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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 LeHTpudyrun
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 HK)
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  KJMHMKO-AMArHocTuyeckon  nabopatopuu,  denbawep-nabopaHt  (MeaMUMHCKUIA

nabopaTopHbIN TEXHUK).

1.8 MpUMeHATbL Habop peareHToB CTPOro Mo Ha3Ha4YeHUIO COrMMIAacHO AAaHHOW MHCTPYKLUUMK MO

NMPUMEHEHMNUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

7 AHK-TEXHONOIruA

R1-P212-S3/9, c¢bacoBka 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 croem
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, npo6upku

HanmeHoBaHMe KOMMNOHEHTa

BHewHun Bua,

Konuyectso
npobupok

06BEM KOMMOHEHTA

HoMuHanbHbIN

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, dhacoBka 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:

K  MNOPpUMEHEHUNIO U

- Habop peareHToB B OZlHOM U3 BapuaHTOB MCMONHEHUS — 1 WwrT.

- NHCTpyKUMA MO NpUMEHEHUIO — 1 3K3.

- Bknagbiw - 1 ak3.

- MacnopTt - 1 3K3.

He TpebytoT

1 - Ha 3TMKeTKe KOMMOHEeHTa ANA Bcex (acoBoK «[MOMOXUTENbHbIN KOHTPObHbIN 06paseu» yka3blBaeTcs

Kak «K+»

5
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2.2 KonnuectBo aHanmn3snpyembix o6pa3suos

Habop peareHToB B (pacoBke S paccumTtaH Ha npoBeaeHne 96 onpeneneHunii (He 6onee
24 NoCTaHOBOK), BK/lOYas aHanuM3 HeW3BeCTHbIX 06pa3uoB, OTPULATENbHbIX KOHTPOJIbHbIX
06pasuLoB N NONOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LIOB.

Habop peareHToB B (pacoBke U paccunTaH Ha nposBeaeHme 96 onpeaeneHnin npm yciosum
NOCTaHOBKM He MeHee 5 06pasuoB B OAHOM uMccnepoBaHuMm (3 HEM3BECTHbIX obpasua,

oTpuuaTeNbHbIN U MONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTona

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

MpuMHUMN MeToda OCHOBAH Ha MCNosb30oBaHMM npouecca amnandukaumn OHK c
MOMOLLbIO MosinMepasHon uenHon peakuun (MUP). Mpouecc amnandukayumm 3akao4yaeTcss B
cepuvn MOBTOPSAKOWMXCS LUMKNOB TeMnepaTypHoih geHatypaumm [OHK, oTxura nparimepoB c
KOMMJIEMEHTAPHbLIMM NOCNEA0BATENIbHOCTAMU U MOCAe[ylowen AOCTPOMKN MONMHYKAEOTUAHbIX
uenen ¢ aTux nparMepos Tag-noamMMmepason.

Ons noBbIWEHUS YYBCTBUTESIBHOCTU U CneuyudUUHOCTM peakunum npeaycMoTpPeEHO
NpUMEeHeHne <«ropsyero» crapTa, KoTopbii obecneumBaetrca Ansa ¢dacoBkn S MeTOAUKOMU
NPUroTOB/IEHNS pPeakLUMOHHOW CMEeCK, COCTOSLEN M3 ABYX CNOEB, pa3AeséHHbIX NPOCNONKONK U3
napaduHa. CMelwweHne cnoés M npesBpalleHMe UX B peakUMOHHYH CMeCb MPOUCXOAMT TObKO
nocne njaeneHUs napaduHa, 4YTO UCKJOYaeT Hecneundpuyeckmin oTXur npanmepoB Ha [OHK-
MULLEHW NPU Ha4YanbHOM nporpese Npobupkn. «Fopaunn>» ctapt ans dacoskn U obecneumBaeTcs
NCNOAb30BaHMWEM MONMMepasbl, aKTUBHOCTb KOTOpON 6510KMpoBaHa aHTMTEeNaMu, akKTMBaUWS
depMeHTa NpoOUCXOAUT TONIbLKO MOC/Ae npeaBapuUTENbHOro MNporpeBa peakuMOHHOM CMecwn
npu 94 °C. 3TO wuWCKIOYaeT Hecneumduueckuin OomXur npanmepos Ha [AHK-muweHu npwm
Ha4vyanbHOM nporpese Npobupku.

B peakuuoHHyl cMecb ansa amnnmdurkaumm seegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
HeCéT dhyopecueHTHY0 MeTKy M racutens dnyopecueHumn. NMpn obpasoBaHum cneymdmyHOro
npoaykta [OHK-30H4 pa3pywaercs, AgencrtBune racutens Ha  @GIIyOpPeCUEHTHYH  METKY
npeKkpawaeTcs, 4YTo BEeAET K BO3pacTaHUIO YPOBHSA (yopecueHunn, KOTopbin (UKCUpYyeTCs
AETEKTUPYIOLWMM aMNNndUKaTopomM.

KonnyectBo pas3pylleHHbIX 30HA0B (@, crnepoBaTesibHO, U YpoBeHb diyopecueHunm)
yBeIN4YMBaAETCS NMPonopuUMOHanbHO KonnyecTsy obpasoBasBlunxcs cneundunyeckmx amninkoHoB.
YpoBeHb diyopecueHUMn U3MepseTcs Ha KaxaoM umkie amnandukaumm B pexuMe peasibHOro
BPEMEHMU.

B coctaB cMecu ana amnnmdbukaumm BKIKOYEH BHYTPEHHUN KOHTponb (BK), koTopbIn
npegHasHadeH A5 KOHTPOAS NMPOXOXAEHMS NOIMMEPA3HON LLENHOW peakuun.

B cocras AHK-30HAOB, mcnonb3ylowMxcs A8 AeTekunum npoaykta aMmniandukauum
nckomon AHK, BkntoueHa dnyopecueHTHas MeTka Fam. B coctas [JHK-30HA40B, ncnonb3yowmxcs
AN AeTeKkuunm npoaykTta amnaudukaumm BHYTPEHHEro KOHTPOss, BXOAUT (JyOpeCLEeHTHbIN

KpacuTenb Hex. B Tabnuue 1 npuBeAeHbl KaHanbl AeTEKLUUN NPOAYKTOB aMnanduKaumm.
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Ta6bnuua 1 - KaHanbl geTekumy npoayKToB amMnandukaumm

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

HHV-8 BK - - -

NccnegoBaHme cocTomnT M3 cneaywowmnx stanos: BbigeneHne OHK (npobonoarotoska),
MuP-amnandunkauma ¢ OAHOBPEMEHHOW AETEeKUMEN pe3ynbTaTOB C WUCMOJSIb30BaHMEM Habopa

peareHTtos HHV-8.

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

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

3 AHAJINTUYECKME U AUATHOCTUYECKUE XAPAKTEPUCTUKMN

3.1 AHanunTtun4yeckas cneundunyHoOCTb

B obpasuyax 6uonornyeckoro maTtepumana 4enoseka, cogepxawmx AHK Human
herpesvirus 8, nporpamMMHoe obecneyeHne [AeTEKTUPYHOWEro amnnmdukaTopa AOJIKHO
perucTpupoBaTb MONOXUTENbHbIM pe3ynbTaT aMnandukauum cneunduruyeckoro npoaykra
(dbparmeHTa reHoMa Human herpesvirus 8) no kaHany getekunmn Fam/Green.

B obpasuyax 6monormyeckoro matepuana, He cogepxawmx AHK Human herpesvirus 8,
nporpamMHoe obecnedyeHne pgeTekTupylwero aMmnandukatopa AO/KHO PperucTpmpoBaTtb
oTpuuaTenbHbIM pe3ynbTaT amMnandukauum cneuymdmdeckoro npoaykta (dpparmMeHta reHoma
Human herpesvirus 8) no kaHany petekuum Fam/Green M NONOXWUTENbHbIA pe3ynbTaT
aMnanduKaumMm BHYTPEHHErO KOHTPOS No KaHany aetekummn Hex/Yellow/Vic.

MokasaHo OTCYyTCTBME Hecneumdmnuecknx noaoXnTenbHbIX pe3ybTaToB aMnandukaumnm
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 AHK uenoBeka B KoOHuUeHTpauumm go 1,0 x 108 konwuit/mn

obpasua.

3.2 NHTepdepupyoline BelecTBa

Hannume wuHrubutopos [MLUP B o06pa3ue 6uonorvyeckoro martepumana MoXeT 6biTb
MPUYMHON COMHUTENbHbLIX (HeomnpeaenéHHbIX/HEea4OCTOBEPHbIX) pe3ynbTaTtoB. [puM3Hakom
MHrnbmposanusa TLUP gaBnsetrca OAHOBpeMEHHOe OTCYTCTBME aMnandukaumum BHYTPEHHero
KOHTposisa n cneundunyeckoro npoaykra (cm.2.3, 9.3, 9.4).

K vHrnbutopam lMLUP oTHeceHbl cneaylowmne BewecTsa: reMornobmMH n nekapcTrBeHHble
npenapaTtbl, NpucyTcTeytowmne B obpasue AHK B pe3ynbTtate HEMOMHOrO yaaneHus B rnpouecce
BblaeneHmns OHK n3 obpasua 6buomaTepunana, a TakXe M30MponuoBblA CIUPT U MeTunaueTar,
npucyTtcTeytowme B obpasue AHK B pe3synbTaTte HEMOSHOIO yAasieHMs NPOMbIBOYHbIX pacTBOpPOB
B Xo4e npobonoaroToBKM.

MakcuManbHble  KOHUEHTpauunm  UHTepdepupyrolmnx  BewecTs, Mpu  KOTOpbIX

He Habnwpanocb BMSAHME Ha aMI'IJ'IMCbMKaLI,M}O na6opaTopr|x KOHTPOJIbHbIX o6pa3uos n
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BHYTPEHHEro KOHTpOSbHOro obpasua cocTtaBnstT: remornobmH - 0,35 mr/mn obpasua AHK,
nsonponunosblin cnupt — 100 Mkn/mn obpasua AHK, metnnauerat — 100 mkn/mn obpasua AHK.
[Onsa oueHKM BO3MOXHOM MHTepdepeHLMn NeKapCTBEHHbIX npenapaTtoB 6binn BbiGpaHbl
Te, KOTOpble MOTeHUWasbHO MOryT NMPUCYTCTBOBATb B OCTATO4YHbIX KONM4decTBax B bnonornyecknx
obpasuax 4enoBeka, B3ATbIX W3 COOTBETCTBYWOLWIMX MUccreayembix 6uoTonoB (MupaMucTuH®,
XN0oprekcnanH burntokoHar).
Ona Bcex uccneayeMmblX NEKapCTBEHHbIX MNpenapaTtoB 6bIs10 MOKasaHO OTCYTCTBME UX

BIMSIHMS B KOHUEeHTpauun ao 10% B obpa3ue 6buomatepumnana.

3.3 Mpenen obHapyxeHus

5 konnit AHK Human herpesvirus 8 Ha aMmnandukaumoHHyo npobupky.

