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CMUCOK COKPALLEHWW 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YHKTCA cneayroumne CoKkpaweHna 1 0603HaueHus:

HHV - OT aHrn. Human Herpesvirus

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

OHK - Ae30KcnpunboHykienHoBas KMCIoTa
OHKa3bl - Ae30KCUpUBOHYKEeassbl

K- - oTpuuaTesbHbI KOHTPOJIbHLIN 0bpa3el
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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| 447 ot 19 peka6ps 2024 ropa

XAPAKTEPUCTUKA HABOPA PEATEHTOB

CocTaB Habopa peareHToB

’ AHK-TEXHONOrusa

R1-P208-S3/9, c¢bacoBka S, ctpunbl

. Konuyectso HoMUHanbHbIM
HanMeHoBaHWe KOMMOHeHTa BHewHWn BuA ..
npobmpok 06bEM KOMMNOHEHTA
Mpo3payHas 6ecuBeTHas wuam
CMecb ansa amnnamdukaumm, Posp 4 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, cbacoBka S, npobupkmu

. Konuuectso HoMWHanbHbIN
HaumeHoBaHMe KOMMOHEHTa BHewHunn Bug N
npobumpok 06bEM KOMMNOHEHTa
Mpo3payHas 6ecuseTHas uam
Cmecb ana amnaudukaumu,
po30Bas XMAKOCTb NoA 96 npobumpok no 20 mMkn
3anevyaTaHHas napaguHoOM
BOCKOO6pasHbIM 6enbiM croem
PacTteop Tag-nonnmepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkn rno 500 Mkn
Mpo3payHas 6ecuBeTHas BA3Kas
MunHepanbHoe Macno po3p 2 npobupkmn rno 1,0 mn
MacnsaHUCTas XWAKOCTb
MonoXunTenbHbIN
. 1 Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn
KOHTPO/bHbIN 06pasel

R1-P208-UA/9, dpacoBka U

N KonnuyectBo |HOMMHanNbHbIN 06BbEM
HavnmeHoBaHMe KOMMOHEeHTa BHewHun Bna
npobupok KOMMOHEHTa
Mpo3payHas 6ecuseTHas wam
CMecb ana amnnudumkaumm posp 4 1 npobupka 600 mkn
po30Basi XWAKOCTb
Mpo3pauHas 6ecuBeTHasn BA3Kas
Monnmepasa TexHoTaq MAX po3p H 1 npobupka 30 Mkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas
MUP-6ydep po3p H 1 npobupka 600 mkn
XNAKOCTb
MonoXxnTtenbHbI Mpo3payHas 6ecuBeTHas
o 1 po3p H 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pasew, XNAKOCTb
Bce KoOMMoHeHTbl Habopa peareHTOB TrOTOBbl K TMNPUMEHEHUIO U He TpebytoT

OOMONHUTENbHOM NOAFOTOBKM K pa60Te.

KoMnneKTHOCTb:

Bknagbiw - 1 3K3.

MacnopTt — 1 3K3.

MHCTpYKUNS NO NPUMEHEHMIO — 1 3K3.

Habop peareHTOB B OJIHOM M3 BapUaHTOB UCMONHEHUSA — 1 wWT.

1 - Ha 3TMKeTKe KOMMOHEHTA Ana Bcex q)aCOBOK «[oNoXnTenbHbIN KOHTpOJ'IbeIl‘;1 06pa3eu,>> YKa3blBaeTCA

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 NOMOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LoB.

Habop peareHToB B (pacoBke U paccumTaH Ha nposBeaeHume 96 onpeaeneHni npun yciosum
NOCTaHOBKM He MeHee 5 o06pasuoB B OAHOM uMccnepoBaHuMM (3 HEM3BECTHbIX o0b6pasua,

oTpuUaTEeNbHbIN U MONOXUTENbHbIN KOHTPOJIbHblE 06pa3ubl).

2.3 MpuHUMN MeTona

Metoa: MonumepasHaa uenHaa peakumsa (MUP) ¢ geTekumen pe3ynbTaToOB: B pexXume
peanbHOro BpeMeHu, KayeCTBeHHbI aHanms.

MpuMHUMN MeToAa OCHOBAH Ha MCNonb30BaHMM npouecca amnandukaumn OHK c
MOMOLLbIO MosinMepasHon uenHon peakuun (MUP). Mpouecc amnandukaumn 3akao4yaeTcs B
cepun MOBTOPSAKOWMXCS LMKNOB TeMmnepaTypHoih geHatypaumm [OHK, oTxura nparimepoB c
KOMMJIEMEHTAPHbLIMM NOCNEA0BATENIbHOCTAMU U MOCAe[ylowen AOCTPOMKN MONMHYKAEOTUAHbIX
uenen ¢ aTux npariMmepos Tag-noamMMmepason.

[nsa noBbILEHNS YYBCTBUTENBHOCTM U CNELMMUYHOCTN peakLumm NpeayCcMOTPEHO NPUMEHEHWE
«ropsiyero» crTapTa, KOTOpbin obecneuymBaeTcsa AN (GacoBkM S METOAMKON NPUrOTOBNEHUS
peakLUMOHHON CMecu, COCTOSLEeN M3 ABYX CNOEB, pasfenéHHbIX NPOC/OMKOM M3 napaduHa.
CMelueHmre croéB U npeBpaLlleHne Ux B peakUMOHHY CMeCb NPONCXOAMT TOSIbKO NOCNE naaBieHuns
napaduHa, YTo UCKIOYAET Hecrneunduyecknii omKUr npanmMmepos Ha AHK-MuLWeHN Npy HayanbHOM
nporpeese npobupku. <«lFopsunii» ctapt anga dacoskn U obecneumBaeTcs WCNOSb30BaHUEM
noanMepasbl, aKTUBHOCTb KOTOPON 6/10KkMpoBaHa aHTUTeNaMn, aktueaums depMeHTa NpomMcxoanT
TOMIbKO MOCnAe npeaBapuTesibHOro NMporpeBa peakuMoHHOM cmecu npu 94 °C. DTo MCKI4YaeT
Hecneundmnyecknii oTKUr Nnpanmepos Ha HK-MuweHn npn HavYanbHOM nporpese Npobupku.

B peakuunoHHyto cMecb ans amnandukaumm seegeHbl JHK-30HAbI, KaXabll N3 KOTOPbIX
HeCéT dhyopecueHTHY0 MeTKy M racutenb dnyopecueHumn. NMpn obpasosBaHum cneymdmUyHOro
npoaykta [OHK-30H4 paspywaertcs, AenctBue racutensd Ha  (GayopecueHTHY  MeTKy
npekpawaeTcs, 4To BeAET K BO3pacCTaHUIO YPOBHSA (dyopecueHUunn, KOTOopbin (UKCUpYeTCs
AETEKTUPYIOLWMM aMNAndmnKaTopomM.

KonnyectBo paspylleHHbIX 30HA0B (@, cnefoBaTesibHO, U YpOBEHb (yopecueHumn)
yBeIN4YMBaETCS NMponopuUnMOHanbHO KonnyecTsy obpasoBasBlunxcs cneundunyeckmx amninkoHoB.
YpoBeHb diyopecueHUuMn U3MepseTcs Ha KaxaoM umknie amnandukaumm B pexuMe peasibHOro
BpEMEHMU.

B coctaB cMecu ana amnnmdukaumm BKIKOYEH BHYTPEHHUN KOHTponb (BK), koTOpbIn
npegHasHadeH A5 KOHTPOS NMPOXOXAEHMS NOIMMEPA3HON LLENHOW peakLuun.

B cocrae AHK-30HAOB, mcnonb3ylowMxcs AA8 AeTekunmum npoaykta amnandukauum
nckomon AHK, BkntoueHa dnyopecueHTHas MeTka Fam. B coctas [JHK-30HA40B, ncnonb3syowmxcs
AN AeTeKkuun npoaykTta amnaMdukaumm BHYTPEHHEro KOHTPOss, BXOAUT (J1yOpeCLEHTHbIN

Kpacutenb Hex. B Tabnnue 1 npunBeAeEHbl KaHallbl AETEKLUNN NMPOAYKTOB aMI'IJ'IMCbl/IKaLJ,MVI.
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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 cneayrowmnx atanos: BbigeneHne OHK (npobonogrotoska),
NnupP-amnandpukauma AHK c ogHOBpeMEHHON geTeKumen pe3yabTaToB C MCNo/b30BaHneM Habopa

peareHTtoB HHV-6.

2.4 Bpemsi npoBeseHus aHanmsa (Bkao4yas NpobonoaroToBKy): oT 2 YacoB (B 3aBUCMMOCTU

OT Ko/inyecTBa 06pasLoB N UCMO/Ib3yeMOro Habopa/KoMMNeKTa peareHToB Ans BblaeneHunsa AHK).

3 AHANTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMA

3.1 AHanuntnyeckasa cneuymdmnyHOCTb

B o6pasuyax 6uonormyeckoro Martepuana 4enoseka, cogepxawmx AHK Human
herpesvirus 6, nporpamMMHOe obecneyeHne pgeTekTupylowero ammandukaTopa A0SKHO
perucTpnpoBaTb MONOXUTENbHbIM  pe3ynbTaT aMmnamdukaunm cneunduyveckoro npoaykra
(dbparmeHTa reHoMa Human herpesvirus 6) no kaHany getekumm Fam/Green.

B obpa3uax 6uonormyeckoro matepuana, He cogepxawmx AHK Human herpesvirus 6,
nporpamMmMHoe obecnedyeHne p[eTekTUpyOLWEro aMnandukatopa AO/IKHO PperucTpmpoBaTthb
oTpuuaTenbHbIM pe3ynbTaT aMmnandukaumm cneuyudmdeckoro npoaykta (dpparmMeHTa reHoma
Human herpesvirus 6) no kaHany getekumm Fam/Green u nNOAOXUTENbHbIN pe3ynbTaT
aMnndmKaumMm BHYTPEHHErO KOHTPOS NO KaHany aetekunmn Hex/Yellow/Vic.

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

a Takxke [IHK yenoBeka B KoHLeHTpauuu ao 1,0 x 108 konuii/mn obpasua.

3.2 NHTepdepupyoline BelecTsa

Hannumne wuHrubutopos [MUP B o6pa3ue 6uonormdeckoro martepumana MoxeT 6biTb
MPUYMHON COMHUTENbHbIX (HeonpeaenéHHbIX/HeLOCTOBEPHbIX) pe3ynbTaTtoB. [lpuM3HaKoOM
nHrnbmposaHusa T[LUP saBnsetrca oaHOBpeMeHHOe OTCYTCTBME aMMIn@UKauum BHYTPEHHEro
KOHTPOSS M cneunduryeckoro npoaykra.

K nHrnéutopam MLP oTHeceHbl cneaywuwme BewectBa: reMoriobMH 1 ieKkapCTBeHHbIE
npenapaTtbl, NpucyTcTeytowmne B obpasue AHK B pesynbTtaTe HEMOMHOrO yaaneHus B npouecce
BblaeneHmna OHK n3 obpasua 6buomaTepuana, a Takxe M30MponuiaoBblA CAMPT U MeTunauerar,
npucyTcTBytowme B obpasue AHK B pe3synbTate HENOSHOIO yAasieHMUs NMPOMbIBOYHbLIX PacTBOPOB
B Xo4e npobonoaroToBKy.

MakcuMManbHble  KOHUEHTpauum  MHTepdepupylowmMx  BelecTs, MNpu  KOTOPbIX
He Habnwpanocb BAMSAHME Ha aMnaIn@uKauuo nabopaTopHbIX KOHTPOJIbHbIX 06pas3uoB U
BHYTPEHHEro KOHTpoNbHOro obpasua cocTtaBnstT: remornobmH - 0,35 mr/mn obpasua AHK,

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

7
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[Onsa oueHKM BO3MOXHOM MHTepdepeHLMn NeKapCTBEHHbIX npenapaTtoB 6binn Bbi6paHbl
Te, KOTOopble MOTeHUMaNIbHO MOryT MPUCYTCTBOBATb B OCTATO4YHbIX KONMdecTBax B bnonornyecknx
obpasuax 4yenoBeka, B3SATbIX W3 COOTBETCTBYWOLIMX Mccneayembix 6uoTtonos (MumpammnctuH®,
XN0oprekcnanH burntokoHar).

Ona Bcex uccneayeMmblX NEKapCTBEHHbIX MNpenapaTtoB 6bIs10 MOKasaHO OTCYTCTBME UX

BINUSIHMS B KOHUEeHTpauun ao 10% B obpa3ue buomatepmnana.

3.3 Mpenen obHapyxeHus

5 konuin AHK Human herpesvirus 6 Ha amnandumKaumoHHyo Nnpobupky.

