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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

HHV - OT aHrn. Human Herpesvirus

RCF - OT aHrn. relative centrifugal force, oTHocMTeNnbHOE 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 8 metogom MLUP B pexunme peanbHoro spemMenn (HHV-8), nanee no tekcry -

Habop peareHTOB.

1.2 HasHauyeHne: Habop peareHTOB npegHasHadeH ans BbigeneHus [OHK Human
herpesvirus 8 B 6uonornyeckom matepuane yenoseka (KpoBb, 6MonNTaT UaM NyHKTaAT M3 o4aros

nopa>eHusi opraHoB U TKaHen) MmeToaoM lMLP B pexunme peanbHOro BpeMeHMu.
1.3 OYHKUMOHANIbHOE Ha3HavyeHWe: AnarHocTuka in vitro.

1.4 MokasaHns K NpoBeAeHWUID UCCNefoBaHus: CUMNTOMbI MHMEKLUMN, Bbi3BaHHOM Human
herpesvirus 8 (HHV-8).

MpoTNBOMOKAa3aHU K MPUMEHEHMIO HET.

1.5 MonynsaumoHHble W 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-

AMarHoctTnyeckmnx nabopaTopmsaix MEANLMHCKUX YUPEXAEHUN.

1.7 MoTeHUuManbHble NONb30BaTeNN: KBaANNMULMPOBAHHbIN NepcoHasn, o6y4YeHHbI MeToaaM
MONEKY/IIPHON AMArHOCTUKM M MpaBunaM paboTbl B KJIMHUKO-ANArHOCTMYECKOW NnabopaTopuu:
Bpay  KJMHUKO-AMArHocTuyeckon  nabopatopuu,  denbawep-nabopaHt  (MeaMUMHCKUIA

nabopaTopHbIN TEXHUK).

1.8 MNpuMeHATbL Habop peareHToB CTPOro Mo HAa3HaYeHUI COMMTacHO AaHHOM MHCTPYKLMKU MO

NMPUMEHEHMNUIO.
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2.1

XAPAKTEPUCTUKA HABOPA PEATEHTOB

CocTaB Habopa peareHToB

’ AHK-TEXHONOrusa

R1-P212-S3/9, chacoBka S, cTpunbl

KOHTPOJbHbIN 06pa3zew!

. Konuyectso HOMWHanbHbIN
HanmeHoBaHWe KOMMNOHEHTa BHewHun Bng N
npobupok 061bEM KOMMOHeHTa
Mpo3payHasa becuBeTHas wam
Cmecb ansa amnandukaumm, posp H 12 ctpunos
po30Bas XUAKOCTb Moz, no 20 mMkn
3arne4dyaTaHHas napaguHoM no 8 npobupok
BOCKOO6pasHbIM 6enbIM cnoem
Pacteop Tag-nonumepassbl lMpo3payHasa 6ecuBeTHas XUAKOCTb 2 npobupkn no 500 mkn
Mpo3pauHas 6ecuBeTHas BA3Kas
MuHepanbHoe Macno po3p H 2 npobupku no 1,0 mn
Mac/stHUCTas XuAKoCTb
MonoXxnTenbHbl
Mpo3payHasa 6ecuBeTHas XWAKOCTb 1 npobupka 130 mkn

KpbIlWKK 4N CTPUMNOB

12 wr.

R1-P212-23/9, chacoBka S, npo6upkm

HanmeHoBaHMe KOMMNOHEHTa

BHewHun Bua,

Konuyectso
npobupok

HoMuHanbHbIN
06BEM KOMMOHEHTA

Cmecb Ansa amnandukaumm,

Mpo3payHasa 6ecuBeTHas unu

KOHTPOMbHbIN o6pasew’t

po30Bas XNAKOCTb Noja 96 npobumpok no 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
PacTtsop Tag-nonnmepassl Mpo3pauHasn 6ecuBeTHas XNAKOCTb 2 npobupku no 500 Mkn
Mpo3payHasg 6ecuseTHasa BA3Kas
MunHepanbHoe Macno po3p 4 2 npobunpkun no 1,0 mn
MacCnsaHUCTasA XXUAKOCTb
MonoxunTenbHbI
. 1 Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn
KOHTPOJbHbIV 06pasey,
R1-P212-UA/9, dhacoska U
. Konuuectso HoMUWHanbHbIN
HanmeHoBaHMe KOMMoOHeHTa BHewHun Bug N
npobmpok |06bEM KOMMNOHEHTA
Mpo3pauHasa 6ecuseTHas wunu
Cmecb ana amnavdurkaunm posp 4 1 npobupka 600 mMkn
po30Basi XWAKOCTb
Mpo3pauHasa 6ecuBeTHas BA3Kas
MonumMepasa TexHoTaq MAX posp 4 1 npobupka 30 mMkn
XXNAKOCTb
MNLUP-6ydep Mpo3pauHasn 6ecuBeTHas XNAKOCTb 1 npobupka 600 mMkn
MonoxunTenbHbl
Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn

Bce KOMMOHEHTHI

Habopa peareHToB [rOTOBbI

OOMONHUTENbHOM NOAFOTOBKM K pa60Te.

KoMnneKTHOCTb:

Bknagbiw — 1 aK3.

MacnopTt — 1 3K3.

NHCTpyKUMA MO NpUMEHEHUIO — 1 3K3.

K  MNOPpUMEHEHUNIO U

Habop peareHToB B OZlHOM U3 BapUaHTOB MCMONHEHUS — 1 WrT.

He TpebytoT

1 - Ha 3TMKeTKe KOMIMOHEHTa Ana Bcex CbaCOBOK «[MoNnoXnTenbHbIN KOHTpOJ'IbeIVI o6pa3eu,>> YKa3blBa€TCA

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 paccunTaH Ha nposBeaeHme 96 onpeaeneHnin npun yciosum
NMOCTaHOBKM He MeHee 5 o06pas3uoB B OAHOM uUccnedoBaHMM (3 HEM3BECTHbIX o0bpasua,

OTpULUATENbHbIN U MONOXUTENbHbIN KOHTPOJIbHblE 06pa3ubl).

2.3 MpuHUMN MeTona

MeToa: MonumepasHaa uenHaa peakumsa (MUP) ¢ geTekumen pesynbTaTOB: B pexXuMme
peanbHOro BpeMeHU, KayeCTBeHHbI aHanms.

MpuMHUMN MeToAa OCHOBAH Ha MCNonb30oBaHMM npouecca amnandukaummn OHK c
MOMOLLbIO MosinMepasHon uenHon peakuun (MUP). Mpouecc amnandukaumm 3akao4yaeTcs B
cepun MOBTOPSAOWMXCS LMKNOB TeMmnepaTypHoih geHatypaumm [OHK, oTxura npanimepoB c
KOMMIEMEHTAPHbLIMM MNOCNEA0BATENIbHOCTAMU U MOCae[ylowen AOCTPOMKN MONMHYKAEOTUAHbIX
uenen ¢ aTux nparMepos Tag-noammepason.

Ons noBbIWEHUS YYBCTBUTESIBHOCTU U CrneyudUUHOCTM peakunum npeaycMoTpeHO
NpUMeHeHne <«rops4yero» crapTa, KoTopbii obecneumBaetrca Ana dacoBkM S MeToAUKOM
NPUroToBSIEHNSA peakLUMOHHOW CMEeCK, COCTOSLEN M3 ABYX CNOEB, pa3AenéHHbIX NPOCNONKON U3
napaduHa. CMelweHne CNoée M npeBpalleHMe MX B peakUMOHHYH CMeCb MPOMCXOAMT TONbKO
nocne njaefeHUs napaduHa, YTO UCKJOYaeT Hecneunduyeckmin oTXXUr npammepoB Ha [OHK-
MULLEHM NPU Ha4YanbHOM nporpese Npobupkn. «Fopaunn>» ctapt ans dacoskn U obecneumBaeTcs
NCNOAb30BaHMEM MOoNMMepasbl, aKTUBHOCTb KOTOpOi 6510KMpoBaHa aHTMTENaMm, akKTuBaUWS
depMeHTa NpouCXo4UT TONIbKO MOC/e npeaBapuTebHOro nporpeBa peakuMoOHHOW cCMecu npu
94°C. 2710 uckIoYaeT Hecneunduryeckmin oTXur npanmepos Ha AHK-MuweHn npu HavanbHOM
nporpese npobmpku.

B peakuunoHHyto cMecb ans amnamdukaumm seegeHbl JHK-30HAbI, KaXablil U3 KOTOPbIX
HecéT dbnyopecueHTHY0 MeTKy n racutens dnyopecueHumn. MNMpu obpasosBaHum cneumdmUyHoOro
npoaykta [OHK-30H4 paspywaercs, Agencrenme racutens Ha GNYyoOpecUEeHTHYH  MEeTKy
npekpawaeTcs, 4To BeAET K BO3pacTaHUIO YPOBHSA (yopecueHuun, KOTopbin UKCUpYeTCs
AETEKTUPYIOLWMM aMNandmUKaTopomM.

KonnyectBo paspylueHHbIX 30HA40B (@, cnefoBaTesibHO, U ypOBeHb (nyopecueHumn)
yBenn4mnmBaeTcs nponopunoHanbHO Konnyectsy obpasoBasBlunxcs cneundunyeckmx amninkoHoB.
YpoBeHb hnyopecLueHUMN N3MepsSeTca Ha KaXaoM uukne amnandukaumum B pexuMe peasbHOro
BpPEMEHMU.

B coctaB cmecn ana amnnndukaumm BKIKYEH BHYTPEHHM KOHTponb (BK), koTOpbIn
npegHasHadeH ANns KOHTPOS NMPOXOXAEHMSA NOIMMEPA3HON LLEeNHOW peakuun.

B coctaB AHK-30HAOB, MCMNONb3ylWUXCA AN AETeKUMM MpoayKTa amnnmdbukaumnm
nckomon AHK, BkntoueHa dpnyopecueHTHasa MeTka Fam. B coctas [1HK-30H40B, ncnonb3syowmxcs
AN AeTeKkuum npoaykta amnauvdukaumm BHYTPEHHEro KOHTPOss, BXOAUT (JyOpeCLEHTHbIN

KpacuTenb Hex. B Tabnuue 1 npuBeaeHbl KaHanbl AETEKLUNN NPOAYKTOB aMnandukaumm.
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Ta6bnuua 1 - KaHanbl geTekumy npoayKToB amMnandukaumm

} AHK-TEXHONOrusa

Fam/Green

Hex/Yellow/Vic

Rox/Orange

Cy5/Red

Cy5.5/Crimson

HHV-8

BK

NccnegoBaHme cocTomnT M3 cneaywowmnx stanos: BbigeneHne OHK (npob6onoarotoska),

MuP-amnandunkauma ¢ OAHOBPEMEHHOW AETEeKUMEN pe3ynbTaTOB C WUCMOJSIb30BaHMEM Habopa

peareHTtos HHV-8.

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

OT KonnyecTBa 06pa3uoB n ncnoablyemoro Habopa/KomniekTa peareHToB AN BbigeneHns OHK).
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMU

3.1 AHanuTtun4yeckast cneunduyHoOCTb

B o6pa3uyax 6uonormyeckoro ™artepuana 4enoBeka, coaepxawmx [AHK Human
herpesvirus 8, nporpamMMHoe obecneyeHne [AeTeKTUpPYOWeEro amnamdukaTopa AOJIKHO
perMcTpupoBaTb MONOXUTENbHbIM pe3ynbTaT aMnandukauum cneunduruyeckoro npoaykKra
(dbparmeHTa reHomMa Human herpesvirus 8) no kaHany aetekumm Fam/Green.

B obpasuax 6umonormyeckoro matepuana, He cogepxawmx AHK Human herpesvirus 8,
nporpamMHoe obecnedyeHne pgeTekTupylwero aMmnandukatopa AOHKHO PperucTpmpoBaTtb
oTpuuaTenbHbIM pe3ynbTaT aMmnandukauum cneuyudurdeckoro npoaykta (dparmMeHta reHoma
Human herpesvirus 8) no kaHany getekumn Fam/Green u NOAOXWUTENbHbIM pe3ynbTaT
aMnandmKaumMm BHYTPEHHErO KOHTPOsS NO KaHany aetekumn Hex/Yellow/Vic.

MokasaHo OTCYyTCTBME Hecneumdmnuyecknx noaoXnTenbHbIX pe3ybTaToB aMnandukaunm
npu Hannumm B obpasue AHK Cytomegalovirus, Herpes simplex virus 1, Herpes simplex virus 2,
Epstein-Barr virus, Human herpesvirus 6, Varicella-zoster virus, Human papillomavirus 6,
Human papillomavirus 11, a Takxe [OHK 4yenoBeka B KoOHUeHTpauun ao 1,0 x 108 konuit/mn

obpasua.

3.2 NHTepdepupyowne BelecTsa

Hannume wuHrubutopos [MLUP B o6pa3sue 6uonormyeckoro martepuana MoxeT 6biTb
MPUYMHON COMHUTENbHbLIX (HeonpeaenéHHbIX/HeLOCTOBEPHbIX) pe3ynbTaTtoB. [lpuM3HakoMm
MHrnbmposanusa TLUP gBnsetrca OAHOBpeMEHHOe OTCYTCTBME aMnandukauum BHYTPEHHEro
KOHTpoOns u cneuunduryeckoro npoaykra (cm.2.3, 9.3, 9.4).

