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CMUCOK COKPALLEHUA N OBO3HAYEHWIA

B HacTosaweln MHCTPYKUNN NCNONb3YKTCA cneayrwme CoKpaleHna m o603HaueHuns:

RCF - oT aHrn. relative centrifugal force, oTHocMTeNbHOE yCKOpeHMe LueHTpudyrm
BK - BHYTPEHHWN KOHTPOSb

an - LOBEpUTENbHbIA MHTEepBan

AOHK - e30KCMpUBOHYKNenHoBas KnucnoTta

OHKasbl - Ae30KcMpuboHykneasbl

nB - UHTepdepupylowne BeLLecTsa

K- - OoTpuLaTenbHbI KOHTPONbHbIA 0bpasel,

K+ - MOJIOXUTENbHbIN KOHTPO/bHbIV 0bpasel,

kOHK - KOMMJIeMeHTapHas Ae30KCUPUOOHYKIEMHOBAsA KUCNOoTa
KO - nabopaTopHbIi KOHTPObHbLIA 0bpasel

HK - HyKneunHosble kncnotbl (PHK n AHK)

OPBMU - OCTpble pecnuMpaTopHbie BUPYCHble MHMEeKLNn

oT - obpaTHasa TpaHcKpUnums

Mnup - MosiMMepasHas uenHasa peakuus

PHK - puboHyKnenHoBas KMcnoTta

PHKa3bl - puboHykneasbl
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NPEAHA3BHAYEHHOE NPUMEHEHUE

NMonHoe HanMeHoBaHWe Habopa peareHToB: Habop peareHToB Ans BbiaBneHns PHK

cybtuna supyca rpunna A (Influenza A HIN1pdmOQ09) metoaom OT-MLUP B pexume

peanbHoro BpemeHu (Bupyc punna A H1IN1pdmQ9), nanee no TekcTy — Habop

peareHToB.

Ha3HaueHune: Habop peareHTOB NpeaHasHaveH Ans BbigseneHmnsa PHK cyb6Tuna Bupyca

rpunna A (Influenza A HIN1pdmOQ9) B 6nonormyeckoM mMatepuane denoseka (Mas3ok

M3 HOCOrNOTKW, POTOrNIOTKM, OpOHXO0ANbLBEONSAPHbLIA faBax, 3HAOTpaxeanbHbIR,

Ha3odapuHreanbHbIt acnmpaT, MOKpOTa) MeToAoM 06paTHOM TpaHCKpUMNUMK W

NoMMepasHoN LEnHON peakLumn B peXnMe peasibHOro BPEMEHMU.

QOyHKUMOHANbHOE Ha3sHayeHme: anarHocTuka in vitro.

MokazaHus K NpoBeAeHUNI0 NCCnenoBaHns:

- Hannyme CMMNTOMOB M KOHTaKT C 601bHbIMM OPBWU;

- npebbiBaHMe B o4darax WMHeKkuun (C Uenbk paHHero BbISAB/IEHUA BO3MOXHOIO
MHOMUMPOBaAHMS U NPeaoTBPaLLEHMS AaNbHENLLEro pacnpocTpaHeHms).

MpoTuBONOKasaHUM K NPUMEHEHUIO HET.

MonynaumoHHble 1 aeMorpaduyeckme acnekTbl: NpUMeHeHuMe Habopa peareHToB

HE 3aBUCUT OT MONYNAUMOHHbBIX U AeMorpadnyeckmx acnekToB.

Obnactb nNpumMmeHeHus: Habop peareHTOB MoOXeT OblTb WMCMOMNbL30BaH B KJIMHUKO-

ANarHocTmyecknx nabopatopmsax MeanUMHCKNX YUYpexaeHN.

MoTeHumanbHble Monb3oBaTenn: KBanUMUUMPOBAHHbLIA MNepcoHan, oby4yeHHbI’

MeTo4aM  MOMEKYNSApHOM  AMArHOCTMKW W npasBunaMm paboTtbl B KIWMHUKO-

AnarHocTm4yeckon nabopatopuu.

MpuMeHATb HAabop peareHTOB CTPOr0 MO Ha3HAYEHWIO COrfTacHO AAHHOW MHCTPYKLUUK

no NpMMEHEHUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

" HK-TEXHONOT Us

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

HoMuHanbHbIN

KOHTPONbHbIN 06paseu!

HanmeHoBaHune . Konunyectso .
BHewHnn Bua 06bEéM
KOMMOHEHTOB npobupok
KOMMOHEHTa
Mpo3payHas 6ecuBeTHas unm
Cmecb ana amnandukaumm, Posp H 12 cTpunos
po30Bas XXMAKOCTb MoA no 15 mkn
3ane4ataHHas napaduHoM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
OT-NMUP-6ydep Mpo3payHas 6ecuBeTHas XWAKOCTb 1 npobupka 1,62 mMn
Mpo3payHas 6ecuseTHas BA3Kas
®epmeHT Taqg/RT Posp 4 1 npobupka 55 Mkn
XUAKOCTb
BHYTpeHHUI KOHTPOJIbHbIN
Mpo3payHas 6ecuBeTHas XNAKOCTb 1 npobupka 1,0 mn
06pa3eLl. PHK‘BK ||A||1 p p 1) A p p 1
MonoXuTenbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mmkn

KpbIWwK® anga cTtpvnos

12 wr.

R3-P454-23/9, ¢bacoBka S, npo6bupkm

HoMuHanbHbIN

KOHTpOSbHbI 06pasew!

HanmeHoBaHue . Konnyectso a
BHewHWn Bng, 6 061LEM
KOMMOHEHTOB npobupok KOMMOHEHTa
Mpo3payHas BETHas unu
CmMecb gna amnnmdukaumm, po3patHas GecuseTHas un
po30Bas XWAKOCTb MNoj, 96 npobupok rno 15 mkn
3ane4yaTtaHHasa napamMHOM
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 KOHTPO/bHbIN
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-P454-UA/9, dacoska U
HauMeHoBaHve . Konnuectso | HOMMHANbHBbIA
BHewHWn BUA 06bEM
KOMIMOHEHTOB npobupok
KOMMOHEHTa
Mpo3payHas 6ecuseTHas uam
CMecb ans aMmnnmdukaumm posp H 1 npobupka 600 mMkn
po30Bast XMAKOCTb
OT-MNuUP-6ydep «U» lMpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 600 mMkn
Mpo3payHas becuseTHas BA3Kas
®epmeHT Taq/RT posp H 1 npobupka 30 MKn
XMAKOCTb
BHYTPEHHWI KOHTPOJIbHbIN
lMpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 1,0 mn
o6pasey PHK-BK "A"t posp 4 A pobwp ’
MonoXwuTenbHbIN
lMpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

! - Ha 3TUKEeTKe KOMMOHeHTa Ans BceX hacoBOK «MON0XKUTENbHBIN KOHTPO/IbHbIN 06pa3eL» yKasbiBaeTcs
Kak «K+», «BHyTpeHHWN KOHTpONbHbIN obpa3el PHK-BK "A"» yka3biBaeTcsa kak «PHK-BK "A"»

5
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Bce KOMMNOHeHTbl Habopa peareHToB TrOTOBbl K MpPUMEHEHMI0 K He TpebyioT
AONONHUTENIbHOM NOArOTOBKKM K paboTe.
KOMMNNeKTHOCTb:
— Habop peareHTOB B 04HOM U3 BAapWUaHTOB UCMNOMHEHUS — 1 WT.;
— WNHcTpyKkuma no npuMeHeHuto — 1 aks3.;
— Bknagbiw - 1 3K3.;

— [MacnopTt - 1 3k3.

2.2 KonnuectBo aHannsmnpyembix ob6pasuos

Habop peareHTOB B (pacoBke S paccymTaH Ha npoBeaeHne 96 onpepeneHuii (He 6onee
12 nocTtaHOBOK), BK/OYasl aHajliIM3 HEU3BECTHbIX 06pa3uoB, OTpULLATENbHbIX KOHTPOSbHbIX
06pasL0oB M NONOXUTENBHbIX KOHTPO/IbHbIX 06pa3LIOoB.

Habop peareHToB B (hacoBke U paccuumTaH Ha npoBeaeHue 96 onpeneneHuin npu
YyC/T0BMW NOCTAHOBKW He MeHee 5 06pa3uoB B 04HOM nccnenoBaHum (3 HEM3BECTHbIX 06pa3ua,

OTpULATENbHbIA U MONOXUTENbHbIA KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHuMn MeToaa

Metoa: obpatHaa TpaHckpunuua PHK ¢ nocneayowein amnandukaumen
CUHTE3NPOBaHHbIX dparmMeHToB KJHK MeToaoM nonumepasHol uenHon peakumun (OT-MLP) B
pexuMe peasibHOro BpEMEeHU; KadeCTBeHHbIN aHauns.

MpuHUMN MeTOoAA OCHOBAH Ha MCMOAb30BaHMM npoLecca 06paTHOMN TpaHCKPUMMNLMK
PHK u nocnegytouwen amnandukaumm kOHK, 3aknioudatowencss B MOBTOPSIOWMUXCS LMKAAX
TemnepaTtypHon  geHaTtypaumm OHK, omTxura npanmMepoB C  KOMMNJEMEHTapHbIMU
nocnefoBaTeNIbHOCTAMU U MOCNeayrowen AOCTPOMKN MNOAMHYKNEOTUAHbIX Lenenm C 3TUX
npammepoB Tag-noanMepason.

Stanbl o6paTtHOM TpaHckpunuuu PHK n MUP-amnandukaummn kAHK npoBoasT B 0AHOM
Npobupke, YTo NOBbIWAET YyBCTBUTENbHOCTb METOAA, YMEHbLUAET BEPOATHOCTb KOHTaMUHaLUMN
N CHMKaeT BpeMs NpoBeAeHUS UccrenoBaHuns.

Ona noBbIlWeHUsS 4YyBCTBUTENBHOCTM U CREUNMPUUYHOCTU peakuum npeaycMoTpeHo
npuUMeHeHne «ropsayero» crapTta. [lopsunii crapT obecneumBaeTcs MCMOMb30BaAHMEM
Tag-nonnmepasbl, 610KMpoBaHHOW aHTMTenamm. CTapT NOAMMEepasHOM UenHOW peakuumn
NPOUCXOAUT TOMBKO MNpu TemnepaTypHoOW Auccoumaumm komnnekca Taqg-nonuvMmepasbl WU
aHTUTEN, 4TO WCKKYaeT Hecneumdpuuecknin omxur npammepoB Ha [AHK-muweHu npwu
Ha4anbHOM nporpese Npobupku.

B coctaB Habopa peareHTOB BK/IOYEH BHYTPEHHUW KOHTPOJIbHbLIN 0bpaseu
PHK-BK "A", koTopblii gobaBnseTcs B aHannsnpyemble obpasubl Ha cTaaun Bbiaenenms PHK n
npeaHasHayeH Ans oueHku 3Tana BbigenenHmss PHK u kauectBa npoxoxaeHuss obpaTHoM
TpaHCKpUNUMM 1 nonnMmepasHon uenHom peakuunm (OT-MUP).

B peakumoHHyl cMecb Ans amnandukaumm BBeaeHbl [OHK-30HAbI, Kaxabli w3
KOTOPbIX COAepXUT hNyopecLeHTHY MeTKy U racutenb dnyopecueHumn. MNMpu obpasosaHum
cneumndunyHoro npoaykta AHK-30HA paspyliaercs, geincreme racutens Ha GayopecueHTHYH

METKY MpeKpallaeTcsi, 4YTo BeAéT K BO3pacTaHWio YpPoOBHA dnyopecueHuun. KonmuyecTso

6
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pa3spylleHHbIX 30HAOB (a, cnefoBaTeNlbHO, W ypoBeHb dnyopecueHuun) Bo3pacTtaet
NponopunoHanbHO KonuyectBy ob6pa3oBaBLUMXCHA creundUuyecknx amninkoHOB. YpPOBEHb
dnyopecueHUnM U3MepsieTCsa Ha KaxAoM UuMKie amMnandukauum B pexuMe peasnbHOro
BpEMEHMN.

B coctras AHK-30HAOB, MCNONb3YHOWMXCA ANA AeTeKuuu npoaykra amnandukaumu
nckomonm kAHK cybtuna Bupyca rpunna A (Influenza A H1N1pdmQ9), Bkno4eHa
dnyopecueHTHasa meTka Fam.

B coctae AHK-30HAOB, WCMNOMbL3YKOLWUXCA A0S AeTeKuuMn npoaykTa BHYTPEeHHero
KOHTpPONbHOro obpasua, BXoanT hyopecLeHTHbIN KpacuTtenb Hex. B Tabnuue 1 npuBeaeHsbl

KaHanbl AETEKUNN NPOAYKTOB aMI'I}'IVICbI/IKaLLI/IM.

Tabnuuya 1- KaHanbl getekumMm npoAyKToB amnandukaumm

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

* - - -
H1N1pdmO09 BK

* - BHYTPEHHWI KOHTPOJIbHbIM 06pa3sey, PHK-BK "A"
MccnepoBaHme COCTOUT M3 criegytowmx sTanos: BbigeneHne PHK (npobonoaroToska),
peakumsa obpartHoi TpaHckpunuum PHK wn MUP-amnandukaums kOHK ¢ ogHoBpeMeHHOWM

AeTeKumMen pe3ynbTaToB C MCnosb3oBaHneM Habopa peareHToB Bupyc MNpunna A H1IN1pdmO09.

24 Bpema npoBegeHusa aHanu3a (BkA4Yaa  npobonoaroTtoBKy): OT 2 4yacos
(B 3aBMCMMOCTM OT Konumyectsa obpasuoB M MCNoONb3yeMoro Habopa/koMmnnekTa

peareHToB A4ns sblaeneHms PHK).
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3 AHAJIMTUMECKUE N ANATHOCTUYECKUNE XAPAKTEPUCTUKHA

3.1 AHanuTmnyeckas cneumduyHOCTb

B obpasuax 6uonormyeckoro marepuana denoseka, cogepxawmx PHK Influenza A
H1N1pdmQ09, nporpamMmmHoe obecrnedyeHne geTekTUpylowero aMmnandukatopa AOSIKHO
perncTpupoBaTtb MOSIOXUTENbHbIN pe3ynbTaT aMnamdukauum cneumdnyeckoro npoaykTta
(dbparmeHTa reHoma Influenza A HIN1pdmQ9) no 3asBNeHHbIM KaHanaM AeTeKLUMMN.

B ob6pa3suax 6uonornmyeckoro atepuana, He cogepxawmx PHK Influenza A
H1N1pdmQ09, nporpaMMHoe obecnedyeHue peTekTupylwero amnavdukartopa AOHKHO
perncTtpupoBaTb OTpuUATENbHbIA pe3ynbTat amnnudbukaunm cneunduyeckoro npoaykTa
(dbparmeHTa reHoma Influenza A H1IN1pdmQ9) 1 nonoXuTenbHbIN pesynbTaT aMmnamdbukaunum
BHYTPEHHEro KOHTPOsS.