Mpepen ob6HapyXeHuss yCTaHOB/IEH MyTeM aHanM3a CepuilHbiX pas3BeneHun
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:

HaummeHoBaHue 0O61BbEM Mpepen
BnomaTtepmnan Habopa/koMnJieKTa noJsiy4yeHHoro obHapy»xeHus,
Aana sbigenenms AHK npenaparta, MKJ1 | konui/o6pasel
MPOBA-HK 50 50
MPOBA-TC 100 100
Ma3ok CO Cnu3ncTomn pO'I;OFJ'IOTKVI MPOBA-MY-PAMNA 100 100
B 500 MK TpaHCNOPTHOW cpeabit
MPOBA-PANNA 500 500
MPOBA-OMNTUMA 400 400
MPOBA-HK 50 50
CnrMHHOMO3roBas XUAKOCTb (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 KauecTBe TpaHCMOPTHOM cpeabl Mcnosb3oBanack TpaHcnopTHaa cpega Ans 6uonpo6 CTOP-O,
000 «[OHK-TexHonoruna TC», Poccusa, PY N2 P3H 2020/9640
2 - npu ao6asneHnn 100 MKN IU3NPYIOLLErO pacTBopa
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3.4 AunarHocTnyeckne xapakTepucTuku
AvarHocruyeckas AunarHocrnyeckas
Bup 6nomarepmana
4YyBCTBUMTEJIbHOCTb cneundunyHOCTb
KpoBb 100% 100%
(95% AN: 86,28% — 100%) (95% AN: 86,28% - 100%)
CnMHHOMO3roBas XMaKocTb 100% 100%
(95% AN: 86,28% — 100%) (95% AN: 86,28% - 100%)
BuonTtaT unm nyHKTaT N3 o4aros 100% 100%
rMopa>eHMs OpraHoB M TKaHemn (95% [OWN: 86,28% - 100%) (95% [AWN: 86,28% - 100%)
Ma30K CO C/IM3UCTON POTOrNI0TKM 100% 100%
(95% AN: 86,28% — 100%) (95% [AN: 86,28% - 100%)
CritoHa 100% 100%
(95% AN: 86,28% — 100%) (95% [AN: 86,28% - 100%)
Uroro 100% 100%
(95% AOW: 97,09% - 100%) (95% AN: 97,09% - 100%)
3.5 Bocnpon3BoaAMMOCTb 1 MOBTOPSEMOCTb

Bocnpounzsognmoctb coctasnseT 100%.

MoBTOpsemocTb cocTtasnseT 100%.
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LUP-nabopatopuu, obopyaoBaHue u MaTepuanbl LOXKHbI
cooTBeTcTBOBaTh TpeboBaHmsaM MOCT P MCO 15190-2023, meToanyeckmx ykasaHmn MY 1.3.2569-09
«OpraHunsaumns paboTbl nabopaTtopuii, UCNOAb3YKOLWNX MeToAbl amnaMdumKaumm HYKIEUHOBbIX
Knucnot, npu paboTte ¢ MatepmanoM, cogepkawmMm MMKpoopraHnsmbl I-IV rpynn natoreHHoCTU»,
c cobnogeHneMm  caHuTapHbiX npaBua M HopM  CaHluH 3.3686-21  «CaHuTapHo-
annageMmnonornyeckne TpebosaHus no npodunakTMke MHGOEKUNOHHbIX 6onesHen».

HenseecTHble 06pa3ubl pacCMaTpMBaAOTCS KakK MoTeHuManbHO-onacHble. Mpu paboTte ¢
HabopoM peareHTOB c/leayeT HageBaTb 04HOpPa30Bble nepyaTkm 6e3 Tanbka.

Mpn pabote ¢ MukpoopraHuamamu I-IV rpynn naTtoreHHoCTu BbIGOp TMMNa 3aWMUTHOro
KocTioma (pabouer ogexabli M CpeacTB MHAMBUAYA/bHOW 3aWMTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHUTapHbIMK Npasuiammn n Hopmamm CaHlnH 3.3686-21 n onpepensieTcs BMAOM
B0o36yauTens, pabouel 30HOI, OCHaweHneM ee 6okcamu buonornyeckon 6e3onacHoOCTu.

CnepyeT UCcnonb3oBaTb TO/IbKO OAHOPA30Bble HAKOHEYHWKW U NPpobupKu.

He ponyckaeTcs WCNoOMb30BaHWE OAHMX W TeX Xe HaKoHeuyHWKoB npu obpaboTke
pa3nnyHbix o6pa3uos bnonorMyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB JOMycKaeTcsd nepcoHan, obydeHHbln MeToAaMm
MOJIEKYNSAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenne AHK cneayet nposoanTb B 6Hokcax buonormyeckon 6esonacHoctu II knacca.
MoarotoBky K MUP c ncnonb3oaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B lNMLP-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4yMcne A03aTopos,
WTaTMBOB, JlabopaTOPHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoB M np., a TakXe pacTBOPOB
peareHToB U3 OAHOro NMOMeLeHns B Apyroe.

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

Ncnonb3oBaHHble OAHOPAa30Bble MPUHAANEXHOCTM (MPO6UMPKKM, HAKOHEYHUKM WU Aap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep A9  MeAMUMHCKMX — OTX0A0B,  COoAepXalimi
Ae3nHdouumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeNeHne
HK n nocrtaHoeka [MUP, cnegyet obsizatenbHo, A0 W nocne nposeaeHuss pabot, obnayyatb
C nomoublo bakTepmumMaHbIX YCTAHOBOK B TeveHune 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTtaTtuebl, obopyaoBaHue un 4p.)
eXegHeBHO rMoABepratoT BfaxHon ybopke C MNpUMEHEHMEM Ae3UHPUUUPYOLWMX/MOKLWMX

CpeAacCTB, pernaMeHTUpPOBaHHbIX CaHUTapHbIMW NpasuiamMu n Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TX0A4bl C npoaykTamu MNLP Heo6xoaAnMo TONMbKO B 3aKpbITOM BUAE.
He ponyckaeTtcs oTkpbiBaTb Npobupkun nocne amnamdukaumm, Tak Kak 3TO MOXET MPUBECTM 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 TOPOACKNX 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 (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hanuuue/otcyrcrBue

KoMmnoHeHT Habopa OMacHOro KOMrNoHeHTa
DeareHTon P YKasaHue Ha pUCKM
®dacoBka S ®dacoska U
CMecb ana amnaudukaumu, HeT onacHbIX
3anevyaTaHHas napaguHoOM BeELecTB
HeT onacHbIX
PacTteBop Tag-nonnmMepassbl - -
BeELecTB
HeT onacHbIX
MunHepanbHoe Macno - -
BELecTB
HeT onacHbIx
Cmechb ana amnamdurkaunm - -
BeLecTB
HeT onacHbIx
Monnmepasa TexHoTaq MAX - -
BELEeCTB
HeT onacHbIX
MNuP-6yde - -
LP-bydep BELEeCTB
o He knaccuopuumnpyertcs
MonoxunTenbHbIN A3up HaTpua A3up HaTpua v(b H1py
o KaK OrMacHbIW 5149 340p0OBbS
KOHTPO/bHbIN 06pasel MmeHee 0,1% MmeHee 0,1% .
yenoBeKa U OKpyXatollen cpeabl

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

MpK MCNONb30BaHWK NO Ha3HAUYEHMUIO U COBMAEHUN Mep NPeaoCTOPOXHOCTM KOHTAKT C
OpraHU3MOM YesloBeKa UCKJTIOYEH.

He ncnonbsoBaTtb Habop peareHToB:

- NpW HapyLLIEHUM YCNOBUIA TPAHCNOPTUPOBAHUSA U XPAHEHUS;

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

- Npu HapyLIEHUN 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

NPeaAOCTOPOXHOCTUN 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

O6opyaoBaHMue, peareHTbl U pacxoaHble MaTepuanbl

cTpunbl | Npobupkun YHoe asToMaTisu-
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
06béMa ofHOKaHasnbHble, No3BonsoWwmne otbupate 06bEM aa aa Aa 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

O0[HOPa30Bble HAKOHEYHWKM A1 NOSlyaBTOMaTUYEeCKNX A03aTOpoB,
cBobogHble oT PHKa3 n JHKa3, o6bémom 200 Mk, 1000 mMkn
wTaTmse ANns 403aTopoB aa aa ha aa
npobmMpKM MMKpoLEeHTpUdYyxHbie 06bEMOM 1,5 Mn
C Kpbllwkamn, ceoboaHble oT PHKa3 n iHKa3
npobmpkn aMmnanpukKauymoHHble 06bEMoM 0,2 Mn
C Kpblwkamn, ceobogHble oT PHKa3 n AHKas3 HeT HeT ha HeT
nnn mmkponnaHwert MLUP 96 nyHok>

OZHOpa30Bble NepyaTkn MeauumHckme, 6e3 Tanbka,
TEKCTYpUpOBaHHbIe

&MKOCTb ANnsa cbpoca MCcnonb3oBaHHbIX HAKOHEYHWKOB,
NpobupoOK N ApYyrux pacxoAHblX MaTepuanos

TpaHcnopTHasa cpeaa (Npn HeobxoaMMOCTM), peKkoMeHayeTcs
Mcnonb3oBaTb TpaHCNOPTHYO cpeay ansa 6uonpob CTOP-O, Aa aa ha aa
000 «AHK-TexHonorusa TC», Poccusa, PY N2 P3H 2020/9640
dpusnonornyecknin pacteop (0,9% NaCl) ctepunbHbIN

aa Aa 4a Aa

aa Aa 4a Aa

Aa Aa Aa Aa

Aa Aa Aa Aa

a a a a
(npn HeobxoamMocTn) A A A A
YcTpoincTeo fosupytowee ATcTpuM
no TY 9443-005-96301278-2012 B BapuaHTe UCMNOSIHEHUS
HeT HeT HeT na
12M1 nnm 15M1, OO0 «HINO OHK-TexHonorusa», Poccus,
PY N2 P3H 2015/2982, pnanee no Tekcty — OTcTpum
OZHOPAa30Bble HAKOHEYHUKM C PUNLTPOM AN AO3UPYIOLLErO
ycTporictea ATcTpuM B kKoMnnekTauun *M1, ceoboaHble oT
. HeT HeT HeT na
PHKa3 n HKa3, 06bémom 200 MKN nam peKoMeHAOoBaHHbIE
ANS @aHaNOrM4YHOro UCMob3yeMOro AO3MPYHOLWEro yCTponcTea
YCTpOMCTBO ANA 3anedyaTbiBaHUsA nnaHweTos [Tnak, 6
HeT HeT Aha na
000 «HMNO AHK-TexHonorusa», Poccus
eHTpudyra c RCF He Huxe 100, c aganTepom Ans
LeHTpndy (9) ,CaA pom A et et nab na
MUKPOMIaHLWeToB
nosiMMepHas TepMorniéHKa ANs 3anedyaTbiBaHNUS MUKPOMJIAHLLETOB HeT HeT nad aa
MukponnaHwert MNUP 384 nyHku HeT HeT HeT na
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dacoBka U,
AO3UpOBaHue
adBTOMaAaTU3N-

poBaHHOE

dacoBka S
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuasbl

CTpunbl | Npo6upku | py4dHoe

Ha60p/KOMFIJ'IEKT peareHToB An4 BblaeneHnsa HK ns 6uonornyeckoro MaTepmana7 PEKOMEHAYHOTCA:

- KoMmnnekT peareHToB Ans BblaeneHns HyknemHoBbix kmucioT NMPOBA-HK/MPOBA-HK-IMJTHOC
no TY 9398-035-46482062-2009 B ¢popme komnnekTaumu: komnaekT NMPOBA-HK,
000 «JHK-TexHonorua TC», Poccus, PY N2 ®CP 2010/08867;
- KomnnekT peareHtoB ans sbigeneHuns AHK no TY 9398-037-46482062-2009 B dhopMe KOMMNIeKTaUnNm:
MPOBA-TC, 000 «OHK-TexHonorus TC», Poccusi, PY N2 ®CP 2010/08696;
- Habop peareHToB An15 BblAENEHUS HYKNENHOBBIX KncnoT NMPOBA-MY no TY 9398-088-46482062-2016
B hopme komnnektaunm NMPOBA-MY-PANNI, OO0 «OHK-TexHonorus TC», Poccus,
PY N2 P3H 2017/5753;
- KomnnekT peareHToB An4 Bbigenenma JHK MPOBA-PAMKMNA no TY 9398-015-46482062-2008,
000 «HK-TexHonorua TC», Poccus, PY N2 ®CP 2008/02939;
- Habop pearenToB ansa Bbigenenus AHK yenoseka, 6aktepuii, Bupycos un rpubos 13 6nonormyeckoro
MaTepuana YenoBeka M KynbTyp MukpoopraHusmos (MPOBA-OMNTUMAS
no TY 21.20.23-124-46482062-2021, OO0 «AHK-TexHonoruna TC», Poccusa, PY N2 P3H 2022/17496;
- Habop pearenToB ansa soigenenus AHK MPOBA-MY MAKC no TY 21.20.23-106-46482062-2019,
000 «HK- TexHonormsa TC», Poccusa, PY N2 P3H 2021/14391.

