapuHreanbHbIn acnupaT
MokpoTta (npepnobpaboTka c
MYKOJIU3UHOM)

MPOBA-HK 50 5000
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3.4 JnarHocrnyeckme xapakTepucTukm
AnarHocTtnyeckas AuvarHocrtunyeckas
4YyBCTBUTEJIbHOCTb cneumnd@PuyHOCTb
Bup 6uomartepuana
UccnepoBaHo 3HauyeHue, UccnepoBaHo 3HaueHue,
o6pasuos (95 % AON) o6pasuos (95 % AON)
100 % 100 %
2
Ma3Ku 13 HOCOrnoTKMU 25 (86,28 - 100) 5 (86,28 - 100)
100 % 100 %
2
Ma3Kku 13 poTornoTku 50 (92,89 - 100) 5 (86,28 - 100)
ﬁg;z(?)ZTMHreaanblﬁ " 45 100 % 35 100 %
P . (92,13 - 100) (90,00 - 100)
3HAOTPaxeanbHbIi
BpoHXxoanbBeonsipHbIf 25 100 % 25 100 %
naBax (86,28 - 100) (86,28 - 100)
100 % 100 %
2
Mokpora >0 (92,89 - 100) > (86,28 - 100)
100 % 100 %
1
Wroro 195 (98,13 - 100) 35 (97,30 - 100)
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4 MEPbI NPEAOCTOPOXHOCTHU

OpraHusaumsa pabotbl [LUP-nabopatopun, obopyaoBaHne wn MaTepuanbl LOMKHbI
cooTBeTcTBOBaTb TpeboBaHusaMm MTOCT P 52905-2007, meTtoauyeckmx ykasaHun MY 1.3.2569-09
«OpraHunsaumsa paboTbl nabopaTopuini, MCMOAb3YIOWKMX METOoAbl aMMIndUKaUNUM HYKNEMHOBbIX
KMUCNOT, Npu paboTe C MaTepuasioM, cogepXawmm MMKpoopraHmambl I-IV rpynn natoreHHoCcTu»,
Cc cobnofeHneM  caHuTapHbiXx npasun M HopMm  CaHluH  3.3686-21  «CaHuTapHo-
anngeMmnonornyeckue tpebosaHus no npopunakTuke MHPEKUNMOHHbIX BonesHemn».

HewnssecTHble 06pa3ubl paccMaTpMBalOTCA KaK MNoTeHumanbHO-onacHble. Mpu paboTe
c HabopoM peareHTOB cneayeT HaAeBaTb OAHOPA30Bble NepyaTky 6e3 TanbKa.

Mpu paboTte c MukpoopraHuamamm I-IV rpynn natoreHHOCTU BbIGOp TuMa 3alMTHOro
KocTioMa (paboueli opexabl U CpPeaCTB MHAMBMAYANbHOW 3alimMTbl) NPOBOAUTCS B CTPOroM
COOTBETCTBUW C CaHUTapHbIMK Npasunamu n Hopmamu CanluH 3.3686-21 n onpeaenseTcsa BUAOM
B0o36yauTens, paboyen 30HOM, ocHalweHWeM ee 6okcaMmn bruonornyeckon 6es3onacHoCTU.

Cnepyet UCnonb30BaTb TOIbKO 04HOPA30Bble HAKOHEYHUKN N NPOBUPKHU.

He ponyckaeTcsa uCNonb3oBaHWE OAHUX U TeX Xe HaKOHe4YHWKOB npu obpaboTke
pa3nnyHbix ob6pa3uosB bnonormyeckoro matepuana.

K pabote ¢ HabopoM peareHTOB [AOMyCKaeTCA MepcoHan, o6yyeHHbIn MeToAaM
MOSIEKYNAPHON AMarHOCTUKM U npaBunam paboTbl B KIMHUKO-AMArHocTuyeckomn nabopatopuu.

BoiaeneHne PHK cneapyet npoBoanTb B 60Kcax 6buonornyeckom 6eszonacHoctu II knacca.
MoarotoBky k OT-MUP c mncnonb3oBaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B [LIP-
bokcax.

3anpewaerca nepemelleHne nabopaTtopHoro obopyaoBaHus, B TOM 4ucne 403aTOPOB,
WwTaTnBoB, NabopaTOpHON MOCYyAbl, XanaToB, FONOBHbLIX YH6OpPOB M MNp., @ TakXe pacTBOPOB
peareHToB U3 OAHOro NoMeLleHns B apyroe.

Jo3aTopbl A0NXKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM MoBepeHbl (B aKKpeaMTOBaHHbIX
nabopaTtopusaix) U NpOMapKMpOBaHbI.

Mcnonb3oBaHHbIe 0OA4HOPA30Bble MPUHAANEXHOCTU (MPOBUPKM, HAKOHEYHUKUM WU Ap.)
OOMKHbI  cbpacblBaTbCd B KOHTEMHep AN MeAUMUMHCKMX  OTXOA4O0B,  COoAepXaluwni
Ae3nHdbuumpytowmnn pacteop (Npn HeobxoanMocTun).

MoBepxHOCTM paboumnx CTONOB, @ TaKXe NoMeLeHns, B KOTOPbIX NMPOBOAUTCS BblAeneHne
HYK/TEMHOBbLIX KUCAOT M noctaHoBka OT-MUP, cneayeTt obsizatenbHO, A0 M Nocne npoBeneHus
paboT, obny4yaTb C NnoMoublo HakTeEpUUMAHbBIX YCTAHOBOK B TedeHne 30 MUHYT.

Bce nosepxHocTn B nabopatopum (paboume crtonbl, wTaTuBbl, obopyaoBaHne 1 ap.)
eXe[HEeBHO noaBepralT BAaXxHoM ybopke C MpUMMEHEHUEM Ae3nHPUUNPYOLWMX/MOOLWMX

CpeAcTB, periaMeHTUPOBaHHbIX CaHUTapPHbIMKU rMpasuiaamm n Hopmamu CaHllnH 3.3686-21.

BHUMAHME! YTunmnamnposaTtb oTxo4bl ¢ npoayktamu MNMLUP HeobxoanMo TONbKO B 3aKpbiTOM BUAE.

He ponyckaeTtcs oTKpbiBaTb NMpobupku nocne amnandumkaummn (MY 1.3.2569-09).

Mpn wncnonb3oBaHum Habopa peareHTOB B KJMHWKO-AMarHoCTu4yeckown nabopatopum
obpa3sylTca oTXoabl Knacca B, KOTopble YyTUAM3UPYIOTCS B COOTBETCTBMM C TpeboBaHuaMMK

CaHuTapHbIX npasun U HopM CaHllmH 2.1.3684-21 «CaHuTapHO-3NMnaeMmnonormyeckue
11
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TpeboBaHus K coaepXXaHUo TEPPUTOPUIN TOPOACKUX U CENbCKUX NOCENEHUI, K BOAHbIM 06beKkTaM,
NUTbLEBOM BOAE W MNUTbEBOMY BOAOCHabXeHwto, aTMochepHOMYy BO3AYyXY, MNOYBAM, XWUbIM
noMeLleHnaM, aKCnayaTaunm npon3BOACTBEHHbIX, 06LLECTBEHHbLIX NMOMELLEHUN, OpraHn3aunm u
NpoBeAEeHUI0 CAHUTapHO-NPOTMBO3NNAEMUYECKUX (MPOPUNIAKTUYECKMX) MEPONPUSTUIA».

OnacHble KOMMNOHEHTLI B Ha6ope peareHToB

KoMnoHeHT Habopa Hanuume/otcytcrBue
YKasaHue Ha pUCKH
peareHToB OrNnacHoOro KOMNOHeHTa
Cmecb gna amnamdukaumm ABnsieTca 6e3onacHbIM
A ¢ H1n, A3ua HaTpus MeHee 0,1%
3anevyaTtaHHas napaguHoM AN KOHEYHOro nosib3oBartens
ABnsieTca 6e3onacHbIM
Cmecb gna amnnmdumkaumm A3ua HaTtpus MeHee 0,1%
AN KOHEYHOro nosib3oBartens
ABnsieTca 6e30nacHbIM
OT-MNuP-6ydep A3up HaTtpusa meHee 0,1%
AN KOHEYHOro nosib3oBaTtens
ABnsieTca 6e30nacHbIM
OT-MNupP-6ydep «U» A3up HaTtpusa meHee 0,1%
AN KOHEYHOIro nosib3oBaTtens
®epmeHT Tag/RT HeT onacHbIX BewecTs -
BHYTpPEHHUIN KOHTPOJIbHbIN ABnsieTca 6e30nacHbIM
yTP ,I? " A3up HaTtpusa meHee 0,1%
obpaszey PHK-BK "A ANg KOHEeYHOro nosib3oBatens
MonoXUTeNbHbIA KOHTPOJIbHbIN ABnsieTca 6e30nacHbIM
A3ua HaTpua meHee 0,1%
obpasel AN KOHEYHOrO nosib3oBaTtens

MNpu paboTe ¢ HabopoM peareHTOB CleAyeT WCMNoJib30BaTb CpeacTBa MHAMBUAYANbHOM
3alnUTbl ANS NPeAoTBPALLEHUA KOHTaKTa C OpraHM3MOM 4esioBeka. locne oKoHYaHusa paboThbl
TWATENbHO BbIMbITb PYKWU. M36€eraTh KOHTAKTa C KOXEN, rna3amMm U CIM3UCTbIMU 060/104KaMU.

MpX MCNOMb30BaHUN MO Ha3HAYEHUIO U COBNIOAEHUM Mep MPefOCTOPOXHOCTM KOHTAKT C
OpraHM3MOM YenoBeKa UCKIHOYEH.

He ncnonb3oBaTb Habop peareHToOB:

—  NpMW HapyLeHUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHUS ;

— NpuM HECOOTBETCTBMM BHELIHEro BMAA peareHTOB, YKa3aHHOro B Macrnopte K Habopy
peareHToB;

—  NpuW HapyLeHUN BHYTPEHHE YNaKoBKM KOMMOHEHTOB Habopa peareHToB;

— MO UCTEYEHMUIO CPOKA rOAHOCTM Habopa peareHToB.

MpumeyaHne - Habop peareHTOB He COAEPXMUT MaTepuanoB 6MONOMMUYECKOr0 MPOUCXOXAEHUS,
BELLECTB B KOHLEHTPaUMSX, 061a4aloWmnX KaHLEpPOreHHbIM, MyTareHHbIM AeMCTBMEM, @ TaKXKe BUSIOLWMX
Ha penpoayKTMBHYIO (dYHKLMIO 4enoBeka. lpu MCNONb30BaHMM MO HasHauyeHuo U cobnogeHun Mep

NPeaoCTOPOXKHOCTU ABMSETCH 6e30MacHbIM.

12
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Mpu pabote c HabopoM peareHToB TpebytoTca cneaywwme obopyaoBaHmne, peareHTbl U

pacxogHble MaTepUasbl:

dacoska S ®dacoBka U,
O6opyaoBaHue, peareHTbl AO3MpOBaHue
M pacxogHble MaTepuanbl aBTOMaTM3U-
CTpUnbI npobupkun | pyyHoe
poBaHHOE
MLP-6o0kc ha ha ha ha
aMnamnduKkaTop C AeTEKUMEN B pEXMME peanbHOro
. Aaa Aaa Aaa na
BpPEMEHMU
MUKPOLEHTpUdYyra-BopTeKkc Aaa Aaa Aaa na
OTOp 471 MUKpPOUEHTpUdyrmu-sopTekca ans
poTop A poueHTPHGbY . P A Aaa HeT HeT HeT
CTPMMNOBaHHbIX NPpobUpok 06bEMOM 0,2 Mn
XONOAWBHUK C MOPO3U/TIbHOW KaMepoWn Aa Aa Aaa na
wTaTmB «paboyee mecto» Ansa npobupok o6bEMOM 0,2 Mn HeT na na?2 HeT
wTaTtmeB «paboyee MecTo» A5 CTPMNOBAHHbIX NPo6UpPoK
. Aa HeT HeT HeT
o06bémom 0,2 mMn
wTaTtmeB «paboyee MecTo» Ans Npobupok o6bémMom 1,5 mn ha ha ha Aa
[03aTOpbl MEXaHNYECKME WU SNEKTPOHHbIE NEPEMEHHOIO
06bEMa oagHOKaHasbHble, NO3BOASIOWME 0TOMpPaTh 06bEM
Aaa Aaa Aaa na
»xuakoctn ot 2,0 o 20 MK,
o1 20 go 200 mkn, ot 200 ao 1000 mkn
0AHOpPa30Bble HAKOHEYHUKN C PUNbLTPOM AN
rnoslyaBToMaTUYeCKNX A03aTopos, cBo6oaHble 0T PHKa3 aa aa aa aa
1 AHKas, o6bémom 20 mkn, 200 mkn, 1000 mMkn
wTaTMB ANS A03aTOpPOB Aaa Aaa Aaa na
Npo6MpKN MUKpOLEHTPUDYXHble 06bEMOM 1,5 Mn
pobup poueHTpudy p na na na na
C Kpbllwkammn, ceoboaHblie oT PHKa3 u [IHKa3
npobumpkn aMmnnmpukaumnoHHbele 06LEmMom 0,2 Mn
C KpbllWwkammn, ceoboaHblie oT PHKa3 u [IHKa3 HeT HeT aa HeT
mnn mmkponadwert MUP 96 nyHok
0O[lHOpa30Bble NMepyYaTkn MeauLnHcKne, 6e3 Tanbka
AHOP p AL p / na na na na
TEKCTYpUPOBaHHbIE
&MKOCTb ANnst cbpoca Mcnosib3oBaHHbIX HAKOHEYHUKOB,
Aaa Aaa Aaa na
Npo6MpoK M ApPYrMX pacxoAHbIX MaTepuanoB
YcTponcTeo aosmpytowee ATCTpuM B BapuaHTe
mncnonHenmsa 12M1 nnm 15M1, OO0 «HIMO AHK- HeT HeT HeT aa
TexHonorus», Poccusi, PY N2 P3H 2015/2982
0[lHOpa30Bble HAKOHEYHUKN C PUNBLTPOM AN
[o3upylowero ycrponcrea ATCcTpmM B KOMMiekTaumm *M1,
cBoboagHble ot PHKa3 n []HKa3, o6bémom 200 MK nnum HeT HeT HeT na
peKoMeHA0BaHHbIe A1 aHaNOrMYHOro UCMOJSIb3YEMOrO
[03MpYIOLLEro yCTPONCTBa
1 - panee no TeKCTy - QAOeTEKTUpYLWUI aMmnindukaTop; TpebyeMble MapaMeTpbl AeTEKTUPYHLLINX