K nHrnémutopam MLP oTHeceHbl cneaywuwme BewectBa: reMoriobMH 1 sieKkapCTBeHHbIE
npenapatbl, NpucyTcTByoWwmne B obpasue AHK B pe3synbtate HeNoONHOrO yaaneHus B npouecce
BblaeneHma OHK n3 obpasua 6buomaTepunana, a TakxXe M30MponusoBblA CIUMPT U MeTunauerar,
npucyTcreytowme B obpasue AHK B pe3synbTate HEMOMHOIO yaasieHMs NPOMbIBOYHbIX pacTBOpPOB
B Xo4e npobonoaroToBKM.

MakcuManbHble  KOHUEHTpauuMu  uHTepdepupylowmnx  BewecTB, MNpuU  KOTOPbIX
He Habnganocb BAMSAHME Ha aMnandukauuio abopaTopHbIX KOHTPOJIbHbLIX 06pa3uoBs u
BHYTPEHHEro KOHTpOJSIbHOro obpasua coctaBnsawT: remornobuH - 0,35 mr/mn obpasua AHK,
nsonponuiosbin cnupTt — 100 mkni/mMn obpasua AHK, metnnauyertaTt — 100 mkn/mn obpasua AHK.

0Nna oueHKM BO3MOXHOW MHTepdEepeHUMN NEKAPCTBEHHLIX NpenapaToB 6biin BbiGpaHbI
Te, KOTOpble MOTeHUWasbHO MOryT NMPUCYTCTBOBATb B OCTATO4YHbIX KOoNMdecTBax B bnonornyecknx
obpasuax 4enoBeka, B3ATbIX W3 COOTBETCTBYWOLWMX MUccreayembix 6uoTonoB (MupamucTuH®,
XJIOprekCuanH 6urnoKoHar).

Onsa Bcex vccneayemblX NEeKapCTBEHHbIX MNpenapaTtoB 6biIs10 MOKasaHO OTCYTCTBME UX

B/INSIHMS B KOHUEeHTpauun ao 10% B obpa3ue buomatepmnana.



} AHK-TEXHONOrusa
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3.3 Mpenen obHapyxeHus

5 konun AHK Human herpesvirus 8 Ha aMnanduKauMoHHY0 Npobupky.

Mpenen ob6HapyXeHWs  yCTAHOBAEH NyTEM aHanM3a CepUHbIX  pa3BefeHun
nabopaTtopHoro KoHTponbHoro obpasua (JIKO).

Mpenen obHapyXeHUs COOTBETCTBYET CMeAyHLWMM 3Ha4YeHnsIM KoHueHTpaummn JHK npu
MCNOb30BaHMM yKa3aHHbIX HABOPOB/KOMMNMEKTOB peareHToB A5 BblaeneHunss AHK n KkoHevyHoOro

o6béma anoumn (passeaeHus) sblaeneHHon QHK:

HamnmeHoBaHue 0O61bEM Mpepen
Bnomartepunan Habopa/koMniekTa noJiy4eHHOoro o6Hapy>xeHus,
Ana Bbigenenmsa AHK npenaparta, MkJl | konui/o6pasey
MPOBA-HK 50 50
BuonTaTbl/MyHKTaTbI MPOBA-TC 100 100
MPOBA-OMTUMA 400 400
HenbHas nepugepuyeckasn kpose MPOBA-OMTUMA MAKC 100 100
(500 mknt)
LenbHas nepudepnyeckas KpoBb NPOBA-MUY-MAKC 50 50
(100 mkn)
3.4 AunarHocTnyeckne xapakTepucTtuku
AvarHocrtunueckas AvarHocTunuyeckas
T G FOERE —— I;;:z.)c-rlsm‘enwocn: — OBacHr:,eu"quHOCTb
A 3HaueHune (95 % AWN) A 3HaueHune (95 % AWN)
obpasuos obpasuos
100 % 100 %
K 2 2
POBb > (86,28 % - 100 %) > (86,28 % - 100 %)
Rl I “
P N (88,43 % - 100 %) (92,89 % - 100 %)
OpraHoB M TKaHeW
100 % 100 %
n 7
Toro 2> (93,51 % - 100 %) > (95,20 % - 100 %)
3.5 BocnponsBoaAMMOCTb 1 MOBTOPAEMOCTb

BocnpoussoanmocTb coctasnsaeTr 100 %

MoeTopsieMocTb cocTtasnsdeT 100 %.

1 - npu no6asnexHmn 100 MKN NM3UPYIOLLIErO pacTeopa
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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
KMUCNoT, Npu paboTe C MaTepuasnoMm, cogepxalnMm MnkpoopraHnsmel I-IV rpynn natoreHHoCcTU»,
c cobnwogeHneMm  caHuTapHbiXx npaBua M HopMm  CaHluH 3.3686-21  «CaHuTapHo-
annageMmnonornyeckne tpebosaHus no npodunakTMke MHMOEKUNOHHbIX bonesHen».

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

Mpn paboTte ¢ MmkpoopraHmuamamu I-IV rpynn natoreHHoCcTu BbIGOp TMNa 3aWMTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYA/bHOM 3aWMTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHUTapPHbIMK Npasuiamn n Hopmamm CaHlnH 3.3686-21 n onpepensieTcs BMAOM
B0o36yauTens, paboyel 30HOM, OCHaweHneM ee bokcamu buonornyeckon 6esonacHoOCTu.

CnepyeT UCcnonb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHMKN U NPpobupku.

He ponyckaeTcs WCNOMb30BaHWE OAHMX W TeX Xe HaKoHeyHWKoB npu obpaboTke
pa3nnyHbix o6pa3uos bnonorMyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB JOMycKaeTcsd nepcoHan, obydeHHbIn MeToAaM
MOJIEKYNAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenvne AHK cneayet nposoanTb B Hokcax 6uonormyeckon 6esonacHoctu II knacca.
MoarotoBky K MUP c ncnonb3oaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4yMcne A03aTopos.,
WTaTMBOB, J1labopaTOPHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoB M np., @ TakXe pacTBOPOB
peareHToB U3 OAHOro NMOMeLeHnsa B Apyroe.

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

Ncnonb3oBaHHble OAHOpPAa30Bble MPUHAANEXHOCTU (MPO6bUMPKKM, HAKOHEYHUKW U Aap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeEWHep A9  MeAMUMHCKMX  OTX0A0B,  COoAepXalimi
Ae3nHdouumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeNeHune
HK u noctaHoBka [LUP, cneayer obsizatenbHo, 4O M nocne nposeaeHus paboTt, obayyatb C
NnoMoLWbio HaKTepuUMAHbIX YCTAHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTM B nabopatopumn (paboume crtonbl, wTtatuebl, obopyaoBaHue u 4p.)
eXegHeBHO rMoABepraloT BfaxHon ybopke C MpUMEHEeHMEM Ae3UHPUUUPYOLWMX/MOKLWMX

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

BHUMAHME! YTunusnposaTb 0TX0A4bl C npoaykTamu MNLP Heo6xoaAnMO TONbKO B 3aKpbITOM BUAE.
He ponyckaeTtcs oTkpbiBaTb Npobupku nocne amnnamdbukaumm, Tak Kak 3TO MOXET MPUBECTM K

KOHTaMuHaumun npoayktamum 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 FOPOACKUX U CENbCKUX NOCENEHUI, K BOAHbIM 06beKkTaMm,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMochepHOMy BO34yXY, MOYBaM, XMWUJbIM
noMeLleHnsaM, 3KCnayaTaunum nNpousBOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEeHUA, OpraHu3aunm u

NpoBeAEeHNI0 CAHUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B HAabope peareHToB

Hanunuue/otcyTcTrBue

KoMnoHeHT Habopa OrNnacHOro KOMMNOHeHTa
R P YKasaHue Ha pUCKM
®dacoska S ®dacoska U
CMecb ana amnaudukaumu, HeT onacHbIX -
3anevyaTaHHas napaguHoOM BELeCTB
HeT onacHbIX -
PacTteBop Tag-nonnmMepassbl -
BELeCTB
HeT onacHbIX -
MunHepanbHoe Macno -
BellecTB
HeT onacHbIx -
Cmechb ana amnamdurkaunm -
BellecTB
HeT onacHbIX -
Monnmepasa TexHoTaq MAX -
BeLLecTB
HeT onacHbIX -
nup-6yde -
LP-bydep BeLLecTB
He knaccudguumpyetcsa kak
MonoXxnTtenbHbI A3unp HaTpus A3unp HaTpusa OMNacHbIM AN 340p0Bbs
KOHTPO/bHbIN 06pasel MmeHee 0,1% MmeHee 0,1% yenoBeKa U OKpy>KalLlen
cpeabl

Mpn pabote c Habopom peareHTOB cregyeT MCMNOMb30BaTb CPeACTBa MHAMBUAYASIbHOW
3alWnTbl 4N NpefoTBPalleHMs KOHTaKTa C OpraHM3MoM 4esnoBeka. [locne okoH4YaHMs paboThl
TLATENbHO BbIMbITb PYKU. N36eraTb KOHTaKTa C KOXEW, rnasaMmn 1 CIM3NCTbiMM 060/104KaMM.

Mpn ncnonb3oBaHMKU MO Ha3HAYEHMIO U COBNIOAEHUM Mep NPefOCTOPOXHOCTU KOHTAKT C
OpraHM3MOM YesioBeKa MCKIHYEH.

He ncnonb3oBaTb Habop peareHToB:

- NpyY HapyLWeHUN YCI0BUA TPAHCMOPTUPOBAHUA U XPAHEHUS;

- Mpu HECOOTBETCTBMM BHELIHEr0 BMAA peareHToB, YKa3aHHOro B Macnopte K Habopy
peareHToB;

- NMpw HapyLweHnn BHYTPEHHEN YNaKOBKM KOMMOHEHTOB Habopa peareHToB;

- Nno NCTeYEHNKO CPpOKa rogHoCTmn Ha6opa peareHTos.

MpumeyaHue - Habop peareHTOB He COAEPXKUT MaTepuasioB 6GUOMOrMYECKOro MPOUCXOXAEHMUS,
BELLECTB B KOHLEHTpaUMaX, 061a4aloWwmnX KaHLEPOreHHbIM, MyTareHHbIM AeNCTBUEM, a TakKxKe BUSIOLLMX
Ha penpoayKTUBHYI GYHKUMIO YenoBeka. Mpv MCMONb30BaHMM MO Ha3HAYeHUIO W COGMAAEHUU 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,

®acoska S o3MpoBaHue
O6o0opyaoBaHue, peareHTbl U pacxogHble MaTepuanbl A L
CcTpunbl | Npobupkn | py4vHoe asromarns-
poBaHHOe
MuP-6okc na aa na na
amMnnnduKaTop C AeTeKUNe B pexunme peasnibHoOro spemeHmn! na na ha na?
MUKpOLEHTpUdYyra-BopTekc aa aa aa aa
OTOp AN MUKPOLEHTPUdYrm-BopTekca AN CTPUMOBAHHbIX
poTop A p ueHTpudy P A P na3 HeT HeT HeT
npobmpok 06LEmom 0,2 Mn
XONOAWbHUK C MOPO3W/TIbHOW KaMepow aa aa aa aa
wTaTtne «paboyvee Mmecto» Ansa npobupok o6bLEMoM 0,2 Mn HeT aa na* HeT
wTaTtne «paboyee MecTo» AJ15 CTPUNOBAHHbLIX NPO6MPOK 3
N aa HeT HeT HeT
06bémom 0,2 mn
wTaTtne «paboyvee Mmecto» Ansa npobupok o6béEMoM 1,5 mn aa aa ha ha
[03aTOpbl MEXaHUYECKME UM INEKTPOHHbIE MepeMeHHOoro
obbema ofHOKaHanbHble, No3BonsoWmne oTénupaTe 06BLEM na na ha aa

xuakoctn 2,0-20 mkn, 20-200 mkn, 200-1000 mkn
O0LHOPa30Bble HAKOHEYHUKM C PUNLTPOM ANs
rnoslyaBToOMaTU4YeCKMX A03aTtopoB, cBoboaHble oT PHKas m na na Aaa Aaa
OHKa3, 06béMomM 20 MKn

OAHOpPAa30Bble HAKOHEYHWKM AN NnoJslyaBTOMaTU4yeckmx

nosaTopoB, cBob6oaHblie oT PHKa3 1 [1HKas, aa aa aa aa
o6bémom 200 mkn, 1000 mkn
WTaTMB ANa A03aTOPOB ha ha na ha

npobupkn MUkpoueHTpudyxHble 06bEMoM 1,5 Mn
C Kpblwkamu, ceoboaHblie ot PHKa3 v [1HKas3
npobmpkn aMmnanpukKaumoHHble 06bEMOM 0,2 Mn
C Kpblwkamm, ceoboaHble oT PHKa3 v [1HKas3 HeT HeT aa HeT
unu MmukponnaHwet MUP 96 nyHok?>

OAHOpa30Bble NepyaTkn MeaunumMHCcKme, 6e3 Tanbka,

Aa Aa Aa Aa

a a a a
TEKCTYpPUpPOBaHHbIE A A A A
&MKOCTb ANnsa cbpoca MCnonb3oBaHHbIX HAKOHEYHWKOB,
aa aa aa ha
npobupoK 1 ApYyrux pacxoAHbIX MaTepuanos
YcTpoiicTBO fo3mpytowee ATCTpum
no TY 9443-005-96301278-2012 B BapunaHTe UCNOSHEHUS
HeT HeT HeT ha
12M1 nnm 15M1, OO0 «HIMO OHK-TexHonorusa», Poccus,
PY N¢ P3H 2015/2982, nanee no Tekcty - ATcTpmm
0[HOPa30Bble HAaKOHEYHUKM C PUNLTPOM ANS 4O3UPYIOLLErO
ycTponcrtea ATcTpuM B KOMnekTaumm *M1, csobogHble oT
N HeT HeT HeT aa
PHKa3 n JHKa3, 06béMomM 200 MK MM peKoMeHAOBaHHbIE
ANS @aHaNOrM4YHOro UCMob3YyeMOro AO3MPYHOLLEro yCTPONCTBa
YCTpoMCTBO AN15 3anedaTbiBaHMS nnaHweTosB [Tnak, 6
HeT HeT ha ha
000 «HMNO AHK-TexHonormsa», Poccus
eHTpudyra c RCF He Huxe 100, c aganTepoMm Ans
LeHTpudy (9) ,can pom A4 her her 18 na
MUKPOMIAHLETOB
nonuMepHas TepMonaéHka Ans 3anedyaTbiBaHUS 6
HeT HeT aa aa
MWUKpPOMJaHLWEeTOB
MukponnaHwet MUP 384 nyHku HeT HeT HeT aa