Moka3aHo OTCYTCTBME MepeKpecTHbIX Hecneumduyecknx peakumn Kaxxaon n3 cucrtem
O/INTOHYKNEOTMA0B, BXOASLWMX B COCTaB Habopa peareHTOB, MO OTHOLIEHMIO K BUpycaM,
onpenensieMbiM ApyruMm CUCTEMaMU.

Moka3saHo OTCYTCTBUE Hecneumduyecknx NMONTOXUTENbHbIX pe3ynbTaToB
amnandukaumm npu Hanmumm B obpasue 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 0C-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, AJHK 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 Takxke [OHK
yesnoBeka B KOHLeHTpauun ao 1,0 x 108 konwuit/mn obpasua.

B xoae npoBeaeHUs BanMAaUMOHHbIX UCMbITAHWN MOKAa3aHOo Hanmuume cneundunyecknx
pe3ynbTaTtoB amrnindukaumm npum Hanmumm B obpasue PHK, BbigeneHHonm u3 15 wrtammos

rpunna A cybtmna A(HIN1)pdmO09 pas3nnyHbIiX aNMAEeMNYECKNX CE30HOB.

3.2 NHTepdepupytowme BewecTsa

Hannune B obpasuax 6buonormyeckoro martepuana WMHTEPdEPUPYIOLLNX BELLECTB,
KoTopble MoOryT wuHrMbuposate [LUP, MoXeT 4BNATbCA NPUYUMHON  COMHUTENbHbIX
(HeonpeaenéHHbIX/HeaoCTOBEPHbIX) pe3ynbTaToB. MNpU3HaAKOM MOSIHOFO MHrMbmuposaHus MLUP
SABNSI€TCA  OAHOBpPEMeHHOe OTCyTcTBMe aMnandukauuMm  BHYTPEHHEro  KOHTpPOnAs W
cneumdmyecknx NpoayKToB.

K nHTepdepmnpyroWmnM BewecTsam, MHrIMbunpywowmm MLP, oTHeECEHbI:

- 3HAOreHHble Bewecrtea (LenbHas KpoBb, NENKOUUTDI, C/TIN3b);

- DJK30reHHble (BewecrtBa, gobaBnsemble B o0b6pa3ubl 6uomaTtepmana BO BpewMs
npobonoarotoBkn (M30MPONUAOBbLIA CNMPT M MEeTUNaueTaT), MECTHble JIeKapCTBEHHbIE

npenapaTbl).
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MakcuMManbHble KOHUEHTpauuMu UMHTepdepupyowmx BewecTB, MNpu  KOTOPbIX
He Habnaanocb BAWSAHWME Ha npoBeAeHMe aMnanduKauuMu, COCTaBASAKT: remMoriobuH -
0,35 mr/mn o6bpasua PHK, nsonponunosbiii cnupt — 100 mkn/mn obpasua PHK, metunauerart -
100 mkn/mn obpasua PHK.

NHTepdepupytowee BANSHME TaKUX BeLLECTB, KaK JIeMKOoUMTbl, CNM3b, MECTHble
NleKkapCTBEeHHbIe MnpenapaTbl, KOTOpble MOryT cogepxaTbCcsd B obpasuax 6uomaTepmana B
KJIMHUYECKN 3HAUYMMbIX KOHLIEHTpaumsx, He Habnoganock.

Ons CcHMXeHns KonmnyecTBa MWHTepdepupylowmMx BewecTts, WMHrnbupytowmx MMLUP,
Heobxoammo cobntogath Npasuna B3ATUS 6uonornyeckoro matepuana. Npu Noao3peHunn Ha
Hanuune B obpasue 6onblworo Koanyecrtesa mHrbutopos [MLUP pexkomeHayeTcsa BbibupaTb
MEeToAbl BblAENEHUS HYKNEUMHOBbLIX KWC/IOT, MO3BONSOWME MPOU3BECTM UX MaKCMMasibHOE
yAaneHne wn3 obpasua, He pEeKOMeHAYeTCs WCMNoNb30BaTb 3SKCMpecc-MeToAbl BblAeneHus

HYKNENHOBbLIX KNCOT.

3.3 Mpenen obHapyxeHus

Mpenen obHapyxeHusa: 10 KOMWIA HYKNEMHOBOW KWCNOTbl Ha aMnNUMUKaLMOHHYIO
npobupky.

Mpepen obHapyxeHuUs YCTaHOBNEH MNyTEM aHanuM3a CepuiiHbIX pa3BefeHun ABYyX
cepuint nabopaTopHOro KOHTpoJibHOro obpasua (JIKO).

Mpepen o6HapyxeHnsas PHK B ob6pa3ue 6uomaTepmana 3aBUCUT OT MeToda
npo6onoaroToBkn obpasua n KoHe4YHoro o6bEma BblaeneHHom PHK (o6béma antounn).

Mpepen obHapyxeHus 10 KOMWIA HYKIENHOBOM KWUCNOTbl Ha aMnAM@PUKaAUNOHHYO
NpobupKy COOTBETCTBYET CleAYHOWNM 3HAYEHNAM KoOHUeHTpaumn PHK B o6pa3sue npwu

MCNoJsib30BaHUA Ha6ODOB/KOMI'IJ'IeKTOB peareHToB Angd BblAeNneHNA HyYKNENHOBbIX KUCNOT.

HaunMmeHoBaHue e Mpepen
061bEM
Habopa/xkoMnaekTa o6Hapy)xeHus,
BbunomaTtepuan nosy4yeHHoro -
ANA BblaesieHun CCTET e LT Konun/mn
PHK P ! o6pa3sua
MPOBA-HK 50 1000
Ma30K 13 HOCOI/I0TKH, 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 acnupart
MokpoTta (npepnobpaboTka c
MYKOJIU3UHOM)

MPOBA-HK 50 5000
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3.4 JnarHocrtnyeckmne xapakTepucTukm
AnarHocTtnyeckas AuvarHocrtunyeckas
4YyBCTBUTEJIbHOCTb cneumnd@PuyHOCTb
Bup 6uomartepuana
UccnepoBaHo 3HauyeHue, UccnepoBaHo 3HaueHue,
o6pasuos (95 % AWN) o6pasuos (95 % AN)
100 % 100 %
2
Ma3Ku 13 HOCOrnoTKMU 25 (86,28 - 100) 5 (86,28 100)
100 % 100 %
2
Ma3Kku 13 poTornoTku 25 (86,28 - 100) 5 (86,28 100)
ﬁ;gz(?)ZT WMHreanbHbIN 35 100 % 35 100 %
P . (90,00 - 100) (90,00 - 100)
M 3HAOTpaxeanbHbIN
BpoHXxoanbBeonsipHbIf 25 100 % 25 100 %
naBax (86,28 - 100) (86,28 - 100)
100 % 100 %
2
Mokpora 25 (86,28 - 100) > (86,28 - 100)
100 % 100 %
1
Wroro 135 (97,30 - 100) 35 (97,30 - 100)
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4 MEPbI NPEAOCTOPOXHOCTHU

Opranusaumsa pabotbl [MLP-nabopatopun, obopynoBaHue u MaTepuanbl AOSMXKHbI
cooTBeTcTBOBaTb TpeboBaHmsaM FOCT P 52905-2007, MeToanyeckmnx ykasanum My 1.3.2569-09
«OpraHusauus paboTtbl nabopaTopuii, CNONb3YIOWMX METOAbI aMNAUdUKaLNMU HYKNENHOBbLIX
Kucnot, npu pabote C MaTtepuasnoMm, CcCoAepXalimMm MuUKpoopraHmsmbl I-IV  rpynn
NnaToreHHoCcTu», C cobnogeHmeM CcaHuTapHbIX npaBun W Hopm CaHluH 3.3686-21
«CaHuTapHo-annaemMuonornyeckne  TpebosaHmss nNo  npodunaktuke  MHOEKUMOHHbIX
6onesHen».

HewnssecTHble o6pa3Lbl pacCMaTpMBalOTCA Kak NoTeHLManbHo-onacHble. Mpu pabote
c HabopoM peareHTOB cneayeT HaAeBaTb O4HOPA30Bble NepyaTku 6e3 TanbKa.

Mpwn paboTte ¢ MukpoopraHnsmamu I-IV rpynn naTtoreHHOCTU BbI6GOp TMNa 3alMUTHOrO
KocTioMa (pabouen opexabl U CPeacTB MHAMBUAYANbHOW 3alMTbl) NPOBOAUTCA B CTPOroMm
COOTBETCTBMW C CaHUTapHbIMM npaswuiamMn n Hopmamm CanlluH 3.3686-21 n onpepenserca
BMAOM BO36yamtens, paboyen 30HOM, OcCHaweHneMm ee 6okcamMnm 6UoNorMvecKon
6e3onacHocTu.

CnepyeTt UCnonb30oBaTb TOIbKO O4HOPA30Bble HAKOHEYHUKN U NPOBUPKMU.

He ponyckaeTcs WCNonb30BaHWE OOHUX M TeX Xe HaKOHe4YHWKOB npu obpaboTke
pa3nnyHbix ob6pa3uoB bnonormyeckoro matepuana.

K paboTte ¢ HabopoM peareHTOB A0MYyCKAeTcsa nepcoHasn, oby4deHHbIi MeToaaM
MOJIEKYNAPHON ANArHOCTUKKN U npaBmnam paboTbl B KIMHUKO-AMArHOCTMYeCKOon nabopaTopun.

BoigeneHne PHK cnegyet npoBoauTb B 6okcax 6uonormyeckon 6esomnacHoOCTU
IT knacca. NMoaroTtoBky Kk OT-IMLUP c ncnonb3oBaHmem Habopa peareHTOB BO3MOXHO NpPOBOAMUTb
B MLIP-6okcax.

3anpewaetca nepemelleHme nabopatopHoro o6opyaoBaHuns, B TOM YncCie A03aTOPOB,
WTaTUBOB, NabopaTopHOM MOCYyAbl, XanaToB, roOMOBHbIX YOOPOB M MNp., @ TakXke pacTBOpPOB
peareHToB U3 OAHOro NMoMeLleHns B apyroe.

Jo3aTopbl A0MKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKkKpeaANTOBaHHbIX
nabopaTtopusix) U NpOMapKMpPOBaHbI.

Mcnonb3oBaHHble OAHOPAa30Bble MPUHAAAEXHOCTU (NPOBUPKU, HAKOHEYHUKN N Aap.)
OO/MKHbI  cbpacbiBaTbC B KOHTEMHep A9 MeAMUMHCKUMX  OTXOAO0B, CcoAepXXalinmn
AesnHdumumpytowmnn pacteop (Npn HeobxoanMocTun).

MoBepxHoCTM pabounx CTOMOB, a TakKXe MOMELWEeHMsa, B KOTOPbIX MNPOBOAUTCSH
BblAESIEHNE HYKIEMHOBbLIX KMCMOT 1 noctaHoBka OT-TUP, cneayet obsi3aTtenbLHo, 40 M nocne
nposeaeHns pabot, ob6nyyaTb C NOMOLWbIO 6akTepuUMAHbIX YCTAHOBOK B TedeHue 30 MUHYT.

Bce nosepxHocTu B nabopatopun (paboume cronbl, wtatueBbl, obopyaoBaHue un ap.)
eXeHEeBHO MnoaBepratT B/AXHOW ybopke C NpUMEHEHMEM Ae3MHOUUMPYIOLWNX/MOKLWMX
CpeAcTB, perfaMeHTUPOBaHHbIX CaHUTapPHbIMKU rMpasuiamm n Hopmamu CaHlnH 3.3686-21.
BHMMAHUE! YTunnsmnposatb oTxoabl C npoayktamu MNUP HeobxoaAMMO TONbLKO B 3aKpPbITOM
Bmnae. He gponyckaeTtcs oTKpbiBaTb Npobupku nocne amnandukaunmn (MY 1.3.2569-09).

Mpu ncnonb3oBaHMn Habopa peareHTOB B K/IMHMKO-AMArHOCTUYECKON nabopaTtopum

o6pa3yloTcs oTxoAbl knacca B, koTopble yTUNU3MPYIOTCS B COOTBETCTBUM C TpeboBaHMSIMU
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CaHuTapHbix npasun wn HopM CaHlluH 2.1.3684-21 «CaHnTapHO-3NMAEMUONOrnyYeckme
TpeboBaHNA K COAEPXaHUIKD TEPPUTOPUA TFOPOACKUX WU CENbCKUX MOCENEeHUN, K BOAHbIM
obbekTaM, NUTLEBOM BOAE U MUTLEBOMY BOAOCHAOGXEHUI0, aTMOCchepHOMY BO34yXY, Mo4yBaM,
XWUNbIM  MOMELLEHNAM, 3KCnayaTaumu MNpOUM3BOACTBEHHbLIX, OOLWECTBEHHbIX MNOMELLEHUN,

opraHmsaummn wmn npoBeaeHnto CaHUTApHO-NPOTUBO3INNAEMUNYECKUX (I'IpOCbVIJ'IaKTVILIeCKVIX)

MeponpUATUN>.
OnacHble KOMMNOHeHTbI B Habope peareHTOB
KoMnoHeHT Habopa Hanuume/otcytcrBue
YKasaHue Ha pUCKH
peareHToB OrNnacHoOro KOMNOHeHTa
CMecb ans amnnmdukaumm AsnsieTca 6e3onacHbIM
A ® v, A3ua HaTpus MeHee 0,1%
3anevyaTtaHHas napaguHoM AN KOHEYHOro Nosb30BaTenNs
ABnsercsa 6e30nacHbIM
Cmecb gna amnnmdumkauum A3ua HaTpusa MeHee 0,1%
AN KOHEYHOro Nosb30BaTenNs
ABnserca 6e30nacHbIM
OT-NMUP-6ydep A3ua HaTpusa MeHee 0,1%
AN KOHEYHOro Nosb30BaTenNs
ABnserca 6e30nacHbIM
OT-MNuP-6ydep «U» A3up HaTtpusa meHee 0,1%
AN KOHEYHOro NoNb30BaTens
®epmeHT Tag/RT HeT onacHbIX BewecTs -
BHYTPEHHWUI KOHTPOJIbHbIN ABnserca 6e30nacHbIM
yTP ,I,D " A3up HaTtpusa meHee 0,1%
obpasey PHK-BK "A ANSA KOHEeYHOro nosib3oBartens
MoNnoXuTenbHbIN ABnsetca 6e30nacHbIM
. A3ua HaTpua meHee 0,1%
KOHTPOJIbHbIN 06pa3zeL AN KOHEYHOrO Mosb3oBaTtens

Mpwn paboTe c HAbOPOM peareHTOB CleAyeT UCMOob30BaTh CPEACTBA UHANBUAYANbHOW
3alWnTbl AN8 NpeaoTBPaLLEHUS KOHTaKTa C OpraHM3MoM YesoBeka. Mocne okoH4YaHus paboThbl
TWATeNbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXeW, rnasamMmm U CIM3UCTbIMU 060/104KaMK.

MpyK MCMNosb30BaHMM MO Ha3HaAYeHUo U co60AEHUN MeP NMPeAOCTOPOXHOCTU KOHTAKT
C OpraHM3MOM YesioBeKa MCKJTOYEH.