amMnIndurKaTopoB yKasaHbl HUXe
2 - TONIbKO NMPW UCMONb30BaHMU NPOBEMPOK

13
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dacoska S dacoBka U,
O6o0pynoBaHue, peareHTbl AO3MpoBaHue
MU pacxogHble MaTepuasbl aBTOMaTU3n-
CTpUnbI npobupkun | pyyHoe
poBaHHoOe
YCcTponcTBo Ansa 3anedaTtbiBaHusa nnaHweTos ATnak (000 1
HeT HeT na na
«HMO AHK-TexHonorus»)
eHTpudyra c RCF He Hmxe 100 c aganTtepoM ans
ueHTpudy (9) a pom A HeT HeT nat na
MUKPOMJiaHLWeToB
nonmMepHasa TepMonnéHka As4 3anevyaTbliBaHus N
HeT HeT na na
MUKPOMJiaHLWeToB
MUKponiaHweT 384 nyHKuU HeT HeT HeT na

dwmsmonornyeckuii pacteop (0,9% NaCl) ctepunbHbIl (ecnu He06Xo0ANMMO) AN NOATOTOBKM
oTpuUaTeNbHOro KOHTPONbLHOro obpasua

Ha6op/KoMNIEeKT peareHToB A5 BblAENIEHUS HYKIENHOBbLIX KUC/IOT M3 6MOSIOrMyeckoro matepmnanaz,
pEKOMEHAYITCA:

KoMnnekT peareHTOB AN4 BblaeneHus HyknenHoBbix kncnoT (MPOBA-HK/MPOBA-HK-MKOC)
no TY 9398-035-46482062-2009 B komnnektauunm NMPOBA-HK,

npoussoactea 000 «HMNO AHK-TexHonorus», Poccus, PY N2 ®CP 2010/08867

wnn Habop peareHTOB Ans BblAeneHUs HyknenHoBbix kncnot (MPOBA-HK-S)

no TY 21.20.23-117-46482062-2020, npounssoactea 000 «HK-TexHonorus TC», Poccus,
PY N¢ P3H 2020/11296

nnn Habop peareHTOB Ans BblAeseHNs HykNenHoBbiX kncnot (MPOBA-MY-HK-S)

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

nnn Habop peareHTOB Ans BblaesieHns HyknenHosbix kncnot (MPOBA-MY DWP)

no TY 21.20.23-062-46482062-2020, npomnssoactea 000 «HK-TexHonorus TC», Poccus,
PY N¢ P3H 2021/15090

JononHuTtenbHO ANs Ma3KoB U3 HOCOIMTIOTKU, POTOIM/IOTKK:

TpaHCropTHas cpeaa, npeAHa3HavyeHHas AN TPaHCNOPTUPOBaHUSA U XpaHeHus obpasuoBs
6unonornyeckoro matepuana ans MNMUP-uccnegoBaHnin, pekoMeHAYyeTCS TPpaHCMOopTHas cpeaa:
CTOP-® (000 «HK-TexHonorms TC»)

Habop peareHTOB NMPUMEHSETCS C AeTEKTUPYOLWMMN aMiamdurKaTopaMm NNaHLWETHOro m
pPOTOPHOrO TUMa C CUCTEMOM peTekuun GyOpeCcUeHTHOr0O CUrHana B pexuMe peasibHoro
BPEMEHMN, 3aPErncTpupoBaHHbIMM B YCTAHOBJIEHHOM nopsake B P® n COOTBETCTBYHOLWMMMU
cneayrowmm TpeboBaHuaM:

- obecneunBaeTcs pabota c 06beEMOM peakumoHHoh cMecn 40 mkn (dacoBka S) mnm 18 MKn
(dacoska U);

obecneumnBaeTcs paboTa c pnyopodopamu: Fam, Hex (Vic);

nogorpeesaeMas KpbllwkKa ¢ Temnepatypoi 6onee 100 °C;

CKOpOCTb Harpesa He MeHee 2 °C/cek;

CKOpOCTb oxfiaxaeHus He MmeHee 1 °C/cek;

TOYHOCTb NMoaAepXaHus U o4HOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.

! - TONIbKO MpPU UCMOSIb30BaHNN MUKPOM/IaHLLETOB
2 - BO3MOXHOCTb MCMOMNb30BaHMA Habopa/koMnnekTa peareHToB Ansa BblaeneHns PHK Influenza A virus
onpeaenseTcsa Buaom bnonornyeckoro matepuana

14
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Ons Habopa peareHTOB BanvAMpOBaHbI cneaytlolime AeTekTupyowme aMmnamdukaTopsl:
- «OTnpanm» (Moandukaumsa «AOTnpanm *M*»), 000 <«HMNO AHK-TexHonorusa», Poccus,
PY N2 ®CP 2011/10229;
- «[OTnpanm» (Moamdukauma «ATnpanm *X*») 000 «HMO [AHK-TexHonorua», Poccus,
PY N° ®CP 2011/10229 (Tonbko anst Habopa peareHToB B hacoBke U ans aBToMaTM3MPOBaAHHOMO
[031MpOBaHUA);
- «[OTnant» (Moaudwukaumsa <«OdTnant *S*»), 000 <«HMNO [AHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10228 (Tonbko ansa Habopa peareHToB B pacoBke S; B dacoske U ans pyyHoro
[031MPOBaHMS NpU UCNONb30BaHUN NPOBUPOK);
- Rotor-Gene Q, QIAGEN GmbH, FepmaHusa, PY N2 ®C3 2010/07595 (tonbko ans Habopa
peareHToB B pacoBke S, npobupku; B hacoske U Ans py4HOro A403MpPOBaHMS NPU UCNOSIb30BaHUM
npobupok);
- CFX96, bno-Paa Nabopatopues, NHk; CLUA, PY N2 ®C3 2008/03399;
- Applied Biosystems QuantStudio 5, «Jlanid TekHonogxuc Xonauurc Mte. Jlta.», CuHranyp,
PY N2 P3H 2019/8446.

Mo BonpocaM MpUMEHEeHUs AeTeKTUPYHLWMX aMnanduKaTopoB, He yKas3aHHbIX Bbllle,

Tpe6yeTc9| cornacoeaHue C npomndBoanTeENEM Ha6opa peareHToB.

15
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6 AHAJINBUPYEMbBIE OBPA3Llbl
6.1 MaTepuan ansa uccnenoBaHus
Ans nccnenoBaHums NUCMonb3ytoT Ma30kK n3 HOCOI/I0TKM, pOTOr/I0TKM,

6poHX0anbBEONSAPHbIN NaBax, aHAOTPaxeasnbHbl, Ha3odapuHreasnbHbIN acnMpaT, MOKPOTY.

MpumeuyaHue - B3atne, npeaBapuTe/bHYyl0 06paboTKy, XpaHeHWe U MepeBo3Ky, nepenavy
WUccneayeMoro mMaTepuana B Apyrue opraHvM3alnu OCYLLECTBAAT COMMACHO MHCTPYKTUBHO-METOANYECKUM
NOKYMEHTaM, pernaMeHTUpPYOWMM BbINOSIHEHNE WCC/IEA0BaHUM B COOTBETCTBMM C TpeboBaHWSAMMU
MY 1.3.2569-09, CanlnH 3.3686-21.

OrpaHuueHme metopal: MecTHOe NMpuMeHeHMe NEeKapCTBEHHbIX npenapaTtos (crpeu,
Kannau, KpeMbl N Ma3n) MeHee YeM 3a 24 Yaca A0 uccneaosaHus. MNpu ncnosb3oBaHUN aspo3osei
n apyrux opM neKapCTBEHHbIX NpenapaToB AN UHransumMii Npu nedeHnmn 6poHXmanbHON acTMbl

MaTtepuan ans nccnegoBaHum cnepyer 6paTb HE paHee, YEM YEPEI3 TP YaCa nocne nHrandauumn.

6.2 Obwume TpeboBaHuA

NccneposaHmne ™etogom OT-MUP oTHocuTCcs K NpsiMbiM  MeToaaM JflabopaTopHOro
nccnenoBaHus, NO3TOMy B3TME BMONOrMYECcKOoro MaTepmana YenoBeka Heob6xoanMMo NpPoOBOAUTL
N3 MecTa flokanusaumm nHMEKLMOHHOro npouecca. PeweHne o HEO6X0ANMOCTM UCCNenoBaTb Ty
WIN WHYKO NOKanM3auumio NpuHMMaeT fedalumii Bpay Ha OCHOBaHWM COOGpaHHOro aHaMmHesa u
KJIMHUYECKON KapTUHbI 3abosieBaHmsl.

Ons nonyyeHns KOPPEKTHbIX pe3ynbTaTtoB 60/bloe 3HaYeHMe MMEET KavyeCTBO B3SATUS
obpasua 6OuomaTepmana AnNa  WUCCNenOBaHMS, €ro  XpaHeHue, TpaHCMopTUpOBaHue w
npenBapuTenbHas obpaboTka.

HenpaBunbHoe B3ATUE GMOMaTepuana MOXET MPUBECTM K MOJIYYEHMIO HEAOCTOBEPHbIX
pe3ysbTaToB W, BCeACTBME 3TOro, He06XoAMMOCTU ero MOBTOPHOrO B3SATUS.

Ha atanax nogrotoeku 6uomaTtepumana u BblgeneHnm mns Hero PHK, 3a mncknwodyeHuem
3Tana oTbopa HAAO0CaAOYHOM >KWMAKOCTM C MWCMOAb30BaHMEM acnupaTtopa, WCNonb3ynTe
04HOpa30Bble HAKOHEYHUKUN C punbTpoM, cBobogHble oT PHKa3 n JHKas.

Mpu pobaBneHMn pacTtBopa B MpPoOOGMPKY, coaepyallyr 6uMonornyeckuin matepwuan,
AKKypaTHO BHOCUTE XMAKOCTU, HE KacasiCb CTEHOK Npobupok. MNMpu KacaHMmM K CTEHKE Npobupku
CMEeHUTEe HaKOHEeYHUK. HaKoHeuyHWK creayeT MeHATb MpU KaXkKaoM yaaneHuu pacTBopa U3
obpasua.

Ona npepoTtBpalleHMs KOHTaMMHaUMKM Bcerga OTKpbiBanMTe KpPbIWKY TOAbKO TOM
npobupkun, ¢ kotopon MAET pabota (BHeceHme obpasua/peakTuBa, yadaneHMe HafoCafO4YHOWN
XXMAKOCTM), W 3akpbiBanTe eé nocne 3toro. He ponyckaetrca paboTtaTtb O4HOBPEMEHHO C

HECKOJIbKMMU NPOBUPKaMU C OTKPbITbIMU KPbILLKAMU.

1 - ecnuM 3TO He MpOTUBOPEYUT TpeboBaHUSIM K WUCMOMb3yeMbIM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHmnsa HK
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6.3

B3aTue maTepuana Ha uccnenosaHue

BHUMAHME! Tlepen BbigeneHnem PHK MoxeT noTtpeboBaTbcsi npepBapuTesnbHas obpaboTka

obpasuos 6uonornyeckoro Mmatepmnana (6.5).

6.3.1

6.3.2

6.3.3

6.4
6.4.1

MokpoTa

B3saTne m™aTtepuana OCyWeCTBAAOT B OAHOpPAa30Bble rpagyMpoOBaHHble CTepWUSibHbIE
(NaKoHbl C LWWPOKUM FOpPSIOM U 3aBMHUYMBAKOWMMUCA KpblKaMn 0H6bEMOM He MeHee
50 Mn B KoNM4yecTee He MeHee 1,0 M.

