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CMUCOK COKPALLEHWIN N OBO3HAYEHWUW

B HacToswen MHCTPYKUUN NCNONb3YHKTCA cneayroume CoKkpaleHna m o603HaveHus:

rnupP - NoNIMMepasHasd uenHasa peakums

oT - obpaTHasa TpaHCcKpunuums

OPBMU - OCTpble pecnuMpaTopHble BUPYCHble nHdekuumn
B - NHTepdepupytoLlmMe BeWEeCcTBa

HK - HYKJ1IEMHOBbIE KUCNOTbI

PHK - puboHyKeMHoBas KMCIoTa

OHK - 1e30KCUPNBOHYKEMHOBAs KMUCIoTa

KOHK - KOMMJIEMEHTapHasa Ae30KCMPUOOHYKNEMHOBAs KUCIOTa
JIKO - nabopaTopHbIN KOHTPONbHbIN 06pa3sel

BK - BHYTPEHHUN KOHTPOJib

K- - OTpuuaTenbHbIN KOHTPOsbHbLIN 0bpa3sey
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NPEAHA3SHAYEHHOE NPUMEHEHME

NMonHoe HamMeHoBaHMe Habopa: Habop peareHToB AN BbISIBNEHUS HYKIEUHOBBIX

KNCNoT Bo3byamnTenen oCTpbiX pecnmnpaTopHbIX BUPYCHbIX MHEKUNIA YenoBeka METOAOM

OT-NUP B pexume peanbHoro spemenn (OPBW CkpuH), panee mno Tekcty — Habop

peareHToB.

Ha3HauveHune: Habop peareHTOoB npeaHasHayeH AN BbISIBEHUA HYK/IEUHOBbIX KUCIOT

BO36yanTeNnen oCTpbixX pecnmupaTopHbIX BUPYCHbIX MHPEKUMI yenoBeka (pecnmpaTopHO-

CMHUWTWANbHbIN BUPYC, BUpYCbl Naparpunna 1, 2, 3, 4 TMnos, pMHOBUPYC, aAE€HOBUPYC,

MeTanHeBMOBMpPYC, KopoHaBumpycbl HKU1, NL63, 0C43, 229E, 6okaBupyc) B

bunonornyeckoMm MaTepuane yenoBeka (Ma3OK U3 HOCOMNOTKW, POTOM/IOTKM,

6poHX0anbLBEONSAPHbIN  flaBaX, 3HAOTpaxeasnbHbll, Ha3odapuHreanbHbIn acnupar,

MOKpoTa) MeTogoM o06paTHOWM TpaHCKPUMNUMM M NOJIMMEPA3HOM LENHOM peakuum B

pexume peasibHOro BpEMEHM.

OyHKLUMOHaNbHOE Ha3HaveHne: gnarHocTtuka in vitro.

MokasaHuna K NpoBeAeHNt0 NccnenoBaHms:

. Han4yme CUMNTOMOB U KOHTAKT Cc 6onbHbIMKM OPBU;

o npebbiBaHne B oyarax MHdekumn (C Uenbio paHHEro BbISIBIEHUS BO3MOXHOIMO
MHPUUMPOBaAHUS U NpeaoTBpalLeHUS AafibHENLIEro pacnpoCcTpPpaHEeHUS);

o anddepeHumnanbHasa gnarHoctnka OPBU.

MpoTMBONOKasaHMi K NPUMEHEHMUIO HET.

Jemorpadunyeckne n nonynsiuMoHHbIE acrnekTbl: MNpuMeHeHne MeANUMHCKOro nsgenus

He 3aBUCUT OT NOMYASUMOHHBLIX U AeMorpaduyeckmx acnekToB

O6bnacte npuMmeHeHus: Habop peareHToB MOXeT 6blTb WMCNOAbL30BAH B KAWMHMKO-

AMarHoCTu4Yeckux nabopatopmsax MeaULMHCKUX YUpeXaeHUNNA.

MoTeHUManbHbIE NoNb30oBaTENU: KBaNUMOUUMPOBAHHbIN NepcoHasn, obyyeHHbI MeToaaM

MONEKYNSPHOM AMArHOCTUKM W npasunaMm paboTbl B  KIAMHUKO-AMArHOCTUYECKOMN

nabopartopumn.

MpuMeHsATb Habop peareHTOB CTPOro MO Ha3HAYEHWUID COrlacHO AAHHOM MHCTPYKLUMKU MO

NPUMEHEHMIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB
2.1 CocTtaB Habopa peareHToB
R3-P451-S3/5
HoMWHanbHbIN
HanMeHoBaHUue o Konnyectso .
BHewHni Bnpg, 06BbEM
KOMMOHEHTOB npobupok
KOMMOHEHTA
Mpo3payHas 6ecuBeTHas
Cmecun gnsa amnnmdukaumm, | unm ronybas >Xnakoctb nog 24 ctpuna
rno 15 mMkn
3aneyaTaHHble napaduHoM BOCKOO6pa3HbIM 6enbiM no 8 npobumpok
cnoem
) ) MpospayHasa 6ecuseTHas
OT-NupP-6ydep KUAKOCTb 2 npobunpku no 1,5 mn
®epmeHT Tag/RT Mpospaunas becugetHas 1 npobupka 100 mkn
BSA3Kas XMAKOCTb
BHYTpPEHHWNI KOHTPObHbIN Mpo3spayHasa becuBeTHas
ob6paseu PHK-BK "A" XNAKOCTb 1 npobupka 250 mKn
Mpo3payHas 6ecuBeTHas
bydep ona pacTBopeHus KNAKOCTb 1 npobupka 1,0 mn
I'Iono>|<V|Tenb|v4bm Mpo3spayHasa becuBeTHas 1 npo6upka 320 MKn
KOHTpPOJibHbIN 0bpaseu XNAKOCTb
KpbIWwK® Ana ctpmnos 24 wrT.

Bce KOMMOHeHTbl Habopa peareHTOB [OTOBbl K MPUMEHEHUIO U He TpebyloT

AOMNOSTHNTENbHOW NOArOTOBKKU K paboTe.

2.2 KonnyectBo aHanmanpyembix 06pasuos

Ha6op peareHToB npeAHasHayeH AN OAHOKPATHONO MNPUMEHEHUS UM paccyuTaH
Ha 24 onpeaeneHus, BK/OYas aHanM3 HEU3BECTHbIX 06pa3L0B, MONOXUTENbHbIX KOHTPOSbHbIX

06pasLoB 1 OTPULATENbHBIX KOHTPOSIbHbIX 06Pa3L0B.

2.3 MpuHunn MeToaa

Metopa: ob6patHasa TpaHckpunuua (OT) PHK ¢ nocnepyrowen amnnudukaumen
dparmeHToB KAHK (ana PHK-cogepxawmnx supycos) unn AHK (ana AHK-coaepxalimx BUpycos)
MEeToAOM nosmMepasHon uenHorn peakumu (MUP) B pexnMe peanbHOro BpEMEHWU; KayeCTBEHHbIN
aHanmus.

MpuvHUKMN MeToAA OCHOBaH Ha MUCMob30BaHUM npouecca obpaTHon TpaHckpunummn PHK
n nocneaywuwern amnavdbdukaumn kAHK/OHK, 3akntoyalowencs B MNOBTOPSAKOLWMXCA UMKNax
AHK,

nocneaoBaTesibHOCTAMM U nocne.qyrou.l,eﬁ D,OCTpOVIKVI MONNHYKNEOTUNAHbIX uenem c 3TUX

TemMnepaTypHoOM  AeHaTypauuu oTXKUra npaiMepoB C  KOMMJIEMEHTapHbIMU
npanmepoB Tag-nonmMMepasomn.

OTtanbl obpaTHON TpaHckpunuum PHK n MUP-amnandukaummn kAHK/OHK nposoasT B
OA4HOM npobupke, 4TO nMOBbIWAET YyBCTBUTE/NbHOCTb METOAAd, YMeHbLlAeT BeposiTHOCTb
KOHTaMWHaLUNM U CHUXAET BPEMS MPOBEAEHUS NCCNefoBaHuUs.

Ona noBbilWeHUss 4YyBCTBUTENBHOCTM W CneundUYHOCTM peakumm npeaycMOTpeHo
NnpUMeHeHne «ropsiyero» crapta. Fopsuuii ctapT obecneymBaeTca MeTOAMKON MPUrOTOBNEHUS
peaKLMOHHOM CMecu, COCTOosILEN U3 ABYX C/I0€B, pa3AesieHHbIX NPOCNONKOM M3 napaduHa unm
ncnonb3oBaHus Tag-nonuMepasbl, 610KMpPOBAHHOM aHTUTenamMu. CTapT NoMMepasHoON LienHowM

peakunm NponcxoanT TONbKO NMpwn pacnnaBieHUn napachHa nnun TeMnepaTypHoﬁ anccoumnauummn

6
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KoMmnaekca Tag-noauMmepasbl M aHTUTEN, YTO UCKOYAET Hecrneumdnyecknii OTXUr rnparnMepos
Ha AHK-MuWweHM npu HayanbHOM nporpese Npobupku.

B coctaB Habopa peareHTOB BKJIlOYEH BHYTPEHHWUIA KOHTPOSbHbIM 06pa3en PHK-BK "A",
KOTOpbIN NpeAHa3Ha4deH A1 OUEHKM 3Tana BblaeneHus HyknenHoBbix kucnoT (HK) n kauvecTtBa
NpoOXoXAeHns nonmMmepasHon uenHon peakuum (MLP).

B peakunoHHble cMecn ana amnnmdbukaumm BeegeHbl JHK-30HAbI, KaXablii N3 KOTOPbIX
coaepXut ¢GNyopecueHTHYlO MeTKy U racutenb gnayopecueHunn. Tpu  obpasoBaHuu
cneundunyHoro npoaykta AHK-30H4 paspywaetcs, Aencreue racutenss Ha (nyopecueHTHYHo
METKY MpeKpalwaeTcs, 4YTo BeAET K BO3pacTaHUMio YypoBHS dnayopecueHunn. Konnyectso
paspylweHHbix 30HA0B  (cnepoBaTesibHO, W ypoBeHb  ¢yopecueHuun)  BO3pacTaeT
MponopLUMOHaNbHO KOAMYeCcTBY 0bpa3oBaBLLUNXCS cneundmnyecknx aMmninkoHoOB U U3MepsaeTcs Ha
KaXxaoM uukne amnandumkaumm.

B coctas AHK-30HA0B, MCMNONb3YyOWMUXCA AN9 AeTeKumMu npoayKTa aMmnandukaunm
nckomon kKAHK/AOHK Bo3byantenen OPBU, BkntoyeHa dpnyopecueHTHas meTka Fam mnu Cyb.

B coctraB [AHK-30HOOB, wuCOOAbL3YHOWMUXCA A8 AeTeKuMM NpoAyKTa BHYTPEHHEro
KOHTposnibHoro obpasua PHK-BK "A", BkntoueHa dnyopecueHTHas meTka Hex.

B cmecb ans amnnamdwukaumm npobupkm NO 2 Habopa pobaBneH ONUIOHYKIeoTUA C
dnyopecueHTHOM MeTKkoM Rox - «Mapkep». OH ucnonb3yeTrcs npubopoMm Ansa onpeaeneHuvs
nonoXxeHus crpuna B TepMmobnoke paeTekTupytowero amnaudukaTopa. [llocne oOKOH4YaHuSA
nporpammbl nporpammHoe obecneyeHne nNpoBOAUT CpaBHEHWE 3a[4aHHOro orfnepaTtopoM
pacnosioXeHnsa CTPMNOB C peasibHbIM MNOMIOXEeHMEM MapKkepa Rox, 1, eclinm HaxoauMT HecoBnageHne
(npn HenpaBWAbLHOM pacrnofsioXXeHuUn CTpUMNoB), TO Npeaynpexaaet 06 3ToMm onepaTopa.

Ncnonb3oBaHne HeECKOAbKUX (JIyopeCUeHTHbIX KpacuTenen mno3BOASIET COKPaTUTb
KONMYecTBOo NpoBMpPOK, MNOCKO/bKY MOABASETCS BO3MOXHOCTb perucrtpMpoBaTb pe3ynbTaThbl
pasHbIX peakumim amnamdukaumm, Npoxoasawmx B og4HoM npobmupke, o4HOBPEMEHHO.

MepeyeHb MokasaTenen, onpeaenseMblx HA60OpPOM peareHToB, NpmBeaeH B Tabnuue 1.

WccnepoBaHme c wucnonb3oBaHneM Habopa peareHtoB OPBW CKpuH coCTOMT U3
CneayrLwmnx 3TanoB: BblAeNleHNe HYKIIEMHOBBLIX KNCNOT (NnpobonoarotoBka), peakums obpaTHoOM
TpaHckpunumm PHK u  TMUP-amnandukaumm «kAHK/OHK ¢ oaHoBpeMeHHOM peTekuunen
pe3ynbLTaToB.

