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CMUCOK COKPALLEHWW 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHnsa mn 0603HaueHuns:

HHV - OT aHrn. Human Herpesvirus

RCF - OT aHrn. relative centrifugal force, oTHocMTEeNnbHOE yCKOpeHMe LeHTpudyru
BK - BHYTPEHHUIN KOHTPOJ1b

OHK - Ae30KcnpunboHykienHoBas KMCIoTa
OHKa3bl - Ae30KCUpUBOHYKEeassbl

K- - oTpuuaTesbHbI KOHTPOJIbHbLIN 0bpasel
K+ - NONOXKUTENbHbIN KOHTPO/IbHbLIN 0bpaseL
JIKO - NabopaTopHbIN KOHTPOJIbHbLIN 0bpa3el
HK - HyknenHoBble kncnotbl (PHK n AHK)
Mnup - NosiIMMepasHas uenHas peakuus
PHKa3bl - pnboHykKkeasbl
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HamMeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHuns [OHK
Human herpesvirus 6 metogom MLUP B pexunme peanbHoro spemMenn (HHV-6), nanee no tekcry -

Habop peareHToOB.

1.2 HasHauyeHne: Habop peareHTOB npegHasHadeH ans BbigeneHus [OHK Human
herpesvirus 6 B 6uonorndyeckom ™Martepuane 4esnoBeka (KpoBb, CIMHHOMO3roBas XWAKOCTb,
éuonTaT AN NYHKTAT U3 04aroB Nopa)KeHMUs OpraHoB M TKaHeN, Ma3oK CO CIM3UCTOM POTOrNOTKH,

cntoHa) metogomM MUP B pexnme peanbHOro BpEMEHM.
1.3 OYHKUMOHANbHOE Ha3HavYeHWe: AnarHocTuka in vitro.

1.4 MokasaHns K MpOBEAEHUI0 UCCeA0BaHUSA: CUMMOTOMbl MH@EKUWKU, Bbi3BaHHOWM Human
herpesvirus 6 (HHV-6).

MpoTMBOMOKa3aHWn K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble U agemorpadmyeckme acnekTbl: MpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMOHHbIX N p,eMorpachquKmx aCrnekKToB.

1.6 O6bnacte nNpuMeHeHusi: Habop peareHTOB MOXET ObiTb MCNO/Ab30BaH B KJIWMHUKO-

ANarHoCTn4yecKumnx na6opaTopvmx MEANLUMNHCKUNX yqpe>+<p,eHm71.

1.7 MoTeHUuManbHble NONb30BaTeNN: KBANNMULMPOBAHHbIN NepcoHasn, o6y4YeHHbI MeToaaM
MONEKY/IIPHON AMArHOCTUKM M npaBunaM paboTbl B KIMHUKO-ANArHOCTMYECKOW nabopaTopuu:
Bpay  KJMHUKO-AMArHoctuyeckon  nabopatopuu,  denbawep-nabopaHt  (MeAMUMHCKUIA

nabopaTopHbIN TEXHUK).

1.8 MNpuMeHATbL Habop peareHToB CTPOro Mo Ha3Ha4YeHUI0 COMMTacHO AaHHOM MHCTPYKLUKU MO

NMPUMEHEHMUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

’ AHK-TEXHONOrusa

R1-P208-S3/9, c¢hacoBka S, ctpunbl

. Konuyectso HoMUHanbHbIM
HanMeHoBaHWe KOMMOHeHTa BHewHWn BuA ..
npobmpok 06bEM KOMMNOHEHTA
Mpo3payHas 6ecuBeTHas wuam
Cmecb ansa amnandukaumm, posp H 12 ctpunos
po30Bas XWAKOCTb Noja rno 20 mkn
3arne4dyaTaHHas napaguHoM rno 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
Pacteop Tag-nonumepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkun rno 500 mkn
Mpo3pauHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXxnTenbHbl
. 1 Mpo3payHasa 6ecuseTHas XXUAKOCTb 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew
KpbIWKK Ana cTpunos 12 wr.

R1-P208-23/9, hacoBka S, npobupkm

HanMeHoBaHMe KOMMNOHEHTa

BHewHun BuA

Konnuectso
npo6upok

HoMMHanbHbIN
06bEM KOMMOHEHTA

Cmecb Ansa amnandukaumm,

MNpo3payHas 6ecuBeTHas unu

KOHTPO/bHbIN 06pazew!

po30Bas XMAKOCTb Nojg 96 npobupok no 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
PactBop Tag-nonunmepassl Mpo3payHas 6ecuBeTHasa XUAKOCTb 2 npobupkmn no 500 mkn
Mpo3payHas 6ecuBeTHasa BA3Kas
MunHepanbHoe Macno posp H 2 npobupkmn rno 1,0 mn
MacnsHUCTasa XXUAKOCTb
MonoxunTenbHbI
Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn

R1-P208-UA/9, dpacoska U

. Konnyectso |HOMWHanbHbIN 06BLEM
HanmeHoBaHWe KOMMNOHEHTa BHewHWn BnA
npobumpok KOMIMOHEHTa
Mpo3payHas 6ecuBeTHas Unn
Cmecb ana amnavdurkaunm posp 4 1 npobupka 600 mMkn
pO30Bast XXMAKOCTb
Mpo3payHas 6ecuBeTHas BA3Kas
MonumMepasa TexHoTaq MAX posp 4 1 npobupka 30 Mkn
XUAKOCTb
Mpo3pauHas 6ecuseTHas
MUP-6yde 1 npobupka 600 mMkn
LP-6ydep XUAKOCTb P P
MonoXuTtenbHbIM Mpo3payHas becuBeTHas
o 1 posp 4 1 npobupka 130 mkn
KOHTPO/bHbIN 0bpaseL XUAKOCTb
Bce kommnoHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUIO U He TpebytoT

AONOHUTENBLHOM NOAroTOBKU K paboTe.

KOoMNAeKTHOCTb:

- Habop peareHToB B O4HOM M3 BapMaHTOB UCMOSIHEHMS — 1 WT.

- MHCTpYKUNS NO NPUMEHEHMUIO — 1 3K3.

- Bknagbiw - 1 5K3.

- MacnopTt — 1 3K3.

1 - Ha 3TMKEeTKE KOMMOHEHTa ANS Bcex (acoBOK «M0SIOXUTENbHbIA KOHTPOMbHbIM 06paseL» yka3bliBaeTcs

Kak «K+»
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2.2 KonnuectBo aHanmn3snpyembix o6pa3suos

Habop peareHToB B (pacoBke S paccumTtaH Ha npoBeaeHne 96 onpeneneHunii (He 6onee
24 NoCTaHOBOK), BK/lOYas aHanuM3 HeW3BeCTHbIX 06pa3uoB, OTPULATENbHbIX KOHTPOJIbHbIX
06pasuLoB N NONOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LoB.

Habop peareHToB B (pacoBke U paccumTaH Ha nposeaeHume 96 onpeaeneHni npmn yciosum
NOCTaHOBKM He MeHee 5 o06pa3uoB B O0AHOM wuccnenoBaHuu (3 HEM3BECTHbIX ob6pasua,

oTpuuaTeNbHbIN U MONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTona

MeToa: MonumepasHaa uenHaa peakumsa (MUP) ¢ geTtekumen pesynbTaTOB: B pexume
peanbHOro BpEMeHU, KayeCTBEHHbI aHanms.

MpuMHUMN MeToda OCHOBAH Ha MCNosb30oBaHMM npouecca amnandukaumn OHK c
MOMOLLbIO MosinMepasHon uenHon peakuun (MUP). Mpouecc amnandukaumm 3akao4yaeTcs B
cepun MOBTOPSAOWMXCS LMKNOB TeMnepaTypHoih geHatypauumm [OHK, oTxura npalrimepoB c
KOMMJIEMEHTAPHbLIMM MNOCNEA0BATENIbHOCTAMU U MOCAe[ylowen AOCTPOMKN MONMHYKAEOTUAHbIX
uenen ¢ aTux npariMmepos Tag-noamMMepason.

Ons noBbIWEHUS YYBCTBUTESIBHOCTU U CreuyudUYHOCTM peakunum npeaycMoTpPeEHO
NpUMEHEeHNe <«rops4yero» crapTa, KOTOpbin obecneumBaeTca Ana ¢HacoBKM S  MeTOAMKOM
NPUroTOB/IEHUS peaKLMOHHOM CMeCK, COCTOSLLEN U3 ABYX C/0EB, pa3AenéHHbIX NPOCIONKON 13
napaduHa. CMelweHne CNoés M npeBpalleHMe UX B peakUMOHHYH CMeCb MPOMCXOAMT TONbKO
nocne nnasneHMs napaduHa, 4YTO WCKAYAET HecrneuudUyecKnin OTXUr nparMepoB Ha
OHK-MuweHn npu  HadanbHOM nporpeeBe npobupkun. «lFopaunii» crapt ana  dacosku U
obecneunBaeTcs MCNONb30BaHMEM NOAMMEpPa3bl, aKTUBHOCTb KOTOPOW 610KMpOBaHa aHTUTeNamMu,
aKTMBaumnsa depMeHTa NPOMCXOAUT TOJIbKO MOC/e npeaBapuTeNbHOro MporpeBa peakuMoHHOM
cMecn npn 94 °C. DTO McKIoYaeT Hecneunduyeckmin omxur nparMepos Ha AHK-muweHn npu
HavyanbHOM nporpese Npobupku.

B peakuunoHHyt cMecb ans amnamdukaumm seegeHbl JHK-30HAbI, KaXablil U3 KOTOPbIX
HecéT dbnyopecueHTHY0 MeTKy n racutenb dayopecueHumn. MNMpu obpasosaHum cneumdmUyHoOro
npoaykta [OHK-30H4 pa3pywaercs, Agencrene racutens Ha GNyoOpecUueHTHYH  MEeTKY
npeKkpawaeTcs, 4To BeAET K BO3pacTaHUIO YPOBHSA (ayopecueHuun, KOTopbin (UKCUpYeTCs
AETEKTUPYIOLWMM aMnaIndUKaToOpoM.

KonnyectBo paspylueHHbIX 30HA40B (@, cnefoBaTesibHO, U YpOBeHb (nyopecueHumn)
yBenn4nmBaeTcs nponopunoHasibHO Konnyectsy obpasoBasBlunxcs cneundunyeckmx amninkoHoB.
YpoBeHb hnyopecueHUMNn N3MepSeTCa Ha KaxaoM umkne amnandukaumum B pexunuMe peasbHOoro
BpeMeHu.

B coctaB cmecn ana amnnudukaumm BKIKOYEH BHYTPEHHMN KOHTponb (BK), KoTOpbIn
npegHasHadeH Ans KOHTPOS NMPOXOXAeHMS NOIMMEpPasHON LeNHON peakLuun.

B coctaB AHK-30HAOB, MCMNONb3ylWUXCAa AN AeTeKUMM MpoayKTa amnnmdbukaunm
nckomon AHK, BkntoueHa pnyopecueHTHasa MeTka Fam. B coctas [1HK-30HA40B, ncnonb3syowmxcs
AN AeTekuum npoaykta amnamdukaumm BHYTPEHHEro KOHTPOns, BXOAUT (J1yOpeCLEHTHbIN

KpacuTenb Hex. B Tabnuue 1 npuBeaeHbl KaHanbl AeTEKLUN NPOAYKTOB aMnanduKaumm.
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Ta6bnuua 1 - KaHanbl geTekumy npoayKToB amMnandukaumm

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

HHV-6 BK - - -

NccnegoBaHme cocTomnT M3 cneaywowmnx stanos: BbigeneHne OHK (npobonoarotoska),
NnuP-amnandunkauma AHK c ogHOBpEMEHHON AeTeKUMEN pe3y/bTaToOB C MCNO/b30BaHNWeM Habopa

peareHTtoB HHV-6

24 Bpems npoBegeHuns aHanusa (Bkao4vas npobonoaroToBKy): oT 2 yacos (B 3aBUCUMOCTH

OT KonnyectBa 06pasuoB 1 ncnoablyemoro Habopa/KoMnnekTa peareHToB Ans sblgeneHns OHK).

3 AHAJINTUYECKME U AUATHOCTUYECKUE XAPAKTEPUCTUKMN

3.1 AHanunTtun4yeckas cneundunyHoOCTb

B obpasuyax 6uonornyeckoro maTtepumana 4enoseka, cogepxawmx AHK Human
herpesvirus 6, nporpamMMHoe obecneyeHne [AeTEKTUPYHOWEro amnnmdukaTopa AOJIKHO
perucTpupoBaTb MONOXUTENbHbIM pe3ynbTaT aMnandukauum cneunduruyeckoro npoaykra
(dbparmeHTa reHoMa Human herpesvirus 6) no kaHany getekunm Fam/Green.

B obpasuax 6monormyeckoro matepuana, He cogepxawmx AHK Human herpesvirus 6,
nporpamMmmMHoe obecnedyeHne geTekTUpylLwWwero aMnandukatopa AO/IKHO PperucTtpmpoBaTtb
oTpuuaTenbHbIM pe3ynbTaT amMnandukauum cneuyudumdeckoro npoaykta (dpparmMeHTa reHoma
Human herpesvirus 6) no kaHany pgetekuum Fam/Green M NONOXWUTENbHbIA pe3ynbTaT
aMnanduKkaumMm BHYTPEHHErO KOHTPOS Mo KaHany aetekunn Hex/Yellow/Vic.

MokasaHo OTCYTCTBME Hecneumdmnuecknx noaoXnTenbHbIX pe3ybTaToB aMnandukaunm
npu Hanmumn B obpasue AHK Cytomegalovirus, Herpes simplex virus 1,2, Epstein-Barr virus,
Human herpesvirus 8, Varicella-zoster virus, Human Papillomavirus 6, Human Papillomavirus 11,

a Tarkxke AHK yenoseka B KoHUeHTpauuun ao 1,0 x 108 konuit/mMn obpasua.

3.2 NHTepdepupytoume BewecTsa

Hannume wuHrubutopos [MLUP B o06pa3ue 6uonoruyeckoro martepumana MoXeT 6biTb
MPUYMHON COMHUTENbHbLIX (HeomnpeaenéHHbIX/HeAOCTOBEPHbLIX) pe3ynbTaTtoB. [lpM3HaKoMm
MHrnébmposanusa TLUP saBnsetrca oOAHOBpeMeHHOe OTCYyTCTBMEe aMnandukauum BHYTPEHHero
KOHTpPOAS 1 cneunduryeckoro npoaykra.

K uHrnbutopam lMLP oTHeceHbl cneaylowmne BewecTsa: reMornobmH n nekapcTBeHHble
npenapaTtbl, NpUcyTcTByowmne B obpasue AHK B pesynbTtaTte HEMNOSIHOrO yAaneHust B npouecce
BblaeneHmna OHK n3 obpasua buomaTtepmana, a Takxe M30MNPONUAOBbLIA CAMPT U MeTunaueTarT,
npucyTcTeytowme B obpasue AHK B pe3ynbTate HEMOMHOIO yAasieHMs NPOMbIBOYHbIX PacTBOpPOB
B Xo4e npobonoaroTtoBKu.

MakcuMManbHble  KOHUEHTpauuMu  UHTeEpdEPMPYOWMX  BEWECTB, MNpU  KOTOPbIX
He Habnwpanocb BAMSAHME Ha aMnandukauuto nabopaTopHbIX KOHTPOSbHbIX 06pa3uoB U
BHYTPEHHEro KOHTpoJibHOro obpasua cocTtaBnstoT: remornobuH - 0,35 mr/mn obpasua AHK,

nsonponunosblin cnupt — 100 Mkn/mMn obpasua AHK, metnnauerat — 100 mkn/mn obpasua AHK.

7
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[Onsa oueHKM BO3MOXHOM MHTepdepeHLMn NeKapCTBEHHbIX npenapaTtoB 6binn Bbi6paHbl
Te, KOTOopble MOTEeHUMaNIbHO MOryT MPUCYTCTBOBATb B OCTATO4YHbIX KONIMYecTBax B 6Monornyecknx
obpasuax 4yenoBeka, B3SATbIX W3 COOTBETCTBYHOLWMX Mccneayembix 6uoTtonos (MumpamnctuH®,
XN0prekcnanH burntokoHar).

Onsa Bcex wccneayeMblX NEKapCTBEHHbIX MNpenapaTtoB 6bIs10 MOKasaHO OTCYTCTBME UX

BIMSIHMS B KOHUEeHTpauun ao 10% B obpa3ue 6buomatepumnana.

3.3 Mpenen obHapyxeHus

5 konuin AHK Human herpesvirus 6 Ha amnamndumKaumoHHyo Nnpobupky.

Mpepen ob6HapyXeHWss yCTaHOB/IEH nMyTeM aHanuM3a CepuilHbiX  pa3BeneHun
nabopaTtopHoro KoHTponsHoro obpasua (JIKO).