Mocne cbopa maTtepuana pakoH NMJAOTHO 3aKPbIBAOT U MAPKUPYIOT.
BpoHx0anbBeONsIpHbIM flaBax, sHAOTpaxeanbHbl, HazodapuHreanbHbIn acnnpart
B3saTne Mmatepmana nponsBoaMTCA B O4HOPA30BbIe MJIOTHO 3aBMHYMBAOLWMECS NPObUpKn
obvémMom po 50 mn. Mocne B3ATMA MaTepuana npobMpKy MAOTHO 3aKpbiBalOT U
MapKUPYIOT.

Ma30K 13 HOCOIr/1I0TKU, POTOM/I0TKU

B3saTne mMaTtepuana OCyLeCTBASOT C MOMOLWbIO cCneunanbHblX MeAUULMHCKUX U3Oenni,
MMEKLWMX perMcTpaumoHHble YAO0CTOBEPEHMS, COrNAacHO YCTaHOBNEHHOMW B 3aBUCUMOCTHU
OT UCTOYHMKa Bmonornyeckoro matepuana npoueaype (Hanpumep, 30H4 MeAULMHCKWUIA
OAHOpa30BbIN cTepusbHbIN PY N2 P3H 2021/13989).

Mocne B3ATMS 6uonorMdeckoro Marepuasna nepeHecuTe 30HA B Npobupky ¢
TPaHCMNOPTHOW Cpeaon, NpegHa3sHa4YeHHOW Npou3BoOAUTENEM ANS TPaHCMOPTUPOBAHUSA U
XpaHeHus obpasuoB 6uonormyeckoro Matepmana ansa lNUP-nccnegoBaHwnin, 1 TWaTesbHO
NMpOMOITE ero B XUAKOCTU B TedeHne 10-15 ¢, nsberas pasbpbi3armBaHns XuUAKOCTU.
M3Bneknte 30H4 M3 pacTBopa W, BpalaTesbHbIM ABWXEHWEM MpuXKmMmas ero K
BHYTPEHHEN CTeHKe NpO6bMpPKU Bbille YPOBHSA PacTBOpa, OTOXMUTE M3ObITOK XMUAKOCTU.
MoONHOCTbIO yaanuTe 30HA4 M3 NpobUpKM 1 yTunmsnpymre.

MNOTHO 3aKpoKTe KPbIWKY NMPOobUpPKU 1 NpoMapKkupymnte npobupky.

Mpn HeobxoaAMMOCTM B3SATMS 6uMoMaTepuana W3 HeCKOSIbKMX 6MOoTOMOB MOBTOPUTE

npoueaypy, Kaxablin pa3s 3abupasi MaTepuan HOBbIM 30HAOM B HOBYHO MPoO6MpKY.

TpaHcnopTupoBaHuMe N XpaHeHne obpasuos bMonornyeckoro MmaTepmana

MokpoTa

YCcnoBus TPaHCNOPTUPOBAHUSA U XpaHEHUS MOKPOTbl ONpeaensatoTcsa MHCTPYKUMSAMKU MO
MPMMEHEHUIO UCMOb3YyEeMbIX HabopoOB/KOMNIEKTOB peareHToB A4 BblgeneHnsa HK (7.1)
WKW UCMONb3yeMblX ANs TPaHCNOPTUPOBaHMSA U XpaHeHUs 06pa3L0oB TPaHCNOPTHLIX cpeq.
O6pa3Lbl MOKPOTbI AOMYCKAETCSA TPAHCMNOPTMPOBaTh M XpaHUTbL!:

— npu KOMHaTHoM TeMmnepaType (0T 18 °C o 25 °C) - He 6onee 6 4yacos;

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

1 - ecnu 31O He npoTuBOpEYNT Tpe60BaHVIF|M K UCNOJIb3YyEMbIM Ha60paM/KOMﬂJ’IEKTaM peareHToB Ans
BblaeneHusa HK nnum NCNOJIb3yEMbIM AJ1A TPAHCNOPTUPOBAHUA U XpaHEHUA O6pa3Ll,OB TPAHCNOPTHbLIM CpeaaM
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6.4.2 BpoHX0anbBeONSAPHbIN NaBax, SHAOTPaxeanbHbl, HazodapuHreansHbI acnupaT
Ycnosus  TpaHCNOPTUMPOBAHUS U XpaHeHus  6pOHXO0anbLBEOASPHOrO  NaBaxa,
3HAOTpaxeanbHOro, HasodapuHreasbHOro acnuparta onpeaensiTCad UHCTPYKUMSAMU MO
NPUMEHEHUIO UCMNOMb3YyEeMbIX HAbOPOB/KOMMNMEKTOB peareHToB Ans BbiaeneHns HK (7.1)
WM NCNONb3yeMbIX AN TPAHCMNOPTUPOBAHUS U XpaHeHNS 06pa3LL0B TPAHCMOPTHLIX Cpea.
BpoHX0anbBeONSAPHbLIA NaBaXk, 3SHAOTpaxeasnbHbli, HasodapuHreanbHbIn acnupat
[IOMYCKaeTCa TPaHCMOPTUPOBATb U XPaHUTb!:

— npu Temnepartype ot 2 °C ao 8 °C - He 6onee oaHUX CYyTOK;

— npu Temnepartype ot MUHycC 18 °C ao MmHyc 20 °C - He 6onee OaQHOW Heaenu.
BHMUMAHME! Cneayet nsberatb NOBTOPHOIo 3aMOpaXXuBaHWsa 1 oTTamBaHus o06pasLos.

6.4.3 Ma30K 13 HOCOrMI0TKK, POTOrNOTKM
YcnoBua TPaHCNOPTUPOBAHUA W XPaHEHWUS Ma3KOB W3 HOCOr/IOTKW, pPOTOr/I0TKM
onpeaensitoTCs MHCTPYKUMAMU MO MPUMEHEHUIO WUCMONb3yeMbIX HabopoB/KOMMIEKTOB
peareHToB Ans BblaeneHns HK (7.1) vnm mMcnonb3yemblX Ans TPaAHCMOPTUPOBaHUS U

XpaHeHns1 06pasLoB TPaHCMOPTHLIX cpea.

6.5 MoarotoBka 6buonornyeckoro Matepmana yenoseka an4 sbiaeneHns PHK

MoarotoBka 6uonormvyeckoro ™artepuana (Npu HeobxoAMMOCTM) NpoBOAUTCA B
COOTBETCTBMW C MHCTPYKLMUSIMWN MO NPUMEHEHUIO MCMOMNb3YyeMbIX HAbOpOB/KOMMNIEKTOB peareHToB
Ans sblgenenmna HK (7.1).

Mpn wncnonbsoBaHmn ans BbigeneHna PHK mM3 MOKpPOTbl KOMMJIeKTa peareHToB
MPOBA-HK npenobpaboTky MOKpOTbl CneayeT MnpoBOoAUMTb C WUCMNOSIb30BAaHWEM MYKOSM3NHA

(CM. MHCTPYKLMIO NO NMpUMeHeHUo koMmnnekTta peareHtoB NMPOBA-HK, crnocob 2).

BHUMAHME! B xoane noAroToBKM MasKoB M3 HOCOMIOTKM U POTOMOTKKN, B3ATbIX B NMPOOUpPKY C
TpaHCnopTHOM cpepon, o6pa3uoB OpoHXO0aNbBEOASAPHOrO JlaBaXka, 3SHAOTpaxeasibHoro,

Ha3zodapuHreansHOro acnupaTa npeasapuTenbHoe LeHTpudyrmposaHme He Tpebyercs.

1 - ecnu 31O He npoTuBOpEYNT Tpe6OBaHVIF|M K UCNOJIb3YyEMbIM HasopaM/KOMFU'IEKTaM peareHToB Ans
BblaeneHus HK nnum MCNoJib3yEMbIM AN TPAHCNOPTUPOBAHUA U XPaHEHUA 06pa3LI,OB TPAHCNOPTHbLIM CpeaaM
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7 NMPOBEAEHVE AHAJIN3A

BHMUMAHME! [uana3oH BUPYCHOW Harpysku Ans BWPYCOB rpunna MOXeT BapbMpoBaTb B
WKMPOKMX nNpepenax. B cBsA3M € 3TUM MNpU  BbINOJIHEHUW WUCCNEAOBaHUM B  KIWHUYECKOM
nabopaTopun Cepbe3HYK OMNacHOCTb MpeAcTaBNseT pPUCK KPOCC-KOHTaMMHaUMK  Mexay
obpasuamMm Ha Bcex 3Tanax paboTbl, 0CO6EHHO Npu anMKBOTUPOBaHWM U BblaeneHun PHK.
MNepekpecTHass KOHTaMWUHaAUMSA BbICOKOKOMUWHLIM 6uomMaTepuasoM MoOXeT nNpuBOAUTb K

NMNoABNEHUNIO CcnOopaanyeCKnX JTIOXXKHOMOJTOXUTESIbHbIX PE3Y/IbTATOB.

Ona  npepynpexaeHus  KpoCC-KOHTaMuHaumu  6uomatepmanom B nabopatopumu
peKkoMeHAYyeTCS BbIMOSIHEHWE CriefyoWwmX npasun:
1) Heobxoammo NpoBOAUTb BU3yaslbHYI OLEHKY MoCcTynueLllero 6uomaTepmana n BbibpakoBKy
BCcex 06pa3yoB, ecnn cpean HUX ecTb NpobUPKN C HapYLUEHHOM repMeTUYHOCTLIO.
2) Tlo BO3MOXHOCTW BblAENSTb B OTAE/bHbIM NOTOK 06pa3ubl OT NALUMEHTOB U3 CTauMOHapa C
CMMOTOMaMM OCTpOM WHMEKUMM WM aHaIM3MpoBaTb WX OTAENbHO OT OCTalibHbiX 06pa3uoBs
(buomatepman ANa CKPUHWHIA KOHTAKTUPOBABLUMX JINL W MaUMEHTOB C JIEFKUM Te4YeHueM
3aboneBaHunsa). PaboTy C npeanosiaraeMbiMM  BbICOKOKOMUMHBbIMKM  0BpasuamMn  KenaTesbHo
BbIMOSIHATL B OTAENbHOM 60Kce mnu nocne paboTbl C NpeanofaraemMbiMM HU3KOKOMUMHbBIMU
obpasuamu.
3) 0Ob6s3aTenbHO BbIMOJIHATL MOCTAHOBKY OTpPUUATENIbHbIX KOHTPO/bHbLIX 06pa3LoB, HauYMHas C
3Tana eblgeneHna PHK, B KaXxa0M npoTokose.
4)  Mcnonb3oBaTb Ha BCeEX 3Tanax UcciegoBaHUsd HAKOHEYHMKN C a3p0o30/bHbIMU DUNbLTpaMu.
5) Yertko cobnwopgatb MeTOAWKY BbIMNOMHEHUA WCCIeA0BaHWUs, OTKpbIBaTb MNPOOGMPKK Tuna
onneHgopd npu NoMowmM nuHuetTa (He AoNyCcKaTb KacaHMN pyKM B NepyaTke BHYTPEHHEN 4acTu
KPbIWKN NpOBbMpPKN); Npn BHECEHMWN peareHTOB He KacaTbCsl HAKOHEYHUKOM Npobupku (ecnm aTo

NMPOM30LLIO, CPa3y 3aMEHUTb HAKOHEYHMK).

7.1 Bbliaenenne PHK
Ona sbigeneHns PHK pekomeHayeTcs mcnonb3oBaTb Habopbl/KOMMIEKTbl peareHTos,
nMeroLwme permcTpaumoHHble yA40CTOBEPEHNS HAa MEAULIMHCKOE n3aenve U npeaHasHadeHHble ANns
COOTBETCTBYIOLWMX BUAOB BuomMaTepuana c uenbio nocneaywouwero nccnegosaHms PHK metoaom
OT-MNuP, Hanpumep, MPOBA-HK, MPOBA-HK-S, MPOBA-M4Y-HK-S, MPOBA-MY DWP (Tabnuua 2).
BoigeneHne PHK npoBogsT B COOTBETCTBMM C MHCTPYKUMEN K UCNOSb3yeEMOMY
Habopy/KOMNAEKTY peareHToB.

Ona sbigeneHns ncnonb3lyetcs 100 mkn o6pasua.

BHMUMAHMUE!

1. O6bém nonyuyeHHoro npenapata PHK pgomkeH coctaeBnsitb He 6onee 50 mkn. B cnyuae
npumeHeHns ans sbigenenns PHK HabopoB pearentoB MPOBA-MY-HK-S n MPOBA-MY DWP
BO3MOXHO yBeninyeHme obbéma ao 100 mki.