PeareHTbl AN BblA€/IEHUS HYK/IEMHOBbLIX KWUCOT He BKAKYEeHbl B cocTaB Habopa
peareHToB. BblgeneHme HyKNEMHOBBLIX KWUCNOT NpPoBOAAT C WUCMonb3oBaHMeM Habopos,

3aperncTpMpoBaHHbIX B YCTaHOBMEHHOM nopsaake B Poccuinckoih degepaumn.
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Tabnuuya 1 - BoigsBnsemble noKasaTenun, UBeToBasd MapKMpPOBKa M KaHalbl AETEKLUNN

NpoayKTOB aMnandmKaumnm

Homep BbisiBNsieMblil NOKasaTesnb, KaHasbl AeTEKLUN LiseTosas
npobupku MapKUpoBKa
B cTpune Fam Hex Rox Cy5 cMecu

Human parainfluenza 1 _ Human coronavirus
1 virus type 2 BK 229E romlees
2 Human bocavirus BK Mapkep | Human rhinovirus
3 Human respiratory BK _ Human coronavirus

syncytial virus HKU1

. Human coronavirus

4 Human adenovirus BK - NL63
5 Human coronavirus BK _ Human parainfluenza

0C43 virus type 3 BecuseTHas
6 Human parainfluenza BK _ _

virus type 4
2 H_uman parainfluenza BK _ _

virus type 1
8 Human _ BK _ _

metapneumovirus

1 — BHYTPEHHU KOHTPONbHbIN 06pa3el PHK-BK "A"

24 Bpemsa nposeneHus aHanmsa (Bkao4vas NnpobonoaroToBKy): OT 2 4acos.
3 AHAJINTUYECKUE XAPAKTEPUCTUKHA
3.1 AHanuTunyeckas cneundnyHoCTb

B o6pa3suax 6uonormyeckoro w™atepuana, CoOAepXawuxX HYKNENHOBble KWUCNOTbI
BbISIB/ISEMOr0 BMpyCa — MOJIOXUTENbHbIA pe3ynbTaT aMmnandukaumm (pernctpupyeTtcs
3KCMOHEHUMaNbHbIA pPOCT YpPOBHA dyopecueHumm) @parMeHTOB reHOMOB crneunduuHbIX
NpoAYKTOB MO COOTBETCTBYIOLLMM KaHanaMm AeTeKuun.

B ob6pasuax 6uonormvyeckoro MaTtepuana, He CoAepXaluX HYKIEUHOBble KUCNOTbI
BbISIBNSIEMOro  BMpyca -  OTpuuUaTeNbHbIA  pe3ynbtat  amnandwukaumm  (OTCyTCTBYEeT
3KCMOHEHUMANbHbIA POCT YpOBHA dnyopecueHunn) dparMeHToB reHOMOB crneunduyHbIX
NpoAYKTOB MO COOTBETCTBYIOLWMM KaHanaMm AeTeKuuMnm W MNONOXUTENbHbIA  pe3ynbTaT
amnnudurKaumm BHyYTPEHHEro KOHTposibHOro obpasua no KaHany agetekumn Hex.

lNMokasaHo OTCYyTCTBUE Hecrneumdmyecknx nosoXMTEeNbHbIX pe3ynbTaToB amnamdukaumm
npu Hanuuum B o0b6pasue HYKNEeMHOBbIX KWUCAOT TUMNUYHbIX npeactasutenein SARS-CoV-2
(nccnegyemblx B paMkax MexayHapogHoin cuctembl QCMD (Quality Control for Molecular
Diagnostics), BenukobputaHus), Bupycos rpunna B, Bupycos rpunna A pa3sHbix cyb6Tmnos
(Bknoyasa (H1IN1)pdmO09, H3N2), Streptococcus spp., Staphylococcus spp., Klebsiella spp.,
Bordetella spp., Candida spp., Chlamydophila pneumoniae, Mycoplasma pneumoniae,
Morganella morganii, Staphylococcus aureus, Streptococcus pneumoniae, Proteus mirabilis,
Stenotrophomonas maltophilia, Burkholderia cepacia, Escherichia coli, Pseudomonas
aeruginosa, Listeria monocytogenes, Staphylococcus saprophyticus, Streptococcus pyogenes,
Streptococcus agalactiae, Enterovirus, HSV 1, 2, a Takxe [IHK yenoBeka B KOHUeHTpauuun 6onee

750 Hr Ha aMNNIN@UKaLUNOHHYO NPOBUPKY.
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BbisiBneHbl cneumduyeckne pesynbtatbl amnamMdukaumm npu Hanmumm B obpasue HK
BbISIB/ISEMbIX @aHa/IMTOB, B TOM YUC/Ie UCCNEAYEMbIX B paMKax MexayHapoaHon cuctembl QCMD
(Quality Control for Molecular Diagnostics), BennkobputaHus): pecnnpaTtopHO-CUHLMUTUANbHbIN
BUpYC, BMpYCbl naparpunna 1, 2, 3, 4 TMNOB, PUMHOBUPYC, METANHEBMOBMPYC, KOPOHaBUPYChI
HKU1, NL63, OC43, 229E, aneHoBupyc, bokaBupyc.

Moka3aHO OTCYTCTBME MEPEKPECTHbIX Hecneundunueckmux peakuuin Kaxnoh U3 CUCTEM,
BXoZAsllLein B cocTaB Habopa peareHTOB MO OTHOLIEHMWIO K BO36yAUTENSIM, OnpeaensiemMbiM ApyruMum

cncreMamu.

3.2 NHTepdepupyroLime BellecTBa

Hanunune wHrnbutopos TMLP B o06pa3ue 6uonormyeckoro Matepuana MoxXeT ObiTb
NPUYNHON COMHUTENBbHBLIX (HeonpeaenéHHbiX) pe3ynbTaToB. [Mpu3Hakom wuHrubuposaHua MUP
ABNSETCH OAHOBPEMEHHOE OTCYTCTBME aMnandmKaunm BHyYTPEHHEro KOHTPOSA U cneunduyeckmx
NpoAYyKTOB.

K nHTepdepupyowmm BewectsaM, MHrimbumpyrowmm MUP, oTHeceHbI:

o 3HAOreHHble BewecTBa (LesibHas KpoBb; NENKOUUTLI; CIU3b);

o 3K30reHHble (BewecTBa, gobaBnsiemble B obpasubl buomartepuana BO BpeMs
npobonoarotoBkn  (M30MNPOMWUIIOBLIA  CNIUPT W METUNaueTaT); MecCTHble
neKapcTBeHHble npenaparbl).

MakcuManbHble KOHUEeHTpauun uHTepdepupylowmx BewecTs, MNpuM KOTOPbIX He
Habnoganocb BAMsSHME Ha npoBeaeHne aMnandukaumMm coctaBnsaoT: remornobumu — 0,35 mr/mn
obpasua HK, mnzonponunosBbii cnmpt — 100 mkn/mn obpasua HK, metunauetat — 100 mkn/mn
obpasua HK.

NHTepdepupylowee BAMSHME TakuX BewecTB, KakK nenkouuTbl, CNuM3b, MeCTHble
NlekapCTBeHHble MpenapaTtbl, KOTOpble MOryT cojepxaTtbcsa B obpasuax 6uomaTtepmnana B
KNIMHUYECKN 3Ha4YNMbIX KOHLUEHTpauuax, He Habnwoaanock.

Ona  CHWXeHnsa KonuyectBa WUWHTepdepupyowmMx BewecTts, UHrMbupyowmx TMLUP,
Heobxoammo cobniogate npaswuna B3ATMA buonornyeckoro matepumana. lpu nooo3peHun Ha
Hanuuyme B obpasue 60bLWOro Koanyectsa nHrnbmutopos lMNMLUP pekomMeHayeTcs BbibMpaTb MeToAbI
BblAENIeHNS HYKNIEUHOBbIX KWUCAOT, MO3BOMSIOWME MPOU3BECTU UX MAaKCUMasbHoe yaaneHue u3

o6pa3ua, HE peEKOMEHAYETCA UCMNO/Ib30BaTb 3KCNpeCC-MeTOoAbl BblAENEHNA HYKNTENHOBbIX KNCNOT.

3.3 Mpegnen obHapyxeHus

Mpegen obHapyxeHus coctanser 20 KOMWMIA  HYKIEWHOBOWM  KUCNOTbl  Ha
aMmnandmkaunoHHyo npobupky. Mpenen obHapyXeHUs yCTaHOB/IEH NYTEM aHanusa CEepUMHbIX
pasBeaeHnin asyx cepmi nabopatopHOro KoHTpoabHoro obpasua (JIKO).

Mpenen obHapyxeHnsa HK B obpa3sue 6buomatepunana 3aBucuT oT Mmetoga npenobpaboTtku
obpasua 6uomaTepmana.

Konnyectso 6nomaTtepuana, n3 KoToporo MoryT 6biTb BbigeneHol HK: 100 M.

Mpenen obHapyxeHusa 20 konuii HK Ha amnnmMdunkaunmoHHyo Npobupky COOTBETCTBYeET

cnefywwWuM 3HavyeHusaM KoHueHTpauum HK B o6pa3u,e npn mMcnosib3oBaHMM KOMMJIEKTOB ANA
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BblAeNEeHNs HYKNEeWHoBbIX KMUcnoT npoussoactea 000 «HMO AHK-TexHonorusa», OO0 «OHK-

TexHonorms TC» npn KoHe4yHOM obbeme npenapata HK, pasHom 100 mMkn:

BuomaTepuman/kKoMnnekT ans
BbliaeneHnsa HK

MPOBA-HK,
NPOBA-HK-MJOC

MPOBA-MY-HK-S,

MPOBA-HK-S MPOBA-MY DWP

Ma30K 13 HOCOrnoTKH,
poTtornotkm B 500 MKkn
TPaHCMOPTHOM cpeabl;

8x103 kon/Mn
obpasua

4x103 kon/mMn
obpasua

4x103 kon/mn
obpasua

BpoHx0anbBeONAPHbLIN NaBax,
SHAOTPaxeasnbHbIN,
Ha3odapuHreanbHbIn acnupaT

4x103 kon/mn

He npumeHseTcs
obpasua

He npumeHsaeTcs

MokpoTa (npepobpaboTka ¢ 2x10% kon/mn

He npumeHaeTcs He npumeHseTcsa

MYKOJIU3NHOM) obpasua
3.4 AnarHocTnyeckme xapakrepuctnku Habopa peareHToB

UccnepoBaHHblie | [AnarHocruuyeckasi AnarHocTuueckasn

Bupa 6uomartepmuana

o6pasuos, wWr. 4YyBCTBUTEJ/IbHOCTb cneunpnyHoOCTb
Masok us Hocornotku, 114 100% (95,94-100) 100% (86,28-100)
pPOTOr/I0TKM
BpoHxoanbBeONSAPHbIN
naBax,
SHAOTpaxeasnbHbli 84 100% (93,94-100) 100% (86,28-100)
acnupar,
HasodapuHreanbHbIn
acnupat
MokpoTa 87 100% (93,84-100) 100% (88,06-100)

UToro 285 100% (98,23-100) 100% (95,44-100)

3.5 BocnpounssogmmocTs Habopa peareHToB

BHyTpucepuiHasa socnponssoanmMoctb — 100% (95% poseputenbHbii nHTepBan 84,56%-100%).

MexcepuitHas Bocnpom3BoanMocTtb — 100% (95% poseputenbHbin nHtepsan 84,56%-100%).

4 MEPbI MPEAOCTOPOXXHOCTH

OpraHmusaumnsa pabotbl [UP-nabopatopun, obopygoBaHue wn MaTepuanbl AOJSIKHbI
cooTBeTCcTBOBaTb TpeboBaHusaMm NOCT P 52905-2007, meToan4deckux ykasaHumm MY 1.3.2569-09
«OpraHusaums paboTtbl nabopaTopuii, MCNOMb3YOLWMUX METoAbl aMMINdUKAUUN HYKIENHOBbIX
KMUCoT, nNpu paboTe ¢ MaTepuanoMm, cogepxawmm MukpoopraHmamel I-IV rpynn natoreHHOCTU»,
CanluH  3.3686-21

anunaemmonornyeckne TpebosaHmsa No NpodunakTuke MHPEKUMOHHbIX 6onesHen».