12



HHV-8 | WHCTpYKUMSA NO NPUMEHEHUIO | 448 ot 19 pgekabpsa 2024 ropa 4 ﬂHK'TEXHﬂﬂﬂr“ﬂ

dacoBka U,

Pacoska S O3upoBaHue
O6opyanoBaHue, peareHTbl U pacxoaHble MaTepuanbl A L
CcTpunbl | Npobupkn | py4vHoe asromaTnsm-
poBaHHoe

TpaHcnopTHas cpeaa (Npy Heo6XxoAMMOCTN), pEKOMEHAYETCS NCNOJIb30BaTb TPaHCNOPTHYO cpeay Ans
6mnonpob CTOP-®, OO0 «[HK-TexHonormnsa TC», Poccus, PY N2 P3H 2020/9640
dusnonornyeckmnin pactesop (0,9% NaCl) ctepunbHbIi (NpyM HEO6X0AMMOCTHN)
Habop/KOMMIEKT peareHToB Ans BblaeneHua HK 13 6uonornyeckoro Matepuana’, peKoMeHayTCs:
- KoMniiekT peareHToB ANS BblAeNeHUst HyKIenHoBbixX kncnoT NMPOBA-HK/MPOBA-HK-MJOC
rno TY 9398-035-46482062-2009 B ¢popmMe komniekTaumm: komnnekt NMPOBA-HK,
000 «OHK-TexHonorusa TC», Poccusi, PY N2 ®CP 2010/08867;
- KomnnekT peareHToB Ans sbigenenmsa AHK no TY 9398-037-46482062-2009 B hbopMme KoMMAeKTaLumn:
MPOBA-I'C, OO0 «[QHK-TexHonorus TC», Poccusa, PY N2 ®CP 2010/08696;
- Habop peareHToB ans BbligeneHnsa OHK yenoseka, 6akTtepuit, BUpycoB u rpnbos n3 6Monornyeckoro
MaTepuana 4yenoBeKka M KynbTyp MukpoopraHnsmos (MPOBA-OMNTUMAS)
rno TY 21.20.23-124-46482062-2021, OO0 «[AHK-TexHonorua TC», Poccusa, PY N2 P3H 2022/17496;
- Habop pearenTtoB ansa ebiaenenms AHK MPOBA-MY MAKC no TY 21.20.23-106-46482062-2019,
000 «[HK-TexHonorusa TC», Poccusa, PY N2 P3H 2021/14391.
AononHuTenbHO AnsA npenobpab6orkm m BbiaeneHnsa AHK ns 6uontatoB/nyHKTaTOB
C ucnosib3oBaHmeM kommnnekroBs peareHtos MPOBA-HK v MPOBA-IC:

6okc 6uonormnyeckon 6eszonacHoctm II knacca

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

TepMoCTaT TBepAOTENbHbINA, NOAAEPXUBAOLWMIA TeMnepaTypy 65 °C

aneKkTpuyeckuii nabopaTopHbIi acnmMpaTop C Kos160ON-N0BYLWKON ANS yAaneHUs HafoCafouHbIX
XNAKOCTEN

OHOpa30Bble HAaKOHEeYHUKK 6e3 punbTpa, cBob6oaHblie oT PHKa3 u [1HKa3, ans anektpuyeckoro
nabopaTopHOro acnmpatopa

NpobUpKM MUKpPOLEHTPUPYXKHble 06BbEMOM 1,5 M € KpblwkaMn, ceoboaHblie oT PHKas n IHKa3
Ae3MHPUUMPYIOLWMIA pacTBoOp

MpumeuaHus:

1 - nanee no TeKkcTy - AETEKTUPYOLWNI aMNnudukaTop; TpebyeMble NnapaMeTpbl AETEKTUPYIOLLINX
aMnNAN@UKaToOpoB yKasaHbl HUXE

2 - TONbKO AeTeKTUpYoWNin amnnudukatop «ATnpanm» (Moandukaums OTnpanm» *X*),

000 «HMO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229

3 - He ncnonb3yeTca Ana AeTeKTupytowero amnangukartopa Rotor-Gene Q

4 - TONBbKO NPU UCMOJSIb30BaHUM NPOGUPOK

5 - He Ucnonb3yeTca Ana AeTeKTUpyLWwmx amnandukatopos «ATnant> n Rotor-Gene Q

6 - MpY UCNONL30BAHUN MUKPOMIAHLLETOB

7 - BO3MOXHOCTb UCMOJIb30BaHNs Habopa/KOMMJIEKTa peareHToB Ans BblaeneHnsa AHK Human

h

8

erpesvirus 8 onpegensetcsa suaom bnonormyeckoro matepuana (7.1)
- ang sblgenennsa AHK n3 kposn Tonbko B BapuaHTte ucnosHenms NMPOBA-ONTUMA MAKC

Habop peareHTOB NMpUMEHSIETCHA C AETEKTUPYHOLWMMM aMNnmnduKaTopamMu MaaHWeETHOro u
pOTOPHOro TMMNA C CUCTEMOM peTekumn (nyopecueHTHOro CuUrHana B pexXuMme peanbHOoro
BPEMEHM, 3apPeErncTpupoBaHHbIMM B YCTAHOBJIEHHOM nopsake B P® M COOTBETCTBYHOLWMMMU
cneayowmm TpeboBaHnSaM:

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

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

- noaorpeBaeMasl Kpbilwka c TemnepaTtypon 6onee 100 °C;

- CKOpPOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb oxflaxaeHns He meHee 1 °C/c;

- TOYHOCTb MOAAEpPXaHUs U OA4HOPOAHOCTbL TeMnepaTypbl He 6onee £ 0,4 °C.
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Ona paboTtel ¢ HabopoM peareHTOB BalMAMPOBaHbl Cneaylolne AeTekTupylowue
amMnnmbunkaTopsbl:
- AmnnudukaTop  ageTektupywowmn  «AdTnpanim» no TY 9443-004-96301278-2010
(Mmoamndukaumsa «OTnpanm *M*»), 000 «HMO AHK-TexHonorus», Poccus, PY N2 ®CP 2011/10229,
Aanee no TekcTy - «ATnpanm»;
- AMNandukKaTtop  AETEKTUPYOLWMUI «OTnpanm» no TY 9443-004-96301278-2010
(Mmoandumkauma «ATnpanm *X*») 000 «HMO AHK-TexHonormna», Poccnsa, PY N2 ®CP 2011/10229
(Tonbko ans Habopa peareHToB B hacoBke U aAnsg aBTOMaTU3NPOBAHHOIO A03MPOBaHUS), Aanee
no TeKCTy - «ATnparimM» B Mogmndukaunm «JTnpanm *X*»:
- Amnnundukartop LEeTEKTUPYIOLWLNI «OTnant» no TY 9443-003-96301278-2010
(moandmkauusa «4Tnant *S*»), 000 «HIMO OAHK-TexHonorusa», Poccusa, PY N2 ©®CP 2011/10228
(Tonbko ansa Habopa peareHToB B (hacoBke S; B dacoske U ans py4yHOro Ao03MpoBaHUSA Mpu
NCroJsib30BaHuUn Npobunpok), Aanee rno Tekcrty — «ATnanT»;
- Mpubop ans npoBeaeHUs MOSIMMEPA3HOM LEMHOMN peakuuMn B pexunme peasibHOro BpeMeHu
Rotor-Gene Q, QIAGEN GmbH, lepmanus, PY N ®C3 2010/07595 (tonbko ans Habopa
peareHTOB B (hacoBke S, npobupku; B hacoske U ans pyyHOro 403MPOBaHUS Npu MCNOb30BaHUK
npobumpok), ganee no Tekcty - Rotor-Gene Q;
- TepMounknep Ans amnamdukaumMm HyknemHosbix kKncaoT 1000 ¢ MoayneM peakuUWMOHHbIM
ontudyecknm CFX96 (Optical Reaction Module CFX96), Buo-Paa Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, panee no TekcTty - CFX96;
- AMnnudukaTop  HyknemHoBbiX  kucnoT  Applied Biosystems  QuantStudio5 ¢
rmépunansaumoHHo-dyopecueHTHON aeTekunen npoaykTos MNLP B pexume peasbHOro BpeMeHH,
«Jland TekHonoaxunc Xonguurc MNre. Jita.», CuHranyp, PY N° P3H 2019/8446, nanee no TekCTy -
Applied Biosystems QuantStudio 5.

Mo BoMpocaM NPUMEHEHUS AETEKTUPYIOLWMUX aMNANdUKATOpOB, HE yKasaHHbIX Bbille,

TpebyeTcs cornacoBaHWe C Npou3BoauTesieM Habopa peareHToB.
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Onsa nccnepoBaHmsa UCMosb3YyOT KpoBb, 6BUONTaTbl UM MYHKTaTbl M3 04AroB NOpa)KeHus

OpraHoB M TKaHeMn.

6.2 O6bwme TpeboBaHus

6.2.1 NccnepoBanHme w™etogoMm T[LUP oTHocmTCcs K npsMbiM  MeToaaM JnlabopaTopHOro
nccnenoBaHMs, NoaToMy B3ATME 6MonorMyeckoro matepuana uyesnoBeka Heobxoammo
npoBOANTb M3 MecTa Jsokanm3auum WMHMEKUMOHHOro npouecca. PeweHue o
Heo6xoaANMMOCTN MccnenoBaTb TY WKW MHYIO JIOKaNM3aunto NpMHMMaET Nedyalunii Bpayd Ha
OCHOBaHMK CObpaHHOro aHaMmHe3a N KJIIMHUYECKOW KapTuHbl 3aboneBaHus.

6.2.2 [Ons nony4YeHMs KOPPEKTHbIX pe3yibTaToB 60/bloe 3HaYEHME MMEET KayecTBO B3ATUSA
obpasua 6uomaTepmana ANs UCCNefoBaHWUSA, €ro XpaHeHwe, TpaHCrnopTMpoBaHWe U
npeaBaputensbHas obpaboTka.

Mpn HeobxoammocTn B3ATUS 6uMomaTepmana U3 HECKONbKUX 6WMOTOMoOB MoOBTOpUTE
npoueaypy, Kaxabin pa3 3abupas matepman B HOBYH Npobupky.

HenpaBunbHoe B3sSTne buoMaTepuana MOXET NPMBECTU K MONYYEHUIO HEAOCTOBEPHbIX
pe3ynbLTaToB U, BC/1eACTBUE 3TOro, HeE06X0ANMMOCTU ero NOBTOPHOrO B3ATUS.

6.2.3 Ha 2tane noarotoBkn 6uoMaTepuana WCMob3yhTe O0AHOPA30Bble HAKOHEUYHWUKU C
dunbTpoM, cBoboaHble oT PHKa3 n HKas.

6.2.4 [ns npenoTtBpalleHMs KOHTaMMHaUMW OTKpbIBalTE KpPbIWKY TONbKO TOM Npobupku, B
KoTopyto 6yaete BHOCUTb Buonormyeckmin Matepman, u 3akpbiBante ee nepen pabortomn

CO cneaytowen npobupkoi.

MpuMmeyaHwne - B3saTWe, npeaBapuTesnbHyl0 06paboTKy, XpaHeHWe W NepeBO3Ky, nepeaavy
nuccregyemMoro MaTepuana B Apyrve opraHusaumy OCyLLEeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[IOKYMEHTaM, pEernaMeHTUpyoLWmMM BbINO/IHEHNE WCCNEA0BaHU B COOTBETCTBUM C TpeboBaHMAMU
MY 1.3.2569-09 n CanllnH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tllepen BbigeneHnem [OHK wMoxeTr noTpeboBaTbCs mnoarotoBka o6pa3uos

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).

OrpaHuMuyeHmne MeTopaal: BHYTPMBEHHbIE MHBEKUWUWM renapuHa, MHGY3UKM npenapaTos

A9 napeHTepasbHOro NUTaHuUsa — MeHee YyeM 3a 6 4acoB A0 UccneaoBaHus.

1 - ecnn 3TO He MpPOTUBOPEUUT TPebOBaHMAM K UCMNOJSIb3yEMbIM HabopaM/KOMMIEKTaM peareHToB Ans
BblaeneHns HK
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6.3.2 bBuonTaTbl/NyHKTaThbI
B3aTne ™MaTepuana npoBOAMUTCHA B COOTBETCTBMM C WHCTPYKUMAMU MO MNPUMEHEHUIO
ncnonb3yemblXx HabopoB/KOMMNEKTOB peareHToB Ans BbiaeneHns HK (7.1).
Mpu ncnonb3osaHnu ans eblaeneHns AHK komnnektoB peareHToB NMPOBA-HK v MPOBA-IC:
B3ATne M™aTepuana npoBOAMTCA B oAHOpasoBble npobupkn o6béMoM 1,5Mn c
TPaHCNOPTHOW CpeAol, NpeAHa3Ha4YeHHOW NpousBoaAnTeNeM An9 TPaHCNOPTUPOBAHUS U

XpaHeHusa obpa3uyoB 6uonornyeckoro matepuana ans NUP-uccnepoBaHuii.