2. MonyyeHHblt npenapat PHK HeobxogMmMo B TeyeHMe [ABYX 4YacOB WCMONb30BaTb A4S
MOCTAHOBKM peakumn obpaTHOM TPaHCKpUNUMM 1 NOAMMEPA3HON LENHOW peakumn. [lonyckaercs
OAHOKpAaTHOe 3aMopaxmBaHue MU xpaHeHune npenapata PHK npun TeMnepatype He Bbille MUHYC

18 °C He 6onee 7 cyToK.
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Tabnuua 2 - Habopbl/KOMNMIEKTbl peareHToB, BanuMaupoBaHHble aAns BbigeneHnss PHK agns

OaNlbHENLLEro MCccneqoBaHUs ¢ UCNONb30BaHNMEM Habopa peareHToB Bupyc Mpunna A

c NMpunoxxeHnem A)

Ha6op/komnnekT peareHtos, PY KoMmnnektauus Bunomarepuan
Maskn 13 HOCornoTKu,
pOTOrnoTKY,
NPOBA-HK 6pOHX0anbBEONAPHDIN faBam,
KoMnnekT peareHToB 419 BblAeNeHuUs 3HAOTpaxeasibHbIN,
HYKNENHOBbIX KNCNOT Ha3odapuHreanbHblA acnupar,
(NMPOBA-HK/MPOBA-HK-MJTKOC), MOKpOTa
000 «HMO AHK-TexHonorua», Poccus, MPOBA-HK
PY N2 ®CP 2010/08867
/ (coxpawenhasn Maskun n3 HOCornoTKH,
MeToaMKa B
pPOTOrN0TKM
COOTBETCTBUMU

Habop peareHTOB ANS BblAeNEHUS
HyknenHoBbIx kucnot (MPOBA-HK-S),
000 «[HK-TexHonorua TC», Poccus,
PY N¢ P3H 2020/11296

NMPOBA-HK-S

Ma3Ku n3 HOCornoTKy,
pPOTOrN0TKM

Habop peareHTOB 4115 BblAENEeHUS
HYKJ/TEMHOBbIX KNCNOT
(NMPOBA-MY-HK-S),

000 «[HK-TexHonorusa TC», Poccus,
PY N2 P3H 2021/15267

NMPOBA-MY-HK-S

Ma3Ku 13 HOCornoTKK,
pPOTOr10TKM

Habop peareHTOB Ans BblAENeHUS
HYKJTENHOBbIX KUCNOT

(MPOBA-MY DWP),

000 «[HK-TexHonorusa TC», Poccus,
PY N¢ P3H 2021/15090

NPOBA-MY DWP

Ma3Ku 13 HOCornoTKK,
pOTOrNOTKM

Ucnonb3oBaHUE KOHTPOJIbHbIX 06pa3l.|OB Ha 3Tane BbliaeJsieHUA HYKJIEMHOBbIX

Kncnort

BHYTpeHHMIA KOHTPOJIbHbIN 06pasel

ONna  WUCKAYeHUsa NOXHOOTpULATENbHbIX pPEe3ynbTaToOB MWCCAeAoBaHUA UM KOHTPONS

KayecTBa mccnenoBaHus obs3atenbHo AobaBneHne BHYTPEHHEro KOHTpPoJibHOro o6pasua B
aHanmsnpyemMble obpasubl Ha 3Tane BblAeNEHNS HYKIENHOBbIX KUCNOT.

B kauecTBe BHYTpeHHero KOHTposibHOro obpasua npu BbligeneHmn PHK Heobxogumo
NCMOMb30BaTb BHYTPEHHUIN KOHTPOJIbHbIA ob6pasey PHK-BK "A" n3 Habopa peareHToB
Bupyc l'pynna A.

PHK-BK "A" cnegyet ncnonb3oBatb B 06béme 10 Mkn Ha o6paseu.

BHUMAHME! BHyTpeHHUA KOHTPO/bHbIA obpaseu (PHK-BK) # BHYTPEHHMWN KOHTPOJMbHbIN

obpasey (AHK-BK) 13 komnnekTa peareHtos NMPOBA-HK npu BbigeneHmn PHK He ncnonb3yior.
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OTpuuaTenbHbIA KOHTPOJIbHBbIW O6pa3ey

Ona  NCKNOUYEHUS NOXHOMOMOXUTENbHbIX pPe3ysibTaTOB MCCNeA0BaHUS W KOHTPOJIS
KayecTtBa WuccnenoBaHMs 06s3aTeflbHO MCMOJIb30BaHWE OTPULLATENIbHOINO KOHTPOJIbHOro
o6pa3sua c sTana BblAeSIEHUS HYKJIEMHOBbIX KUCOT.

Ha sTane  BblAeNeHUSS  HYKNEWHOBbLIX  KUCAOT  o0b6sA3aTenbHO  MOArOTOBWUTH
oTpuuaTesibHbI KOHTPOJbHbIA oO6pasey M MpoBecTM €ero 4yepes BCE 3Tanbl BblAeNeHUs
OQHOBpPEMEHHO C BblgeneHnem PHK un3 knuHuMyeckmx ob6bpasuoB. [1ns aToro pekoMmeHayeTcs
ncnonb3oBaTb  (U3MOMOINMYECKUIA  pacTBOpP WM OTpuUATeNbHbIM  KOHTPOJbHLIM  0bpa3sel,
BXOASILLMA B COCTaB Habopa/KOMMneKTa peareHTOB AN BblAENEHUS HYKIEUHOBbLIX KWUCNIOT B
06bEéMe, yKaszaHHOM B WHCTPYKUMM MO MNPUMEHEHUIO COOTBETCTBYHOLWEro Habopa/KoMnnekTa

peareHToB.

7.2 MoaroToBKa M NpoBeAeHMe peakumm 06paTHOM TPAHCKPUMUMKN U MONMMEPA3HOW LENHOM

peakuun. ®acoska S

BHUMAHME!

1. Mpwu npoBeaeHUM Bcex nocneayowmnx AeNCTBUIA cneayeT ulberaTb BO3AENCTBUSA MPSMbIX
COMTHEYHbIX lyyeil Ha NpobupkM co cMecbto Ans amnambukaumm!

2. [Tpwu ncnonb3oBaHWM Habopa peareHTOB B BapWaHTe McrnofHeHust «dacoBka S, CTpunbi»
cnepyeT CTporo cobntoaaTh KOMMIEKTHOCTL CTPUMOB M KpbIWEK K HUM. He ncnonb30oBaTh KPbILWKK

K cTpvnam 13 apyrmx Habopos peareHToB!

7.2.1 T[pomapkumpynTe no opHoi npobmpke/cTpunoBaHHOM nNpobupke Cco CMecbl Ans
amMnnndukauum, 3anedaTaHHOM napaduHOM, ANS KaXxaoro HewsBecTHoro obpasua,
OTpMLATENbHOIro KOHTPOJIbHOro obpasua (K-) M NONOXUTENbHOrO KOHTPOJSIBHOIO

obpasua (K+).

BHUMAHME! KonnyecTtBo peareHTOB paccuymMTaHo He 6oniee yeM Ha 12 NOCTaHOBOK Mpu yCNOBUU
BapnabenbHOro KOmMYecTsa HeEM3BECTHbIX 06pa3LoB, 1 oTpuuaTenbHOro KOHTPObHOro obpasua

1 1 NONOXNUTENbHOr0 KOHTPOJIbHOIO 06pa3sLa B KaXXAoW NoCTaHOBKE.

Mpumep:
Heobxoammo npoaHanusmpoBatb 6 o06pas3uoB. HyXxHO mpoMapkupoBaTb 6 MpobMpOK AN HEU3BECTHbIX

o06pas3uoB; ogHy npobupky ans «K-» n ogHy npobupky ana «K+». Obuwee kKonn4yectso npobmpok — 8.

7.2.2 TwaTenbHo nepeMmewante cogepxunmoe npobupok «OT-TLUP-6ydep» un «DepMeHT
Taq/RT» Ha MukpoueHTpudyre-sopTtekce n LEeHTpUPYrnpymte Ha MuUKpoueHTpudyre-

BOpTeKce B TeueHue 3-5 c.

BHUMAHME! ©®epmeHT Taq/RT HeobxoamMo pgoctaBaTb U3  MOPO3WJIbHOWM  KaMepsbl

HenocpeacTtBeHHO nepea McnoJsib3oBaHMEM.
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7.2.3 MpurotoBbTe cmecb OT-TMLUP-6ydepa ¢ depmeHToM Taq/RT. [Ans aToro cMmelwwanTte B

OTAeNbHOM 04HOpa30BoM Npobupke:

— 15 x (N+1) mkn OT-NLUP-6ydepa;

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

raoe N - KonnmyecTBo NpPOMapKMpPOBaHHbIX NPOBUPOK C yuyeToM «K-» n «K+»,

Mpumep:
HeobxoamMmo npoaHanusupoBatb 6 06pa3LoB. MpoMapKMpoBaHHbIX Npobupok — 8. HyXHO MpUroToBUTbL
cmecb OT-TMLUP-6ydepa ¢ depmeHToM Taq/RT ana 9 (8+1) npobupok, T.e. 135 mkn OT-MNLP-6ydepa + 4,5
MKn ¢depmeHTa Taqg/RT.

BHMUMAHME! Npun B3aTMN epmeHTa Taq/RT Heob6X0AMMO NOrpyxaTb HaKOHEYHUK He 6onee yem
Ha 1,0 MM 1 cobntoaaTb Npasuia A03MPOBAHUS BA3KUX XUAKOCTEN. TaTeibHO CMbITb OCTaTKM

depmeHTa Taq/RT C HaKOHEYHMKA NUMNeTMpoBaHNEM He MeHee 5 pas.

7.2.4 TwaTtenbHO nepeMellanTe CcoAepXUMoe NpobMpKM C MNPUrOTOBIEHHOW CMeChto
OT-NnupP-6ycdpepa wu  depmeHta Tagq/RT Ha  MuKkpoueHTpudyre-soptekce U
LeHTpUdYrmpymnTe Ha MUKpoLeHTpudyre-sopTekce B TedeHne 1-3 c.

CMecb MOXHO XpaHuUTb npu Temnepatype ot 2 °C go 8 °C He 6onee ogHoOro 4vaca.

7.2.5 [OobaBbTe BO BCE NpOMapKMpoOBaHHbIe Npobnpku, He noBpexaas cnor napaduHa, no 15
Mkn cmecu OT-MLP-6ydepa c dhepmeHTOoM Taq/RT. 3akpoiTe npobupkn/cTpuns.

7.2.6 BcTpaAxHuMTe  npobupKky C  MNONOXMUTESNbHbIM KOHTPONbHbIM  0bpa3uoM  Ha
MUKpoOLeHTpudyre-soptekce B TeyeHne 3-5 ¢ wun  ueHTpudyrmpymre Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHMMAHME!

1. Mepen BHeceHneM B NpobMpKM C peakUMOHHOW cMecbto npenapata PHK n oTpuuaTtenbHoro
KOHTPO/bHOro obpa3ua HeobXxoanMMO BbIMOAHUTE PEKOMEHAALMN MO UCMONb30BaHMIO Npenaparta
PHK, npuBeaéHHble B WHCTPYKUMM MO MPUMEHEHUO Habopa/KoMnaekrta peareHToB A4
Bblaenenmsa HK.

2. Mpn mncnonb3oBaHun ansa sblaeneHns PHK komnnekta peareHtoB MPOBA-HK n Habopa
peareHToB [MTPOBA-HK-S BCTpaxHuTe npobupkm ¢ npenapatoMm PHK u oTpuuatenbHbIM
KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpudyrnpymrte
Ha MUKpoLUeHTpudyre-sopTekce B TeyeHme 1-3 c.

3. Mpn wucnonb3oBaHun Ana BblgeneHmns PHK  Habopa peareHtos [MPOBA-MY  DWP
LEeHTPUDYIrnpymnTe 3aKfeeHHbIn MNEHKON rNyboKONYHOUYHbIM MNfaHweT ¢ npenapatoM PHK wu
oTpuuaTeNnibHbIM KOHTpPONbHbIM o06pa3uom npu RCF(g) 100 B TeueHme 30 c Ansa ocaxaeHus
KoHAeHcaTa U CHUMUTE MNEHKY.

4, [na npepoTtepalleHnsa KOHTaMUHaUMmM cnegyet nepen BHeceHneM PHK OTKpbiBaTb KPbIWKK
TONbKO Tex npobupok, B KoTopble 6yneT BHOCUTLCS AaHHbIN 06pa3el, u 3aKpbiBaTb UX Nepea
BHeceHuneM cneaytouwero. B cnyyae ncnonb3oBaHms CTPMNOB CneayeT 3aKpblBaTb KPbILWKY CTpuna
nocne BHeceHWs B Hero o6pasuoB nepen MWCNOMb30BaHMEM crieaylowero. 3akpbliBaiTe
npobupku/ctpunbl naoTHO. [MpenapaTtbl PHK K1 KOHTposnbHbie 06pa3ubl crienyer BHOCUTH

HaKOHEYHUKaMU C HUIbTPOM.
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7.2.7 BHecuTe, He noBpexaas cfnoik napaduHa, B COOTBETCTBYHOLME MPOMAPKUPOBAHHbIE
npobupkn no 10 MkA BblaeneHHoro m3 obpasyos npenapata PHK. B npobupku,
npoMapkmpoBaHHble «K-» n «K+», PHK He BHOcUTCS.

7.2.8 BHecuTe, He noBpexzaas cnor napadwuHa, B npobupKy, MNPOMapKUpPOBaAHHYH «K-»,
10 MKN OTpuLaTenbHOro KOHTPOAbLHOro obpasua, npoweallero atan BblaeneHms PHK.

7.2.9 BHecuTe, He noBpexzaas cnoil napaduHa, B npobupky, npoMapkmpoBaHHy «K+»,
10 MK NOMIOXUTENBbHONO KOHTPONbHOro obpasua.