C cobnogeHmemM  CaHMTapHbIX  NpaBun 7] HOpM «CaHunTtapHo-
Uccnepyemble obpasubl paccMaTpuMBalTCA KakK noTeHuuanbHo-onacHble. lMpu paboTte
c HabopoM peareHTOB cneayeT HageBaTb 04HOpPa30Bble NepyaTkm 6e3 Tanbka.
Mpu paboTte ¢ mMmkpoopraHmuamamu I-IV rpynn naTtoreHHoCcTu BbIGOp TuMNa 3aWMTHOro

KocTioma (pabouein ogexabl M CpeacTB MHAMBMAYASIbHOW 3alUuWTbl) MPOBOAUTCA B CTPOroM
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COOTBETCTBUU C CaHUTApHbIMU NpasunaMu n Hopmamm CanluH 3.3686-21 n onpeaenseTca BUAOM
B0o36yauTens, pabouel 30HOM, OCHalleHMeM ee bokcamMu buonormyeckon 6e30nacHOCTM.

CnepyeT UCcnoab3oBaTb TO/IbKO O4HOPA30Bbie HAKOHEYHUKKN U MPOBUPKMN.

He ponyckaeTcs wcnonb3oBaHWE OAHMX W TeX Xe HaKOHeYHMKOB npu obpaboTke
pasnnyHbIiX obpa3uos 6MoNorMYeckoro matepunana.

K pabote c HabopoM peareHTOB JonyckaeTtcsd nepcoHan, obydyeHHbln MeToaaM
MOJIEKYJIAPHOM ANArHOCTMKKN U nMpasuaamM paboTbl B KIIMHUKO-AMArHOCTMYECKON nabopaTopum.

Boigenenne HK cneayet nposoantb B 6okcax 6uonormyeckon 6esonacHoctm II knacca.
MoarotoBky k IMLUP c ncnonb3oBaHmem Habopa peareHTOB BO3MOXHO npoBoAuTb B [LIP-6okcax.

3anpewaeTtca nepeMelwieHne nabopatopHoro o6opyaoBaHus, B TOM 4YUCie A03aTOPOB,
WwTaTMBOB, NabopaToOpHOM nocCyAbl, XanaToB, rofIOBHbIX y6OpoB M MNp., a TakXe pacTBOpPOB
peareHTOB U3 O4HOM0 NOMeLEeHUs B Apyroe.

Jo3aTtopbl AO/MKHbI 6bITb COOTBETCTBYOWMM 06pa3oM nosepeHbl (B akKpeaANUTOBAHHbIX
nabopatopusx) n npoMapKMpoBaHbl.

Ncnonb3oBaHHble OA4HOpAa30Bbie MPUHAANEXHOCTM (NpobMpKM, HaKOHEYHMKM Wn Ap.)
OO/MKHbI  cbpacbiBaTbCA B KOHTeWHep A9  MeAMUMHCKUMX  OTXO0AO0B,  COAEep Xaliumn
Ae3nHuumpytowmin pacteop (Npn HeobxoaMMOCTH).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMELLEHUS, B KOTOPbIX MPOBOAUTCS BblaeneHne
HK v nocraHoBka [MUP, cnegyer obsasatenbHO, A0 M mnocae nposeaeHuss pabot, obnyuaTtb C
NOMOLLbIO BaKTEPUUMAHBIX YCTaHOBOK B TedeHne 30 MUHYT.

Bce noBepxHocTM B nabopatopumn (paboume cTonbl, WTaTuUBbl, 0bopyaoBaHMe M ap.)
eXXegHEeBHO MoABEPratoT BaXHoW Yyb6opke C NpUMEHEHMEM Ae3MHOUUNPYIOLWKNX/MOKOLWMNX
CpeAcTB, perfnaMeHTUPOBaHHbIX CaHUTapHbIMKM NpasunamMu n Hopmammn CaHlmnH 3.3686-21.

BHUMAHME! YTtunusampoBaTb oTxoabl C npoayktamu [LUP Heobxoammo TONbKO B
3aKpbITOM Buae. He gonyckaeTcs oTKpbiBaTb Npobupku nocne amnnmdukaumm (MY 1.3.2569-09).

Mpn wncnonb3osaHnnM Habopa peareHTOB B K/AMHUKO-AWArHocTuyeckom nabopatopuu
obpasyloTca oTxoabl kKnacca B, KoTopble YTUAM3UPYKOTCA B COOTBETCTBMM C TpeboBaHUSMU
CaHuTapHbliXx npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHO-3nuaeMuonormyeckme
TpeboBaHuMsA K cogep>KaHUo TEPPUTOPUN TOPOACKUX N CENbCKUX NOCENEeHUN, K BOAHbIM 06beKkTaM,
NMATbEBOM BOAE W MUTbEBOMY BOAOCHabXeHuto, aTMochepHOMY BO34YyXY, MOYBaAM, >XXW/bIM
rMoMeLleHnsIM, 3KCnyaTaumm Nponu3BOACTBEHHbIX, O6LLECTBEHHbIX MOMELWEeHWN, opraHnsaunm 1

npoBeAEeHUI0 CAHNUTAPHO-NPOTMBOINMAEMUYECKMX (MPOPUIaKTUUECKMUX) MEPONPUATUIN>.
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OnacHble KOMMOHEHTHI B Ha60pe peareHToB

KomnoHeHT Habopa Hannume/orcyrcrBue

YKasaHue Ha pUCKuU
peareHTOB OonacHbIX KOMMOHEHTOB

Cmecu gns amnnmdukaumm,

HeT onacHbIX BewecTB -
3aneyaTaHHble napagpuHoM

OT-MNuP-6ydep HeT onacHbIx BewecTs -
®epmeHT Tag/RT HeT onacHbIX BewecTB -
Bydep ansa pactBopeHus HeT onacHbIX BeLwecTs -
e TR " | Aawn warpun menee 0,15 | TR Sesorocin 1
MonoXxutenbHbIN Asnsaerca 6e3onacHbIM Ans

A3unpa HaTtpusa MeHee 0,1%

KOHTpPOJIbHbIN 06pa3el, KOHEYHOro nosib3oBartesns

Mpu pabote ¢ HabopoM peareHTOB WMCNOJSb30BaTb CpeACTBa WHAMBUAYANbBHOMN 3awWMThbl
ONs NpeaoTBpalleHns KOHTaKTa C OpraHM3MoM yesnoBeka. lNocne okoHYaHus paboTbl TWaTesbHO
BbIMbITb PYKM. WM3beraTb KOHTaKTa C KOXEW, rfasaMm W Cam3nctbiMm obonouvkamu. [pu
aBapUIMHbIX CUTYyaUMSIX BO3MOXHO Clieaylollee: pasgpaxXeHme KoOXu n Cnm3nucTon o6ono4kun rnas
Yy YYBCTBMUTEMbHbIX 1ML, anfeprmyeckas peakums. Npu KOHTaKTe NPOMbITb MOpPa>eHHOe MecCcTo
BOAOW N 06paTUTbLCH 3a MEAULIMHCKON MOMOLLbIO.
Mpn MCNoNb30BaHUKM MO Ha3HA4YeHUo KU cobntgeHnn Mep NPeaoCTOPOXXHOCTM KOHTAKT C
OpraHM3MoM YenoBeKa MCKIIYEH.
He ncnonb3oBaTtb Habop peareHToB:
— NPV HapyLeHNN yCrI0BMI TPAHCNOPTUPOBAHNSA U XPaHEHUS;
— NPV HECOOTBETCTBUM BHELIHEro BuAa peareHToB, yKa3aHHOro B nacnoprte K Habopy
peareHToB;
—  MpUW HapyweHUn BHYTPEHHEN YNaKOBKM KOMMNOHEHTOB Habopa peareHToB;

— MO UCTEYEHMUIO CpOKa roAHOCTU Habopa peareHToB.

MpuMmeyaHne - Habop peareHTOB He COAEPXMUT MaTepuasbl 6MOIOMMUYECKOro MNPOUCXOXAEHUS,
BELLECTB B KOHLEHTpauusax, 0b6n1afamolmnx KaHLEepPOreHHbIM, MyTareHHbIM AEACTBMEM, @ TaKXe BAUSIOLWMX
Ha penpoayKTUBHYH GYHKUMIO 4YenoBeka. [Mpy UCMNOMb30BaHMMU MO Ha3HA4YeHUO U CcobNAeHUU Mep

NpeaoCTOPOXHOCTU ABNAETCA 6€30MacHbIM,

5 OBOPYAOBAHUE U MATEPUAIJDbI
Mpu pabote c HabopoM peareHToB TpebyloTCs cneayowmne obopyaoBaHue U MaTepuans:

. MUP-6okc;

. amnnudukaTopbl aetektupylowme AOTnpanm» (PY N2 O®CP 2011/10229), «AOTnant»
(PY N2 ®CP 2011/10228), OT-96 (PY N2 ®CP 2007/01250) OO0 «HMNO AHK-TexHonormnsa»
wnn amnaudukatop aetektupytowmin CFX96 (PY N2 ®C3 2008/03399) (Bio-Rad
Laboratories);

. MUKpOLEHTPpUdYra-BopTeEKC;

. poOTOp AN MUKPOLIEHTPUGYrn-BOpTEKCA AN1 CTPUMNOBAHHbIX NMpobupok 06bEMoM 0,2 MI;
. X0NOAUbHUK C MOPO3UIbHON KaMepoii;

. lWITAaTUB «paboyee MeCTO» AN CTPMMNOBaHHbIX NPpo6Mpok 06bEMoM 0,2 MI;
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o wTaTMB «pabodee Mmecto» ansa npobupok o6vémom 1,5 mn;
o [03aTopbl MexaHW4yeckue WM 3/1eKTPOHHble OAHOKaHasbHble C MepeMeHHbIM 06BHEMOM,

nossonstowme otbupatb 06bEM xumakoctn 2,0-20 mkn, 20-200 mkn, 200-1000 Mkn;
) O[HOpPa30Bble HAKOHEYHUKN C PUIBTPOM ANs NoslyaBTOMaTUYECKMX 403aTOpOB, CBO6oAHbIE

ot PHKa3 n HKa3, 06bémom 20 mkn, 200 Mk, 1000 mkn;

. Npo6MpPKU MUKPOLLEHTPUDYXKHbIE 06BEMOM 1,5 M C KpbILLKaMK;
. 0AHOpa30Bble NepyaTKn MeauunHckme, 6e3 Tanbka, TEKCTYPUPOBAHHbIE;
. €MKOCTb N1 c6poca UCMNOJIb30BaHHbIX HAKOHEYHUKOB M APYTMX pAacxXxoAHbIX MaTepuanos.

Ona B3atTMa W npe,qo6pa60TKM Matepunana Aanda uccneaoBaHuna W BblAENEHUA

HYKNENHOBbIX KUCNOT Tpe6y+0Tc9| cneagywwmne oGopyp,osaHme M MaTepuanbl:

o 6okc 6uonornyeckon (Mmkpobuonormnyeckoin) 6eszonacHoctu II knacca;
. ueHTpudyra ana mmkponpobupok, ¢ RCF (g) He Huxe 12 000;
o TepMocTaT TBeEpAOTENbHbIA C TanmepoM TT-2 «Tepmut» (OO0 «HMO OHK-TexHonorus»,

Poccust unu aHanormnyHblii, nogaepxueatrowmi temnepatypy 65 °C);

o npobupkn MmMKpoueHTpudyxHble 06béMOM 1,5 Mn C Kpblwkamu, ceoboaHble ot PHKasz un
OHKas;
o afieKTpuyeckmnii  nabopaTtopHbIM  acnupaTtop C  KON6OW-NOBYLWKOM ANa  yaaneHus

HaA0CaA0uYHbIX XXNAKOCTEN;

. OAHOpPa30Bble HaKOHeYHuKn 6e3 dwunbTtpa, cBoboaHble oT PHKaz w [OHKas, ansa
aNeKTpuyeckoro nabopaTtopHoro acnmpaTopa;

o MUKpPOLLEeHTpUdyra-BopTeKC;

o [03aTopbl MexaHu4yeckue WM 3/1eKTPOHHble OAHOKaHaslbHble C nepeMeHHbiM 06bEMOM,
nossonswowme otbupatb 06LEM xunakoctm 0,2-20 mkn, 20-200 mkn, 200-1000 Mmkn;

o OAHOpPa30Bble HAaKOHEYHUKN C PUIBTPOM ANS NosyaBTOMATUYECKNX A403aTOpoB, CBOOOAHbIe
oT PHKa3 u AHKa3, o6bémom 20 mMkn, 200 mkn, 1000 mkn;

o wTaTuB 414 403aTOpPOB;

. wTatne «paboyee mecto» and npobmpok o6vEMom 1,5 mn;

. OAHOpa30Bble NepyaTku MeamumHckmne, 6e3 Tanbka, TeKCTYPUPOBaAHHbIE;

o €MKOCTb Ans cbpoca Ncnosib3o0BaHHbIX HAKOHEYHUKOB U APYIMX pacXOA4HbIX MaTepuanos;

o Ae3nHduumpytowee cpeacrso;