He ncnonb3oBaTb HAabop peareHToB:

— NPV HapyLWEeHUN YCNOBUIN TPAHCMOPTUPOBAHUS U XPaHEHUS;

— NpV HECOOTBETCTBMM BHELIHEro BWAA peareHToB, YKa3aHHOro B nacrnopte K Habopy
peareHToB;

— NPV HapyLWeHUN BHYTPEHHEN YNaKoBKM KOMMOHEHTOB Habopa peareHToB;

— M0 UCTEYEHUIO CPOKa roAHOCTU Habopa peareHToB.

MpuMmeyaHune - Habop peareHTOB He COAEPXMUT MaTeEpPMasnoB 6MOMOrMYECKOro MPOUCXOXKAEHMS,
BELLECTB B KOHLIEHTpaLMaX, 061aaalolmxX KaHLUEPOreHHbIM, MyTareHHbIM IEACTBUEM, @ TaKXKE BIUSIOLLNX
Ha penpoayKTUBHYI (YHKLUWMIO YenoBeka. lNpu MCNonb30oBaHMM MO HAa3HAYeHWo U coblaeHUn Mep

NPeaoCTOPOXKHOCTU ABNSETCA 6e30MacHbIM.

12
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5 OBOPYANOBAHUE U MATEPUAJIDbI

Mpu pabote c Habopom peareHToB TpebyloTCca cneaytowmne obopyaoBaHue, peareHTbl

M pacxogHble MaTepUanbl:

dacoska S ®dacoBka U,
O6opyaoBaHue, peareHTbl Ao3upoBaHue
M pacxogHble MaTepuanbl aBTOMaTM3M-
cTpunbl | Npobupkm py4Hoe
poBaHHOE
MLP-6o0kc ha ha ha ha
aMnamnduKkaTop C AeTEKUMEN B pEXMME peanbHOro
. Aa aa Aaa na
BpPEMEHMU
MUKpPOLEHTpUdYyra-BopTeKc Aaa aa Aaa na
OTOp 471 MUKpOUEHTpUdyrmu-sopTekca ans
poTop A poueHTPHGbY . P A Aa HeT HeT HeT
CTPMNOBaHHbIX Npobupok 06bEMOM 0,2 Mn
XONOAUBHUK C MOPO3U/TIbHOW KaMepoW Aa Aa Aa ha
wTaTtmB «paboyee mecto» Ansa npobupok o6bEMOM 0,2 Mn HeT ha na? HeT
wTaTnB «paboyee MecTo» Ans CTPUNOBaHHbLIX NPpO6upok
. Aaa HeT HeT HeT
o06bémom 0,2 mMn
wTaTtmeB «paboyee MecTo» Ans Npobupok o6bémom 1,5 mn aa ha ha Aa
[03aTOpbl MEXaHNYECKME WU SNEKTPOHHbIE NEPEMEHHOIO
06bEMa oaHOKaHanbHble, NO3BONSOWME 0TOMpPaTh 06bEM na na na na
»xuakoctn ot 2,0 o 20 mkn, ot 20 ao 200 mkn,
ot 200 go 1000 Mkn
0lHOpPa30Bble HAaKOHEYHUKN C HUNbLTPOM AN
rnoJlyaBToMaTUYeCcKnx go3aTtopos, cBo6oaHble oT PHKas u aa aa aa aa
JHKa3, o6béMom 20 Mk, 200 Mk, 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
npobupkn amnnmpukaunmoHHble 06LEémMom 0,2 Mn
C KpbllWwkammn, ceoboaHblie oT PHKa3 u [IHKa3 HeT HeT aa HeT
mnn mmkponnadwert MUP 96 nyHok
O[lHOpa30Bble NMepyaTkn MeauunHcKne, 6e3 Tanbka
AHOP p AN ’ ’ na na na na
TEKCTYpUPOBaHHbIE
&MKOCTb ANnst cbpoca Mcnosib3oBaHHbIX HAKOHEYHUKOB,
na Aaa Aaa na
Npo6MpoK M APYrMX pacxoAHbIX MaTepuanos
YcTponcTeo aosmpytowee ATCTpuM B BapuaHTe
ncnonHenma 12M1 nnm 15M1, et et et na
000 «HMO AHK-TexHonormna», Poccus,
PY N2 P3H 2015/2982
0[1HOpa30Bble HAKOHEYHUKN C HUNbTPOM AN
[o3upyowero ycrponcresa ATcTpuM B KOMMJIEKTaumMmn
*M1, cBoboaHbie oT PHKa3 u [IHKa3, o6bémom 200 MKn HeT HeT HeT na
WN peKoOMeHAO0BaHHble ANl aHanorMyHoro
MCMNOJIb3YEMOI0 A03UPYIOLLEro YCTPOWCTBa

1 - panee Mo TeKCTy - AeTeKTUpYlWwuii amnnundukatop; TpebyeMble NapaMeTpbl AeTEKTUPYIOLUX
aMNANGbUKATOPOB YKasaHbl HUXeE
2 - TONIbKO NMPW UCMONb30BaHMU NPOBMPOK

13
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PacoBka S dacoBka U,
O6opyaoBaHue, peareHTbl [o3vpoBaHue
MU pacxogHble MaTepuanbl aBTOMaTU3U-|
cTpunbl | Npobupkm py4Hoe
poBaHHoOe
YCTpOWNCTBO AN 3anedaTbiBaHUA nnadweTos ATnak 1
HeT HeT na na
(000 «HMO AHK-TexHonormns»)
eHTpudyra c RCF He Huxe 100, c agpanTepom ans
UeHTpudy (9) , C ananTepom A het het nat na
MUKpPOMJiaHLWeToB
nonnMepHasa TepMonnéHka ans 3anedvyatblBaHUS )
HeT HeT na na
MUKPOMJiaHLWeToB
MUKponiaHweT 384 NnyHKu HeT HeT HeT na

dwusmonornyeckuii pacteop (0,9% NaCl) ctepunbHbIl (ecnmn HE06X0ANMMO) AN NOATOTOBKMU
oTpuUaTeNbHOro KOHTPONbHOro obpasua

Ha6op/KoMNIeKT peareHToB A5 BblAENEHUS HYKIEUHOBbIX KUCIOT M3 6MOSIOrMyeckoro matepmnanaz,
pPEKOMEHAYITCH:

KoMnnekT peareHToB AN5 BblaeneHus HyknenHosbix kncnoT (MPOBA-HK/MPOBA-HK-MKOC)
no TY 9398-035-46482062-2009 B komnnektauunm NMPOBA-HK,

npoussoactea 000 «HMNO AHK-TexHonorus», Poccusa, 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 Ansa BblaeneHns HyknenHoBbix knciot (MPOBA-MY-HK-S)

no TY 21.20.23-118-46482062-2020, npomnssoactea OO0 «[HK-TexHonorus TC», Poccus,
PY N¢ P3H 2021/15267

nnn Habop peareHTOB 415 BblAENEHUS HYKIenHOBbIX kncnot (MPOBA-MY DWP)

no TY 21.20.23-062-46482062-2020, npomnssoactea OO0 «[HK-TexHonorusa TC», Poccus,
PY N¢ P3H 2021/15090

JononHuTenbHO AN Ma3KoB U3 HOCOIM/TIOTKU, POTOM/IOTKMK:

TpaHCMopTHas cpeaa, npeAHa3HavyeHHas ANns TPaHCNOPTUPOBaHUA U XpaHeHus obpasuos
6unonornyeckoro matepuana ans MNMUP-uccnegoBaHuin, pekoMeHAYyEeTCS TPpaHCMOopTHas cpeaa:
CTOP-® (000 «HK-TexHonorms TC»)

Habop peareHTOB NpMMEHSIETCS C AETEKTUPYIOLMMWN aMMANGUKATOPAMKN NIAHLIETHOrO
N POTOPHOrO TUMa C CUCTEMOM aeTekumn hnyopecLeHTHOro CMrHana B pexume peasibHoro
BPEMEHN, 3aperucTpupoBaHHbIMKM B YCTAHOBJ/IEHHOM Mopsake B PO M COOTBETCTBYOLWMMMU
cneayrowmm TpeboBaHuaM:
- obecneumBaeTcsa pabota c 06bEMOM peakuLMoHHOM cMmecn 40 Mkn (dacoBka S) unm 18 mMkn
(dacoska U);
- obecneumBaetca pabota ¢ pnyopodopamm: Fam, Hex (Vic);
- nogorpesaeMas KpbllwkKa ¢ TemnepaTtypon 6onee 100 °C;
- CKOpPOCTb Harpesa He MeHee 2 °C/cek;
- CKOpPOCTb oxfiaxaeHusi He MeHee 1 °C/cek;

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

1 - TONbKO NMPWU UCMOSIb30BAHUN MUKPOMJIaHLLETOB
2 - BO3MOXHOCTb WCMOJSIb30BaHUs Habopa/KOMMMeKTa peareHToB Ana BblaeneHus PHK Influenza A
H1N1pdmOQ9 onpeaenseTcs BuaoM 6Monornyeckoro Matepuana
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Onsa Habopa peareHToB BanMANPOBaHbI cnepywuwme  AeTeKTupylouwme
aMnandurKkaTopsl:
- «[OTnpanm» (Moandukaumsa «ATnpanm *M*»), 000 «HMNO AHK-TexHonorus», Poccus,
PY N° ®CP 2011/10229;
- «[OTnpanm» (Moamdukaumsa «OTnpanim *X*») 000 «HMNO AHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10229 (tonbko pans Habopa peareHToB B ¢acoske U ansa
aBTOMaTM3MPOBAHHOIO A03MPOBAHUS);
- «OTnant» (Moaudwukauma «ATnant *S*»), OO0 <«HMNO [AHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10228 (Tonbko nns Habopa peareHToB B dacoBke S; B dacoBke U ans
PYYHOro A03MPOBaHMS NpU UCNOb30BaHUN NPOBUPOK);
- Rotor-Gene Q, QIAGEN GmbH, Nepmanusa, PY N2 ®C3 2010/07595 (tonbko ans Habopa
peareHToB B acoBke S, npobupku; B dacoeke U ansg pyvyHOro A03MPOBaHUSA npu
NCNonb30BaHUM NpobUpoK);
- CFX96, buo-Pag JlabopaTtopues, NHk; CLUA, PY N2 ®C3 2008/03399;
- Applied Biosystems QuantStudio 5, «/lannd TekHonoaxuc XonaunHre Mre. ITa.», CuHranyp,
PY N° P3H 2019/8446.

Mo BoNpocam NpUMEHEHUs AETEKTUPYHOLWMX aMNINGUKaATOPOB, He YKa3aHHbIX Bbllle,

Tpe6yeTc9| cornacoeaHue C npomndBoanTeENEM Ha6opa peareHToB.
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6 AHAJINBUPYEMbBIE OBPA3Libl
6.1 MaTepuan ans vccnenoBaHums
Ans nccnenoBaHus MUCMOMb3YT  Ma30K U3  HOCOr0TKMK, pOTOrfI0TKM,

6poHX0anbBEONSAPHbIN NaBax, aHAOTPaxeasnbHbl, Ha3odapuHreasnbHbIN acnMpaT, MOKPOTY.

MpunMmeuaHune - B3atne, npegBapuTenbHyto 06paboTKy, XpaHeHMe W NepeBO3Ky, nepepavy
nccneayeMoro MaTtepuana B ApyruMe  opraHusaumMm  OCYLLeCTBASIKOT  COMlacHO  MHCTPYKTUBHO-
MEeTOAMYECKMM [OKYMEHTaM, pernaMeHTUPYLWMM BbINOSIHEHWE WCCIeAOBaHMA B COOTBETCTBUM C
TpeboBaHuamu MY 1.3.2569-09, CaHluH 3.3686-21.

OrpaHuueHme metoaal: MecTHoe NpYMEHEHME NeKapCTBEHHbIX NpenapaTos (crpeu,
KanauM, Kpembl M Masn) MeHee 4yeM 3a 24 4aca A0 uccnenoBaHus. Mpu Mcnonb3oBaHUM
aspo3onien M ApyrMx ¢OpM JNeKapCTBEHHbIX MNpenapaTtoB A/ MHransunii npu nedyeHun
6pOHXMaNbLHOM acTMbl MaTepuan Afls UccnenoBaHuin cneayet 6paTb He paHee, YeM Yepes Tpu

YacCa nocne nHransauunn.

6.2 Obuwume TpeboBaHusA

NccneposaHne metogom OT-MLP oTHoOCUTCA K npsiMbIM MeToAaM labopaToOpHOro
nccnenoBaHusa, rMo3ToMy B3aTME  6MONOrMyeckoro Martepuana 4enoseka HeobxoauMo
NpoOBOAUTbL M3 MecTa JlokKanusauum MHQEKUMOHHOro npouecca. PeweHne 0 He0o6xoaMMoCcTu
nccnegoBaTtb TY WM WHYKO JNIOKANM3auumio MpUHMMaeT Jedawmii Bpay Ha OCHOBaHMMU
cobpaHHOro aHaMHe3a 1 KJIMHNYECKOM KapTuHbl 3aboneBaHus.

[ns nonydeHns KOppeKTHbIX pe3yibTaToB 60/bllOe 3HAaYEHNE NMEET KavyeCTBO B3ATUS
obpasua 6OuomaTepuana pAna WCCNeAOBaHUSl, €ro XpaHeHwe, TpaHCMOpPTUPOBaHME W
npenBapuTenbHas obpaboTka.

HenpaBunbHoOe B3ATNE BOMaTepmnasia MOXET NPUBECTU K MOAYYEHUIO HEAOCTOBEPHbIX
pe3ynbTaToB U, BC/IeACTBUE ITOr0, HEOH6XOANMMOCTU €ro NOBTOPHOIO B3ATUS.

Ha stanax nogrotoBkun 6uomaTtepuana n eblgenenHmn us Hero PHK, 3a nckniodeHnem
3Tana oTb6opa HAa[0CaAOYHOM >KMAKOCTU C MCMNOSb30BaHMEM acnupaTtopa, WCNONb3ymTe
04HOpa30Bble HAKOHEYHUKUN C punbTpoM, cBobogHble oT PHKa3 n [JHKas.

Mpu pobaBneHMn pactBopa B Npobupky, coaepxkalyt 6uosorMyeckmin matepuan,
aKKypaTHO BHOCUTE >XWAKOCTM, He KacasiCb CTEHOK npobupok. lpu KacaHuWuM K CTeHkKe
NpobuMpKM CMeHUTe HaKOHEYHWK. HakKoHeuyHWK cneayeT MeHSATb NpU KaXKAoM yJdaneHwuu
pacTeopa m3 obpasua.

Ona npepoTBpalleHnss KOHTaMMHauMu BCerga OTKpbIBaWTE KPbIWKY TOAbKO TOM
npobupkun, ¢ Kotopo MAEt pabota (BHeceHme obpasua/peakTnea, yaaneHne Hagocago4vyHOM
XXMAKOCTM), M 3akpbiBanTe eé& nocne sToro. He pgonyckaercs paboTtaTtb OAHOBPEMEHHO C

HECKO/IbKMMU NPOBUPKaMU C OTKPbITbIMU KpPbILLKaMU.