7.2.10 UeHTpudyrmnpyinte npobupku/cTpunbl Ha MMKPOLEHTpUdYre-BopTekce B TeyeHue 3-5 ¢
(npn wucnonb3oBaHun aAna nposedeHus OT-MUP petekTupytowero amnaudukaTopa
Rotor-Gene Q ueHTpudyrnpoBaHme He 06a3aTenbHO).

7.2.11 YcraHoBuTe BCe NpobUPKKU/CTPUNbI B AETEKTUPYHOLWNIA aMinndunkaTop.

7.2.12 [Ona petekTupyowmx amnnudukatopos cepmun AOT:
3anycTuTe nporpaMMHoe obecnedeHue aetekTmpytowero amnandukartopa. MNpu nepsom
nposeaeHmmn OT-MLP 3arpysute cooTBeTcTBYOWMIA TecT!. [anee u npu nocrieayoLmx
NOCTaHOBKAaxX Co34alTe COOTBETCTBYHOLMA MNPOTOKOA  WUCCNEOO0BaHUS:  YKaXuTe
KONM4ecTBO M uaeHTudwmukaTopbl o06pa3uoB, B TOM 4uc/ae OTpuUaTENIbHOrO W
NOSTIOXKNTENbHbBIX KOHTPO/bHbIX 06pa3LoB, OTMETbTE pacnosioXXeHne Npobmnpok/cTprunos
Ha MaTpuue TepMobsioka B COOTBETCTBUM C UX yCTaHOBKOM u nposeamte OT-TLP. Mpwu
BblIbOpe TecTa Ao/KHa oTobpaxaTbca nporpamma, npuBeaéHHasn B Tabnavue 3.

7.2.13 [Ona petektupyrowmx amnnmdukatopos Rotor-Gene Q, CFX96 wn Applied Biosystems
QuantStudio 5:

Mposeante OT-MUP c yuyeTom o06béMa peakUMOHHOW cMmecu, paBHoro 40 Mk, no

nporpaMMaM amnandukauum, npmBeaéHHbIM B Tabnnuax 4 - 6 COOTBETCTBEHHO.

1 - TecCT Ang AeTeKTUpYLWNX aMnandukaTopos cepumn AT co3naéTtcs nyTéM BBoAA NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) unu npenocraBnsieTca npovsBoauTeneM Habopa peareHTos.
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Ta6bnuuya 3 - T[lporpamma amnaudbukaunmm ans

«OTnpanm», «ATnant» (dacoska S)

" HK-TEXHONOT Us

ADETEKTUPYIOLWNX aMI'IﬂVI(bVIKaTOpOB

Ne Yucno Pe)>xnm ontnyeckumx
TeMmnepaTtypa, °C MWH c - Twvn 6n0ka
6noka LMKJIOB U3MepeHuUn
1 35 15 0 1 Lunkn
2 92 0 30 1 Lnkn
92 0 10
3 8 Lnkn
64 0 15
90 0 5
4 40 Lukn
64 0 15
5 64 0 5 1 Lnkn
6 10 XpaHeHune XpaHeHue
V - peXuM ONTUYECKUX U3MEPEHWIA
Tabnuua 4 - Mporpamma amnnudukaumnm ana AeTekTvpylouwero amnnudukaTopa

Rotor-Gene Q (dacoBka S, npobupkn; dacoska U npm ncnonb3oBaHUM rnpobmupok)

Ne / TemnepaTtypa, °C / Bpemsa / KonnuectBo umknos /
Cycling Temperature Hold Time, sec Cycle Repeats
Cycling 32 deg 1200 1 time

Cycling 2 95 deg 300 1 time
94 deg 10
Cycling 3 50 times
60 deg vV 15
V - peXuM OnTUYECKUX M3MEpPEeHU, YCTaHOBUTb M3MepeHune dnyopecueHunn (Acquiring) no kaHanam
petekummn Green (Fam) um Yellow (Hex) npm 60 °C

Tabnuua 5 - [lNporpamma amMnandukauum ans AeTekTvpyrwmnx amnandukatopos CFX96
(dacosku S, U)
Bpems, Konunuyecrso uukios
o o
N2 6noka (Step) Temnepartypa, °C MUH:ICEK (e en)
1 35 20:00 1
2 95 5:00 1
3 94 0:15
50
4 64 vV 0:20

v -

pexuMm ontunyecknx wuamepeHuin (Plate Read),
HeobxoauMbIM KaHanam getekuum (Fam, Hex) npun 64 °C

YCTaHOBWUTb UM3MepeHune dyopecueHumnn no
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Tabnuuya 6 - T[(porpaMMa amnaudukauunm Ans AETEKTUPYOWMX  aMnanduKaTopos

Applied Biosystems QuantStudio 5 (dacosku S, U)

Bpems, KonuuyectBo unknos
o o
Cragus N? wara Temnepartypa, °C MUH: CeK (noETopoR)
CTa,CI.Mﬂ 1 35 20'00 1
YAEpXaHua 2 95 5:00 1

1 94 0:15
Craauna NupP 50

2 64 vV 0:20
V - c6op AaHHbIX AN HeobxoauMmblx dryopodopos (Fam, Vic (Hex)) BktoueH

7.3 MoaroToBKa M NpoBeAeHMe peakumm 06paTHOM TPAHCKPUMLMKW U NONMMEPA3HOM LENHOM

peakumun. dacoska U, pyyHoe A03MpOBaHMe

BHMUMAHME!

1.  [Ona amnandukaumun cnegyet UCMNONb30BaTh OAHOPA30Bble aMNANGUKALMOHHbIE NPOBMPKN
06bEMOM 0,2 M1 MaM  MukponnaHweTsl MUP 96 nyHok!, repMeTusnpyemMblie TEPMOMIEHKOIA.
He pekomeHAyeTCA WCNOMb30BaTb CTPUMOBaHHble MNpobuMpKM B CBSA3M C  OMACHOCTbO
NOCTaMNANMUKALNOHHON KOHTaMMHALNMN.

2. Mpu npoBeAeHMM BCeX MOCNenyrLWMX AENCTBUA crieayeT nlberatb BO3AENCTBUSA NPSAMbIX

COJTHEYHbIX nyqeﬁ Ha I'IpO6I/1pKI/1 CO CMeCbio An4d aMI'IJ'IMCbl/IKaLI,MVI!

7.3.1 T[poMapkupyiiTe HeobxoAMMOE KOMMYECTBO OAHOPA30BbIX  aMiIMMUKALUNOHHbIX
npobmpok o6bémom 0,2 M Un MMKponsaHweT 96 NyHOK AN HEM3BECTHbLIX 06pa3LoB,
OTpMLATENbHOrO KOHTPONbHOro obpasua «K-» U MNONOXUTENBHOMO KOHTPOJSIBHOMO

obpasua «K+».

MpnMeyaHue - PeKOMeHAYETCS MNOCTaHOBKA He MeHee 5 o06pa3uoB B O0OAHOM WCCenoBaHUKU

(3 HeunsBecCTHbIX 0bpa3ua, oTpMUaTENbHbIA U MOMOXUTENbHbIA KOHTPOJIbHblE 06pa3ubl).

Mpumep:
Heobxoammo npoaHanusaupoBaTb 6 HeusBecCcTHbiX o06pa3uoB. HyXHO npomapkumpoBaTb 6 npobupok/
3ape3epBupoBaTb 6 JIYHOK MUKPOIMJ/IAHLWIETa A1 HEM3BECTHbIX 06pa3yoB; oaAHY NpPObUPKY/AYyHKY ans «K-»

M 0aHYy Npobupky/nyHky ansa «K+». Obuwee Konm4yecTtso Nnpobupok/nyHok — 8.

7.3.2 BcTpsixHuTe nNpobupKy CO CMecCcblo Ans amnandukaumm Ha MUKpoLEHTpUdyre-sopTekce
B TeyeHue 3-5 c u ueHTpudyrmupymnte Ha MMKpoueHTpudyre-sopTekce B TeyeHmne 1-3 c.

7.3.3 BHecuTe BO BCe NpOMapKMpoBaHHbIE NPOBUPKN/HEOBXOANMbIE NYHKWM MUKpOMaHWweTa
(Bkntoyasa «K-» n «K+») no 6,0 Mkn cMecn ang amnavdukaymu.

7.3.4 BcrpsixHute npobupkm ¢ OT-MUP-6ydepom «U» un depmeHTtoM Taq/RT Ha
MUKpoOLEeHTpudyre-eoptekce B TeyeHne 3-5 ¢ wn  ueHTpudyrmpymre Ha

MUKpoOLEeHTpUdyre-BopTekce B TedeHne 1-3 ¢

L - pna petekTupylowmx amnnudwukatopoB «ATnaiit» u Rotor-Gene Q MuKponnaHweTbl 96 NyHOK
He MUCNOoNb3YyoTCA
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BHMUMAHME! O®epmeHTt Taq/RT HeobxoauMmMo [ocCTaBaTb W3 MOPO3USIBHOM  Kamepbl

HENocpeaAcTBeHHO Nnepea 1UCrnojib3oBaHNEM.

7.3.5 MpurotoBbTe cMecb OT-MLP-6ydepa «U» c depmeHToM Taq/RT. s aToro cmewanTe B
OTAeNbHOM 04HOpa30BoM Npobupke:
- 6,0 x (N+1) mkn OT-NUP-6ydepa «U»;
- 0,3 x (N+1) mkn cdepmeHTa Taq/RT,
rae N — Konn4ecTBo NpoOMapKMpOBaHHbIX NPOBMPOK/KOINYECTBO HEOHBXOANMBIX JTYHOK
MUKponnaHLweTa ¢ ydeToM «K-» n «K+»,
Mpumep:
Heobxoammo npoaHanusnposatb 6 o06pa3uos. [poMapKMpOBaHHbIX MNPOBUPOK/ HEeobXoAUMBIX NYHOK
MuKponnaHweTta - 8. HyxHo npurotoButb cmecb ans 9 (8+1) npobupok/nyHok, T.e. 54 mkn OT-MLP-
bydepa «U» + 2,7 mkn dpepmeHTa Taq/RT.

BHMUMAHME! Npun B3aTMN hepmeHTa Taq/RT Heob6X0AMMO NOrpyxaTb HaKOHEYHUK He 6onee yem
Ha 1,0 MM 1 cobnoaaTb Npasuia A03MPOBAHUS BA3KUX XMAKOCTEN. TulaTeslbHO CMbITb OCTaTKu

depmeHTa Taq/RT Cc HAaKOHEYHMKA NUMNEeTUMPOBaHNEM He MeHee 5 pas.

7.3.6  BcTpsaAxHUTe npobupKy C npurotosneHHon cMmecbto OT-TMLUP-6ydepa «U» ¢ dpepmeHTOM
Taq/RT Ha MukpoueHTpudyre-sopTekce B TeyeHue 3-5 ¢ M ueHTpudyrupyiite Ha
MUKpoLeHTpudyre-sopTekce B TeveHne 1-3 c.

CMecb MOXHO XpaHuUTb npu Temnepatype ot 2 °C go 8 °C He 6onee ogHoOro 4vaca.
7.3.7 [dobaBbTe B NpoOUPKW/NYHKM CO cMecbio ans amnandwukaumm no 6,0 Mkn cMmecu

OT-NuUP-6ydepa «U» c pepmeHToM Taq/RT. 3akpoiiTe npobupku.

BHUMAHME! [locne pobasneHns cmecn OT-MUP-6ydepa «U» wn depmenta Taq/RT B
NpPoO6MPKM/NYHKM CO CMECbIo AN aMnanduKaunm HeobxoanMMo B Te4EHNE OAHOMO Yaca BbINOSHUTL
7.3.8 - 7.3.14.

7.3.8 BcTpsiXHUTEe npobupky C MOJSIOXKUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpoOLEeHTpudyre-soptekce B TeyeHne 3-5 ¢ un  ueHTpudyrmpymre Ha

MUKpOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Mepen BHeceHMEM B NpPOBUPKU/NYHKM C peakuMoHHOW cMecbio npenapata PHK wu
OTpUUATEeNbHOr0  KOHTPONbHOro obpasua HeobxoaMMOo  BbIMNOAHUTL  peKoMeHZauumu Mo
ucnonbsoBaHuio  npenapata PHK, npuBeaéHHble B MHCTPYKUMM MO MPUMEHEHUIo
Habopa/koMnnaekTa peareHToB ans sbigeneHmsa HK.

2. Mpn mncnonb3oBaHun ansa sbigeneHns PHK komnnekTta peareHtoB NMPOBA-HK n Habopa
peareHToB [MTPOBA-HK-S BcTpsxHuTe npobupknm ¢ npenapatom PHK v oTpuuaTtenbHbIM
KOHTpOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-sopTekce B TedyeHmne 3-5 ¢ n ueHTpudyrnpymnrte

Ha MUKpoLUEHTpudyre-BopTekce B TeyeHme 1-3 c.
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3. Mpn wncnonb3oBaHun AaAnsa  BblgeneHns PHK  Habopa peareHtoB [MPOBA-MY  DWP
LeHTpUdYrMpynTe 3akieeHHbI MAEHKOM rNyboKONYHOUHbIM naaHweT ¢ npenapatoMm PHK wu
oTpuUaTeNbHbIM KOHTpPOSbHbIM 06pa3uoM npu RCF(g) 100 B TeueHme 30 C Ans ocaxaeHus
KOoHAEeHCaTa U CHUMUTE MJIEHKY.