. MarHUTHbIN wWTaTtue, Hanpumep, HMK «CuHTON» mnm «Promega» (NpyM MCNonb30BaHUK

HabopoB A/151 BblAENEHNS HYKJIEMHOBbLIX KMCIOT HA OCHOBE MarHUTHbIX YacTul);

. dusnonornyecknin pactsop (ecnm HeobxoaAuMMO) ANs  MNOAFOTOBKM OTpuUATENIbHOMO
KOHTposibHOro obpasua;

. TpaHcnopTHas cpeaa;

o Komnnekt/Habop peareHTtoB a1 BblgenedHns HK u3  6uonornyeckoro MaTtepuana
(pekomeHayeTca «KOMMNIEKT peareHTOB AN BblaeneHuss HyknenHoBbix kucnoT (MPOBA-
HK/MPOBA-HK-MNJTKOC) no TY 9398-035-46482062-2009» B komnnaekTaunm MPOBA-HK nnn
MPOBA-HK-TUJTKOC npon3BoOACTBa 000 «HIMO OHK-TexHonormnsa», Poccusq,
PY N° ®CP 2010/08867
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nnu
«Habop peareHToB ANs BblaeneHus HyKnenHosbix kncnoT (MPOBA-HK-S)» no TY 21.20.23-
117-46482062-2020, npon3BOACTBa 000 «AHK-TexHonorus TC», Poccus,
PY N° P3H 2020/11296

nnu

«Habop peareHTOB ANns BblAenieHUs HykneuHoBbix kucnot (MPOBA-MY-HK-S)» no
Ty 21.20.23-118-46482062-2020, npoussoactea OO0 «OHK-TexHonorns TC», Poccus,
PY N° P3H 2021/15267

nnu

«Habop peareHTOoB AnS BblaeneHuss HykneumHosbix kucnot (MPOBA-MY DWP)» no
Ty 21.20.23-062-46482062-2020, npounssoactea OO0 «JHK-TexHonorns TC», Poccus,
PY N° P3H 2021/15090;

o ans npenobpaboTky MOKPOTblI MYKOJIM3UHOM:
—  MYKOJIU3MH.
6 AHAJINBUPYEMbIE OBPA3LLbI
6.1 MaTepunan gns nccnegoBaHus
,U,J'Iﬂ mncenenoBaHunsa MCNONb3YyOT Ma30K n3 HOCOINOoTKHN, pPOTOrNoOTKMH,

OpoHX0aNbBEONSAPHbIN NlaBaX, SHAOTpaxeabHblli, HazodapuHreanbHbIM acnMpaT, MOKPOTY.

MpuMeyaHue - B3aTue, npeasapuTesnbHylo 06paboTKy, XpaHeHWe W MepeBo3Ky, nepeaadvy
nccreayeMoro Matepuana B Apyrve opraHusaumy OCYLIEeCTBASIOT COMacHO UHCTPYKTUBHO-METOANYECKUM
[IOKYMEHTaM, pEerfaMeHTUpPYIoLIMM BbINO/IHEHNUE WCCNEeA0BaHU B COOTBETCTBUM C TpeboBaHMAMMU
MY 1.3.2569-09, CaHnllnH 3.3686-21.

OrpaHuyeHune Metoaa:

ana obpasuoB U3 HOCOMIOTKW U POTOrNOTKU: MECTHOEe MpPUMEHEHUE JfleKapCTBEHHbIX
npenapatosB (crnpeu, Kanauv, Kpembl U Masu) — MeHee 4yeM 3a 24 yaca A0 uccnenosaHus. MNpu
NCroJib30BaHMWN aspo3osied n Apyrux (hopM fleKapCTBEHHbIX NpenapaToB ANS UHranaumim npwm
neyeHmnn 6poHXManbHON acTMbl, MaTepman 4nasa nccnenoBaHun cnegyet 6paTb He paHee YeM vyepes

TPW Yaca nocne nHransaumm nnu npuéma nuun.

6.2 Ob6uwume TpeboBaHums

6.2.1 Ha stanax nogrotoBku 6uomatepmana M BblAENEHMM M3 HEro HYKIEWHOBbLIX KWUCNOT
NCMoNb3ynTe 04HOpa30Bbie HAKOHEeYHUKN, cBoboaHble oT PHKa3 n [JHKa3 (c dunnbTpom,
3a MWCKA4YeHMeM 3Tana oTbopa HaLoCago4YHOM KMAKOCTM C  MCNO/b30BaHWEM
acnupaTtopa).

6.2.2 [Ona npefoTBpalleHns KOHTaMMHaUMW BCerga OTKpbiBAWTE KPbIWKY TONbKO TOWM
npobupkun, ¢ Kotopon maet paboTa, n 3akpbiBanTe eé€ nocse 3Toro. He gonyckaercs
paboTaTb 04HOBPEMEHHO C HECKOJIbLKMMM NPOBUpPKaAMM C OTKPbITbIMU KPbILLKaMU.

6.2.3 Tpu HeobxoaumocTn B3aTUS 6uomaTepuana W3 HECKOJbKMX 6MOTONOB NOBTOpPUTE

npoueaypy, Kaxablii pa3 3abupast MaTepuan HOBbIM 30HAOM B HOBYIO NMpPoO6GUPKY.
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6.3 B3aTne obpasuoB 6buomatepuana
6.3.1 Ma3Ku N3 HOCOrnoTKu

B3ATne matepmana OCyLEeCTBAAKT C NMOMOLbIO CNeunanbHbiX MeAWUNHCKUX WU3AENUN,
MMEeLWMX perncrpaunoHHble yAOCTOBEPEHUST B 3aBUCUMMOCTM OT MCTOYHMKA 6uonormyeckoro
MaTepuana corjlacHO yCTaHOBJIEHHOM npoueaype (HanpuMmep, 30HA MeAULMHCKMI 0AHOpPa30BbI
ctepunbHbin PY N2 P3H 2021/13989).

Ma3kun 6epyT CyXnuM CTEpPWU/IbHbIM 30HAOM, A1 Yero 30HA4 BBOAST JIETKUM ABUXEHUEM MO
Hapy>XHOWN CTeHKe Hoca Ha rnybuHy 2-3 CM A0 HUXHEN pakOBMHbI. 3aTEM 30HA Crerka onyckarT
K HU3Y, BBOAST B HMXXHU HOCOBOM XOA MOA HMXXHIOK HOCOBYIO PaKOBMHY, AeNaloT BpallaTesibHoe
OBWXKEHME N yAanaT BAOSb HAPYXHOW CTEHKM Hoca.

Mocne B3aTUs 6uonornyeckoro MaTtepuana nepeHecmTe 30HA4 B nNpobupky C
TPaHCNOPTHOM Cpeaol U TWaTeNbHO NPOMOMTE €ro B XMAKOCTU B TedeHne 10-15 ¢, naberasa eé
pa3bpbi3rnBaHms.

3aTeM M3BNeKUTe 30HA W3 pacTBOpa W, BpallaTesibHbIM ABMXXEHUEM MPUXKMMasa ero K
BHYTPEHHEN CTeHKe nMpobupKM Bblle YPOBHS pacTBoOpa, OTOXMWUTE U3ObLITOK XWUAKOCTU.
MONHOCTBLIO YAanuTe 30HA4 M3 NpObUPKN U yTUAN3UpynTE.

MA0THO 3aKpoKTe KpbIWKY NPOBGUPKU U NMpOMapKUpynTe npobupky.

6.3.2 MasKku 13 poTornoTKu

B3ATne matepmana OCyLWeCTBAAKT C NMOMOLWbIO CNeuUnanbHbiX MeAWUNHCKUX U3AENUN,
MMEeLWMX perncrpaunoHHble yAOCTOBEPEHUS B 3aBUCUMMOCTM OT MCTOYHMKA 6uonormyeckoro
MaTepuasna corjlacHO yCcTaHOB/IEHHOM npoueaype (Hanpumep, 30HA MeAULMHCKUIA 04HOpPa30BbIf
cTepunbHbIn PY N2 P3H 2021/13989).

Ma3kun 6epyT CyXmM CTepusibHbIM 30HAOM, BpalwaTenbHbIM ABUXEHUEM C MOBEPXHOCTU
MUHAANWH, HEBHbIX AYXEK N 3aQHEeN CTEHKU INOTKW.

Mocne B3aTUs 6uonornyeckoro MaTtepuana mnepeHecuTe 30HA4 B MNpobupky C
TPaAHCMOPTHOW Cpefoin M TWATeNbHO MPOMONTE €ro B XMAKOCTU B TedeHne 10-15 c, nsberasa eé
pa3bpbI3rnBaHms.

3aTeM M3BNeKUTe 30HA U3 pacTBOpa W, BpallaTesibHbIM ABMXXEHUEM MpPUXKMMas ero K
BHYTPEHHEN CTeHKe TMpobupKM BbilEe YPOBHS pacTBopa, OTOXMWUTE U3ObLITOK XWAKOCTU.
MONHOCTBLIO YAanuTe 30HA4 M3 NPOBUPKN U yTUAU3UpPYATE.

MNoTHO 3aKpomnTe KpbIlKY NpobUPKU U NMpoOMapKUpyinTe npobupky.

6.3.3 bpoHxoanbBeonsApHbIN NaBax, 3HAOTpPaxeanbHbi, Ha3odapuHreanbHbIi acnupart,

MOKpOTa

O6pa3ubl cobupatoT B CTepwusbHble MNNAaCTUKOBble KOHTelHepbl. [locne B3ATMSA
6uonornyeckoro matepuana nepeHecute 1,0 mMn obpasua B 04HOPA30BYH MIACTUKOBYHO

npobupky o6bémom 1,5 mn. MAOTHO 3aKporTe KpbIWKY NPOBUPKN U MpOMapKUpymTe ee.

MpumeuvaHune - Tlpoueaypa npenobpaboTkm MOKPOTbI MYKOSIM3WMHOM, MpuUBEAEHA B WHCTPYKUMWU K
KOMMJIEKTY peareHToB «KoMnnekT peareHTOB AN BblAeneHns HyknemHosbix knciot (MPOBA-HK/MPOBA-
HK-MJIIOC)», B komnnekTtaumm [MMPOBA-HK wnu MPOBA-HK-MJIKOC, npoussoactea OO0 «HMO [AHK-
TexHonorus», Poccus, PY N2 ®CP 2010/08867, pasaen «B3aTve n noarotoBka KInMHMYECKOro Matepuana»
(MokpoTa (cnocob 2)).
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6.4 TpaHcnopTUpoBaHMe N XpaHeHue nccnegyeMbix obpasuos
6.4.1 DbpoHXxOanbBeONSPHbIM JlaBaXk, SHAOTpaxeasibHblM, Ha3odapuHreanbHbI acnupart,
MOKpOTa

BpoHxoanbBeONSAPHLIA NaBaX, 3SHAOTpaxeajbHblA, Ha3odapuHreanbHbIA acnupar,
MOKPOTY AOMYCKAETCA XPaHUTb:

. npu Temnepatype oT 2 °C go 8 °C - He 6osiee 48 4acos;

o npu TemnepaTtype oT MnHyc 18 °C go mMmHyc 20 °C - He 6onee ogHOM Hepenwu.
BHMUMAHME! [JonyckaeTcs nMwb OAHOKpaTHOE 3aMopaXXnBaHue-oTramBaHne Matepuana.
6.4.2 Ma30K M3 HOCOr/I0TKU, POTOIIOTKHK

YcnoBusi TpPaHCNOPTUPOBAHMA W XpaHEHWS Ma3KOB M3 HOCOMI0TKM, POTOr10TKMU
onpeaenstoTcs MHCTPYKUNAMU K peKOMeHAYEMbIM TPAaHCNOPTHbLIM cpeaaM 1 Kkomniaektam/Habopam
peareHToB aAngd BbiaeneHusa HK.

JanbHelwan o6paboTka yKasaHHbIX Bbille BMAOB 6MOMOrMYeckoro Martepuana
OCYLWLECTBNAETCA COr1aCHO UHCTPYKUUAM K UCMOJTIb3YEMbIM KOMI'IJ'IeKTaM/Ha60paM peareHToB an4d

Bbiaenenns HK.

7 NMPOBEAEHUE AHAJIU3A

BHUMAHME! [nana3oH BUPYCHOW HaArpyskm pans pasfmdHbix Bo3byautenem OPBU moxert
BapbMpoBaTb B LWMPOKUX npeaenax. B cBA3M C 3TMM Npu BbINOJIHEHMW WUCCNEfOBaHWUI B
KJIMHUYECKOM nabopaTopuMm Cepbe3HYyH OMaCHOCTb MNpeacTaBfsieT PUCK KPOCC-KOHTaMMHaUWK
Mexay obpasuaMu Ha Bcex 3Tanax paboTbl, 0CO6EHHO MpU alMKBOTUPOBAHUM WU BblAENEHUU
HYKNEMHOBbIX KMUCNOT. lMepekpecTHass KOHTaMUHaLUMS BbICOKOKOMUIHBLIM BMOMaTepnanoM MOXET

npuBOANTb K MOABNIEHUNIO CrOpaAnYeCKNX JTOXXHOMONOXNTENbHbLIX Pe3ybTaToB.