Mpeanen obHapyxeHusa 5 konmnn OHK Ha amnandukaumoHHyo NpobupKy COOTBETCTBYET
cnepyrowmm 3Ha4YeHUsM KOHLEHTpaunm OHK npm MCNO/1b30BaHUN yKa3aHHbIX
HabopoB/KOMMAEKTOB peareHToB Aansa Bbigenenns [OHK un  kKoHeyHoro o6béma antouum

(pa3BeaeHuns) sblgeneHHon OHK:

HaumeHoBaHue 061béEM Mpepen
Bbuomartepuan Ha6bopa/koMniekTa nosy4YeHHoro o6Hapy>xeHus,
ana Bbiaenexnma AHK npenaparta, MKJ1 | konui/o6pasew
MPOBA-HK 50 50
MPOBA-TC 100 100
Ma3ok CO Cnu3ncTomn po1'vorn0TKV| MPOBA-MY-PAMNA 100 100
B 500 MK TpaHCMoOpTHOM cpeabi!
MPOBA-PANNA 500 500
MPOBA-OMNTUMA 400 400
MPOBA-HK 50 50
CnrMHHOMO3roBas X1UAKOCTb (Npu NPOBA-TC 100 100
BblaeneHnn n3 500 mkn obpasua) NMPOBA-MY-PANUA 100 100
MPOBA-PANNA 500 500
CnnHHOMO3roBas XuaKocTb (npwu [POBA-OMTUMA 200 200
BblaeneHnm ns 1,0 mn obpasua)
MPOBA-HK 50 50
CnioHa (npu BblAeneHun ns NPOBA-IC 100 100
500 mkn obpasua)
MPOBA-PANNA 500 500
MPOBA-HK 50 50
BvonTaTtbl/NyHKTaThbI MPOBA-TC 100 100
MPOBA-OMNTUMA 400 400
Lenbas nepugepuyeckas Kposb | nooe s oATIMA MAKC 100 100
(500 mkn?)
LenbHas nepudepnyeckas KpoBb MPOBA-MY-MAKC 50 50
(100 mkn)

1 - B KayecTBe TPaHCMOPTHOM cpeAbl UCMOSb30Banacb TpaHcnopTHas cpeaa Ana 6uonpo6 CTOP-O,
000 «OHK-TexHonorusa TC», Poccusa, PY N° P3H 2020/9640
2 - npu pobasneHnn 100 MK NM3UPYIOLLIErO pacTBopa
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’ AHK-TEXHONOrusa

3.4 AunarHocTnyeckne xapakTepucTuku
AnarHocTnyeckas AunarHocrnuyeckas
Bup 6nomarepmana
4YYBCTBUTEJIbHOCTb cneun@dPuUHOCTb
Kposb 100 % 100 %
(95 % AW: 86,28 % - 100 %) (95 % AW: 86,28 % - 100 %)
CnMHHOMO3roBas XuAKOCTb 100 % 100 %
(95 % AW: 86,28 % - 100 %) (95 % AW: 86,28 % - 100 %)
BuonTtaT unm nyHKTaT N3 o4aros 100 % 100 %
rMopa>eHMs OpraHoB M TKaHemn (95 % [OW: 86,28 % - 100 %) (95 % [OW: 86,28 % - 100 %)
Ma3ok CO CM3UCTON pOTOrNOTKM 100 % 100 %
(95 % OW: 86,28 % — 100 %) (95 % OWU: 86,28 % - 100 %)
Chiona 100 % 100 %
(95 % OW: 86,28 % — 100 %) (95 % OWU: 86,28 % - 100 %)
UToro 100 % 100 %
(95 % AN: 97,09 % - 100 %) | (95 % AWN: 97,09 % - 100 %)
3.5 Bocnpon3BoaAMMOCTb 1 MOBTOPSEMOCTb

Bocnpounzsognmoctb coctasnseT 100%.

MoBTOpsemocTb cocTtasnseT 100%.
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4 MEPbI MPEAOCTOPOXXXHOCTH

OpraHusauma pabotbl [UP-nabopatopun, ob6opyaoBaHune U MaTepuanbl [OMKHbI
cooTBeTcTBOBaTh TpeboBaHmsaM MOCT P MCO 15190-2023, meToanyeckmx ykasaHmn MY 1.3.2569-09
«Opranusaumns paboTbl nabopaTtopuii, UCNOAL3YKOLWNX MeToAbl amnandumKaumm HYKIEUHOBbIX
KMUCNOT, Npu paboTe C MaTepuasioMm, cogepkalinMm MnkpoopraHnsmel I-IV rpynn natoreHHoOCTU»,
c cobniogeHneMm  caHuTapHbiXx npaBua M HopMm  CaHluH 3.3686-21  «CaHuTapHo-
annageMmmnonornyeckmne TpebosaHus no npodunakTuke MHGOEKUNOHHbIX 6onesHen».

HenseecTHble 06pa3subl paccCMaTpMBAOTCS KakK MoTeHuManbHO-onacHble. MNMpu paboTte ¢
HabopoM peareHTOB c/leayeT HageBaTb 04HOpPa30Bble nepyaTkm 6e3 Tanbka.

Mpn pabote ¢ mMmkpoopraHmuamamu I-IV rpynn natoreHHocTu BbI6GOp TUNa 3aWMTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYA/bHOWM 3aWMTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHUTapHbIMK Npasuiammn n Hopmamm CaHllunH 3.3686-21 n onpepensieTcs BUAOM
B0o36yauTens, pabouel 30HOI, OCHaweHneM ee 6okcamun buonornyeckon 6eonacHoOCTuU.

CnepyeT UCcnonb3oBaTh TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPO6bmpKM.

He ponyckaeTcs WCNOMb30BaHWE OAHMX W TeX e HaKOHEeYHMKOB npu obpaboTtke
pa3nnyHbix o6pa3uos bnonorMyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB JOMycCKaeTcs nepcoHan, obydeHHbIn MeToAaMm
MOJIEKYNIAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-AMArHOCTMYECKON nabopaTtopun.

Boinenenvne AHK cneayet nposBoanTb B Hokcax buonormyeckon 6esonacHoctu II knacca.
MoaroTtoBky k MLP c ncnonb3osaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4yMcne A03aTopos,
WTaTMBOB, N1labopaTOpHOM MOCyAbl, XaslaToB, rO/IOBHbIX y6OpOB M Mp., a TakXe pacTBOpPOB
peareHToB U3 O4HOro NMoOMeLWeHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTopuax) n NpoMapKMpOBaHbI.

Ncnonb3oBaHHble OAHOpAa30Bble MPUHAANEXHOCTM (MPOBbUMPKKM, HAKOHEYHUKM WU Aap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep A9  MeAMUMHCKMX  OTX0A0B,  CoAepXXaliui
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLlEeHNS, B KOTOPbIX MPOBOANTCS BblAe/eHne
HK wn noctaHoska [MUP, cnepyetr obsizatenbHO, A0 M nocne nposeaeHuss pabot, obnaydatb
C nomoublo bakTepmumaHbIX YCTAHOBOK B TeueHune 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTtaTtuebl, obopyaoBaHue u 4p.)
eXXegHeBHO MoABepratoT BfaxHon ybopke C MpUMEHEHMEM Ae3nHPUUUPYOLWMX/MOKLWMX

CpeacCTB, periaMeHTUpPOBaHHbIX CaHUTapHbIMW NpasuiamMu n Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TX0A4bl C NpoaykTamu MNLP Heo6xoanMo ToNbKO B 3aKpbITOM BUAE.
He ponyckaeTca oTKpbiBaTb NpPO6MpPKKU nocne amnamdukauum, Tak Kak 3TO MOXeT MpPUBECTU K

KOHTaMuHaumun npoayktamm MUP (MY 1.3.2569-09).
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Mpn ucnonb3oBaHuM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopumn
obpasylTcs oTX0oAbl Kfhacca B, KOTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbIX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-3anuaeMuonormyeckme
TpeboBaHUS K coaepXaHUIO TEPPUTOPUIN TOPOACKUX U CEMbCKUX NOCENEHUI, K BOAHbIM 06beKkTaM,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMocdepHOMy BO34yXY, MO4YBaM, XMWUJbIM
noMeLleHnsaM, 3KCnyaTaunum nNpousBOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEeHUA, OpraHu3aunm u

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKMNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hanunuue/otcyTcTrBue

KoMnoHeHT Habopa OMacHoOro KOMMNOHeHTa

peareHToB

®dacoBka S

®dacoska U

YKasaHue Ha pUCKM

Cmecb ansa amnandukaumm,

HeT onacHbIx

3anevyaTaHHas napaguHoOM BeELecTB
HeT onacHbIX -
PacTteBop Tag-nonnmMepassbl -
BeELecTB
HeT onacHbIX -
MunHepanbHoe Macno -
BellecTB

HeT onacHbIX -
CMecb ana amnnudumkaumm -

BELLECTB
HeT onacHbIX -
Monnmepasa TexHoTaq MAX -
BELLECTB
HeT onacHbIx -
nup-6yde -
LiP-6ycbep BELLECTB

He knaccnduumpyetcs kak
onacHbI Ans 340pOBbS
yenoBeKa U oKpyxXatoLleln cpeabl

MonoxuTtenbHbI
KOHTPO/bHbIN 06pasel

A3up HaTpua
MmeHee 0,1%

A3up HaTpua
MmeHee 0,1%

MNpu paboTe c HabopoM peareHToOB ClefyeT MCMOJ/Ib30BaTb CPEACTBA MHAUBUAYANbHOM
3alunTbl AN NpeaoTBpalleHUss KOHTaKTa C OpraHu3MoM 4yenoBeka. [locsie oKOH4YaHusa paboThbl
TWATeNbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXeW, rnasaMmm U CiM3nctbiMn 060/104KaMu.

MpM MCNONb30BaHWK NO Ha3HAUYEHMUIO U COBMAEHUN Mep NPeaoCTOPOXHOCTU KOHTAKT C
OpraHU3MOM YesloBeKa UCKJTIOYEH.

He ncnonbsoBaTtb Habop peareHToB:

- NpW HapyLLIEHUM YCNOBUIA TPAHCNOPTUPOBAHUA U XPAHEHUS;

- npyM HECOOTBETCTBMM BHELIHEro BMAa PpeareHTOB, YKasaHHOro B nacnopTe Kk Habopy
peareHToB;

- Npu HapyLIEHUWN BHYTPEHHEN YyNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo UCTEYEHUNIO CpOKa roAgHOCTM Habopa peareHToB.

MpumeyaHue - Habop peareHTOB He COQEPXKMUT MaTepuanoB 6MONOrMUYECKOr0 MPOUCXOXAEHWS,
BELLECTB B KOHLEHTpaUuax, o6nagatolmx KaHLeporeHHbIM, MyTareHHbIM AEACTBUEM, @ TaKXe BAUSAIOLLMNX
Ha penpoayKTUBHYIO (YHKLUUIO yenosBeka. [pyM MCNONb30BaHUM MO HA3HAUEHWUIO U COGMIOAEHUM Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn pabote c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

dacoBka S
AO3UpOBaHue

O6o0pyaoBaHMe, peareHTbl U pacxoaHble MaTepuanbl

cTpunbl | Npobupkun YHoe asToMaTisn-
P P P Py poBaHHOE
MLP-6okc ha aa Aa na
aMnaunduKaTop C AeTeKLMen B pexnuMe peanbHOro spemMeHnt aa aa aa aa?
MUKPOLEHTPpUdYra-BOpTEKC ha Aa na Aa
OTOp AN MUKPOULEHTPUGYrM-BOpTEKCA AN CTPUMOBAHHbIX

poTop p pudy P P na3 HeT HeT HeT
npobmpok o6LEmMom 0,2 Mn
XONOAMNBHUK C MOPO3USIbHOW KaMepoW ha Aa ha Aa
WTaTMB «paboyee MecTo» A5t Npobupok o6béMomM 0,2 Mn HeT Aa na* HeT
WTaTMB «paboyee MeCcTo» AJsi CTPUNOBAHHbLIX NPOB6UPOK 3

N aa HeT HeT HeT
06bémom 0,2 mn
wraTnB «paboyee MmecTto» Ans npobupok o6béMomMm 1,5 mn aa aa Aa aa
[03aTopbl MEXaHNYEeCKNe U 3N1EKTPOHHbIE NepeMEHHOr0
o6béMa oaHOKaHanbHble, No3sonsaowme otTbmpaTb 06BHEM na na na aa

x»uakoctn 2,0-20 mkn, 20-200 Mk, 200-1000 mkn
OAHOPa30Bblie HAKOHEYHUKM C PUNbLTPOM Ans
nonyaBTOMaTU4ecKMX A03aTopoB, cBoboaHble oT PHKas un aa aa aa aa
OHKa3, 06béMoM 20 MKnN

OAHOPa30Bble HAKOHEYHUWKM AN NOJSlyaBTOMaTUYeCKmX

Ao3aTtopos, cBobogHble oT PHKa3 1 [1HKa3, o6bémom na aa na aa
200 mkn, 1000 mkn
WTaTMB ANa A03aTOpPOB na na na na

npobupkn MUKpoueHTpudyxHble 06bEMoM 1,5 Mn
C Kpblwkamu, ceoboaHblie oT PHKa3 u [1HKas3
npobupkn amnangukaumoHHble o6vEéMomM 0,2 Mn
C Kpblwkamu, ceoboaHble oT PHKa3 u [1HKas3 HeT HeT aa HeT
unu MukponnaHwet MLUP 96 nyHok?>

OAHOpa30Bble NepYyaTkM MeanumnHckmne, 6e3 Tanbka,
TEKCTYpPUpPOBaHHbIe

éMKOoCTb Ans cbpoca Ncnonb3oBaHHbIX HAKOHEYHUKOB,
Npo6bupoK 1 Apyrux pacxofHblX MaTepuanos

TpaHcnopTHasa cpega (Npu HeobXoAMMOCTH), pEKOMEHAYeTCS
MCrMoNb30BaThb TpaHCMoOpTHY cpeay ans éunonpob CTOP-O, na na na na
000 «OHK-TexHonorusa TC», Poccusa, PY N2 P3H 2020/9640
dusnonormnyeckmin pactsop (0,9% NaCl) ctepmnbHbIn

Aa Aa Aa Aa

Aa Aa Aa Aa

Aa Aa Aa Aa

aa aa aa aa
(npn HeobxoamMMocCTH)
YcTpoiicTBOo fo3mpytowee ATCTpum
no TY 9443-005-96301278-2012 B BapunaHTe UCNOSHEHUS
HeT HeT HeT na
12M1 uvnm 15M1, OO0 «HINO AHK-TexHonorusa», Poccus,
PY N¢ P3H 2015/2982, panee no Tekcty - ATcTpmm
0ZHOPA30Bble HAaKOHEYHUKM C PUNLTPOM AN 4O3UPYIOLLErO
ycTponctea ATcTpum B KoMniekTaumm *M1, cBoboaHbie OT
i HeT HeT HeT na
PHKa3 n HKa3, 06béMomM 200 MK MAnM peKoMeHAOBaHHbIE
A1 @HANOMrMYHOro NCNOsb3YEMOro A03UPYHOLLErO YCTPOMUCTBa
YCTpoIMCTBO AN15 3anedaTbiBaHMS nnaHweTosB [Tnak, 6
HeT HeT ha aa
000 «HMNO AHK-TexHonorus», Poccus
eHTpudyra ¢ RCF He Huxe 100, c apanTepom Ans
UeHTpUdy (9) , C ajanTepom A et et nab na
MWUKpPOMAaHLWEeTOB
nosiMMepHas TepMornEHKa ANs 3anedaTtbiBaHNsS MUKPOMJIaHLLETOB HeT HeT nad na
MukponnaHwet MNP 384 nyHku HeT HeT HeT na
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dacoBka U,

®dacoBka S
O60pynoBaHMe, peareHTbl U pacxofHble MaTepuasbl Ao3MpoBaHue
CTpunbl | Npobupkn | pydHoe aBTOMaTU3U-
poBaHHOE

Habop/KOMMNNEKT peareHToB ANns BblaeneHns HK u3 6uonornyeckoro Mmatepmana’ pekoMeHayTcs:

- KoMnneKkT peareHToB ANS BblAeNeHUs HYKIenHoBbIX kncioT NMPOBA-HK/MPOBA-HK-MOC

rno TY 9398-035-46482062-2009 B ¢popmMe komniekTaumm: komnnekt NMPOBA-HK,

000 «[OHK-TexHonorusa TC», Poccusa, PY N2 ®CP 2010/08867;

- KomnnekT peareHToB ansa sbigenenms AHK no TY 9398-037-46482062-2009 B popme
komnnektaumn: NPOBA-I'C, 000 «HK-TexHonorus TC», Poccusi, PY N2 ®CP 2010/08696;

- Habop peareHTOB AN4 BblAENEHNA HYKNEeMHOBbIX kucnoT NMPOBA-MY no TY 9398-088-46482062-2016
B bopme komnaekTauum NMPOBA-MY-PANMNA, OO0 «AHK-TexHonorus TC», Poccus,

PY N2 P3H 2017/5753;

- KomnnekT peareHtoB ans sbigenedns AHK MPOBA-PAMNA no TY 9398-015-46482062-2008,

000 «[HK-TexHonorus TC», Poccusi, PY N2 ®CP 2008/02939;

- Habop peareHToB Ans sbigeneHns AHK yenoeeka, 6aktepuii, BUpycoB 1 rpnboB u3 6Monornyeckoro
MaTepuana 4yenoBeka M KynbTyp MnkpoopraHusmos (MPOBA-OMNTUMAS

no TY 21.20.23-124-46482062-2021, OO0 «[HK-TexHonorus TC», Poccus, PY N2 P3H 2022/17496;

- Habop peareHToB ans sbigeneHna OHK MPOBA-MY MAKC no TY 21.20.23-106-46482062-2019,
000 «[OHK- TexHonorus TC», Poccus, PY N2 P3H 2021/14391.