JononHutenbHo Ans npenobpaboTtkun u BoiaeneHns AHK 13 6MontaTtoB/nyHKTAaTOB C UCMO/Ib30BaAHUEM
KoMmnekToB peareHTos NMPOBA-HK u MPOBA-IC:

6okc 6uonornyeckon 6eszonacHoctu II knacca

ueHTpudyra ana npobmpok o6vémom 1,5 mn, ¢ RCF(g) He Huxe 12000

TepMoCTaT TBEPAOTENbHbIN, NoAAEpPXMBaAKOLWNI TeMnepaTypy 65 °C

3/1EKTPUYECKMI TabopaTopHbIM acnmMpaTop C KON60M-N0BYLLKON ANS yAaneHns HagoCaao4HbIX
XKNOKOCTEN

OAHOpa30Bble HaKOHeYHUKK 6e3 punbTpa, cBoboaHblie oT PHKas un [1HKas, ans anektpuyeckoro
nabopaTtopHoro acnupartopa

XonoaAnnbHUK C MOpO3VI)'IbHOl7I KaMepon

MUKPOLLEHTpUdYyra-BopTeKC

npobupkm MUKpoLEeHTPUPYxHble 06bEMOM 1,5 M ¢ Kpblwkamm, ceoboaHble oT PHKas n AHKa3

wTaTmB «pabouee mecTto» Ans npobupok o6vEMOM 1,5 mn

[03aTOpbl MEXaHMYECKNE UN SNEeKTPOHHbIE NepeMeHHOro o6béma ogHOKaHaNbHble, NO3BONSAOWME
oTbupaTb 06bEMBbI Xxnakoctn 20-200 Mk, 200-1000 Mkn

OAHOpAa30Bble HAKOHEYHUKK C DUNLTPOM A8 NoNyaBTOMaTUYECKMX A03aTOpoB, cBoboaHble oT PHKas3 un
OHKa3, o6bémom 200 mkn, 1000 mMkn

WTaTnUB A1 403aTOpOoB

O4HOpa30Bble NEpYaTKN MEANLIMHCKHNE, 6e3 TallbKa, TEKCTYPUPOBAHHbIE

EMKOCTb A/19 cHpoca UCMOJIb30BaHHbIX HAKOHEYHNKOB, NMPOBUPOK M APYrMX PacXOAHbIX MaTepuanos

Ae3VHPUUMPYIOLWIMIA pacTBoOp

dusunonornyeckmin pactesop (0,9% NaCl) ctepunbHbIA (MpyM HEO6XOAMMOCTH)

TpaHcnopTHasa cpeaa (Npy Heob6xoaMMocCTH)

MpuMeuaHua k Tabnuue:
1 — panee no TeKCTy — AETEKTUPYOLWMI aMnandukaTop; TpebyeMble napaMeTpbl AETEKTUPYOLWNX
aMnanduKaTopoB yKasaHbl HMXE

2 — TONbKO AETEKTUPYOLWMI aMnanbukaTop «ATnpaiim» (Moamdukaums OTnpanm» *X*),
000 «HMNO OHK-TexHonorus», Poccmsa, PY N2 ®CP 2011/10229

- He ucnonb3yeTca Ana getektupytowero amnamdurkatopa Rotor-Gene Q

TOMBLKO MPU NCMONb30BaHNN Npobupok

He MUCMoNb3yeTcsa Ans AeTeKTupyrwmx amnandukatopos «Tnant» n Rotor-Gene Q

TOSIbKO MPU UCMONb30BAHNU MUKPOMIAHLIETOB

BO3MOXHOCTb MCMNOSb30BaHNA Habopa/KoMniekTa peareHToB ANns Bblaenenms QHK

Human herpesvirus 6 onpegensieTca Buaom 6uonornyeckoro Matepmana

8 — anga sblaenenuna AHK n3 KpoBu ToNbKO B BapuaHTe ucnonHenuns NMPOBA-OMNTUMA MAKC

3
4
5
6
7
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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:

- obecneunBaeTtca paboTta ¢ 06beMOM peakuUMOHHOM cMecn 35 Mkn (dacoBka S) mnm 18 Mkn
(dbacoBka U);

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

- nogorpesaeMasl Kpbilwka ¢ TemnepaTtypon 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb OXxNlaxaeHus He MmeHee 1 °C/c;

- TOYHOCTb NOAAEPXKAHMSA N OAHOPOAHOCTL TeMnepaTypbl He 6onee = 0,4 °C.

Ona paboTtel ¢ HabopoM peareHTOB BanMAMPOBaHbI cneaylolne AeTekTupylowme
amnnmndunkaTopsbl:
- AMnnudukaTop getektupyrowmn «ATnpanm» no TY 9443-004-96301278-2010 (mMoamndmkaums
«ATnpanm *M*»), OO0 «HIMO AOHK-TexHonorusa», Poccus, PY N2 ®CP 2011/10229, ganee no
TekcTy — «OTnpaim»;
- AMnnudukaTop getektmpyrowmn «ATnpanm» no TY 9443-004-96301278-2010 (Moamdmkaums
«ATnpanm *X*») 000 «HIMO OHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHToB B ¢acoske U aAns aBTOMaTU3MPOBAHHOIO 403MPOBaHUSA), Aanee no TeKCTy -
«ATnpanm» B mogndumkaumm «QATnpanm *X*»;
- AMnnpukaTop aetektupytowmin «ATnant»> no TY 9443-003-96301278-2010 (Moandukaumns
«ATnant *S*»), 000 «HMNO OHK-TexHonorusa», Poccus, PY N2 ®CP 2011/10228 (Tonbko Ans
Habopa peareHToB B dacoBke S; B acoBke U Ansg py4yHOro A03MpoOBaHUSA NPU UCNOSb30BaHUMU
npobunpok), aanee no Tekcty — «ATnanT»;
- Mpubop Ans NpoBeAeHUs MOsMMepasHON LIEMHOW peakuun B peXxuMe peanbHOro BpeMeHMU
Rotor-Gene Q, QIAGEN GmbH, [epmanusa, PY N2 ®C3 2010/07595 (tonbko pns Habopa
peareHToB B ¢hacoBke S, npobupku; B hacoske U ana pyyHOro 403MpoBaHns Npu MCNosib30BaHUN
npobupok), ganee no Tekcty — Rotor-Gene Q;
- TepMoumknep ansa amnandukaumm HykneumHosbix kncnoT 1000 ¢ moayneM peakuMOHHbIM
ontuyeckmm CFX96 (Optical Reaction Module CFX96), Buo-Paa Jlabopatopmes, WHk; CLUA,
PY N¢ ®C3 2008/03399, nanee no Tekcty — CFX96;
- AMnandukatop  HykaeumHoBbiX  kucnot  Applied Biosystems  QuantStudio5 ¢
rmbpuamnsaumnoHHo-dayopecueHTHON geTekumen npoaykTtos MLUP B pexxnme peanbHOro BpeEMEHM,
«Jland TekHonoaxunc Xonauurc Mre. JIta.», CuHranyp, PY N2 P3H 2019/8446, nanee no TeKkCTy -
Applied Biosystems QuantStudio 5.

Mo BompocaM MPUMEHEHUS AETEKTUPYOWMX aMnandUKaTopoB, He yKa3aHHbIX Bbllle,

TpebyeTca cornacoBaHue C Npou3BoaMTENeM Habopa peareHToB.
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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, Ma3KM CO C/IN3NCTOMN pPOTOrNOTKK, CJTIOHY.

6.2 O6bwme TpeboBaHus

6.2.1 NccnepoBanHme w™etogoMm T[UP oTHocmtCcs K npsiMbiM  MeTodgaM JnlabopaTopHOro
nccnenoBaHus, MoaToMy B3sTMe 6uonormyeckoro MmaTepuana 4denoBeka Heobxoammo
npoBoAMTb W3 MecCTa JioKkanmsaumm MHGEKUMOHHOro rnpouecca. PeweHne o
Heob6Xxo0aMMOCTN nccrenoBaTb TY WM MHYIO NOKaan3aumMio NpUHMMaeT fevalmii Bpay Ha
OCHOBaHMK CObpaHHOro aHaMmHe3a N KJIMHUYECKOM KapTuHbl 3aboneBaHus.

6.2.2 [ns Nnony4YeHMs KOPPEKTHbIX pe3ysibTaToB 60/bloe 3HAaYEHME MMEET KayecTBO B3ATUSA
obpasua 6uomaTepmana ANS UCCNeAoBaHWUSA, ero XpaHeHwe, TpaHCrnopTMpoBaHWe U
npeaBaputensHas obpaboTka.

Mpn HeobxogmmocTn B3aTUSA 6uMoMaTepmana U3 HECKONbKUX 6WOoTOoMoB noBTOpUTE
npoueaypy, Kaxabin pas 3abupas matepman B HOBYO Npobupky.

HenpaBunbHoe B3aTne buomatepuana MOXET NPUBECTU K MONYYEHUIO HEeOAOCTOBEPHbIX
pe3y/nbTaToB W, BC/IeACTBME 3TOF0, HEO6XOANMMOCTU €ro NOBTOPHOIO B3STUS.

6.2.3 Ha »3Tane noarotoBkuM 6uoMaTepumana WCMNONb3yWTE OAHOPA30Bble HAKOHEYHWUKU
c ¢punbTpoM, cBoboaHble oT PHKa3 1 [IHKas.

6.2.4 [Ons npenoTBpalleHMs KOHTaMMHaUMW OTKpbIBalTE KpPbIWKY TONbKO TOM Npobupku, B
KoTopyto 6yaeTe BHOCUTb Buonormyeckmin Matepman, n 3akpbiBante ee nepen pabortomn

CO cneayowen NnpobupKoi.

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

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tllepen BbigeneHnem [OHK wMoxeTr noTpeboBaTbCs mnoarotoBka o06pa3uos

éunonormnyeckoro Mmatepuana (6.5).

6.3.1 TNepudepmnueckas KpoBb
B3ATne ™MaTepmana nNpoBOAUTCA B COOTBETCTBMU C MHCTPYKUMAMM MO MNPUMEHEHMUIO
ncnonb3yeMbiX HabopoB/KOMNAEKTOB peareHToB An4 BblaeneHnsa HK (7.1).
OrpaHuuyeHme Metopal: BHYTPUBEHHbIE MHBEKLMM FrenapuHa, MHDY3UM npenapaTos

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

1 - ecnuM 3TOo He NpoTMBOpPEYUT TpeboBaHMSAM K MCMOJIb3yeEMbIM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK
15
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6.3.2

6.3.3

6.3.4
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CnMHHOMO3roBas XuAKoCTb, C/OHa

B3aTne ™MaTtepuana npoBOAUTCS B COOTBETCTBMW C WMHCTPYKUMSMM MO MNPUMEHEHUIO
ncnonb3yemblX HabopoB/KOMMNNEKTOB peareHToB Ans BoiaeneHns HK (7.1).
BuonTaTbl/NyHKTaThI

B3aTne ™MaTtepuana npoBOAUTCS B COOTBETCTBMW C WMHCTPYKUMSMM MO MNPUMEHEHUIO
NCnonb3yeMblix HabopoB/KOMMNIEKTOB peareHToB Ans sbiaenenmsa HK (7.1).

Mpw ncnonssosaHuun ans soiaenennsa JHK komnnektos peareHToB NMPOBA-HK n MPOBA-IC:
B3atne wMaTepmana npoBoAMTCS B OAHOpasoBble npobupkn ob6bEMOM 1,5 Mn
C TPAHCNOPTHOM Cpeaol, npeAHasHa4YeHHoW npoussoanTeseM A8 TPaHCMOPTUPOBAHUS
n xpaHeHuns obpasuos 6monormyeckoro matepumana ang NLpP-nccnegosaHni.

MasKkun co CNM3NCTON POTOrNOTKMN

B3aTve MaTepuana ocCyLLeCTBASIOT C MOMOLWbIO creumanbHbiX MeAUUMHCKUX u3genuvi,
NMEeLWMX perncTpaunoHHble yAOCTOBEPEHUS, COMIACHO YCTaHOBAEHHOW B 3aBUCUMOCTU
OT UCTOYHMKa Bbuonornyeckoro Matepuana npoueaype (Hanpumep, 30HA MeAUUNHCKUN
04HOpa30BbI cTepuabHbIi PY N2 P3H 2021/13989).

OrpaHuuyeHne MeTtopal: MecTHOe MpPUMEHEHWe JIeKapCTBEHHbIX MpenapaToB (cnpeu, Kannu,

KpeMbl M Ma3n) MeHee, 4yeM 3a 24 yaca Ao uccnegosaHus. MNMpu MCNonb30BaHUM aspo30Sen U

Apyrnx ¢opM nekapcTBEeHHbIX NpenapaToB ANs MHranaumMn npu nedyeHnm 6poHXnanbHOM acTMbl

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

BHMUMAHME! B3saTne MaTepmana B npobupku ¢ peaktmsoM «MMPOBA-PAMULO» n nusunpytowmm

pactBopoM M3 coctaBa Habopa peareHToB [MPOBA-OMTUMMA ocyllecTBnseTcs CyxXuM 30HAOM!

Heob6xoanmMo UCKNOUNTb KOHTaKT pacTtBOpoOB C KO)KQVI, rnasaMm m CAmM3ncTbiMmn obonoukamm. Mpwn

KOHTAQKTE HEMEASIEHHO MPOMbITb MOopa>XXeHHOoeE MECTO BOAOWN U O6paTMTbCF| 3a MeauUMHCKOM

MOMOLLbIO.

Mopspok B3aTUSA MaTepmana:

Mocne B3ATNA MaTepuana nepeHecnTe 30HA B NPOoObUPKY C PU3NONOrMYECKUM PacTBOPOM,
peakTueoM «MPOBA-PAMNO», nu3npylowmMM pacTBOPOM WM TPAHCMOPTHOW Cpenon,
npeaHa3Ha4YeHHOW Npou3BOAUTENEM ANA TPaHCNOpPTUPOBaHUA M XpaHeHus obpas3uos
6uonornyeckoro martepumana ans [LP-nccnegoBaHnini, U TwaTenbHO MNPOMONTE €ro
B XMAKOCTU B TeueHne 10-15 ¢, nsberasa eé pasbpbiarnanus.

N3Bneknte 30HA W3 pacTBoOpa MW, BpawaTesbHbIM [ABMXEHMEM MpuXuMasa ero
K BHYTpEeHHEeN CTeHKe NpobupKK Bbillie YPOBHS pacTBopa, OTOXMUTE N3ObITOK XXMAKOCTHU.
MONHOCTbLIO yAanuTe 30HA4 U3 MPobUpKM N YyTUNN3NpynTe.

MNOTHO 3aKpoKrTEe N NMPOMapPKUpPynTE NPobUpKy.