Mpegen o0b6HapyXeHMs yYCTaHOBMEH NyTEM aHanM3a CepUIHbLIX  pa3BedeHUi
nabopaTtopHoro KoHTponsHoro obpasua (J1IKO).

Mpenen obHapyXeHns COOTBETCTBYET CNEAYOWMM 3Ha4YeHUSAM KOHUeHTpaunm OHK npu
MCNOSIb30BaHUM yKa3aHHbIX HAbOpOB/KOMMNNEKTOB peareHToB Ans BblaeneHns AHK n koHeuHoro

obbéma antounm (passeneHus) ebigeneHHon AHK:

HaummeHoBaHue 0O61BbEM Mpepen
Buomartepman Habopa/komnnekTa noJslyYyeHHOoro 06Hapy>keHus,
Ana Bbigenenmsa AHK npenaparta, MKJ1 | konui/o6pasew
MPOBA-HK 50 50
BuonTtaTbl/NyHKTaThI MPOBA-TC 100 100
MPOBA-OMNTUMA 400 400
Lenbras nepupepnyeckasn kpose MPOBA-OMTUMA MAKC 100 100
(500 mknt)
LlenbHas nepudepnyeckas KpoBb MPOBA-MY-MAKC 50 50
(100 mkn)
3.4 AunarHocTmyeckne xapakTepucTuku
AnarHocrnyeckas AnarHocrnyeckas
YYBCTBUTEJIbHOCTb cneyndUUHOCTb
Bua 6uomarepuana WccneposaHo WccnepoBaHo
A 3HaueHune (95% ON) - 3HaueHune (95% ON)
obpasuoB obpasuos
100% 100%
Kpose 25 (86,28%-100%) 25 (86,28%-100%)
E : ?)ZgarTobEI;, rlrloy HaliZ;h;:ﬂ 30 100% 50 100%
P N (88,43%-100%) (92,89%-100%)
OpraHoB M TKaHen
100% 100%
n 55 75
Toro (93,51%-100%) (95,20%-100%)
3.5 BocnponsBoAMMOCTb 1 MOBTOPSAEMOCTb

Bocnpounzsognmoctb coctasnseT 100%.

MosTOopsemocTb cocTtasnseT 100%.

1 - npun po6asneHnn 100 MK NU3MPYIOLLIErO pacTBopa
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LUP-nabopatopuu, obopyaoBaHue u MaTepuanbl LOMXKHbI
cooTBeTcTBOBaThb TpeboBaHmsaM MOCT P MCO 15190-2023, meToanyeckmx ykasaHmn MY 1.3.2569-09
«OpraHunsaumns paboTbl nabopaTtopuii, UCNOAb3YKOLWNX MeToAbl amnaMdumKaumm HYKIEUHOBbIX
KnucnoT, npu paboTte ¢ MatepmanoMm, cogepkalinmmMm MMKpoopraHmamel I-IV rpynn natoreHHoCTU»,
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 ¢ MukpoopraHuamamu I-IV rpynn naTtoreHHoCTu BbIGOp TMNa 3aWMUTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYA/bHOW 3awuTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHUTapPHbIMK Npasuiammn n Hopmamm CaHlnH 3.3686-21 n onpepensieTcs BMAOM
B0o36yauTens, paboyel 30HON, OCHaweHneM ee bokcamum buonornyeckon 6eonacHoOCTu.

CnepyeT UCNoAb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPOBbmpKMN.

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

K pabote ¢ HabopoMm peareHTOB JoMycKaeTcs nepcoHan, obydyeHHbIn MeToAaM
MOJIEKYNAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-AMArHOCTMYECKON nabopaTtopun.

Boinenenvne AHK cneayet nposoanTb B Hokcax buonormyeckon 6esonacHoctum II knacca.
MoaroTtoBky K MLP c ncnonb3osaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4Mcne A03aTopos,
WTaTMBOB, JlabopaTOpHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoOB M np., a TakXe pacTBOPOB
peareHToB U3 OAHOro NMOMeLeHns B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTtopusax) n NpoMapKMpoOBaHbI.

Ncnonb3oBaHHble OAHOPAa30Bble MNPUHAANEXHOCTM (MPOBbUPKKM, HAKOHEYHUKM U Aap.)
OO/MKHbI  cbpacbiBaTbC B KOHTEMHep A9  MeAMUMHCKMX  OTX0A0B,  CoAepXXaliumi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabounx CTOMIOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeNeHune
HK u noctaHoBka [LUP, cneayer obszatenbHo, 4O M nocne nposegeHus paboTt, obnaydatb C
NOMOLLbI0O HaKTepuUMAHbIX YCTAHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTM B nabopatopum (paboume crtonbl, wTtatuebl, obopyaoBaHue u 4p.)
eXegHeBHO MoABepratoT BfaxHon ybopke C MpUMEHEeHMEM Ae3nHPUUUPYOLWMX/MOKLWMX

CpeAacCTB, perfiaMeHTUpPOBaHHbIX CaHUTapHbIMK NpasuiamMu n Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TX0A4bl C npoaykTamu MNLP Heo6xoaAnMo TOMbKO B 3aKpbITOM BUAE.
He ponyckaeTtcs oTkpbiBaTb Npobupku nocne amnnamdbukaumm, Tak Kak 3TO MOXET MPUBECTM K

KOHTaMuHaumun npoayktamm MUP (MY 1.3.2569-09).
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Mpn ucnonb3oBaHuWM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopum
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 FOPOACKNX U CENMbCKUX 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
R P YKasaHue Ha pUCKM
dacoBka S dacoska U
CMecb ana amnaudukaumu, HeT onacHbIX
3anevyaTaHHas napaguHoOM BeLlecTB
HeT onacHbIX
PacTteBop Tag-nonnmMepassbl - -
BeLlecTB
HeT onacHbIX
MunHepanbHoe Macno - -
BeLlecTB
HeT onacHbIX
Cmechb ana amnamdurkaunm - -
BeLWecTB
HeT onacHbIx
Monnmepasa TexHoTaq MAX - -
BELEeCTB
HeT onacHbIx
MNuP-6yde - -
LP-bydep BELEeCTB
o He knaccuouunpyetcsa
MonoxunTenbHbIN A3up HaTpusa A3npa HaTpua V¢) Hupy
o KaK ornacHbIn Afs 340P0OBbs
KOHTPO/bHbIN 06pasel MmeHee 0,1% MmeHee 0,1% o
yesioBeKa 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 PYKU. M36eraTb KOHTaKTa C KOXel, rnasaMmm U CiM3ncTbiMn 060/104KaMu.

MpX MCNONb30BaHUKU NO Ha3HAUYEHMUIO U COBMIAEHUN Mep NPeaoCTOPOXHOCTM KOHTAKT C
OpraHU3MOM YefoBeKa UCKJ/TIOYEH.

He ncnonbsoBaTtb Habop peareHTOB:

- Npu HapyLUEHWUW YCNOBUIA TPAHCMOPTUPOBAHUSA U XPAHEHUS;

- NnpyM HECOOTBETCTBMM BHELIHEro BWAa PpeareHTOB, YKasaHHOro B nacnopTe kK Habopy
peareHToB;

- Npu HapyLIEeHUN BHYTPEHHEN YyNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo UCTEYEHUNIO CpOKa roAgHOCTM Habopa peareHToB.

MpumeyaHune - Habop peareHTOB He COAEPXXUT MaTepuasioB BMOMOrMYECKOro MPOUCXOXAEHMS,
BELLECTB B KOHLEHTpaumnsax, obnaaalolmnx KaHUeporeHHbIM, MyTareHHbIM AeACTBUMEM, @ TaKXe BMSALINX
Ha penpoayKTUBHYIO (YHKUMIO 4yenoBeka. [pyv MCNONb30BaHUM MO HA3HAYEHMIO U COBMDAEHUM Mep

NPEAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneaywowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

®acoska S o3MpoBaHue
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuanbl A P
CcTpunbl | Npobupkn | py4vHoe asromarnsm-
poBaHHoOe
MuP-6okc na aa na na
amMnnnduKaTop C AeTeKUnen B pexnme peasnbHoro 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
wraTtne «paboyvee Mmecto» Ansa npobupok 06bLEMom 0,2 Mn HeT aa na* HeT
wTaTtne «paboyee MecTo» AJ15 CTPUNOBAHHbLIX NPO6MPOK 3
N aa HeT HeT HeT
06bémom 0,2 mn
wraTtne «paboyvee mecto» Ansa npobupok o6bLéEMoM 1,5 Mn aa aa ha ha
[03aTOpbl MEXaHUYECKME UM INEKTPOHHbIE MepeMeHHOoro
obbema ofHOKaHanbHble, No3BonsAloWmMe oTbupaTe 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?>

OLHOpa30Bble NepyaTkn MeauumMHCcKme, 6e3 Tanbka,
TEKCTYpPUpPOBaHHbIE

Aa Aa Aa Aa

Aa Aa Aa Aa

éMKOCTb Ang c6poca MCcnosib30BaHHbIX HAKOHEYHUKOB,

a a a a
Npo6MpoK W APYrMX pacxoAHbIX MaTepuanoB A A A A

YcTpoiicTBO fo3mpytowee ATCTpum

no TY 9443-005-96301278-2012 B BapunaHTe UCNOSHEHUS
12M1 nnm 15M1, OO0 «HIMO OHK-TexHonorusa», Poccus,
PY N¢ P3H 2015/2982, panee no Tekcty — ATcTpum

HET HET HET Aa

0[HOPa30Bble HAaKOHEYHUKM C PUNLTPOM ANS 4O3UPYIOLLErO
ycTponctea ATcTpum B KoMnnekTaumm *M1, ceoboaHbie oT
PHKa3 n JHKa3, 06béMomM 200 MK MM peKoMeHAOBaHHbIE
ANS @aHaNOrM4YHOro UCMoJIb3yeMOro AO3MPYHOLLEro yCTPOMCTBa

HET HET HET Aa

YCTpoMCTBO AN15 3anedaTbiBaHMS nnaHweTosB [Tnak,
000 «HMNO AHK-TexHonormsa», Poccus

ueHTpudyra c RCF (g) He Hmxe 100, c aganTtepoM ans
MWUKpPOMJaHLLETOB

nonuMepHas TepMonaéHka Ans 3anedyaTbiBaHUS
MWUKpPOMJaHLWEeTOB

MukponnaHwet MUP 384 nyHku HeT HeT HeT aa

HeT HeT nat aa

HeT HeT nat aa

HeT HeT nab aa
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dacoBka U,

®acoska S o3MpoBaHue
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuasbl A p
CTpunbl | Npobupkn | py4vHoe asromarnsm-
poBaHHoe

TpaHcnopTHasa cpefa (Npu HeO6X0AMMOCTHU), PEKOMEHAYETCS MCMOsIb30BaTh TPaHCMNOPTHYO cpeay A
6mnonpob CTOP-®, OO0 «[AHK-TexHonormnsa TC», Poccus, PY N2 P3H 2020/9640
dusnonornyeckmnin pactesop (0,9% NaCl) ctepunbHbIi (NpyM HEO6X0AMMOCTHN)