JononHutenbHo ansa npenobpabotkun un Bolaenenms AHK n3 6uontatos/nyHKTaToOB C UCNO/b30BaHUEM
komnnektoB peareHToB NMPOBA-HK n MPOBA-TC:

6okc 6uonornyeckon 6eszonacHoctn II knacca

ueHTpudyra ans npobupok o6vémom 1,5 mn, ¢ RCF(g) He Huxe 12000

TepMoCTaT TBepAOTENbHbINA, NOAAEPXUBAOLWMIA TemnepaTypy 65 °C

aNneKTpuYeckuii nabopaTopHbI acnMpaTop C KOs160N-N0BYLWKON ANS yAaneHUs HafoCagouHbIX
XUAKOCTEN

OAHOpas3oBble HaKoHeYHWKK 6e3 dunbtpa, ceoboaHble oT PHKa3 n [1HKas, ansa anekTpuyeckoro
nabopaTtopHoro acnupartopa

X0N0ANNBHUK C MOPO3UIbHON KaMepom

MUKPOLIEHTpU Y ra-BopTeKC

npobupkn MMKpoLeHTpudyxHble 06bEMoM 1,5 Mn ¢ kpbiwkamn, ceoboaHble oT PHKas3 n JHKa3

wraTnB «paboyee MmecTto» Ans npobupok o6béMomM 1,5 mn

[03aTOpbl MEXaHMYEeCKME WU SNEeKTPOHHble NepeMeHHOro o6béMa ogHOKaHanbHble, NO3BONAOWME
otbupaTb 06béMbI xmMakoctn 20-200 mkn, 200-1000 Mkn

0AHOPa30Bble HAKOHEUYHUKN C DUIbTPOM AMS NOJlyaBTOMaTUUYECKNX A03aTOpPoB, cBo6oAHble OT PHKas u
OHKa3, o6bémom 200 Mk, 1000 mkn

LITAaTUB ANS A03aTOPOB

O0AHOpa30Bble NepyaTku MeauuuHcKkme, 6e3 Tanbka, TEKCTYPUPOBaHHbIE

€MKOCTb AN18 c6poca MCMONb30BaHHbIX HAKOHEYHUKOB, NPOBMPOK 1 APYrUX PacXoAHbIX MaTepuanoB

nesnHdnumnpyowmin pacteop

dusnonornyecknin pacteop (0,9% NaCl) ctepunbHbIin (Npyn HEO6X0AMMOCTH)

TpaHcnopTHas cpeda (Npy Heob6xoaMMOCTH)

MpumeuaHusa k Tabnuue:
1 - panee no TekCTy — AeTeKTUpYIoWMi amnamdukaTop; TpebyeMble NapaMeTpbl AETEKTUPYHOLLNX
aMnNAMdnUKaTopoB yKasaHbl HUXe

2 - TONbKO AeTeKTUpyloWwmMii amnandmkatop «ATnpaims» (Moandukauusa OTnpanm» *X*),
000 «HMNO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229

- He UCNonb3yeTca ANg AeTeKTupyouwero amnandukartopa Rotor-Gene Q

TOJSIbKO MpPW NCMOSIb30BaHMN NPO6MpoK

He MCNOoNb3yeTca AN AeTeKTMpYoWmMX aMmnnudunkatopos «ATnant» n Rotor-Gene Q

TOJSIbKO MPWU MCMONb30BaHNN MUKPOMJIAHLWETOB

- BO3MOXHOCTb MCMo/b30BaHMs Habopa/komnnekTa peareHToB 414 BblageneHna AHK
Human herpesvirus 6 onpegensietca Buaom 61MonorM4eckoro Mmatepumana

8 - nnga Bbiaenenma AHK u3 KpoBu ToNbKO B BapuaHTe ucnonHenusa NMPOBA-OMNTUMA MAKC

~N (o)} w B w
1
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Habop peareHTOB NpUMEHSETCS C AETEKTUPYOWMMKM aMnandmKkaTopaMmn nNaaHLWETHOro n
pPOTOPHOrO TMNA C CUCTEMOM petekumn (ryopecueHTHOro CUrHana B pexXuMe peanbHOoro
BPEMEHU, 3apPErncTpuUpoBaHHbIMM B YCTAaHOBJIEHHOM nopsake B P® M COOTBETCTBYHOLWMMMU
cnepyowmM TpeboBaHUSaM:

- obecneumnBaeTtca paboTta ¢ 06beMOM peakuUMOHHON cMecn 35 Mkn (dacoBka S) mnm 18 Mkn
(dacoska U);

- obecneunBaetcsa pabota c dnyopodopamm: Fam, Hex (Vic);

- nogorpesaeMasl Kpbilwka ¢ TemnepaTtypon 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb oxJlaxaeHus He meHee 1 °C/c;

- TOYHOCTb MoAAepXaHUs U 0A4HOPOAHOCTbL TeMnepaTypbl He 6onee £ 0,4 °C.

Ona pabotel ¢ HabopoM peareHTOB BalMAMPOBAHbI Chedylolne AeTekTupylowme
amMnaudunkaTopbl:
- AMnnudukaTop getektmpyrowmn «ATnpanm» no TY 9443-004-96301278-2010 (Moamndmkaums
«ATnpanm *M*»), OO0 «HIMO OHK-TexHonorusa», Poccus, PY N2 ®CP 2011/10229, pganee no
TekcTy - «ATnpaim»;
- AMnnndukaTop getektupyrowmin «ATnparim» no TY 9443-004-96301278-2010 (Moandmkaums
«ATnpanm *X*») 000 «HMNO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229 (Tonbko Ans
Habopa peareHToB B (hacoBke U Ans aBTOMaTU3MPOBAHHOIO A03MPOBaHUSA), Aanee Nno TeKCTy -
«ATnpanm» B Mmoandukaummn «ATnpanm *X*»;
- AMnnudukaTop aetekTupyowmn «ATnant»> no TY 9443-003-96301278-2010 (Moandukaums
«ATnant *S*»), 000 «HNO OHK-TexHonorusa», Poccus, PY N2 ®CP 2011/10228 (Tonbko Ang
Habopa peareHTOB B acoBke S; B ¢dacoBke U ans py4yHOro A03MpoBaHUS MpU UCMNOb30BaHUK
npobunpok), fganee no Tekcty — «ATnant»;
- Mpnbop ans nposeAeHUs NOIMMEPA3HOW LENMHOMN peakumn B pexunMme peasibHoro BpeMeHu
Rotor-Gene Q, QIAGEN GmbH, TepmaHus, PY N2 ®C3 2010/07595 (Tonbko panss Habopa
peareHTOB B acoBke S, npobupku; B dacoske U 4515 py4HOro A03MPOBaHUSA NMPU UCMOMb30BaHUN
npobupok), aanee no Tekcty - Rotor-Gene Q;
- Tepmoumknep ans amnamdukaumm HyknemHosbiX kucioT 1000 ¢ MoayneM peakuMOHHbIM
ontnyeckmm CFX96 (Optical Reaction Module CFX96), buo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, ganee no Ttekcty - CFX96;
- AMnnndukaTop  HykneuHoBbiX  kucnot  Applied  Biosystems  QuantStudio5 ¢
rmbpunansaumoHHoO-dyopecueHTHON aeTekunen npoaykTos MNLP B pexuMe peasbHOro BpEMEHMU,
«Jland TekHonogxunc Xonguurc Mre. JIta.», CuHranyp, PY N2 P3H 2019/8446, nanee no TeKCTy -
Applied Biosystems QuantStudio 5.

Mo BonMpocaM MpUMEHEHUS AETEKTUPYHOLUMX aMnIndUKaATOpPoB, HE yKa3aHHbIX Bbille,

Tpe6yeTc9| cornacoeaHue C npon3BoanTENIEM Ha6opa peareHTos.
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Ona wnccnepoBaHMs MCMNONb3yOT KPOBb, CAMHHOMO3rOBYH XWAKOCTb, 6uonTtaTtbl wmam

MYHKTATbl U3 O4aroB NMopa>XeHumd opraHoB U TKaHeVI, Ma3Ku CO C/IN3NCTOMN POTOrNOTKK, CJTIOHY.

6.2 O6bwme TpeboBaHus

6.2.1 NccnepoBanHme w™etogoMm [UP oTtHocmTCcs K npsiMbiM  MeTodaM nlabopaTopHOro
nccnenoBaHus, MoaToMy B3siTMe 6uonormyeckoro Mmatepuana 4denoBeka Heobxoammo
npoBoAMTb W3 MeCTa JioKanmsaumm MHGEKUMOHHOro npouecca. PeweHne o
Heob6Xxo0aMMOCTN nccrenoBaTb TY WM UHYIO NOKaanU3aumMio NpUHMMaeT Aedawmi Bpay Ha
OCHOBaHMK CObpaHHOro aHaMHe3a N KJIMHUYECKOM KapTuHbl 3aboneBaHus.

6.2.2 [ns nony4YeHMs KOPPEKTHbIX pe3ysibTaToB 60/bloe 3Ha4YEHME MMEET KayecTBO B3ATUSA
obpasua 6uomaTepmana ANS UCCNeAOBaHWUSA, €ro XpaHeHwe, TpaHCrnopTMpoBaHue U
npeaBaputensHas obpaboTka.

Mpn HeobxoammocTn B3ATUS 6uMoMaTepmana U3 HECKONbKUX 6MOTOMoB NoBTOPUTE
npoueaypy, Kaxabli pas 3abupas matepuan B HOBYO Npobupky.

HenpaBunbHoe B3aTne bnomatepuana MOXET NPUBECTU K MONYYEHUIO HEAOCTOBEPHbIX
pe3y/bTaToB W, BC/IeACTBME 3TOM0, HEO6XOANMMOCTU €ro NOBTOPHOIO B3SATUS.

6.2.3 Ha »3Tane noarotoBkuM 6uoMaTepmana MWCNONb3yWTe OAHOPA30Bble HAKOHEYHWUKU
Cc ¢punbTpoM, cBoboaHble oT PHKa3 1 [IHKas.

6.2.4 [ns npenoTtBpalleHMs KOHTaMMHaUMW OTKpbIBaWTE KpPbIWKY TONbKO TOM Npobupku, B
KoTopyto byaete BHOCUTb Buonormyeckmin Matepman, u 3akpbiBante ee nepen pabortomn

CO cneaytowen Nnpobupkoi.

MpuMmeyaHne - B3aTue, npeaBapuTenbHyto 06paboTKy, XpaHeHMEe U MepeBO3KYy, nepeaavy
nuccriegyemMoro MaTepuana B Apyrve opraHusaumy oCyLLeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[IOKYMEHTaM, PpErnaMeHTUpyoLWMM BbINO/IHEHNE WCCNEA0BaHUI B COOTBETCTBUM C TpeboBaHMAMU
MY 1.3.2569-09 n CaHnllnH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tllepen BbigeneHnem [OHK wMoxeTr noTpeboBaTbCs mnoarotoBka o06pa3uos

éunonormnyeckoro Mmatepuana (6.5).

6.3.1 TNepudepnueckas KpoBb
B3ATne ™MaTepmana nNpoBOAUTCA B COOTBETCTBMU C MHCTPYKUMAMM MO MNPUMEHEHMUIO
ncnonb3yeMbiX HabopoB/KOMNNEKTOB peareHToB An4 BblaeneHns HK (7.1).
OrpaHuuyeHme Metopal: BHYTPUBEHHbIE MHBEKLMM renapuHa, MHDY3UM npenapaTos

A9 napeHTepasibHOro NUTaHuUsa — MeHee YyeMm 3a 6 4acoB A0 UccneaoBaHuUs.

1 - ecnu 3TO He MNpPOTUBOPEYUT TPeboBaHUSAM K WUCMOMb3yeMblM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK
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6.3.2

6.3.3

CnMHHOMO3roBas XuAKoCTb, C/OHa

B3ATne ™MaTepmana nNpoBOAUTCA B COOTBETCTBMU C MHCTPYKUMAMU MO MNPUMEHEHUIO
ncnonb3yemblXx HabopoB/KOMMNEKTOB peareHToB Ans BbiaeneHns HK (7.1).
BuonTaTbl/NyHKTaThI

B3aTne ™MaTtepuana npoBOAUTCS B COOTBETCTBMW C WMHCTPYKUMSMM MO MNPUMEHEHUIO
NCNonb3yeMblix HabopoB/KOMMNIEKTOB peareHToB Ans sbigenenms HK (7.1).

Mpwn ncnonssosaHuu ans soiaenennsa JHK komnnektos peareHToB NMPOBA-HK n NMPOBA-IC:
B3atne wMaTepmana npoBoaAMTCA B OAHOpasoBble npobupkn ob6bEMOM 1,5 Mn
C TPAHCNOPTHOM Cpeaol, npeAHasHa4YeHHoW npoussoanTeneM A4S TPaHCMOPTUPOBAHUS

n xpaHeHuns obpasuos 6monormyeckoro matepmana gng NLUpP-nccnegosaHni.

6.3.4 Masku Co C/IM3UCTON POTOr/I0TKMU

B3ATne Matepmana OCyLeCTBAAT C MOMOLWbIO CreunanbHbiX MEeANUMHCKUX U3LENUN,
UMELLMX PErnMcTpaunoHHble YAOCTOBEPEHUS, COMIACHO YCTAHOBIEHHOW B 3aBMCUMMOCTH
OT UCTOYHUMKa buonornyeckoro Matepuana npoueaype (Hanpumep, 30HA MeAMUNHCKUN
0AHOpa30BbI cTepuabHbIi PY N2 P3H 2021/13989).

OrpaHuuyeHme metopaal: MecTHoe NMpuMMeHeHWe NleKapCTBEHHbIX MpenapaTtoB (crpew,
Kanau, KpeMbl 1 Masn) MeHee, YeM 3a 24 4aca A0 uccnenosaHums. Npu ncnonb3oBaHUM
aspo3o0sien 1 Apyrmx opM feKapcTBEHHbIX NpenapaToB A/ MHransuMin npu neyeHnu
6poHxXManbHOM acTMbl MaTepuan Ans nccnegoBaHuii cneayet 6patb He paHee, YeM yepes

TPW 4YacCa nocne nHranaumnn.

BHUMAHME! B3aTtue matepuana B npobupku c peaktmsoMm «IMPOBA-PAMWA» n nnsmnpyowmm

pacTBOpoM M3 cocTaBa Habopa peareHToB MPOBA-OMNTUMA oCyLlecTBAsSeTcs CyXuMM 30HAOM!

Heob6xoanmMo UCKNOUYNTb KOHTaKT pacTtBOpoOB C KO)KEl‘;I, rnasaMm n CnmM3ncTbiMmn obonoukamm. Mpwn

KOHTAaKTE HEMEAZIEHHO MPOMbITb MOpa>XXeHHOoEe MECTO BOAOWN U O6paTMTbCﬂ 3a MeauUMHCKOM

MOMOLLbIO.

Mopsaok B3ATUS MaTepuana:

Mocne B3ATUS MaTepuana nepeHecuTe 30HA4 B NpobUpKY C PU3NOIOrMYeCcKMM pacTBOpPOM,
peaktnsoMm <«MPOBA-PAMNA», nu3npylowmM pacTBOPOM WAWM TPAHCMOPTHOW Cpeaow,
rnpegHasHayeHHOMW npom3BoauTenemM Ansi TPpaHCNoOpPTUPOBaHMUS U XpaHeHus o6pasuos
6uonornyeckoro matepuana ans [LP-uccnegoBaHnini, U TwaTenbHO MNPOMOMNTE €ro
B XMAKOCTU B TeueHme 10-15 ¢, nsberasa eé pasbpbiarnanus.