Onsa  npepynpexaeHuUs  KpocC-KOHTamMmHauuu 6uomaTtepuanom B  nabopatopum
peKoMeHAYeTCS BbINOAHEHMe cneaywmx npasun:

1. HeobxoauMO nNpoBOAUTb BM3yasibHYIO OLEHKY NOCTynuewwero 6nomaTtepmana n Bbl6pakoBKy
Bcex o6pas3uoB, ecnu cpeaun HUX ecTb NpobupKU C HapyLeHHON repMEeTUYHOCTLIO.

2. [0 BO3MOXHOCTU BbIAENATb B OTAENbHbIN NOTOK 06pasubl OT NaLMEHTOB U3 CTauMmoHapa C
CUMMTOMaMMU OCTPON MHMEKUUN WU aHaNU3NMpoBaTb UX OTAENbHO OT OCTasjbHbIX 06pa3uoB
(buomaTtepuan ANs CKPUHWMHra KOHTaKTUPOBABLUMX NUL U MaUMEHTOB C JIerKUM TeyeHuneMm
3abonesaHunna). Paboty c npeanonaraemMbiMn BbICOKOKOMMIMHLIMK O6pa3uamMn xenaTtesnbHO
BbIMOJIHATL B OTAENbHOM 60oKce unm nocne paboTbl C NpeanonaraeMbiMiU HU3KOKOMUIAHBIMU
obpasuamu.

3. 0643aTenbHO BbINO/HATbL MOCTAHOBKY OTPULATENbHbIX KOHTPOJIbHbLIX 06pa3uos, HauynHasa ¢
3Tana BblAeNeHNs HYKIEMHOBbIX KUCNOT, B KaXA0M MpPOTOKOSE.

4. Wcnonb3oBaTb Ha BCEX 3Tanax MccaenoBaHMS HAKOHEYHWKU C a3p030/1bHbIMU PUNbTpamMu.
YeTko cobniogatb METOAMKY BbIMOAHEHUS WCCAefoBaHUs, OTKpbiBaTb MNpobupku Tuna
nneHaopd npu noMowm nuHueTta (He AonyckaTb KacaHW pyKn B nepyaTke BHYTPEHHeN
YaCTU KpbIWKK NpObUPKK); NP BHECEHUWN peareHToOB He KacaTbCst HAKOHEYHUKOM Npobunpku

(ecnun 3To NpPoOU30LLSIO, Cpa3y 3aMEHUTb HAKOHEYHUK).
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7.1 BbiaeneHne HyKnemHoBbIX KNCOT

Onga BblaeneHns HYK/IEeUHOBbLIX KWCNOT W3 Mas3KoB W3 HOCOMIO0TKW, POTOrNOTKY,
6poHX0anbLBEOASAPHOr0 NaBaxa, d3HAOTpaxeanbHOro, HasodapuHreanbHOro acnmpaTa, MOKpOThI
MUCNOMb3YIOT KOMMNEKTbl AN BblAENEHUS HYKIEUHOBbIX KWUCNOT, 3aperncrpupoBaHHbie B PO B
yCTaHoOB/IeEHHOM nopsaake (cM. Tabnuuy 2).

BblageneHne HYKIEUHOBbIX KWUCNOT NpOBOAAT B COOTBETCTBUM C  MHCTPYKUMEN K
MUCMNOJIb3YEMOMY KOMIMIEKTY peareHToB.
BHUMAHME! O6beM nosyyeHHOro npenapaTta HYKNEMHOBbLIX KWUCAOT [AOSHKEH COCTaBSATb
100 mkn. [anbHenwee yBenmyeHue o6bEMA MONYYEHHOro MnpenapaTta HYK/JIEUMHOBbIX KUCIOT
npMBOANT K  MNPOMNOpPUMOHA/NIbHOMY  CHWXEHUI  KoHueHTpauun HK w©n  yMeHblieHuto
UyBCTBUTENBHOCTN aHanusa.
BHUWUMAHME! lNony4yeHHbIN npenapaT HyKJIEeUHOBbLIX KUCNOT HeEobX0AMMO B TeYEHME ABYX HYacOB
MCNOAb30BaTb AN MOCTAHOBKM peakuuMu o6paTHOM TPaHCKPUMUMW W MNOMMEpPA3HON LEenHOWN
peakumun. [lonyckaeTtcsd OAHOKpaTHOE 3aMopaXMBaHUe W XpaHeHue rpenapata HYK/J1EeUHOBbIX

KWUCNOT npu TemnepaType He Bbile MUHYC 18 °C He 6onee 7 CyToK.

Tabnunua 2 - Habopbl peareHTOB, BanuampoBaHHble ANS BblAENEHUS HYKIEMHOBbIX

KWUCNOT 4714 AanbHenwero nccnegosaHna Habopom peareHtos OPBU CkpuH

Komnnekr/Habop peareHTtos, PY KoMmnnekrauumsna Bbunomarepuan

Maskn 13 HOCOrnoTKH,
pPOTOrNOTKM,

MPOBA-HK, 6pOHX0anbBEONAPHbIN NaBax
NPOBA-HK-MNJTIOC P P ’
KoMnnekT peareHToB AN BblAeNeHUS 3HAOTpaxeanbHbIN,
HYK/TIEMHOBbIX KUCNOT (NMPOBA- Ha3odapuHreanbHbIl acnupaT
HK/MPOBA-HK-MJOC),
000 «HMNO OHK-TexHonorua», Poccus, nP(I)-I:Ao-II:-:I‘I\(-FI!IIJ({}OC
PY N2 ®CP 2010/08867
(cokpaweHHasn Maskun U3 HOCOrnoTKM,
MeToAuKa B pOTOrI0TKMU

COOTBETCTBUM C
MpunoxeHunem A)

Habop peareHTOoB Ans  BblaeneHUs
HyKnenHoBbix kucnot (MPOBA-HK-S), WK Ma3Kun 13 HOCOrnoTKu,
000 «[OHK-TexHonorusa TC», Poccus, MPOBA-HK-S pPOTOrNOTKMN

PY N° P3H 2020/11296

Habop peareHTOB AN BblAeSI€HUSA
HyKNenHoBbIX kucnot (MPOBA-MY-HK-S), CMU-H K- Ma3Kkun 13 HOCOrnoTKu,
000 «[OHK-TexHonorns TC», Poccus, MPOGA-MU-HK-S pOTOrN0TKMN

PY N¢ P3H 2021/15267

Habop peareHTOB ANnd  BblAeneHus
HYKnenHoBbix kucnot (MPOBA-MY DWP), _ Ma3Kun U3 HOCOrnoTKu,
000 «[AHK-TexHonorusa TC», Poccus, MPOBA-MY DWP pOTOr/I0TKMN

PY N? P3H 2021/15090

7.1.1  OcobeHHocTn npepobpaboTkn 6GuomaTepmana AN nocneaylLlero wuccrenoBaHus ¢
npuMmeHeHnem Habopa peareHtos OPBU CkpuH
BHUMAHME! B xopne noarotoBKM MasKOB W3 HOCOMOTKM M 3eBa (POTOrnoTKW), B3SATbIX B

npobupky C  TpaHCNoOpTHOM cpenon, obpasuos 6poHX0anbBEONIAPHOrO  JlaBaxa,
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3HAOTpaxeanbHOro, HasodapuHreanbHOro acNuparta npeaBapuTenbHOE LIEHTPUDYrMpoBaHne He

TpebyeTtcH.
Ons Bblaenenns ucrnonb3yercs 100 mkn o6bpasua.
MpuMeyaHnsa:

1. O6bemM nonydeHHOro npenapaTta HYK/IEUHOBbIX KUCAOT Ao/mkeH 6biTb 100 MKA, NpuM MeHblueMm
KonuuyecTBe cneayeT nepep nposefseHvem OT-TLUP pgoBect obbeM [0 HeO6XOAMMOro, WCMOMb3ys
6ydep ans pactBopeHus n3 Habopa peareHToB OPBU CKpuH.

2. MNpoueaypa npenobpaboTkm MOKPOTbI MyKOSTU3NHOM NpUBEAEHA B MHCTPYKLUUM K KOMMJIEKTY peareHToB
«KoMnnekT peareHTOB AnS BblaeneHuss HyknenHosbix kucnoT (MPOBA-HK/MPOBA-HK-MOC)», B
komnnektaumm MPOBA-HK wnu TMPOBA-HK-TOC, npoussoactea OO0 «HMO [AOHK-TexHonormnsa»,
Poccusa, PY N2 ®CP 2010/08867, pa3agen «B3aTne n noarotoska KanHudeckoro matepunana» (Mokpota
(cnocob 2))

7.1.2  Wcnonb3oBaHMe KOHTPOJIbHbIX 06pasuoB Ha 3Tane BblAENEHUS HYKIENHOBbIX KUCIOT

BHYTpEeHHUI KOHTPONbHbIN 06pasel

Ona unCKIYeHna NOXHOOTpUUATENbHbIX Pe3ysbTaTOB MCCNeA0BaHMA W KOHTPONA
KayecTBa uccnenoBaHus obsizatenbHo aobaBneHne BHYTPEHHEro KOHTPOJ/IbHOro o6pasua B
brnonormnyeckne obpasubl Ha 3Tane BblAENEHUSA HYKIIEMHOBbIX KUCOT.

Mpn npoBeaeHMn NpPob6OMNOArOTOBKM B KadecCTBe BHYTPEHHEro KOHTPOsbHOro obpasua
Heo6XxoANMMO UCMO/b30BaTb BHYTPEHHUIN KOHTPONbHbIN o6pasey PHK-BK "A" us Ha6opa
peareHtoB OPBU CkpuH.

PHK-BK "A" cneayeT ncnosnb3osatb B 06beMme 10 Mkn Ha o6pa3seu.

OTpMuaTenbHbI KOHTPONbHbIN 06pasel

ONns  VUCKAOYEHUS JIOXXHOMOMOXUTENbHbLIX Pe3y/ibTaToB MCCNeAoBaHUs WM KOHTPONS
KayecTBa wWcCnenoBaHMs o06s3aTeflbHO MCMoMb30BaHWE OTPULIATESIbHOINO KOHTPOJIbHOIO
o6pa3sua c s3Tana BblAeNEeHUS HYKIEMHOBbBIX KMCOT.

Ha aTane BblAeNeHWss  HYKNEUHOBbIX  KUCIOT  06si3aTenbHO  MCMOMb30BaTb
oTpuuaTesibHblIi KOHTPOJIbHbIA 06pa3eLl, KOTopbl He06X0AMMO MPOBECTM Yepe3 BCe 3Tarbl

BblaeneHna ogHoBpeMeHHO C BblAeN1eHNEM HYKTENHOBbLIX KUC/TOT U3 6rnonormyeckunx O6paBLl,OB.

B kayecTBe OTpMUATENBHOrO KOHTPOSILHOrO o6pa3ua peKOMEeHAYeTCs  UCMNoJib30BaTb
busmonornyeckunii pacteop B 06bEME, YKa3aHHOM B MHCTPYKLWU K KOMMIEKTYy peareHToB ANs
BblAENEHNS HYKEMHOBbLIX KUCMNOT, WM OTPULATENbHbIA KOHTPOJbHbIN 06pasel, BXOAALWMWA B

COCTaB COOTBETCTBYHOLWLENO KOMMMAEKTA PEAreHToB.

7.2 MoaroToBka v NpoBeaeHue peakumm o6paTHOM TpaHCKpUNLMM M NONMMEPA3HON LenHOM
peakuuu
BHUMAHME! lNpn npoBeaeHnn Bcex Mnocnenylowmnx encTeuii cnegyet nsberatb BO34eNCTBUS

NPSAMbIX COMHEYHbIX Jlydeil Ha Npo6UpKM CO cMecsiMU AN amnandukaumm!

BHUMAHME! Tpn wucnonb3oBaHuMn Habopa peareHToB CTporo cobnogatb KOMMIEKTHOCTb

CTPUMOB U KPbILEK K HUM. He MCrnonb30oBaTb KpPbILKK K CTpUNaM ns Apyrux Habopos peareHTos!
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7.2.1 TlpoMapKupyinTe No OoAHOMY CTPUMYy CO CMecaMMu And amnandukaumm, 3anedyaTaHHbIMU
napaduHOM, ANA KaXAaoro uccneayemoro obpasua, MNoSNIOXUTENIbHOMO KOHTPOSIbHOIO

obpasua (K+) 1 oTpuuaTenbHOro KoOHTponbHoro obpasua (K-).
n punmMmedyaHumne - OD,VIH CTpun paCCy4nTaH Ha nccneaoBaHmne ogHoro o6pa3ua.