Habop/KOMNNEKT peareHToB AN BblaeneHns HK u3 6uonornyeckoro Mmatepmana’, peKoMeHAYyOTCS:

— KoMnniekT peareHToB ANns BblAeneHnst HyknenHoBbix kucnoT NMPOBA-HK/MPOBA-HK-MKOC
no TY 9398-035-46482062-2009 B ¢popmMe komnnekTaumu: komnnekt NMPOBA-HK,
000 «[OHK-TexHonormna TC», Poccus, PY N2 ®CP 2010/08867;

- KomnnekT peareHToB ans Bbiaenenms AHK no TY 9398-037-46482062-2009 B hopMe KOMMIEKTALUN:
MPOBA-TC, 000 «AHK-TexHonorus TC», Poccusi, PY N2 ®CP 2010/08696;

- Habop peareHToB ans sbigeneHnsa AHK yenoseka, 6aktepuin, BUpycoB u rpnb6os n3 6mMonornyeckoro
MaTepuasa yefioBeka u KynbTyp MUKpoopraHnsmos (MPOBA-OMTUMAS)
no TY 21.20.23-124-46482062-2021, 000 «AHK-TexHonorus TC», Poccus, PY N2 P3H 2022/17496;

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

AononHutenbHo Ana npepobpab6otkn u BoigeneHna AJHK n3s 6uontatoB/NyHKTaToB

C ucnosib3oBaHmeM komnnektoB peareHtos MPOBA-HK v MPOBA-IC:

6okc 6uonornyeckon 6esonacHoctu II knacca

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

TepMOCTaT TBEPAOTENbHbINA, NoAAEpPXMBaAOLWNI TeMnepaTypy 65 °C

3/1EKTPUYECKNIA TabopaTopHbIM acnmMpaTop C KON6oW-NOBYLIKON ANS yAaneHUs HaaoCcaAo4vHbIX
XKNOKOCTEN
OAHOpa30Bble HaKOHeYHUKK 6e3 punbTpa, cBoboaHblie oT PHKa3 u [1HKas, ans anektpuyeckoro
nabopaTtopHoro acnupartopa
npobupkm MUKpoLeHTPUPYHble 06bEMOM 1,5 M ¢ Kpblwkamn, cBoboaHblie oT PHKas n AHKa3
Ae3nHPUUMpYoLWmMii pacTeBop
NMpunMmeyaHusn:
1 — nanee no TeKCTy — AETEKTUPYOLWNIA aMnnndurkaTop; TpebyemMble napaMeTpbl AETEKTUPYIOLLUX
aMnanduKaTopoB yKasaHbl HMUXE
2 — TONbKO AETeKTUPYOLWMI aMnandukaTop «ATnpaiim» (Moandukaums OTnpanm» *X*),
000 «HMO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229
— He MCMNoNb3yeTca ANns AeTeKkTupytowero amnaudukatopa Rotor-Gene Q
TONIbKO MPU NUCMONb30BaHNN Npobupok
He MUCMoNb3yeTcsa Ans AeTeKTUpyrwmnx amnandukatopos «Tnant» n Rotor-Gene Q
Npu UCNOb30BaHMN MUKPOMIAHLLETOB
— BO3MOXHOCTb MCNOSIb30BaHUA Habopa/KoMniekTa peareHToB Ans Bblaenenmsa AHK Human
herpesvirus 8 onpeagensercsa suaom buonornyeckoro matepmnana (7.1)
8 — ana sblaeneHna AHK n3 KpoBu TonbKO B BapuaHTe ucnonHeHuns NMPOBA-OMNTUMA MAKC

N o o ~ow
|

Habop peareHTOB NpUMEHSIETCS C AeTEKTUPYIOLWMMM aMiamMduKaTopamMu naaHLWeETHOro u
pOTOPHOro TMMNAa C CUCTEMON pgeTekumn (yopecueHTHOro CuUrHana B pexume peanbHOoro
BPEMEHM, 3aperncTpupoBaHHbIMM B YCTaHOBJIEHHOM nopsake B P® M COOTBETCTBYHOLWMMMU
cneayouwmm TpeboBaHnaM:

- obecneunBaetcsa pabota c 06beEMOM peakUMOHHOM cMecn 35 Mkn (dacoBka S) nnm 18 mkn
(dacoska U);

- obecneunBaetcsa paborta c dpayopodopamum: Fam, Hex (Vic);

- rnogorpesaemas Kpbilwka ¢ Temnepatypoi 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb oxflaxaeHus He meHee 1 °C/c;

- TOYHOCTb MoAAepXaHus M 0OA4HOPOAHOCTbL TeMnepaTypbl He 6onee £ 0,4 °C.

12



HHV-8 | WHCTpYKUMSA NO NPUMEHEHUIO | 448 ot 19 pgekabpsa 2024 ropa ’ ﬂHK'TEXHU"Uf"ﬂ

Ona paboTtel ¢ HabopoM peareHTOB BalMAMPOBaHbl Cneaylolne AeTekTupylowue
amMnnmbunkaTopsbl:
- AMnandgukaTop getektTmpytowmin «ATnpariM» no TY 9443-004-96301278-2010 (Moandurkaums
«ATnpanm *M*»), 000 «HMNO [AHK-TexHonorus», Poccus, PY N2 ®CP 2011/10229, panee no
TekcTy — «ATnpanm»;
- AMnandukaTop geTektTmpytowmin «ATnpariM» no TY 9443-004-96301278-2010 (Moandmkaums
«ATnpanm *X*») 000 «HMNO AHK-TexHonorusa», Poccma, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHTOoB B dacoBke U ana aBTOMatManMpoBaHHOro A03MpOBaHusA), Aanee no TeKCTy -
«ATnpanm» B Mogndunkaunm «4Tnpamnm *X*»:
- AMnandgukatop getektupyowmin «ATnant» no TY 9443-003-96301278-2010 (mMoamdunkaums
«OTnant *S*»), 000 «HMO AHK-TexHonorus», Poccus, PY N2 ®CP 2011/10228 (Tonbko ans
Habopa peareHToB B hacoBke S; B pacoBke U A pyyHoOro 4O3MpOBaHUS MPU MCMNOSb30BaHUMU
npobupok), Aanee no Tekcty — «ATnanT»;
- Mpnbop ans nposeaeHUs NOMMEPA3HOM LEMHON peakumu B pexmnMme peanbHOro BpeMeHu
Rotor-Gene Q, QIAGEN GmbH, Tepmanunsa, PY N2 ®C3 2010/07595 (tonbko ana Habopa
peareHToB B hacoBke S, npobupku; B dacoske U ana pyyHOro 403MpOBaHUS Npu MCNOb30BaHUN
npobupok), aanee no Tekcty — Rotor-Gene Q;
- TepMmouuknep ans amnamukaumm HyknemHosbiX kucioT 1000 ¢ MogyneM peakuMOHHbIM
ontnyecknm CFX96 (Optical Reaction Module CFX96), buo-Pag Nabopatopues, WMHk; CLUA,
PY N2 ®C3 2008/03399, nanee no Tekcty — CFX96;
- AMnAndukaTop  HYKIemHoBbIX  kucnoT  Applied Biosystems  QuantStudio5 ¢
rmbpuamsaunoHHo-dNyopecLeHTHOW aeTekumneln npoaykTos MLP B pexnme peanbHOro BpeEMeHHU,
«Jland TekHonogxunc Xonguurce Mre. Jita.», CuHranyp, PY N2 P3H 2019/8446, nanee no TekcTy -
Applied Biosystems QuantStudio 5.

Mo BonpocaM NpUMEHEeHUs AeTEKTUPYHOLLUX aMI'IJ'IVICbMKaTOpOB, HE YKa3aHHbIX BbllUE,

TpebyeTcsa cornacoBaHue C NPoU3BOAUTENIEM Habopa peareHToB.

13
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Onsa nccnepoBaHmsa UCMob3yOT KpoBb, 6GMONTaTbl UM MYHKTaTbl M3 04aroB NOpa)KeHus

OpraHoB M TKaHeln.

6.2 O6bwme TpeboBaHus

6.2.1 NccnepoBanHme w™etogoMm T[ILUP oTHocmtCcs K npsMbiM  MeToAaM JnlabopaTopHOro
nccnenoBaHMs, NoaToMy B3ATME 6MonorMyeckoro matepuana 4yesnopeka Heobxoammo
npoBOANTb M3 MecTa Jsokanm3auum WMHMEKUMOHHOro npouecca. PeweHue o
Heo6xoaANMMOCTN MccnenoBaTb TY WKW MHYIO JIOKaNM3aunto NpMHMMaET Nedyalunii Bpad Ha
OCHOBaHMK CObpaHHOro aHaMmHe3a N KJIIMHUYECKOW KapTuHbl 3abonieBaHus.

6.2.2 [ns nony4YeHMs KOPPEKTHbIX pe3yibTaToB 60/bloe 3HaYEHME MMEET KayecTBO B3ATUSA
obpasua 6uomaTepmana ANS WUCCNeAOBaHWUSA, €ro XpaHeHwe, TpaHCrnopTMpoBaHue U
npeaBaputensHas obpaboTka.

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

HenpaBunbHoe B3sSTMe buoMaTepuana MOXET MPUBECTU K MONYYEHUIO HEAOCTOBEPHbIX
pe3ynbLTaToB U, BC/IeACTBUE 3TOro, HeE06X0ANMMOCTU ero NOBTOPHOIO B3SATUS.

6.2.3 Ha 2Ttane noarotoBkM 6uoMaTepumana WCMosb3yhTe O0AHOPA30Bble HAKOHEYHWUKU C
dunbTpoM, cBoboaHblie oT PHKa3 n AHKas.

6.2.4 [ns npenoTtBpalleHMs KOHTaMMHaUMW OTKpbIBalTEe KpPbIWKY TONbKO TOM Npobupku, B
KoTopyto 6yaete BHOCUTb Buonormyeckmin Matepman, n 3akpbiBalnte ee nepen pabortomn

CO cneaytowen npobupkoi.

MpuMmeyaHwne - B3aTWe, npeaBapuTenbHylo 06paboTKy, XpaHeHMe W NepeBO3KYy, nepeaavy
nuccriegyemMoro mMaTepuana B Apyrve opraHusaumy OCyLLEeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[IOKYMEHTaM, pEernaMeHTUpyoLWmMM BbINO/IHEHNE WCCNEA0BaHU B COOTBETCTBUM C TpeboBaHMAMU
MY 1.3.2569-09 n CaHnllnH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tllepen BbigeneHnem [OHK wMoxeTr noTpeboBaTbCs mnoarotoBka o6pa3uos

éunonormnyeckoro Mmatepuana (6.5).

6.3.1 TNepudepnueckas KpoBb
B3ATne ™MaTepmana nNpoBOAUTCA B COOTBETCTBMU C MHCTPYKUMAMM MO MNPUMEHEHMUIO

ncnonb3yeMbiX HabopoB/KOMNIEKTOB peareHToB An4 BblaeneHnsa HK (7.1).