4, Ona npepoTeBpalleHns KOHTaMUHauum cneayet nepeg sHeceHueM PHK oTKpbiBaTb KPbILWKU
TONbKO Tex Npobupok, B KoTopble 6yaeT BHOCUTLCA AaHHbIM obpasel, M 3akpbiBaTb UX Nepea
BHeceHueM cnepytowero. [penapatel PHK W KOHTponbHble o6pa3ubl crneayet BHOCUTH

HaKOHEYHNKaMun C CbVIJ'IprOM .

7.3.9 BHecuTe B COOTBETCTBYIOLIME MPOMAPKUPOBaAHHbIE MNPOBUPKM/HEOBXOAMMBbIE NYHKMU
MuKponnaHwerta no 6,0 Mkn BblAgeneHHoro w3 obpasuos npenapata PHK.
B npobupkn/nyHku, npoMmapkmpoBaHHble «K-» 1 «K+», PHK He BHOCUTCS.

7.3.10 BHecuTe B npobupKy/nyHKy, npoMapkmpoBaHHyt «K-», 6,0 Mkn oTpuuaTenbHOro
KOHTponbHOro obpasua, npoweawero atan sbigeneHns PHK.

7.3.11 BHecuTe B nNpobupKy/NyHKY, NpOMapkmpoBaHHyk «K+», 6,0 MKI NOMOXKUTENbHOro
KOHTpoOsibHOro obpasua.

7.3.12 B cny4dae ucnofib3oBaHuUsa MUKpOMaHWeToB 96 NyHOK:

7.3.12.1 ToMecTuTe aKKypaTHO, He BCTPAXMBasi, MMKPOMIAHLUET B NOAJIOXKY YCTPONCTBa ANS

3anevyaTbiBaHMA nnaHweTos ATnak.
7.3.12.2 poBeauTe 3anevyaTbiBaHMe MukponnaaHwerta [MLUP nonumepHon TepMONneHKOoM
CornacHo pykoBoACTBY MO 3KCnyaTaumu npubopa ATnak.

7.3.12.3 UeHTpndyrmnpymnte mmkponnadwet MUP npu RCF(g) 100 B TeveHune 30 c.

7.3.13 B cnyyae ucnosib3oBaHuUsa Npobupok:
LleHTpndyrnpynte Bce npobupku Ha MUKpoLEHTpUdYyre-BopTekce B TedeHume 3-5 ¢ (npu
ncnonb3oBaHum gna nposeegenma OT-TILUP getekTupytlowero amnaudukatopa Rotor-
Gene Q ueHTpudyrnposaHme He oba3aTenbHO).

7.3.14 YcraHoBuMTe BCe nNpobUPKU/MUKPONNAHWET B AETEKTUpYWMA amnandumkaTop Wu
nposegute OT-MUP (7.3.15, 7.3.16).

7.3.15 [na getekTupyowmx amnamdukaTtopos cepumn OT:
3anyctute nporpaMmmHoe obecnedyeHne getekTupytowero amnnamdukaropa. lNpu nepsom
nposeaeHmn OT-TILIP 3arpy3uTe coOTBETCTBYHOLWMI TecT!. [lanee n npu nocneayowmx
NnocCTaHOBKax CoO34aMTe COOTBETCTBYHOLWMMA MNPOTOKOA  UCCAeAOoBaHUA:  YKaXuTe
KOMMYeCcTBO W uAaeHTUduKaTopbl o06pasuoB, B TOM 4uCie OTpULATENBHOMO W
NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnosiokeHne o6pasuoB Ha
MaTpuue TepMmobsioka B COOTBETCTBMU C WX YycTaHoBkonm wu nposeaute OT-TLP.
Mpwn BbIbOpe TecTa Ao/mKHa oTobpakaTbCsa NporpamMMma, npuseaéHHas B Tabnuue 7.

7.3.16 [Ona petektupyrowmx amnnmdukatopoB Rotor-Gene Q, CFX96 wn Applied Biosystems
QuantStudio 5:
Mposeante OT-MUP c ydyetoM 06béMa peakuUMOHHONM CMecu, paBHoro 18 Mkn, no

nporpaMmmam amnnmdunkaumm, npmBeaéHHbIM B Tabnnuax 4 - 6 COOTBETCTBEHHO.

1 - TecCT Ang AeTeKTUpYLWNX aMnandukaTopos cepumn AT co3naéTtcs nyTéM BBoAA NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) unu npenocraBnsieTca NnpovsBoauTeneM Habopa peareHTos.
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Tabnuuya 7 - T[porpaMma amMnandukaumm Ana AeTEKTUPYHLWNUX aMnanduKkaTopos

«ATnpanm», «ATnant» (dacoska U)

Ne Yucno Pe>xuM onTuyeckmnx
Temnepartypa, °C MWH c . Twun 6n0ka
6noka LMKJIOB U3MepeHun
1 47 20 0 1 Lumkn
2 95 5 0 1 Lnkn
94 0 10
3 50 Lnkn
64 0 15 v
4 80 0 1 1 Unkn
5 10 XpaHeHune XpaHeHune
V - PEXMM ONTUYECKUX U3MEPEHUIA

7.4 MoaroTtoBka M NpoBeAeHMe peakunm obpaTHOM TpaHCKPUNLUMN 1 NONMMEPA3HON LienHOown
peakuuu. d®acoska U, ¢ ncnonbsoBaHMemMm aosuvpytowero ycrponcrsa ATcTpuM (TONbKO
ans AeTeKTupyroLero amnangukartopa OTnpanm B mMoandukaumnm
«ATnpanm *X*»)

BHUMAHME!

1. Ona amnnundukaumm cneayet  ucnonb3oBaTb  MukponnaHwetbl [UP 384  nyHkw,
repMeTusmnpyemble TEPMOMIEHKON.

2. Mpu npoBeaeHnM BCex MNocaeayowmnx AENCTBUN cneayeT niberatb BO3AENCTBUS NPSMbIX

COMMHEYHbIX lyyeil Ha NpobupkM co cMecbto Ans amnambukaumm!

MpunmeyaHne - PekoMeHayeTcsd NOCTaHOBKa He MeHee 5 ob6pasuoB B OAHOM MCCnefoBaHWUU

(3 HensBecTHbIX 06bpasua, oTpuuaTenbHbIN U MOMOXUTENbHbIA KOHTPOJIbHbIE 06pa3ubl).

7.4.1 BcCTpsixHUTe NMpobMpKYy CO CMEeCbo AN aMnnmndukaunm Ha MUKpOLEHTpUdyre-sopTekce
B TeyeHue 3-5 Cc U ueHTpudyrupymte Ha MMKpoueHTpudyre-sopTekce B TeyeHmne 1-3 cC.
7.4.2 BcTtpsxHuTte npobupku ¢ OT-MUP-6ydepom «U» wn depmeHtom Taqg/RT Ha
MUKpoOLEeHTpudyre-soptekce B TeyeHne 3-5 ¢ ©n  ueHTpudyrmpymrte Ha

MUKpOLEHTpudyre-eopTekce B TeyeHue 1-3 c.

BHUMAHMUE! ©®epmeHTt Taq/RT HeobxoamMo pgoctaBaTb M3 MOPO3WIbBHOWM  KaMepbl

HenocpeaCcTBeHHO nepea Mcnosib3oBaHNEM.

7.4.3 Cnegysa ykasaHusam N0 go3umpytowero ycrponcrea ATCTpyM, NpUrotToBbTE B OTAENLHOM

oaHopa3soBoi npobupke cmecb OT-TLP-6ydepa «U» ¢ pepmeHToM Taq/RT.

BHUMAHME! Npu B3sTMK pepmeHTa Taq/RT HeobxoamMMo norpyxxaTb HaKOHEYHUK He 6osee YeMm
Ha 1,0 MM 1 cobntogaTb NpaBuia A03MPOBAHUS BA3KUX XMAKOCTEN. TWaTe/IbHO CMbITb OCTaTKM

depmeHTa Taq/RT € HaKOHEYHMKA NMNeTMpPOBaHNEM HEe MeHee 5 pas.
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7.4.4 BcTpsaAxHUTe NpobupKy C nNpurotoBneHHon cMmecbto OT-TLUP-6ydepa «U» ¢ dpepmeHTOM
Taq/RT Ha MuKpoueHTpudyre-soptekce B TedeHue 3-5 ¢ u ueHTpudyrnpyite Ha
MUKpOLeHTpuUdyre-sopTekce B TedeHue 1-3 c.

7.4.5 BcTpsxHute npobupky C MONOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLEeHTpUdyre-soptekce B TedeHuWe 3-5 ¢ un  ueHTpudyrmpynte Ha

MUKPOLEHTpUdYre-BopTeKce B TeveHne 1-3 c.

BHUMAHME!

1. Nepesn npoBeAeHMEM [03UPOBaHUS Heob6XoAUMMO  BbINOSHUTbL  peKOMeHAauMn  no
ncnonb3oBaHuio npenapata PHK, npuBeaéHHble B  MHCTPYKUMM MO MPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ans BblaeneHmsa HK.

2. Mpu ncnonb3oBaHun ans BbiaeneHns PHK komnnekta peareHToB MPOBA-HK n Habopa
peareHToB [MPOBA-HK-S BCTpsaxHuTe npobupkm ¢ npenapatoMm PHK un  oTpuuatenbHbiM
KOHTPO/IbHbIM 06pa3LOM Ha MUKpPOLEHTpudyre-eopTekce B TedeHne 3-5 ¢ n ueHTpudyrnpymrte

Ha MUKpOLIEHTpUdYyre-BopTeKkce B TeyeHne 1-3 c.

7.4.6 YcraHoBuTe NpobupKKM Cco cMechbto ansa amnandukaumm, co cMecbto OT-MUP-6ydepa «U»
¢ depmeHTOoM Taq/RT, ¢ npenapatamu PHK, oTpmuaTtenbHbIM KOHTPOJIbHbIM 06pa3LoM 1
NOJIOXUTENbHBbIM KOHTPOJIbHbIM 06pa3LoM, a Takxke MukponiaHwet gnsa MNUP Ha pabouunn
cton AOTcTpyM M npoBeauTe O03UMPOBaAHME KOMMOHEHTOB COrMlaCcHO PYKOBOACTBY MO
aKcnnyataumu.

7.4.7 TloMecTuUTe akKypaTHO, He BCTpsSIXMBasi, MUKpOMAaHWeT B MNOAJSIOXKKY YCTpoOWCTBa AN
3anevyaTbiBaHMA nNnaHweToB [Tnak nocne 3aBeplleHns nporpamMmbl Ha AO3UPYHOLLEM
ycTponctee OTcTpum.

7.4.8 TlpoBeguTe 3anevyaTtbiBaHMe MmkponaaHweta MNMUP nonnMepHon TeEpMONSIEHKOM COrnacHo
pyKOBOACTBY MO 3KcnayaTaumm npnbopa ATnak.

7.4.9 UeHnTpudyrmpynte mnkponnadwet MNLUP npmn RCF(g) 100 B TedyeHune 30 c.

7.4.10 YcraHoBuTe MukponnaHwert MUP B 610K geTekTupyowero amnandukaTtopa.

7.4.11 3anyctute nporpamMmMmHoe obecnedyeHne getekTupytowero amnamdukatopa. lNpu nepsom
nposeaeHmn OT-TILIP 3arpy3uTe coOTBETCTBYHOLWMI TecT!. [lanee n npu nocneayowmx
NnoCTaHOBKax CO34amTe COOTBETCTBYHOLWMMA MNPOTOKOA  UCCAeA0oBaHUA:  YKaXxuTe
KOMMYeCTBO W uAaeHTUduKaTopbl o06pasuoB, B TOM 4uCie OTpULATENBHOMO W
NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnosiokeHne o6pasuoB Ha
MaTpuue TepMobsioka B COOTBETCTBUM C MX yCTaHOBKoM u nposeamte OT-TMLUP. Mpu

Bblbope TecTa AomkHa oTobpaxaTbCs nporpamma, npmeseaéHHasa B Tabnanue 7.

1 - TecCT Ang AeTeKTUpYLWNX aMnandukaTopos cepumn AT co3naéTtcs nyTéM BBoAA NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) unu npenocraBnsieTca NnpovsBoauTeneM Habopa peareHTos.
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8

PErMCTPALMA PE3YJIbTATOB AMIMTTTIUOUKALIAN

PeFVICTpaLI,VIﬂ CurHana d)ﬂYOpECLI,eHU,VIVI npoBOAUTCA AETEKTUPYHOLWNM aMI'IﬂVI(bMKaTOpOM

aBToMaTU4eCKn BO BpeMA aMI'IJ'IVI(bVIKaLl,VIVI.

9.2

9.3

YYET U UHTEPMNPETALUSA PE3Y/IbTATOB

YuéTt peE3y/1IbTaToB aMI'IJ'IMd)MKaLl,MVI OCyLWleCTBNAETCA aBTOMATU4YECKM C TMOMOLbIO

nporpaMmMHOro OGGCI‘IG‘-IEHVIFI, nocCtaB/IAEMOro C AETEKTUPYHOLWLNM aMI'IJ'IMd)MKaTOpOM.