N3Bnekute 30H4 W3 pacTBopa U, BpawaTesbHbIM ABMXKEHMEM MpUXUMasas ero
K BHYTpEHHEeN CTeHKe NpobupKK Bbillie YPOBHS pacTBoOpa, OTOXMUTE N3ObITOK XMAKOCTHW.
MONHOCTbLIO yAanuTe 30HA4 U3 NMPobUpKM N yTMnmsnpymnre.

MNOTHO 3aKpoKnTe N MPOMapKUpynTe NPobUpKy.

1 - ecnu 3TO He MNpPOTUBOPEYUT TPebGoBaHUSAM K WUCMOMb3yeMblM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK

16



HHV-6 | WHCTpYKUMSA NO NPUMEHEHUIO | 447 ot 19 pekabpsa 2024 ropa 4 ﬂHK'TEXHﬂﬂﬂr“ﬂ

6.4 TpaHcnopTupoBaHMe N XpaHeHue obpa3uoB bMonornyeckoro Matepmana

YcnoBus TpaHCNOPTUPOBaAHMS M XpaHeHus obpa3uoB 6HGuonornyeckoro Martepuana
onpeaenstTcs MHCTPYKUUSIMW MO NPUMEHEHMIO MCMONb3yeMblX HAbOpPOB/KOMMNEKTOB peareHToB
ans sblgenedns HK (7.1) nnm ncnonb3yeMbix Ans TPaHCNOPTUPOBAHUS U XpaHeHuns obpasuos
TPAHCMOPTHbIX cpea.

Jonyckaetca XxpaHeHune o6pa3uoB 6umonormdeckoro MaTtepuana npu TemnepaTtype
oT 2 °C go 8 °C He 6onee 24 4. B cnyyae HEBO3MOXHOCTU AOCTaBKM MaTepuana B nabopatoputo
B TeYEeHMe CYTOK A0MyCcKaeTcsq O4HOKpaTHOE 3aMopa)XuBaHnue Matepuana. JonyckaeTca XxpaHeHue
3aMOpPOXEeHHOro Matepuana npu temMmnepaTtype oT MUHyc 22 °C go MmHyc 18 °C B TeueHune ogHoro
Mecsiua (ecin 310 He npotuBopeunt TpeboBaHMAM K KCMoOSb3yeMbiM HabopaMm/KOMMNAeKTam
peareHToB A1 BblaeneHna HK wmnu uncnonb3yembiM AN TPaHCANOPTUPOBAHMSA W XpPaHEHWUs

06pa3uoB TpaHCNOPTHbIM cpeaam).
BHUMAHME! Cnepyet nsberatb NOBTOPHOIO 3aMOpa)nBaHns 1 oTTtameaHus obpasuos.

6.5 MoarotoeBka 6uonornyeckoro Matepuana yenoseka s eobigenenms HK

6.5.1 Tlepudepunyeckas KpoBb, CMNMHHOMO3roBasi XWAKOCTb, C/HOHA, Ma3ku CO C/AN3UCTOWN
pOTOr/I0TKM
MoarotoBka 6uonormyeckoro Matepuana (NpuM  Heobx0AMMOCTM)  MNPOBOAMTCSA
B COOTBETCTBMW C MHCTPYKUMSAMM MO MPUMEHEHUIO UCMNOSb3YEMbIX HabOpOB/KOMMIEKTOB
peareHToB Ans BbigeneHusa HK (7.1).

6.5.2  BbuonTaTbl/NyHKTaThbI
MoarotoBka 6uonormvyeckoro Matepuana (NpuM  HeobxoAMMOCTM)  MNPOBOAMUTCSA
B COOTBETCTBMWU C MHCTPYKUMSAMM MO NMPUMEHEHUIO UCMNOb3YeMbIX HAabOpoB/KOMMAEKTOB
peareHToB Ans BbigeneHna HK (7.1).
Mpu ncnons3osaHunun ans sobigenennsa JHK komnnektos peareHToB NMPOBA-HK n NMPOBA-TC:

6.5.2.1 BcTpsaxHuTe npobupku ¢ 6uomatepmasnioMm Ha MMKpoueHTpudyre-BopTekce B TeyeHue

3-5 ¢ 1 ueHTpudyrnpynte Ha MmkpoueHTpudyre-sopTekce B TeveHume 3-5 C.
6.5.2.2 Yoanute Hapocaao4YHYH XUAKOCTb.

O6pa3zeuy rotos ansa sbigenenna AHK (7.2).
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7 NMPOBEAEHUE AHAJTU3A

7.1 Bboigenenne AHK 13 6mMonormyeckoro matepuana

Ons BbigeneHns OHK pekoMeHAyeTCS MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMeloLme permncTpaunoHHbIe YA0CTOBEPEHUSA Ha MEANLIMHCKOE n3aenne n npeaHasHavyeHHble A4
COOTBETCTBYIOLWMNX BNAOB BuoMaTepmana c uenbtko nocneayrouero nccnegosaHna AHK metogom
MNupP, nanpumep, NMPOBA-HK, MPOBA-I'C, MPOBA-M4Y-PANNA, MPOBA-PAMKNA, NMPOBA-OMNTUMA,
MPOBA-MY MAKC (Tabnuua 2).

Tabnuuya 2 - Habopbl/KOMNNEKTbl peareHToB, peKkoMeHAoBaHHble ans BblaeneHus AHK ansa

AanbHeNLwero nccneaoBaHms ¢ UCNosib3oBaHMeM Habopa peareHToB HHV-6.

MuHuManbHoe
Habop/kKoMnneKT peareHtos, PY BuomMmaTtepuan KOJIN4YEeCTBO
3J1l0aTa, MKN

CnnHHOMO3roBast XXMAKoOCTb,

6uonTaTbl/NyHKTaThI, 50

Ma3Ku CO C/IN3UCTOM POTOrNOTKU, CIOHA
CnMHHOMO3roBast XXMAKOCTb,

KomnnekT peareHToB NMPOBA-HK,
PY N¢ ©CP 2010/08867

KomnnekT peareHToB NMPOBA-IC,

PY N° ®CP 2010/08696 6MOI‘ITaTbI{I'IYHKTaTbI, 100

Ma3Ku CO C/IN3UCTON POTOrNOTKU, CIOHA
Habop peareHTtoB NMPOBA-MY-PAMNA, CnuHHOMO3roBas XuWaKocCTb, 100
PY N2 P3H 2017/5753 Ma3KW CO C/IM3UCTON POTOrNIOTKM
KomnnekT peareHToB NMPOBA-PANNA, CnMHHOMO3roBas XXUAKoCTb, 500
PY N2 ®CP 2008/02939 Ma3KW CO C/IM3UCTOM POTOrNOTKN, COHA

LlenbHas nepudepuyeckas KpoBb'? 100

Habop pearenTtoB NMPOBA-ONTUMA, CNVHHOMO3roBast XUAKOCTb,
PY N2 P3H 2022/17496 6uonTaTbl/NyHKTaTbI, 400

Ma3Ku CO C/IN3UCTOM POTOrNOTKMU

Habop peareHToB NMPOBA-MY MAKC,

PY N° P3H 2021/14391 LlenbHas nepudepunyeckas Kposb 50

Boigenenne [OHK npoBoAAT B COOTBETCTBUM C  WHCTPYKUMEN MO MPUMEHEHUIO

ncnosblyemoro Habopa/KoOMNIeKTa peareHToB.

BHMUMAHME!

1. OpHoBpeMeHHO C BblgenenHmem [OHK w3 6uonormyeckoro Martepuana Heobxoammo
NOAroTOBMUTb OTpuUaTeNbHbI KOHTPOJIbHbLIN 0bpa3el, M NpoBecTM ero 4epes BCe 3Tanbl
npobonoaroToBkn. [Ana 3TOro pekoMeHAYeTCS WMCNoAb30BaTb (HU3MOAOrMYECKMn pacTBOp MU
oTpuuUaTeNbHbIN KOHTPOJIbHLIN 0bpa3seL, Bxoasawmi B coctaB Habopa/KoMNaeKTa peareHToB 4ns
BblAE/IEHNS HYKNEUHOBbIX KWUCNOT B O06bEME, YKasaHHOM B WHCTPYKUMM MO MNPUMEHEHUIO
COOTBeTCTBYOWEro Habopa/KoMnnekTa peareHToB.

2. Boigenenne OHK mn3 6uonTaToB/MYHKTATOB C WMCMNOSb30BaHWMEM KOMIMJIEKTOB peareHToB

MPOBA-HK n NMPOBA-I'C npoBOAMTCA COMTacHO AAHHOM UHCTPYKUUK (7.2)

1 - TONbKO C NUCNONb30BaHUEM Habopa peareHToB B BapuaHTe ncrnonHeHunsa MPOBA-ONTUMA MAKC
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7.2 Boigenenmne OHK 3 6nontaToB/NyHKTATOB C MCMO/Ib30BAaHMEM KOMIMNIEKTOB peareHToB

MPOBA-HK un MPOBA-TC

7.2.1 O6bwmne TpeboBaHus

7.2.1.1 Ncnonb3yihiTe 0AHOpPa30Bbie HAKOHEYHUKM C GunbTpoM, cBoboaHble oT PHKas wu
OHKa3. Ucnonb3yeMble HAKOHEUYHUKU MEHSANTE NMpU KaxXaoM yaasieHMW pacTtBopa u3
npobupkun. Mpn paboTe c acnnpaTtopoM WMCNOMb3yNTe HakoHeuyHukn 6e3 dhunbTpa,
cBoboaHblie oT PHKa3 n JHKas.

7.2.1.2 Mpn pobasneHuMn pactBopa B Npobupky, coaepxawyto buosormyeckmin matepwvan,
BHOCMTE pacTBOp aKKypaTHO, He KacasiCb CTEHOK Npobupku. Mpu KacaHUM CTEHKMU
npobupKM CMEHNTE HAKOHEYHMUK.

7.2.1.3 Ona npenoTeBpawleHUs KOHTaMMHaAUMM OTKpbiBalTe KPbIWKY TOSIbKO ToW npobupku,
B KOTOpYto ByaeTe BHOCUTb pacTBOp WK M3 KOTOPON byaeTe yAansiTb Ha40CaA0UHYIO
XWAKOCTb, U 3aKpblBanTe ee neped paboTon co cneaytouwlen npobmpkon. He gonyckaercs
paboTaTb O4HOBPEMEHHO C HECKOSIbKMMKU MPOBUpKaMn € OTKPbITbIMU KPbiLLKaMK.

7.2.1.4 HensBecTHble 06pa3ubl M OTpMUaTEeNbHbIN KOHTPOsbHbIN 06pa3sey (K-) Heobxogmmo
obpabaTtbiBaTb N0 €4MHON CXeMe OAHOBPEMEHHO COMMacHO AaHHOM MHCTPYKUUK.

7.2.2 BbigeneHne OHK n3 6uonTaToB/MYHKTATOB C MCMNOSIb30BAaHMEM KOMIMIEKTA peareHToB

MPOBA-HK

BHUMAHME!

1. MNepen Havyanom paboTbl Heo6Xx0ANMO:

- BKKOUUTb TEPMOCTAT AN4 nporpesaHnsa 4o 65 °C;

- 0OCTaTb M3 XOJI0AWIbHWUKA KOMMJIEKT peareHToB AN BblAeNeHUs HYKIEMHOBbIX KUCAOT U
NMPOKOHTPOSIMPOBaTb OTCYTCTBME OCaakKa B NM3MPYHOLEM pacTBope. B ciyyae BbinageHMs ocagka
Heobxoanmo nporpeTb (hNakoH C AU3NPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTeNnbHO
nporpetoM o 65 °C, no nMosHOroO pacTBOpPeHUa ocajka. 3aTeM cneayeT nepemMellaTtb pacTBop
nepesopaynsaHueM ddnakoHa BBepx AHOM 5-10 pa3, wu3beras neHoobpasosaHusa. [lepen
NCNOAb30BaHMEM oxsiaauTe pacTBOp A0 KOMHATHOM TeMnepaTtypbl (0T 18 °C go 25 °C). Ocagok
TaKXe MOXHO pacTBOpUTb MpU KOMHaTHon Temnepatype (oTr 18 °C go 25 °C) B TeueHume
npubnnsntensHo 12 yacos.

2. Mpu nporpeBaHnn MNpobMPOK BO3MOXHO OTKpbiBaHME Kpbiwek! CrnegyeT Mcnonb3oBaThb
npobupkn c 3awénkmearowmmmca Kpblwkamu (Hanpumep, Eppendorf Safe-Lock Tubes) wnu
nporpaMmMmpyembie TEPMOCTaThbl C MPMXMMHOM KPbIWKON (HanpuMmep, TEpMOCTaT TBEPAOTENbHbIN

nporpammmpyembin manorabaputHoin TT-1-«AHK-TexH.», O00 «HIMO AHK-TexHonormns»).

7.2.2.1 MpomMapkupyiiTe No 04HOW 04HOPA30BOM NNACTUKOBON Npobupke o6véEMoOM 1,5 mn ans
KaXX4oro Hem3BecTHoro obpasua u ans oTpyuaTtenbHOro KoHTponbHoro obpasua (K-).
7.2.2.2 [obaBbTe B NpobupKKM € NOArOoTOBNEHHbIMKM 0bpa3uamm buontaToB/nyHKTaToB (CM.6.5.2)
M B Npobupky «K-» no 300 MK NM3MpYyOLLErO pacTBOpa, He KacasCb Kpas Npobupok.
7.2.2.3 BHecute B npobupky, npomMapkupoBaHHyt «K-», 100 Mkn oTpuUaTeNbHOro
KOHTpONAbHOro obpasua. lMNOTHO 3akporTe Npobupku, BCTPAXHUTE NPOBMPKM Ha

MUKPOLEHTPUGYre-BopTEKCE B TeueHue 3-5 c.
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7.2.2.4

7.2.2.5

7.2.2.6

7.2.2.7

7.2.2.8

7.2.2.9

7.2.2.10
7.2.2.11

7.2.2.12

7.2.2.13
7.2.2.14

7.2.2.15

7.2.2.16

7.2.2.17

7.2.2.18

7.2.2.19

BHUMA

TepMocTtaTupymnTe npobupkm npm 65 °C B TeueHne 30 MUH, UEHTpUPYrnpymTe Ha
MUKPOLIEHTpUdYyre-BopTekce B TeyeHue 3-5 c.
MNepeHecnMTe B COOTBETCTBYOLWME MPOMAPKUPOBAHHbLIE MPOBUPKN A1t HEN3BECTHbIX
06pa3L0oB HaA0CaA0YHYI0 XUAKOCTb. [Ansg npobupku «K-» nepeHoCcnTb HaA0CaA04YHYIO0
XUAKOCTb He TpebyeTcs.
[obaebTe B kKaxxayto npobupky no 400 Mkn peareHTa Ans npeumnuTaLmm, He Kacascb
Kpasi NpobmpKmM, 3aKpoinTe NpobmMpkn n BCTPAXHUTE NPobMpPKM Ha MUKpoLeHTpudyre-
BOpTeEKce B TeyeHune 3-5 cC.
LeHTpndyrnpynte npobupku npm RCF(g) 12000 - 16000 B TeveHne 15 MUH.
He 3ageBas 0cafok, MOMHOCTbIO yAanuTe HaAO0CAAOYHYK XUAKOCTb (OTAENbHbIM
HAKOHEYHMKOM M3 Kaxaowm npobupkun).
JobaBbTe kK ocagky no 500 Mkn npoMbiBOoYHOro pactsopa N91, He Kacasicb Kpas
npobupkmn, 3akpoiite NpobnpKM N akKypaTHO nepesepHUTe Npobupkn 3-5 pas.
LlenTpndyrnpyrite npobupku npm RCF(g) 12000 - 16000 B TeyeHne 5 MuH.
He 3ageBasi 0cafok, MOMHOCTbIO yAanuTe HAAO0CAAOYHYI XUAKOCTb (OTAENbHbIM
HaKOHEYHMKOM U3 Kaxaon npobupkn).
[ob6asbTe Kk ocagky no 300 Mkn npombliBOYHOro pactesopa N22, He Kacasicb Kpas
npobupkmn, 3akporTe NpobUpPKN N akKypaTHO nepesepHUTe Npobupkn 3-5 pas.
UeHTpudyrmnpynte npobupkum npn RCF(g) 12000 - 16000 B TeueHne 5 MuH.
He 3apgeBass 0cafoK, MOMHOCTbIO yAanuTe HAA0CAAOYHYK XMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM U3 Kaxaon npobupkn).
OTkponTe NpobMpKn 1 BbiCylLNTe ocafok npu 65 °C B TeueHne 5 MuH.
[obasbTe K ocagky no 50 mkn 6ydepa onsa pacTBopeHusl, 3aKkponTte Npobupku.
OcaguTte Kanau ueHTpudyrvposaHmeMm npobMpoK Ha MUKpoLeHTpudyre-BopTeKkce
B TeyeHune 1-3 c.
TepmocTtatupymnte npobupku npu 65 °C B TedeHme 10 MUH. BCcTpaxHuTe npobmpku Ha
MUKpoLeHTpudyre-sopTekce B TeyeHune 3-5 c.
UeHTpudyrupyinte npobupkm npm RCF(g) 12000 - 16000 B TeueHme 30 c.
MpenapaTt AHK rotoB K BHECEHUIO B peakUMOHHY0 cMecb ansa MLUP.
Mpenapat AHK MOXHO XpaHuUTb Npu Temnepatype oT MuHyc 22 °C go MumHyc 18 °C
He 6boniee ogHOro Mecsua WM Npu Temnepatype OT MuUHyc 72 °C go MuHyc 68 °C
He 6onee ogHoro roaa.
Mepen wvcnonb3oBaHuem npenapata AHK ana noctaHoeku [P nocne XxpaHeHus
HeobxoaAnMo pa3mopo3unTb npenapaTt AHK v oTpuuaTenbHbIM KOHTPONbHbLIN 06pa3eL npu
KoMHaTHoM TeMmnepaType (oT 18 °C go 25 °C) unu npu Temnepatype ot 2 °C go 8 °C,
3aTeM BCTPAXHYTb MNpobupkum c npenapatom AOHK 1 oTpuuaTenbHbIM KOHTPOJbHbLIM
0o6pa3uoM Ha MUKpoueHTpudyre-sopTekce B TeyeHne 3-5 c M LeHTpUdyrnpoeaTtb Ha
MUKpOLEHTpUdYre-BopTEKCE B TeyeHue 1-3 c.

lMpenapaTt AHK rotoB K BHECEHMUIO B peaKLUMOoHHY cMecb anga lMLUP.