6.4 TpaHcnopTupoBaHue n xpaHeHue obpasuoB bmonornyeckoro Matepmana

YcnoBus TpaHCNOPTUPOBAHMS M XpaHeHus ob6pasuoB 6umonornyeckoro Martepuana
onpeaensoTcs MHCTPYKUUSMWN MO NPUMEHEHMIO MCMNONb3yeMblX HAabOpOB/KOMMNNEKTOB peareHToB
ans soigenenna HK (7.1) nan ncnonb3yembix A7 TPAHCMOPTUPOBAHMS M XpaHeHust obpa3yos
TPaAHCMNOPTHbIX Cpea.

Jonyckaetcsa XxpaHeHune o6pa3uoB 6uonorndeckoro MaTtepuana npu TemnepaTtype
oT 2 °C go 8 °C He 6onee 24 4. B cnyyae HEBO3MOXHOCTU AOCTaBKM MaTepuana B nabopatoputo
B TeYeHme CyTOK A0MyCKaeTCa 04HOKpaTHOe 3aMopaXxuBaHme Mmatepmana. [JonyckaeTcsa XpaHeHue
3aMOpPOXEHHOro MaTtepmana npu temMnepaTtype oT MUHyc 22 °C go MMHyc 18 °C B TeueHune ogHoro
Mecsua (ecnm 3To He npoTuBopeunT TpeboBaHMSM K MCNOSb3yeMbiM HabopaM/KoMnnekTaMm
peareHToB Ans BblaenenHmsas HK wmnm ucnonb3yembiM ans TPaHCNOPTUPOBAHUS W XpPaHEHUs

06pasuoB TPaHCMOPTHbLIM cpejam).
BHMUMAHME! Cneayet nsberatb NOBTOPHOINo 3aMOpaxXuBaHusa 1 oTTanBaHmsa obpasuos.

6.5 MoaroToBka 6GMoNOrM4eckoro Mmatepuasna Yyenoseka ans ebigenenms AHK

6.5.1 Tepudepunyeckas KpoBb
MoarotoBka 6uonornyeckoro MaTtepuana (nNpy Heob6XoAMMOCTM) MPOBOAUTCSH B
COOTBETCTBUM C UHCTPYKUMSAMU MO MPUMEHEHUID MCMNOMb3yeMblX HabopoB/KOMMAEKTOB
peareHToB Ans BbigeneHmna HK (7.1).

6.5.2 buonTtaTbl/NyHKTaThbI
MoarotoBka 6uonornyeckoro Matepuana (nNpy Heob6XoAMMOCTM) MPOBOAUTCSH B
COOTBETCTBUM C MHCTPYKUMSAMU MO MPUMEHEHUID MUCMONb3yeMblX HabopoB/KOMMAEKTOB
peareHToB A5 Bbigenenms HK (7.1).
Mpu ncnonbsosannu ansa ebiaeneHns AHK komnnekToB peareHToB NMPOBA-HK v NMPOBA-IC:

6.5.2.1 BcTpaxHuTe npobupkn ¢ 6uomatepmanoMm Ha MUKPOLLEHTPUdYre-BopTEKCE B TeYeHne

3-5 c u ueHTpndyrupymnTe Ha MUKpoLeHTpudyre-sopTekce B TeyeHme 3-5 c.
6.5.2.2 Ypanute HagoCaao4uHY XUAKOCTb.

Obpaszey rotos ansa eoigenenmsa AHK (7.2).
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7 NMPOBEAEHUE AHAJTU3A

7.1 Bboligenenne 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, Hanpumep, NMPOBA-HK, MPOBA-I'C, MPOBA-ONTUMA, MPOBA-MY MAKC (Tabnuua 2).

Tabnuuya 2 - Habopbl/KOMNNEKTbl peareHToOB, peKkoMeHaoBaHHble Ans BbigeneHmna AHK ang

AanbHENLLEro nccnenoBaHns ¢ UCNonb3oBaHMeM Habopa peareHtos HHV-8.

MuHuManbHoe
Ha6op/koMnsieKkT peareHTtoB, PY BbuomaTtepmnan KOJIN4YecTBO
anroarta, MKN
KomnnekT peareHtos NMPOBA-HK, BUONTaTbI/MYHKTATbI 50
PY N2 ®CP 2010/08867 y
KomnnekT peareHtos NMPOBA-TC,
PY N° ®CP 2010/08696 buonTaTtbl/NyHKTaThI 100
Ha6op peareHToB MPOBA-OMTUMA, LlenbHas nepudepuyeckas Kposb? 100
PY N2 P3H 2022/17496 BuonTaThl/MyHKTaThI 400
Habop peareHToB NMPOBA-MY MAKC, LienbHas nepudepuueckas Kposb 50
PY N P3H 2021/14391 preep P

Boigenenne [OHK npoBoAAT B COOTBETCTBUM C  WHCTPYKUMEN MO MPUMEHEHUIO

ncnosblyeMmoro 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 KOHTPOJIbHBLIN 0bpa3eL, Bxoasawmin B coctaB Habopa/KoMNaeKTa peareHToB 4ns
BblAE/IEHNS HYKNEUHOBbIX KWUCNOT B O6bEME, YKasaHHOM B WHCTPYKUMM MO MNPUMEHEHULO
COOTBETCTBYOWEro Habopa/KoMnnekTa peareHToB.

2. Bbigenenne OHK mn3 6uonTaToB/MYHKTATOB C WMCMNOSIb30BAaHWMEM KOMMJIEKTOB peareHToB

MPOBA-HK n NMPOBA-I'C npoBOAMTCSA COMTaCHO AAHHOM UHCTPpYKUUK (7.2).

7.2 Boigenenve OHK mn3 6uontaToB/NyHKTATOB C MCMNO/Ib30BAHUEM KOMMJIEKTOB peareHToB

MPOBA-HK n MPOBA-TC

7.2.1 O6bwmne TpeboBaHus

7.2.1.1 Ncnonb3yiiTe oAHOpa3oBble HakKOHEYHUKW C punbTpoMm, cBoboaHble oT PHKas u
OHKa3. Ucnonb3yeMble HaKOHEYHUKU MEHSIATE MpU KaxXaoM yaaseHuu pacTtBopa U3
npobupkun. Mpu paboTe c acnMpaTopoOM WCMONb3YNTE HAKOHEYHUKM 6e3 dunbTpa,
cBoboaHble oT PHKa3 n JHKas.

7.2.1.2 Mpun pobasneHun pactBopa B nMpobupky, copepxkauyto buonormdyeckun martepwuan,
BHOCUTE pacTBOp aKKypaTHO, He KacasiCb CTEHOK mpobupku. MNpu KacaHWM CTEHKU

NPO6UPKN CMEHUTE HAKOHEUHUK.

1 - TONIbKO C UCMO/Ib30BaHMEM Habopa peareHToB B BapuaHTte ucrnonHeHms NMPOBA-ONTUMA MAKC
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7.2.1.3 Onsa npepnoTBpaweHnss KOHTaMUHAUWM OTKpbIBaTE KpbIWKY TOJIbKO TOM Npobupku,
B KOTOpYyto 6yaeTe BHOCUTb pacTBOp WM M3 KOTOpPOK byaeTe yaansaTb HaAo0CaA04HYHO
XXMAKOCTb, W 3aKpbiBaTe ee nepeg pabotolh co cneaywwen npobupKoi.
He ponyckaetcs paboTaTb O4HOBPEMEHHO C HECKO/IbKMMKW NMPOBMpKaMn C OTKPbITbIMU
KpblLWKaMU.

7.2.1.4 HenzeecTHble o6pasubl U OTpuLATENbHbIA KOHTPONbHbIN 0b6pa3sey (K-) Heobxoanmmo
obpabaTtbiBaTb N0 e4MHON CXeMe O4HOBPEMEHHO COrNacHO AaHHOM MHCTPYKUNM.

7.2.2 BbigeneHne OHK n3 6montaTtoB/NMyHKTAaTOB C MCMNO/Ib30BAaHWEM KOMIJIEKTA pPEareHToB

MPOBA-HK

BHVUMAHME!

1. Mepea Havanom paboTbl HEO6X0AMMO:

- BKJIIOYUTb TEPMOCTAT AN nporpesaHusa ao 65 °C;

- [J0CTaTb W3 XOA0AMNbHWKA KOMMMEKT peareHToB AN BblAeNeHUS HYKIEMHOBbIX KUCAOT U
NMPOKOHTPO/IMPOBATb OTCYTCTBME OCajka B NM3MpYLOLWeEM pacTBope. B ciydae BbinadeHusa ocaaka
HeobxoanMo nporpeTb hNakoH C AU3UPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTesibHO
nporpetoMm Ao 65 °C, A0 NONHOrO pacTBOpeHUs ocajka. 3aTeM crneayeT nepeMellaTb pacTBOp
nepesopaynBaHueM ddnakoHa BBepx AHOM 5-10 pa3, u3berasa neHoobpasoBaHus. [lepen
MCNO/b30BaHWUEM OXJslaauTe pacTBOp A0 KOMHaTHOW TemnepaTtypbl (0T 18 °C go 25 °C). Ocagok
TakXe MOXHO PpacTBOpUTb MNpu KOMHaTHOM TemnepaTtype (oT 18 °C pgo 25 °C) B TeueHue
npnbénunsntenbHo 12 yacos.

2. Mpu nporpeBaHnm NpobMpoK BO3MOXHO OTKpbiBaHMe Kpblwek! CneayeT Ncrnonb3oBaTb Npobmpku
C 3alénkmsarowmnmMmcs Kpblwkamm (Hanpumep, Eppendorf Safe-Lock Tubes) nnn nporpamMmmmpyembie
TepMOCTaTbl C MPUXMMHOM KPbILLKOW (HanpuMep, TepMocTaT TBEPAOTE/bHbIM NPOrpaMMUpyeMbli

ManorabaputHbin TT-1-«[HK-TexH.», nponssoactea OO0 «HMO OHK-TexHonormna»).

7.2.2.1 MpomMapKknpymnTe nNo oaHoOM 04HOPa30BoOM NiacTMkoson Nnpobmpke o6vEMoM 1,5 mn ang
KaXk4oro HemsBecTHoro obpasua u ans oTpmuatenbHOro KoHTponbHoro obpasua (K-).

7.2.2.2 [JobaBbTe B nNpobupkM C NOAroTOBMIEHHbIMM 0b6pasuamm 6GmonTaToB/MYyHKTATOB
(cM.6.5.2) u B npobupky «K-» no 300 MK NnM3npytowero pactBopa, He Kacasicb Kpas
npobupok.

7.2.2.3 BHecute B npobupky, npomMapkumpoBaHHyt <«K-», 100 mkn oTpuuaTesibHOro
KOHTposibHOro o6pa3ua. noTHO 3akponTe nNpobupkKM, BCTPSAXHUTE MNpPOOMPKKM Ha
MUKpoOLEeHTpudyre-sopTekce B TedeHue 3-5 c.

7.2.2.4 TepMmocTaTtupyinte npobupkm npm 65 °C B TeyeHme 30 MWH, LeHTpUdyrnpymte Ha
MUKpOLeHTpudyre-sopTekce B TedyeHune 3-5 c.

7.2.2.5 MNepeHecuTe B COOTBETCTBYHOLLUME MPOMAPKUPOBAHHbIE MPOBUMPKM ANA HEU3BECTHbIX
06pa3uoB HaA0CaAOUHYO XMNAKOCTb. 15 npobupkn «K-» nepeHoCcuTb Haa0CaA04HY O
XMAKOCTb He TpebyeTcs.

7.2.2.6 [ob6asbTe B kaxayto npobupky no 400 Mkn peareHTa Ang NpeumnuTaumm, He Kacascb
Kpas Npobupkun, 3aKponTte NpobMpKN N BCTPAXHUTE NPOBUPKM Ha MUKpoLeHTpudyre-

BOpTeKce B TeyeHue 3-5 c.
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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

UeHTpudyrmnpynte npobupku npn RCF(g) 12000 - 16000 B TeueHne 15 MuH.

He 3apeBass 0cafok, MOMHOCTbLIO yAanuTe HaA0CAAOYHYK XMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxaon npobupkn).

JobaBbTe k ocagky no 500 mkn npombiBOYHOro pactBopa N21, He kacascb kpas
npobupkmn, 3akporite NpobUpKN N akKypaTHO rnepesepHUTe Npobupkn 3-5 pas.
LeHTpndyrnpynte npobupku npu RCF(g) 12000 - 16000 B TeueHne 5 MuH.

He 3apgeBass 0cafok, MOMHOCTbIO yAanuTe HaAO0CAAOYHYK XUAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

[JobasbTe k ocagky no 300 mka nNpoMbiBOoYHOro pacrtesopa N22, He Kacascb Kpas
npobupkmn, 3akporTe NpobnpKn N akKypaTHO nepesepHuTe Nnpobmpkn 3-5 pas.
LlenTpndyrnpynite npobupku npm RCF(g) 12000 - 16000 B TeueHne 5 MuH.

He 3ageBasi 0cafokK, MOMHOCTbIO yAanuTe HAA0CAAOYHYI XUAKOCTb (OTAENbHbIM
HAKOHEYHMKOM M3 Kaxaowm npobupku).

OTkponTe Npobumpkn 1 BbiCyLLNTE 0cadok npu 65 °C B TeueHmne 5 MuH.

JobaBbTe K ocagky no 50 mkn 6ydepa ana pactBopeHumsi, 3aKponte npobupku.
OcaauTte Kanau uUeHTpudyrMpoBaHMeM MNpobMPoOK Ha MUKPOLEHTpudyre-BopTeKCe
B TeueHune 1-3 c.