1 — ecnu

3TO HE NpPOTUBOPEYUUT TpeGOBaHMﬂM K MCNOJib3yEMbIM HaGOpaM/KOMI‘U’IEKTaM peareHToB Ans

BblaeneHnsa HK
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6.4 TpaHcnopTupoBaHMe N XpaHeHue obpa3uoB bMonornyeckoro Matepmana

YcnoBus TpaHCNOPTUPOBAHMS WM XpaHeHus obpa3uoB 6uonornmyeckoro Martepuana
onpeaenstTcs MHCTPYKUUSIMKU MO NPUMEHEHMIO MCMONb3yeMbiX HAbOPOB/KOMMNEKTOB peareHToB
ans sblgenedns HK (7.1) nnm ncnonb3yeMmbix 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 TeYEHMe CYTOK A0MyCcKaeTcsa O4HOKpaTHOE 3aMopa)XuBaHue Matepuana. JonyckaeTca XxpaHeHue
3aMOpPOXXEeHHOro Matepuarna npu temMmnepaTtype oT MUHyc 22 °C go MMHyc 18 °C B TeueHue ogHOro
Mecsiua (ecim 3To He npotuBopeudnT TpeboBaHMAM K uCnonb3lyeMbiM Habopam/KoMniekTam
peareHToB A1 BblaeneHma HK wmnum ucnonb3yembiM Ansd TPaHCAOPTUPOBAHMSA W XpaHEHWUs

06pa3uoB TpaHCNOPTHbIM cpeaam).
BHUMAHME! Cnepyet nsberatb NOBTOPHOIO 3aMOpa)nBaHMs U oTTtameaHus obpasuos.

6.5 MoarotoeBka 6uonornyeckoro Matepuana Jyenoseka ansa sbigenenHna JHK

6.5.1 Tlepudepunyeckas KpoBb, CMNMHHOMO3roBasl XWAKOCTb, C/HOHA, Ma3ku CO C/AN3UCTOWN
pOTOr/I0TKMK
MoarotoBka 6uonormyeckoro MaTtepuana (nNpM  HeobxoAMMOCTM)  MPOBOAUTCS
B COOTBETCTBMW C MHCTPYKUMSAMU MO MPUMEHEHUIO UCNOb3YEMbIX HAabOpOB/KOMMIEKTOB
peareHToB Ans Bbiaenenmsa HK (7.1).

6.5.2 BbuonTaTbl/NyHKTaThbI
MoarotoBka 6Huonormyeckoro MaTtepuana (nNpy  HeobxoAMMOCTM)  MPOBOAUTCS
B COOTBETCTBMW C MHCTPYKLUMSAMM MO NMPUMEHEHUIO UCMNOb3YeMbIX HAabOpoB/KOMMAEKTOB
peareHToB Ans BbigeneHna HK (7.1).
Mpu ncnonbzoBaHunun ansa eblaeneHns AHK komnnektoB peareHToB NMPOBA-HK v NMPOBA-TC:

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

3-5 c 1 ueHTpudyrnpymnTte Ha MMKpoueHTpudyre-sopTekce B TeyeHue 3-5 c.

6.5.2.2 YoanuTte 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-PANWNA, MPOBA-PAMKNA, NMPOBA-ONTUMA,
MPOBA-MY MAKC (Tabnuua 2).

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

AanbHeNLwero nccneaoBaHms ¢ UCNosib3oBaHMeM Habopa peareHToB HHV-6.

MuHuManbHoe
Ha6op/koMnsieKkT peareHToB, PY BuomaTtepuan KOJZINYECTBO
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 mMartepuana Heobxoammo
NOAroTOBMUTb OTpuUaTeNbHbI KOHTPOJIbHLIN 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. Bbigenenne OHK mn3 6uonTaToB/MYHKTATOB C WMCMNOSIb30BAaHWMEM KOMMJIEKTOB peareHToB

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

1 — TONbKO C MCNONb30BaHNEM Habopa peareHToB B BapuaHTe ncnosaHeHns NMPOBA-ONTUMA MAKC
18
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7.2 Boigenenmne OHK 3 6nontaToB/NyHKTATOB C MCMO/Ib30BAaHMEM KOMIMNIEKTOB peareHToB

MPOBA-HK n MNMPOBA-TC

7.2.1 O6bwmne TpeboBaHus

7.2.1.1 Ncnonb3yihiTe 0OAHOpa30Bbie HAKOHEYHUKU C GunbTpoM, cBoboaHble oT PHKas wu
OHKa3. Ucnonb3yeMble HAKOHEUYHUKU MEHSNTE NMpU KaxXaoM yaasieHMW pacTtBopa w3
npobupkun. Mpn paboTe c acnnpaTtopoM WMCNOMb3yNTe HakoHeuyHukn 6e3 dunbTpa,
cBobogHblie oT PHKa3 n JHKas.

7.2.1.2 Mpn pobasneHuMn pacTBopa B Npobupky, coaepxawyto buonorMyeckmin matepwvan,
BHOCMTE pacTBOpP aKKypaTHO, He KacasiCb CTEHOK Npobupku. Mpu KacaHUM CTEHKMU
npobupKM CMEHUTE HAKOHEYHMUK.

7.2.1.3 Ona npenoTBpalleHns KOHTaMMHAUMM OTKPbIBalTEe KPbIWKY TONbKO TOM NMpobupku, B
KOoTOpylo 6yaete BHOCUTb pacTBOp WAM M3 KOTopor byaeTte yaansaTb HaAOCaAOUYHYHO
XWOKOCTb, W 3aKpblBanTe ee nepea paboTon co cneaytowlen npobmpkon. He gonyckaertcs
paboTaTb O4HOBPEMEHHO C HECKOSIbKMMU MPOBUpKaMn C OTKPbITbIMU KPbiLLKaMK.

7.2.1.4 HeunssecTHble 06pa3ubl U OTpuuUaTENbHbIN KOHTPOJbHLIN 06pasel (K-) Heobxoammo
obpabaTtbiBaTb N0 €4MHON CXeMe OAHOBPEMEHHO COMMacHO AaHHOM MHCTPYKUUK.

7.2.2 Bbigenedne OHK mn3 6uonTtaToB/MyHKTATOB C MCMOSIb30BAaHMEM KOMIJIEKTA peareHToB

MPOBA-HK

BHUMAHME!

1. MNepen Havyanom paboTbl Heo6Xx0ANMO:

- BKIKOUUTb TEPMOCTAT And nporpesaHnsa 4o 65 °C;

- AOCTaTb M3 XOJIOAWIbHUKA KOMMJIEKT peareHToB AN BblAeNeHUs HYKEMHOBbLIX KUCIOT U
NMPOKOHTPOSIMPOBaTb OTCYTCTBME OCaZKa B NN3MPYIOLLEM pacTBope. B criyyae BbinageHMs ocagka
Heobxoanmo nporpeTb (hNakoH C AU3NPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTeNnbHO
nporpetoM o 65 °C, no nMosHOroO pacTBOpPeHUa ocajka. 3aTeM cneayeT nepemMellaTtb pacTBop
nepesopaynBaHueM ¢nakoHa BBepx AHoM 5-10 pa3, wusberas neHoobpasoBaHusA. [lepen
NCNOAb30BaHMEM oxsiaauTe pacTBOp A0 KOMHaATHOW TeMnepaTtypbl (0T 18 °C go 25 °C). Ocagok
TakKXe MOXHO pacTBOpUTb Npu KOMHaTHOM TemnepaTtype (oT 18 °C go 25 °C) B TeueHue
npnbénunsntenbHo 12 yacos.

2. Mpu nporpeBaHnm MNpobMPOK BO3MOXHO OTKpbiBaHME Kpbiwek! CnepgyeT Mcnonb3oBaTb
npobupkn c 3awénkmearowmmmca Kpbiwkamu (Hanpumep, Eppendorf Safe-Lock Tubes) wnu
nporpaMmMmpyembie TEPMOCTaThbl C MPMXMMHOM KPbIWKON (HanpuMep, TEpMOCTaT TBEPAOTENbHbIN

nporpammmpyembin manorabaputHoin TT-1-«AHK-TexH.», 000 «HINMO AHK-TexHonormns»).

7.2.2.1 MpoMapkunpymnTe no ogHON 04HOPA30BOM NMAacTMKOBOM Npobmnpke o6vémomMm 1,5 mn ansa
Kakaoro Hem3BeCcTHOro obpasua v ans oTpuuaTesnibHOro KOHTposibHOro obpasua (K-).

7.2.2.2 [JobaBbTe B nNpobupkM C NOArOTOBMEHHbIMM Obpasuamn 6uonTaToB/MyHKTATOB
(cM. 6.5.2) n B npobupky «K—» no 300 MK NM3MpytoLero pacteopa, He KacasiCb Kpas

npobupok.
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7.2.2.3

7.2.2.4

7.2.2.5

7.2.2.6
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7.2.2.9

7.2.2.10
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BHecuTte B npobupky, npomMapkupoBaHHyk «K-», 100 mkn oTpuuaTenbHOro
KOHTpOsbHOro obpasua. MNnoTHO 3akpoinTe NpobupkKn, BCTPAXHUTE MNPO6MPKKM Ha
MUKPOLIEHTpUdYyre-sopTekce B TeyeHue 3-5 c.

TepmocTaTupyinTe npobupkm npm 65 °C B TeyeHne 30 MUH, UEHTpUdYrnpymte Ha
MUKpOLEHTpU@dyre-sopTekce B TedeHue 3-5 c.

NepeHecuTe B COOTBETCTBYHOLWME MPOMApPKMPOBaHHblE NPOBUPKN OANst HEU3BECTHbIX
06pasuoB HaA0CaAAOUYHYIO XUAKOCTb. Ana npobupkun «K—» nepeHoCcUTb HaA0CaL0YHYO
XXNAKOCTb He TpebyeTcs.

[JobasbTe B Kaxayto npobupky no 400 MK peareHTa Ans npeumMnuTaumm, He KacasCb
Kpast Npobupkun, 3aKponTe NpobupKn n BCTpSAXHUTE NPOBMPKN Ha MUKpoUeHTpudyre-
BOpTeKce B TeueHune 3-5 cC.

LeHTpndyrnpynte npobupku npm RCF(g) 12000-16000 B TeyeHne 15 MuH.

He 3ageBas ocagoK, MNOMHOCTbIO yAanuTe HaAoCaAOYHYH >XWMAKOCTb (OTAeNbHbIM
HaKOHEYHUKOM M3 KaXK4oMm Npobupkn).

JobaBbTe K ocagky no 500 mMkn npombiBoYHOro pacteopa N°1, He Kacascb Kpas
npobupku, 3akporite NpobUPKM N aKKypaTHO nepeBepHUTe Npobupkn 3-5 pas.
LeHTpudyrmnpynte npobupkum npn RCF(g) 12000-16000 B TeyeHne 5 MUH.

He 3apeBas 0cafoK, MOMHOCTbIO yAanuTe HaAOCALOYHYH XMAKOCTb (OTAENbHbIM
HAaKOHEYHWKOM U3 Kaxaon npobupku).

[JobaBbTe k ocaaky no 300 Mka npombiBoYHOro pacrtesopa N22, He Kacasicb Kpas
npobupku, 3akponTe NpobUPKN N aKKypaTHO nepeBepHUTe Npobupkn 3-5 pas.
LeHTpndyrnpynte npobupku npu RCF(g) 12000-16000 B TeueHne 5 MuUH.

He 3ameBas 0cajoK, MOSHOCTbIO yAanuTe HaAOCALOYHYHO XWMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

OTkponTe NpobmpKn 1 BbiCyLLNTE 0cafok npu 65 °C B TeueHme 5 MuH.

[obasbTe kK ocagky no 50 mkn 6ydepa onsa pacTBopeHus, 3aKponTte Npobmpku.
Ocagute kannun ueHTpudyrmposaHmem npobupok Ha MuUKpoueHTpudyre-sopTekce
B TeyeHue 1-3 c.

TepmocTaTupymte npobmpkn npu 65 °C B TeyeHue 10 MUH. BcTpsaxHuTe npobumpkn Ha
MUKpOLEeHTpudyre-sopTekce B TeyeHue 3-5 c.

LlenTpndpyrmnpyrite npobupku npm RCF(g) 12000-16000 B TeyeHune 30 c.

MpenapaT AHK roToB K BHECEHUIO B peaKLUMOHHYI cMecb ang lMLUP.

Mpenapat AHK MOXHO XpaHWUTb Mpu TemnepaTtype oT MuHyc 22 °C go mumHyc 18 °C
He 6boslee ogHOro Mecsiua WM Mpu Temnepatype OoT MUHYC 72 °C po MuHyc 68 °C
He 6onee ogHoOro roga.

NMepen wcnonb3osBaHveM npenapata [AHK ana nocrtaHosku [UP nocne xpaHeHus
Heob6xoanMo pa3mopo3unTb npenapat AHK 1 oTpuuaTenbHbll KOHTPObHbLIN 0bpa3el npu

KoMHaTHoM TemnepaTtype (oT 18 °C go 25 °C) wnm npm TemnepaTtype ot 2 °C go 8 °C,

3aTEM BCTPAXHYTb I'IpO6MpKVI c npenapatoM AHK v oTpuuaTenbHbIM KOHTPOJIbHbLIM
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06pa3LoM Ha MUKPOLIEHTpUdYre-BopTeEKCE B TeueHue 3-5 c M ueHTpudyrupoBaTb Ha

MUKPOLEHTpUdYre-BopTeKce B TeyeHne 1-3 c.

MpenapaTt AHK rotoB K BHECEHUIO B peakuUUOHHY cMecb ansa MuP.

BHMUMAHME! [nga npenapata AHK gonyckaeTtca To/nbKO O4HOKpATHOE pa3MopaXkuBaHue!l

7.2.3

Boiaenenne OHK n3 6uontaToB/MyHKTATOB C WUCMOJSIb30BAHMEM KOMIJIEKTa peareHToB
MPOBA-TC

BHUMAHME! [lepes HavyanoM paboTbl HEO6XO0AMMO BKOUMTL TepMOCTaT ANS MporpeBaHus

no 50 °C.