HUE! [na npenapata AHK gonyckaeTca TONIbKO 0A4HOKpAaTHOE pa3MopaxusaHue!
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7.2.3 Boigenenne OHK u3 6monTaTtoB/NMyHKTAaTOB C WMCMNOJSIb30BAHWEM KOMMJIEKTa peareHToB
MPOBA-TC

BHMUMAHME! Tllepes HayanoMm paboTbl HEOH6XOAMMO BK/IOUUTbL TepMOCTaT AN MNporpeBaHus
Ao 50 °C.

7.2.3.1 MpomMapknpymnTe No o4HOMK 04HOPA30BOM NIacTMKoBon Npobmpke o6vé€mMom 1,5 mn ang
Ka)kaoro HeM3BeCTHOro obpasua un ans oTpuuaTenbHOro KOHTposibHOro obpasua (K-).

7.2.3.2 JobaBbTe B nNpobupknm C nNOAroToBfEHHbIMM oOb6pa3uamMm 6GMonTaToB/MyHKTATOB
(cM.6.5.2) n B npobumpky «K-» no 150 MKN AnM3npytowero pacTtBopa, He KacasiCb kKpas
npobumpok.

7.2.3.3 BHecnte B npobupky, npomMapkumpoBaHHyt  «K-», 50 MK CTEpuUSIbHOrO
du13mMonorM4Yeckoro pacTteopa uam TpaHCNOPTHOM cpeabl. MN10THO 3aKkponTe Npobupky,
BCTPSAXHUTE NpobupKkn Ha MuKpoueHTpudyre-BopTekce B TeueHume 3-5 c.

7.2.3.4 TepmocTtatupynte npobupkn npu 50 °C B TeueHume 30 MuMH, ueHTpudyrmpymnte
npobupkn Ha MUKpoueHTpUdyre-eopTekce B TeyeHme 3-5 c.

7.2.3.5 MepeHecnuTe B COOTBETCTBYHOLWME NMPOMapKMpoOBaHHble NPOBUPKK AN HEN3BECTHbIX
06pa3LoB HaA0CaA0YHYO XNAKOCTb. Ans Nnpobupku «K-» nepeHoCcnTb HaA0CaA04YHY0
XUAKOCTb He TpebyeTcs.

7.2.3.6 TwaTtenbHO pecycneHanpymTe copbeHT Ha MUKpoLeHTpudyre-sopTekce. NepesepHyB
npobupky BBEPX AHOM, ybeauTecb, 4TO COpb6EHT He 3anun Ha AHO npobupku. Mpwu
HeobXxoANMOCTM NOBTOPUTE NepemelBaHue copbeHra.

7.2.3.7 [JobaBbTe BO BCe npobupkm (Bkawuyas <«K-») no 20 Mkn npeaBapuTenbHO
pecycrneHaAnpoBaHHOro copbeHTa, He Kacasacb kKpas Npobupku, 3akporTe Npobupku n
BCTPSAXHUTE NpobUpKKN Ha MUKpoLeHTpudyre-sopTekce B TeveHne 3-5 ¢

7.2.3.8 LeHTpndyrnpynte npobupkun npu RCF(g) 12000 - 16000 B Te4eHMe OAHON MUHYTHI.

7.2.3.9 He 3apgeBass 0cagoK, MOMHOCTbIO yAanuTe HaAoCaAOYHYH >XWMAKOCTb (OTAeNbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

7.2.3.10 [OobasbTe Kk ocagky no 200 MkA npombiBOYHOro pacrsopa N°1, He Kacascb Kpas
npobupkn, 3akporte NpobUpKM U BCTPAXHUTE NpPOBMPKM Ha MUKpoueHTpudyre-
BOpTeKCe B TeueHue 3-5 c.

7.2.3.11 UeHtpndyrupymnte npobupkm npn RCF(g) 12000 - 16000 B TeueHMe O4HON MUHYTHI.

7.2.3.12 He 3ageBas 0CafoK, MOJIHOCTbIO yAanuTe HaZOCaAOYHYI XMAKOCTb (OTAEeNbHbIM
HaKOHEYHMKOM M3 Kaxaowm npobupku).

7.2.3.13 [HobasBbTe Kk ocagky no 200 MKA npoMmbiBOYHOro pacrtsopa N22, He Kkacascb Kpas
npobupku, 3akporte NpobMpKM U BCTPAXHUTE NPOOUPKM Ha MUKpoueHTpudyre-
BOpTeEKCe B TeyeHune 3-5 c.

7.2.3.14 UeHtpudyrmnpynte npobupku npn RCF(g) 12000 - 16000 B TeueHne OAHOW MUHYThI.

7.2.3.15 [obaBbTe k ocagky no 200 Mkn nMpoMbiBOYHOrO pactBopa N923, He Kkacasicb kpas
npobupku, 3akporte NpobMpKM U BCTPAXHUTE NPOOUPKM Ha MUKpoUeHTpudyre-
BOpTeKce B TeyeHune 3-5 C.

7.2.3.16 LUeHnTpudyrupynte npobmpkm npm RCF(g) 12000 - 16000 B TedeHne O4HOM MUHYTHI.
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7.2.3.17 He 3ageBas 0CafoK, MNOMHOCTbK YyAanuTe HaAOCAAOYHYI XMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM 13 Kaxaon npobupkn).

7.2.3.18 OTKpOWTE KpbIWKK NPOOGUPOK 1 BbICYyLUMTE 0canoK npu 50 °C B TedeHne 5 MUH.

7.2.3.19 [dobaBbTe k ocagky no 100 Mk an0MpYyOLLEro pacTBopa, He KacasiCb Kpasi npobupku,
3aKponTe npobuMpkM U BCTPAXHUTE Npobupknm Ha MUKpouLeHTpudyre-sopTekce
B TeyeHune 5-10 c.

7.2.3.20 TepmocTtatupymnte npobmpku npu 50 °C B TeyeHne 5 MuH.

7.2.3.21 UeHnTpudyrupynte npobmpkm npm RCF(g) 12000 - 16000 B TedeHne O4HOW MUHYTHI.

Hagocago4yHas »XWUAKOCTb, coaepxawasa sBblaeneHHyto [AHK, rotoBa kK BHeceHUIO B
peakuMoHHYto cmecb ans MLUP.

Mony4yeHHbin npenapat OHK MOXHO XpaHuUTb A0 7 CyTOK npu Temnepatype ot 2 °C
0o 8 °C. lMepen ucnonb3oBaHmneM npenapata AHK anga noctaHosku MLUP Heo6xoanMo NoBTOPUTL
7.2.3.20 — 7.2.3.21.

Ecnm obpaseu npeanonaraetcs xpaHuTb 6onee 7 CyTOK, MepeHecuTe HagoCafouHYHo
XXUAKOCTb B OTAE/bHYI0 ogHOpa3oByto Npobupky. bonee 7 cytok npenapat AHK cnegyeT xpaHutb
npwn TemnepaTtype oT MUHYC 22 °C o MmnHyc 18 °C.

Cpok xpaHeHusa npenapata AHK npu Temnepatype oT MuHyc 22 °C ao MuHyc 18 °C -
He 6onee 6 MecAaLeB.

Mepen wcnonb3oBaHueMm npenapata AOHK ana nocraHoekm TUP nocne XxpaHeHus
HeobxoanmmMo pasmMopo3uTb npenapat AHK u oTpuuaTenbHbIi KOHTPOJbHbLIM obpasey npu
KoMHaTHoM TemnepaTtype (oT 18 °C go 25 °C) mnu npu temnepatype oT 2 °C go 8 °C, 3aTteM
BCTPSAXHYTb MNpobupku ¢ npenapatoMm AHK v oTpuuaTesbHbIM KOHTPOJSIbHbIM 06pasuoM Ha
MUKpOLEHTpUdYyre-BopTekce B TedeHue 3-5c u ueHTpudyrmposaTb Ha MuKpoueHTpudyre-
BOpTeKce B TeyeHue 1-3 c.

MpenapaTt OHK rotoB K BHECEHUIO B peakUMOHHY cMecb ans MuP.

BHUMAHME! [na npenapata AHK gonyckaeTca ToNbLKO OAHOKpaTHOEe pa3Mopa)unsaHue!

7.3 Moarotoeka un nposeaeHue MNLP. dacoska S
BHVUMAHME!
1. Mpu npoBedeHUN BCEX MOCTeayWNX AENCTBUN cnenyeT nsberatb BO3AENCTBUS MPSAMbIX

COJTHEYHbIX ly4Yer Ha Npobupku Co cMecbto Ansd amnamdukauymnm!
2. Mpu mncnonb3oBaHum Habopa peareHTOB B BapuaHTe ucnosiHeHust «dacoBka S, CTpunbI»
cnepyet cTporo cob6noaaTe KOMMNIEKTHOCTb CTPUMOB M KPblLEK K HUM. He Ncnonb30BaTb KPbILWKK

K CTpunam u3 apyrux Habopos peareHToB!

7.3.1  [poMapKupyiiTe No oHOM NPOBUPKE/CTPUNOBAHHOM NPOBUPKE CO CMECHIO A aMnuduKaLnm,
3anevyaTaHHoOM NapaduHOM, ANA KaX[4oro HeM3BecTHOro obpasua, AN OTpULATENbHOMO

KOHTpOAbHOro obpasua (K-) u a4na nonoXxmTenbHOro KOHTpPoNbLHOro obpasua (K+).

BHMUMAHME! Konn4yecTBo peareHToB paccymTaHo He bonee yeM Ha 24 NoCTaHOBKM NpU yC10BUMK
BapuabenbHOro Kom4yecTsa HeEM3BeCTHbIX 06pa3LoB, 1 oTpMuaTebHOrO KOHTPOIbHOro obpasua

M 1 NONOXUTENBHOIO KOHTPOJSIbHOIO o6pa3u,a B Ka)J0M NOCTaHOBKe.
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Mpumep:
Heobxognmo npoaHanusmpoBaTb 4 HeM3BECTHbIX obpa3ua. [ns  3TOro  HyXHO
npoMapkmpoBaTtb 4 NpobupKn Ana Hen3BeCTHbIX 06pa3uoB, ogHY Npobupky ansg «K-» un
oAHY npobupky ansa «K+». Obwee konnyectso Npobumpok — 6.
7.3.2 BcTpaxHuTe npobupky C pacTtBopoM Tag-nonmmepasbl HA MUKpPOLEHTpUdYyre-BopTekce B
TedyeHne 3-5 c 1 ueHTpudyrnpyinte Ha MMKpoueHTpudyre-sopTekce B TeyeHue 1-3 C.
7.3.3 [dobaBbTe BO BCe NpoMapkupoBaHHble NpobupkK, He noBpexxaas cnonm napadwHa, no

10 mMkn pactBopa Tag-nonnMmepassbl.

BHUMAHME! [Mpu mncnonb3oBaHun pnsa nposeaeHus MLUP petekTupytowero amnaudukaTopa

Rotor-Gene Q MUHepanbHOe Macao B Npobupku He BHocuTcs !

7.3.4 [dobasbTe B Kaxay npobupky (npmn HeobxoanMocTn) no ogHon kanne (okosno 20 Mkn)
MMHepasabHOro Macna. HennoTHO NpuKporTe NPObUpPKU/CTpUNbI KpbIWKaMu.

7.3.5 BcTpsaAxHuTeE npobupky C MOJSIOXUTESNbHbBIM KOHTPOJIbHbIM o6pasuom Ha
MUKpOUEHTpUdyre-sopTeKkce B  TeyeHwue 3-5¢ n LeHTpudyrnpymnte Ha

MUKpOLEHTpUdyre-sopTekce B TedeHne 1-3 c.

BHMMAHME!

1. MNepen BHeceHMeM B MNpobMPKM C peakUMOHHOM CcMecbio Ana npenapata [AHK wu
OTpUUATENbHOr0  KOHTpO/SIbHOro obpasua HeobXxoAMMO  BbIMOJHWUTL  PeKoMeHpauum Mo
ucnonb3oBaHuMi  npenapata [AHK, npuBeféHHble B MHCTPYKUMM MO MPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ans BblaeneHnsa HK.

2. Mpn wucnoneszosaHmn ana Bblgenenms [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-PANWNA, MPOBA-TIC (TonbKo B Ciiy4ae, ec/u rnocse BblaeneHns HagocaaoyuHas XnaKocTb,
cogepxawas sbigeneHHyto [HK, 6bina nepeHeceHa B HOBble NPOBUPKN) BCTPSAXHUTE NMPOBUPKK C
npenapatoMm AHK n oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3LOoM Ha MUKpOLEHTpudyre-sopTekce B
TeyeHue 3-5 c u UeHTpUdyrnpymnTe Ha MMKpoLeHTpudyre-sopTekce B TeveHue 1-3 ¢

3. Mpn wncnonb3oBaHun pansa BbigeneHnsa [OHK Habopos peareHtoB [MPOBA-MY-PAMNA,
MPOBA-MY MAKC HeobxoanmMo, He BCTpsIXMBasi, LeHTpudyrnposaTb Npobupkm C npenapaToMm
OHK »n oTpuuaTtenbHbiM KOHTPO/bHbIM 06pa3sLoOM Ha MUKpPOLEHTpudyre-sopTekce B TeyeHue
1-3 ¢, 3ateMm nomecTuTb Npobupkm c npenapatom OHK B MarHuTHbIn wTatmB. B cnyuyae ecnm
nocne BblAeNeHnsa HagocaaouHas XXMAKOCTb, coaepxawasn sbiaeneHHyo JHK, 6bina nepeHeceHa
B HOBble Npobupku, cneayeTr BCTPAXHYTb Npobupku ¢ npenapatom AHK u oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOoM Ha MUKpPOLEHTpUdyre-sBopTekce B TedeHue 3-5 ¢ n ueHTpudyrnposatb
Ha MUKpoueHTpudyre-sopTeKce B TeyeHme 1-3 c.

4, 0na npenoTepalleHms KOHTaMUHauun cneayet neped BHeceHmeM [JHK oTKpbiBaTbh KpbILLKK
TONbKO Tex Npobupok, B KOTOpble ByaeT BHOCUTLCS AaHHbIM obpa3sel, U 3akpbiBaTb MX, Nnepen
BHeceHueM cregytowiero. B cnyyae ncnonb3oBaHUs CTPUNOB criefyeT 3aKpblBaTb KPbILWKY CTpUna
nocne BHeceHMs B Hero o6pa3uyoB nepea HadanoMm paboTbl CO creaylowmMM. 3akpblBaiTe
npobupku/cTpmnbl nnotHo. [penapatbl OHK © KoHTposbHble o06pasubl cneayer BHOCUTL

HaKOHEYHNKaMn C (bMJ'IprOM.
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BHecuTe B COOTBETCTBYHOLLIME MPOMAPKMPOBAHHbIE NPOGUPKM, HE noBpexaas Croun
napaduvHa, no 5,0 mkn BblaeneHHoro m3 obpasuos npenapata AHK. B npobupkwy,

rnpoMapkunpoBaHHble «K-», «K+», IHK He BHOcuKTCA.

7.3.7 BHecuTe B npobupky, npoMapkupoBaHHyto «K-», He noBpexagasa cnon napaduHa, 5,0 Mkn
OTpULATENBbHOr0 KOHTPONbLHOro obpasua, npowegwero atan sbigenenns AHK (cm. 7.1).