TepmocTaTmpyinTe Npobupkn npm 65 °C B TeuyeHne 10 MUH. BCTpaxHUTE NpoBUpPKKU Ha
MUKpoOLEeHTpudyre-sopTekce B TeyeHune 3-5 c.

LeHTpudyrmnpynte npobupku npn RCF(g) 12000 - 16000 B TeueHune 30 c.

lMpenapaTt AHK rotoB K BHECEHMIO B peakUUOHHY0 cMecb ansa MuP.

Mpenapat AHK MOXHO XpaHuUTb MNpu TemnepaTtype oT MUHyC 22 °C no MumHyc 18 °C
He 6bonee ogHoOro Mecsiua wWaM Npu Temnepatype OoT MUHYC 72 °C go MumHyc 68 °C
He 6onee ogHoro roaa.

Mepen wuvcnonb3oBaHmeM npenapata OHK ans noctaHoBku [LUP nocne xpaHeHus
Heobxoanmo pa3Mopo3nTb npenapat AHK n oTpuuaTtenbHbIi KOHTPOJIbHbLIA 06pa3ey npu
KoMHaTHon TeMmnepaType (oT 18 °C go 25 °C) unu npu Temnepatype ot 2 °C go 8 °C,
3aTeM BCTPSAXHYTb npobupku ¢ npenapatom AHK v oTpuuaTenbHbIM KOHTPOSbHbIM
o6pa3uoM Ha MUKpoueHTpudyre-sopTekce B TedyeHme 3-5c un ueHTpudyrmposaTb Ha

MUKpOLEeHTpUdyre-sopTekce B TedeHue 1-3 c.

BHMUMAHME! [na npenapata [JHK gonyckaeTtcs TonbKO O4HOKpaTHOe pa3MopaxuBaHue!

7.2.3

MpenapaTt AHK rotoB K BHECEHUIO B peakUMOHHYI0 cMecb ans MLUP.
Boigenenmne OHK n3 6uontaTtoB/NyHKTATOB C WUCMOSIb30BaHMEM KOMIMJIeKTa peareHToB
MPOBA-TC

BHMUMAHME! [epen HayanoM paboTbl HEO6XOAMMO BK/OUUTbL TepMoCTaT AN NpOorpeBaHus

no 50 °C.

7.2.3.1

MpoMapkupyinTe No 0AHOM O4HOPA30BOM MAACTUKOBOM Npobupke o6véMom 1,5 mn ans

KaXxxaoro Hem3BecTHoro obpasua un 4n5 oTpuuaTeNbHOro KOHTponbHOro obpasua (K-).
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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

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

[JobaBbTe B npobupkn C NOAroToBAEHHbIMM oObpa3suamMm 6MoNTaToB/MyHKTATOB
(cM.6.5.2) n B npobupky «K-» no 150 mkn nu3ampyoLwero pactBopa, He Kacascb Kpas
npobupok.

BHecute B npobupky, npoMapkuMpoBaHHy  «K-», 50 MKkn  CTepunbHOro
dun3nonornyeckoro pactsopa Wam TpaHCNOPTHOM cpeabl. MNO0THO 3akporTe Npobupky,
BCTPSAXHUTE NpobMpKM Ha MUKpOLEHTPpUdYre-BopTekce B TeveHume 3-5 c.
TepmocTtaTupyinTte npobupkm npm 50 °C B TedeHme 30 MUH, ueHTpudyrupymnte
npobmpkM Ha MMKpoLeHTpUdyre-sBopTekce B TedeHme 3-5 c.

NMepeHecuTe B COOTBETCTBYHOLWME NMPOMApPKMpPOBaHHblE NPOBUPKN OANS HEU3BECTHbIX
06pa3yoB HAA0CAAOUHYIO XNAKOCTb. 19 Nnpobmpkn «K-» nepeHOCUTb Haf0CaA0uHYO
XUAKOCTb He TpebyeTcs.

TwaTtenbHO pecycneHanpyrte copbeHT Ha MMKpoueHTpudyre-sopTekce. lNepeBepHyB
npobupky BBEpPX AHOM, ybeauTecb, YTO COpbEeHT He 3anun Ha AHO npobupku. lMpu
HeobXxoaMMOCTM NOBTOpUTE NepeMelunBaHmne copbeHra.

[JobaBbTe BO BCce npobupkn (Bkadas <«K-») no 20 MK npeaBapuTesibHO
pecycneHaAnpoBaHHOro copbeHTa, He KacasiCb Kpas Npobupku, 3aKponTe Npobmupku u
BCTPSAXHUTE NPOBMPKN HA MUKpPOLEeHTpudyre-BopTekce B TedeHune 3-5 c.
UeHTpudyrmnpynte npobupku npn RCF(g) 12000 - 16000 B TeueHne OAHOW MUHYThI.
He 3ameBas 0CafoK, MOSIHOCTbIO yAanuTe HaAOCAAOYHYH XMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM U3 Kaxaon npobupkn).

[JobaBbTe k ocagky no 200 Mkn npoMbiBOYHOro pacteopa N21, He Kacascb Kpas
npobupkun, 3akporTe MNpobupKM M BCTPSXHUTE MPOBUMPKM Ha MUKpoueHTpudyre-
BOpTeKce B TeyeHue 3-5 c.

LeHTpndyrmnpyinte npobupku npu RCF(g) 12000 - 16000 B Te4eHMe OAHON MUHYTHI.
He 3apeBas ocafoK, MOAHOCTbI yAanuTe HaAoCaAOYHYHO >XWMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 KaXkaon npobumpku).

dobaBbTe Kk ocagky no 200 Mk NpOMbIBOYHOro pacteopa N22, He Kacasacb Kpas
npobupkun, 3akporTe NpobUpKM U BCTpAXHUTE MNpOobMPKM Ha MUKpoueHTpudyre-
BOpTeKce B TeueHue 3-5 c.

LeHTpudyrupyinte npobupkm npm RCF(g) 12000 - 16000 B TeueHne 04HON MUHYTHI.
[JobaBbTe K ocagky no 200 Mk npoMbiBOYHOro pactBopa N°3, He Kacasicb Kpas
npobupkun, 3akponTe NpobUPKKU U BCTpAXHUTE MNpobMPKM Ha MUKpoueHTpudyre-
BOpTeKce B TeyeHune 3-5 c.

LeHTpudyrmnpynte npobupku npn RCF(g) 12000 - 16000 B TeyeHne OAHOM MUHYTHI.
He 3apeBas 0CaZoOK, MOAHOCTbK yAanuTe HaAoCaAO4YHYH >XWMAKOCTb (OTAENbHbIM
HaKOHEYHWKOM U3 Kaxaolh npobupkmn).

OTKpoOWTe KpbIWKKN NPpobMPOK K BbiCyLINTe ocaaok npun 50 °C B TeyeHue 5 MUH.
JobaBbTe k ocaaky no 100 MK aNHOMPYIOLLErO pacTBOpa, He KacasaCb Kpas npobupkuy,
3aKkponTe npobupkM n BCTPSAXHUTE NPOBUMPKU Ha MUKpoLEHTpudyre-sopTekce B

TeueHue 5-10 c.
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7.2.3.20 TepmocTaTmpyinte npobupku npm 50 °C B TedeHne 5 MUH.

7.2.3.21 UeHTpudyrupynte npobmpkun npm RCF(g) 12000 - 16000 B TedeHMe OAHON MUHYTHI.
HapocapgoyHas >XmMAKOCTb, cofepkawasl BbigeneHHyto [OHK, rotoBa K BHeECEHMIO B
peakuMoHHY cMecb gns MUP.
MonyyeHHbin npenapat OAHK MOXHO XpaHuTb A0 7 CyTOK npu TemnepaTtype oT 2 °C
no 8 °C. lNepen ucnonb3oBaHmeM npenapaTta AHK ansa noctaHosBku TMUP Heobxoammo
nostoputb 7.2.3.20 — 7.2.3.21.
Ecnn obpaseu npeanonaraetcs xpaHuTb 6onee 7 CyTOK, MepeHecuTe HaAoCafouHYHo
XXMAKOCTb B OTAENbHYH 04HOpa30Byto Npobupky. bonee 7 cytok npenapat AHK cneagyet
XpaHUTb Npu TeMnepaTtype oT MUHYC 22 °C ao MmuHyc 18 °C.
Cpok xpaHeHusa npenapata AHK npu TemnepaTtype oT MUHYC 22 °C o MmHyc 18 °C -
He 6onee 6 MecsueB.
Mepen wcnonb3oBaHueMm npenapata AHK ana nocraHoekm TUP nocne XxpaHeHus
HeobxoanMo pasmMopo3nTb NpenapaT AHK n oTpmnuaTenbHblil KOHTPONbHbLIA 06pa3sey npw
KoMHaTHOM TemnepaTtype (oT 18 °C go 25 °C) unm npu Temnepatype ot 2 °C go 8 °C,
3aTeM BCTPAXHYTb nNpobupku c npenapatom AOHK 1 oTpuuaTenbHbIM KOHTPOJbHbLIM
06pa3LoM Ha MUKpOLEeHTpudyre-sopTekce B TedeHue 3-5C M UeHTpUdyrnposatb Ha

MUKpOLeHTpUdyre-BopTekce B TedeHume 1-3 c.
BHUMAHME! [na npenapata AHK gonyckaeTca To/1bKO OAHOKpaTHOE pa3Mopa)unsaHue!

MpenapaTt OHK rotoB K BHECEHUIO B peakUUOHHY cMecb ansa MuP.

7.3 Moprotoeka un nposegeHue MLP. ®acoska S
BHMMAHMUE!
1. Mpu npoBeAeHUN BCEX MNOCMeaylWnNx AENCTBUN cnenyeT nsberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX fyder Ha Npobupkn co cMecbio Ansd aMmnandukaunm!
2. Mpn ncnonb3oBaHuM Habopa peareHTOB B BapuaHTe MCMNonHeHus «dacoBka S, CTpunbl»
cnepyet CcTporo cobnoaaTb KOMMNIEKTHOCTb CTPUMOB M KPbILWEK K HUM. He ncnonb30BaTb KPbILWKK

K cTpunam us apyrux Habopos peareHToB!

7.3.1 T[lpomapkumpynTe no ogHon npobupke/CcTpunoBaHHOM nNpobmpke cO CMecblo Ans
amnandukaummn, 3aneyataHHON napaduHOM, A8 KaXAoro HemsBecTHoro obpasua, ans
OTpMUATENIbHOIO KOHTpPOsbHOro o6bpasua (K-) n 418 nosioXUTeNbHOrO0 KOHTPOJbHOIO

obpasua (K+).

BHMUMAHME! KonnuyecTBo peareHToOB paccumTaHo He 6osiee yeM Ha 24 NOCTaHOBKM MpuU YCI0BUMK
BapmabenbHOro KonnmyecTsa HEM3BECTHbIX 06pa3uosB, 1 oTpuUaTeNbHOro KOHTPONbHOro obpasua

MU 1 NONOXUTENBHOIO KOHTPOJSIbHOIMO 06pa3u,a B Ka)J0M NOCTaHOBKe.

Mpumep:
Heobxoanmo npoaHanmsmpoBatb 4 ob6pasua. [ns 3Toro Hy>HO NpoMapk1MpoBaTb 4 Npobupkn Ans
HeM3BeCTHbIX 06pa3uoB, oaHy npobupky ana «K-» un ogHy npobupky ana «K+». Obuwee

KONM4ecTBo nNpobumpok — 6.
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7.3.2  BcTpaxHuTe npobupky c pactBopoM Tag-noanMepasbl Ha MUKPOLIEHTpUdYre-BopTeKkce B
TeyeHue 3-5 c 1 LeHTpUdyrmpyiite Ha MMKpoLeHTpUdyre-BopTekce B TeyeHme 1-3 c.
7.3.3 [Oob6aBbTe BO BCe MNpPOMapKMpoBaHHble NPoBUPKM, He mnoBpexaasl cnon napadwuHa,

no 10 Mkn pacTtBopa Tag-nosnMMepassbl.

BHUMAHME! T[lpn ucnonb3oBaHun ans nposeaeHusa MUP petektupytowero amnamdgukartopa

Rotor-Gene Q MuHepanbHOe Macno B Npobupku He BHocUTCS!

7.3.4 [dob6aBbTe B Kaxayo npobupky (npn HeobxoanMMocTn) no ogHon kanne (okosio 20 Mkn)
MWHepanbHOro Macna. HenaoTHO NpuMKponTe NpobUpPKM/CTPUNbI KPbILLKaMK.

7.3.5 BcTpsaAXxHUTE NpobmpKy C NOMOXUTENbHbIM KOHTPOJIbHbIM 06pa3LoM Ha MUKpOLEHTpudyre-
BOpTEKCE B TeyeHume 3-5c u ueHTpudyrupymte Ha MUKpoOUeHTpudyre-sopTekce B

TeyeHue 1-3 c.

BHUMAHME!

1. Mepen BHeceHMeM B NpobMpPKM C peakuMoHHOW cMecbo ansa npenapata AHK n
OTpUUATENbHOr0  KOHTpoOJsibHOro obpasua HeobXxoAMMO  BbIMOAHWUTL  peKoMeHpauum o
ucnonbsoBaHuo npenapata [AHK, npuBeaéHHble B UMHCTPYKUMM NO  MNPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ans BblaeneHnsa HK.