7.2.3.1

7.2.3.2

7.2.3.3

7.2.3.4

7.2.3.5

7.2.3.6

7.2.3.7

7.2.3.8

7.2.3.9

7.2.3.10

7.2.3.11
7.2.3.12

MpoMapKupyiTe rno ogHOM 04HOPa30BOM NNACTMKOBOM Npobupke o6bémom 1,5 mn anga
Kakaoro HemsBecTHoro obpasua v ans oTpuuaTenbHOro KOHTponbHOro obpasua (K-).
JobaBbTe B nNpobupknm C nNoAroToBSieHHbIMM oOb6pa3uamm 6GumonTaToB/MyHKTATOB
(cM. 6.5.2) n B npobupky «K-» no 150 MKn nM3unpyroLero pacTeopa, He Kacascb Kpas
npobupok.

BHecute B npobupky, npoMapkuMpoBaHHyt «K-», 50 MKn  CTepunbHOro
Pn3M0N0rMYecKoro pacTBopa nnm TpaHCNopTHOM cpeabl. MNN0THO 3akporTe Npobupkwy,
BCTPSAXHUTE NPOBMPKN HA MUKPOLLeHTpUdyre-BopTekce B TedeHue 3-5 c.
TepmocTtaTupynte npobupkm npm 50 °C B TeueHue 30 MUH, UeHTpudyrupymTte
Npobupku Ha MUKpoUEHTpuUdyre-sopTekce B TedeHue 3-5 c.

NMepeHecuTe B COOTBETCTBYHOLWME NMPOMApPKMpPOBaHHblE NPOBUPKN ANS HEU3BECTHbIX
06pasuoB HaA0CAAOUYHYIO XUAKOCTb. Ansa npobupkun «K—» nepeHoCcUTb HaA0CaL04YHYO
XXNAKOCTb He TpebyeTcs.

TwaTenbHO pecycneHampymnTe copbeHT Ha MUKpoueHTpudyre-sopTekce. NepeBepHyB
npobupky BBEpX AHOM, ybeauTecb, YTO COpbeHT He 3anun Ha AHO nNpobupku. Mpu
Heob6xoaAnMMOCTM NOBTOpPUTE NepeMellnBaHme copbeHTa.

JobaBbTe BO BCce npobupkm (Bkayas «K-») no 20 MKN npeaBapuTenbHO
pecycrneHaAMpoBaHHOro copbeHTa, He KacasiCb Kpas Npobupkn, 3akponTte Npobupkm m
BCTPSIXHUTE NPOBMPKN HA MUKPOLLeHTpUdyre-BopTekce B TeveHne 3-5 ¢
LleHTpndyrnpynte npobupku npm RCF(g) 12000-16000 B Te4eHne 04HOW MUHYThI.
He 3ameBass 0cafoK, MOJIHOCTbIO yAanuTe HaAOCALOYHYH XMAKOCTb (OTAENbHbIM
HAKOHEYHMKOM M3 Kaxaowm npobupku).

JobaBbTe K ocagky no 200 mMkn npombiBOYHOro pactBopa N21, He Kacascb Kpas
npobupkun, 3akporte NpobupKM U BCTPAXHUTE NPOOBUPKM Ha MUKpoOLeHTpudyre-
BOpTeKCe B TeyeHune 3-5 c.

LeHTpndyrmnpynte npobupku npu RCF(g) 12000-16000 B TeueHne ogHON MUHYThI.
He 3ageBas o0cajoK, MOSHOCTbIO yAanuTe HaAOCaAOYHYHO XMAKOCTb (OTAENbHbIM

HaKOHEYHMKOM M3 Kaxkxaon npobumpku).
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7.2.3.13

7.2.3.14
7.2.3.15

7.2.3.16

7.2.3.17

7.2.3.18

7.2.3.19

7.2.3.20
7.2.3.21

BHUMA

JobaBbTe K ocagky no 200 Mkn npoMbiBOYHOro pactesopa N2, He Kacascb Kpas
npobupkn, 3akporTe NpobUpPKM M BCTPSAXHUTE NpPOBMPKM Ha MUKpoueHTpudyre-
BOpTeKCe B TeueHune 3-5 c.

LeHnTpndyrnpynte npobupku npm RCF(g) 12000-16000 B Te4eHne 04HOW MUHYTHI.
JobaBbTe k ocagky no 200 Mk npombiBOYHOro pactBopa N23, He KacasiCcb Kpas
npobupkun, 3akpornte NpobupKM U BCTPAXHUTE NPOOBUPKM Ha MUKpoOLeHTpudyre-
BOpTEKCe B TeyeHue 3-5 C.

LeHTpndyrnpynte npobupku npu RCF(g) 12000-16000 B TeueHne ogHON MUHYThI.
He 3ageBas o0cajoK, MOSIHOCTbIO yAanuTe HaAOCAAOYHYIO XMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

OTKpoWTe KpbIWKN NpobUpPoK U BbiCynTe ocadok npmn 50 °C B TeyeHue 5 MUH.
[obasbTe K ocaaky rno 100 Mkn antoMpyroLLero pacTBopa, He Kacasacb Kpas npobupku,
3aKponTe npobumpkn W BCTPAXHUTE Npobupkn Ha MUKpoLeHTpudyre-sopTekce
B TeyeHune 5-10 c.

TepmocTaTupynte npobupku npu 50 °C B TeyeHne 5 MuH.

LeHTpndyrmnpynte npobupku npm RCF(g) 12000-16000 B Te4yeHne O04HOM MUHYTHI.

Hagocago4yHas »XWUAKOCTb, coaepxawasa sblaeneHHytwo [AHK, rotoBa kK BHeceHWO B
peakuMoHHY cmecb ang MLUP.

MonyyeHHbIn npenapat AHK MOXHO XpaHuUTb OO0 7 CYTOK npu TemnepaTtype oT 2 °C
no 8 °C. lMepen wvcnonb3osaHueMm npenapata AHK ana nocrtaHoBku TMLUP Heobxogmmo
nosToputb 7.2.3.20 - 7.2.3.21.

Ecnn obpasey npeanonaraetca XpaHuTb 6onee 7 CyToK, nepeHecuTe HaAO0CaAOYHYHo
XXMAKOCTb B OTAENbHYI0 04HOpa3oByto Npobupky. bonee 7 cytok npenapat AHK cneayet
XpaHUTb Npu TeMnepaType oT MUHYC 22 °C go mmnHyc 18 °C.

Cpok xpaHeHus npenapata OHK npun TemnepaTtype oT MuHyc 22 °C o MuHyc 18 °C -
He 6onee 6 Mecsaues.

lMepen wcnonb3oBaHuveM npenapata AHK ana noctaHoBku [UP nocne XxpaHeHus
Heobxoammo pa3Mopo3nTb NpenapaT AHK n oTpuuaTenbHbii KOHTPOAbHbIM 06pa3el npu
KOMHaTHOM TemnepaTtype (oT 18 °C go 25 °C) unm npu Temnepatype ot 2 °C go 8 °C,
3aTeM BCTPSAXHYTb npobupku ¢ npenapatom AOHK M oTpuuaTesbHbIM KOHTPOSbHbIM
obpasuoM Ha MUKpoueHTpudyre-sopTekce B TedeHme 3-5c n ueHTpudyrmposaTb Ha
MUKpOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

MpenapaT AHK roToB K BHECEHUIO B peaKUMOHHYI cMecb ang lMLUP.

HUE! [na npenapata AHK gonyckaeTcs TO/IbKO O4HOKpaTHOe pa3MopaxkmnsaHue!
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7.3 Moprotoeka un nposegeHue MNLP. ®acoska S
BHUMAHME!
1. Mpn npoBeaeHMM BCEX MOCeAYHOWNX AENCTBUNA cnepyeT mlberatb BO3AENCTBUSA MPAMbIX

COJTHEYHbIX Jly4el Ha NpPoBbUpKM CO CMecbto Ana amnandukaumm!
2. [pu uncnonb3oBaHMM Habopa peareHTOB B BapuaHTe MCMOJIHEHMS «®dacoBka S, CTpUMbI»
cneayeT cTporo cobnoaaTb KOMMIEKTHOCTb CTPUMOB M KPbIlWEK K HUM. He NCnonb30BaTh KPbILWKK

K CTpunam us gpyrux Habopos peareHToB!

7.3.1  TlpomMapkupyiiTe no ogHoM Npobupke/CTpMnoBaHHON Npobupke co CMechto AN amnamdbukaumm,
3anevyaTtaHHoOM napadunHoOM, ANs Kaxaoro HemssecTHoro obpasua, Ansg oTpuuaTenbHOro

KOHTponbHOro obpasua (K-) n gns nonoXutenbHOro KOHTposibHOro obpasua (K+).

BHMUMAHME! KonnuyecTBo peareHToB paccumMTaHo He 6osiee yeM Ha 24 NMOCTaHOBKMW MpU YC10BUMK
BapmabenbHOro Kon4yecTea HeEM3BECTHbIX 06pa3uoB, 1 oTpuUaTeNbHOro0 KOHTPOSbLHOro obpasua

1 1 NONOXUTENbHOrO0 KOHTPOJSIbHOIO 06pa3ua B KaXAoW NoCTaHOBKE.

Mpumep: Heobxognmo npoaHanuanpoBaTb 4 HEM3BECTHbIX obpa3ua. [naa 3Toro
HY>XHO npoMapkmpoBaTb 4 Npobupkn Anst HemsBecTHbIX 06pa3uoB, OoAHY Npobupky
ansa «K—» u ogHy npobupky ansa «K+», Obuiee KonnyecTtso npobupok — 6.
7.3.2 BcTpaxHuTe npobupky c pactBopoM Tag-nonmmepasbl Ha MUKpPOLEHTpUdYre-BopTekce B
TedyeHmne 3-5 c U UeHTpNdyrnpymnTe Ha MMKpoLEeHTpudyre-sopTekce B TeueHue 1-3 c.
7.3.3 [dobaBbTe BO BCe MpPOMApKMpoOBaHHble NpobupKW, He noBpexaas ciok napadwuHa,

no 10 Mkn pacTeopa Tag-nonnmepassbl.

BHUMAHME! [pu ucnonb3oBaHuu ans npoeeaeHus [MNUP getexktupylowero amnnmdukatopa

Rotor-Gene Q MuMHepanbHOe Macno B Npobupku He BHocUTCS!

7.3.4 [dob6aBbTe B Kaxayl npobmpky (npn HeobxoaMMocTm) no ogHom kanne (okono 20 Mkn)
MUHepasibHOro Macna. HennoTHO NpUKponTe NPOBUMPKK/CTPUNbI KPbILWKaMM.

7.3.5 BcTpaAxHuUTE npobupky C MOSTOXUTENbHbIM KOHTPOJIbHbIM o6pa3suom Ha
MUKpOUEHTPUdyre-sopTeKkce B  TedyeHue 3-5¢ " ueHTpudyrnpymTe Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHne 1-3 c.

BHUMAHME!

1. Mepean BHeceHMeM B NpobMpPKM C peakuMoHHOW cMecbd ansa npenapata AHK n
oTpUUaTENbHOr0  KOHTpOJsibHOro obpasua HeobXxoAMMO  BbIMOAHWUTL  peKoMeHaauum  no
ucnonb3oBaHuwo  rnpenapata [OHK, npuBeaéHHble B UHCTPYKUMM NO  MPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ans BblaeneHus HK.

2. Mpu wucnoneszosaHun ansa Bbigenenmns [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-PAMWA, MPOBA-I'C (Tonbko B ciyyae, eCn Nocne BblAeNEHNS HaA0CaA0uYHAs XUAKOCTb,
cogepxallas sbigenerHHyto [HK, 6bina nepeHeceHa B HOBble NPOBUPKN) BCTPSAXHUTE NMPOBUPKK C
npenapatoM AHK 1 oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3LOM Ha MUKPOLEHTpUdYyre-BopTekce B
TeyeHne 3-5 c n ueHTpndyrnpymnTe Ha MUKpoLeHTpudyre-sopTekce B TeueHne 1-3 ¢

3. Mpn wncnonb3oBaHun pnsa BbigeneHnsa [OHK Habopos peareHtoB [MPOBA-MY-PAMNA,
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MPOBA-MY MAKC HeobxoamMmo, He BCTpsIXMBas, UeHTpudyrnposaTb Npobupkm C npenapaTom
OHK n oTpuuatenbHbiM KOHTPOJbHbIM 06pa3LOM Ha MUKPOLEHTpUdyre-BopTeKCE B TeyeHue
1-3 ¢, 3aTeM nomecTuTb Npobupkn ¢ npenapatom AHK B MarHWTHbIW wTaTtue. B cnyuyae ecnu
nocsne BblAeNeHUa Haa0caaouHas XUAKOCTb, coaepxawas sblaeneHHyo AHK, 6bina nepeHeceHa
B HOBble Npobupku, cnepyeTr BCTPsAXHYTb nNpobupku ¢ npenapatom AHK n oTpuuatenbHbiM
KOHTPOJIbHbIM 06pa3LiOM Ha MUKpPOLEeHTpUdyre-sopTekce B TedeHme 3-5 ¢ n ueHTpmudyrmposaTtb
Ha MuKpoueHTpudyre-sopTekce B TeveHue 1-3 C.

4, Ona npenoTepalleHns KOHTaMUHauuK cneayet nepeq BHeceHmeM JHK oTKpbiBaTb KpbILLKK
TONbKO Tex Npobupok, B KOTOpble ByaeT BHOCUTLCS AaHHbIM obpasel, M 3akpbiBaTb MX, nepes
BHecCeHueM criegytoulero. B cnyyae ncnonb3oBaHUs CTPUNOB criefyeT 3aKpblBaTb KPbIWKY CTpUna
rnocne BHeceHMss B Hero o6pas3uoB nepen Hadanom paboTbl CO CneaywwuMm. 3akpbiBanTe
npobupkun/ctpunbl nnoTHo. [Mpenapatel OHK ©n KOHTpoOnbHble o06pa3ubl cregyer BHOCUTH

HaKOHEUYHUKaMK C PUIbTPOM.