! - ecnn 3TO He MNPOTMBOPEYMUT TpeboBaHWSM K MCMOMb3yeMbIM HabopaM/KOMMMAEKTaM peareHToB Afs
BblaeneHmnsa HK
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6.3

B3aTue maTepuana Ha uccnenosaHue

BHUMAHME! lNepea BoigeneHmnem PHK mMoxeT notpeboBatbcs npeasaputesnibHas obpaboTka

obpasuoB 6uonornyeckoro Mmatepmana (6.5).

6.3.1

6.3.2

6.3.3

6.4
6.4.1

MokpoTa

B3sTne maTtepmana oOCywecTBAAT B OAHOpPa30Bble FpagyMpoBaHHble CTepusibHbie
(hNakoHbl C LWWPOKUM TOPJSIOM W 3aBMHYMBAKOLIMMUCS KpbllKaMu 06bEMOM
He MeHee 50 Mn B Konn4yecTBe He MeHee 1,0 M.

Mocne cbopa maTtepuana pakoH NAOTHO 3aKPbIBAOT U MApPKUPYIOT.
BpoHXx0anbBeONSPHbINA aBax, 3HAOTpaxeanbHbl, HazodapuHreanbHbIn acnupat
B3sTne MaTepuana nNpou3BOAUTCS B OAHOPA30Bble MJIOTHO 3aBWMHUYMBAKOLWMECS
npobmpkn o6béMoM pgo 50 mn. [lMocne B3aTMa MaTtepuana npobupky MIOTHO
3aKpbIBAOT U MApPKUPYIOT.

Ma30K M3 HOCOIr/1I0TKW, POTOM/I0TKMU

B3sTne matepmana ocyLIEeCTBSIOT C MOMOLLbIO CreymanbHbiX MEANUNHCKUX U3a4enun,
MMEKLWMX PperncTpaumoHHble  YyAOCTOBEPEHUS, COrMacHO YCTAHOBJIEHHOW B
3aBMCUMMOCTM OT UCTOUYHKKa Buonornyeckoro matepunana npoueaype (Hanpumep, 30H4
MeaANUNHCKMA 04HOPa30BbI cTepunbHbin PY N¢ P3H 2021/13989).

Mocne B3aTMA 6MOMOrMYECKOro MaTepuasna nepeHecuTe 30H4 B MNpobupky C
TPaHCMNOPTHOW Cpefon, NpeaHa3sHayYeHHOW Npon3BoamMTeneM Anas TpaHCNOpPTUPOBaHUS
M XpaHeHus obpa3uoB 6Guonormdyeckoro Matepuana ans [LUP-uccnepoBaHuin, un
TWAaTeNbHO NMPOMONTE €ro B XXWAKOCTM B TedeHne 10-15 ¢, nsberas pasbpbiarmBanHms
XUAKOCTU.

M3Bneknte 30HA4 M3 pacTBopa M, BpallaTenbHbIM ABWXEHUMEM MNpMXUMasa ero K
BHYTPEHHEN CTeHKe npobuMpKkM Bblle YPOBHA pacTBopa, OTOXMUTE U3ObLITOK
XWAKOCTU. MONHOCTBIO yaanuTe 30HA U3 NpobMpKU N YTUAN3UPYITE.

MNOTHO 3aKpoKTe KpbIWKY NMPobUpKMU 1 NpoMapKkupymnte npobupky.

Mpn HeobxoaMMOCTM B3ATMS HBuomaTepuana U3 HEeCKONIbKMX O6MOTOMOB MOBTOPUTE

npoueaypy, Kaxabln pa3s 3abupasi MaTepuan HOBbIM 30HAOM B HOBYHO MPo6MpKY.

TpaHcnopTupoBaHune n XxpaHeHne obpasuos bnonornyeckoro Mmatepmana

MokpoTa

YCnoBus TPaHCNOPTUPOBAHUS U XPaHEHMS MOKPOTbI ONpeaenstoTCa MHCTPYKLUMAMU NO
NPUMEHEHNI0 UCNONb3yeMbliX HabopoB/KOMMAEKTOB peareHTOB Ans BblaeneHns HK
(7.1) wnn wucnonb3lyemMblX AN TPaHCMNOPTUPOBaAHUSA U XpaHeHus ob6pasuyos

TPpaHCMNOPTHbIX Cpea.
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6.4.2

O6pa3Lbl MOKPOTbI AOMYCKAETCS TPAHCMOPTMPOBATb U XpaHUTb!:

— Mpu KOMHaTHoN TeMmnepaType (oT 18 °C go 25 °C) - He 6onee 6 4yacos;

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

BpoHX0anbBeoNSPHbIA NaBax, aHAOTpaxeanbHbl, Ha3zodapuHreanbHbIn acnupat
YcnoBuss  TPaHCNOPTMPOBaAHMS W XpaHeHUMs OGpOoHXO0aNbBEOSISAPHOro  flaBaxa,
3HAOTpaxeanbHOro, HasodapuHreasbHOro acnuparta onpeaenstTcs MHCTPYKUUSMMU
Mo NMPUMEHEHWNIO NCMNOMb3yeMblX HABOPOB/KOMMIEKTOB peareHToB 414 BbiaeneHunst HK
(7.1) wnn wncnonb3yemblX A8 TPAHCNOPTMPOBAHUS W  XpaHeHus obpas3uos
TPaHCNOPTHbIX cpea.

BpoHXx0anbBeONSIPHbLIA NaBax, 3HAOTpPaxeanbHbl, Ha3odapuHreasnbHbIA acnupar
[IONYCKaeTCcs TPaHCNOPTUPOBATh U XPaHUTb:

— npu Temnepatype ot 2 °C go 8 °C - He 6onee o0AHUX CYTOK;

— npu Temnepartype oT MUHycC 18 °C ao MmHyc 20 °C - He 6oniee OQHOM Heaenu.

BHMUMAHME! Cneayet nsberatb NOBTOPHOrO 3aMOpaxuBaHUa 1 oTTtanBaHMsa 06pasLoB.

6.4.3

6.5

Ma30K U3 HOCOMN0TKW, POTOMNOTKM

YCnoBua TPaHCNOPTUPOBAHUA W XPaHEHWSI Ma3KOB M3 HOCOIIOTKM, POTOr/I0TKU
onpeaensitoTCs UHCTPYKUMSIMU MO MPUMEHEHUIO MCMONb3YyEeMbIX HabopoB/KOMMIEKTOB
peareHToB ansa BbiaeneHns HK (7.1) nnm Mcnonbayembix ANs TPAHCMOPTUPOBAHUSA U

XpaHeHus 06pa3LoB TPaHCMOPTHLIX CPea.

MoarotoBka buonornyeckoro Matepmana yenoseka Ang sbiaeneHns PHK

MoaroTtoBka 6uonormyeckoro Matepuana (nNpy HeobXoAMMOCTM) MNPOBOAUTCS B
COOTBETCTBUM C MHCTPYKLMUSMU NO MPUMEHEHUNIO NCMONb3YEMbIX HabOpOB/KOMMIEKTOB
peareHToB Ans sbigenenms HK (7.1).

Mpn wncnonb3oBaHun aAnga sblgenedns PHK M3 MOKpPOTbl KOMMJIeKTa peareHToB
MPOBA-HK npenobpaboTky MOKpOTbl Cneayet npoBoAMTb C  WCMNOb30BaHWEM
MYKONM3nHa (CM. MHCTPYKUMIO MO MNpUMEHeHMIo kKoMmnfekTa peareHtoB MNMPOBA-HK,

cnocob 2).

BHMUMAHME! B xoae noAroToBKM MasKoB M3 HOCOMNOTKM M POTOrAI0TKKU, B3SATbIX B NPOSUpPKY

C TpaHcnopTHOM cpenon, o6pa3uoB OpOHX0aNbBEONAPHOro JaBa)ka, 3HAOTPaxeasibHOro,

HaszodapuHreansHOro acnupaTa npeasapuTenbHoe LueHTpudyrmposaHme He Tpebyercs.

1 - ecnn 31O He npoTUBOpPEYNT Tpe60BaHVIF|M K NCNoJsib3yeEMbIM HaGOpaM/KOMI'IJ'IEKTaM peareHToB Ans
BblaeneHns HK wunu MCNONb3yEMbIM AON1A TPAHCNOPTUPOBAHUA U XpaHEHUA O6pa3U,OB TPAHCMNOPTHbLIM

cpeaam
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7 NMPOBEAEHUE AHAJIN3A

BHMUMAHME! [nana3oH BUPYCHOW Harpysku A5 BUPYCOB rpunna MoOXeT BapbuUpoBaTb B
WNMPOKMX npefenax. B cBA3M C 3TUM MNpu BbINOJIHEHUW WUCCNEeNOBaHWN B KAWHUYECKOM
nabopaTopun Cepbe3Hyl OMacHOCTb MNPEeACTaBASET PUCK KPOCC-KOHTaMUHaUUU  Mexay
obpasuamm Ha Bcex aTanax paboTbl, 0CO6EHHO MpU anUMKBOTUPOBAHUU U BblaeneHnn PHK.
MepekpecTHass KOHTaMMHAUWSA BbICOKOKOMUMHBIM 6uomMaTepuasoM MOXET MpuBoAUTb K

NMNoABNEHUNIO CnOpaanyeCKnUX JTIOXXKHOMONOXUTEJIbHbIX PE3YJ/1IbTATOB.

Ons  npeaynpexaeHuss Kpocc-KOHTaMMHauum 6uomatepmanoMm B nabopaTtopum
pPEKOMEHAYETCS BbIMOSIHEHME Cneayowmx nNpasun:
1) HeobxogMmo npoBOAUTb BU3yaNbHYK OLEHKY nocTynuewero 6uomatepmnana u
BblbpakoBKy Bcex o06pa3uoB, ecnu cpeau HUX eCTb MpobupkM C  HapyLleHHOM
repMeTUYHOCTLHO.
2) Tlo BO3MOXHOCTM BblAeNsTb B OTAENbHbIN MOTOK 06pa3ubl OT NaUMEHTOB M3 CTalMoHapa
C CMMNTOMaMn OCTPOM MHGEKLMN U aHANU3NPOBaTb UX OTAENbHO OT OCTasibHbIX 06pa3uoB
(buomaTepman Aons CKPUHWMHra KOHTAKTUPOBABLUMX NML, U NAUWMEHTOB C JIErKUM TEYEHMEM
3aboneBaHunsa). PaboTy C npeanosiaraeMbiMM BbICOKOKOMUMHBbIMM 0b6pasuamMn xenatesibHo
BbIMOJIHATbL B OTAE/IbHOM H60OKCe unan nocne paboTbl C NpeanosiaraeMbiMU HU3KOKOMUMNHBIMU
obpasuamu.
3) O6s3aTtenbHO BbIMNOAHATL MNOCTAHOBKY OTpuUATEeNbHbIX KOHTPObHbIX 06pa3uos,
HauynHaga c 3Tana BbiaeneHnsa PHK, B kaxxaoM npoTokone.
4) Wcnonb3oBaTb Ha BCex 3Tanax WCCNeAoBaHWS HAKOHEYHWUKU C  aspo30J/ibHbIMU
dunbTpamu.
5) Yetko cobntopgaTb METOAMKY BbIMOJIHEHUS UCCNEAOBaHMS, OTKPbiBaTb NMPOGUPKM TMNa
onneHgopd npu noMowm nuHueTa (He gonyckaTb KacaHMM pyKW B nepyaTke BHYTPEHHEN
YaCTM KpbIWKK NPOBUPKMK); NP BHECEHMN peareHTOB He KacaTbCs HAaKOHEUYHMKOM Mpobupkm

(ecnun 3TO NpoM30OLWIIO, Cpasy 3aMEHUTb HAKOHEYHMK).

7.1 Bbliaenenne PHK

Ona sebigeneHmna PHK pekoMeHayeTcs Mcnofib3oBaTb Habopbl/KOMMEKTbI peareHTos,
nMeroLwmne permcTpaumoHHble YA0CTOBEPEHNS HAa MEANLMHCKOE U3A4eNne N NpeAHasHavyeHHble
ONs COOTBETCTBYOWMX BMAOB buomaTtepuana C uenbko nocnegytouwero mnccnegosanms PHK
metogom OT-MUP, Hanpumep, NMPOBA-HK, MPOBA-HK-S, NMPOBA-MY-HK-S, MPOBA-MY DWP
(Tabnuua 2).

BoigeneHne PHK npoBoasiT B COOTBETCTBUM C MHCTPYKUMEN K MCNOAb3yeMOMY
Habopy/KOMNAEKTY peareHToB.

Onsa BblageneHnsa ncnonbsyetca 100 mkn o6bpasua.
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BHUMAHMUE!

1. O6béM nonydveHHoro npenapata PHK pomkeH coctaBndatb He 6onee 50 mkn. B cnyvae
npuMmeHeHunsa ansa ebliaeneHns PHK Habopoe peareHToB MNMPOBA-MY-HK-S u MPOBA-MY DWP
BO3MOXHO yBenun4veHue ob6bvéma o 100 mkn.

2. MonyuyeHHbin npenapat PHK HeobxoanMMo B TeudeHMe ABYX 4acOB WCMOSb30BaTb ANs
NOCTaHOBKM peakuum ob6paTHOM TpPaHCKpUNUMKM W MOJMMEPA3HOM LEenHON peakuuu.
JonyckaeTcsa oAHOKpaTHOE 3aMOpaXxXuBaHWe W XpaHeHue npenapata PHK npu Temnepatype

He Bblwe MUHYC 18 °C He 6onee 7 CyTOK.

Tabnunuya 2 - Habopbl/KOMNNEKTblI peareHToB, Ba/iMANPOBaHHbIe A8 BblaeneHus PHK ans

AanbHenwero nccnenoBaHus € UCnosnb3oBaHmMeM Habopa peareHToB Bupyc Mpunna A HIN1pdmQ9

Ha6op/koMnnekT peareHToB, PY KoMmnnektauyus Bbuomartepuan

Ma3Ku 13 HOCornoTKy,

pPOTOrIOTKM,
NPOBA-HK 6p0onaaneon;|E>Hb||7| naeax,
KoMnnekT peareHToB 3HAOTPaxeanbHbli,
ANS BblAENEHNS HYK/TEMHOBbLIX KUCNOT HasodapuHreanbHbIN
(MPOBA-HK/MPOBA-HK-MJTIOC), acnupar, MOKpoTa
000 «HMNO AHK-TexHonorua», Poccus, MPOBA-HK
PY N° ®CP 2010/08867 (cokpawieHHas

Ma3Ku n3 HOCornoTKM,

MeToAMuKa B
pPOTOr/I0TKM

COOTBETCTBUMU C
Mpuno>keHnem A)

Habop peareHTOB AN BblAENEHUS
HyknenHoBbix kncnot (MPOBA-HK-S), Maskun n3 HoCornoTku,
000 «OHK-TexHonorma TC», Poccus, MPOBA-HK-S pOTOr0TKMN
PY N¢ P3H 2020/11296
Habop peareHTOB AN BblAENEHUS
HyknenHoBbix kncnot (MPOBA-MY-HK-S), Maskun n3 HoCornoTKu,
000 «OHK-TexHonorma TC», Poccus, MPOBA-MH-HK-S pOTOr0TKMN
PY N¢ P3H 2021/15267
Habop peareHTOB AN BblAENEHUS
HyknenHoBbix kucnot (MPOBA-MY DWP), Maskun n3 HoCornoTKu,
000 «[HK-TexHonorus TC», Poccus, MPOBA-MY4 DWP pPOTOr/10TKMN
PY N¢ P3H 2021/15090

MUcnonb3oBaHMe KOHTPOJIbHbIX 06pa3L0B Ha 3Tane BblAeSIeHUA HYKJIEMHOBbIX KUC/IOT

BHYTpeHHMIH KOHTPOJIbHbIN 06paseL

ONna UCKAYEeHNa JIOXKHOOTPULUATENbHbIX pe3ysibTaTOB WMCCNeAoBaHUS U KOHTPONS
KayecTBa mccnenoBaHus obssatenbHo gobasneHne BHYTPEHHEro KOHTpoJsibHOro obpasua
B aHanu3mpyemMble ob6pasubl Ha 3Tane BblAeNeHns HYKIEeNHOBbIX KNCOT.