Mpumep: Heobxoanmo npoaHanuaupoBaTb 6 ob6pa3uoB. HyxHO npomapkupoBaTb 6 CTpUNOB ANs

nccneayemblx 06pasuoBs; oanH cTpun ana «K+» 1 oanH ctpun ana «K-», Obliee KonnMyecTso cTpunos — 8.

7.2.2 TwaTtenbHO nepemewanTe Ha MUKpOLEHTPUdYyre-BopTeKkce coaepxmMoe npobmnpok «OT-
MNUP-6ydep» un «depmeHT Taq/RT» wn ueHTpudyrupyinte B TedeHme 3-5 c Ha

MUKPOLIEHTPUdYyre-BopTeKce.

BHUMAHME! ®epmeHt Taq/RT Heobxoaumo pgoctaBaTb M3 MOPO3WIbHOMW  KaMepbl

HenocpeaCTBEHHO nepea MCnoJib30BaHUEM.

7.2.3 MpurotoBbTe cMecb OT-TLP-6ydepa c depmeHTOoM Taq/RT. CMelwainTe B OTAENbHOM

npobupke:
o 15 x (N+1) mkn OT-NMUP-6ydepa;
o 0,5 x (N+1) mkn dpepmeHTa Taq/RT,

rae N — KkonmyecTtso NpobupoK B MPOMapKUPOBAHHbLIX CTpUNax ¢ ydetoM «K+» n «K-».

Mpumep: Heobxoammo npoaHanusmpoBaTb 6 06pa3yoB. NMpoMapKMpoBaHHbIX CTpunos (Mo 8 Npobupok)
- 8. HyxHo npuroTtoButb cMecb OT-IMLP-6ydepa ¢ depmeHTtom Taq/RT ansa 65 (64+1) npobupok, T.e.
975 mkn OT-NMUP-6ydepa + 32,5 mkn pepmeHTa Taq/RT.

BHUMAHME! MNpwn B3aTUM dhepmeHTa Taq/RT Heo6xoanMo norpyxaTb HAKOHEYHUK He H6onee Yem
Ha 1,0 MM 1 cobnogaTb nNpaBuia A403UPOBAHUSA BA3KUX XMAKOCTEN. TWaTeslbHO CMbITb OCTaTKMU

depmeHTa Taq/RT ¢ HaKOHEYHMKA NMUNETUPOBAHMEM He MeHee 5 pas.

7.2.4 TwaTtenbHO NepeMelanTe Ha MUKPOLEHTpudyre-BOpTEKCE COAEPXKMMOE NpPOBUPKKN C
npurotosneHHon cmecbto OT-TMLP-6ydepa ¢ depmeHToM Taq/RT n ueHTpudyrupyinTe B
TeueHue 1-3 Cc Ha MMKpoUeHTpuUdyre-BopTeKkce.

CMecb MOXHO XpaHuUTb Npu TemnepaType oT 2 °C go 8 °C He 6onee ogHOro 4yaca.

7.2.5 [dobaBbTe B Kaxayt nNpobupkKy CTpMMOB, HE noBpexaas c/ol napaduHa, no 15 Mkn
cmecun OT-NMUP-6ydepa ¢ depmeHToM Taq/RT.

7.2.6  BcTpaxHuTe npobupku € uccneayembiMn obpasuamMm M KOHTPOSIbHbIMKM obpasuamu B
TeyeHune 3-5 C Ha MUKpoOLEHTpuUdyre-sopTeKce U LeHTpUdyrmpynTe B TedeHme 1-3 c Ha

MUKpOLEHTpUdYyre-BopTeKkce.

BHUMAHME! [1na npenorspalleHns KOHTaMUHauun cneanyet neped sHeceHueM HK oTkpbiBaTb
KPbILLKWN TOMIbKO Te€X CTPUMNOB, B KOTOpble byaeT BHOCUTbCA AaHHbIM obpasel, U 3akpbiBaTb UX
nepen BHeceHueMm cneaywouwero. lMNpenapatel HK 1 KOHTponbHble ob6pasubl cneayeT BHOCUTb

HaKOHEeYHWKaMn C puAbTPOM. 3aKpbiBaTb CTPUMbI MJOTHO.

7.2.7 BHecuTe, He noBpexgas cnon napaduHa, B COOTBETCTBYyKWOLWME npobupkn Aans

nccnegyembix o6pasuos no 10 Mk nonyyeHHoro U3 obpasuyos npenapaTta HK.
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2.8 BHecuTe, He mnospexaas cror napaduHa, B nNpobupkn cTpuna, NpOMapKMpPOBAHHOMO
«K+», no 10 MK NONOXUTENBHOro KOHTPOSLHOro obpasua.

2.9 BHecuTe, He noBpexaas croi napaduHa, B NpobmMpkM CTpmna, NpOMapKMpoOBaHHOIO
«K-», no 10 Mkn oOTpuuUaTeNbHOr0 KOHTpPOsbHOro o6pasua, npoweawero 3Tan
BbiaeneHnsa HK.

.2.10 UeHTpudyrmpyiite cTpunbl B TedeHne 3-5 ¢ Ha MMKpoueHTpudyre-sopTeKkce.

.2.11 YcraHoBuTe BCe Npobupkun B 610K AeTekTmpytowero amnnmdukaTopa n nposeaute OT-

MUP c yuyeToMm o6béMa peakUMOHHOW cMecu, paBHoro 40 Mk, NO MporpaMMmam

amnaMouKauum, NpuBeaéHHbIM B Tabnmuax 3, 4.

Tabnunuya 3 - MporpaMMa aMnnudukaumu ANa AETEKTUPYIOLWMX aMnaMbuKkaTopos

«OTnpanm», «ATnant», AT-96

Pexxum
N 6510Kka Temnepatypa, °C MUH C Yncio UMKNOB | ONTUYECKUX Tun 6noka
M3MepeHUi
1 35 15 0 1 Lmkn
2 | 92 | 0 | 30 | 1 | | Uunkn
92 0 10
3 64 0 15 8 v Hukn
90 0 5
4 64 0 15 40 Y Hukn
5 | 64 | 0 | 5 | 1 | | Lnkn
6 | 10 | | | XpaHeHue | | XpaHeHue

V- peXunM oNTUUYECKMX U3MEPEHWI

Tabnuua 4 - Tlporpamma amnaudukaumn ANS AETEKTUPYOLWMX aMnanguKaTopos

CFX96 (Bio-Rad Laboratories)

Bpems KonnyecTtso umknoBs
[0} o
N° 6noka (Step) Temnepatypa, °C MUH - CeK (MOBTOPOB)

1 35 20:00 1

2 95 5:00 1

3 94 0:15

50
4 64 v 0:20

V- pexum ontTudecknx namepeHuin (Plate Read), ycTaHOBUTL U3MepeHUe ¢yopecleHLmMn no KaHanam Fam,
Hex n Cy5 npu 64 °C

MpumeyvaHuns:

1.

MapameTpbl, KOTOpPble BBOAAT NPV CO34aHUN HOBOMo Tecta (NnporpamMMa amnandukaumm, NCnosb3yeMble
KaHanbl getekunm, o6bEM peakuMOHHOM cMecn 1 T.M.) B Nnpubopax cepumn AT, MOXHO COXpaHUTb B BUAE
roToBoro gamnna.

Onsa ypobctBa pabotbl npu nepsom nposeaeHun OT-MLP 3arpysuTte rotoBbii harin Cc napaMeTpaMmm

TeCTa.
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Janee n npu nocnepymwwmx NOCTaHOBKax fAo6aBbTe B MPOTOKON TECT, YKaXXuUTe KOJIMYEeCTBO M
naeHTudukKaTopbl 06pasuoB, B TOM YNC/IE OTPULATENBHOIO M MNOJIOXUTENBbHOMO KOHTPOJIbHbIX 06pa3uoB,
OTMEeTbTE pacnosioXeHue Mnpobupok Ha MaTpuue TepMobnoka B COOTBETCTBUM C UX YCTAHOBKOW W
nposeante OT-TLP.

PETMCTPALUMSA PE3YJIbTATOB AMITJINOUNKALUN

Perncrpauusa curHana cbnyopecu,eHu,MM npoBoAnNTCA an6op0M aBTOMaTU4eCKn BO BpeEMA

aMI'IJ'IMCbMKaLI,MM. O(bepMJ'IEHMe NMPOTOKOJ1a U aHa/In3 pe3ynbTaToOB NMpoBOAUTCA B COOTBETCTBUU

C MHCTPYKUMEN K npubopy.

9
9.1

9.2

9.3

YYET PE3Y/IbTATOB PEAKLIUU
YyeT pe3ynbTaToB peakuuu OCYLLECTBSETCS aBTOMAaTUYECKM C NMOMOLLbIO NPOrpaMMHOro

obecnevyeHus, NOCTaBIAEMOro C AETEKTUPYHOLNM aMNINMUKATOPOM.

Mpu ncnonb3oBaHum getekTmpyowmnx amnandumkatopos CFX96 (Bio-Rad Laboratories)
cneayeTr WCMonb30BaTb PperpeccMoHHbiM Tun aHanmsa (Cq Determination Mode:

Regression).

Pe3synbTaTbl NOCTAHOBKW BanWAHbI, €CAWM BbIMOJHAKTCA YCA0BUSA WHTeprnpeTayum

pe3ynbTaToB, MOJYYEHHbIX ANSi KOHTPOJIbHbIX 06pa3uyoB (Tabnuua 5).

Tabnunua 5 - NHTepnpeTaums pe3ynbTaToB UCCNeA0BaHMS KOHTPOJIbHbIX 06pa3LuoB

KaHan perekuunu

UHTepnpeTaumsa pesynbTaTta
Fam Hex Cy5

Mono>xuTenbHbI KOHTPONbHLIN 06pazel

(B

Cp/Cq yka3aH He Cp/Cq ykasaH Pe3ynbTaT NonoXxurenbHbIn

YYUTbIBAETCA

npo6upkax N2 1-8) (B npobupkax N2 1-5) | PesynbTaTbl MOCTAaHOBKN BanuaHbl

OTpMuaTeNbHbI KOHTPONbHbIN 06paseu

PesynbTat oTpuuaTesnbHbIN
Cp/Cq He ykasaH Cp/Cq ykasaH Cp/Cq He ykasaH
Pe3ynbTaTbl NOCTAHOBKW BanUAHbI

9.4

9.5

9.6

B 6uonornyecknx obpasuax, coaepxawmx HYKIEeNHOBblE KWCAOTbl OAHOMo0 WU
HECKONbKMX BbISIBNIIEMbIX BUPYCOB HABOPOM peareHToB, A0/KHbI 6bITb 3athUKCUpPOBaHbI
NoNOXUTeNbHble  pe3ynbTaTbl  amnandukaumm  («+»)  dparMeHToB  reHoMoB

cneundurUHbIX NPOAYKTOB NO COOTBETCTBYIOWNM KaHanam getekumum (Fam unm Cyb).

NHTepnpeTaumMs pe3ynbTaToOB OCYLIECTBAAETCA B COOTBETCTBMW C Tabnuuein 6.
Heo6x0ANMMO y4YMTbiBaTb BO3MOXHOCTb MPUCYTCTBUSA B 06pasue HYKIEWHOBbIX KUCNOT
HECKONbKMX BUpPYycoB-Bo36yauTeneir OPBW, B TOM uYMC/e BbISBASEMbIX B OAHOW

amnnmdmkaunoHHom npobupke.

B 6uonormnyeckmnx o6pa3u,ax, HE coAaep>Xawnx HYKNEUHOBbIX KWUCNOT BbIABIAEMbIX

HabopoOM peareHToB BUPYCOB, U B OTPULIGTE/IbHOM KOHTPOSIbHOM 06pa3Le A0/KHbl 6bITh
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nony4deHbl NOAOXMUTENbHble pe3ynbTaTbl aMnandukauum no nokasartento PHK-BK "A"
(kaHan getekunm Hex) n oTpmuaTtesnibHbie pe3ynbTaTbhl amnandukaumm («-») dparMeHToB

reHOMOB crneunduUHbIX NpoaykToB (No kaHanaMm Fam u Cy5).