7.3.6 BHecuTe B COOTBETCTBYHLLME MNpPOMapKMpOBaHHble MNPOOUPKU, HEe noBpexgass C/omn
napaduHa, no 5,0 Mkn BblaeneHHoro 13 obpasyoB npenapata AHK. B npobupku,
npoMapkmpoBaHHble «K-», «K+>», [IHK He BHOCUTCA.

7.3.7 BHecuTe B NpobupKy, NpoMapKnpoBaHHyto «K—», He noBpexaasa cnoi napadwuHa, 5,0 mkn
oTpuLaTENbHOr0 KOHTPONbHOro obpasua, npoweawero atan sbigeneHna AHK (cm. 7.1).

7.3.8 BHecute B npobupky, npoMapkmpoBaHHyl «K+», He noBpexaas cnor napaduHa,
5,0 MK NONOXUTENBbHOIrO KOHTPOJIbHOro obpasua.

7.3.9 UeHTpudyrmpyinte Bce npobupku/cTpunbl Ha MUKPOLEHTPUPYre-BOpTEKCE B TEYEHMUE
3-5c (npn ucnonb3oBaHun ansa nposegeHus MNLP petekTupytowero amnandukatopa
Rotor-Gene Q ueHTpudyrnposaHme He ob6a3aTenbHO).

7.3.10 YcraHoBuTe BCe NpobUpKKU/CTpUMNbl B AeTEKTUPYHOLWNIA amnnmdunkaTop.

7.3.11 [nsa pgetektupyowmx amnandukatopos cepum AT:
3anycTuTe nporpaMMHoe obecnedeHue getekTupytowero amniandukaropa. Npu nepsom
npoBeaeHuun TMLP 3arpy3uTe COOTBETCTBYOWMIA TecT!. [anee v npu NocCieayLwmx
NOCTaHOBKAX CcoO34aMTe COOTBETCTBYHOLMA MNPOTOKOA  WUCCAEAO0BaHUA:  yKaxXuTe
KONIMYecTBO U unaeHTudwukaTtopbl o06pasuos, B TOM UWUCAEe OTPUMUATENLHOrO W
NMOSIOXUTENbHBLIX KOHTPO/IbHbIX 06pa3LoB, OTMETbTE pacrnosioxXeHune npobupok/cTpunos
Ha MaTpuue TepMmobnoka B COOTBETCTBMM C UX yCTaHOBKOM M nposeaute [MLP. Mpwn
Bblbope TecTa Ao/KHA oTobpaxaTbCca nporpamma, npuseaéHHasn B Tabnuue 3.

7.3.12 [Onsa petexktmpytowmnx amnnudumkatopoB Rotor-Gene Q, CFX96 n Applied Biosystems
QuantStudio 5:

MposegunTte MUP c yyeToM 06b€Ma peakUMOHHOM CMecn, paBHOro 35 Mk, No NnporpaMmam

amnandukaummn, npmeeaéHHbIM B Tabnnuax 4, 5, 6 COOTBETCTBEHHO.

1 — TecT Ans AeTeKTUPYOLWMX aMnnndukaTopos cepum AT co3aaérca nyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B [punoxeHun A) am npeaocTaBnseTcs NpousBoaMTeneM Habopa peareHToB
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} AHK-TEXHONOruA

MporpaMMa aMnandukaumn aAns  AeTeKTUPYLWMX aMnandukaTopos

N¢2 Yucno Pe>xuM onTuyecknx
TeMmnepartypa, °C | MMH C o Twvn 6noka
6noka LMKJ1I0B n3MepeHum
80 0 30
1 1 LUnkn
94 30
94 30
2 5 LUnkn
64 15
94 10
3 45 Lunkn
64 15
4 | 94 | o | 5 | 1 | | Linkn
5 | 251 ‘ ‘ ‘ XpaHeHune ‘ ‘ XpaHeHue
V - pexuM onTUYECKUX U3MepeHui

Tabnuuya 4 - lMporpamMmma amnnmdukaunm ana getektmpytouwero amnnmdukatopa Rotor-Gene Q

(dacoBka S, npobupkn)

o
Ne / Cycling TeMmnepartypa, °C / BPEMi-I, c/ KonuuectBo umknos /
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 ONTUYECKMX U3MEPEHUI, YCTaHOBUTb naMepeHue dayopecueHumnn (Acquiring) no KaHanam
petekumm Green (Fam) um Yellow (Hex) npu 57 °C

Tabnuuya 5
(dbacoBku S, U)

- MporpamMMa amMnaudukauum ona AeTeKTUpylwmx amnamounkatopoB CFX96

Bpems, KonnyecreBo UMKIoB
o o
N2 6noka (Step) TeMmnepartypa, °C MMH: CeK (o)

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50
4 64 v 0:20

Vv - pexuM ontudeckmx namepeHuii (Plate Read), ycTaHOBUTbL U3MepeHune dyopecueHLmm Mo
HeobxoanMbIM kKaHanam getekuunm (Fam, Hex) npu 64 °C

1 — ponyckaeTcs xpaHeHue npu TemnepaTtype 10 °C
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Tabnunua 6 - [lporpamma amnaudukaumm ana AetekTvpyrwwmx amnnmdbukatopos Applied

Biosystems QuantStudio 5 (dacoeku S, U)

Crapus N° wara Temnepatypa, °C LIy Konuuectso uuknos
MMH: CeK (noBTOpOB)
Craaus 1 80 01:00 1
yaepxaHus ) 94 01:30 )
1 94 0:20
Craaunsa MNupP 50
2 64 vV 0:20
V' - c6op AaHHbIX ANst HeobxoAnMbIX dnyopodopos (Fam, Vic (Hex)) BkatoyeH

7.4 MoarotoBka u nposeaeHue MNMUP. ®acoska U, pyyHoe ao3mpoBaHune

BHMUMAHME!

1.  [Ons amnandukaummn cneayet UCnosib3oBaTb OAHOPa30Bble aMMINMUKALUMOHHbIE NPO6UMPKK
06bEMOM 0,2 M1 MK  MUKponnaHweTsl MLUP 96 nyHok!, repMeTMsnpyeMbie TepMOMAEHKON,
He pekoMeHayeTCss UCMNONb30BaTb CTPUMOBAHHble TMPOOGUMPKM B  CBSA3M  C  OMACHOCTbLHO
nocTaMnandmKauMOHHON KOHTaMnUHaumu.

2. Mpu npoBeAeHUN BCeEX MNoOcCienywmnx AeNcTBUn cnenyet nsberatb BO3AENCTBUS MPSAMbIX

COJTHEYHbIX Ty4en Ha NpobupkKn co cMeckbto Ansa amnamdunkaumm!

7.4.1 TlpoMmapkupymte Heobxogmmoe KONMYECTBO OAHOPasoBblX  aMNANMUKALMOHHBIX
npobupok o06bémMom 0,2 MA uAn MukponnaHwet [UP 96 nyHOK AnS HEeU3BECTHbIX
o6bpasuoB, ANS OTpULATENBHOr0 KOHTPONbHOro obpasua (K-) U Ana nonoXuTenbHOro

KOHTponbHOro obpasua (K+).

MpumeyaHMe - PekoMeHOYeTCA [MOCTAaHOBKA He MeHee 5 06pasuoB B OAHOM UcCCnenoBaHWuU

(3 HemnsBecTHbIX 06pasua, oTpuuaTenbHbIN U NONOXUTENbHbBIN KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
Heobxoanmo npoaHanuampoBaTb 4 HeusBeCTHbiX obpasua. [Ons 3Toro  Hy>XHOo
npoMmapkmpoBaTb 4 npobupkun/3apesepsmpoBatb 4 JIYHKM  MUKpoOMaaHweTta Ans
Hen3BeCTHbIX 06pa3uoB, 0AHY NPOBUPKY/NYHKY Ana «K—» n ogHy NpobupkKy/nyHKy Ans
«K+». Obuwee konnyectso Npobmpok/nyHok — 6.

7.4.2 BcrpsixHuUTe nNpobupKy CO CMecblo Anas amnamdukaumm Ha MUKpPOLEHTpUdyre-BopTekce
B TeyeHue 3-5 ¢ n yeHTpnudyrmpymnte Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

7.4.3 BHecuTe BO BCe NPOMapKMUpOBaHHbIE MPOOUPKU/HEOEX0AMMbIE NYHKM MUKPOMaHLeTa
(Bkntoyasa «K—» n «K+») no 6,0 mkn cmecu ans amMmnandukaumn.

7.4.4 BctpaxHute npobupkm ¢ [LUP-6bydepom 1 nonummepason TexHoTaqg MAX Ha
MUKpoOLeHTpudyre-sopTekce B  Te4yeHwue 3-5c 7 LeHTpudyrmnpymTte Ha

MUKpOLEeHTpUdyre-sopTekce B TeyeHue 1-3 c.

L — pana petekTupylowmx amnnudukatopo «ATnanT» m Rotor-Gene Q MukponnaHweTbl 96 nyHOK
He MCMOsb3YoTCS
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BHUMAHME! Tlonumepasy TexHoTaq MAX Heobxogmmo goctaBaTb M3 MOPO3WMJIbHOM KaMepbl

HenocpeacTBeHHO nepea UCcnosib30BaHMEM.

7.4.5 TpurotoBbTe cmech MNLUP-6ydepa c nonnmepason TexHoTaq MAX. [ns aToro cmewanTe
B OTAE/IbHOM O4HOpa30BOWN npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa,
e 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,
raoe N - KOnM4yecTBO MPOMapKMPOBAHHbLIX MPOBMPOK/KONNYECTBO HEOOXOAMMBIX JTYHOK

MUKpOMIaHLWeTa C YY4ETOM «K—» n «K+».

Mpumep:
Heobxoanmo npoaHann3npoBaTb 4 Hen3BeCTHbIX obpasua, «K-», <K+,
MpoMapKMpoBaHHbIX MNPO6UPOK/HEOBXOAMMBIX JSIYHOK MUKponnaHweTta - 6. HyxXHo

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

7.4.6 BcTpsAXHUTE npobupKy C nNpurotoBneHHom cmecbto [LP-6ydepa u nonumepassbl
TexHoTaq MAX Ha MUKpoOUeHTpudyre-sopTekce B TedeHue 3-5 C 1 LueHTpudyrupyiTte Ha

MUKPOLEHTpUdYre-BopTeKCE B TeueHne 1-3 c.

BHMUMAHME! Cwmecb T[LUP-6ydepa u nonumepasbl TexHoTaq MAX Heo6xoaMMO rOTOBUTH

HEeNoCpeaCTBEHHO Nepen UCnoJsib30BaHNEM.

7.4.7 [dobaBbTe BO BCe NpOMapKMUpOBaHHbIE MPOOUPKK/HEOEXOANMBIE TYHKNU MUKPOMAHLWIETa
Co cMecblo ana ammnmndukaumm no 6,0 mkn cmecn [MUP-6ydepa m nonmnmepassbl

TexHoTaq MAX. HennoTHO npukpoinTe Nnpobupku.

BHUMAHME! [locne pob6asneHuns cmecn TMUP-6ydepa n nonumepasbl TexHoTaq MAX B
npobupKn/NyHKU CO CMECbIO Ans amnandunkaumm HeobxoanMo B TEUEHME ABYX YACOB BbIMOSIHUTb
7.4.8 - 7.4.14.

7.4.8 BcTpsAxHuTe npobupky C MONIOXUTENbHbIM KOHTPOJIbHbIM o6pasuom Ha
MUKpOUEHTpUdyre-sopTekce B  Te4yeHwue 3-5¢ " LueHTpudyrnpymTe Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Mepen BHeceHMeM B NpPOBUPKU/NYHKN C peakUMOHHOM cMecbio Ans npenapata OHK wu
OTpULATENbHOr0  KOHTpoO/sibHOro obpasua HeobXxoAMMO  BbIMOAHWUTL  pekoMeHaauum o
ucnonb3oBaHUo rnpenapata [OHK, npuBeaéHHble B UHCTPYKUMM NO  MPUMEHEHUIO
Habopa/koMnnekTa peareHToB AN BblaeneHus HK.

2. Mpu wucnone3zoBaHun ang Bblgenenms [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-PAMNA, NMPOBA-I'C (TonbKo B cnyyae, ecnun nocsne BblAeNeHns Hagocafo4uHas XUAKOCTb,
cogepxalias sbigeneHHyto [HK, 6bina nepeHeceHa B HOBble NPOBUPKN) BCTPSIXHUTE NPOBUMPKK C
npenapatoMm AHK n oTpuuaTenbHbIM KOHTPOJIbHBIM 06pa3LOM Ha MUKpPOLEHTpUdyre-sopTekce B

TeyeHne 3-5 c n ueHTpndyrnpymnTe Ha MMKpoueHTpudyre-sopTekce B TeueHne 1-3 c.
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3. Mpn wucnonb3oBavun pana sbigeneHna [AHK Habopos peareHtoB [MPOBA-MY-PAMUA,
MPOBA-MY MAKC HeobxoamMo, He BCTpsiXMBasl, LeHTpudyrmposaTb NpobUpKK C nMpernapaToMm
OHK n oTpuuatenbHbiM KOHTPOJbHbIM 06pa3LOM Ha MUKPOLEHTpUdyre-BopTeKCe B TeyeHue
1-3 ¢, 3aTeM nomecTnTb Npobmpkm c npenapatom AHK B MarHuTHbIM wTaTtue. B cnyyae ecnm
nocne BblAeneHns HagocaaouHas XXNMAKOCTb, coaepxawasn sbliaeneHHyo JHK, 6bina nepeHeceHa
B HOBble Npobupku, cnepyeTt BCTPsAXHYTb nNpobupku ¢ npenapatom AHK n oTpuuatenbHbiM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpPOLEeHTpudyre-sopTekce B Te4eHme 3-5 ¢ n ueHTpmdyrmposaTtb
Ha MUKpoLeHTpudyre-sopTekce B TeveHue 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHauun cneayet nepef BHeceHmeM JHK oTKpbiBaTb KpbILWLKK
TONIbKO Tex npobupok, B KOTopble ByaeT BHOCUTLCA AaHHbIA obpasel, n 3aKpbiBaTb UX, nepea
BHeCeHMeM cregytowero. 3akpbiBante npobupkm nnotHo. lMpenapatbl AHK n KOHTpOnbHbIE

o6pasubl cneayeT BHOCUTb HAKOHEUYHMKAMU C USIbTPOM.