B kauecTBe BHYTPEHHEro KOHTPO/AbHOro obpasua npu BbigeneHmn PHK Heobxoammo
NCrnosib30BaTb BHYTPEHHUW KOHTPOJbHbIA o6pasey PHK-BK "A" us Habopa peareHToB
Bupyc 'punna A HIN1pdm0O09.

PHK-BK "A" cneayeT ucnonb3osatb B 06béMe 10 Mkn Ha ob6pa3zeu.

BHUMAHME! BHyTpeHHWIA KOHTponbHbI obpasey (PHK-BK) M BHYTPEHHUA KOHTPOJIbHbIN

obpasey (AHK-BK) n3 komnnekrta peareHtoB NPOBA-HK npu BoigeneHnmn PHK He ncnonb3yior.
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OTpuuaTenbHbIA KOHTPOJIbHBbIW O6pa3ey

Ona VMCKNIYEHUS JTOXKHOMOMOXMUTENbHBIX pPe3y/bTaTOB MCCNefoBaHUs UM KOHTPOS
KauecTBa uccnenoBaHusi 06s3aTeNbHO WMCMO/b30BaHME OTPULIATE/IbHOINO KOHTPOJIbHOro
o6pa3sua c sTana BblAeSIEHUS HYKJIEMHOBbIX KUCOT.

Ha »asTane BblAeNneHUs  HYKNEWMHOBBLIX KUCIOT 06s3aTesibHO  NoArOTOBUTL
oTpuuaTesibHbI KOHTPOJIbHbIN Oo6pasel 1 NpoBeCcTM ero 4yepes BCe 3STanbl BblAENEHUS
OQHOBpPEMEHHO C BblaeneHnem PHK mn3 knuHuyecknx obpasuoB. [ns 3TOro peKoMeHAyeTcs
NCrnonb3oBaTb (GU3NONOTMYECKUIA PacTBOP WM OTpuUaTesbHbIA KOHTPOJIbHbLIM  obpasel,
BXOASILLMI B cOCTaB Habopa/KoMneKTa peareHToB ANS BblAENEHUS HYKIIEMHOBbIX KUCIOT B
06bEéMe, yKa3zaHHOM B MHCTPYKLUMM MO MPUMEHEHUIO COOTBETCTBYIOWEro Habopa/koMniekTa

peareHToB.

7.2 MoarotoBka M NpoBeAeHWe peakuMym o06paTHOW TPaHCKPUMNLMM WU MONMMEepasHoM

uenHow peakuun. dacoBka S

BHUMAHME!

1.  [Mpw npoBeAeHMM BCEX NOCNEAYOWMX AENCTBUI cneayeT nsberatb BO3AENCTBUS NPAMbIX
COMTHEYHbIX lyyeil Ha NpobupkM co cMecbto ans amnambukaumm!

2.  [lpwv ucnonb3oBaHMM Habopa peareHTOB B BapuaHTe McrosiHeHus «dacoBka S, CTpumnbl»
cnepyeTt CTporo cobntoaaTtb KOMMEKTHOCTb CTPUMOB M KpblWeK K HWUM. He mcnonb3oBaTb

KPbIWKW K CTpUMaM 13 Apyrmx Habopos peareHTos!

7.2.1 T[pomapkupyihTe no ogHoi npobupke/CcTpunoBaHHOW nNpobupke CO CMecbio Ans
amMnndukauum, 3anedyataHHoW napaduHoOM, ANS KaxAaoro HemsBecTHoro obpasua,
oTpULaTeNbHOro KOHTponbHOro obpasua (K-) M MNOMOXWUTENbHOrO KOHTPOSBHOMO

obpasua (K+).

BHUMAHME! KonnuyectBo peareHToB paccymTaHo He 6osiee yeM Ha 12 MOCTaHOBOK Mpu
ycnoBum BapumabenbHOro KoanyectBa HeM3BECTHbIX o06pas3uoB, 1 oTpuuaTenbHOro

KOHTPOIbHOro o6pasua 1 1 NoNoXUTENIbHONO KOHTPOJIbHOro o6pa3La B KaXAoW NOCTaHOBKeE.

Mpumep:
Heobxoanmo npoaHanusupoBaTtb 6 o06pa3uoB. Hy>XHO npoMapkuposaTb 6 Npobupok
ANS Hem3BeCTHbIX 06pa3LoB; oAHY Npobupky ans «K-» u oaHy Npobupky ansa «K+».
O6buwee konmnyecTso npobupok — 8.

7.2.2 TwaTenbHo nepeMewanTte cogepxunmoe npobupok «OT-MUP-6ydep» n «depMeHT
Taq/RT» Ha MMKpoUeHTpudyre-BopTekce U UEHTpUPYrnpymTe Ha MUKpoueHTpudyre-

BOpTeKce B TeueHue 3-5 c.

BHUMAHMUE! ®epmenTt Taq/RT HeobxoamMo pgoctaBaTb W3 MOpPO3WIbHOM  KaMepbl

HenocpeacTBeHHO nepea McnoJsib3oBaHMEM.
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7.2.3 MpurotoBbTe cMecb OT-MLP-6ydepa ¢ depmeHToM Taq/RT. Onsa aTOro CMewaiTe B

OTAeNbHOM 04HOpa30BoM Npobupke:

— 15 x (N+1) mkn OT-NLUP-6ydepa;

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

rae N — Kom4yecTBO NPpOMapKMpOBaHHbIX MPOBUPOK C yyeToM «K-» n «K+>»,

Mpumep:
HeobxoanMMO npoaHanusnposaTte 6 06pasuoB. NpoMapKMpoBaHHbIX NPO6UMPOK — 8. HyXXHO NPUroTOBUTb
cmeck OT-MUP-6ydepa c depmenTom Taq/RT ana 9 (8+1) npobupok, T.e. 135 mkn OT-MNLP-6ydepa +
4,5 mkn ¢epmeHTa Taq/RT.
BHMUMAHME! lMpu B3aTMn epmeHTa Taq/RT He06X0ANMO NOrpyxaTb HaKOHEYHUK He bonee
yeMm Ha 1,0 MM 1 cobnogaTe nNpasBmna AO3UPOBAHUSA BA3KUX XUAKOCTEW. TllaTesbHO CMbITb

octaTku depmeHTa Taqg/RT C HAKOHEYHMKA NUMNETUPOBAHNEM HE MeHee 5 pas.

7.2.4 TwaTtenbHO nepeMellanTe CcoaepXuMoe npobupkn C MNPUroTOBIEHHON CMeChto
OT-NnupP-6ycpepa wn depmenHta Tagq/RT Ha MuUKpoueHTpudyre-sopTekce u
LeHTpUdyrmpymnTe Ha MnKpoLeHTpudyre-BopTekce B TedeHmne 1-3 c.

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

7.2.5 [OobaBbTe BO BCe NMpOMapKMpoBaHHble NpPobMpPKKM, He MnoBpexnpas Cnov napaduHa,
nol5 wmkn cmecn  OT-MUP-6bydbepa ¢ depmeHtoM Taqg/RT. 3akpounte
Npobupku/cTpunei.

7.2.6 BcTtpaxHute npobupky € MOMOXWTENbHbIM  KOHTPOSbHbIM  06pa3uyoM  Ha
MUKpOLEeHTpudyre-soptekce B TedeHne 3-5 € w©n  ueHTpudyrnpymte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!
1. Mepea BHeceHMeM B MNpOOUMPKM C peakUMOHHOM cMecbio npenapata PHK wu
OTpULATENbHOr0 KOHTPONbHOrO o0bpasua HeobxoAMMO BbINOAHUTL peKoMeHZauuMn no
ucnonb3oBaHuo npenapata PHK, npuBenéHHble B  WHCTPYKUMM MO  MNPUMEHEHUIo
Habopa/koMnnekTa peareHToB An4 BblaeneHus HK.
2. Mpn ncnonb3oBaHun ans sbigeneHns PHK komnnekta peareHtoB NPOBA-HK u Habopa
peareHToB [TPOBA-HK-S BcTpsxHMTEe npobupknm c npenapatoMm PHK U1 oTpuuaTenbHbIM
KOHTpPOJIbHbIM 06pa3uoM Ha MUKpoueHTpudyre-BopTekce B TeyeHmne 3-5 ¢ n ueHTpndyrmupymnte
Ha MUKpoLUeHTpudyre-sopTekce B TeyeHme 1-3 c.
3. Mpn wncnonb3oBaHun pans BblgeneHns PHK Habopa peareHtoB [MPOBA-MY DWP
LEeHTPUDYIrnMpyinTe 3aKieeHHbIn NAEHKOM rnyboKOoNYHOUYHbIM NaHweT ¢ npenapatoM PHK un
oTpuuaTeNnbHbIM KOHTPONbHbIM o6pa3suom npu RCF(g) 100 B TeueHne 30 c ana ocaxaeHus
KOoHAEeHCcaTa U CHUMUTE MNEHKY.
4, Ona npepoTBpalleHNMa KOHTaMMHaAUUW cnepyeT nepea BHeceHnem PHK oTKpbiBaTb
KPbIWKK TONbLKO TeX Npobunpok, B KOTopble ByAeT BHOCUTLCS AaHHbIM obpa3el, 1 3aKpbiBaTb
UX nepep BHeceHWeM crefytowero. B cnyyae mcnosnb3oBaHMs CTPUMNOB CneayeT 3aKpblBaTb
KPpbILWKY CTpuMna nocne BHeceHWst B Hero o6pasuoB nepes WCNOMb30BaHWEM cCneayowero.
3akpbiBanTe npobupkun/cTpunbl NAoTHO. MpenapaTtbl PHK 1 KOHTponbHbie 0bpa3subl cnegyer
BHOCUTb HAaKOHEYHMKaMUN C HUIbTPOM.
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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

BHecunTe, He noBpexaas cnor napadguviHa, B COOTBETCTBYIOLME NMPOMApPKUPOBAHHbIE
npobupkn no 10 Mkn BblaeneHHoro u3 obpasuos npenapata PHK. B npobupkuy,
npoMapkmpoBaHHble «K-» n «K+», PHK He BHOcUTCS.

BHecunTe, He nospexpaas cnoit napaduHa, B NpobupkKy, NpoMapKUpoBaHHYy «K-»,
10 MK oTpMUATeNbHOro KOHTPONbLHOro obpasua, npoweawero aTan solaeneHns PHK.
BHecunTe, He noBpexaas cnov napaduHa, B npobupkKy, NMpoMapKnMpoBaHHY «K+»,
10 MK MOMIOXUTENBHOIO KOHTPObHOro obpasua.

LeHTpudyrmnpyiite npobupku/CTpunbl Ha MWKPOLEHTpUdyre-sopTekce B TedeHue
3-5c¢ (npu wucnonb3oBaHuM aAna  nposefeHusa  OT-MUP  petekTupytowero
amnnndgukatopa Rotor-Gene Q ueHTpudyrnpoBaHme He obs3aTenbHO).

YcTaHoBUTE BCe NPOOUPKK/CTpUNbI B AETEKTUPYIOLLNI aMnandgukaTop.

Ona petekTupyowmnx amnnndukatopos cepuun OT:

3anyctute nporpaMMHoe obecnedyeHue peTekTupytowero amnnudukaTopa. [MNpwu
nepsoM nposeaeHun OT-MLP 3arpysuTte cooTBeTcTBYOWMA TecT'. [Janee u npwu
nocneayowmMx NOCTaHOBKaX CO34alTe COOTBETCTBYHOLWMIA MPOTOKON MCCNeaoBaHUN:
YKaXKuTe KOSIMYeCTBO U uaeHTudunkatopbl 06pasyoBs, B TOM YMCIE OTPMLUATENBHOMO U
NONOXUTENbHbIX KOHTPOJIbHbIX obpasuos, OTMeTbTe pacnonoxeHwve
NpobupoK/CcTpMnoB Ha MaTpuue TepMobnoka B COOTBETCTBUM C UX YCTaHOBKOM W
nposeante OT-MUP. Mpn BbIbOpe TecTta p[o/mkHa oTobpaxaTbCcsa nporpamMma,
npueeaéHHasn B Tabnuue 3.

Ona getektupylowmnx amnaudpukatopos Rotor-Gene Q, CFX96, Applied Biosystems
QuantStudio 5:

Mpoeseante OT-MUP c yyeTtoM ob6bEMa peakuUMOHHOW cMmecu, paBHoro 40 Mk, Mo

nporpamMMaM aMmnandukauum, npmBeaéHHbIM B Tabnmuax 4 - 6 COOTBETCTBEHHO.

1 - TecT Ana AeTekTUpylowux aMmnnundukaTopoB cepum AT co3paérca nyTéEM BBoAa NapaMeTpoB
(napaMeTpbl TecTa ykasaHbl B [lpunoxeHun B) wnm npenoctaBnsieTcs nNpousBoauTeneM Habopa
peareHToB.
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Tabnunuya 3

MporpamMma amnaMdukaumMm ANns AETEKTUPYOWMX aMnanduKaTopos

«OTnpanm», «ATnant» (dacoska S)

" HK-TEXHONOT Us

Ne Yucno Pe)xnm ontnyeckux
Temnepartypa, °C MWH c . Twun 6n0ka
6noka LUKIJIOB U3MepeHun
1 35 15 0 1 Lunkn
2 92 0 30 1 Lnkn
92 0 10
3 8 Lnkn
64 0 15 v
90 0 5
4 40 Lukn
64 0 15 v
5 64 0 5 1 Lnkn
6 10 XpaHeHune XpaHeHue
V - PEXMM ONTUYECKUX U3MEPEHMIA

Tabnuuya 4

MporpamMma amnaMbukaumm ana AeTekTupytowero amniavdukaTopa

Rotor-Gene Q (dacoBka S, npobupkun; dacoska U npm ncnonb3oBaHUn rnpobmpok)

Ne / Cyclin TemnepaTtypa, °C / Bpemsa / KonunuectBo umknos /
- y 9 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' - PeXuUM ONTUUYECKUX U3MEPEHWUI, YCTaHOBUTbL U3MepeHme dnyopecueHumnn (Acquiring) no KaHanam
petekummn Green (Fam) um Yellow (Hex) npu 60 °C

Tabnuua 5
(dacosku S, U)

- MporpammMa amMnandukaumMm gnsa getektmpyowmnx amnandmkatopos CFX96

N° 6noka Temnepa a, °C Bpems, KonuyectBo uukios
(Step) patypa, MMH:CeK (noBTOpPOB)
1 35 20:00 1
2 95 5:00 1
3 94 0:15
50
4 64 vV 0:20

VvV - pexuMm ontuyecknx wusmeperuii (Plate Read), ycTaHOBUTL u3MepeHue dryopecueHunn o
HeobxoauMbIM KaHanam getekuum (Fam, Hex) npun 64 °C
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Tabnuua 6 - T[MporpaMMa aMmnavdukaumMm Ana AeTEKTUPYOWMX aMnandruKaTopoB

Applied Biosystems QuantStudio 5 (dacoeku S, U)

Bpems, KonuyectBo uuknos
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 MoaroToBKka M NpoBeAeHWe peakuuMm 06paTHON TPAHCKPUMNLUMM WM MONMMepasHoM

LenHon peakummn. dacoska U, pyuyHoe A03MpoBaHME

BHUMAHME!