MpK MCnonb30BaHUN AeTeKTUpyLWMX aMnandukatopos CFX96 cneayeT ucnonb3oBaTb
perpeccuMoHHbIM TMn aHanmsa (Cq Determination Mode: Regression), BO Bknagke

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

UHTepnpeTaumsa pe3ynbTaToB NpPOBOAUTCHA B COOTBETCTBUM C Tabnuuen 8. PesynbTaThl
MOCTaHOBKWN BanAHbl, €CJZIM BbINOJIHAKTCA YCNOBUA WHTEPNpPETAUUN pPE3YJ/IbTATOB,

MONYYEHHbIX ANA KOHTPOJIbHbIX o6pa3uos.

Tabnuua 8 - WHTepnpeTaumsa pesynbTtatos OT-TMLP

Kanan perekuum
Hex/Yellow/Vic
Fam/Green (BHYTpeHHMi UHTepnpeTaumna pesynbTtaTta
(nckomasn PHK), Ko:Tponb)
14
Cp/Cq/Ct Cp/Cq/Ct
HeunsBecTHble 06pa3uybl
YkasaH He yuuTbiBaeTcs O6Hapy)xeHa PHK Influenza A virus
He ykasaH YkasaH He o6bHapyxeHa PHK Influenza A virus
He ykasaH He ykasaH HepocroBepHbIN pe3ynbrar.
OTpuuaTenbHbIA KOHTPOJIbHbIN 06pa3sel
He ykasaH VkasaH OTpuuaTenbHbIA pe3ynbTaTt
Pe3ynbTaTbl MOCTAHOBKM BasnAaHbI
Mono)xutenbHblii KOHTPOJIbHbIN 06pasel
Mono>kutenbHbI pe3ynbTaTt
YkasaH He ykasaH
Pe3ynbTaTbl MOCTAHOBKM BasnAaHbI

9.4

HepoctoBepHbI pe3yabTaT MOXET O6biTb CBSI3aH C MNPUCYTCTBMEM WHIMO6MTOpPOB B
npenapate HK, nonydyeHHom w3  6uonornyeckoro MaTtepumana; owmbkamm
npeaHanuTUM4Yeckoro 3sTana, HeBEepHbIM  BbINOJHEHMEM  NpPOTOKOS@  aHanmsa;
HecobnloaeHeM TemnepaTypHoOro pexumma amnaudbukaumm mn gp. B 3ToM cnydae
HeobXxoanmMo NOBTOPHO npoBectn Nmbo BbigeneHne HK n nocraHosky OT-TMLUP anga atoro
obpasua, nmbo B3aATME OMOMOrMYeckoro martepumana Yy nauymeHTa (BbIMONHAETCS

rnocneaoBaTesibHO).

30



Bupyc lpunna A | UHCTPYKUMA N0 NpUMEHEHUI0 | 1015 ot 03 anpens 2024 7 "HK'TEXHO"OI-"“

9.5 Mpu MNONyYEHUM TMONMOXUTENBHOrO pesynbTaTa ANS OTPULATENbHOrO KOHTPOJIbHOMO
obpasua pe3ynbTaTbl BCE MOCTAaHOBOYHON CEPUW CUUTAIOT HEAOCTOBEPHbIMU. B 3TOM
cnyyae HeobxoAMMO TNpOBEAEHME CreuManbHbIX MEpPOnpUATUA AN BbISBAEHUS WU

YCTpaHEHUA BO3MOXXHOM KOHTaMMHaUUWN.

9.6 Mpy nNoNyyeHUM OTpULATENIBHOrO pe3ynbTata A/ MOJIOKUTENIbHOrO KOHTPOJIbLHOIO
obpa3ua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUM CUMTAIOT HEAOCTOBEPHbLIMU. B 3TOM

cnydae TDE6YETCﬂ NMOBTOPHas NoCTtaHOBKaA aMI'IJ'IMdJMKaLl,MM BCel napTmm O6p63L|,OB.

MpeaynpexxaeHusn

EAVMHWYHbBIN OTpMUaTenbHbIA pe3ynbTaT uccnenosaHms, ocobeHHo ecnn 310 obpasey 13
BEPXHUX AbIXaTeNbHbIX NyTEW, HE UCKNOYaEeT UHDEKLMN.

OTpuuaTenbHble pe3ynbTaTbl HE AO/MKHbI MCNONb30BaTbCA B KayecTBe eAWHCTBEHHOM

OCHOBbI A4 NPpUHATUA pELUEHNA O NEYEHUN NAaUNEHTOB.
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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

TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCINJ1IYATALNUA

TpaHcnopTupoBaHue

TpaHcnopTupoBaHne Habopa peareHTOB OCYLIECTBASAT B TEpPMOKOHTeNHepax ¢
Xnafo3/ieMeHTaMn BCEMW BUAAMU KpbITOFO TpaHCNopTa npu Temnepatype BHYTpwU
TEPMOKOHTElHepa, COOTBETCTBYIOLLEN YCNOBUSAM XpaHEHUs KOMMOHEHTOB, BXOASALWNX B
cocTtaB Habopa peareHToB.

JonyckaeTca TpaHCnopTMpoBaHne Habopa peareHToB, 3a UCKIoYeHneM depMeHTa Taq/RT,
B TEepPMOKOHTelHepax C X/aA03/leMeHTaMM BCEMW BUAAMM KpbITOro TpaHcnopTa npwu
TeMnepaTtype BHYTpu TepMOKOHTenHepa oT 2 °C ao 25 °C He 6onee 5 cyToK.
JonyckaeTca  TpaHcnoptMpoBaHue depmeHTa Taq/RT B TEpMOKOHTEMHepax ¢
Xnafo3d/ieMeHTaMn BCEMUM BMAAMWU KPbITOro TpaHCNoOpTa Mpu TemnepaTtype BHYTpU
TepMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.

Habopbl peareHTOB, TPaHCNOPTUPOBaHHbLIE C HapyLleHMeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE Noanexar.

XpaHeHue

Bce komMnoHeHTbl Habopa peareHToB, 3a ucka4veHueMm depmeHTa Taq/RT, cneayer
XPaHUTb B XONOAU/IbHUKE WUN XONOAMNBbHOW Kamepe npu TemnepaTtype oT 2 °C go 8 °C
B TeYeHne BCero cpoka rogHoCcTu Habopa peareHToB.

CMecb and amnaudukaumMm n cMecb AN amnandukaunm, 3anedataHHyo napadguHomM,
cneayeTt XpaHuUTb B 3alUMLEHHOM OT CBETa MecTe.

®epmeHT Taq/RT cnegyeT XpaHuTb B MOPO3W/LHOM Kamepe npu TemnepaType
oT MMHycC 18 °C go MnHyc 22 °C B Te4eHUe BCEro Cpoka rogHocTn Habopa peareHToB.
Habopbl peareHTOB, XpaHUBLUMECS C HapyLWeHWeM pernameHTUPOBaHHOIo pexuMa,

NpUMEHEHUNIO HE noagaexar.

YKaszaHug No aKcnayaTaumm

Habop peareHTOB A0/KEH NPUMEHSATBLCS COrNacHO AENCTBYOLWEN BEPCUM YTBEPXKAEHHOM

WHCTPYKUMM MO NPUMEHEHMUIO.

Ons  nonyyeHuMss [LOCTOBEPHbIX pe3ysbTaToOB HeobxoamMMmo CTporoe cobntogeHue

WHCTPYKLMM MO NpUMeHeHnto Habopa peareHToB.

lMocne BCKpbITMSA YMakKoOBKM KOMMOHEHTbl Habopa peareHTOB crefyeT XpaHuTb MNpu

cneaynwmx ycnoBmsax:

- BCe KOMMOHEeHTbl Habopa peareHToB, 3a ucknwdveHnem depmeHtTa Taq/RT, cneayetr
XPaHUTb B XONOAWSIbHUKE WAW XONOAMNBbHOW Kamepe npu Temnepatype ot 2 °C
Ao 8 °C B TeyeHKMe BCero cpoka rogHocTn Habopa peareHToB;

- CMecCb Ans amnandukaumm n cMecb onsa amnamdukaunm, 3anevyataHHyro napaduHomMm,
cneayeT XpaHuTb B 3alUMLLEHHOM OT CBETa MecTe;

- ¢depmeHT Taq/RT cnegyer XpaHUTb B MOPO3W/IbHOW KaMepe npu Temnepartype
OT MMHYC 18 °C ao MuHyc 22 °C B TeueHme BCero cpoka rogHoCTn Habopa peareHToB.

HaGOpr peareHToB C UCTEKLUMM CPOKOM rogHOCTUN NMPUMEHEHUIO HE NMoANIEXaT.

32



Bupyc lpunna A | UHCTPYKUMA N0 NpUMEHEHUI0 | 1015 ot 03 anpens 2024

11

11.1

11.2

12

12.1

12.2

13

" HK-TEXHONOT Us
YKA3AHUS MO YTUTIU3ALIMM

Mpu wncnonb3oBaHum Habopa peareHTOB B KIMHMKO-AMaArHoctuyeckon nabopartopumn
obpa3zytoTcs
TpeboBaHnamm CanlnH 2.1.3684-21 n My 1.3.2569-09.

oTxoAbl kKnacca B, KOTOpblE YTUIUN3UNPYIOTCA B COOTBETCTBUU C

Habopbl peareHToB, Npulleallne B HEMPUroAHOCTb, B TOM YNC/IE B CBSA3M C UCTEYEHUEM
Cpoka FOAHOCTM, MOBpEeXAEHMEM YMaKoOBKM, MoanexaT yTuausauum B COOTBETCTBUM
c TpeboBaHmsamMu CaHlNnH 2.1.3684-21.

rFAPAHTUX N3TOTOBUTENSA

MpeanpuaTMe-nU3roToBUTENb  FrapaHTUpPyeT  COOTBETCTBME  Habopa  peareHToB
Tpeb0oBaHMSAM TEXHUUYECKUX YCOBUIA Npu COBMOAEHUN YCNOBWUI TPaHCNOPTUMPOBaHMUS,

XpPaHEHUA U 3KCNNyaTaunn, YCTaHOBNEHHbLIX TEXHUYECKMUMUN YCNOBUAMMN.

Cpok rogHoctn Habopa peareHToB - 12 MecsaueB npu cobniogeHnm BCeEX YCNOBWIA

TPaAHCNOPTUPOBAHUA, XpaHEHUA N 3KCMJlyaTalun.

PEMOHT N TEXHNYECKOE OBCJ1Y)XNUBAHME

Habop peareHTOB npeaHasHayeH AN OAHOKPATHOrO MPUMEHEHUSS U HEe MNOANEXUT

TEXHWUYECKOMY 06CNY>XMBAHUIO N TEKYLLEMY PEMOHTY.

14

CMMBOJ1bl, NCMNOJIb3YEMbIE NP MAPKNPOBKE HABOPA PEATEHTOB

MeanumnHckoe npenne
AONst ANArHoCTUKK in vitro

Ob6patutecb K UHCTPYKL MK
no NMPUMEHEHNIO

Mpenen TemnepaTypbl

HoMep no kaTtanory

Coaep>xmMoro 4octaTtoyHo
ANs NpOBeAEHUS N TECTOB

MN3rotoBuTEb

Mcnonb3oBaTb A0

He ponyckaTb BO34ENCTBUS
COJIHEYHOro CBETa

Koa naptumn (cepun)

& | 8 ||| B

daTta narotosneHuns

HecTepunbHO
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15 NMEPEYEHb NPUMEHAEMbIX HALULMOHAJIbHbIX CTAHOAPTOB

FOCT ISO 14971-2021 W3penuna ™MeauuuHckue. [lIpyMeHeHUMe MeHeIKMeHTa pucka K
MeAVULMHCKUM U3aenunam

FOCT P 2.105-2019 EauvHas cucteMa KOHCTPYKTOPCKOW AOKyMeHTauuu. Obwwune TpeboBaHus
K TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cuncrtema pa3paboTkm M MOCTAHOBKM MpoAYyKLUMWM Ha MpoOU3BOACTBO.
MeanumHckmne nsnenus

FOCT P 51088-2013 MeauuuHckue wmsaenus Ana ANArHOCTUKWM UH BUTPO. PeareHTbl, Habopbl
peareHToB, TeCT-CUCTEMbl, KOHTPOJSibHble MaTepwanbl, NUTaTeNbHble cpeabl. TpeboBaHMA K
n3genusaM u NnoaaepXxusatollen JoKyMeHTaumm

FOCT P 51352-2013 MeauuMHCKNE Usgennsa ans oMarHoCTUKn UH BUTpo. Metoabl UCNbITaHUMN
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopum MeauLUMHCKMe. TpeboBaHus
6e3onacHocTK

FOCT P NCO 15223-1-2020 Uspenus MeAULMHCKMKE. CnmBonbl, npuMeHsaeMble npu
MapKUPOBaHUN MEAULMHCKUX U3LeNUIr, Ha ITUKETKax M B COMpPOBOAUTENIbHOW AOKYMEHTauuu.
Yactb 1. OcHOBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeanumHckme usgenus Ans avarHoctuku in vitro. UHdopmauus,
npenocTaBnsemas uarotosutenieM (Mapkumposka). Yacte 1. TepMuHbl, onpeneneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHCKMe wmsgenusa ans AuarHoctmku in vitro. MHdopmauus,
npegocrasnsieMas nsrotosuteneMm (Mapkuposka). Yactb 2. PeareHTbl 4na gmarHoctuku in vitro
Ansa npodeccMoHanbHOro NpuMeHeHuns