7.3.8 BHecute B npobupky, npoMapkupoBaHHyl «K+>», He noBpexaas cnon napaduHa,
5,0 MK NONOXNUTENBHOI0 KOHTPOSIbHOro obpasua.

7.3.9 UeHTpudyrmnpyite Bce NpobUpKWN/CTpUNbl Ha MUKPOLIEHTpUdyre-BopTekce B Te4yeHue
3-5 ¢ (npu ucnonb3oBaHun ansa nposeaeHus MLUP petekTupyrowero amnandukatopa
Rotor-Gene Q ueHTpudyrmpoBaHue He 0b6s3aTenbHO).

7.3.10 YcraHoBUTe BCe NpOBUPKN/CTpUNbI B AETEKTUPYIOLWMA amiandukaTop.

7.3.11 [ns petektupytowmx amnamdunkartopos cepmun OT:
3anyctute nporpaMmmHoe obecneyeHue getekTupytowero amnandukartopa. lNpu nepsom
npoeeaeHnn MLP 3arpysuTe COOTBETCTBYWOWMNIA TecT!. Janee u npu MocneayoLmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4ecTBO W wnaeHTuduKaTopbl o06pas3uos, B TOM 4ucne oOTpuUaTenbHOro u
MOSIOXNTENBbHbBIX KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnosioXXeHune npobupok/cTpmunos
Ha MaTpuue TepMmobsioka B COOTBETCTBMM C MX yCTaHOBKOW W nposeaute TMLP. Mpu
Bblbope TecTa Ao/mkHa oTobpaXkaTbCa NporpamMma, npuseaéHHas B Tabnuue 3.

7.3.12 [Ana petektupyowmnx amnnudukatopoB Rotor-Gene Q, CFX96 n Applied Biosystems
QuantStudio 5:

MposeaunTe MUP c yyeToM 06bEMaA peakLMOHHOM CMeCcK, paBHoOro 35 MkJ1, No nporpaMMam
amnnmndukaunm, npuBenéHHbIM B Tabnmuax 4, 5, 6 COOTBETCTBEHHO.

Tabnuua 3 - [porpamMa amnnudukaumm AN AeTeKTUpPYHLWMX aMnandukaTopos

«OTnpanm», «ATnant» (cdacoBka S)

N2 Yucno Pe>xuM onTuyeckunx
6n0Ka TeMmnepartypa, °C | MMH C T HaMepeHWii Twvn 6noka
) 80 0 30 1 Ltk
94 1 30
) 94 0 30 s Lt
64 0 15 4
3 94 0 10 45 Lunkn
64 0 15 \
4 | 94 | o | 5 | 1 | | Linkn
5 | 252 ‘ ‘ ‘ XpaHeHune ‘ ‘ XpaHeHue
\/ - PEXUM ONTUYHECKUX M3Mep6HVIl7l

1 - TecT ansa AeTekTMpylWNX aMmnandukaTopoB cepun AT co3gaércs NyTéEM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKkasaHbl B MpunoxeHun A) nnm npepoctaBnsaeTcs nponssoamteneMm Habopa peareHToB
2 - nonyckaeTtcs XpaHeHue npu TemnepaType 10 °C
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Tabnunuya 4 -TlporpamMma amnamdbukaumm ansa aetektupyrowero amnamdukaTtopa Rotor-Gene Q
(dacoeka S, npobupku)

o
Ne / Cycling TeMmnepartypa, °C / Bpem_l, c/ KonunuectBo unknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 90
94 deg 30
Cycling 2 5 times
57 deg v 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - peXuM onTUUYECKUX U3MEpPEHUIA, YCTaHOBUTb M3MepeHne dyopecueHuun (Acquiring) no KaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

Tabnuuya 5
(dpacoBku S, U)

- [Mporpamma amnamndukaumm gnsa geTekTupyrowmnx amnnmdukatopos CFX96

Bpems, Konunuecrso UMkoB
o [

N2 6noka (Step) TeMmnepartypa, °C MUH: CeK GeEmere0)

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 v 0:20
V - pexum ontuuecknx nameperuii (Plate Read), ycTaHOBUTb U3MepeHne dyopecLeHUMmM No
HeobxoanMbIM KaHanam getekumm (Fam, Hex) npu 64 °C

Tabnuuya 6 - Mporpamma amMnandukaumn ons getektTvpytowmnx amnandukatopos Applied

Biosystems QuantStudio 5 (dacoBku S, U)

Craaus NC wara Temnepatypa, °C Bpems, Konuuectso LUMKNOB
MMH: CeK (noBTOpPOB)
Craaus 1 80 01:00 1
yAepXaHus 2 94 01:30 1
1 94 0:20
Ctagusa MNupP 50
2 64 v 0:20
Vv - c60p AaHHbIX Ans HeobxoanMbix dyopodopos (Fam, Vic (Hex)) BkoueH
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7.4 Moarotoska v nposeaeHue MNLP. ®acoska U, py4yHoe Ao3UpoBaHue

BHUMAHME!

1. Ona amnandukaummn cnegyeTt Ncnosib3oBaTb O4HOPA30Bbie aMNIN@PUKALMOHHbIE NPOobMpKU
06béMoM 0,2 MA mMAM  MuKponnaHweTsl MLUP 96 nyHok!, repMeTMsnpyeMbie TEPMOMIEHKON.
He pekomeHAyeTCsi UMCMoO/b30BaTb CTPUMNOBaHHble NpobuMpkM B CBA3M C  OMACHOCTbIO
noctamnamdmKaumoHHON KOHTaMUHaLUmun.

2. Mpu npoBeaeHMN BCeX MOCieayloWNX AeNCcTBUA cnepyeT mlberatb BO3AENCTBUA MPAMbIX

COJTHEYHbIX Jly4el Ha NpPobupKM CO CMecbto ana amnandukaumm!

7.4.1 TllpoMapkupyihTte Heobxoammoe KOJMYECTBO OAHOPA30BbIX  aAMMAMPUKALUNOHHBIX
npobupok o6vEMOM 0,2 Ma wnm MukponaaHwet MUP 96 nyHOK Ans HeU3BECTHbIX
obpa3uoB, Ans oTpuuUaTeNbHOro KOHTposibHOro obpasua (K-) n ansg nonoXumtenbHOro

KOHTposibHOro obpasua (K+).

MpuMeyaHne - PekoMeHAyeTCA MOCTaHOBKA He MeHee 5 06pa3uoB B OAHOM WCCNeAOBaHUM

(3 HemzBecCTHbIX 06pa3ua, oTpMUaTeNIbHbLIA U MOIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
HeobxognMo npoaHanusampoBaTb 4 Heu3BeCTHbiXx obpa3ua. [ns 3TOro  HyXHO
npomapkupoBatb 4 npobupku/3apesepsupoBatb 4 JYHKM MuUKpoMniaHweTa And
HEen3BeCTHbIX 06pa3uoB, oaHYy NpobupKy/nyHKy ana «K-» n ogHy nNpobupky/nyHKy ans
«K+». Oblwee KonnyecTso NpobUpPOK/NyHOK — 6.

7.4.2  BcTpsixHuTe NpobupKy CO CMechbio ANns aMnanduKaumm Ha MUKpOLEHTpudyre-sopTekce
B TeueHune 3-5 ¢ n ueHTpudyrnpyiite Ha MUKpPOLEHTpUdYyre-BopTekce B TedeHume 1-3 c.

7.4.3 BHecuTe BO BCe NMpPOMapKUpOBaHHbIE NMPOBMPKKN/HEOOBXOAMMbBIE TYHKN MWKPOMIaHLIeTa
(Bkntovasa «K-» n «K+») no 6,0 Mmkn cMecn ansg amnandukaumm.

7.4.4 BctpaxHute npobupkmn ¢ [MUP-6ycdbepom w©n nonumepason TexHoTaq MAX Ha
MUKpOLEeHTpudyre-sopTeKkce B  TeyeHue 3-5¢ n LeHTpudyrmpynite Ha

MUKpoOLEeHTpudyre-sopTekce B TeyeHue 1-3 C.

BHUMAHME! [Monumepasy TexHoTaq MAX Heob6xoamMO AoCTaBaTb M3 MOPO3MSIbHOW Kamepbl

HenocpeaCcTBeHHO nepea MCcnosib30BaHUEM.

7.4.5 TpurotoBbTe cMech NLP-6ydepa c nonnmepason TexHoTaq MAX. [ng 3Toro cmewanTe
B OTAE/IbHOM O4HOpa30oBoOn npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa,
e 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,
raoe N - KOnM4YecTBO MPOMapKMPOBAHHbIX MPO6MPOK/KONNYECTBO HEOOXOAUMBIX JTYHOK

MUKporaHweTa € YY4ETOM «K-» n «K+>»,

1 - pgns petekTupylowmx amnaudukatopoB «[OTnant» u Rotor-Gene Q MwukponnaHweTbl 96 nyHOK
He MCNOoNb3YTCH
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Mpumep:
Heobxoanmo npoaHaan3npoBaTb 4 Hen3BeCTHbIX obpasua, «K-», <K+,
MpoMapKnpoBaHHbIX NPOBUPOK/HEOBXOAUMBIX JIYHOK MUKporaHweTa - 6. HyxXHOo

npurotoBuTb cMechb MNLP-6ydepa n nonnmepasbl TexHoTaq MAX ansa 7 (6+1) npobupok/
NYHOK, T.e. 42 mkn MNUP-6ydepa + 2,1 Mkn nonnmepasbl TexHoTaq MAX.

7.4.6 BcTpaxHuTe npobupky C npurotosneHHon cmecbto [ILP-6ydepa u nonumepasbl
TexHoTaq MAX Ha MuKpoueHTpudyre-sopTekce B TeueHne 3-5 ¢ n ueHTpndyrnpymTe Ha

MUKpoOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! Cwmecb MMUP-6ydepa v nonumepasbl TexHoTaqg MAX Heob6xoaAnMMO roToBUTb

HenocpeacTtBeHHO nepea McnoJib30BaHUEM.

7.4.7 [dobaBbTe BO BCe NpOMapKMUpoOBaHHbIE NPObUpkK/HeobxoanMble IYHKU MUKpOMaHLWeTa
Co cMmecblo ansa ammnmndukaumm no 6,0 mkn cmecn [MUP-6ydepa wn nonmmepassbl

TexHoTaq MAX. HennoTHO npukpoinTe Nnpobumupku.

BHMUMAHME! [locne pobasneHuns cmecn TUP-6ydepa n nonumepasbl TexHoTaq MAX B
npobupKM/NyHKM CO CMECbio Ans amnandunkaumm HeobXxoa4nMo B TEUEHME ABYX YAaCOB BbIMNOSIHUTb
7.4.8 - 7.4.14.

7.4.8 BcTpaxHUTe  NpobuMpKy C  MOSIOXWUTENbHBIM  KOHTPOSbHbIM  06pasuLoM  Ha
MUKpOLEHTpU(dyre-sopTekce B  TeyeHne 3-5c¢  ©  uUeHTpudyrnpyinte  Ha

MUKPOLEHTpUdYre-BopTeKce B TeyeHne 1-3 c.

BHUMAHME!

1. MNepen BHeceHWeM B NpPOOUPKU/NYHKU C peakLUMOHHON cMecbio aAns npenapata OHK wu
OTpuLUATENbHOrO  KOHTPONbHOro obpasua HeobxoAMMO  BbIMNONHUTL  pekoMeHaauum no
ncnonb3oBaHuo npenapata [AOHK, npuBeaéHHble B MHCTPYKUMM NO  MPUMEHEHUIO
Habopa/kKoMnneKkTa peareHToB Ans BbigeneHus HK.

2. Mpu wucnone3zoBaHun ang Bblgenenms [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-PANWNA, MPOBA-TC (TonbKo B Ciiyvae, ec/v rnocse BblaeneHna HagocaaodHas XnaKocTb,
cogepxalias sbligeneHHyto [HK, 6bina nepeHeceHa B HOBble NPOBUPKN) BCTPSAXHUTE NPOBUPKK C
npenapatoM AHK n oTpuuaTenbHbIM KOHTPOJIbHbIM 06pa3LOM Ha MUKpOLEHTpudyre-sopTekce B
TeyeHune 3-5 C n UeHTpMdyrnpyimnTe Ha MMKpPOLEHTpUdyre-eopTekce B TeyeHme 1-3 c.

3. Mpn wncnonb3oBaHun ansa BblgeneHns [OHK Habopoe pearenHtoB [MPOBA-MY-PAMUA,
MPOBA-MY MAKC HeobxoamMo, He BCTpsSIXMBas, LeHTpudyrnposaTb Npobupkm C npenapaToM
OHK n oTpuuaTtenbHbIM KOHTPOJbHbIM 06pa3sLoOM Ha MUKpPOLEHTpudyre-sopTekce B TeyeHue
1-3 ¢, 3ateM nomecTuTb Npobupkm c npenapatom OHK B MarHuTHbIN wTatme. B cnyuyae ecnum
nocne BblAeNeHUs HaA0CaA0uYHas XUAKOCTb, coaepxalas soigeneHHyo AHK, 6bina nepeHeceHa
B HOBble Npobupku, cnepayeTt BCTPAXHYTb Npobupku ¢ npenapatom AHK u oTpuuaTenbHbIM
KOHTPONbHbIM 06pa3LOM Ha MUKpoLeHTpudyre-BopTekce B TedeHne 3-5 ¢ n ueHTpudyrmposaTb

Ha MMKpOLeHTpudyre-BopTekce B TeyeHume 1-3 c.
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a4 NpefoTBpaWeHns KoOHTaMuHauuu cnegyet nepes sHeceHneM HK oTKpbiBaTb KPbIWKK

TOJIbKO TEX I'Ip06l/lp0K, B KOTOpblE 6y,qu BHOCUTbCS AAHHbIN o6pa3eu,, M 3aKpbliBaTb UX, NEPEL

BHECEHMU

obpasub

7.4.9

7.4.10

7.4.11

7.4.12
7.4.12.1

7.4.12.2

7.4.12.3
7.4.13

7.4.14

7.4.15

7.4.16

eMm crneaytouero. 3akpbiBante npobupku nnoTHo. Mpenapatbl OAHK M KOHTpOJbHbIE

I cneayet BHOCUTb HAKOHEYHUKaMK C (bMﬂprOM.

BHecuTe B COOTBETCTBYIOLIME MPOMApKUPOBaHHbIE MPOBUPKM/HEOBX0AUMbIE NYHKMU
MUKponnaHwera no 6,0 Mkn BblgeneHHoro w3 obpas3uoB npenapata [AHK.
B npobupkn/nyHkn, npoMapkmpoBaHHble «K-» n «K+», JHK He BHOCMKTCA.
BHecnTe B npobupKy/NyHKY, npoMapkupoBaHHYyt <«K-», 6,0 MKn OTpuUaTeNbHOro
KOHTposibHOro obpasua, npoweawero 3tan sblgenenmsa AHK (cm.7.1).
BHecnTe B npobupKy/nyHKy, npoMapkupoBaHHYyk «K+», 6,0 MKI MONOXUTENbHOro
KOHTposnbHOro obpasua.
B cnyyae ncnonb3oBaHna MukponnaHweTos MNUP 96 nyHok:
MomecTuTe akKypaTHO, He BCTpsixmBas, MmkponaaHwert MNMUP B noasoxKy ycTpoicTea
AN 3aneyaTtbiBaHMa naaHweros Tnak.
MpoBeanTe 3anevaTbiBaHMe MuKponaaHweta [IUP nonumepHon TepMOMNIEHKOMN
COrflacHO pyKoBOACTBY MO aKchnnyaTaumu npmbopa ATnak.
UeHTpudyrmnpyinte mnukponnanuwet MUP npn RCF(g) 100 B TeueHme 30 c.
B cnyyae ncnonb3oBaHusa npobupok:
LeHTpudyrmnpyinte Bce npobupkm Ha MUKpoLeHTpudyre-sopTekce B TeueHmne 3-5 ¢ (npwm
ncnonb3oBaHuun Ang npoeeaeHus MLUP getekTupyowero amnnndukatopa Rotor-Gene Q
LeHTpudyrmposaHme He ob6a3aTesnbHO).
YcTtaHoBuTe BCe npobupku/mmkponnaHwet MUP B peTekTupytlowmnin amnandukaTop um
nposeauTte MUP (7.4.15, 7.4.16).
Onsa pgetekTupyrowmx amnandukatopos cepum AOT:
3anycTute nporpaMmHoe obecnevyeHue geTekTmpytowero amnandukatopa. NMpu nepsom
npoeeaeHun MUP 3arpysuTe coOTBETCTBYWOWMI TecT!. Janee u npu nocneayLmnx
NOCTaHOBKAxX CoO34aMTe COOTBETCTBYHLLMA MNPOTOKOA  WUCCNEAO0BaHUA:  YKaXuTe
KONMYecTBO U unaeHTudwukaTtopbl o06pasuos, B TOM UWUCAe OTPUMUATENLHOrO W
NOSIOXUTENBHOIO KOHTPOJIbHbIX 06pa3LoB, OTMETbTe pacrnonoxeHwe o6pasuoB Ha
MaTpuue Tepmobsioka B COOTBETCTBUM C UX yCTaHOBKOWM mn nposeauTe MLP. Mpun Bbibope
TecTa Ao/1kHa oTobpa)kaTbCa nporpamma, npueseaéHHas B Tabnuue 7.
Ona petektupytownx amnandumkatopos CFX96, Applied Biosystems QuantStudio 5 un
Rotor-Gene Q:
MpoeeguTte MUP ¢ yyeToMm 06bE€Ma peakUMOHHOM CMecn, paBHOro 18 Mk, Nno nporpamMMam

amnandukaummn, npmeeaéHHbIM B Tabnmnuax 5, 6, 8 COOTBETCTBEHHO.