OrpaHunuyeHme Mertopal: BHYTPUBEHHbIE WHbEKUWM renapuHa, WHdY3MM npenapaTtoB Ans

rnapeHTepasbHOro NMTaHng — MeHee 4YyeM 3a 6 Yyacos A0 UCCef0oBaHUA.

1 — ecnuM 3TO He MpOTUBOPEYUUT TPebOoBaHUAM K WCMOSb3yeMbiM HabopaM/KOMMIEKTAM peareHToB Ans
BblaeneHns HK
14
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6.3.2 bBuonTaTbl/NyHKTaThbI
B3aTne ™MaTepuana npoBOAUTCHA B COOTBETCTBMM C WHCTPYKUMAMU MO MNPUMEHEHUIO
ncnonb3yemblXx HabopoB/KOMMNEKTOB peareHToB Ans BbiaeneHns HK (7.1).
Mpu ncnonb3osaHnu ans eblaeneHns AHK komnnektos peareHToB NMPOBA-HK v MPOBA-TC:
B3ATne m™aTepuana npoBOAMTCA B oAHOpasoBble npobupkn ob6béMoM 1,5Mn c
TPaHCNOPTHOW CpeAol, NpeAHa3Ha4YeHHOW Npou3BoAUTENEM AN TPAHCNOPTUPOBAHUS U

XpaHeHusa obpa3suyoB 6uonornyeckoro matepuana ans NUP-uccneapoBaHui.

6.4 TpaHcnopTupoBaHue n xpaHeHue obpasuoB 6Monornyeckoro Matepumana

YcnoBus TpaHCNOPTUPOBaAHMS M XpaHeHus obpasuoB 6umonornyeckoro Martepuana
onpeaenstoTcs MHCTPYKUUSMWN MO NPUMEHEHMIO MCMONb3yeMblX HabOpOB/KOMMNNEKTOB peareHToB
ansa sbigenenna HK (7.1) nnn ncnonb3yembix A7 TPAHCMOPTUPOBAHMS M XpaHeHust ob6pa3yos
TPaAHCMNOPTHbIX cpea.

Jonyckaetca XxpaHeHune o6pa3uoB 6uonorMdeckoro MaTtepuana npu  TemnepaTtype
oT 2 °C go 8 °C He 6onee 24 4. B cnyyae HEBO3MOXHOCTU AOCTaBKM MaTepuana B nabopartoputo
B Te4YeHue CYTOK A0MyCKaeTCca 04HOKpaTHOe 3aMopaxuBaHme Mmatepmana. [JonyckaeTcsa XpaHeHue
3aMOpPOXEeHHOro Matepmana npu temMmnepaTtype oT MUHyc 22 °C go MMHyc 18 °C B TeueHune ogHoro
Mecsua (ecnm 3To He npoTuBopeunT TpeboBaHMSM K WMCNOSb3yeMbIM HabopaM/KoMMnekTaMm
peareHToB Ans BblgeneHmsa HK wmnm ucnonb3yembiM Ans TPaHCNOPTUPOBAHMS U XpaHEHUS

06pa3uoB TPaHCMOPTHbLIM cpejam).
BHMUMAHME! Cneayet nsberaTb NOBTOPHOIo 3aMOpaXxuBaHUa n oTtaneaHmsa obpasuos.

6.5 MoaroToBka 6GMoNOrMyeckoro Matepuasa Yenoseka ans ebigenenms AHK

6.5.1 Tepudepunyeckas KpoBb
MoarotoBka 6uonorndyeckoro MaTtepuana (nNpy Heob6XoAMMOCTM) MPOBOAUTCS B
COOTBETCTBUM C UHCTPYKLUMSMU MO MPUMEHEHUID MCMNOb3yeMblX HabopoB/KOMMAEKTOB
peareHToB Ans BbigeneHna HK (7.1).

6.5.2 buonTtaTbl/NyHKTaTbI
MoarotoBka 6uonornyeckoro Matepuana (nNpy Heob6XoAMMOCTM) MPOBOAUTCS B
COOTBETCTBUM C MHCTPYKUMSAMU MO MPUMEHEHUID MUCMONb3yeMblX HabopoB/KOMMAEKTOB
peareHToB A5 Bblgenenms HK (7.1).
Mpu ncnonbsoBannun ans ebiaeneHns AHK komnnekToB peareHToB NMPOBA-HK v NMPOBA-TC:

6.5.2.1 BcTpaxHuTe npobupkn ¢ 6uomatepmanoMm Ha MUKPOLIEHTPUdYre-BopTeEKCE B TeYeHne

3-5 c n ueHTpUdyrupymnTe Ha MMKpoueHTpudyre-sopTekce B TeyeHme 3-5 c.
6.5.2.2 Yaanute HagoCaao4uHYH XUAKOCTb.

Obpaszey rotos ana eoigenenmsa 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 uenbtlo nocneayrouero nccnegosaHna AHK metogom
NnupP, Hanpumep, NMPOBA-HK, MPOBA-IC, MPOBA-OMNTUMA, NMPOBA-MY MAKC (Tabnuua 2).

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

AanbHENLLEro nccnenoBaHns ¢ UCNonb3oBaHMeM Habopa peareHtos HHV-8.

Ha6op/xomMnsekT peareHtos, PY BuomaTepuan MuHumantHoe
KOJINYEeCTBO 3JiloaTta, MK

KomnnekT peareHtos MNMPOBA-HK, BUONTaTbI/NYHKTaTHI 50

PY N¢ ®CP 2010/08867 y

KomnnekT peareHToB NMPOBA-IC, BMONTaTbl/ MY HKTaTb! 100

PY N° ®CP 2010/08696 Y

Ha6op pearenTos MPOBA-OMTUMA, | LlenbHas nepudepuyeckas kposs! 100

PY N2 P3H 2022/17496 BuonTaTtbl/NyHKTaTbI 400

Habop peareHTos NMPOBA-MY MAKC, LlenbHas nepudepuueckas Kposb 50

PY N° P3H 2021/14391 P P P

Boigenenne [OHK npoBoAAaT B COOTBETCTBUM C  MHCTPYKUMEN MO MPUMEHEHUIO

ncnonblyemoro Habopa/KoMnieKkTa peareHToB.

BHMUMAHME!

1. OpHoBpeMeHHO ¢ BblgeneHunem [JHK w3 6uonornyeckoro maTtepuana Heobxoammo
NnoAroToBMTb OTpuUATENbHbIN KOHTPOJIbHLIN 06pa3el, M NpPOBECTU €ro 4epe3 BCe 3Tanbl
npobonoarotoBkn. [na 3TOro pekoMeHAYEeTCS WCNOAb30BaTb (DU3MOAOrMYECKMn pacTBOp UK
OoTpuLUaTEeNbHbIM KOHTPOJIbHbLIA 0b6pa3eLl, BXoAsWwmMn B cocTaB Habopa/KOMMNieKkTa peareHToB 414
BblAENEHNS HYK/IEMHOBbIX KWCAOT B 06bEME, YyKasaHHOM B WHCTPYKUMW MO MNPUMEHEHUIO
cooTBeTCTBYHOLWEro Habopa/KoMneKTa peareHToB.

2. Boigenenme OHK mn3 6monTaToB/NMYyHKTATOB C WCMOJSIb30BAHMEM KOMIJIEKTOB PEAreHToB

MPOBA-HK n MPOBA-I'C npoBOoAMTCS COrlacHO AAHHOM MHCTPYKUun (7.2).

7.2 Boigenenme OHK 3 6montaToB/NyHKTATOB C MCMO/b30BaHMEM KOMMIEKTOB peareHToB

MPOBA-HK n MPOBA-IC

7.2.1 O6wme TpeboBaHus

7.2.1.1 Ncnonb3ylite ofgHOpa3oBble HAKOHEYHWUKU C unbTpoM, cBobogHble oT PHKas wu
OHKa3. Vcnonb3yeMble HAaKOHEYHUKM MEHSNTEe Npu KaxaoM yaasieHuMW pactBopa u3
npobupkun. Mpu paboTe Cc acnMpaTopoOM UCMNOMb3YNTE HAKOHEYHUKM 6e3 dhunbTpa,
cBoboaHblie oT PHKa3 n 1HKas.

7.2.1.2 Mpun pobasneHnn pactBopa B npobupky, copepxkalyto buonormdeckun martepwuan,
BHOCUTE pacTBOP aKKypaTHO, HE KacasiCb CTeHOK Mpobupku. Mpu KacaHMM CTEHKM

I'IpOﬁMpKVI CMEHNTE HAaKOHEYHUK.

1 - TonbKO C UCnonb3oBaHWeM Habopa peareHToB B BapuaHTe ucnonHeHus NMPOBA-OMNTUMA MAKC
16
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7.2.1.3 Onsa npepnoTBpaweHnss KOHTaMUHAUWM OTKpbIBaTE KpbIWKY TOJIBKO TOW Npobupku,
B KOTOpYyto 6yaeTe BHOCUTb pacTBOp WM M3 KOTOpPOK byaeTe yaansaTb HaAo0CaA04HYHO
XXMAKOCTb, W 3aKpbiBainTe ee nepeg pabotolh co cneaywwen npobUpKo.
He ponyckaetcs paboTaTb O4HOBPEMEHHO C HECKO/IbKMMKW NMPOBMpKaMn C OTKPbITbIMU
KpblLWKaMU.

7.2.1.4 HenseecTHble 06pasubl M OTpUUATENbHbIA KOHTPONbHbIN obpasel (K-) Heobxoanmo
obpabaTtbiBaTb N0 e4MHON CXeMe O4HOBPEMEHHO COrNacHO AaHHOM MHCTPYKUUM.

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

MPOBA-HK

BHVUMAHME!

1. Mepea Havanom paboTbl HEO6X0AMMO:

- BKJIIOUUTb TEPMOCTAT AN nporpesaHusa ao 65 °C;

- [OCTaTb U3 XONOAMNbHUKA KOMMEKT peareHTOB AN BblAeNeHUS HYKNEMHOBbIX KUCAOT U
NMPOKOHTPO/IMPOBATb OTCYTCTBME OCajka B NM3MpYLOLWeEM pacTBope. B ciydae BbinadeHusa ocaaka
HeobxoanMo nporpeTb hNakoH C AU3UPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTesibHO
nporpetoM ao 65 °C, oo nosHOro pacTtBOpeHUs ocajka. 3aTeM creayeT nepeMewaTtb pacTBop
nepesopadmBaHneM dnakoHa BBepx gHoM 5-10 pa3, u3beraa neHoobpaszoBaHus. [lepen
NCNONb30BaHMEM OXflaaAnTe pacTBOp A0 KOMHATHOM Temnepatypbl (0T 18 °C go 25 °C). Ocagok
TaKXe MOXHO pacTBOpuTb MNpu KOMHaTHoh Temnepatype (ot 18 °C pmo 25 °C) B TeueHue
npnbnmM3nTenbHoO 12 yacos.