7.4.9 BHecuTe B COOTBETCTBYIOLME MNpOMapKMpoBaHHble MNpobupkn/Heobxoammbie NYHKU
MUKponnaHweTta no 6,0 Mkn BbigeneHHoro wm3 obpasuoB npenapata AOHK.
B npobupku/nyHkn, npomapkmpoBaHHble «K—» n «K+», JHK He BHOcCKTCS.

7.4.10 BHecuTe B nNpobUPKY/NyHKY, NpPOMapKMpoBaHHyt <«K-», 6,0 MKn oOTpuuaTenbHOro
KOHTposibHOro obpasua, npoweawero atan eblgenenmsa AHK (cm. 7.1).

7.4.11 BHecuTe B nNpobuUpKY/NYyHKY, MNPOMapKMpPOBaHHYK <«K+>», 6,0 MK NOMOXUTENBHOIO
KOHTposibHOro obpasua.

7.4.12 B cny4dae ncnosb3oBaHUs MUkponnaHweTtos MNLP 96 nyHokK:

7.4.12.1 T[omMecTuTe akKypaTHO, He BCTpsXuBas, MUKponnaaHwet MLP B noanoxky yCcTponcTaa

ANAa 3anevaTbiBaHMA NnaHweTos ATnak.
7.4.12.2 TllpoBeauTe 3anedyaTtbiBaHMe MukporaHweta [UP nonumepHon TepMoOnnéHkomn
COrflacHO pyKoBOACTBY NO 3KchnnyaTaumu npmbopa ATnak.

7.4.12.3 UeHnTpndyrnpynte mukponnaHwet MLP npn RCF(g) 100 B TeueHune 30 c.

7.4.13 B cny4yae ucnosb3oBaHMsa Npobupok:
LeHTpndyrmpyinte Bce Nnpobmpkn Ha MMKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ (npu
ncnonb3oBaHmu ansa nposegeHus MNUP getektupytowero amnandunkatopa Rotor-Gene Q
ueHTpudyrnposaHme He o0b6a3aTesnibHO).

7.4.14 YcraHoBuTe BCe npobupkun/mmkponnaHwet MUP B getekTupywowmnn amnandukatop wu
nposegute MUP (7.4.15, 7.4.16).

7.4.15 [nsa getektupyrowmx amnnmdunkatopos cepmun OT:
3anyctute nporpammHoe obecneyeHue geTektumpytowero amnandukatopa. NMpu nepsom
npoBeaeHun MLP 3arpy3uTe cOOTBETCTBYOWMI TecT!. [danee M npu NocrneayLmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4ecTBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuUaTenbHOro u

MOJIOXUTENBHOrO KOHTPOJIbHbIX 06pasuLoB, OTMETbTE pacrnosiokeHne o6pasuoB Ha

1 — TecT Ans AeTeKTUPYOLWMX aMnnndukaTopos cepum AT co3aaérca nyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnum npegocraBnseTcs NpousBoaMTeneM Habopa peareHToB
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’ AHK-TEXHONOruA

MaTpuue TepMo6sioKa B COOTBETCTBMM C UX yCTaHOBKOW 1 npoBeauTte MLP. Mpwu BbiGope

TecTa A0/HKHa oTobpaxaTbCs nNporpamMMa, NpuBeaéHHas B Tabnuue 7.

7.4.16
Rotor-Gene Q:

Ona petektupytowmnx amnangukatopos CFX96, Applied Biosystems QuantStudio 5 un

MposeaunTte MLUP c yyeToM 06bEMa peakLMOHHOM CMeCK, paBHOro 18 Mk, No nporpaMMam

amnnmdukaumm, npuBeaéHHbIM B Tabnmuax 5, 6, 8 COOTBETCTBEHHO.

Tabnunuya 7 -

«ATnpanm», «ATnant» (dacoska U)

MporpaMMa aMmnaMdukKaumMmM ans AeTEKTUPYWMX aMnandukaTopos

Pexxum
Ne
6n0oKa Temnepartypa, °C MWH C Yucno umkios ONTUYECKUX Tun 6n0oka
n3MmepeHunin
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Lunkn
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 XpaHeHune XpaHeHue
V = pexuM ONTUUYECKMX U3MEpeHWit

Tabnuya 8 -
Rotor-Gene Q (dacoska U)

MporpaMMa amnavdbukauMm Ans AeTEKTUPYIOLWEro aMnnudukaTtopa

N2 / Cyclin Temnepatypa, °C / Bpems, c / Konuuecrso unknos /
T ovemns Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 300
94 deg 30
Cycling 2 7 deg ¥ s 5 times
€g
94 deg 10
Cycling 3 57 deq V. 15 45 times
€g

aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

V - pexuM ONTUYECKUX W3MEepeHWi, YCTaHOBWUTb M3MepeHue dyopecueHumm (Acquiring) no kaHanam

1 — ponyckaeTcs xpaHeHue npu TemnepaTtype 10 °C
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7.5 MoarotoBka wn nposegeHue T1LUP. ®acoBka U, C WCNonb3oBaHMEM A03MpPYHOLLEro
ycTponctea [ATctpum (TONbKO AN AeTekTupylowero amnaundukatopa <«ATnpanm» B

Moandukaummn «ATnpanM *X*»)

BHMUMAHME!

1. Onsa amnnmdmkaumm cnenyet MUCMoNb30BaTb MUKponnaHweTbl MUP 384 nyHku,
repMeTmanpyemMblie TEPMOMIEHKON.

2. Mpn npoBeaeHMN BCeX MOCieAyOWNX AeNCTBUA cnepyeT mlberatb BO3LENCTBUSA MPSAMbIX

COTHEYHbIX fy4der Ha Npobupkn co cMecbio Ansa aMmnandukaunm!

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

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

7.5.1 BcTpsaxHuTe npobupky co cMecbio Ansd aMnandukaumm Ha MMUKpoUeHTpudyre-BopTekce
B TeyeHue 3-5 ¢ n yeHTpudyrmpymnte Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.
7.5.2 BcTtpaxHuTte npobupkn ¢ TUP-6ydepom wn nonumepason TexHoTaq MAX Ha
MUKpOUEHTpUdyre-sopTekce B  TedyeHwue 3-5¢ " LeHTpudyrnpymTe Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHne 1-3 c.

BHUMAHME! Monumepasy TexHoTaq MAX HeobxoamMmMo AocTaBaTb M3 MOPO3WIbLHOM KaMepbl

HeNnocpeaCTBeEHHO Nepen UCnoJsib30BaHNEM.

7.5.3 Cnegpysa ykasaHuam MO posupyouwero ycrtponctsa ATCTpUM, NPpUrOoTOBbTE B OTAENbHOM
oAHopa3oBoi npobupke cmecsk MUP-6ydepa ¢ nonumepason TexHoTaq MAX.

7.5.4 BcTpsaxHuTe npobupky C nNpurotoBneHHom cmecbto [LUP-6bydepa v nonumepassbl
TexHoTaq MAX Ha MMKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpndyrupymnTe Ha
MUKpOUEHTpUdyre-sopTekce B TeyeHue 1-3 c.

7.5.5 BcTpsaAxHuUTe npobupky C MOSTOXUTESNbHbBIM KOHTPOJIbHbIM o6pasuom Ha
MUKpOUEHTPUdyre-sopTeKkce B  TedyeHue 3-5¢ " ueHTpudyrnpymTe Ha

MUKpOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. lMepen nposeaeHmneM f03upoBaHMa ansa npenapata AHK n oTpuuaTenbHOro KOHTPOJSIbHOMO
obpasua HeobxoAMMO BbIMNOMHWUTL pPEKOMeHJauMM No WUCNonb3oBaHuio npenapata [AHK,
npueeAéHHble B MHCTPYKLMM NO NPUMEHeHNI0 Habopa/KoMNeKTa peareHToB ANnS BblaeneHms HK.
2. Mpu wucnoneszoBaHun ansa Bbigenenms [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-PAMNA, MPOBA-TC (ToNbKO B Cy4vae, ec/u nocne BblaeneHns HafocaaouHasa XXnaKocTb,
coaepxauas sblgeneHHyto AHK, 6bina nepeHeceHa B HOBblE NPO6MPKKN) BCTPAXHUTE NPO6GUPKU C
npenapaTtomM JHK u oTpuuaTenbHbIM KOHTPOSbHbIM 06pa3LOM Ha MUKPOLLEHTpUdyre-BopTeKkce B
TeyeHue 3-5 ¢ n ueHTpmndyrupymte Ha MUKpoUeHTpudyre-sopTekce B TedeHne 1-3 c.

3. Mpn wncnonb3oBaHun pnsa BblgeneHnsa [OHK Habopos peareHtoB [MPOBA-MY-PAMNA,
MPOBA-MY MAKC HeobxoanmMo, He BCTpsSIXMBasi, LeHTpudyrnposaTb Npobupkm C npenapaToMm
OHK 1 oTpuuaTenbHbIM KOHTPO/ibHbIM 06pasuoM Ha MUKPOUEHTpUdYyre-BopTeKCE B TeyeHue

1-3 ¢, 3aTeM nomecTnTb Npobmpkn c npenapatom OHK B MarHuTHbIA WTaTtuB. B cnyuyae 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 MUKpOUEHTpUdyre-BopTekce B TedeHne 3-5 ¢ n LeHTpudyrmposaTtb

Ha MUKpPOLEHTpUdyre-BopTekce B TedeHne 1-3 c.

7.5.6 YcraHoBUTE npobupkm co cMmecbio ansd amnnaudukaumm, co cmecbto MMUP-6ydepa un
nonnMmepasbl TexHoTaq MAX, c¢ npenapatamn [AHK, oTpuuaTtenbHbIM KOHTPOJSIbHbIM
06pasyoM M NONOXKNUTESNbHBIM KOHTPOJIbHbIM 06pa3uoM, a Takxke MmkponnaHwert MLUP Ha
pabouunn cton ATCTpMM 1 NnpoBeanTe A403MPOBaHNE KOMMOHEHTOB COrlacHO PyKOBOACTBY
Mo 3KcrayaTauumm.

7.5.7 TloMecTuTe akKypaTHO, HE BCTpsAXuMBas, MmkponaaHwert MNMUP B moanoxky ycTtpoinicrea ans
3aneyaTtbiBaHMA MaHweTtoB [Tnak nocne 3aBeplieHWs MporpaMmMbl Ha A03UPYHOLLEM
ycTponctee OTCTpuM.

7.5.8 TlpoBeauTe 3anedaTbiBaHne MmkponnaHweta MNMLUP nonnMepHoin TepMONIEHKOM COrnacHo
pPYKOBOACTBY MO 3KcnayaTtaunm npubopa ATnak.

7.5.9 UeHTpndyrmpymnte mnkponnanwet MNUP npn RCF(g) 100 B Teuenune 30 c.

7.5.10 YcraHoBuTe MukponnaHwert MNLUP B 610k geTekTupytowero amnamdukaTopa.

7.5.11 3anycrtuTe nporpaMMHoe obecrnedeHue geTtekTupyrowero amnamdukatopa. NMpu nepsom
npoBeaeHun TMLP 3arpy3uTte cooTBeTCTBYlOWMIA TecT!. [anee M nNpu MNOCAeayrLnX
MOCTaHOBKAxX CO34aMTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAEAOBaHUA:  YKaXxuTe
KONM4yecTBO W unaeHtTudukaTopbl o06pasuos, B TOM 4uCne OTpuUUATENbHOMO U
MOSIOXUTENBHONO KOHTPOJIbHbLIX 06pa3uoB, OTMeTbTe pacnosaoxeHne o6pas3uoB Ha
MaTpuue TepMobnoka B COOTBETCTBMU C UX YCTAHOBKOM n nposeauTe TMLP. Mpu Boibope

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 AeTeKTUPYOLWMX aMnnndukaTopos cepum AT co3aaérca nyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnum npegocraBnseTcs NpousBoaMTeneM 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 MCnonb3oBaHUM AEeTEKTUPYIOLWMX aMnndunkatopos CFX96 cneayeT ncnonb3oBaTb
perpeccnoHHbIn TMn aHanusa (Cq Determination Mode: Regression), BO Bkiaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaums pesynbTaToB MPOBOAUTCSA B COOTBETCTBUM C Tabnuvuein 9. PesynbTathl
NMOCTaHOBKWN BasJInAHbl, €CNIN BbIMOJIHAKTCA YCNIOBUS MHTEPMNpEeTaunmn pesynbTaToB, MOSyUYeHHbIX

ANA KOHTPOJIbHbIX O6paBU,OB.