1.  [Ona amnaudukaumn crnegyet UCNOMAb30BaTb OAHOpasoBble aMnnMdUKauNOHHbIE
npobupkn o6bEMOM 0,2 MA  mAnM  MukponnaHweTsl MUP 96 nyHok!, repmeTuanpyembie
TepMonneHkon. He pekoMeHAyeTCA WCMNOAb30BaTb CTPUMOBaAHHbIE MPOOGUPKM B CBA3U C
0MacHOCTbI NOCTaMNANPUKALMOHHON KOHTaMUHaLMWN.

2. Mpwn npoBeaeHMN BCeX NOCNEAYOWMNX AeNCTBUIA creayeT usberaTb BO34ENCTBUSA NPAMbIX

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

7.3.1 T[poMapkupyiiTe Heob6xoaMMOe KOMMYECTBO OAHOPA3O0BbLIX aMMAUMUKALMOHHbIX
Npobmpok 06bEMOM 0,2 MN UK MUKPONNaHLWeT 96 NYHOK ANns HEM3BECTHbIX 06pa3LoB,
OTpMUATENbHOIO KOHTPONbHOrO obpasua «K-» M MNONOXKUTENbHOr0 KOHTPOSIbHOIMO

obpasua «K+».

MpunMmeuvuaHne - PekoMeHAYeTCA MNOCTaHOBKAa He MeHee 5 o06pa3uoB B OAHOM MCCIeOBaHMK

(3 HemnsBecTHbIX 0bpa3ua, oTpuuaTenbHbIM U MOJOXKUTENbHbBINA KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
Heobxoammo npoaHanusupoBaTb 6 Hem3sBecTHbiXx 06pa3yoB. HyxHO npoMapkupoBaTb 6 npobupok/
3ape3epBupoBaTh 6 JTIYHOK MUKPOIJ/IaHWeTa A/t HEM3BECTHbIX 06pa3uoB; 04HY NPOBUPKY/NYHKY ans «K-»

M ogHy Npobupky/nyHky ansa «K+». Obwee konndectso npobupok/nyHok — 8.

7.3.2 BcrpsixHuTe npobupky co cMecbio ans amMnandukaumm Ha MuKpoueHTpudyre-
BOpTEKCe B TeyeHue 3-5 C n UueHTpudyrnpymte Ha MMUKPOLEHTpUdyre-BopTekce B
TeyeHue 1-3 c.

7.3.3 BHecute BO BCe MpOMapKMpOBaHHbIE npobupkn/Heobxognmble NYHKUN
MUKponaaHweTa (Bkatodas «K-» n «K+») no 6,0 Mkn cMecn ans amnamdukaumu.

7.3.4 BcrpsixHute npobupkn c OT-MUP-6ydpepom «U» un depmentom Taq/RT Ha
MUKpOUEeHTpudyre-eoptekce B TedeHne 3-5 ¢ w©n  ueHTpudyrnpymte Ha

MUKpoOLEeHTpUdyre-BopTekce B TedeHne 1-3 ¢

L - ana petekTupylownx amnnudukaTtopoB «ATnakit> u Rotor-Gene Q MukponnaHweTtbl 96 NyHOK
He MUCNOoNb3YyoTCA
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BHMUMAHME! ®epmeHT Taq/RT HeobxoaMMo J[ocTaBaTb W3 MOPO3WIBHOW  KaMmepbl

HENocpeaAcTBeHHO Nnepea 1UCrnojib3oBaHNEM.

7.3.5 MpurotoBbTe cMecb OT-MLP-6ydepa «U» c pepmeHToM Taq/RT. [Ansa 3T0ro cMewanTe
B OTAE/bHOM O0AHOpPa30BoON Npobupke:
- 6,0 x (N+1) mkn OT-NUP-6ydepa «U»;
- 0,3 x (N+1) mkn depmeHTa Taq/RT,
rae N - KOAMYeCTBO MpOMapKMpOBaHHbIX NMPobUpoK/KoNMYecTBO HeOBXOAUMbIX
JIYHOK MUKpOM/iaHWweTa C yyeToM «K-» n «K+>».
Mpumep:
Heobxoanmo npoaHanusupoBaTb 6 06pa3uoB. [MpomMapKMpoBaHHbIX NpobUpok/ HeobXoAMMbIX NYHOK
MukponnaHweTa — 8. HyxHo npurotoBuTtb cmecb ansa 9 (8+1) npobupok/nyHok, T.e. 54 mkn OT-TMLP-
bydepa «U» + 2,7 mkn dpepmeHTa Taq/RT.
BHMUMAHME! [Mpwu B3aTum epmerHTa Taq/RT He06X0ANMMO NOrpyxaTb HAaKOHEYHUK He 6onee
yeMm Ha 1,0 MM 1 cobniogaTte nNpasmna AO3UPOBAHUSA BA3KUX XUAKOCTEW. TllaTesbHO CMbITb

octaTku depmeHTa Tag/RT Cc HAaKOHEYHMKA NUNETUPOBAHMEM HE MeHee 5 pas.

7.3.6  BcTpsaxHuTe NpobupkKy C npurotosneHHom cmMecoto OT-MNLP-6ydepa «U» ¢ dhepMmeHTOM
Taq/RT Ha MuUKpoueHTpudyre-sopTekce B TedeHue 3-5 ¢ M UeHTpudyrnpyinte 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 NpobBUPKU/NYHKN CO CMecbio Ans aMmnandukauum no 6,0 MKk cmecu

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

BHUMAHME! [locne pobasnenus cmecn OT-MLUP-6ydepa «U» n depmenta Tag/RT B
NPO6MPKK/NYHKM CO CMEeCbio ANns aMmnandukaumm HeobxoaMMo B TEUYEHME 4aca BbIMOSHUTL
7.3.8 - 7.3.14.,

7.3.8 BcTpaxHMTe nNpobUpKy C  MOJIOXWUTESNbHBIM  KOHTPOSIbHbIM  06pa3uoM  Ha
MUKpOLEeHTpudyre-soptekce B TedeHne 3-5 ¢ w©n  ueHTpudyrnpymte Ha

MUKpOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHMUMAHME!

1. Mepen BHeceHMeM B MNPOBUPKM/AYHKM C peakUuMOHHOW cMecbio npenapata PHK wu
OTPULATENBHOINO KOHTPOJSIbHOrO o6pa3sua HeobxXxoAMMO BbIMOJHUTL peKoMeHAauuMm To
ucnonb3oBaHuo npenapata PHK, npuBenéHHble B  WHCTPYKUMM MO  MNPUMEHEHUIo
Habopa/koMnnaekTa peareHToB ans sbigeneHms HK.

2. Mpn ncnonb3oBaHuu ansg sBbigeneHns PHK komnnekta peareHtoB NMNPOBA-HK v Habopa
peareHToB [MPOBA-HK-S BcTpsixHuTe npobupku ¢ npenapatom PHK u oTpuuaTtenbHbiM
KOHTpPOJIbHbIM 06pa3uoM Ha MUKpoueHTpudyre-BopTekce B TeyeHune 3-5 ¢ n ueHTpndyrmupymnte
Ha MUKpoLUEHTpudyre-sopTekce B TeyeHme 1-3 c.

3. Mpn wncnonb3oBaHun pans BbigeneHns PHK Habopa pearentoB [MPOBA-MY DWP
LeHTpUdyrmpymnTe 3akneeHHbIn NAEHKON rnyboKONYHOUYHbLIA NAaHweT ¢ npenapatoM PHK wu
oTpuUaTeNbHbIM KOHTPONbHbIM o6pasuom npu RCF(g) 100 B TeueHne 30 c ana ocaxaeHus

KOHZIEHCaTa U CHUMUTE MNNEHKY.
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4, Ana npenoTBpalleHMs KOHTaMMHauuu crnepyet nepen BHeceHneM PHK  oTkpbiBaTb

KPbILLKK

TONIbKO Tex Npobupok, B KoTopble ByAeT BHOCUTLCHA AaHHbIN obpasel, U 3akpbiBaTb

nx nepen BHeceHWeM cnepytouwero. MNpenapatel PHK n KOHTponbHble obpa3subl crneayet

BHOCUTb

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

HaKOHEYHUKaMK C PUIbTPOM.

BHecnTe B COOTBETCTBYHOLLME MPOMapKUpOBaHHble MpPobUpKM/HeobXoaMMble NYyHKM
MUKponnaHweta no 6,0 Mkn BblgeneHHoro w3 o6pa3yoB npenapata PHK.
B npobupkn/nyHku, npomapkmpoBaHHble «K-» 1 «K+», PHK He BHOCUTCS.
BHecnTte B npobupKy/nyHKy, npoMapkupoBaHHylo «K-», 6,0 MK oTpuuaTenbHOro
KOHTpOnbHOro obpasua, npowegwero atan ebigeneHmns PHK.
BHecnTe B NpobupKYy/NyHKY, NpOMapKnpoBaHHyl «K+», 6,0 MKA NOMOXUTENbHOro
KOHTpoOsibHOro obpasua.
B cnydae Mcnonb30BaHUS MUKPOMAAHLIETOB 96 NYHOK:
MomecTuTe akKypaTHO, HE BCTPSXMBAs, MUKPOMJAHLLET B MOAIOXKY YCTpPOMCTBA
ONS 3anevyaTtbiBaHMa niadweTos ATnak.
MpoBeauTe 3anedaTbiBaHWe MuKponnaHweta [MLP nonnmepHon TepMonneHKoMn
COrnacHO pyKOBOACTBY MO 3KCnyaTaumun npmbopa ATnak.
LeHTpudyrmnpyiite mukponnanwet MLP npn RCF(g) 100 B TeueHune 30 c.
B cnydae ncnonb3oBaHMs NpobUpoK:
LleHTpudyrmnpyiite Bce NnpobupknM Ha MUKpoUEHTpudyre-sopTekce B TeyeHue 3-5c¢
(npn mncnonbsoBaHun ansa nposegeHus OT-TILUP petektupytowero amnamdgukatopa
Rotor-Gene Q ueHTpudyrnpoBaHme He 06a3aTenNbHO).
YcTtaHoBUTE BCE MPOOUMPKU/MUKPOMIAHLWIET B AETEKTUPYIOWMUA aMnangukaTop u
nposegute OT-MUP (7.3.15, 7.3.16).
Ona geTekTnpyrowmnx amnandmkatopos cepun OT:
3anyctute nporpaMMHoe obecneyeHue peTekTupylowero amnaudukatopa. [pu
nepsoM nposeaeHun OT-MLP 3arpy3uTte cooTBETCTBYIOWMIA TecT:. [Janee u npwu
nocneayrowmx NOoCTaHOBKax CO34amTe COOTBETCTBYHOLWMM MPOTOKON MUCCNefoBaHUS:
YKaXWUTe KOAN4YeCcTBO N naeHtndukaTopbl 06pasyos, B TOM Yncae oTpuuaTenbHOro m
NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnosoxeHue obpasuoB Ha
MaTpuue TepMobsioka B COOTBETCTBMM C UX yCTaHOBKOW U nposegute OT-MLUP. Mpun
Bblbope TecTa AomkHa oTobpaxaTbCs nporpamma, npmeseaéHHasa B Tabnanue 7.
Ona getektupylowmnx amnamdukatopos Rotor-Gene Q, CFX96, Applied Biosystems
QuantStudio 5:
Mposeante OT-MLUP ¢ yyeTtoM ob6béMa peakKuMOHHON cMecu, paBHoro 18 mkn, no

nporpamMmMmam amnnmdukaumm, npnBeaéHHbIM B Tabnnuyax 4 - 6 COOTBETCTBEHHO.

1 - Tect

ANa  AeTeKTUpylownx aMnandukaTopoB cepun AT co3paércs nyTEM BBOAa NapaMeTpoB

(napaMeprl TeCTa yKa3adHbl B anIJ'IO)KeHVIVI B) U1 NpeaocrtaBndaAeTCcd npon3sognuTenem Ha6opa peareHTosB.
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Tabnuuya 7 - MNporpamma aMnandukaumm ans 4eTEKTUPYOWMX aMNangrKaTopos

«ATnpanm», «ATnant» (dacoska U)

Ne Yucno Pe)xnm ontnyeckux
TeMmnepaTtypa, °C MWH c - Tun 6510ka
6noka LUKIJIOB U3MepeHuUn
1 47 20 0 1 Lnkn
2 95 5 0 1 Lnkn
94 0 10
3 50 Lnkn
64 0 15 v
4 80 0 1 1 Lnkn
5 10 XpaHeHune XpaHeHune
V - peXuM onTUYECKUX U3MEPEHWIA

7.4 MoAroToBKa M MNpoBeAeHWE peakuuum 06paTHOWM TPaHCKPUMUMKM WU MOJIMMEepasHoWn
LenHon peakuun. ®acoska U, ¢ UICNONb30BaHUEM LO3UPYHOLLErO YCTPOMNCTBa ATCTpUM

(TonbKo ANg AeTekTMpytowero aMmnamMdukaTopa ATnpainm B Mogndukaumm «4Tnpanm *X*»)

BHUMAHMUE!

1. Ona amnaudukaumn cnegyet ucnonb3oBaTb MukponaaHwetbl [UP 384 nyHkwy,
repMeTusmMpyemble TEPMOMNIEHKON.

2. Mpu npoBeaeHNM BCEX NMOCNEAYOWNX AENCTBUI cnenyeT nsberatb BO3AENCTBUS NMPSAMbIX

COMMHEYHbIX lyyeil Ha NpobupkM co CMecbto ans amnambukaumm!

MpunMmeuvaHne - PekoMeHOyeTCsa MOCTaHOBKA He MeHee 5 o6pas3uoB B O4HOM UCCeAOBaHMK

(3 HemnsBecTHbIX 06bpa3sua, oTpuuaTeNnbHbIN U MOJOXKNUTENbHbBINA KOHTPOJIbHbIE 06pa3ubl).