2. Mpw NporpesaHnn NpobMpoK BO3MOXHO OTKPbIBaHWE Kpbilwek! Cneayet ncnonb3oBaTth Npobupkm
C 3aWénkmnearommmcs Kpbilwkamu (Hanpumep, Eppendorf Safe-Lock Tubes) nnn nporpaMmumpyembie
TepMoCTaTbl C MPUXMMHON KpPbILWKON (Hanpumep, TepMOCTaT TBEPAOTE/NbHbI NPOrpaMMuUpyeMbii

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

7.2.2.1 MpomMapKknpymnTe No o4HOM 04HOPa30BOM NiacTMkoson Nnpobmpke o6vémom 1,5 mn ang
KaXaoro HemseecTHoro obpasua v 4ns oTpmuaTesibHOro KOHTposibHoro o6pasua (K-).

7.2.2.2 [obaBbTe B Npobmpkn ¢ noarotosneHHbIMK obpasuamm buontato/nyHKTaToB (CM. 6.5.2)
n B npobupky «K—» no 300 MK AnM3npyoLero pacTeopa, He KacasiCb Kpast npobupok.

7.2.2.3 BHecnte B npobupky, npomMapkmpoBaHHyt «K-», 100 Mkn oTpuuatenbHOro
KOHTposibHOro o6pa3ua. AoTHO 3akponTe nNpobupkn, BCTPSAXHUTE MNpPOOBMPKKU Ha
MUKpoOLEeHTpudyre-sopTekce B TeyeHue 3-5 c.

7.2.2.4 TepMmocTaTtupyinte npobumpkmn npu 65 °C B TedeHne 30 MUH, ueHTpUdyrmpymte Ha
MUKpoOLEeHTpudyre-sopTekce B TeyeHue 3-5 c.

7.2.2.5 NMepeHecnuTe B COOTBETCTBYHOWME MPOMapKMpOBaHHble NPOBUPKN ONS HEU3BECTHbIX
06pa3uoB HaA0CAAOUYHYIO XUAKOCTb. O Npobupkun «K—» nepeHoCuUTb Haf0CaA0UHYIO
XMAKOCTb He TpebyeTcs.

7.2.2.6 [ob6asbTe B kaxayto npobupky no 400 Mkn peareHTa Ans nNpeunnuTaumm, He Kacascb
Kpas NpobupkKn, 3aKponTe NpobMpKN N BCTPAXHUTE NPOBUPKM Ha MUKpOLLeHTpudyre-

BOpTeKce B TeyeHune 3-5 C.
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7.2.2.7 UeHTpudyrmnpynte npobupku npn RCF(g) 12000-16000 B TeyeHune 15 MUH.
7.2.2.8 He 3apeBass 0cafok, MOMHOCTbLIO yAanuTe HaA0CAAOYHYK XMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxaon npobupkn).
7.2.2.9 JobaBbTe k ocagky no 500 Mkn npombiBOYHOro pactBopa N°1, He kacascb kKpas
npobupkmn, 3akporite NpobupKN N akkypaTHO nepesepHUTe Npobupkn 3-5 pas.
7.2.2.10 UeHTtpndyrmnpymnte npobmupku npm RCF(g) 12000-16000 B TeueHne 5 MuUH.
7.2.2.11 He 3apgeBasi 0cagoK, MOMHOCTbIO yAanuTe HaA0CaAOYHYH XWMAKOCTb (OTAeNbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).
7.2.2.12 [JobaBbTe Kk ocaaky no 300 Mkn npoMbIBOYHOro pactBopa N22, He Kacasicb Kpas
npobupkmn, 3aKporTe NpobnpKM N akKypaTHO rnepeBepHUTe Npobupku 3-5 pas.
7.2.2.13 UeHtpndyrupynte npobupkm npn RCF(g) 12000-16000 B TeyeHne 5 MUH.
7.2.2.14 He 3ageBas 0CafokK, MOJSIHOCTbI yAanuTe HaAOCAAOYHYI XUAKOCTb (OTAENbHbIM
HAaKOHEYHMKOM M3 Kaxaowm npobupkun).
7.2.2.15 OtkponTe Npobmpkn n BbiCylLnTE 0Ccagok npu 65 °C B TeyeHmne 5 MuH.
7.2.2.16 [dob6asbTe Kk ocagky no 50 mkn 6ydepa Ana pacTBOpeHUSs, 3aKporTe Npobupku.
7.2.2.17 Ocagunte Kanau uUeHTpUdyrnposaHnem MNpobUPOK Ha MUKpPOLEHTpUdyre-sopTekce
B TeueHune 1-3 c.
7.2.2.18 TepmocTtatmpynTe npobupku npm 65 °C B TedeHne 10 MUH. BcTpaxHuTe npobupkn Ha
MUKpOLEeHTpUdyre-sopTekce B TeyeHne 3-5 c.
7.2.2.19 UeHtpudyrmpynte npobupkm npn RCF(g) 12000-16000 B TeueHme 30 c.
lMpenapaTt AHK rotoB K BHECEHUIO B peakUMOHHY cMecb ansa MuP.
Mpenapat AHK MOXHO XpaHuUTb MNpu TemnepaTtype oT MUHyC 22 °C no MumHyc 18 °C
He 6bonee ogHoOro Mecsiua wWaM MNpu Temnepatype OoT MUHYC 72 °C po MumHyc 68 °C
He 6onee ogHoOro roaa.
Mepen wcrnonb3oBaHveM npenapata AHK ana noctaHoBku [UP nocne xpaHeHus
Heobxoanmo pa3Mopo3nTb npenapat AHK n oTpuuaTtenbHbii KOHTPOJIbHbLIA 06pasey npu
KoMHaTHoM TemnepaType (oT 18 °C go 25 °C) mam npu Temnepatype ot 2 °C go 8 °C,
3aTeM BCTpPAXHYTb npobupku c npenapatom AHK u oTpuuaTenbHbiM KOHTPOJIbHbIM
obpasuoM Ha MuUKpoueHTpudyre-sopTekce B TedeHme 3-5c mn yeHTpudyrmpoBaTtb Ha

MUKpoOLEeHTpudyre-sopTekce B TeyeHne 1-3 c.
BHMUMAHME! [na npenapata JHK gonyckaeTtcs ToNbKO OA4HOKpaTHOEe pa3Mopa)usaHue!

MpenapaTt AHK rotoB K BHECEHUIO B peakUMOHHYI0 cMecb ans MLUP.
7.2.3 BbigeneHne OHK mn3 6monTtaToB/NyHKTATOB C MCMNO/b30BaHWEM KOMMJEKTa peareHToB
MPOBA-IC

BHMUMAHME! [epen HayanoM paboTbl HEO6XOAMMO BK/OUUTbL TepMOCTaT AN MNpOorpeBaHus
no 50 °C.

7.2.3.1 MNMpomMapkupyiTe No 04HOW 04HOPA30BOM NNACTUKOBON Npobupke o6bEMoM 1,5 mn ans

KaXAoro HeM3BeCcTHoro obpasua n Ang oTpuuaTenbHOro KOHTPOsibHOro obpasua (K-).
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7.2.3.2 [JobaBbTe B npobupkn C NOAroToBAEHHbIMM oObpa3suamMm 6MoNTaToB/MyHKTATOB
(cM.6.5.2) n B npobupky «K-» no 150 Mkn nuanpytoLlero pacteopa, He Kacascb Kpas
npobupok.

7.2.3.3 BHecute B npobupky, npoMapkupoBaHHY «K-», 50 MKNn  CTepu/ibHOro
hU13MoMorM4YecKoro pacTteopa uam TpaHCNOPTHOM cpeabl. MN10THO 3aKkpoiTe Npobupky,
BCTPSXHUTE NPpOBUPKU Ha MUKpOLleHTpudyre-sopTekce B TedyeHune 3-5 c.

7.2.3.4 TepmocTtaTupyinTte npobupkm npum 50 °C B TedeHme 30 MUH, ueHTpudyrupymnte
npobmpkM Ha MUKpoLEeHTpUdyre-sopTekce B TedeHme 3-5 c.

7.2.3.5 NMepeHecuTe B COOTBETCTBYHOLWME MPOMApPKMpPOBaHHblE NPOBUPKN ONs HEU3BECTHbIX
06pa3uoB HaA0CaA0UYHYIO XUAKOCTb. [Ansg Nnpobupku «K-» nepeHoCcuTb HaA0CaA0YHYIO
XNAKOCTb He TpebyeTcH.

7.2.3.6 TwaTtenbHO pecycneHanpymnTe copbeHT Ha MMKpoueHTpudyre-sopTekce. lNepeBepHyB
npobupky BBepx gHoM, ybeautecb, 4To copbeHT He 3anmn Ha AHO npobupku. Mpu
HeobxoaMMOCTM NOBTOPUTE NepemMelunBaHmne copbeHra.

7.2.3.7 JobaBbTe BO BCe npobupkm (Bkaw4as «K-») no 20 MKN npeaBapuTenbHO
pecycneHaAnpoBaHHOro copbeHTa, He KacasCb Kpas Npobupku, 3aKponTe NpobmupKu u
BCTPSIXHUTE NPOBUPKN Ha MUKpOLIEeHTpUdyre-sopTekce B TedyeHne 3-5 c.

7.2.3.8 UeHTpudyrmnpynte npobupku npm RCF(g) 12000-16000 B TeyeHMe OAHON MUHYTHI.

7.2.3.9 He 3apmeBasi 0cagoK, MOSIHOCTbIO yAanuTe HaA0CaAOYHYH XWMAKOCTb (OTAEeNbHbIM
HAaKOHEYHUKOM U3 Kaxaon npobupkmu).

7.2.3.10 [JobasbTe k ocaaky no 200 mkn npombiBoYHOro pacrtesopa N21, He kacasicb Kkpas
npobupkmn, 3akporTe MNpobupKM M BCTPSAXHUTE MPOBUPKM Ha MUKpoUeHTpudyre-
BOpTeKce B TeyeHue 3-5 c.

7.2.3.11 UeHnTtpudyrmnpymnte npobupku npn RCF(g) 12000-16000 B TeueHne o4HOA MUHYThI.

7.2.3.12 He 3apgeBasi 0cagoK, MOMHOCTbIO yAanuTe HaA0CaAOYHYH >XWAKOCTb (OTAeNbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

7.2.3.13 [HobaBbTe Kk ocaaky no 200 MkN npoMbIBOYHOro pactBopa N22, He Kacasicb Kpas
npobupkn, 3akporTe NpobUpKKM K BCTPSAXHUTE NpPOBMPKM Ha MUKpoueHTpudyre-
BOpTeKCe B TeueHune 3-5 cC.

7.2.3.14 UeHtpundyrupymnte npobupkm npn RCF(g) 12000-16000 B TeyeHne 04HON MUHYTHI.

7.2.3.15 [JobaBbTe K ocagaky no 200 Mkn npoMbIBOYHOro pacteBopa N23, He Kacascb Kpas
npobupkun, 3akporte NpPobUPKM U BCTPSAXHUTE NpPOoBMPKM Ha MUKpoueHTpudyre-
BOpTeKCe B TeueHune 3-5 c.