1 - TecT ans AeTekTupytowmnx amnandukaTopos cepum AT co3naéTtcs NyTéM BBoAA NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MNpunoxeHunn B) unu npepgocrasnseTcsa npomssoantenem Habopa peareHToB
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Tabnuua 7 - [porpamMa amnaudukaumMm ans AeTEeKTUPYWMX aMnandukaTopos

«ATnpanm», «OTnant» (dacoska U)

Pe>xum
No
6n0Ka TeMmnepartypa, °C MUH C Yucno umknos ONTUYECKUX Tuvn 6n0ka
n3MepeHun
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 LUmkn
94 0 30
3 5 Unkn
64 0 15 \
94 0 10
4 45 Unkn
64 0 15 \
5 94 0 5 1 Unkn
6 251 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNA
Tabnuuya 8 - [lporpamMa aMmnandukauum ana AeTekTupylowero amnaudukaTopa
Rotor-Gene Q (dacoska U)
o
Ne / Cycling TeMmnepartypa, °C / BpeM9_|, c/ KonunuectBo uuknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 300
94 deg 30
Cycling 2 5 times
57 deg vV 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - peXuM ONTUYECKMX W3MEPEHMUI, YCTAHOBUTbL M3MepeHue dnyopecueHuun (Acquiring) no kKaHanam
aetekumn Green (Fam) u Yellow (Hex) npu 57 °C

1 - nonyckaeTca xpaHeHue npu TemnepaTtype 10 °C
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7.5 MoarotoBka wn nposegdeHue TILUP. ®acoBka U, C WCNonb3oBaHMEM A03MPYHOLLEro
ycTponctea [ATcTtpum (TONbKO Ans  AeTekTupylowero amnandukatopa «ATnpanm» B

Moamdukaunm «ATnpanm *X*»)

BHMMAHME!

1. Onsa amnnmdunkaumm cnenyet MUCMoNb30BaTb MuUKponnaHweTbl MUP 384 nyHku,
repMeTm3npyemMblie TEPMOMIEHKON.

2. Mpu npoBeaeHMN BCeX MOCieAYyOWNX AeNCTBUA cnepyeT mlberaTtb BO3AENCTBUSA MPSAMbIX

COJIHEYHbIX Sly4eil Ha NpobupkM co cMmecbto Ans amnnmdukaunm!

MpuMmeyaHune - PekoMeHpyeTca nocTaHoOBKa He MeHee 5 O6|363L|,0B B OAHOM WuccnegoBaHun

(3 HeusBecTHbIX 06pa3ua, oTpuuaTenbHbIA U NONOXUTENbHbIA KOHTPONbHblIE 06pasupbl).

7.5.1 BcTpsaxHuTe npobupky co cMecbio Ansd amMnandukaumm Ha MUKpoUeHTpudyre-BopTekce
B TeyeHue 3-5 C u ueHTpmudyrupymnte Ha MUKpoueHTpudyre-sopTeKkce B TeyeHme 1-3 c.
7.5.2 BcTtpaxHute npobupkn ¢ TMUP-6ydepom wn nonumepason TexHoTaq MAX Ha
MUKpOLEHTpUdyre-sopTekce B  Te4yeHue 3-5¢ n LeHTpudyrnpymnte Ha

MUKpOLEeHTpudyre-sopTekce B TedeHue 1-3 c.

BHUMAHME! lMonumepasy TexHoTaq MAX HeobxoAMMO AoCTaBaTb M3 MOPO3W/IbHOM Kamepbl

HenocpeaCcTBeHHO nNepea UCnoJib30BaHNEM.

7.5.3 Cneays ykasaHuam MO posupyowero yctpoincrtesa ATCTpuM, NpuUrotToBbTe B OTAENBHOM
oAHopa3oBon npobupke cmechk MLUP-6ydepa c nonnmepasoit TexHoTaq MAX.

7.5.4 BcTpsAxHuTe npobupky C npurotoBneHHom cmecbto [LP-6ydepa u nonumepasbl
TexHoTaq MAX Ha MukpoueHTpudyre-sopTekce B TedyeHue 3-5 ¢ n ueHTpudyrnpyiTte Ha
MUKpOLeHTpUdyre-BopTekce B TedyeHune 1-3 c.

7.5.5 BctpaxHute  npobupky € MNONOXMUTENbHbIM KOHTPO/IbHbIM ~ 06pa3LomMm Ha
MUKpOUEHTPpUdyre-sopTeKkce B  Te4yeHue 3-5¢ n LueHTpudyrnpymnte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. lMepen npoBeaeHmneM fo3npoBaHnsa ansa npenapata AHK u oTpuuaTenbHOro KOHTPOJSIbHOMO
obpa3sua HeobxoaAMMO BbINOJAHUTb pPEKOMEHAAUMM N0 WUCNOoNb30BaHUO npenapata [AHK,
npueBeaéHHblE B MHCTPYKLUNM NO NpMMeHeHuto Habopa/KoMnsiekTa peareHToB 415 BbiaeneHns HK.
2. Mpun wucnonb3oBaHun ansa Bbigenenmns [OHK komnnektoB peareHtoB [MPOBA-HK,
MPOBA-PANKNA, MPOBA-TC (ToNbKO B ciyyae, ecnm nocse BblAeneHns Hagocago4vyHas XuUaKkocTb,
coagepxxawas sblgeneHHyto JHK, 6bina nepeHeceHa B HoBble NPOBMPKN) BCTPAXHUTE NPpoBUpPKK C
npenapatoM AHK n oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3LOM Ha MUKpPOLEHTpUdYyre-sopTekce B
TeyeHune 3-5 ¢ u ueHTpudyrupynte Ha MMKpoueHTpudyre-sopTekce B TeveHue 1-3 C.

3. Mpn wncnonb3osaHuun pna sBblaeneHna [OHK Habopoe peareHtoB [MPOBA-MY-PAMNA,
MPOBA-MY MAKC HeobxoamMmo, He BCTpsxuBasl, LeHTpudyruposaTb NpobUpKK C nMpenapaToMm
OHK n oTpuuatenbHbiM KOHTPOJIbHbIM 06pa3LoM Ha MUKpoUEeHTpudyre-BopTekce B Te4yeHue

1-3 ¢, 3ateM nomectTuTb Npobupkun ¢ npenapatoMm AHK B MarHuMTHbIN wWTaTMB. B cnydae ecnm
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nocne BblAeNeHUs1 HagocaAo4YHasa XUAKOCTb, coaepxallasn BbiaeneHHyto AHK, 6bina nepeHeceHa
B HOBble MpPo6MpKM, creayeT BCTPSXHYTb Mpobupku ¢ npenapatoMm OHK 1 oTpuuaTenbHbIM
KOHTPO/IbHbIM 06pa3LOM Ha MUKPOLLEHTpUdYre-BopTeKCce B TedeHne 3-5 ¢ n ueHTpudyrmnposaTb

Ha MUKpoLUeHTpudyre-sopTekce B TeveHue 1-3 c.

7.5.6 YcraHoBUTEe npobupkm co cMmecblo ansd amnaudukaumm, co cmecbio lMUP-6ydepa u
nonumepasbl TexHoTaq MAX, c¢ npenapatamu [OHK, oTpuuaTenbHbIM KOHTPOJIbHbIM
06pasLoM M NONOXKNUTESNbHBIM KOHTPOJIbHbIM 06pa3uoM, a Takxke MmkponnaHwert MLP Ha
pabouunn cton ATCTpMM 1 NnpoBeanTe A03MPOBaHNE KOMMOHEHTOB COrlacHO PyKOBOACTBY
Mo sKcrayaTaumm.

7.5.7 TloMecTuTe akKypaTHO, He BCTpsixmBas, MmkponaaHwet MNP B noAn0XKy yCTponcTea 4N
3aneyaTtbiBaHMA MiaHweToB [Tnak nocne 3aBeplieHWs MporpaMmMbl Ha A03UPYHOLLEM
ycTponctee OTCTpuM.

7.5.8 T[poBeauTe 3anedaTbiBaHne MmkponaaHweta MUP nonnmepHon TepMONIEHKOM CcornacHo
pPYyKOBOACTBY MO 3KcnayaTtaunm npubopa ATnak.

7.5.9 UenTtpudyrmnpynte mukponnaHwet MUP npn RCF(g) 100 B TeyeHune 30 c.

7.5.10 YcraHoBuTe MmukponnaHuwert MNMUP B 610k geTtekTupyowero amnamdmkaropa.

7.5.11 3anycTtuTe nporpaMMHoe obecneyeHue getekTupytowero amnamdukaTtopa. Npu nepsom
nposeaeHun TMLP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [danee M nNpu MNOCAeayrLmnX
MOCTaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUA:  YKaXxuTe
KONM4yecTBO W unaeHtTudukaTopbl o06pasuos, B TOM 4uCne OTpuUUATENbHOMO U
MOSIOXUTENBHONO KOHTPOJIbHbLIX 06pa3uoB, OTMeTbTe pacnosioxeHne o6pas3uoB Ha
MaTpuue TepMmobioka B COOTBETCTBUM C UX YCTaHOBKOM n nposeauTe MNLP. Mpun Bbibope

TecTa A0o/HKHa oTobpaxaTbCs nporpamMMa, NpuBeaéHHas B Tabnuue 7.

8 PETNCTPALUMSA PE3Y/IbTATOB AMITVIMOUKALINN

Perncrpauua curHana cbnyopecu,eHu,MM npoBOoAUTCA AETEKTUPYOLWUNM aMI'IJ'IMCbVIKaTOpOM

aBTOMaTU4e€CKMN BO BpeEMA aMI'IJ'IMCbVIKaLI,MVI.

1 - TecT ans AeTekTupytowmnx amnandukaTopos cepum AT co3naéTtcs NyTéM BBoAA NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MNpunoxeHunn B) unu npepgocrasnseTcsa npomssoantenem Habopa peareHToB
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9 YYET U MUHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YUéT pe3ynbTaTtoB aMI'IJ'IMCbMKaLI,MM OCYLLECTBNAETCA aBTOMaTU4YECKNM C MNOMOLWbHKO

nporpaMmMHOro O6eCI'Iel-IeHVIF|, nocTtaB/1IAEMOro C AETEKTUPYHOLLNM aMI'IJ'IMCbMKaTODOM.

9.2 Mpn MCcnonb3oBaHUM AEeTEKTUPYOLWMX aMnndunkatopos CFX96 cneayeT nmcnonb3oBaTb
perpeccnoHHbIn TMn aHanusa (Cq Determination Mode: Regression), BO Bkiaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaums pesynbTaToB NPOBOAUTCSA B COOTBETCTBUM C Tabnuvuein 9. PesynbTathl
NMOCTaHOBKWN BasJINAHbl, €CNIN BbIMOJHAKTCA YCNOBUS MHTEPMNpPETaunn pesynbTaToB, MOSyUYeHHbIX

ANa KOHTPOJIbHbIX O6paBLJ,OB.

Tabnuuya 9 - WHTepnpeTauus pesynbratos MLUP

KaHan gerekuunu

Fam/Green Hex/Yellow/Vic WHTepnpeTaums pesynbraTa
(nckomasa AHK), (BHYTPEHHUI KOHTPOb),
Cp/Cq/Ct Cp/Cq/Ct
HeunsBecTHble 06pas3Lbl
YKa3aH He yunTbiBaeTcs O6Hapy>xeHa AAHK Human herpesvirus 6 (HHV-6)
He ykasaH YKka3aH He o6bHapyxeHa AHK Human herpesvirus 6 (HHV-6)
He ykasaH He ykaszaH HepoctoBepHbIli pe3ynbTaT

OTpuuUaTenbHbI KOHTPOJbHbIN 06pa3sel

OTpuuaTesibHbIl pe3ynbTaT

He ykasaH Yka3saH
Pe3ynbTaTbl MOCTAaHOBKM BannaHbI

Mono)xuTenbHbIN KOHTPOJIbHbIN O6pasel

Mono>xutenbHblii pesynbTaT

YkasaH He yuynTbiBaeTcs
Pe3ynbTaTbl NOCTAaHOBKW BasnAHbI

9.4 HepocToBepHbIN pe3ynbTaT MOXET ObiTb CBSI3aH C MNPUCYTCTBUEM UWHIMOGMTOpPOB B
npenapate [AHK, noayyeHHOM w3 6MOMOrMYecKkoro Martepuana; HeBepHbIM BbINOJIHEHUEM
NpoToKOna aHanusa; HecobntogeHnem TemrnepaTypHOro pexuma amnamdukaumm m ap. B aToMm
cnydyae Tpebyetca nosTopHoe nposedeHue TUP ¢ wmewwmmca npenapatom [OHK, nmnbo
nosTopHoe Bblgenenme AHK u nocrtaHosBka lNUP ans atoro obpasua, nnmbo noBTopHOE B3dATME

6nonorMyeckoro Mmatepuvana y naumMeHTta (BbIMOMHAETCS NOCNeA0BaTesNbHO).

9.5 Mpyn nNoAYyYEHUUN TMOSIOXKUTENBHOIO pe3ynbTata A/ OTPULATENbHOrO0 KOHTPOIbHOIO
obpa3ua pe3ynbTaTbl BCEN MOCTAHOBOYHOW CEPUU CUUTAOT HEAOCTOBEPHbIMW. B 3TOM cnydae
Heo6XoANMO NpoBeAeHNE CreLmanbHbiX MEPONPUATUIA NS BbIABIEHNSA N YCTPAHEHMS BO3MOXHOWM

KOHTaMnHauunu.

9.6 MpyM NONy4YEHUU OTPULIATENBHOrO pe3ynbTaTa A/ MOJIOKUTEbHOIO KOHTPOJIbHOIO
obpasua pe3yfbTaTbl BCEN MOCTAHOBOYHOW CEPUM CUUTAKOT HEAOCTOBEPHbIMW. B 3TOM cnydae

Tpe6ye'rc;1 NMOBTOpPHAas noCraHoOBKa aMI'I}'IM(bMKaU,MM BCeMn napTmm 06paBU,OB.
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TPAHCNMOPTUPOBAHMUE, XPAHEHUE N DKCIMJIYATALNA

TpaHcnopTupoBaHme
TpaHcnopTupoBaHme Habopa peareHToB OCYWECTBAAIT B TEpPMOKOHTelHepax C
Xflafos3n1eMeHTaMn BCEMU BUAAMM KPbITOro TpPaHCMopTa MNpu TeMnepaType BHYTpwU
TEPMOKOHTENHEpA, COOTBETCTBYHOWEN YCNOBUAM XpaHEHUS KOMMOHEHTOB, BXOASLUNX B
coctaB Habopa peareHTOB.
dacoBka S
JonyckaeTcs  TpaHcnopTupoBaHue Habopa peareHToB, B TEpPMOKOHTeMHepax
C XJ1afo03/1eMeHTaMN BCEMW BUAAMWU KPbITOrO TpaHCMopTa Mpu TemnepaType BHYTPU
TepMOKOHTeNHepa oT 2 °C ao 25 °C He 6onee 5 cyTokK.
dacoBka U
[lonyckaeTcs TpaHcnopTMpoBaHMe Habopa peareHToB, 3@ UCK/TIOYEHNEM MOJIMMepa3bl
TexHoTaq MAX, B TEPMOKOHTENHEpax C X/1afA03/1IEMEHTAaMU BCEMM BMAAMU KPbITOro
TpaHCMopTa Npu TemnepaType BHYTpu TepMOKOHTenHepa oT 2 °C o 25 °C He bonee
5 cyTok.
JonyckaeTcs TpaHCnopTupoBaHue nonmmepasbl TexHoTaq MAX B TepMOKOHTenHepax
C X/1afgo3n1eMeHTaMM BCEMU BUAAMW KPbITOFO TpaHcnopTa npu TemnepaType BHYTpu
TepMOKOHTeNHepa Ao 25 °C He 6onee 5 cyTok.
Habopbl peareHToB, TpPaHCNOPTUPOBAHHbIE C HapyLleHWEM TeMMnepaTypHOro pexuMa,

NMPpUMEHEHNIO HE nMoANeEXart.