7.4.1 BcTpsxHuUTe npobupKy CO CMecbl AN amMnandukaumMm Ha MUKpoueHTpudyre-
BOpTeKce B TeyeHue 3-5 C N UeHTpUdyrnpymte Ha MMUKPOLEHTpUdYyre-BopTekce B
TeyeHue 1-3 c.

7.4.2 BcTtpsxHuTte npobupkmn c OT-MUP-6ydepom «U» u depmeHtoMm Taqg/RT Ha
MUKpOLEeHTpudyre-soptekce B TedeHne 3-5 ¢ w©n  ueHTpudyrmpymte Ha

MUKpOLEHTpudyre-eopTekce B TeyeHue 1-3 c.

BHUMAHME! ®epmeHT Taq/RT HeobxognMMo pgocrtaBaTb W3  MOpPO3WIbHOW  KaMepbl

HenocpeaCcTBeHHO nepea Mcnosib3oBaHNEM.

7.4.3 Cneaya ykasanuam [10 pgosupylowero ycrpoucrsa [OTCTpuMm, nNpurotoBbTe B
oTaenbHonM opgHopa3oBon npobupke cmecb OT-TMUP-6ydepa «U» ¢ depmeHTOM
Taq/RT.

BHUMAHME! Tpu B3atumn dpepmenTa Taq/RT Heo6Xx0aMMO NorpyxaTb HaKOHEYHUK He bonee
yeMm Ha 1,0 MM 1 cobnogatb nMpaBuia AO3UPOBAHUS BA3KUX XUAKOCTEN. TlaTeNbHO CMbITb

octaTkn depmeHTa Taq/RT € HaKOHEYHMKA NMNEeTMPOBaHMEM He MeHee 5 pas.
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7.4.4 BcTpaxHuTe NpobupkKy c npurotoneHHom cMecbio OT-TLUP-6ydepa «U» ¢ depmeHTOM
Taq/RT Ha MuKpoueHTpudyre-sopTekce B TedyeHne 3-5 ¢ un ueHTpudyrupymte Ha
MUKpOLeHTpudyre-sopTekce B TedeHue 1-3 c.

7.4.5 BcTpaxHuTe nNpobUpKy C  MOSIOXKUTENbHbIM  KOHTPOJSIbHLIM  06pasuoM  Ha
MUKpOLeHTpUdyre-soptekce B TedeHne 3-5 Cc un  ueHTpudyrmpyinte Ha

MUKPOLEHTpUdYre-BopTeKce B TeveHne 1-3 c.

BHUMAHMUE!

1. lNepesn npoBeAeHWEM [03UMPOBaHUS Heob6XoAMMO BbINOMHWUTL pekoMeHAauuu no
ncnonb3oBaHuio npenapata PHK, npuBeaéHHble B  MHCTPYKUMM MO  MPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ana BblaeneHns HK.

2. Mpun ncnonb3oBaHun ansa BblaeneHns PHK komnnekta peareHtoB MNMPOBA-HK n Habopa
peareHToB [MPOBA-HK-S BcTpsixHMTe npobupkm c npenapatoMm PHK 1 oTpuuaTesnbHbIM
KOHTPO/bHbIM 06pa3LOM Ha MUKpPOLLeHTpUdYyre-BopTekce B TedeHue 3-5 ¢ n ueHTpudyrupymrte

Ha MUKpOLIEHTpUdYyre-BopTekce B TeyeHne 1-3 c.

7.4.6 YcraHoBuTe NpobMpKM Co CMecbto ans aMmnamdukaummn, co cmecoto OT-TMLP-6ydepa «U»,
c depmeHtoM Taq/RT, ¢ npenapatamu PHK, oTpuuaTenbHbIMWU KOHTPOSbHbLIMU
obpasuamMm 1 NOMOXUTENbHLIMU KOHTPOSIbHbIMM 06pa3uamMm, a TakKe MUKpPONIaHLeT
ana MUP Ha paboumin cron ATcTpvM M npoBeauTe A03MPOBAaHWE KOMMOHEHTOB
COrnacHoO pyKoBOACTBY MO 3KCMayaTaunu.

7.4.7 TloMecTuUTe aKKypaTHO, He BCTPSAXMBas, MUKPOMAAHLWET B NOAJM0XKY YCTPOMCTBaA AN
3anevyaTbiBaHWsa NnaHweTosB [Tnak nocne 3aBeplleHns nporpaMmbl Ha AO3UPYIOLLEM
ycTponctee ATcTpum.

7.4.8 TlpoBeaute 3anedyaTbiBaHMe MukponnaHweta [MUP nonuMepHoOM TepMOMaeHKOMN
COorflacHoO pyKOBOACTBY MO aKcnayatauum npubopa OTnak.

7.4.9 UenTpudyrmpynte mnkponnadwet MNLUP npn RCF(g) 100 B TeueHune 30 c.

7.4.10 YcraHoBuTe MukponnaHwert lMLUP B 6510k getektupytowero amnandukartopa.

7.4.11 3anyctute nporpaMMHoe obecrneyeHune peTekTupytowero amnaudukatopa. [lpu
nepsoM nposeaeHun OT-MLP 3arpy3uTte cooTBETCTBYWOWMIA TecT:. [Janee u npwu
nocneayrowmx NOCTaHOBKaxX CO34anTe COOTBETCTBYHOLWMIA MPOTOKOA MCCNefOoBaHUA:
YKaXWUTe KON4YeCcTBO U naeHtndmkaTopbl 06pasuos, B TOM YncCae oTpuLaTenbHOro m
NOMOXUTENbHbIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnosioxeHue obpasuoB Ha
MaTpuue TepMobsioka B COOTBETCTBMM C UX yCTaHOBKOM U nposeaute OT-MLUP. Mpun

Bblbope TecTa AomkHa oTobpaxaTbCs nporpamma, npuseaéHHas B Tabnunue 7.

1 - TecT AnNa AeTekTUpylowux amnnundukatopoB cepun AT co3paértca nNyTéM BBoAa MNapaMeTpoB
(napaMeTpbl TecTa ykasaHbl B [lpunoxeHun B) wnm npenoctaBnsieTcs nNpousBoauTeneM Habopa
peareHToB.

29



Bupyc 'punna A HIN1pdmO09 | UHCTPYKUMA N0 NpUMEHEHUI0 | 1016 ot 05 anpens 2024 7 "HK'TEXHO"OI-"“

8

PErMCTPALMA PE3YJ/IbTATOB AMITVINOUKALIN

PeFVICTpaLI,VIﬂ CurHana d)J'IYODECLI,eHLI,VIVI npoBoaAnNTCA AETEKTUPYOLWLNM

aMI'IﬂMCbVIKaTOpOM aBTOMaTU4YECKN BO BpeEMA aMI'IJ'IVId)VIKaLI,VIVI.

9.2

9.3

YYET U UHTEPMNPETALUSA PE3Y/IbTATOB

YuéTt peE3y/IbTaToB aMI'IJ'IVICbVIKaLI,VIVI OCyLWlecTBNAETCA aBTOMaATU4YECKM C MNOMOLbIO

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

Mpn  uncnonb3oBaHMKM  JdeTekTupywwux  amnauvdbukatopos CFX96  cnepyer
NMCNoNb30BaTb perpeccMoHHbI TN aHanusa (Cq Determination Mode: Regression),
BO Bkiagke «Baseline Subtraction» Heobxogmmo BbibpaTb «Baseline Subtraction

Curve Fit».

UHTepnpeTaumsa pesynbTaToB NPOBOANTCHA B COOTBETCTBUU C Tabnmuen 8. PesynbTathl
MOCTaHOBKW BannAHbl, €C/i1 BbINOJIHAKTCA YC/JIOBUA MHTEPNPETAUNN PE3Y/IbTATOB,

MONYYEHHbIX ANA KOHTPOJIbHbIX o6pa3uos.

Tabnuuya 8 - WNHTepnpeTauuns pesynbtatoB OT-TMLUP

KaHan perekuumn

Fam/Green Hex/Yellow/Vic MHTepnpeTtaums pesynbtaTta
(nckomas PHK), (BHYTPEHHW KOHTPO/b),
Cp/Cq/Ct Cp/Cq/Ct

HeunsBectHble o06pa3ubl

O6Hapy)xeHa PHK cy6tuna Bupyca rpunna A

He yunTbiBaeTcs
Yasan Y (Influenza A HIN1pdmO09)
He o6bHapyxeHa PHK cybTuna Bupyca rpunna A
YkasaH
He ykazau (Influenza A HIN1pdmO09)
He ykasaH He ykasaH HepocroBepHbIn pe3ynbtaT

OTpuuaTenbHbIA KOHTPOJIbHbINA 06pa3sel

He ykasaH YkasaH

OTpuuaTenbHbliA pe3ynbTaTt
Pe3ynbTaTbl MOCTAHOBKM BasinAaHbI

Mono)xutenbHbI KOHTPOJIbHbIN 06pa3sel

YKa3aH He ykasaH

MoNoXUTenbHbI pesynbTaT

Pe3ynbTaTbl MOCTAHOBKMW BasiMAHbI

9.4

HepoctoBepHbI pe3ynbTaT MOXeT 6biTb CBSi3aH C MNPUCYTCTBMEM MHIMBGMTOPOB B
npenapate HK, nonydeHHoM wn3 6uonormdeckoro Matepuana; owmbkamu
npeaHanuTU4YecKoro 3Tana, HeBEepHbIM BbINOJHEHMEM NpPOTOKOMA aHanu3a;
HecobnaeHeM TeMmrnepaTypHOro pexuma aMmnamdukauum n ap. B atom cnydae
HeobxoanmMo noBTOpHO npoBectn nubo Bbigenenne HK mn nocraHoeky OT-MUP ans
3TOro obpasua, nnbo B3siTME BMONOrMYECKOro Matepmasna y nauneHTta (BbINOJHAETCS

rnocneaoBaTesibHO).
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9.5 Mpu MONYYEHUU MONOXUTENbHOMO pe3ysbTata AN OTPULATENbLHOr0 KOHTPOJIbHOMO
obpa3ua pe3ysibTaThl BCEM MOCTAHOBOYHON CEPUN CUMTAIOT HEAOCTOBEPHbLIMU. B 3TOM
cny4dae HeobxoAMMO MpOBEAEHWE CrneuuanbHbiX MEpOnpuSaTUMIA AN BbISBAEHUMA U

YCTpaHEHUA BO3MOXXHOM KOHTaMMHaUUWN.

9.6 Mpy NoNyYEHUN OTPULIATENBHOIrO pe3ynbTata ANs MOSOXUTENbHOIO0 KOHTPOSIbHOIO
obpa3ua pe3ynbTaTbl BCEN MOCTAHOBOYHON CEPUN CUMTAIOT HEAOCTOBEPHbLIMU. B 3TOM

cnydae TDE6YETC9| NMOBTOPHad NMNoCtaHOBKa aMI'I}'IVICbVIKaLI,VIVI BCel napTmm o6pa3u,0|3.

MpeaynpexxaeHusn

EAVMHWYHbBIA OTpuuaTenbHbIn pe3ynbTaT nccnenoBaHus, ocobeHHo ecnun aTo obpasel
N3 BEPXHUX AbIXaTeNbHbIX NyTEN, HE NCKAOYaeT NHMEKLNN.

OTpuuaTenbHble pe3ynbTaTbl HE AO/KHbI MCNOJSIb30BaTbLCS B Ka4yecTBe eANHCTBEHHOMN

OCHOBbI AnA NPpUHATUA peELLEHNA O NEYEHUN NMALIMEHTOB.
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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

TpaHcnopTUpoBaHme

TpaHcnopTupoBaHne Habopa peareHTOB OCYLECTBAAIOT B TEPMOKOHTelHepaX C
XnapoaneMeHTaMn BCEMM BMAAMM KPbITOro TpaHCNopTa Npu TemnepaTtype BHYTpU
TEPMOKOHTENHEepa, COOTBETCTBYIOLLEN YCIOBUAM XPaHEHNS KOMMNOHEHTOB, BXOASLLMX
B COCTaB Habopa peareHToB.

JonyckaeTca TpaHCNopTMpoBaHuMe Habopa peareHTOB, 3a WUCK/OYEeHMeM (epMeHTa
Tag/RT, B TepMOKOHTENHEpPAX C XNafA03/1eMEHTaMN BCEMM BUAAMM KPbITOro TpaHCropTa
npu TemnepaTtype BHYTpu TepMOKOHTelHepa oT 2 °C ao 25 °C He 6onee 5 cyTok.
JonyckaeTcs TpaHcnopTupoBaHue depMmeHTa Taq/RT B TEPMOKOHTEMHepax C
XNafo3/eMeHTaMn BCEMW BUAAMM KPbITOrO TpaHCNopTa Mpu TeMnepaTtype BHYTpU
TepMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.

Habopbl peareHTOB, TPAHCMOPTMPOBAHHbIE C HAPYLWWEHNEM TEMMNEPATYPHOro pexuma,

NMPUMEHEHUNIO HE Noanexar.

XpaHeHue

Bce kKoMNoOHeHTbl Habopa peareHTOB, 3a UCKYeHneM depmeHTa Taq/RT, cneayet
XPaHUTb B XOSOAW/IbHUKE WNW XON0AUNBbHOW Kamepe npu TemnepaTtype ot 2 °C
00 8 °C B TeyeHMe BCero cpoka roaHocTn Habopa peareHToB.

CMecb gns aMmnamdukaumm n cMecb gnsa amnamdukaumm, 3anedyataHHyo napamHomMm,
cneayeTt XpaHuTb B 3alUMLLEHHOM OT CBETa MecTe.

®epmeHT Taq/RT cneayeTr XpaHUTb B MOPO3WSIbHOWM KaMepe nMpu TemnepaType
OT MUHYC 18 °C go MnHyc 22 °C B TeYeHMEe BCEro Cpoka rogHoCcTn Habopa peareHToB.
Habopbl peareHTOB, XpaHMBLUMECS C HapyLUEHWEM periamMeHTUPOBaAHHOIO pexuma,

NpUMEHEHUNIO HE noagaexar.

YKaszaHug No aKcnayaTaumm

Habop peareHTOB A0O/MKEH MPUMEHATBCA  COMTacHO  AEUCTBYHOLWLEN  Bepcum
YTBEpPXAEHHON MHCTPYKUMU MO NPUMEHEHMUIO.

Ons nony4dyeHus [AOCTOBEPHbIX pe3ynbTaTtoB HeobxoauMo cTporoe cobnwoaeHue
WHCTPYKLMM MO NpUMeHeHnto Habopa peareHToB.

lMocne BCKPbITUS YNAKOBKWM KOMMOHEHTbl Habopa peareHTOB cneayeTr XpaHuTb Mpu
cneaynwmx ycnoBmsax:

- BCe KOMMOHEHTbl Habopa peareHTOB, 3a UCKI4YeHneM pepmeHTa Taq/RT, cneayer
XPaHUTb B XONOAWSIbHUKE WAW XONOAMNBbHOW Kamepe npu Temnepatype ot 2 °C
Ao 8 °C B TeyeHMe BCero cpoka rogHocTn Habopa peareHToB;

- CcMecb Ans aMmnamdukauum 1M cMecb ans  aMmnandukauum, 3anedaTaHHYIo
napaduHoM, cneayeTt XpaHuUTb B 3alUMLLEHHOM OT CBETa MecCTe;

- ¢depmeHT Taq/RT cneayer xpaHuTb B MOPO3UILHOM KaMepe npu TemnepaType
OT MUHYC 18 °C go MumHyc 22 °C B TeyeHmne BCero cpoka roagHoCcTu Habopa peareHTOoB.