7.2.3.16 UeHTpudyrmpynte npobupkm npn RCF(g) 12000-16000 B TeueHne OAHOM MUHYTHI.

7.2.3.17 He 3apeBas 0CafoK, MOSIHOCTbIO yAanuTe HAAO0CAAOYHYK XMAKOCTb (OTAENbHLIM
HaKOHEYHUMKOM U3 Kaxaon npobupkn).

7.2.3.18 OTKpoiTE KpbIWKN NPOBMPOK 1 BbICyLLIMTE 0cafok npu 50 °C B TeueHne 5 MUH.

7.2.3.19 [obasbTe k ocagky no 100 MKn antoMpyloLero pactBopa, He Kacasicb kKpas npobupkun,
3aKpoKTe MNpobUpKM WM BCTPAXHUTE MNPOBUPKM Ha MUKpoLeHTpudyre-BopTekce B

TeueHne 5-10 c.
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7.2.3.20 TepmocTaTmpyinTte npobupku npm 50 °C B TedeHne 5 MUH.

7.2.3.21 UeHtpudyrupyinte npobupku npn RCF(g) 12000-16000 B TedeHMe OAHON MUHYTHI.
HapocapoyHas >XmMAKOCTb, cofepkawasl BblaeneHHyto [OHK, rotoBa K BHeECEHMIO B
peakuMoHHY cMecb ans MUP.
MonyyeHHbin npenapat OHK MOXHO XpaHuTb OO 7 CyTOK npu TemnepaTtype oT 2 °C
no 8 °C. lNepen ucnonb3oBaHmeM npenapaTta AHK ansa noctaHoBku MUP Heobxoammo
nosToputb 7.2.3.20 - 7.2.3.21.
Ecnu obpaseu npeanonaraetcs xpaHuTb 6onee 7 CyTOK, MepeHecuTe HaAoCafO0uHYHo
XXNAKOCTb B OTAE/bHYI0 04HOpa30oByto Npobupky. bonee 7 cytok npenapat AHK cneayet
XPaHUTb Npu TemnepaTtype oT MUHyC 22 °C o mmnHyc 18 °C.
Cpok xpaHeHusa npenapata AHK npun TemnepaTtype oT MUHYC 22 °C go MuHyc 18 °C -
He 6onee 6 Mecsaues.
Mepen wcnonb3oBaHuem npenapata AOHK ana noctaHoBku TP nocne XxpaHeHusd
HeobxoamMMo pasMopo3unTb Npenapat AHK 1 oTpmuaTenbHbin KOHTPObLHbIA 06pa3sew npu
KOoMHaTHoM TemnepaTtype (oT 18 °C go 25 °C) unm npu Temnepatype ot 2 °C go 8 °C,
3aTeM BCTPAXHYTb Npobupku c npenapatoMm OHK v oTpuuaTenbHbIM KOHTPOJSIbHbLIM
06pa3uoM Ha MUKpoueHTpudyre-BopTekce B TeyeHue 3-5 c 1 ueHTpudyrnposaTb Ha

MUKpOLeHTpudyre-sopTekce B TedeHue 1-3 c.
BHUMAHME! [1na npenapata AHK gonyckaeTtca To/1bKO OAHOKpaTHOE pa3MopaXknsaHume!l

MpenapaTt AHK rotoB K BHECEHUIO B peakuUOoHHY cMecb anga MuPp.

7.3 Moarotoeka un nposegeHue MNLP. ®acoska S
BHMUMAHME!
1. Mpn npoBeAeHUN BCeEX MOCHeayOWNX AENCTBUN cnenyeT nsberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX fly4eir Ha NpobupkmM co cMmecbio AN amnnmdpunkaunm!
2. Mpn ncnonb3oBaHuM Habopa peareHTOB B BapuaHTe McCnofHeHus «®acoBka S, CTpuUMbI»
cnepyet cTporo cobntogaTb KOMMAEKTHOCTb CTPUMOB U KPbIWEK K HAM. He ncnonb3oBaTb KPbILWKK

K CTpunam 13 gpyrmux Habopos peareHToB!

7.3.1 Tlpomapkupymte no ogHon npobupke/cTtpmnoBaHHoOM npobupke Cco cCMecbd Ans
amnandukaummn, 3aneyataHHoOn napaduHOM, A/ KaX4oro Hem3BecTHoro obpasua, ans
OTpMUATENIbHOIO KOHTpOJIbHOro obpasua (K-) n ana nonoXumTenbHOro KOHTPOJSIbHOMO

obpasua (K+).

BHUMAHME! KonnuecTtso peareHToB paccymTaHo He 6osiee yeM Ha 24 NOCTaHOBKM Mpu YCN0BUMU
BapmabenbHOro Kon4yecTea HeEM3BeCTHbIX 06pa3uoB, 1 oTpuuaTeNbHOro KOHTPOSbHOro obpasua

U 1 NONOXUTENBHOIO KOHTPOSIbHOIMO 06pa3u,a B Ka)A0M NOCTaHOBKe.

Mpumep:
Heobxoanmo npoaHanmsmposaTtb 4 obpasua. [Jns 3TOro Hy>XHO NpoMapkMpoBaTb 4 Npobupku Ans
Heu3BeCTHbIX 06pa3uoB, oAHY Npobupky ans «K-» u ogHy npobupky ans «K+». Obuwee

KONM4ecTBo NpobMpokK — 6.
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7.3.2  BcTpaxHuTe npobupky c pactBopoM Tag-rnosvMepasbl Ha MUKPOLEHTpUdYre-BopTekce
B TeyeHue 3-5 ¢ 1 ueHTpUdyrmpyinTe Ha MUKpoLEHTpUdYyre-BopTekce B TeyeHne 1-3 c.
7.3.3 [Oob6aBbTe BO BCe MNpPOMapKMpoOBaHHble NPOBUPKM, He mnoBpexaasl cnon napadwuHa,

no 10 Mkn pacTtBopa Tag-nosnMMepassbl.

BHUMAHME! T[lpn ucnonb3oBaHun ansa nposegeHusa MUP petekTtupytowero amnamdukartopa

Rotor-Gene Q MMHepanbHOe Macno B Npobupkn He BHocUTCS!

7.3.4 [dob6aBbTe B Kaxayo npobupky (npn HeobxoamMocTn) no ogHon kannae (okoso 20 Mkn)
MUHEepasibHOro Macna. HennoTHO NpMKponTe NMPOBUPKK/CTPUNbI KPbILWKaMM.

7.3.5 BcTpsaAXHUTE NpobmpKy C NOMOXNTENbHbIM KOHTPOJIbHbIM 06pa3LoM Ha MUKpoOLEeHTpudyre-
BOpTEKCE B TeyeHue 3-5cC v ueHTpudyrupymnte Ha MUKpPOUEHTpUdyre-BopTekce B

TeyeHune 1-3 c.

BHUMAHME!

1. Mepen BHeceHMeM B NpobUpKM C peakuMoHHOW cMecbo ansa npenapata AHK n
oTpUUATENbHOr0  KOHTposibHOro obpasua HeobxoaMMO  BbIMOAHWUTL  peKoMeHpauum o
ucnonb3oBaHuo npenapata [AHK, npuBeaéHHble B UMHCTPYKUMM NO  MNPUMEHEHUIO
Habopa/koMnnekTa peareHToB AN BblaeneHnsa HK.

2. Mpu ncnonb3oBaHum ang sblgeneHns OHK komnnekToB peareHToB NMPOBA-HK, MPOBA-IC
(Tonbko B Cy4dae, ecnm Nocne BblAeNneHns HagoCcaA04vyHasa XNAKOCTb, coaepxXallas BblAeNeHHY0
OHK, 6bina nepeHeceHa B HOBble NpobGupKK) BCTpsAXHUTE Npobupku ¢ npenapatoM AHK wu
OTpULUATENbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-BopTekce B TedeHne 3-5c u
LeHTpUdyrmpymnTe Ha MUKpoueHTpudyre-BopTekce B TedeHne 1-3 ¢

3. Mpn wucnonb3oBaHun pana BblgenedHns [OHK Habopa peareHtos [MPOBA-MY MAKC
HeobxoamMo, He BCTpAxMBas, UeHTpudyrmposaTb npobupkn ¢ npenapatom [JHK wu
oTpuUaTeNbHbIM KOHTPOSbHbIM 06pa3uoM Ha MuKpoueHTpudyre-sopTtekce B TedeHue 1-3 ¢,
3aTeM nomecTuTb nNpobupku ¢ npenapatoMm AHK B MarHuTHbIA wTatmB. B cnyyae ecnmn nocne
BblAeNleHNs HadocadouHas >XWAKOCTb, coaepxawas sbiaeneHHyto AHK, 6biia nepeHeceHa B
HOBble Mpobupkn, cnepayeTt BCTPAXHYTb nNpobupkn ¢ npenapatom [JHK wn oTpuuaTtenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpoLUeHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpmudyrmposatb
Ha MUKpouUeHTpudyre-BopTeKce B TeyeHme 1-3 c.

4. Ans npenoTBpaweHns KOHTaMmMHauuun cnegyet nepes sHeceHneM [JHK oTKpbiBaTb KPbIWKK
TONIbKO Tex npobupok, B KOTopble ByaeT BHOCUTbCA AaHHbIA obpasel, u 3aKpbiBaTb UX, nepea
BHeceHueM criegytoulero. B cnyyae ncnonb3oBaHUs CTPUNOB C/ieAyeT 3aKpblBaTb KPbILWKY CTpUna
rnocne BHeceHWss B Hero obpas3uoB nepeg Havanom paboTbl CO cneaywowuMm. 3akpbiBanTe
npobupku/cTtpmunbl nnotHo. [lpenapatbl OHK 1 KOHTponbHble 06pa3ubl cnegyetr BHOCUTb

HaKOHEYHNKaMu C Cbl/l}'lepOM.

7.3.6 BHecuTe B COOTBETCTBYKOLIME MNPOMapKMpoOBaHHble MNPO6MPKK, He noBpexaas Cnou
napaduvHa, no 5,0 mkn BblaeneHHoro m3 obpasuoB npenapata AHK. B npobupkwy,

rnpoMapkmpoBaHHble «K-», «K+>», [IHK He BHOCUTCA.
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7.3.7 BHecuTe B npobupky, NpoMapkupoBaHHYK «K-», He noBpexzaas cnon napaduHa,
5,0 MKn oTpuuaTenbHOro KOHTPONbHOro obpasua, npoweawero atan BbigeneHna AHK
(cm. 7.1).

7.3.8 BHecuTe B npobupkKy, MpoMapkmpoBaHHyl «K+», He noBpexaas cnon napadwuHa,
5,0 MK NONOXWUTENBHOIO KOHTPO/bHOIro obpasua.

7.3.9 UeHTpudyrupyiite BCce npobmMpKkn/CTpunbl Ha MUKpPOLEHTpUdyre-BopTekce B TeyeHue
3-5c (npu ucnonb3oBaHun Ans nposeaeHus MLUP getektupytowero amnandukaTtopa
Rotor-Gene Q ueHTpudyrnpoBaHme He ob6a3aTenbHO).