2. Mpu ncnonbzoBaHum ang sblgenedns OHK komnnekToB peareHTtos NMPOBA-HK, MPOBA-IC
(Tonbko B Cly4dae, ecnv Nocne BblAeNneHns HagoCcaA04vyHasa XNAKOCTb, coaepXallas BblAeNeHHY0
OHK, 6bina nepeHeceHa B HOBble NMpoBUpKM) BCTpsAXHUTE Npobupku ¢ npenapatoM AHK wu
OoTpUUaTENbHbIM KOHTPOJIbHbIM 06pa3yoM Ha MUKpoueHTpudyre-sopTekce B TeyeHue 3-5c u
LeHTpudyrmpymnTe Ha MnKpoueHTpudyre-sopTekce B TedeHne 1-3 ¢

3. Mpn wucnonb3oBaHun ansa BblgeneHns [AOHK Habopa peareHtoB [MPOBA-MY MAKC
HeobxoamMo, He BCTpAxMBas, UeHTpudyrmposaTb npobupkn ¢ npenapatom [OJHK wu
oTpuUaTeNbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MuKpoueHTpudyre-soptekce B TedeHume 1-3 ¢,
3aTeM nomMecTuTb nNpobupku ¢ npenapatom AHK B MarHuTHbIA wTaTMe. B cnyyae ecnm nocne
BblAeNeHNs HadocadouyHas >XWAKOCTb, coaepxawas sbiaeneHHyto AHK, 6biia nepeHeceHa B
HOBble Mpobupkn, cnepayeTr BCTPAXHYTb Npobupkn ¢ npenapatom [HK wn oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpPOLEHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpudyrnposatb
Ha MUKpoUeHTpudyre-sopTeKce B TeyeHme 1-3 c.

4, Ans npenoTBpaweHns KOHTaMMHauuun cnenyet nepes sHeceHuneM [JHK oTKpbiBaTb KPbIWKK
TONIbKO Tex npobupok, B KOTopble 6yaeT BHOCUTLCS AaHHbIA obpa3sel, u 3aKkpbiBaTb UX, nepes
BHeceHueM criegyroulero. B cnyyae ncnonb3oBaHUsa CTPUNOB criefyeT 3aKpblBaTb KPbILWKY CTpuUna
rnocne BHeceHUss B Hero o6pa3uoB nepeg HadanoMm paboTbl CO cneaylowmMm. 3akpbiBanTe
npobupku/cTpmnbl nnotHo. [penapatbl OHK © KoHTposnbHble o06pasubl cneayer BHOCUTL

HaKOHEYHUNKaMn C CbMJ'IprOM.

7.3.6 BHecuTe B COOTBETCTBYHLIME MPOMAPKUPOBaAHHbIE NPOOUPKM, HEe noBpexaas Croun
napaduHa, no 5,0 mkn BblaeneHHoro m3 obpasuoB npenapata AHK. B npobupkwy,

rnpoMapkmpoBaHHble «K-», «K+», [IHK He BHOCKTCA.
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BHecuTe B npobupky, npoMapkmpoBaHHyto «K-», He noBpexaas cnoh napaduHa,
5,0 MKn oTpuuaTenbHOro KOHTposibHOro obpa3sua, npoweawero aTan Bblgenenms OHK
(cm. 7.1).

BHecuTe B npobupky, npomapkupoBaHHYyt «K+>», He noBpexaas cnon napaduHa,
5,0 MK NONOXWUTENBHOI0 KOHTPOSIbHOro obpasua.

LeHTpndyrnpymnte Bce npobupkn/cTtpunbl Ha MUKpPoOLEHTpudyre-sBopTekce B TedeHune
3-5 ¢ (npu ucnonb3oBaHum ansa nposeaeHus MLP getekTupytowero amnandukatopa
Rotor-Gene Q ueHTpudyrnposaHme He ob6a3aTenbHO).

YcTtaHoBuTe BCe NPOBUMPKK/CTPUNbI B AeTEKTUPYHOLWNI aMnandukaTop.

Ona petekTvpyowmx amnandumkatopos cepum OT:

3anyctute nporpaMmHoe obecneyeHue getektumpytowero amnanduvkartopa. MNMpu nepsom
npoeeaeHnn [MLP 3arpysuTe COOTBETCTBYWOLWMI TecT!. Janee u npu MocneayoLmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4ecTBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne OTpuUaTenbHOro u
MOJIOXUTENIbHOIO KOHTPOJIbHbIX 06pa3uUoB, OTMETbLTE pacnosioXXeHne Nnpobmpok/cTprunos
Ha MaTpuue TepMmobsioka B COOTBETCTBMM C MX YyCTaHOBKOW W nposeaute TMLP. Mpu
Bblbope TecTa Ao/mkHa oTobpaXkaTbCa NporpamMma, npuseaéHHas B Tabnuue 3.

Ona petektupyrowmx amnandukatopos Rotor-Gene Q, CFX96 u Applied Biosystems
QuantStudio 5:

MposeaunTte MUP c yyeToM 06bEMa peakLMOHHOM CMECK, paBHoOro 35 MkJ, No nporpaMMam

amnnmndunkaunm, npuBeaéHHbIM B Tabnmuax 4, 5, 6 COOTBETCTBEHHO.

Tabnuuya 3 - [(porpamma amnandukaumm ans  AETEKTUPYHOLWNMX aMnandukaTopos

«ATnpanm», «ATnant» (dbacoska S)

N2 Yucno Pe>xuM onTuyeckux
TeMmnepartypa, °C MWH (o] - Tun 6noka
6noka LMKI0B U3MepeHum
80 0 30
1 1 LUnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 %
94 0 10
3 45 Uwvkn
64 0 15 \
4 94 0 5 1 LUnkn
5 252 XpaHeHune XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNA

1 - TecT ans AetekTupytowmnx amnandmkaTopos cepum AT co3paéTtcs nyTéM BBoAa NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun A) nnv npefoctaBnsieTcs nponssoanTeneM Habopa peareHToB
2 - ponyckaeTcsi XxpaHeHue npu TemnepaTtype 10 °C
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Tabnuua 4 - T[porpaMma amnaudukaumMm Ana AeTeKkTupylolwero amnaundukatopa

Rotor-Gene Q (¢dacoeka S, npobupkn)

o
N2 / Cycling TeMmnepartypa, °C / BpeM;_|, c/ Konunuecreo 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 vV 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - pexuM OonTUUYECKUX U3MEPEHWI, YCTaHOBUTb M3MepeHue dnyopecueHuun (Acquiring) no kaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

Tabnuuya 5 - MMporpamma amnandukaumm agns getekTupyrwwmnx amnnmdukatopos CFX96
(dpacoBku S, U)

Bpems, Konunyecreo uMkIoB
o o
N2 6noka (Step) TeMmnepartypa, °C MMH: CeK TEETees)

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 v 0:20
Vv - pexuMm onTuyeckux u3smepeHuin (Plate Read), ycTaHOBWUTb u3MepeHWe dyopecUeHUmMn o
HeobxoanMbIM KaHanam getekumm (Fam, Hex) npu 64 °C

Tabnuua 6 - [porpamMma aMmnavdukauum AN [OETEKTUPYHOLWMX aMnaMbukaTopoB

Applied Biosystems QuantStudio 5 (¢pacosku 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 M MM MUKponnaHweTbl MUP 96 nyHok!, repMeTMsnpyemblie TEPMOMIEHKON.
He pekomeHAayeTCsi UMCMofb30BaTb CTPUMNOBaHHble NpobuMpkM B CBA3M C  OMACHOCTbIO
noctamnamdmKaumoHHON KOHTaMUHaLUmu.

2. Mpn npoBeaeHMN BCeX MocCienylownx AencTBun cnepyet mlberatb BO3AENCTBUSA MPAMbIX

COJTHEYHbIX JlyYel Ha NpPoBUpKM CO CMecbto Ana amnandukaumm!

7.4.1 TllpoMapkupyihte Heobxogmmoe KOJMYECTBO OAHOPA30BbIX  aAMMAMPUKALUNOHHBIX
npobupok o6vEMOM 0,2 MA wnm mMukponaaHwet MUP 96 nyHOK Ans HeU3BEeCTHbIX
obpas3uoB, Ans oTpuuaTenbHOro KOHTposibHOro obpasua (K-) n ansg nonoXumtenbHOro

KOHTponibHOro obpasua (K+).

MpuMeyaHne - PekoMeHAyeTCA MOCTaHOBKAa He MeHee 5 06pa3loB B OAHOM WCC/eA0BaHUM

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

Mpumep:

HeobxognMo npoaHanu3ampoBaTb 4 HEM3BECTHbIX 0bpa3ua. [ns 3Toro Hy>XHO MPOMapKMpoBaTb

4 npobupkn/3apesepsmpoBaTb 4 NIYHKNM MUKpOMAaHLIETa A1 HEeW3BeCTHbIX 06pasuoB, OAHY

npobupky/nyHky pana <«K-» un oaHy npobupky/nyHky pana <«K+». O6wee KOJINMYECTBO

NpobupokK/nyHok — 6.

7.4.2  BcTpsixHUTe NpobupKy CO CMechbio ANns aMmnanduKaumm Ha MUKpOLEHTpudyre-sopTekce
B TedeHue 3-5 ¢ n ueHTpndyrnpyinTte Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

7.4.3 BHecuTe BO BCe NMPOMapKUpOBaHHbIE NMPO6UMPKN/HEOOXOAMMbBIE TYHKW MWUKPOMIaHLIeTa
(Bkntoyasa «K-» n «K+») no 6,0 Mmkn cMecn ansg amnandukaumu.

7.4.4 BctpaxHute npobupkn ¢ [MUP-6ycdpepom wn nonumepason TexHoTaq MAX Ha
MUKpOLEeHTpudyre-sopTekce B  TeyeHue 3-5c¢ n LeHTpudyrmpynite Ha

MUKpoOLeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! lMonumepasy TexHoTaq MAX HeobxoAMMO AoCTaBaTb M3 MOPO3MILHON Kamepbl

HenocpeacTBeHHO nepea MCnoJib30BaHUEM.

7.4.5 TpurotoBbTe cMech MLP-6ydepa c nonnmepason TexHoTaq MAX. [lng 3Toro cmewanTe
B OTAE/IbHOM Oo4HOpa3oBon npobupke:
. 6,0 x (N+1) mkn MNUP-6ydepa,
. 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,
roe N - KOnmM4yecTBO MPOMapKMPOBAHHbIX MPO6UMPOK/KONNYECTBO HEOBXOAUMBIX JTYHOK

MUKporaHweTa € YY4ETOM «K-» n «K+>»,

L - ana peTtekTupylowmx amnandukatopos «ATnat» M Rotor-Gene Q MuKponnaHweTbl 96 NyHOK
He MCMoNb3yTCH
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Mpumep:

Heobxoanmo npoaHanusupoBaTb 4 Hem3BecCTHbIX obpa3sua, «K-», «K+». [MpoMapKMpoOBaHHbIX

NpobnpoK/HE06X0ANMBIX JTYHOK MUKponaaHweTa — 6. Hy>HO npurotoBuTb cMech MLP-6ydepa un

nonuMepasbl TexHoTaq MAX ansa 7 (6+1) npobupok/nyHok, T.e. 42 mkn MNUP-6ydepa + 2,1 Mkn

nonumepassbl TexHoTaq MAX.

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

MUKpoOLEeHTpudyre-sopTekce B TeyeHue 1-3 C.

BHUMAHME! Cwmecb [UP-6ydepa wn nonumepasbl TexHoTaq MAX Heob6xoamMmMo roToOBUTb

HenocpeacTBeHHO nepea McnoJib30BaHUEM.

7.4.7 [dobaBbTe BO BCe NpOMapKMpoOBaHHbIE NPObUpKK/HeobXxoanMble TYHKU MUKpPOMAaHLWeETa
Co cMmecblo ana ammmndukaumm no 6,0 mkn cmecn [MUP-6ydepa v nonmmepassbl

TexHoTaq MAX. HennoTHO npukpoinTe Nnpobmupku.

BHUMAHME! Tlocne pobasnenmss cmecn T[UP-6ydepa v nonumepasbl TexHoTaq MAX B
NpobupKM/NyHKM CO CMECbIo Ans amnandunkaumm HeobXxoa4nMo B TEYEHME ABYX YACOB BbIMOSIHUTb
7.4.8 - 7.4.14.

7.4.8 BcTpaxHUTe  Npo6bUMpKY C  MOSIOXWUTENbHLIM  KOHTPO/SbHbIM  06pasuLoM  Ha
MUKpOLEHTpUdyre-soptekce B  TedeHne 3-5¢c ©  ueHTpudyrupyinte  Ha

MUKPOLEHTpUdYre-BopTeKce B TeyeHne 1-3 c.

BHVUMAHME!

1. MNepen BHeceHWeM B NpOOUPKU/NYHKU C peakLMOHHON cMecbio aAns npenapata OHK wu
OTpMLUATENbHOrO  KOHTpPONbHOro obpasua HeobxoAMMO  BbIMNONHUTL  peKoMeHaauum no
ncnonb3oBaHuo npenapata [AOHK, npuBeaéHHble B MHCTPYKUMM NO  MPUMEHEHUIO
Habopa/kKoMNneKkTa peareHToB Ans BbigeneHus HK.