HaGOpr peareHToB C UCTEKLUMM CPOKOM roaHOCTUN NPUMMEHEHUNIO HE NMoaneXxar.
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11

11.1

11.2

12

12.1

12.2

13

YKA3AHUA NO YTUIN3ALUMNA

Mpu ncnonb3zoBaHMn Habopa peareHToB B KJIMHUKO-AMArHOCTUYECKOM nabopaTtopum
obpasylTca oTxoabl Kfnacca B, KoTopble YTUAM3MPYIOTCS B COOTBETCTBMM C
TpeboBaHnamm CanlnH 2.1.3684-21 n My 1.3.2569-09.

Ha6opb| pearedHToB, npuwegwine B HENpPpUrogHoCtb, B TOM 4unCine B CBA3U C
ncre4yeHneM CpokKa roaHoCTn, nospexaeHMeEM YnakKoBKU, noanexar yTunnsauun B

cooTBeTCcTBMU C TpeboBaHmamm CanluH 2.1.3684-21.

rFAPAHTUX N3TOTOBUTENSA

MpeanpuaTMe-n3roToBUTENb  rapaHTUPYeT  COOTBETCTBME Habopa  peareHToB
Tpe6boBaHWNSAM TEXHNUYECKMX YC/TOBUI NPpU COBNOAEHNN YCNOBUIN TPAHCNOPTUPOBaHMS,

XpPaHEHUA U 3KCNNyaTaunn, YCTaHOBNEHHbLIX TEXHUYECKMUMUN YCNOBUAMMN.

Cpok rogHoctu Habopa peareHTOoB — 12 MecsiueB npu cob0AEHUMN BCEX YCIO0BUMN

TPaAHCNOPTUPOBAHUA, XpaHEHUA N 3KCNayaTaunun.

PEMOHT N TEXHUYECKOE OBCJ1Y> KUBAHME

Habop peareHTOB npeAHasHayeH AN OAHOKPATHOro MPUMMEHEHUS U He MOANEXWUT

TEXHWUYECKOMY 06CNY>XMBAHUIO N TEKYLLEMY PEMOHTY.

14

CMMBOJ1bl, NCMNOJIb3YEMbIE NP MAPKNPOBKE HABOPA PEATEHTOB

MeanumnHckoe nipenne
AONst ANArHoOCTUKK in vitro

Ob6paTtutecb K UHCTPYKL MK
Mo NMPUMEHEHUIO

Mpenen TemnepaTypbl HoMep no kaTtanory

Coaep>knMMoro AoctaTtoyHo
P “ MN3rotoBuTEb

Ana nposegeHumda n TectoB

He gonyckaTb

~
[ )
Ncnonb3oBaTb A0 . Y .
BO34ENCTBUSA CONTHEYHOro CBeTa

B B3 | > B

Koa naptuu (cepun)

2

HecTepunbHO
STERILE

[daTta nsrotosneHus
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15 NMEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAOAPTOB

FOCT ISO 14971-2021 W3pgenusa MeauuuHckue. [lpuMeHeHuMe MeHe)XMeHTa pucka K
MeAVULMHCKUM U3aenunam

FOCT P 2.105-2019 EamHasa cucteMa KOHCTPYKTOPCKOM AOKyMeHTauun. O6uwme TpeboBaHuUs
K TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cucrtema pa3paboTkM WM MNOCTAHOBKM MNPOAYKLUMM Ha MPOU3BOACTBO.
MeanumHckmne nsnenus

FOCT P 51088-2013 MeauumHCcKMe nsgenna Ans AMarHOCTUKW UH BUTPO. PeareHTbl, Habopbl
peareHToOB, TeCT-CUCTEMbl, KOHTPOJIbHblE MaTepuasnbl, nNuTaTefbHble cpeabl. TpeboBaHUs K
n3genusaM u NnoaaepXxuBsatoLllen AoKyMeHTaumm

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

FOCT P NCO 15223-1-2020 U3penna  meanumHckme.  CUMBOAbI,  MNpUMEHSAEeMble  Npwu
MapKUPOBAHMN MEANLMHCKUX U3LENNN, Ha STUKETKAX U B CONPOBOANTENbHOM AOKYMEHTaLuu.
Yactb 1. OcHOBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeanumHckme usgennsa Ans aMarHocTuku in vitro. MHdopmaums,
npenocTaBnseMas M3rotosmtenem (Mapkuposka). HYactb 1. TepMuHbI, onpeaeneHus un obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeanumHCKMe n3genmsa ans omarHoctuku in vitro. MHgpopmauums,
npegocrasnsieMas uarotoeutenem (Mapknposka). Hactb 2. PeareHTbl 415 AMarHoCTuKM in vitro
Ansa npodeccMoHanbHOro NpuMeHeHuns

FOCT P NCO 23640-2015 U3pgennsa MeauUMHCKME ANA  AMArHocTuky in vitro. OueHka

CTabMNbHOCTM peareHToB A8 AMAarHoCTUKK in vitro

MpuMevyaHne - YKasaHHble Bbllle CTaHAapTbl 6bIN AEACTBYIOWMMM Ha MOMEHT YTBEpPXAEHUS
WHCTPYKUMW MO MpUMEHeHMto. B panbHeiweM, npu Mofib30BaHUW AOKYMEHTOM, Lenecoo6pasHo
NpoBepuTb AENCTBME CCbIOYHBIX HOPMATMBHbLIX AOKYMEHTOB Ha TEKYLUMA MOMEHT. Ecnm cCbiNouHbIi
[OKYMEHT 3aMeHEH WM U3MEHEH, TO NMpU NPUMEHEHUM HACTOSLLIEro AOKYMeHTa cieayeT Moib30BaThCs

3aMEeHEHHbIM (M3MEHEHHbIM) AOKYMEHTOM.
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16 AAOPEC A1 OBPALLEHMNA

Mpon3BoacTBO HabopoB peareHToB MMeeT CepTUDUMUMPOBAHHYIO  CUCTEMY
MeHe)XMeHTa KayeCTBa W COOTBETCTBYeT TpeboBaHMSAM CTaHAapTa CUCTEM MeHeXMeHTa
kauvectBa ISO 9001 B obnactu paspaboTtku, npomsBoacTBa M npogaxu IVD peareHToB M
npnbopoB ANS MOSEKyNspHO-TeHEeTUYECKON AMarHoCTMKKM, W apyroro nabopaTopHOro
npumeHeHus, n ISO 13485 B obnactn paspaboTku, nponssoacTea u npogaxkun IVD peareHToB
n NpnbopoB AN MEAULIMHCKON MOSEeKYyNsSpHO-reHETUYECKOM AMArHOCTUKM.

MpousBoauTenn: O6WECTBO C OrpaHUYEHHON OTBETCTBEHHOCTbIO «AHK-TexHonorms TC»
(000 «OHK-TexHonorus TC»), Poccus.

Appec npomsBsoguTens:

117246, Poccus, r. MockBa, npoe3a HayuHbi, a. 20, ctpoeHune 4.

Mecrto npousBoacTBa:

000 «[OHK-TexHonorunsa TC», 117246, Poccus, r. MockBa, npoe3a HayuHbii, a. 20, ctpoeHune 4.

Mo BonpocaMm, Kacawwmmcs kavecTtBa Habopa peareHToB, cneayeT obpalwiaTbCs B
CNy>X6y K/IMEHTCKOW NoALEPKKM.
Cnyx6a KNIMEeHTCKOM NoaaepXKu:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6becnnaTHbIN)
+7 (495) 640-16-93 (ansa ctpaH CHI 1 3apybexbs, 3BOHOK MaTHbIN)

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

CokpauwieHHasi MeToauka BbigeneHnsa PHK
M3 nccnepayeMmoro marepumana (Maskm n3s HOCOIrJIOTKM U POTOI/IOTKW)

C ncrnonb3oBaHneM koMmriekta peareHtos NMPOBA-HK.

BHUMAHME!

1. Mepen HayanoM paboTbl HEO6XOAMMO AOCTaTbh M3 XONOAUNbHMKA KOMMNEKT peareHToB
ANa  BblAeNeHUS HYKIEWHOBbLIX KUCNOT W MPOKOHTPONMPOBATh OTCYTCTBME oOcCagka B
nu3mpytoweMm pacteope. B cnydae BbinageHus ocagka NM3MpYOLWMA  pacTBop cneayer
nporpeTb Npu 65 °C 40 NONHOro pacTBOpeHUsa ocazika, 3aTeM nepeMeLwlaTb NnepeBopaymMBaHuUemM
¢dnakoHa BBepx AHoM 5-10 pa3s, nsberas neHoobpaszoBaHUS.

2. Mpun nporpeBaHnm NpobMPOK BO3MOXHO OTKpPbIBaHMeE Kpbilwek! CneayeT ncnosb3oBaThb
Npobupku C 3alWénknBaoWMMncs Kpbolwkamm (Hanpumep, Eppendorf Safe-Lock Tubes) wnwm
nporpaMMmpyemMble  TepMOCTaTbl C  MPUXMMHOM  KpbIWKOW  (Hanpumep, TepMmocTar
TBEpAOTENbHbIN MporpaMmMupyemblii  ManorabaputHbeli 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 kaxayk npobupky no 10 MKA npeaBapuTesibHO MEpeMeLllaHHOro Ha
MUKPOLIEHTPpU@Yyre-BoOpTeEKCE BHYTPEHHEr0 KOHTPOsbHOro obpasua PHK-BK "A" u3

Habopa peareHToB Bupyc Npunna A H1IN1pdmO09.

3. JobasbTe B Kaxayto nNpobupky no 300 MK NU3MpYIOLWLEro pacTBopa, He Kacascb Kpas
npobupku.

4, BHecuTe B npobupkm ans HeusBecTHbIX obpa3uyoB no 100 MKA uccneayemoro
mMaTepuana.

5. BHecute B npobupky, npoMapkupoBaHHy <«K-», 100 Mkn oOTpuUaTENbLHOro

KOHTpoOnbHOro o6pasua. loTHO 3akpoiTe npobupku, BCTPSAXHUTE MNPOOUMPKKU Ha
MUKpOLEHTpudyre-sopTekce B TeyeHue 3-5 c.
TepmocTaTupynTe npobmpku npm temnepatype 65 °C B TedyeHmne 5 MUH.
LeHTpndyrnpyinte npobupkm Ha MMKpoOLEHTpUdyre-seopTekce B TeyeHme 3-5 c.
JobaBbTe B Kaxayt Nnpobmpky no 400 Mk peareHTa 4714 nNpeumnuTaumm, He Kacasicb
Kpasi Npobunpku, 3akponTte npobupku n BCTpAXHUTE NpOBUPKM Ha MUKpoLEeHTpuadyre-
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 Kaxkaon npobupkun).

11. JobaBbTe K ocagky no 500 Mk npomMbiBOYHOro pacrteopa N21, He Kacascb Kpas
npobupkun, 3aKkporTe NpobnpKN U akKypaTHO nepesepHuTe nNpobupkm 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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Mpuno>xeHune A

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

14. Job6aebTe Kk ocaaky no 300 Mk nNpoMblBOYHOro pacteopa N92, He Kacasicb Kpas
npobupkun, 3akporite NpobUpPKN N akKypaTHO nepeBepHUTe nNpobupkn 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 npobupkn). [lonycKaeTcs OCTaBUTb >KUAKOCTb,

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

17. OTkpoliTe NpOBUPKM M BbICYLLMTE OCaAOK Npu TemnepaType 65 °C B TeueHne 5 MuH.
18. Job6aBbTe K ocaaky no 50 Mkn 6ydepa Ang pacTBOpeHUs, 3aKpoliTe Npobupku.
19. BcTpsaxHuTe Npobupkn Ha MUKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ n ocagute

Kanan ueHTpmdyrupoBaHnem npobmpok B TeyeHme 3-5 c.

20. TepmocTtaTtupyinte npobupkn npu Ttemnepatype 65 °C B TeyeHue 5 MUH. BcTpsixHuTe
NpobupKM Ha MMKpOUEHTpUdyre-eopTekce B TeveHme 3-5 c.

21. OcaguTte koHAeHcaT ueHTpudyrmposaHuem 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 MCMONb30BaTb A
MOCTAaHOBKM peakuMm o06paTHOM TpPaHCKPUMNUMM U MOJSIMMEPA3HOM LENHOW peakuuu.
[na BO3MOXHOCTWU npoBefeHnst NoBTOPHOr0 nccieaosaHmsa octaswytocs PHK cnepyet cpasy
K€ NMOMEeCTUTb B MOPO3W/IbHYK KaMepy M XpaHuTb Mpu TeMnepaTtype He Bbiwe MuUHyc 18 °C

He 6onee 7 CyTOK, HE pa3MOpa)KkMBas [0 MOCTAaHOBKMU.
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MapameTpbl TeCTa, KOTOpble HE06X0AMMO BHECTU B NporpamMMHoe obecneueHue
AeTeKTupyrowmux amnanpukatopoB «ATnpainm>», «ATnanT>»
npu Mcnonb3oBaHuun Habopa peareHtoB Bupyc N'punna A HIN1pdmO09
B pacoBke S

1)  Konwnuectso npobupok B Tecte — 1;
2) O6béM peakuuoHHON cMecn — 40 MKN;

3) B okHe «[lporpamma amnamndukaumm» BBECTM Cleayowme napameTpbl:

N2 Yucno Pe)xnm ontnyeckux
Temnepartypa, °C MWH c » Twun 6n0ka
6noka LLMK/1I0B n3MmepeHun

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 Linkn

6 10 XpaHeHune XpaHeHune

V - PEXMM ONTUYHECKUX U3MEPEHMIA

4) BHecTn cnegyowme napamMeTpbl KAaHaNoB AeTEKUUN:

Fam Hex Rox Cy5 Cy 5.5
Influenza A
H1N1pdm09 BK ) ) i
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Mpuno>xeHne B

MapameTpbl TeCcTa, KOTOpble HE06X0AMMO BHECTU B NporpaMMHoe obecneueHune
AeTeKTupyrowmux amnanpukatopoB «ATnpainm>», «ATnanT>»
npu Mcnonb3oBaHuun Habopa peareHtoB Bupyc N'punna A HIN1pdmO09
B ¢pacoBke U

1)  Konwnuectso npobupok B Tecte — 1;
2) O6bEéM peakuMOHHON cMecn — 18 MKN;

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

N2 Yucno Pe)xnm ontnyeckux
Temnepartypa, °C MWH c » Twun 6n0ka
6noka LLMK/1I0B n3MmepeHun

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 XpaHeHune

V - peXMUM OMTUUYECKUX U3MEPEHMUIA

4) BHecTn cnegyowme napamMeTpbl KaHaNoB AeTEKUUN:

Fam Hex Rox Cy5 Cy 5.5
Influenza A
H1N1pdm09 BK ) i i
Homep 1016
2024-04-05
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