7.3.10 YcrtaHoBuTe BCe NpobupKKn/cTpunbl B AeTeKTUpywwmin amnamdmkaTop.

7.3.11 [na petektupytowmx amnamdukartopos cepumn OT:
3anycTute nporpamMMHoe obecnedeHue getekTupytowero amnandukartopa. MNMpu nepsom
nposefeHun [MLP 3arpy3nTte cooTBeTCTBYOLWMI TecT!. [Janee v Npu Mnocneayowmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4ecTBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne OTpuUaTenbHOro u
MOJIOXUTENIbHOIO KOHTPOJIbHbIX 06pa3uUoB, OTMETbLTE pacnosioXKeHne npobmpok/cTprunos
Ha MaTpuue TepMmobsioka B COOTBETCTBMM C MX YyCTaHOBKOW W nposeaute TMLP. Mpu
Bblbope TecTa Ao/mkHa oTobpaXkaTbCa NporpamMma, npuseaéHHas B Tabnuue 3.

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

MposeaunTe MUP c yyeToM 06bEMa peakLMOHHOM CMEeCcK, paBHoro 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>xnM ontnyeckmx
Temnepatypa, °C MWH C . Tun 6n0ka
650ka LIMKIOB n3MepeHumn
80 0 30
1 1 LUnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 v
94 0 10
3 45 Uwvkn
64 0 15 \
4 94 0 5 1 LUnkn
5 252 XpaHeHune XpaHeHue
V - PeXuUM ONTUYECKUX U3MEPEHUI

1 — TecT ans AeTekTUpYOWMX amnnndukaTopos cepum AT co3aaércs nyTéM BBoAa NapameTpos (NapameTpbl
TecTa ykasaHbl B [punoxeHun A) nnv npenoctaBnsieTcs npoussoanteneM Habopa peareHToB
2 — pgonyckaeTcs XxpaHeHue npu TemnepaTtype 10 °C
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Tabnuuyua 4 -

7 AHK-TEXHONOIruA

MporpaMma aMmnaudukaumn Ans AeTeKTupylowero amnavdukaTopa

Rotor-Gene Q (¢dacoeka S, npobupkn)

o
N2 / Cycling TeMmnepatypa, °C / Bpem_|, c/ Konunuecreo 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 vV 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - pexuM oMNTUYECKMX U3MEPEHUIA, YCTaHOBUTb n3MepeHue dyopecueHumnn (Acquiring) no KaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

Tabnuuya 5 - MMporpamma amnandukaumm gns getekTupyrwmnx amnnmdukatopos CFX96

(dpacoBku S, U)

Bpewms, Konunyecreo unMkIoB
o o
N° 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

V - pexuM onTuyeckmx nsMepermnin (Plate Read), ycTaHoBUTb naMepeHue dbnyopecueHLmMmn no
HeobxoanMbIM KaHanam getekumm (Fam, Hex) npu 64 °C

Tabnuuya 6 -

Applied Biosystems QuantStudio 5 (¢pacosku S, U)

MNporpamMMa amnaMdukaumMm ans AeTEKTUPYOLWMX aMnanduKkaTopoB

Cragmsa N° wara Temnepartypa, °C Bpems, Konnuectso uMknos
MMH: CeK (noBTOpOB)
Craaus 1 80 01:00 1
yAepXaHus 2 94 01:30 1
1 94 0:20
Ctagusa NupP 50
2 64 Vv 0:20
Vv - c60p AaHHbIX 4518 HeobxoamMblix dnyopodopos (Fam, Vic (Hex)) BknoueH

7.4 MoarotoBka u nposeneHune MLUP. ®acoska U, pyyHoe ao3mpoBaHune

BHUMAHME!

1.  [Ons aMmnnandukauuun cneayeT UCnosib30BaTb 04HOPA30Bble aMnIndUKaLMOHHbIe NPo6upKu

06bEMOM 0,2 M1 MM MUKponnaHweTsl MLUP 96 nyHok!,

repMeTM3MpyemMblie TEePMOMIEHKOIA.

He pekomeHayeTcs MCnonb3oBaTb CTpPpUMNOBaHHbIE I'IpO6VIpKM CBA3M C 0ONaCHOCTbHO
HOCTaMHﬂMCbMKaLlMOHHOVI KOHTaMUHauUunu.
2. lMpn npoBeneHUWN BcCeX NOCAeanyoLwmnx AencTBmi cnepyer nsberatb BO34ENCTBUSA NpAMbIX

COJTHEYHbIX nyqeﬁ Ha I'IpO6MpKM CO CMeCbio an4d aMI'IJ'IVICbMKaLI,VIM!

L - ana  petekTMpylownx aMnandukaTopos

HE NCNOJIb3YHOTCA

«OTnanTt»

n Rotor-Gene Q MukponaaHweTbl 96 NyHOK
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7.4.1 T[poMapkupyinTe HeobxoauMMoe KOMMYEeCTBO OAHOPA30BbIX  aMnAMMUKaLNOHHbIX
npobupok o06vémom 0,2 Ma wmnu MukponnaHwet MLUP 96 nyHOK ANna HEeM3BECTHbIX
o6bpasuos, AnS OTpULATENbHOr0 KOHTPONbHOro obpasua (K-) U Ana nonoXuTenbHOro

KOHTponbHOro obpasua (K+).

MpuMmeyaHune - PekoMeHayeTca nocTaHoOBKa He MeHee 5 O6pa3LI,OB B OAHOM MucCcneaoBaHuum

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

Mpumep:

HeobxoanMo npoaHanu3ampoBaTb 4 HEM3BECTHbIX 0bpa3ua. [ns 3Toro Hy>HO MPOMapKMpOBaTb

4 npobupkn/3apesepsmpoBaTb 4 NYHKW MUKPOMaHWeTa A9 HeW3BecTHblX 06pasuoB, OAHY

npobupky/nyHky ana <«K-» u ogHy npobupky/nyHky ansa <«K+», O6uwee KoOIM4YecTso

npobupok/nyHoK — 6.

7.4.2 BcTpaxHuTe npobupky Co CcMecblo And amnnmdukaumm Ha MUKpPOLEHTpudyre-soptTekce
B TeueHue 3-5 ¢ n ueHTpudyrmupymnte Ha MMKpoueHTpudyre-sopTekce B TeueHue 1-3 C.

7.4.3 BHecuTe BO BCe NpOMapKMpoBaHHble NpobUpKM/HEOOXoAUMbIE NYHKM MUKpOMIaHLWeTa
(Bkntovasa «K-» n «K+») no 6,0 Mkn cMmecn ang amnnmdukaumu.

7.4.4 BcTpsaAxHuTe npobupkun ¢ MUP-6ydpepoMm wn nonumepason TexHoTag MAX Ha
MUKpoOLeHTpudyre-sopTekce B  Te4yeHwue 3-5c¢ 7 LeHTpudyrmnpymTte Ha

MUKPOLIEHTpUdYre-BopTeKCce B TeyeHne 1-3 c.

BHMUMAHME! lNMonumepasy TexHoTaq MAX HeobxoaAMMO AOCTaBaTb U3 MOPO3USIbLHOM Kamepbl

HEMNOCPEACTBEHHO Nepe UCMNOJZIb3OBAHNEM.

7.4.5 TMpuroTtosbTe cMechb MNLUP-6ydepa ¢ nonnmepason TexHoTaq MAX. [Ina 3Toro cMewanTe
B OTAE/IbHOM OAHOpa30BoON nNpobupke:
- 6,0 x (N+1) mkn MNUP-6ydepa,
- 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,
roe N — KonmyecTBO NMPOMapKMpOBaHHbIX MPOBUPOK/KOMMYECTBO HEOOXOAMMbIX JTYHOK
MUKponaHweTa € YY4ETOM «K—» n «K+»,
Mpumep:
Heobxoanmo npoaHanusmpoBaTb 4 HeM3BeCTHbIX obpa3sua, «K-», «K+». [poMapKuUpoOBaHHbIX
npobmpok/HeobxoanMbIX NYHOK MUKponaHweTa — 6. Hy>xHo npurotoBuTtb cMech MLUP-6ydepa u
nonnmepasbl TexHoTaq MAX ana 7 (6+1) npobupok/nyHok, T.e. 42 mkn MUP-6ydepa + 2,1 mkn
nonumepasbl TexHoTaq MAX.
7.4.6 BcTpaxHuTe npobupky C nNpurotoBneHHom cmecbto [LUP-6bydepa v nonumepassbl
TexHoTaq MAX Ha MMKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpndyrmpymTe Ha

MUKpOUEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! Cwmecb TMUP-6ydepa v nonumepasbl TexHoTaq MAX Heob6xogMMO rOTOBMUTb

HenocpeacTtBeHHO nepea ncnosib30BaHNEM.
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7.4.7 [Oo6aBbTe BO BCE MPOMapKMpoOBaHHble NPO6MpPKM/HEOBXOANMbIE NTYHKM MUKPOMIaHLWeTa
co cMecbto ana amnaudukaumm no 6,0 mkn cmecu MLP-6ydepa ¥ nonumepasbl

TexHoTaq MAX. HennoTHO npukponTe NpobupkKu.

BHUMAHME! T[locne pob6asneHnsa cmecu T[LUP-6ydepa wn nonumepasbl TexHoTaq MAX B
NpobMpKM/NyHKM CO cMecbio Ans amnandukaumm Heob6xoamMmMo B TedeHne ABYX 4acoB BbINMOAHUTb
7.4.8 - 7.4.14.

7.4.8 BcTpaxHuTe  nNpobupKy C  MNOJSIOXUTESbHbIM KOHTPOJIbHbIM obpa3uom Ha
MUKpOLEeHTpudyre-sopTeKkce B  TeuyeHue 3-5¢ 7 ueHTpudyrmpymnte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHmne 1-3 c.

BHMUMAHME!

1. Mepen BHeceHMEM B MNpPOBUMPKW/MYHKN C peakUuMOHHOM cMecbik aAnsa npenapata OHK wu
OTpUUATENbHOr0  KOHTpPOJsibHOro obpasua HeobxoaMMO  BbIMOAHWUTL  peKoMeHpauum o
ucnonb3oBaHuio npenapata [AHK, npuBeaéHHble B UMHCTPYKUMM NO  MNPUMEHEHUIO
Habopa/koMniekTa peareHToB Ans sBbigeneHuns HK.

2. Mpn ncnonb3osaHun ans sbigeneHna JHK komnnektoB peareHToB NMPOBA-HK, NMPOBA-IC
(Tonbko B cnyyae, ecnun nocne BblAeNEeHNS HaA0CaA04YHas XXUAKOCTb, coAepXallas BblAENEeHHYIO
OHK, 6bina nepeHeceHa B HOBble NMpoBUpKM) BCTpsAXHUTE Npobupku ¢ npenapatom AHK wu
oTpuuUaTeNibHbIM KOHTPOJIbHbIM 06pa3LOoM Ha MUKPOLEHTpudyre-sopTekce B TedeHue 3-5c un
LeHTpUdYrmpynTe Ha MMKpoLeHTpudyre-sopTekce B TeyeHmne 1-3 c.