9.7 Pe3ynbTaT OLEHMBAETCA MPOrpaMMon Kak HeAOoCTOBEpHbIN (HA) B C/ly4yae OTCYTCTBUSA B
aMNIMMOUKALUMOHHON NpobupKe TMOJSIOXKUTENbHbLIX pPE3y/bTAaTOB MO BCEM KaHasaM.
HenoctoBepHbI pe3ynbTaT MOXET ObiTb BbI3BaH MPUCYTCTBUEM MWHIMEUTOPOB B
npenapaTte HYK/JEWHOBbIX KWUCMOT, MOJIyY4EHHOM W3 6MOIOrMYEeckoro Martepuana;
olwmnbKaMn npeaHanMTUYECKOro 3Tana, HeBEpPHbIM BbIMOJIHEHWMEM MPOTOKONA aHanusa,
HecobnoAeHNEM TEMMEpPATYPHOro pexuma amnavbukauum u ap. B atom cnyuvae
TpebyeTca nvMb60 NOBTOPHOE BblE/EHNE TMpenapaTa HYKIEUHOBbLIX KUCIOT, Nubo

NOBTOPHOE B3ATUE buonormyeckoro Mmatepmana (BbIMONHAETCS nNocnefoBaTenbHO).

9.8 MpnM OTCYTCTBMM MONOXUTENbHOrO pe3ynbtata (Nno kaHanam Fam wn Cy5) B
NOSIOXKUTENbHOM KOHTPO/AbHOM o06pa3ue pesynbTaTbl BCEW MOCTAHOBOYHOM cCepumn

6pakytoT.

9.9 MpM HanuMuuM MONOXMUTENbHOro pe3ynbTata (N0 kKaHanam Fam wam Cy5) B
oTpMUaTesibHOM KOHTpPOsbHOM ob6pa3sue (K-), pe3ynbTaTbl BCEM MOCTAHOBOYHOW Cepumn
6pakytoT. B aTOM cnyyae HeobxoaMMO mMpoBeAeHMe crneumasnibHblX MeponpuaTvin Ans

BbidBNEeHNA U YCTPaHEHUNA BO3MOXHOW KOHTaMWUHaLMWMU.

MNMpepynpexxpaeHumn
EAVMHWYHBIN  OTpuuUaTeNbHbIA  pe3ynbTaT WCCIeA0BaHUA He WUCKK4YaeT Hanuuue

NHMEKUNOHHOro npoLecca.

OTpuuaTtenbHble pe3ynbTaTbl HE AOJIKHbl MCMNOSIb30BaTbCsl B KayecTBe €AVHCTBEHHOWM

OCHOBbI A4 NPpUHATUA pelleHnda o ne4yeHnn NnaumneHToB.

Ecnn pns 6mnonornyeckoro obpasua permcTpmpyeTcs pocT YpoBHS (hlyopecueHunmn ans
cneunduyeckoro npoaykrta paHee 25 uukna no Cp/Cq, To 3TO roBOPUT O BbICOKOM
nepBoHayasbHOM KoHuUeHTpauum HK cooTBeTcTBYlOWEro BO36yanTens. B paHHOM cnyvae
BO3MOXHO MOJIy4YEeHME JOXHOOTPMUATENbHOIO pe3ynabTaTta Mpu MUKCT-UHPUUMPOBAHUU ANS

B0o36yauTens,, HK KoToporo npmcyTcTBYET B HU3KOIM KOHLEHTpauuu.

ONnsg  NCKAKYEeHUs NOXHOOTPULUATENMbHbIX pPe3ysibTaTOB pPEeKOMeHAYeTCA MOBTOPHO
nposectn OT-TMLUP ans sbigeneHHoro npenapata HK ¢ ucnonb3osaHmeM Habopa peareHToB ANs
UHAMBUAYANbHOMO BbISBIEHUS COOTBETCTBYHOWEro BUpYyCa WM MNPOBECTU MOBTOPHOE B34TuE

énonormyeckoro MaTepuana anga nccnenoBaHus VIHCDGKLI,VIOHHOFO npouecca B AuHaMUKe.
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Tabnuuya 6 - MHTepnpeTaums pe3ynbTaTOB UCC/eA0BaHUS aHanM3npyemMbix 06pa3LoB

KaHan gerekumun

Fam

Hex

Cy5

UHTepnpeTtauusa pesynbraTta

Mpo6upka N21 crpuna

Cp/Cq yka3aH

He yuynTbiBaeTcs

Cp/Cq He yka3saH

O6Hapy>xeHa PHK
Human parainfluenza virus type 2

Cp/Cq He yka3saH

He yuynTbiBaeTcs

Cp/Cq yka3aH

O6Hapy>xeHa PHK
Human coronavirus 229E

Mpo6upka N22 ctpuna

Cp/Cq yka3aH

He yuuTbiBaeTca

Cp/Cq He ykasaH

O6Hapy>xeHa AHK
Human bocavirus

Cp/Cq He ykasaH

He yuynTbiBaeTca

Cp/Cq ykaszaH

O6Hapy>xeHa PHK
Human rhinovirus

Mpo6upka N23 crpuna

Cp/Cq yka3aH

He yunTbiBaeTcs

Cp/Cq He yka3saH

O6Hapy>xeHa PHK
Human respiratory syncytial virus

Cp/Cq He ykasaH

He yunTbiBaeTcs

Cp/Cq yka3aH

O6Hapy>xxeHa PHK
Human coronavirus HKU1

Mpo6upka N24 crpuna

Cp/Cq yka3aH

He yunTbiBaeTcs

Cp/Cq He yka3saH

O6HapyxeHa AHK
Human adenovirus

Cp/Cq He ykasaH

He yunTbiBaeTcs

Cp/Cq yka3aH

O6Hapy>xeHa PHK
Human coronavirus NL63

Mpo6upka N25 crpuna

Cp/Cq yka3saH

He yuynTbiBaeTca

Cp/Cq He ykasaH

O6Hapy>xeHa PHK
Human coronavirus 0C43

Cp/Cq He ykasaH

He yuynTbiBaeTca

Cp/Cq ykasaH

O6Hapy>xxeHa PHK
Human parainfluenza virus type 3

Mpo6upka N26 crpuna

Cp/Cq yka3aH

He yuynTbiBaeTcs

Cp/Cq He yka3saH

O6Hapy>xeHa PHK
Human parainfluenza virus type 4

Mpo6upka N27 ctpuna

Cp/Cq yka3aH

He yuynTbiBaeTca

Cp/Cq He ykasaH

O6Hapy>xeHa PHK
Human parainfluenza virus type 1

Mpo6upka N28 crpuna

Cp/Cq yka3aH

He yuynTbiBaeTca

Cp/Cq He yka3saH

O6Hapy>xeHa PHK
Human metapneumovirus

Ona Bcex npobupok

Cp/Cq He ykasaH

Cp/Cq ykasaH

Cp/Cq He ykasaH

He o6Hapy»eHbl HYKNEeNHOBbIE KMCNOThI
onpeaensieMbix BUPYCOB

Cp/Cq He ykasaH

Cp/Cq He ykasaH

Cp/Cq He yka3saH

Pe3synbTaT He4OCTOBEpPHbIN
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10

10.1
10.1.1

10.1.2

10.1.3

10.2
10.2.1

10.2.2

10.2.3

10.3
10.3.1

10.3.2

10.3.3

10.3.4

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALNA

TpaHcnopTupoBaHue

TpaHcnopTupoBaHme Habopa peareHTOB OCYWECTBASIOT B TEpPMOKOHTeNnHepax C
xnagosnieMeHTaMm BCEeMW BMAAMM KPbITOrO TpaHCNopTa Mpu TemnepaTtype BHYyTpu
TEPMOKOHTENHEPOB, COOTBETCTBYIOLLEN YC/TOBUSIM XPaHEHUS KOMMNOHEHTOB, BXOASLWMX B
coctaB Habopa peareHTOB.

JonyckaeTcs TpaHCNoOpTMpOBaHWE B TEPMOKOHTEMHepax C XNaAo3sieMeHTaMu BCEMU
BMAAMM KPbITOro TpaHcrnopTa npu temnepatype ot 2 °C go 25°C BHYTpun KOHTENHEPA He
6onee 5 cyTok.

Habopbl peareHToB, TPaHCNOPTUPOBAHHbIE C HapyLleHWMEM TeMnepaTypHOro pexuMa,

NpUMEHEHUNIO HEe noanexar.

XpaHeHune

Ctpunbl co cMecamum gns amnnmdukaumm, 3anedataHHbiMm napaguHom, OT-MNUP-6ydep,
BHYTPEHHUN KOHTpONbHbIA 06pasey PHK-BK "A", 6ydep ana pacrtBopeHuss W
NONIOXUTENbHbIN KOHTPOJSIbHbIM O0b6pasey cneayer XpaHWTb B XOAO0AWbHUKE WAN
X010AUSIbHOM KaMmepe npu TemnepaTtype oT 2 °C go 8 °C B TeueHuMe BCEro cpoka rogHocTu
Habopa peareHToB. CTpunbl CO CMecaAMM ANa  aMmnandukauum, 3anedvyaTtaHHbIMU
napadunHoOM, cneayeT XpaHUTb B 3alUMLWEHHOM OT CBETa MecTe.

®epmeHT Taq/RT cnenyeTt XpaHUTb B MOPO3U/ILHOM KaMepe Npu TeMmrepatype OT MUHYC
18 °C po MuHyc 22 °C B TeuyeHme BCEro cpoka rogHocTn Habopa peareHToB.

Ha6opbl peareHToOB, XpaHMBLUMECS C HapYyLIEHWEM pErnaMeHTUPOBaAHHOIO pexwuMa,

NMPpUMEHEHUIO HE NoAaneXar.

YKaszaHug no akcnayataumu

Habop peareHTOB A0MXXEH MPUMEHATLCSA COMfIACHO AENCTBYOWEN BEPCUN YTBEPXKAEHHOMN

WHCTPYKLUMKN NO NMPUMEHEHUIO.

Ona  nonydeHMs AOCTOBEPHLIX pe3ynbTaToB HeobxoAuMMo cTporoe cobnioaeHue

WHCTPYKLUMKN MO NpUMeHeHU0 Habopa peareHToB.

Mocne BCKpbITUS YNakOBKM KOMMOHEHTbl Habopa peareHTOB crneayeT XpaHuTb MNpwu

cnepyowmnx ycnoBmsax:

o CTpUMbl CO cMecaMn ans amnnumdukaumm, 3anedataHHbiMn napaduHom, OT-TMLP-
6ydep, BHyTPEHHMN KOHTPONbHbIM 0bpasel PHK-BK "A", 6ydep ans pactBopeHus
N MONOXWUTENbHbIM KOHTPONbHbIN 06pa3el cnegyeT XpaHUTb B XOS04WUIbHUKE UK
XonoannbHOM Kamepe npu Temnepatype oT 2 °C go 8 °C B TeueHue BCero cpoka
rogHoctu Habopa peareHToB. CTpunbl CO CMecaMu Ana  aMmnandukauum,
3anevyaTtaHHbIMM napadurHOM, cneayeT XpaHUTb B 3alUMWEHHOM OT CBETa MecTe.

. depmeHT Taq/RT cneayer xpaHUTb B MOPO3WJ/IbLHOWM KaMepe npu TemnepaTtype OT
MuHYyC 18 °C go MuHyc 22 °C B TeueHmMe BCero cpoka rogHocTn Habopa peareHToB.

HaGOpr peareHToB C UCTEKWLINM CPOKOM rogHOCTU NPUMEHEHUIO HE NoAnexart.
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YKA3AHUA MO YTUIIN3ALUNU

Mpn wncnonb3oBaHWM Habopa peareHTOB B KIAMHWKO-AMArHoctuyeckom nabopatopum
obpasylTcs 0Tx0A4bl Knacca B, KoTopble yTUAM3UPYKOTCA B COOTBETCTBUMM C
TpeboBaHmnammn CanluH 2.1.3684-21 n MY 1.3.2569-09.

N3penusa, npuwealive B HeENpuUrogHOCTb, B TOM 4YUCNE B CBA3WM C UCTEYEHMEM CpoKa

roAHOCTW, noasexarT yTUan3aumm B COOTBETCTBMK ¢ TpeboBaHuamm CanlluH 2.1.3684-21.

FAPAHTUN N3TrOTOBUTENA

MpeanpusaTue-nsroToBuTENb rapaHTupyet CooTBeTCTBME Habopa peareHToB
TpeboBaHMAM TEXHUYECKUX YCNOBUI Npu CObnoAeHMN YCNOBUN TPaHCNOPTUPOBAHMUS,
XpaHeHUs 1 aKcnayaTaunm, yCTaHOBAEHHbIX TEXHUYECKUMWN YCIIOBUSIMMU.

Cpok rogHoctn Habopa peareHToB - 12 MecsueB npu cobniogeHMn BCeX YCNOBUIA

TPaHCNOPTMPOBAHMUS, XpaHEHUS! U SKCNyaTaumu.

PEMOHT U TEXHUYECKOE OBCJ1TY)XXUBAHMUE

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHOrO MPUMEHEHUS U He MOANEXUT

TEXHNUYECKOMY 06C/TY)KMBAHUIO U TEKYLLEMY PEMOHTY.