FOCT P NCO 23640-2015 U3pgenusa MeauMuMHCKWME Ans8  AMarHocTukyn in - vitro.  OueHka

CTabMNbHOCTM peareHToB A8 AMAarHoCTUKK in vitro

MpuMmeyaHne — YKasaHHble Bbllle CTaHAAPTbl 6blAM AEWCTBYIOLMMU Ha MOMEHT YTBEPXKAEHMUS
WMHCTPYKUMWN MO NPUMEHeHWI0. B ganbHenwemM, npu nofb30BaHMM AOKYMEHTOM, Lienecoobpa3Ho NpoBeEpPUTb
[AEeiCTBNE CCbINOYHbIX HOPMAaTUBHbIX AOKYMEHTOB Ha TEKYLUMA MOMEHT. EC/TN CCbINIOUHbIN JOKYMEHT 3aMEHEH
WAN U3MEHEH, TO MpM TMPUMEHEHUM HACTOSLIEro AOKYMEHTa CcnelyeT MoNb30BaTbCA 3aMeHEHHbIM

(M3MEeHEHHbBIM) AOKYMEHTOM.
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16 AAOPEC ANA OBPALLEHUA

MpounsBoacTBo HabopoB peareHTOB nMeeT cepTUdULMPOBAHHYD CUCTEMY MEHEMXKMEHTA
KauyecTBa MU COOTBETCTBYeT TpeboBaHMsAM CTaHAapTa CMCTEM MeHeaXMeHTa kadectea ISO 9001 B
obnactu paspaboTku, nponssBoacTea 1 npoaaxun IVD peareHToB 1 NpubopoB AN MONEKYNSPHO-
reHeTUYeCKOM AMArHoCTUKK, M Apyroro nabopatopHoro npumeHeHus, un ISO 13485 B obnactu
pa3paboTku, npoussBoAacTBa W npogaxu IVD peareHToB M npubopoB Ana MeauLMHCKOMU
MONIeKYNAPHO-reHeTUYECKOM AMArHOCTUKM.

MpousBoguTtenb: O6WecTBO C OrpaHWYeHHOM OTBETCTBEHHOCTbIO «AHK-TexHonorns TC»
(000 «OHK-TexHonorua TC»), Poccus.

Appec npousBogurtens: 117246, Poccus, r. Mocka, npoe3g Hay4dHnbin, 4. 20, ctpoeHue 4.
MecTto npousBoactTea: 000 «[HK-TexHonorusa TC»

117246, Poccus, r. Mockea, npoe3a HayuHbliii, a. 20, cTpoeHune 4.

Mo BonpocaMm, KacawwWwMMcs KadecTBa Habopa peareHToB, cnegyeT obpawaTtbcs B
CNyx6y KINMEHTCKOW NoAAEPKKMN.
Cny>x6a KNMEeHTCKOM NoafepXKU:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHI 1 3apybexbs, 3BOHOK MJ1aTHbIN).

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

CokpaweHHaa metoauka ebigeneHusa PHK us nccnegyemoro matepmnana
(Ma3Kn U3 HOCOIMNIOTKU U POTOI/IOTKMU) C UCMOJZIb30BaHMEM KOMIJIEKTA peareHToB
MPOBA-HK.

BHUMAHME!

1. Mepen HayanoM paboTbl HEOH6XOAMMO AOCTaTb M3 XONOAWSIbBHMKA KOMMEKT peareHToB
ONa  BblAeNeHUS HYK/EUHOBbLIX KUCNOT W MPOKOHTPOAMpPOBaTb OTCYTCTBME oOcCagka B
nu3mpytoweMm pacteope. B cnydae BbinageHus ocagka NM3MpPYROLWMA  pacTBop cneayer
nporpetb npm 65 °C 40 NONHOrO pacTBOPEHMS 0cajka, 3aTeM NepeMeLlaTb NepeBopavymBaHmemM
¢dnakoHa BBepx AHoM 5-10 pa3, nsberas neHoobpaszoBaHUS.

2. Mpun nporpeBaHnn nNpobMpoK BO3MOXHO OTKpbiBaHMe Kpbiwek! CneayeT MCNonb3oBaTh
Npobupku C 3alWénknBaoWMMncs Kpbolwkamm (Hanpumep, Eppendorf Safe-Lock Tubes) wnwm
nporpaMMmpyemMble  TepMOCTaTbl C  MPUXMMHOM  KpbIWKOW  (Hanpumep, TepMmocTar
TBEpAOTENbHbIA MporpaMMupyemblii  ManorabaputHbii TT-1-«[AHK-TexH.», npou3BoACTBa
000 «HIMO AHK-TexHonorus»).

1. MpomapkupynTe No o4HON 04HOPA30BOM NIACTUKOBON Npobupke o6bvémom 1,5 Mn ana
KaXx4oro Hem3BeCcTHOro obpasua 1 oTpMuUaTeNbHOro KOHTPObHOro obpasua (K-).

2. BHecnTe B Kkaxayto npobupky no 10 MKN npeaBapuTeNbHO MNepeMellaHHOro Ha
MUKPOLIEHTPpU@Yyre-BoOpTeEKCE BHYTPEHHEr0 KOHTPOsbHOro obpasua PHK-BK "A" u3

Habopa peareHToB Bupyc Npunna A.

3. JobasbTe B ka)xayto npobupky rno 300 MK NU3MPYIOLLErO pacTBopa, He Kacascb Kpas
npobumpku.

4, BHecuTe B npobupkm ans HeusBecTHbIXx obpa3uyoB no 100 MKkA uccneayemoro
mMaTepuana.

5. BHecnte B npobupky, npoMmapkupoBaHHyk <«K-», 100 Mkn oTpuuaTenbHOro

KOHTpoOsbHOro ob6pasua. lMnoTHO 3akpoiTe NpobUMpKKU, BCTPAXHUTE MNPOBUMPKM Ha
MUKpOLEHTpudyre-sopTekce B TeyeHue 3-5 c.
TepMocTaTupymnTe npobupku npmn temnepatype 65 °C B TedeHne 5 MUH.
LeHTpndyrnpyinte npobupkm Ha MMKpoOLEHTpUdyre-seopTekce B TeyeHme 3-5 c.
[JobaBbTe B Kaxayto npobupky no 400 Mk peareHTa A4ns npeuynnmuTaumm, He Kacasicb
Kpasi Npobunpku, 3akponTte npobupku n BCTpAXHUTE NPOBUPKM HA MUKpOLEHTpudyre-
BOpTEKCe B TeyeHue 3-5 c.

9. UeHTpndyrnpynte npobupkm npu RCF(g) 12000-16000 B TeyeHue 10 MuH npum
KoMHaTHon TemnepaTtype (ot 18 °C go 25 °C).

10. He 3ageBass 0cagoK, MOSIHOCTbIO yAanuTe HaAoCaAOYHYH XWMAKOCTb (OTAESbHbIM
HAKOHEYHMKOM M3 Kaxxaon npobupkn).

11. JobaBbTe K ocagky no 500 Mkn nmpoMbiBOYHOro pacrBopa N21, He Kacascb Kpas
npobupkun, 3aKporTe NpobnpKN N akKypaTHO nepesepHuTe Nnpobmpkn 3-5 pas.

12. LenTtpndyrnpynte npobupkm npu RCF(g) 12000-16000 B TeyeHme 1 MUH npwu
KoMHaTHon TemnepaTtype (ot 18 °C go 25 °C).
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MpunoxxeHune A

13. He 3ageBas 0cafoK, MOSIHOCTbI yAanuTe HaAO0CAAOYHYIO XMAKOCTb (OTAEMbHbIM
HaKOHEYHUKOM U3 KaxAaon npobupkn).

14. Job6aebTe Kk ocaaky no 300 Mk nNpoMblBOYHOro pacteopa N92, He Kacasicb Kpas
npobupku, 3akponTe NpobUPKN N aKKypaTHO nepeBepHUTe Npobupkn 3-5 pas.

15. LenTpndyrnpynte npobupku npu RCF(g) 12000-16000 B TeuyeHne 1 MuH npum
KoMHaTHon TemnepaType (oT 18 °C go 25 °C).

16. He 3ageBas 0cafoOK, MOSIHOCTbI yAanuTe HAaAOCAAOYHYIO XMAKOCTb (OTAEMbHbIM
HAaKOHEYHMKOM U3 Kaxaon npobupkun). [lonyckaeTcsa OCTaBUTb KWMAKOCTb,

NMOKPbIBaOLLY 0CafoK, o6bEMOM He 6onee 20-30 MK,

17. OTKponTEe NPOBMPKK M BbICYLLMTE 0CaAoK Npu TeMnepaTtype 65 °C B TeyeHne 5 MuH.
18. Job6aBbTe K ocaaky no 50 mkn 6ydepa Ang pactBopeHus, 3aKponTe NpobUpKu.
19. BcTpsixHUTe Npobupkn Ha MukpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ u ocagute

Kanan ueHTpmdyrupoBaHnem npobmpok B TeyeHme 3-5 c.

20. TepmocTtaTtupynte npobupkmn npu Temnepatype 65 °C B TedeHne 5 MUH. BCTpaxHute
NpobupKM Ha MMKpOUEHTpUdyre-eopTekce B TeveHme 3-5 c.

21. OcaguTte koHAeHcaT ueHTpudyrmuposaHnem npm RCF(g) 12000-16000 B TeueHune 30 ¢

npu KoMHaTHon TemnepaTtype (ot 18 °C po 25 °C).

Mpenapat PHK rotoB Ans nNOCTaHOBKW peakuum o6paTHOM TpaHCKpUNUUKM WU
MnosIMMepasHoOM LIenHOMN peakumm.

MonyyeHHbIn npenapat PHK HeobxoaMMo B TeUYeHME ABYX YacOB MCMNONb30BaTb ASS
MOCTAaHOBKM peakuMm o06paTHOM TpPaHCKPUMNUMM U MOJSIMMEPA3HOM LENHOW peakuuu.
[na BO3MOXHOCTW NpoBefeHns NOBTOPHOro uccnenosaHma octaswytca PHK cneayet cpasy
K€ MOMEeCTUTb B MOPO3UJIbHYIO KaMepy W XpaHuUTb Npu TeMnepaTtype He Bbiwe MUHYyC 18 °C

He 6osee 7 CyTOK, HE pa3Mopa)KuBasi 10 NOCTAaHOBKM.
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MapamMeTpbl TeCcTa, KOTOpPble HEO6XO0AMMO BHECTU B NporpaMMHoe obecneueHue
AeTeKTupyrowmnx amnanpukatopoB «ATnpainm>», «ATnanT>»
npu Mcnonb3oBaHuu Habopa peareHTtoB Bupyc Npunna A

B pacoBke S

1)  Konwnuectso npobupok B Tecte — 1;
2) O6béM peakuuoHHON cMecn — 40 MKN;
3) B okHe «[1porpamma amnaudumkaummn» BBeCTU cneayowme napameTpbl:
N2 Yucno Pe)xnm ontnyeckux Tvn
TeMmnepaTtypa, °C MWH c -
6noka LMK/10B n3MepeHun 6noka
1 35 15 0 1 Lnkn
2 92 0 30 1 Lnkn
92 0 10
3 8 Lnkn
64 0 15 v
90 0 5
4 40 Unkn
64 0 15 v
5 64 0 5 1 Lnkn
6 10 XpaHeHune XpaHeHune
V - PEXMM ONTUYHECKUX U3MEPEHMIA
4) BHecTn cnegyowme napamMeTpbl KaHaNoB AeTEKLUMUN:
Fam Hex Rox Cy5 Cy 5.5
Influenza A virus BK - - -

38



Mpuno>xeHune B

MapamMeTpbl TecTa, KOTOpble HE06XO0AMMO BHECTU B NporpaMMHoe obecneueHune
AeTeKTupyrowmux amnanpukatopoB «ATnpainm>», «ATnanT>»

npyv ncnonb3oBaHuun Habopa peareHToB Bupyc Nlpunna A

B ¢pacoBke U
1)  Konwnuectso npobupok B Tecte — 1;

2) O6bEéM peakuMOHHON cMecn — 18 MKN;

3) B okHe «[lporpamma amMnandukaumm» BBECTU Creaytowme napaMeTpbl:

N2 TeMmnepartypa, Yucno Pe)>xnm ontnyeckux
MWH c » Twvn 6noka
6noka °C LMK10B n3MepeHun
1 47 20 0 1 Lukn
2 95 5 0 1 Lnkn
94 0 10
3 50 Lwvkn
64 0 15 v
4 80 0 1 1 Lnkn
5 10 XpaHeHune XpaHeHue
V - PEXMM ONTUYHECKUX U3MEPEHMIA
4) BHecTn cnegyowme napamMeTpbl KaHaNoB AeTEKUUN:
Fam Hex Rox Cy5 Cy 5.5
Influenza A virus BK - - -
Homep 1015
2024-04-03
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