2. Mpu ncnons3oBaHum ang solgenednsa AHK komnnekToB peareHTtoB MPOBA-HK, MNMPOBA-IC
(Tonbko B cny4ae, ecnu nocne BblAeNeEHNA HaA0CaA0uHas XNAKOCTb, CoAepXXallas BblAeNIEHHYIO
OHK, 6blna nepeHeceHa B HOBble NpobupkK) BCTpsSXHUTE Npobupkm c npenapatom AOHK un
oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pa3LoOM Ha MUKpoueHTpudyre-sopTekce B TeveHue 3-5 c u
LEeHTPpMdyYyrmpymnTe Ha MMKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

3. Mpn wucnonb3oBaHmn ansa Bblgenenms [OHK Habopa peareHtoB [MPOBA-MY MAKC
HeobxoomMo, He BCTpsIxmBas, ueHTpudyrmpoBatb npobupkn ¢ npenapatom [OHK wu
oTpuuaTebHbIM KOHTPOJIbHbIM 06pa3LOM Ha MUKpoLeHTpudyre-sopTekce B TedeHune 1-3 ¢, 3aTteM
nomMecTuTb Npobupku c npenapatom AHK B MarHunTHbINM WTaTMB. B cny4yae ecnm nocne BblaeneHus
HaZocago4YHas XUAKOCTb, coAepxalwlas BblaeneHHywo [OHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatoM AHK n oTpuuaTesbHbIM KOHTPOJIbHbLIM
obpa3uoM Ha MukpoueHTpudyre-sopTekce B TedyeHne 3-5c u ueHTpudyrnposaTb Ha

MUKPOLIEHTPpUdYre-BopTeKce B TeueHue 1-3 c.
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A NpefoTBpaWeHns KoOHTaMuHauuun cnenyet nepes sHeceHueM [JHK OoTKpbiBaTb KPbIWKK

TONNIbKO TEX I'IpO6MpOK, B KOTOpblE 6y,u,eT BHOCUTbCS AAHHbIN O6p63€Ll,, 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 creaytouero. 3akpbiBanTte npobupku nnoTtHo. Mpenapatbl AHK u KOHTpPOSbHblE

I cneayet BHOCUTb HAKOHEYHUKaMK C (bVIﬂprOM.

BHecuTe B COOTBETCTBYIOLIME MPOMAPKUPOBaHHbIE MNPOBUPKM/HEOBXOAUMbIE NYHKMU
MUKponnaHwera no 6,0 Mkn BblgeneHHoro w3 obpas3uoB npenapata [AHK.
B npobupkn/nyHkn, npoMapkmpoBaHHble «K-» n «K+», JHK He BHOCMKTCA.
BHecnTe B nNpobupKy/NyHKY, npoMapkupoBaHHyt <«K-», 6,0 MKn OTpuUaTeNbHOro
KOHTposibHOro obpasua, npoweawero 3tan sbigenenmsa AHK (cm.7.1).
BHecnTe B nNpobupKy/nyHKYy, npoMapkupoBaHHy «K+», 6,0 MKI MONOXUTENbHOro
KOHTponbHOro obpasua.
B cny4yae ncnonb3oBaHna MukponnaHweTos MNMUP 96 nyHok:
MomecTuTe akKypaTHO, He BCTpsixmBas, MmkponaaHwert MNMUP B noasoxKy ycTpoicTea
AN 3aneyaTtbiBaHMa nnaHweros Tnak.
MpoBeanTe 3anevaTbiBaHMe MuKponaaHweTta [IUP nonumepHon TepMOMNIEHKON
COrnlacHO pyKoBOACTBY MO aKchnnyaTaumu npmbopa ATnak.
UeHTpudyrmupyinte mnukponnanuwet MUP npn RCF(g) 100 B TeueHmne 30 c.
B cnyyae ncnonb3oBaHua npobupok:
LeHTpudyrmnpyinTte Bce Nnpobupkm Ha MuKpoLeHTpudyre-sopTekce B TeueHme 3-5 ¢ (npwm
ncnonb3oBaHuu Ana npoeeaenus MUP getekTupyowero amnandukatopa Rotor-Gene Q
LeHTpudyrmposaHme He ob6a3aTesnbHO).
YcTtaHoBuTe BCe npobupku/mumkponnaHwet MUP B aeTekTupylowmnin amnandukaTop um
nposeauTte MNUP (7.4.15, 7.4.16).
Ons pgetekTupyrowmx amnandukatopos cepum AOT:
3anycTute nporpaMmHoe obecneveHue geTekTmpytowero amnandukatopa. NMpu nepsom
npoeeaeHun MMUP 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 Tepmobaioka B COOTBETCTBUM C UX yCTaHOBKOWM mn nposeguTe MLP. Mpu Bbibope
TecTa Ao/1KHa oTobpa)kaTbCa nporpamma, npueseaéHHas B Tabnuue 7.
Ona petektupytowmnx amnandukatopos CFX96, Applied Biosystems QuantStudio 5 un
Rotor-Gene Q:
MposeguTte MUP ¢ yyeToMm 061E€Ma peakUMOHHOM CMecn, paBHOro 18 Mk, no nporpamMMam

amnandukaummn, npueeaéHHbIM B Tabnmuax 5, 6, 8 COOTBETCTBEHHO.

1 - TecT ansa AeTekTMpylWNX aMnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B MpunoxeHun B) unmn npenocraBnsercs nponssoantenemMm Habopa peareHToB
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Tabnuuya 7

} AHK-TEXHONOruA

MporpaMMa aMnaMduKaumMm Ans AeTEKTUPYWMX aMnandukaTopos

«ATnpanm», «OTnant» (dacoska U)

Pe>xum
N2 Yucno
Temnepartypa, °C MWH C ONTUYECKUX Tun 6n0ka
6noka LIMKJIOB o
U3MepeHum
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 XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHNA

Tabnuuya 8

MporpaMmMa aMnaudukaummn Ans AeTekTupylowero amnauvdukaTopa

Rotor-Gene Q (dacoska U)

o
Ne / Cycling TeMmnepartypa, °C / BpeM9_|, c/ KonunuecrBo unknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 300
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 U3MEPEHWIA, YCTaHOBUTbL M3MepeHmne dyopecueHumnn (Acquiring) no kaHanam
petekumn Green (Fam) m Yellow (Hex) npu 57 °C

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 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! [lonnmepasy TexHoTaq MAX HeobxoamMO AoOCTaBaTb M3 MOPO3W/IbHOM Kamepbl

HenocpeacTtBeHHO nepea ncnosib30BaHNEM.

7.5.3 Cnepys ykasaHusam MO posupytowero ycrponcrea ATCTpuM, NpUroToBbTE B OTAENbHOM
oAHopa3oBon npobupke cmechk MLUP-6ydepa c nonnmepasoit TexHoTaq MAX.

7.5.4 BcTpsaAxHUTe npobupKy C nNpurotoBneHHom cmecbto [ILP-6ydepa u nonumepassbl
TexHoTaq MAX Ha MukpoueHTpudyre-sopTekce B TedyeHue 3-5 ¢ n ueHTpudyrnpyite Ha
MUKpOLeHTpUdyre-BopTekce B TedeHue 1-3 c.

7.5.5  BcTpsaxHuTe NpobupKy € NONOXUTENbHbIM KOHTPOJIbHLIM 06pa3L0OM Ha MUKpoLueHTpudyre-
BOpTEKCE B TeyeHme 3-5Cc u ueHTpudyrmpymte Ha MUKpOLEHTpudyre-Boprekce

B TeyeHune 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. Mpu ncnonb3oBaHum ansa sbigenedns OAHK komnnektos peareHTtoB MPOBA-HK, MNMPOBA-IC
(TonbKo B cnyyae, ecnun nocne BblAeNEeHNS HaA0CaA0uYHas XUAKOCTb, cCoAepXXalas BblAeNEHHYIO
OHK, 6blna nepeHeceHa B HoBble Mpobupkun) BCTpsxXHUTE npobupkm ¢ npenapatom AHK u
OTpUUATENbHbIM KOHTPOJIbHbIM 06pasuoM Ha MuKpoueHTpudyre-sopTekce B TedeHune 3-5 c un
LeHTpUdyrmpymTe Ha MUKpoLeHTpudyre-sopTekce B TeyeHune 1-3 C.

3. Mpn wucnonb3oBaHun Ana  BblageneHna [OHK Habopa peareHtos [MPOBA-MY MAKC
HeobxoAMMO, He BCTpsAXMBas, UeHTpudyrmposaTb npobupkm ¢ npenapatom [OHK wu
oTpuLaTenbHbIM KOHTPO/SibHbIM 06pa3LOM Ha MUKpoLeHTpudyre-eopTekce B TeuyeHue 1-3 ¢,

3aTEM MOMECTUTb I'IpOﬁMpKM c npenapatoM AHK B MarHUTHbIN WTaTue. B cnyyae ecnum nocne
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BblAENEHNS HaAOCaZo4YHasl XWAKOCTb, cofepxalwas BblaeneHHyto AHK, 6blna nepeHeceHa B
HOBble MNPOBGWPKM, cneayeT BCTPAXHYTb MNpobupkym c npenapatoMm [AHK u oTpuuaTenbHbIM
KOHTPO/IbHbIM 06pa3LOM Ha MUKPOLLEHTpUdYre-BopTeKCce B TedeHne 3-5 ¢ n ueHTpudyrmnposaTb

Ha MUKpoLUeHTpudyre-sopTekce B TeveHue 1-3 c.

7.5.6 YcraHoBUTE npobupkm co cMmecblo ansd amnaudukaumm, co cmecbio lMUP-6ydepa u
nonumepasbl TexHoTaq MAX, c¢ npenapatamun [AOHK, oTpuuaTenbHbIM KOHTPOJIbHbIM
06pasLoM 1 NONOXKUTENbHBIM KOHTPOJIbHBIM 06pa3LoM, a Takxke MukponaaHwet ansa MUP
Ha pabounin cton [ATCTpMM WM npoBeguTe A[03UMPOBaHME KOMMOHEHTOB COrflacHo
pyKOBOACTBY MO 3KCryaTauum.

7.5.7 TloMmecTuTe akKypaTHO, He BCTpsixmBas, MmkponaaHwet MNP B noAnoXKy yCTponcTea 4ns
3aneyaTtbiBaHMA MiaHweTtoB [Tnak nocne 3aBeplieHWs MporpaMmMbl Ha A03UPYIOLLEM
ycTponctee ATCTpuM.

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

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

7.5.10 YcraHoBuTe MmukponnaHuwert MNMUP B 6n0k geTtekTupyowero amnamdmkaropa.

7.5.11 3anycTtuTe nporpaMmMHoe obecneyeHue getektTupytowero amnamdukaTtopa. MNpmn nepsom
nposeaeHun MLP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [anee M nNpu NoCAeayroLmx
MOCTaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUA:  YKaXxuTe
KONM4yecTBO W unaeHtTudukaTopbl o06pasuos, B TOM 4uCne OTpuUUATENbHOMO U
MOSIOXUTENBbHBIX KOHTPOJIbHbIX 06pa3uoB, OTMETbTe pacnosoxeHne obpasuoB 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 ansa geTekTMpyloWMNX amniandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B MpunoxeHun B) unmn npenocraBnsercs nponssoantenemMm 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 AETEKTUPYIOLWMX aMnandunkatopos CFX96 cneayeT nMcnonb3oBaTb
perpeccnoHHblin Tun aHanusa (Cq Determination Mode: Regression), BO Bkiaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaums pesynbTaToB NPOBOAUTCSA B COOTBETCTBUM C Tabnuuein 9. PesynbTathl
NOCTaHOBKWN BasJINAHbl, €CNIN BbIMOJIHAKTCA YCNIOBUS MHTEPMNpEeTaunn pesynbTaToB, MOSyUYeHHbIX

ANA KOHTPOJIbHbIX O6paBU,OB.

Tabnuuya 9 - WHTepnpeTauus pesynbratos MLUP

KaHan gerekuunun

Fam/Green Hex/Yellow/Vic MHTepnpetauus pesynbrata
(nckomasa AHK), (BHYTPEHHU KOHTPOb),
Cp/Cg/Ct Cp/Cq/Ct

HeunsBecTHble 06pas3Lbl

O6Hapy>xeHa AAHK
Human herpesvirus 8 (HHV-8)
He obHapyxeHa AHK
Human herpesvirus 8 (HHV-8)

He ykasaH He ykasaH Heﬂ,OCTOBeprIVI pe3ynbTaTt

OTpuuUaTenbHbI KOHTPONbHbIN 06pa3sel

YkasaH He yuunTbiBaeTcs

He ykasaH YkasaH

OTpuuaTesibHbIi pe3ynbTaT

He ykasaH Yka3saH
Pe3ynbTaTbl MOCTAHOBKM BanMAHbI

Mono)xuTenbHbIN KOHTPOJIbHbIW O6pasel

Mono>xuTtenbHblA pesynbTaT

YkasaH He yunTbiBaeTca
Pe3ynbTaTbl NOCTAHOBKU BasIMAHbI

9.4 HepocToBepHbIN pe3ynbTaT MOXET ObiTb CBSI3aH C MNPUCYTCTBUEM UWHIMOGMTOpPOB B
npenapate [AHK, noayyeHHOM w3 6MOMOrMYecKoro Martepuana; HeBepHbIM BbINOJIHEHUEM
NpoToKOna aHanusa; HecobniogeHnem TemrnepaTypHOro pexuma amnamdukaumm m ap. B aTom
cnydyae TpebyeTtca nosTopHoe nposedeHue TUP ¢ wMmewwmmca npenapatom [OHK, nmnb6o
nosTopHoe Bblgenenne AHK n nocrtaHosBka lNUP ans atoro obpasua, nnmbo noBTOpHOE B3dATME

6uonorMyeckoro Mmatepuvana y naumMeHTta (BbIMNONHAETCS NOCNeA0BaTesNbHO).

9.5 Mpyn nNoOAYYEHUUN TMOSIOXKUTENBHOIO pe3ynbTata A8 OTPULATENbHOI0 KOHTPOSIbHOIO
obpa3sua pe3ynbTaTbl BCEM MOCTAHOBOUYHOW CEPUU CUUTAOT HEAOCTOBEPHbIMW. B 3ToM cnydae
Heo6XoANMO NpoBeAEHNE CNeLManbHbiX MEPONPUATUIA NS BbIABIEHNSA N YCTPAHEHUS BO3MOXHOWM

KOHTaMUHauunu.