XpaHeHune
dacoBka S
Bce KomnoHeHTbl Habopa peareHToB cneayer XpaHUTb B  XOA0AMNbHUKE WU
X0N04MNbHON Kamepe npu Temnepatype oT 2 °C go 8 °C B TeyeHue BCero cpoka
rogHocTn Habopa peareHToB. CMecb Ana amnnmndukaumm, 3anedyaTaHHy napaduHoM,
cneayet XpaHuTb B 3alLULWLEHHOM OT CBEeTa MecTe.
dacoska U
Bce kOoMNoHeHTbl Habopa peareHToB, 3a UCK/OYEHMEM noauMepasbl TexHoTaq MAX,
cnenyet XpaHWTb B XONOAWMNBHWKE WM XONOAWbHOMW KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B TeuyeHMe BCEro cpoka rogHoctm Habopa peareHToB. CMecb Ans

amMnanduKkaunmn cneayet XpaHuTb B 3alUMLLEHHOM OT CBeTa MecTe.

10.2.2.2 Nonumepasy TexHoTaq MAX cnegyer XpaHuUTb B MOpPO3WIbHOWM KaMepe npwu

10.2.3

TeMnepaTtype oT MuHyc 22 °C o MuHyc 18 °C B TeueHume BCero cpoka roaHocTum
Habopa peareHToB.
Habopbl peareHTOB, XpaHMBLUMECS C HapyLleHWEM periaMeHTUPOBaHHOIMo pexunma,

NMPUMEHEHNIO HE nMoANeEXart.
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10.3 YkKasaHud no akcnayaTtaumu
10.3.1 Habop peareHTOB AO/XKEH NPUMEHSTLCS COrMTacHO AENCTBYHOLEN BEPCUM YTBEPXKAEHHOWN

UHCTPYKUWUM MO MPUMEHEHMUIO.

10.3.2 [Ona nonydeHuns [OCTOBEPHbLIX pe3ynbTaToB HeobxoaMMo CcTporoe cobnwaeHue

WHCTPYKLUMKM MO NpuMeHeHnto Habopa peareHToB.

10.3.3 Tllocne BCKpbITUA YMakKOBKKM KOMMOHEHTbl Habopa peareHTOB criegyeT XpaHuTb Npwu
cneayowmx ycnoBuax:

- KOMMOHEHTbl Habopa peareHToB, 3@ WCKJOYEHMEM nosauMepasbl TexHoTaqg MAX,
cnenyet XpaHWTb B XONOAWMNBHWUKE WU XONOAWIBHOMW KaMepe npu TemnepaTtype
oT 2 °C no 8 °C B Te4eHMe BCEro cpoka rogHoCTM Habopa peareHToB;

- nonumepasy TexHoTaq MAX cneayeT XpaHuUTb B MOpPO3W/IbHOW KaMmepe nMpwu
TemnepaType OT MMHYC 22°C fo MnHyc 18°C B TeueHue BCero cpoka rogHocTn Habopa
peareHToB;

- CMecb An4 amnamdukaumm n cMecb ans amnandukaumm, 3anedaTaHHyo napadmHoM,
cnenyet XpaHWTb B XONOAWMNIBHUKE WX XONOAWbHOMW Kamepe npu TemnepaTtype
oT 2 °C o 8 °C B 3aWMWLEHHOM OT CBeTa MeCcTe B TeyeHue BCero cpoka rogHocTwu
Habopa peareHTOB.

10.3.4 Ha6opb| peareHToB C NCTEKWWNM CPOKOM NroAHOCTU NPUMEHEHUIO HE NOoANeEXaT.

11 YKA3AHWA MO YTUWIN3ALUNU

11.1 [pu wncnonb3oBaHWn Habopa peareHTOB B KJIMHWKO-AMArHOCTMYEcKoW nabopatopuu
obpasyloTcs 0TXoAbl Knacca B, KoTopble yTUAM3UPYKOTCS B COOTBETCTBUM C TpeboBaHUAMMU
CaHlunH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuULeawne B HEMPUTOAHOCTb, B TOM YMUC/IE B CBSI3N C NCTEUYEHUEM
CpoOKa rOA4HOCTW, MNOBpexAeHMeM YMNaKOBKW, MognexaTr yTuausaumm B COOTBETCTBUM C
TpeboBaHmamm CanluH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpusaTne-m3roTosmnTenb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TEXHUYECKMX YCI0BUN NMpU COBI0AEHMN YCNOBUIN TPAHCMOPTUPOBAHUS, XpPaHEHUS

M 3KCnlyatTaunn, yCtaHoBJIEHHbIX TEXHUYECKNMU YCNTOBUAMN.

12.2 Cpok rogHoctn Habopa peareHToB — 12 MecaueB npu cobnogeHnn BCEX YCIOBUIA

TPaHCMOPTMPOBAHUS, XPAaHEHUS M 3KCMyaTauum.

13 PEMOHT N TEXHN4YECKOE OBC/TY>KXUBAHUE

Habop peareHTOB npeaHasHayeH A OAHOKPATHONO MPUMEHEHUS U He NoANeXuUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeanuunHckoe nsaenne
AN AWArHoCTUKKM in vitro

Homep no kaTanory

TeMnepaTypHblii AManasoH

M3roToBuTtenb

Coaep>XnMMoro AocTtaTo4Ho
ANng npoBeAeHusa <n> TeCToB

L [

L
v

He pgonyckaTb
BO34ENCTBUSA CO/THEYHOrO CBETA

Mcnonb3oBaTb A0

B>

HecTtepunbHo
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ENEDS S H]

[aTta nsrotosneHus

=

O6paTnTech K MHCTPYKLUUK
Mo NPUMEHEHUIO NN K UHCTPYKLMM
Nno MPUMEHEHWNIO B 3/IEKTPOHHOM BUAE
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penuna MeamumHckue. [lpuMeHeHMe  MeHeaXMeHTa pucka K
MEeANLMHCKUM n3gennam

FOCT 15.309-98 Cucrtema pa3paboTku M MOCTaHOBKM NPOAYKUUM Ha Npom3BoAcTBO. NcnbiTaHus
W NpuveMKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOSIOXEHUS

FOCT P 2.105-2019 EaMHas cmcTeMa KOHCTPYKTOPCKOM AokyMmeHTauumu. Obwme TpeboBaHusa K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkm U NOCTaHOBKM Mpoaykuum Ha npomssoacTteso (CPMM).
MeauvunHckue nsgenms

FOCT P 51088-2013 MeguuunHCKMe usgenus ons ANArHOoCTMKUM WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasbl, NuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM n noaaepXxuBarollent OKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus anas AMarHoCTMKM MH BUTPO. MeToabl UCMbITaHUN
FOCT P NCO 15190-2023 JlabopaTtopun meamumHckme. TpebosaHnsa 6e3onacHOCTU

FOCT P NCO 15223-1-2023 WUzpgenusa MepgmumHckne. CUMBOSbI, MPUMEHSIEMble A7 nepefadu
MHdOpMaLmMn, npegocrtasnsgeMon nsrotoemtenem. Hactb 1. OcCHoBHble TpeboBaHUS

FOCT P MCO 18113-1-2015 MeanumHckme usgenus gnst gmarHoctukm in vitro. UHdopmauus,
npegocrasnseMas usrotoeutenem (Mapkuposka). Yactb 1. TepMuHbI, onpeaeneHns n obuwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeAuUMHCKME m3aenusa A9 AMArHOCTUKM in vitro. UHdopmauus,
npeaocrasnseMas nsrotosutesnieM (Mapkmposka). HacTb 2. PeareHTbl A9 AMArHOCTUKMK in vitro
Ana NnpodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 N3penua MeaAUMUMHCKME AN AnMarHoctukm  in o vitro.  OueHka
CTabunbHOCTN peareHToB AN ANArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHMA K Ka4yeCTBY KIMHNYECKUX nabopaTopHbIX nccnegosaHni, Y.3.

lMpaBuna oueHKu KITIMHUYECKOM MH(bOpMaTMBHOCTVI na6opaTopr|x TECTOB.

MpumMmeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEWCTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHW0. B fanbHeliweM, Npyn Noib30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[eNCTBUE CCbITOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITOYHBIN AOKYMEHT 3aMeHéH
MAN U3MEHEH, TO Mpu MPUMEHEHUM HACTOSLLEro J[AOKYMeHTa cneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTa
KayecTBa W COOTBETCTBYEeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, NnpomnssoacTea n npogaxun IVD peareHToB 1 NnpnbopoB A1 MONEKYASPHO-
reHeTUYeCcKoM AMarHoCTUKWM K Apyroro nabopatopHoro npuMmeHeHuns u ISO 13485 B obnacrtu
pa3paboTku, npoussoacTtBa M npogaxun IVD peareHToB wn npmbopoB ANa MeAMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoanTenb: O6WeCcTBO C OrpaHUYEeHHOMW OTBETCTBEHHOCTb <«[HK-TexHonorms TC»
(000 «OHK-TexHonormns TC»), Poccus.

Appec npounsBoguTensa: 117246, Poccus, r. MockBa, npoesg HayuHbin, 4. 20, ctpoeHune 4

MecTo npou3BoacTBa:
— 000 «OHK-TexHonorua TC», 117246, Poccus, r. MockBa, npoesg HayuHbin, g. 20, ctpoeHue 4;
- 000 «HMNO [AOHK-TexHonorus», 142281, Poccusi, MockoBckasa obnacrtb, r. [1poTBuMHO,

yn. XenesHogopoxHas, 4. 3.

Mo BompocaM, Kacawwumcs kavectBa Habopa peareHToB, crnegyer obpawaTtbcs B
CNyX6y KIMEHTCKOMN NoAAEPXKKM.
Cny>x6a KIMEeHTCKON NOAAEPXKKN:
8(800) 200-75-15 (ans Poccmun, 3BOHOK 6ecnnaTtHbIit),
+7(495) 640-16-93 (ans ctpaH CHI n 3apybexbs, 3BOHOK MNaTHbIN),
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 447
2024-12-19
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NMpuno>xxeHue A

MapaMeTpbl TeCcTa, KOTOpble HEO6XOANMMO BHECTM B NpOrpaMMHoe obecneyeHume
petekTmpyowmnx amnandumkatopos «ATnpanm», «ATnant»
npu ncnonb3osaHum Habopa peareHtos HHV-6

B pbacoBke S

1) KonunyectBo npobupok B Tecte - 1;
2) O6béM peakuUMoHHOW cMecun — 35 MKn;

3) B okHe «[porpamma amMnandukaunmmn» BBECTU CreayolmMe napaMeTpbl:

Pe>xxum
Ne
6noKa TeMmnepartypa, °C MWH C Yucno umknos ONTUYECKHNX Twvn 6noka
U3MepeHunn
80 0 30
1 1 LUnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 4
94 0 10
3 45 Lunkn
64 0 15 %
4 94 0 5 1 LUukn
5 251 XpaHeHue XpaHeHue
V - PEXUM ONTUYECKUX U3MEPEHWIA
4) BHecTn cneayowine napamMeTpbl KaHaNoB AeTeKUUN:
Fam Hex Rox Cy5 Cy 5.5
HHV-6 BK - - -

1 - nonyckaeTca xpaHeHue npu TemnepaTtype 10 °C
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Mpuno>xxeHune b

MapaMeTpbl TeCcTa, KOTOpble HEO6XOANMMO BHECTM B NpOrpaMMHoe obecneyeHume
petekTmpyowmnx amnandumkatopos «ATnpanm», «ATnant»
npu ncnonb3osaHum Habopa peareHtos HHV-6

B ¢pbacoBke U

1) KonunyectBo npobupok B Tecte - 1;
2) O6béM peakUMOHHOW cMecn — 18 MKn;

3) B okHe «[lporpamma amnnndukKaumm» BBECTU Crieaytolmne napameTpsbi:

Pe)xum
No
6noKa TeMmnepaTtypa, °C MWH C Yucno unknos ONTUYECKUX Tvin 6noka
U3MepeHun

80 0 5

1 15 Lnkn
94 0 5

2 94 5 00 1 Lnkn
94 0 30

3 5 Lvkn
64 0 15 v
94 0 10

4 45 Lnkn
64 0 15 v

5 94 0 5 1 Lukn

6 251 XpaHeHune XpaHeHune

V - peXuM onTUUYECKUX U3MEPEHNIA
4) BHecTn cneayowine napamMeTpbl KaHaN0B AeTeKLUN:
Fam Hex Rox Cy5 Cy 5.5
HHV-6 BK - - -

1 - nonyckaeTca xpaHeHue npu Temnepatype 10 °C
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OHK-TexHonorus
117587, Poccus, r. MockBa,
BH. Tep. . MyHUUMNanbHbI OKpyr YepTaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyxba KNMEeHTCKOM NoaaepXKu:
8-800-200-75-15 (ana Poccumn, 3BOHOK 6ecnnaTHbInN)
+7 (495) 640-16-93 (ana crpaH CHI v 3apybexbs, 3BOHOK MaaTHbIN)
E-mail: hotline@dna-technology.ru



	1 ПРЕДНАЗНАЧЕННОЕ ПРИМЕНЕНИЕ
	2 ХАРАКТЕРИСТИКА НАБОРА РЕАГЕНТОВ
	2.1 Состав набора реагентов
	2.2 Количество анализируемых образцов
	2.3 Принцип метода
	Таблица 1 – Каналы детекции продуктов амплификации

	2.4 Время проведения анализа (включая пробоподготовку): от 2 часов (в зависимости от количества образцов и используемого набора/комплекта реагентов для выделения ДНК).

	3 АНАЛИТИЧЕСКИЕ И ДИАГНОСТИЧЕСКИЕ ХАРАКТЕРИСТИКИ
	3.1 Аналитическая специфичность
	3.2 Интерферирующие вещества
	3.3 Предел обнаружения
	3.4 Диагностические характеристики
	3.5 Воспроизводимость и повторяемость

	4 МЕРЫ ПРЕДОСТОРОЖНОСТИ
	5 ОБОРУДОВАНИЕ И МАТЕРИАЛЫ
	6 АНАЛИЗИРУЕМЫЕ ОБРАЗЦЫ
	6.1 Материал для исследования
	6.2 Общие требования
	6.3 Взятие материала на исследование
	6.4 Транспортирование и хранение образцов биологического материала
	6.5 Подготовка биологического материала человека для выделения ДНК

	7 ПРОВЕДЕНИЕ АНАЛИЗА
	7.1 Выделение ДНК из биологического материала
	7.2 Выделение ДНК из биоптатов/пунктатов с использованием комплектов реагентов ПРОБА-НК и ПРОБА-ГС
	7.3 Подготовка и проведение ПЦР. Фасовка S
	Таблица 4 – Программа амплификации для детектирующего амплификатора Rotor-Gene Q (фасовка S, пробирки)
	Таблица 5 – Программа амплификации для детектирующих амплификаторов CFX96 (фасовки S, U)
	Таблица 6 – Программа амплификации для детектирующих амплификаторов Applied Biosystems QuantStudio 5 (фасовки S, U)

	7.4 Подготовка и проведение ПЦР. Фасовка U, ручное дозирование
	Таблица 7 – Программа амплификации для детектирующих амплификаторов «ДТпрайм», «ДТлайт» (фасовка U)
	Таблица 8 – Программа амплификации для детектирующего амплификатора  Rotor-Gene Q (фасовка U)

	7.5  Подготовка и проведение ПЦР. Фасовка U, с использованием дозирующего устройства ДТстрим (только для детектирующего амплификатора «ДТпрайм» в модификации «ДТпрайм *X*»)

	8 РЕГИСТРАЦИЯ РЕЗУЛЬТАТОВ АМПЛИФИКАЦИИ
	9 УЧЁТ И ИНТЕРПРЕТАЦИЯ РЕЗУЛЬТАТОВ
	10 ТРАНСПОРТИРОВАНИЕ, ХРАНЕНИЕ И ЭКСПЛУАТАЦИЯ
	11 УКАЗАНИЯ ПО УТИЛИЗАЦИИ
	12 ГАРАНТИИ ИЗГОТОВИТЕЛЯ
	13 РЕМОНТ И ТЕХНИЧЕСКОЕ ОБСЛУЖИВАНИЕ
	14 СИМВОЛЫ, ИСПОЛЬЗУЕМЫЕ ПРИ МАРКИРОВКЕ НАБОРА РЕАГЕНТОВ
	15 ПЕРЕЧЕНЬ ПРИМЕНЯЕМЫХ НАЦИОНАЛЬНЫХ СТАНДАРТОВ
	16 АДРЕС ДЛЯ ОБРАЩЕНИЯ
	Приложение А
	Приложение Б