Tabnuuya 9 - WHTepnpeTauus pesynbratos MLUP

KaHan gerekuunu

Fam/Green Hex/Yellow/Vic UHTepnpeTauua pesysbTata
(nckomasa AHK), (BHYTPEHHUI KOHTPONb),
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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10 TPAHCNMOPTUPOBAHMUE, XPAHEHUE N DKCIMJIYATALNA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLWECTBAAIT B TEPMOKOHTelHepax C
Xflafos3n1eMeHTaMn BCEMU BUAAMM KPbITOro TpPaHCMopTa MNpu TeMnepaType BHYTpwU
TEPMOKOHTENHEpA, COOTBETCTBYHOWEN YCNOBUAM XpaHEHUS KOMMOHEHTOB, BXOASLUNX B
coctaB Habopa peareHTOB.

10.1.2 ®dacoBka S
JonyckaeTcs  TpaHcnopTupoBaHue Habopa peareHToB, B TEpPMOKOHTeMHepax
C XJlajgo3/1eMeHTaMmn BCEMWU BUAAMU KPbITOrO TpaHCnopTa Mnpu TeMnepaType BHYTpu
TepMOKOHTeNHepa oT 2 °C ao 25 °C He 6onee 5 cyTokK.

10.1.3 dacoska U

10.1.3.1 Jlonyckaetcsa TpaHcnopTMpoBaHuMe Habopa peareHToB, 3@ WCKJIOYEHMEM
nonnmepasbl TexHoTaq MAX, B TEPMOKOHTENHEPaX C X/1ag03/IEMEHTAMN BCEMU BMAAMM
KpbITOrO TpaHCropTa Mpu TeMnepaType BHYTPU TePMOKOHTelHepa oT 2 °C pgo 25 °C
He 6onee 5 cyTok.

10.1.3.2 JlonyckaeTcs TpaHcnopTupoBaHme nonmMepasbl TexHoTaq MAX B TEpMOKOHTENHepax
C XflagosneMeHTamMn BCEMU BMAAMM KPbITOrO TpaHcnopTa Mnpwu TemnepaTtype BHYTpU
TEepMOKOHTeNHepa ao 25 °C He 6onee 5 cyTok.

10.1.4 Habopbl peareHToB, TPaHCNOPTUPOBAHHbIE C HapylLUeHMEM TeMMepaTypHOro pexmuma,

NMPUMEHEHNIO HE nMoANeEXarT.

10.2 XpaHeHue

10.2.1 ®dacoBka S
Bce KoMMoOHeHTbl Habopa peareHTOB creAyeT XpaHUTb B XONOAWbHUKE  Wn
X0noaMNbHOM Kamepe npu Temnepatype oT 2 °C go 8 °C B TeyeHMe BCeEro cpoka
rogHocTn Habopa peareHToB. CMecb Ana amnnmndukaumm, 3anedyaTaHHy napaduHoM,
cneayeTt XpaHuTb B 3alLUULLEHHOM OT CBETa MecTe.

10.2.2 ®dacoBka U

10.2.2.1 Bce koMnoHeHTbl Habopa peareHTOB, 3@ WCK/IKOYEHMEM  MOSMMEpasbl
TexHoTaq MAX, cnegyeT XpaHWTb B XONOAW/IbHWMKE WAW XONOAWIbHOM Kamepe npwu
TemnepaTtype oT 2 °C go 8 °C B TeyeHuMe BCEro cpoka rogHoctm Habopa peareHToB.
Cmecb ansa amnandukaummn cnegyeTt XpaHuTb B 3alUMLLEHHOM OT CBETa MecTe.

10.2.2.2 Monnmepasy TexHoTaq MAX cnegyeTr XpaHuUTb B MOpPO3W/IbHOW KaMepe Tnpu
TemnepaTtype oT MMHYyC 22 °C go MmHyc 18 °C B TeuyeHMe BCero cpoka rogHoctn Habopa
peareHToB.

10.2.3 Habopbl peareHTOB, XpaHMBLUMECS C HapYyLeHWEM pernaMeHTUPOBaAHHOIMoO pexmnma,

NMPUMEHEHUNIO HE NMoANeEXaT.

10.3 YkasaHusda No akcniayataumm
10.3.1 Habop peareHTOB A0OMIKEH NPUMEHSATLCS COrMTacHO AENCTBYHOLLEN BEPCUM YTBEPXAEHHOWN

WMHCTPYKLMN MO NPUMEHEHMUIO.

33



HHV-6 | WHCTPpYKLUMSA NO NPpUMEHEHUIO | 447 ot 19 pekabps 2024 ropa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

10.3.2 [Ons nonydeHuMss LOOCTOBEPHbIX pe3ynbTaToB Heobxoammo CTporoe cobnioaeHuve

WHCTPYKLMKN NO NPUMEHEHMUI0O Habopa peareHTos.

10.3.3 Tllocne BCKpbITUS YMakOBKW KOMMOHEHTbl Habopa peareHTOB cneayeTr XpaHuTb Mpwu
cneaywmx ycnoBusx:

— KOMMOHEeHTbl Habopa peareHToB, 3a WCK/IKYEHMEM nonmmepasbl TexHoTaq MAX,
cneayet XpaHuTb B XONOAMNbHUKE UM XONOAWBbHOM Kamepe npu TemnepaTtype oT
2 °C po 8 °C B TeUeHume BCero cpoka rogHocTn Habopa peareHToB;

- nonuMmepasy TexHoTaq MAX cnegyet XpaHuTb B MOpPO3UIbLHOW KaMmepe npu
TeMnepaType OT MMHYC 22°C fo MUHYC 18°C B TeueHne BCero cpoka rogHocTn Habopa
peareHToB;

- CMecb Ansg amnaudukaumm u cMecb And amnandukaummn, 3anedataHHyo napaguHom,
cnepyet XpaHUTb B XONOAWNbHUKE WM XONOAWIBHOW Kamepe npu TemnepaTtype
oT 2 °C po 8 °C B 3alWIMWLEHHOM OT CBeTa MecCTe B TeyeHue BCero cpoka rogHoCTwu
Habopa peareHToB.

10.3.4 Habopbl peareHTOB C UCTEKLUMM CPOKOM FOAHOCTU NMPUMEHEHUIO HE NoaJiexar.

11 YKA3AHUA NO YTUWIN3ALUNU

11.1 Mpn wncnonb3oBaHuM Habopa peareHToOB B KIMHWKO-AMArHoctnyeckown nabopartopum
obpa3ylTcs 0TX0oAbl Kjhacca B, KoTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, Npuweawme B HEMPUrog4HOCTb, B TOM YMC/Ee B CBSA3N C UCTEYEHUEM
CpoKa roAHOCTW, MNOBpexXAeHMeM YMNaKoBKW, MoAnexaTr yTuausaumm B COOTBETCTBUM C
TpeboBaHnamum CanlluH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 [peanpuaTne-usroToBUTENb  rapaHTUpyeT  COOTBETCTBMe  Habopa  peareHToB
TpeboBaHUSAM TEXHUYECKMX YC/TOBUIA NPU COBMIOEHNN YCNOBUIA TPaHCNOPTUPOBAHUS, XpaHEeHUs

M 3KCcnyatTaunn, yCtaHOBJIEHHbIX TEXHUNYECKUMU YCNTOBUAMN.

12.2 Cpok rogHoctM Habopa peareHToB - 12 MecaueB npu CO6AOAEHUM BCEX YCNOBUI

TPaAHCNOPTUPOBAHUA, XpaHEHUA N SKCNyaTaunun.

13 PEMOHT N TEXHUYECKOE OBC/Y>XUBAHMUE

Ha6op peareHTOB npeaHasHauyeH AN OAHOKPATHONO MPUMEHEHUS U He MNoANEeXMUT

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

MeauuMHCKOE u3penve Ans ANarHoCTUKY in vitro
A TemnepaTypHbIii AManasoH
\4 CoAepXXMMOro 4OCTaTOYHO ANS NPOBEAEHNs <n> TeCTOB

e Mcrnonb30BaTh A0

=
H
-

Koa naptum (cepun)

[aTta narotosneHus

T O6paTuTechb K MHCTPYKLUM MO NMPUMEHEHUIO UK
K MHCTPYKLMW MO NPUMEHEHUIO B 3/IEKTPOHHOM BUuae

Homep no katanory
ud N3roToBUTENb
X He nonyckaTb BO3AENCTBMS COMIHEYHOrO CBeTa

‘ HecTtepunbHO
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penuna MeamumHckue. [lpuMeHeHMe  MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 Cucrtema pa3paboTku M MOCTaHOBKM NPOAYKUMM Ha Npom3BoAcTBO. NcnbiTaHus
W NpuveMkKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

FOCT P 2.105-2019 EaMHas cmcTteMa KOHCTPYKTOPCKOM AokyMmeHTauumu. Obwme TpeboBaHus K
TEKCTOBbIM AOKYMeHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkm U NOCTaHOBKM NMpoaykuum Ha npomssoacteso (CPIMM).
MeauvunHckue nsgenms

FOCT P 51088-2013 MeguuunHCKMe usgenus ons ANArHOoCTMKUM WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHus K
n3genvsam u noaaepXxuBarollent AOKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus aasa AMarHoCTMKM MH BUTpo. MeToabl UCMbITaHUN
FOCT P NCO 15190-2023 NNabopaTtopun MmeanumnHckume. TpebosaHusa 6e3onacHoOCTH

FOCT P NCO 15223-1-2023 W3pgenuna MeanumHckue. CUMBONMbI, NpUMeEHsIeMble A8 nepeaayvu
nHdopmMauum, npeaoctasnaemMon nsrotosmtenem. Yacte 1. OcHoBHble TpeboBaHMS

FOCT P MCO 18113-1-2015 MeguumHckue wmsgenus Ans AnarHoctukum in vitro. UHdopmauus,
npenoctasnsemas marorosuteneMm (Mapkuposka). Yacte 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P MCO 18113-2-2015 MeguumHckue wmspgenus Ans AnarHoctukum in vitro. UHdopmauus,
npeaocTaBnsemMas n3rotoputenemMm (Mapkumposka). HacTtb 2. PeareHTbl Ans AMarHOCTMKM in vitro
Ansa NnpodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 WU3pgenna MegnmumHCKMEe ANs  AMArHOCTUKKM  in vitro. OueHka
CTabunbHOCTN peareHToB AN ANArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHus K Ka4decTBY KAMHUYECKMX slabopaTopHbIX WCCneaoBaHWUMn,

Y.3. MpaBuna OUEHKN KIMHUYECKON MH(DOPMATUBHOCTM NabopaToOpHbIX TECTOB.

MpuMmeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEWCTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn Nob30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[eAICTBUE CCbIJTOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEéH
UAN 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 M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHea)XMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, npomnssoacTea n npogaxu IVD peareHToB 1 NnpnbopoB As19 MONEKYASPHO-
reHeTUYeCKOM AMarHoCTUKM W Apyroro nabopaTopHoro npuMeHeHus m ISO 13485 B obnactu
pa3spaboTku, npoussoacTtBa M npogaxun IVD peareHToB wn npumbopoB ANa MeAMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoauTenb: O6WeCcTBO C OrpaHWYEeHHOMW OTBETCTBEHHOCTbO <«[HK-TexHonorms TC»
(000 «OHK-TexHonormns TC»), Poccus.

Appec npounsBoguTensa: 117246, Poccus, r. MockBa, npoe3sg HayuHbin, 4. 20, ctpoeHune 4.

MecTto npou3BoAacTBa:
— 000 «OdHK-TexHonorua TC», 117246, Poccus, r. MockBa, npoesg HayuHbin, a. 20, ctpoeHue 4;
— 000 «HMNO AHK-TexHonorusa», 142281, Poccms, MockoBckaa obnactb, r. [1poTBMHO,

yn. XenesHogopoxHas, 4. 3.

Mo BompocaM, KacawwWwmMcsa KadectBa Habopa peareHToB, cnegyetT obpawartbcs B
CNYyX6y KIMEHTCKOMN NoAAEPXKKM.
Cnyx6a KIMEeHTCKOM NoAAEPIKKN:
8(800) 200-75-15 (ans Poccumn, 3BOHOK 6ecnnaTtHbIin),
+7(495) 640-16-93 (gnsa 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

MapamMeTpbl TeCTa, KOTOpPble HE06X0AMMO BHECTU B NporpamMMHoe obecneuyeHune
AeTeKTupyrwmx amrminpukatopos «ATnpanm>», «ATnanr»
npu ncnosib3oBaHnn Habopa peareHros HHV-6

B (pacoBke S

1) KonunuyectBo npobupok B Tecte - 1;
2) O6béM peakuUMOHHOW cMecun — 35 MKn;

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

Pe)xum
Ne
6noKa Temnepartypa, °C MMWH C Yucno umknos ONTUYECKUX Tun 6noka
n3MmepeHunn
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 U3MepeHui
4) BHecTn cneayowine napamMeTpbl KaHaNoB AeTeKUUN:
Fam Hex Rox Cy5 Cy 5.5
HHV-6 BK - - -

1 - ponyckaeTcs XxpaHeHue npu TemnepaType 10 °C
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Mpuno>xxeHune b

MapamMeTpbl TeCTa, KOTOpPble HE06X0AMMO BHECTU B NporpamMMHoe obecneuyeHune
AeTeKTupyrwmx amrmindpukatopos «ATnpanm>», «ATnanr»
npu ncnoJsib3osaHun Habopa peareHros HHV-6

B pacoBke U

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

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

Pe)xum
Ne°
6noKa TeMmnepartypa, °C MWH C Yucno ymknos ONTUYECKUX Twvn 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 onTUYECKNX U3MepeHui
4) BHecTn cneayowine napamMeTpbl KaHaN0B AeTeKLUN:
Fam Hex Rox Cy5 Cy 5.5
HHV-6 BK - - —

1 — ponyckaeTcs xpaHeHue npu TemnepaTtype 10 °C
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