14

CNMBOJIbl, UCMNOJIb3YEMbIE NP MAPKNPOBKE HABOPA PEATEHTOB

MeauunHckoe nsgenve ang I:E] ObpaTtutecb K MHCTPYKLUUU
OVNArHOCTUKW in Vvitro Mo NPUMEHEHMUIO

Mpenen TemnepaTypsl Homep mo kaTtanory

Conep>XXmMMoro A0CTaToO4YHO

MN3rotosutenb
ONa NpoBeAeHns n TecToB

I)CI@.:?E

Ucnonb3oBaTb A0 HecTtepunbHo

2

T Koa naptum (cepun)
;7~‘;’:_ He ponyckaTb BO34eNCTBUSA
A0\ COSIHEeYHOro ceeTa

[daTa usrotosneHus
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15 MEPEYEHb NPUMEHAEMbIX HALLMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 Wspgenusa MeauvumHckue. TIpyMMeHeHMe MeHeaXMeHTa pucka K
MeAVUUNHCKUM U3Lennsam

FOCT 15.309-98 Cucrtema pa3paboTku M NOCTAaHOBKM MNPOAYKLMM Ha NMPOM3BOACTBO. McnbiTaHms
W NprMeMKa BbiNycKkaeMon npoayKkumnun. OCHOBHbIE NMOJIOXKEHUS

MOCT P 2.105-2019 EgnHasa cucrteMa KOHCTPYKTOPCKOM AokyMeHTauumu. Obwiune TpeboBaHMS K
TEKCTOBbIM AOKYMEHTaM

MMOCT P 15.013-2016 Cuctema pa3paboTkm M NOCTAHOBKM NpOAYKUMWM Ha MPOM3BOACTBO.
MeauuuHCKue nsgenus

FOCT P 51088-2013 MeauuuHCKne unsgenunsa anas ANArHOCTUKWM MH BUTPO. PeareHTbl, Habopbl
peareHToB, TeCT-CUCTEMbl, KOHTPOJibHblE MaTepuanbl, nuTatenbHble cpeabl. TpeboBaHus K
n3genuam n NogaepXmnBaroLlein AOKYyMeHTauum

FOCT P 51352-2013 MeaonumnHckue nagenns ans ANarHoCTUKu MH BUTPO. MeToabl UCNbITaHWUM
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopmn MmeanumnHckue. TpeboBaHmna 6e3onacHoOCTH
NOCT P WNCO 15223-1-2020 W3penua wMegunumHckne. CUMBOMbI, TMPUMEHsSeMble MNpu
MapKMpoOBaHWN MeAUUMHCKUX WU3LEeNuii, Ha 3TUKeTKax M B CONPOBOAUTENbHON AOKYMEHTauuu.
YacTtb 1. OcHoBHble TpeboBaHus

OCT P MCO 18113-1-2015 MegmumHckmne usgenus anasa AWarHocTukum in vitro. MHdopmauums,
npepocrasfnsiemMas msrotosutenieM (MapkmpoBka). Yactb 1. TepMuHbl, onpeaeneHuns u obwune
TpeboBaHus

FOCT P UCO 18113-2-2015 MegnumHckme vspgenus onsg AMarHoCTUMKM in vitro. MHdopmauuns,
npepocrasfnsiemMas M3rotoeutenem (Mapkuposka). YacTb 2. PeareHTbl AnS AMArHOCTUKM in vitro
Ans npodeccuoHanbHOro NpMMeHeHus

NMOCT P WNCO 23640-2015 Ws3penua MeauunHCKUME ANA  AMArHOCTUKM in  vitro. OueHka

CTabUbHOCTM peareHToB 4S9 AMAarHOCTUKM in vitro

MpumeyaHuMe - YkasaHHble Bbllle CTaHAapTbl ObIM AENCTBYIOLMMW Ha MOMEHT YTBEpXAeHus
WHCTPYKLMM MO NMpUMeHeHuto. B ganbHelweM, nNpy nosib3oBaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuUTb
[eAICTBME CCbIIOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECIN CCbINOYHbBIN AOKYMEHT 3aMeHEH
WA U3MEHEH, TO Npu TMPUMEHEHMM HACTOSLWEro JAOKYMeHTa CfeAyeT TMo/ib30BaTbCs 3aMeHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 AAOPEC ANnA OBPALLEHNA

MpounseoacTeo HabopoB peareHToB MMeeT CepTUDMLMPOBAHHYIO CUCTEMY MEHEeAXMEHTa
KayecTBa WU COOTBETCTBYET TpeboBaHUSAM CTaHAapTa CUCTEM MeHeaXXMeHTa kadecTtBa ISO 9001 B
obnactn paspaboTku, nponssoacTea u npogaxu IVD peareHToB 1 NpnbopoB ANt MOIEKYNSIPHO-
reHeTU4YecKon ANarHoCTMKKU, U Apyroro nabopatopHoro npmumeHeHus, n EN ISO 13485 B obnactu
pa3paboTku, npoumsBoacTea M npogaxu IVD peareHtoB m npubopoB A8 MegUUNHCKOMN
MOJIEKYISAPHO-FEHETUYECKON AMAarHOCTUKM.

Mpounssogutenn: O6WECTBO C OrpaHMYEeHHOW OTBETCTBEeHHOCTbio «[JHK-TexHonorms TC»
(000 «OHK-TexHonormus TC»), Poccus.

Aapec npomsBoauTens:

117246, Poccus, r. MockBa, npoesa HaydHbin, a. 20, ctpoeHune 4.

MecTto npou3BoAacTBa:

000 «[HK-TexHonormns TC», 117246, Poccus, r. MockBa, npoesa HayuHbiii, 4. 20, ctpoeHue 4

Mo BonpocaM, KacawwmMcsa KayectBa Habopa peareHtoB OPBW CkpuH, cneayet
obpalaTbcs B CNyX6y KIMEHTCKOWN MOAAEPXKKMU.

Cnyx6a KNMeHTCKOM NoaaepXKu:
8-800-200-75-15 (ans Poccumn, 3BOHOK 6ecniaTHbIl),
+7 (495) 640-16-93 (anga ctpaH CHI v 3apybexbs, 3BOHOK MAATHbIN).

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

Homep: 886
2023-03-00
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Mpunoxxexnune A

CokpauweHHas metoanka Bbigeneina PHK/OHK n3 nccnegyemoro matepmana
(Ma30K M3 HOCOIIOTKU, POTONIOTKU) C UCNOJZIb3OBaHUEM KOMIJIEKTOB peareHToB
MPOBA-HK, MPOBA-HK-MJTHOC

MpuMmeuyaHune - B cnyyae BbiNageHMs 0Cafika B IU3MpPYIOLWEM pacTBope, iakoH NporpeTb Npu TemnepaType

65 °C fo nosHOro pacTeBopeHnsa ocagka.

1.

A

® N O un

10.

11.

12.

13.

14.

15.

16.

17.
18.

MNMpomMapkupyiTe HeobXo0ANMOE KOMUYECTBO O4HOPA30BbIX MIAaCTUKOBbLIX Npobupok o6bémom 1,5 mn
C y4eToM NpobupKkn Ana oTpuuaTtenbHOro KOHTponbHoro obpasua (K-).

BHecuTe B Kaxayto npobupky no 10 Mkn npeaBapuTeNbHO NepeMeLllaHHOro Ha MMKpoueHTpudyre-
BOpTEKCE BHYTPEHHEro KOHTposibHOro obpasua PHK-BK "A" n3 Habopa peareHtoB OPBU CkpuH.
JobaBbTe B Kaxxayto npobupky no 300 MKN AM3MpYyOLWEro pacTBopa, He KacasiCb Kpas Npobupku.
BHectn B npobupkm ans wuccnegyembix o6pasuoB no 100 mMkn wmcciegyemMoro martepuana.
B npobupky, MmapkmpoBaHHyto «K-», gobaBbTe 100 MKA OTpULUATENLHOIO KOHTpPONbHOro obpasua.
MNOTHO 3aKpoiTe KPbILWKN NPOBUPOK, BCTPAXHUTE B TedeHne 3-5 ¢ Ha MUKpoLeHTpudyre-sopTekce.
TepmocTaTnpyinTe Nnpobmpkn npu Ttemnepatype 65 °C B TeyeHue 5 MUH.

LleHTpudyrnpyinte npobupkn B TeyeHne 3—-5 ¢ Ha MUKpoLEeHTpudyre-BopTeKCe.

[JobaBbTe B Kaxay npobupky no 400 MkN peareHTa Ans npeumnutaunm, BCTPAXHUTE B TEYEHUE
3-5 c Ha MUKpouUeHTpudyre-BopTeKCE.

LeHTpudyrmnpyinte npobupkm npu 12 000 — 16 000 x g B TeyeHue 10 MnH Npm TemnepaTtype oT
18 °C po 25 °C.

He 3apgeBas 0cagoK, MNOMHOCTbIO yAanuTe HAAOCAAOYHYI >KXWMAKOCTb M3 Kaxaon npobupku
OTAeNIbHbIM HaKOHEYHMKOM.

[JobaBbTe k ocagky no 500 Mkn nMpoMbiBOYHOro pactBopa N91, 3akponTe KpbllWKKM Npobupok um
nepemelwanTe, 3-5 pa3 akKkypaTHO NepeBepHYB Npobupku.

UeHTpudyrmnpyinte npobupku npm 12 000 - 16 000 x g B TeyeHne 1 MWH npu TemnepaType OT
18 °C po 25 °C

He 3apeBas 0cagok, NOMHOCTLIO yAanuTe HAAOCAAOYHYK KWMAKOCTb M3 Kaxaon npobupku
OTAENbHbIM HAKOHEYHUKOM.

JobaebTe Kk ocaaky no 300 Mk nMpoMbIBOYHOro pactsopa N92, 3akpoiTe KpbIWKW NpobUpPOK u
nepemelwlanTe, 3-5 pa3 akKypaTHO nepeBepHyB Npobupku.

UeHTpndyrmpyite npobupku npm 12 000 - 16 000 x g B TeyeHne 1 MWH nNpu TemnepaType OT
18 °C po 25 °C.

He 3apgeBas 0cafok, NOAHOCTLIO yAanuTe HAAOCAAOYHYK >KMAKOCTb M3 KaXaow npobupku
OTAENbHbIM HAaKOHEYHUKOM. [lonycKaeTcss OCTaBUTb XMAKOCTb, MOKPbIBAKLWY 0CafoK, 06beMOM
He 6onee 20-30 Mk/.

OTKpoMTe KPbIWKN NPO6UPOK M BbICYLLUTE OCaAoK Npu TemnepaType 65 °C B TeueHne 5 MuH.
JobasbTe Kk ocaaky 100 mkn 6ydepa ANA pacTBOPEHUS, BCTPAXHUTE NPObMPKU B TedeHue 3-5 ¢
Ha MUKpoueHTpudyre-BopTeKCe U oCaanTe Kanau LeHTpudyrmposaHmeM npobupok B TeHeHne

3-5 c Ha MuKpoueHTpudyre-sopTeKkce.
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19. T[porpenTe Nnpobupkn npmn Temnepatype 65 °C B TedyeHne 5 MUH. BCTpsaxHMUTe Npobupkn B TedeHne
3-5 c Ha MuKpoueHTpudyre-sopTeKkce.
20. OcaagunTte KoHAeHcaT ueHTpudyrmposaHuem npu 12 000 - 16 000 x g B TeueHne 30 c npwu
TemnepaTtype oT 18 °C go 25 °C.
Mpenapat HK rotoB ansa mnocTaHOBKM peakumu 06paTHOM TpaHCKPMNUWM WM MNOAMMepas3HOM
LernHon peakuuu.
MonyyeHHbIn Npenapat HK Heo6xoaMMo B Te4eHMe ABYX YaCOB MCMOMb30BaTb ANS MOCTAHOBKMU
peakuum obpaTHOM TpaHCKpUNUMM U NOJMMeEpPa3HOM LenHON peakunn. [na BO3MOXHOCTU NpoBeaeHUs
MOBTOPHOro mnccneagoBaHmns octaswytocs HK cneayeTt cpasy e NOMeCcTUTb B MOPO3WJIbHYIO Kamepy U

XPpaHUTb NMpu TeMnepaType He Bblille MUHYC 18 °C He 6onee 7 CyTOK, HE pa3MopaxuBas 40 NOCTaHOBKMW.

29



OHK-TexHonorus
117587, r. MockBa, BH. Tep. r. MyHMuUnnanbHbin okpyr YeptaHoso CeBepHoe, wW. Bapwasckoe,
0.125X, kopnyc 5, atax 1, nom.12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KJIMEHTCKOWM NoAAEPXKKU:
8-800-200-75-15 (ans Poccun, 3BOHOK 6ecniiaTHbIN)
+7 (495) 640-16-93 (ans crtpaH CHI 1 3apyb6exbs, 3BOHOK MaTHbIN)

E-mail: hotline@dna-technology.ru
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