9.6 MpyM MNONYYEHUN OTPULIATENBHOrO pe3ynbTaTa A/ MOJIOKUTENBHOIO KOHTPOJIbHOIO
obpa3sua pesynbTaTbl BCEM MOCTAaHOBOYHOW CEPUM CUUTAIOT HEAOCTOBEPHbIMU. B 3TOoM cnydae

Tpe6yeTc;| NMOBTOpPHas noCrtaHOBKa aMI'IJ'IM(bVIKaU,MVI BCen napTmm O6p63U,OB.
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TPAHCNMOPTUPOBAHMUE, XPAHEHUE N DKCIMJIYATALNA

TpaHcnopTupoBaHue
TpaHcnopTupoBaHme Habopa peareHToB OCYWECTBAAKT B TEPMOKOHTEeMHepax C
XnagosneMeHTaMm BCEMUM BUAAMM KPbITOro TpPaHCMopTa MNpu TeMnepaType BHYTpU
TEPMOKOHTENHEpPA, COOTBETCTBYHOWEN YCNOBUSAM XpaHEHUS KOMMOHEHTOB, BXOASLUNX B
cocTtaB Habopa peareHToB.
dacoska S
[lonyckaetcsa TpaHcnopTupoBaHme Habopa peareHToB B TEpPMOKOHTelHepax C
XnapoaneMeHTaMm BCEMM BMAAMWU KpbITOro TpaHCNopTa MNpu TemnepaType BHYTPpU
TepMOKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
dacoska U
JonyckaeTca TpaHcnopTuMpoBaHue Habopa peareHToB, 3a UCKIOYEHNEM MOSIMMepPa3bl
TexHoTaq MAX, B TepMOKOHTENHepax C XJ1afo03/1IEMEHTaMu BCEMU BMAAMU KPbITOrO
TpaHcnopTa npu TemnepaTtype BHYTpU TepMoKoHTeHepa oT 2 °C go 25 °C He 6onee

5 cyTok.

10.1.3.2 [JonyckaeTcs TpaHCNOpTUpoBaHWe nonmMepasbl TexHoTaq MAX B TepMOKOHTENHepax

10.1.4

10.2
10.2.1

10.2.2
10.2.2.1

C XNafo3/ieMeHTaMn BCEMU BUAAMU KPbITOro TpaHCMoOpTa MNpu TeMnepaType BHYTpU
TEepMOKOHTeNHepa ao 25 °C He 6onee 5 cyTok.
Habopbl peareHToB, TPaHCNOPTUPOBAHHbIE C HapyLlEHWEM TeMMnepaTypHOro pexuma,

NMPUMEHEHNIO HE nMoANeEXarT.

XpaHeHune
dacoska S
Bce KoMnoHeHTbl Habopa peareHToB cneayeT XpaHUTb B  XOJ0AMIBbHWUKE WU
Xofo4nnbHOM Kamepe npu TemnepaTtype oT 2 °C go 8 °C B TeyeHue BCero cpoka
rogHoctn Habopa peareHToB. CMecb Ans amnnmdukaumm, 3anevyataHHyro napaduHoM,
cnenyeT XpaHuTb B 3alLUULWEHHOM OT CBETa MecTe.
dacoska U
Bce kOMNoOHeHTbI Habopa peareHTOB, 3a UCK/IIOYEHMEM nosimMepasbl TexHoTaq MAX,
cnenyet XpaHuTb B XONOAMNBbHWUKE WM XONOAWIBHOM KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B TeueHMe BCero cpoka rogHoctm Habopa peareHToB. CMecb Ans

amMnanduKkaummn cneayet XpaHuTb B 3alUMLLEHHOM OT CBeTa MecTe.

10.2.2.2 Nonumepasy TexHoTaq MAX cnegyeT XpaHuUTb B MOpPO3WIbHOM Kamepe npwu

10.2.3

10.3
10.3.1

Temnepatype OT MMHYC 22 °C go MuHyc 18 °C B TeyeHue BCero cpoka rogHoCTU
Habopa peareHTOB.
Habopbl peareHToB, XpaHMBLUMECS C HapYLWEHWEM perj1aMeHTUPOBAHHOIO peXunma,

NMPUMEHEHUNIO HE nMoANeEXaT.

YKasaHus no akcrnayaTauunm
Habop peareHTOB AO/IXEH NPUMEHATLCS COMNACHO AENCTBYHOLLEN BEPCUU YTBEPXKAEHHOM

MHCTPYKLUWN MO NPUMEHEHMNIO.
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10.3.2 [Ons nonydeHuMss LOOCTOBEPHbIX pe3ynbTaToB Heobxoammo CTporoe cobnioaeHuve

WHCTPYKLUNM MO NpUMEHEHU0 Habopa peareHToB.

10.3.3 Tlocne BCKpbITMS YMakKoOBKM KOMMOHEHTbl Habopa peareHToB cnegyeT XpaHuTb MNpwu
cneayowmx ycnoBusax:

- BCe KOMMOHEeHTbl Habopa peareHTOB, 3@ UCKAK4YeHMEM nonmnmepasbl TexHoTaq MAX
(dbacoBka U), cneayer xpaHuTb B XOJIOAWIBHUKE WM XONOAWbHOM KaMmepe npu
TemnepaType oT 2 °C go 8 °C B Te4eHMe BCEro cpoka rogHoCcTM Habopa peareHTOB;

- CMecb A4n4 amnnmdukaumm n cMecb ans amnamdumkaumm, 3anedaTaHHyo napadumHoM,
cnepyet XpaHWTb B XONOAMNBbHUKE WMNM XONOAWbHOM Kamepe npu TemnepaType oT
2 °C go 8 °C B 3alIMLLEHHOM OT CBETA MECTE B TEYEHME BCEro cpoka rogHocTtn Habopa
peareHToB;

- nonmMmepasy TexHoTaq MAX (cdacoBka U) cneayeTr XpaHUTb B MOPO3WU/IbHOW Kamepe
npu TemnepaTtype oT MUHYC 22 °C go MuHyc 18 °C B TedyeHne BCEro cpoka rogHocTm
Habopa peareHToB.

10.3.4 Habopbl peareHTOB C UCTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO HE noaJsiexar.

11 YKA3AHUA NO YTUWIN3ALNN

11.1 [lpy uncnonb3oBaHMM Habopa peareHToOB B KJIMHWKO-AMArHOCTMYECKOoM nabopaTopuu
obpa3yloTca oTxoAbl Knacca B, KoTopble YTUIM3UPYIOTCS B COOTBETCTBMM C TpeboBaHMSMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweaLlMe B HEMPUIOAHOCTb, B TOM YUC/E B CBS3U C UCTEYEHNEM
Cpoka TrogHOCTW, MOBpPEeXAEHUEM YMNaKOBKM, nogsexaTr yTuinsauumum B COOTBETCTBUM C
TpeboBaHmsaMM CaHlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpuaTMe-mn3rotToBuTENb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TEXHUYECKMX YCI0BUN NMpu CobMt04eHMN YCNOBUIM TPAHCMOPTUPOBAHUS, XPaHEHUS

M 3KCcnyatTaunn, yCtaHoOBJIEHHbIX TEXHUYECKNUMU YCNTOBUAMN.

12.2 Cpok rogHoctn Habopa peareHTOB - 12 MecaueB npu cobnwaeHMn BCeX YCI0BUNA

TPaHCNOPTMPOBAHUS, XpPAaHEHUS U 3KCIyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJTY>)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHONO MPUMEHEHUS U He MNoANEXUT

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

MeauuuHckoe nsgenuve Ansg AMarHocTUKK in vitro

TeMnepaTypHbI AManasoH

Coaep>XmMoro AoCTaTovYHO ANs NpoBeAEeHUs <n> TeCTOB

Mcnonb3oBaTtb A0

7004~ B

Koa naptumn (cepun)

[aTta narotoBneHus

O6paTtnTechb K MHCTPYKLUN MO NPUMEHEHMIO

= |

M K MHCTPYKUMKN NO NPUMEHEHUIO B 3JTIEKTPOHHOM BUAE

H

HomMep no kaTtanory

“ Mn3rotoButesnb

’7&" He nonyckaTb BO34EWCTBMS CO/THEYHOMO CBETA

HectepunbHo
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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 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 M MNOCTAaHOBKM NpOAYKUMM Ha NpPOU3BOACTBO.
MeauvunHckue nsgenms

FOCT P 51088-2013 MeguuuHCKMe usgenus ans ANArHOoCTMKUM WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasbl, nuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM n noaaepXxuBarollent JOKYMeHTaunm

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

FOCT P NCO 15223-1-2023 W3genuna MeauumHckue. CUMMBONMbI, NpUMeEHsieMble A8 nepeaayvu
nHdopmMauum, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OcHoBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeamuuHckue usgenus ana AWArHOCTUKKM in vitro. WHdopmauums,
npenoctasnsemas marotosuteneMm (Mapkuposka). Yacte 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeaunumHckmne uspenus Ans AMarHoCTuMkM in vitro. WHdopmauums,
npeaocTaBnsemMas n3rotoeuteneMm (Mapkumposka). HacTtb 2. PeareHTbl Ans AMArHOCTMKMK in vitro
Ana npodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 N3pgenua MeauMUMHCKUME ANa  AMArHOoCTMKM  in vitro. OueHka
CTabunbHOCTN peareHToB AN ANMArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHus K Ka4ecTBY KIMHNUYeCKMX nabopaTopHbIX ncciegosaHun, Y.3.

MpaBuna oUEeHKW KIMHUYECKO MH(POPMATMBHOCTU NabopaTopHbIX TECTOB.

MpuMmeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEWCTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn Nosb30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[leAICTBUE CCbIJIOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
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 W COOTBETCTBYEeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, npomnssoacTea n npogaxun IVD peareHToB 1 NnpnbopoB A1 MONEKYNSPHO-
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: O6WeCTBO C OrpaHUYEeHHOMW OTBETCTBEHHOCTbO <«[HK-TexHonorms TC»
(000 «OHK-TexHonormns TC»), Poccus.

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

MecTo npou3sBoAacTBa:
— 000 «OHK-TexHonorus TC», 117246, Poccus, r. Mocksa, npoe3a HayuHbin, g. 20, ctpoeHune 4;
- 000 «HMO [AOHK-TexHonorusa», 142281, Poccums, Mockosckas obnacrtb, r. [poTBMHO,

yn. XenesHogopoxHas, 4. 3.

Mo BompocaM, KacawwuMmcs kavectBa Habopa peareHToB, cneayet obpawaTtbcs B
CNyx6y KIMEHTCKON NoAAEPKKN.
Cny>xb6a KIMEeHTCKON NOAAEPXKKN:
8(800) 200-75-15 (ans Poccmmn, 3BOHOK 6ecnnaTtHbIit),
+7(495) 640-16-93 (ansa ctpan CHI n 3apybexbsi, 3BOHOK MAaTHbIN),
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 448
2024-12-19
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Mpuno>xeHnune A

MapameTpbl TeCTa, KOTOpPble HEO6X0AMMO BHECTU B NporpaMMHoe obecneuyeHue
AeTeKTupyrwwmnx amminukatopoB «ATnpanm>», «ATnanr»
npv mcnonb3oBaHumn Habopa peareHtoB HHV-8

B ¢pacoBke S

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakumoHHOM cMmecn — 35 MKn;

3) B okHe «[porpamma amMnandunkaunmn» BBECTU creayolimMe napaMeTpbl:

Pexxum
Ne Yucno
Temnepartypa, °C MWH C ONTUYECKUX Tun 6noka
6510ka LIMKJIOB .
Nn3MepeHunmn

80 0 30

1 1 Linkn
94 1 30
94 0 30

2 5 LUnkn
64 0 15 v
94 0 10

3 45 LUnkn
64 0 15 2\

4 94 0 5 1 LUnkn

5 251! XpaHeHune XpaHeHue

V - peXuM ONTUUYECKUX U3MEPEHNA
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy 5.5
HHV-8 BK - - -

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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Mpuno>xeHue b

MapameTpbl TeCTa, KOTOpPble HEO6X0AMMO BHECTM B NporpaMMHoe obecneueHue
AeTeKTupyrwmnx amrmiinpukatopos «ATnpanm>», «ATnanr»
npuv mcnonb3oBaHuun Habopa peareHtoB HHV-8

B ¢pacoBke U

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMecn — 18 MK;

3) B okHe «[lporpamma amMnandunkaunmn» BBECTU creayolimMe napaMeTpbl:

Pe>xum
N2
6n0Ka TemnepaTtypa, °C MWH C Yucno uyuknos ONTUYECKUX Tun 6noka
n3MepeHun

80 0 5

1 15 Linkn
94 0 5

2 94 5 00 1 Luvkn
94 0 30

3 5 Lnkn
64 0 15 v
94 0 10

4 45 Lnkn
64 0 15 v

5 94 0 5 1 Lnkn

6 251 XpaHeHue XpaHeHune

V - PEXUM ONTUYECKUX U3MEPEHWI
4) BHecTn cnegyrouwme napamMeTpbl KaHaN0B AeTeKUUN:
Fam Hex Rox Cy5 Cy 5.5
HHV-8 BK - - -

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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OHK-TexHonorus
117587, Poccus, r. MockBa,
BH. Tep. r. MyHUUMnanbHbln OKpyr YeptaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KNMeHTCKOM NoAAEpPXKKU:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6ecnnaTHbIn)
+7 (495) 640-16-93 (ana crtpaH CHI v 3apybexbs, 3BOHOK MaaTHbIN)
E-mail: hotline@dna-technology.ru
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