3. Mpn wncnonb3oBaHun Aansa  BblgeneHus [AOHK Habopa peareHtoe [MPOBA-MY MAKC
HeobxoanMMo, He BCTpsxmMBas, UeHTpudyrmposaTb npobupkn ¢ npenapatom [AOHK wu
oTpuuaTesNibHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-sopTekce B TedeHue 1-3 ¢,
3aTteM noMectTuTb Npobupku c npenapatoMm AHK B MarHuMTHbIM wWTaTMB. B cnyyae ecnun nocne
BblAENEHNS HaAoCaAo4YHas XWAKOCTb, coaepxawas BblaeneHHyto AHK, 6bina nepeHeceHa B
HOBble Mpobupkn, cnepayeTr BCTPAXHYTb nNpobupkn ¢ npenapatom [HK wn oTpuuaTtenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpPoLEeHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpmudyrmposaTtb
Ha MuKpoueHTpudyre-sopTekce B TeveHue 1-3 C.

4. Ans npenoTBpaweHns KOHTaMMHauuun cnegyet nepes sHeceHneM [JHK oTKpbiBaTb KPbIWKK
TOSIbKO Tex npobupok, B KOTopble ByaeT BHOCUTbLCSA AaHHbIA obpasel, n 3aKpbiBaTb UX, nepea
BHeCeHMeM cregytowero. 3akpbiBante npobupkm nnotHo. lMpenapatbl AHK M KOHTpOAbHbIE

o6pasubl cneayeT BHOCUTb HAKOHEUYHUKAMU C USIbTPOM.

7.4.9 BHecuTe B COOTBETCTBYIOLME NpOMapKMpoOBaHHble MNpobupkn/Heobxoammbie NYHKU
MUKponnaHweTa no 6,0 Mkn BbigeneHHoro wn3 obpasuoB npenapata AOHK.
B npobupkun/nyHkun, npomapkmpoBaHHblie «K—» n «K+», IHK He BHOCUTCS.

7.4.10 BHecuTe B nNpobMpPKY/NyHKY, NpPOMapKMpoBaHHy <«K-», 6,0 MKn oOTpuuaTenbHOro
KOHTponbHOro obpasua, npoweawero stan eblgenenmsa AHK (cm. 7.1).

7.4.11 BHecuTe B nNpobUpPKY/NYHKY, MNPOMapKMpPOBaHHYK <«K+>», 6,0 MK MNOMOXUTENBHOIO

KOHTposibHOro obpasua.
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7.4.12 B cny4dae ncnonb3oBaHUs MukponnaHweTtos MNLP 96 nyHokK:
7.4.12.1 T[omMecTnTe akKypaTHO, He BCTpsXuBasi, MMKponaaHweT MLP B noanoxkKy yCcTponcTea
ONs 3anedaTtbiBaHMs niaHweTos ATnak.
7.4.12.2 [poBeanTe 3ane4yaTbiBaHne MukponnaHweta T[UP nonvMepHoin TepMOMNNEHKOM
COrslacHO pyKOBOACTBY MO 3Kcnayataumum npubopa ATnak.

7.4.12.3 UeHTpndyrmnpymnte mukponnanuwet MUP npu RCF(g) 100 B TeueHune 30 c.

7.4.13 B cny4yae ucnosb3oBaHMsa Npobupok:
LeHTpndyrmnpyinte Bce NnpobmMpkM Ha MMKpoLeHTpudyre-sopTekce B TedeHme 3-5 ¢ (npu
ncnonab3oBaHum ang nposeaenuns MLUP getektupyowero amnnmdukatopa Rotor-Gene Q
ueHTpudyrnposaHme He ob6a3aTenbHO).

7.4.14 YcraHoBuTe BCe npobupku/mumkponnaHwet MUP B getektupywowmnn amnandumkatop wm
nposegute MUP (7.4.15, 7.4.16).

7.4.15 [nsa getektupyowmx amnnmdukatopos cepuun OT:
3anyctuTe nporpaMmMmHoe obecneyeHue getekTumpytowero amnandukartopa. lNpu nepsom
npoeeaeHun MLP 3arpysuTe CcOOTBETCTBYWOWMNI TecT!. Janee u npu MocneayoLwmx
MOCTaHOBKAaxX CO34aMTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXxuTe
KONM4ecTBO W wnaeHtTudukaTopbl o06pas3uoB, B TOM 4uCNe OTpuUaTENbHOMO U
MOSIOXUTENBHONO KOHTPOJIbHbLIX 06pa3uoB, OTMeTbTe pacnosoxeHne o6pas3uoB Ha
MaTpuue TepMobaoka B COOTBETCTBUM C UX yCTaHOBKOW mn nposeauTe MUP. MNMpu Bbibope
TecTta go/nkHa otobpaxaTbca nporpamma, npmeenéHHas B Tabnuvue 7.

7.4.16 [Ona petektupyrowmx amnnudpukatopos CFX96, Applied Biosystems QuantStudio 5 u
Rotor-Gene Q:
MposeaunTe MUP c yyeToM 06bEMa peakLMOHHOM CMeCcK, paBHOro 18 Mk, No nporpaMMam

amnnmndukaumm, npuBenéHHbIM B Tabnmuax 5, 6, 8 COOTBETCTBEHHO.

1 — TecT Ans AeTEKTUPYIOLWMX aMnandukaTopos cepmum AT co3aaérca nyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npenocrasnsercs nponssoanteneM Habopa peareHToB
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Tabnuua 7 - [porpamMa amnaudukaumm ans AeTEeKTUPYWMX aMnandukaTopos

«ATnpanm», «OTnant» (dacoska U)

Pe>xxum
Ne Yucno
Temnepartypa, °C MWH C ONTUYECKUX Tuvn 6n0ka
6n0ka LIMKJIOB "
n3MepeHunn
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 ONTUYECKNX U3MepeHui
Tabnuuya 8 - [lporpamMa aMmnandukauum ana AeTekTupylowero amnaudukaTopa
Rotor-Gene Q (dacoska U)
o
Ne / Cycling TeMmnepartypa, °C / BpeM;_|, c/ Konunuecrso 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
vV — pexuM ONTUYECKUX U3MEPEHUI, YCTAaHOBUTL n3MepeHmne dyopecueHunn (Acquiring) no KaHanam
petekumn Green (Fam) um Yellow (Hex) npu 57 °C

1 - ponyckaeTcs XxpaHeHue npu TemnepaType 10 °C
27



HHV-8 | WHCTpYKUMSA NO NPUMEHEHUIO | 448 ot 19 pgekabpsa 2024 ropa ’ ﬂHK'TEXHU"Uf"ﬂ

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 amnnmdunkaumm cnenyet UCMoNb30BaTb MUKponnaHweTbl MUP 384 nyHku,
repMeTmanpyemMblie TEPMOMIEHKON.

2. Mpn npoBeaeHMN BCeX MocCienylownx AencTBUN cnepyet mlberatb BO3LENCTBUSA MPAMbIX

COJTHEYHbIX fy4der Ha Nnpobupkn co cMecbio Ansa aMmnandukaunm!

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

(3 HeusBecTHbIX 06pa3ua, oTpuuaTesnbHbIA U NONIOXUTENbHbIA KOHTPONbHbIE 06pasupbl).

7.5.1 BcTpsaxHuTe npobupky co cMecbio Ansd amMnandukaumm Ha MUKpoUeHTpudyre-BopTekce
B TeyeHue 3-5 ¢ n yeHTpudyrmpymnte Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.
7.5.2 BcTtpaxHute npobupkn ¢ TUP-6ydepom wn nonumepason TexHoTaq MAX Ha
MUKpOLEHTpUdyre-sopTekce B  TedeHwue 3-5¢ " LeHTpudyrnpymTe Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHne 1-3 c.

BHUMAHME! [lonnmepasy TexHoTaq MAX HeobxoaMMO AoOCTaBaTb M3 MOPO3W/IbHOM Kamepbl

HenocpeacTBeHHO nepea UCcnoJib30BaHNEM.

7.5.3 Cneays ykasaHuam MO posupyrowero yctpoincrtesa ATCTpuM, NpUrotToBbTe B OTAENBHOM
oAHopa3zoBon npobupke cmechk MLP-6ydepa c nonnmepasoit TexHoTaq MAX.

7.5.4 BcTpsaAxHuUTe npobupky C nNpurotoBneHHom cmecbto [ILP-6ydepa u nonumepassbl
TexHoTaq MAX Ha MUKpoOUeHTpudyre-sopTekce B TedeHue 3-5 ¢ U ueHTpudyrnpyiTte Ha
MUKpOLeHTpUdyre-sopTekce B TedeHne 1-3 c.

7.5.5 BcTpsaxHuTe NnpobupKy C NONOXUTENbHBbIM KOHTPOJIbHbIM 06pasLoM Ha MUKPOLIEHTpUdyre-
BOpTEKCE B TeyeHue 3-5C UM ueHTpudyrupymte Ha MUKPOLEHTpuUdyre-BopTekce

B TeyeHune 1-3 c.

BHUMAHME!

1. lMepen npoBeaeHneM fo3npoBaHmsa ansa npenapata AHK 1 oTpuuaTenbHOro KOHTPOJSIbHOMO
obpasua HeobxoaAMMO BbINOJIHUTL pPEKOMEHAAUMM N0 WCNofb3oBaHUO npenapata [OHK,
npuBeaéHHbIE B MHCTPYKLUNM NO NpMeHeHuto Habopa/KoMnsiekTa peareHToB 415 BblaeneHns HK.
2. Mpu ncnonb3oBaHum ans sbigeneHns OAHK komnnektos peareHTtoB MNMPOBA-HK, MPOBA-IC
(TonbKo B cnyyae, ecnun nocne BblAeNEeHNA HaA0CaA0uYHas XUAKOCTb, coaepXXalwas BblAeNIEHHYIO
OHK, 6blna nepeHeceHa B HoBble Mpobupkun) BCTpsXHUTE npobupkm ¢ npenapatom AOHK u
OTpUUATENbHbIM KOHTPOJIbHbIM 06pa3sLoM Ha MUKpOUEHTpUdYyre-sopTekce B TedeHne 3-5cC u
LEeHTpUdYrnpymTe Ha MUKpoLeHTpudyre-sopTekce B TeueHue 1-3 c.

3. Mpn wucnonb3oBaHun ana BblaeneHuns [AHK Habopa peareHtos [MPOBA-MY MAKC
HeobxoaAMMO, He BCTpsXMBas, UeHTpudyrmposaTb npobupkm ¢ npenapatom [OHK wu
oTpuLaTenbHbIM KOHTPOSbHbIM 06pasuoM Ha MUKpPOLEeHTpudyre-sopTekce B TedeHue 1-3 ¢,

3aTeM NMOMecTUTb Npobupkn ¢ npenapatoMm AHK B MarHUTHbIW WTaTMB. B cnydyae ecnu nocne
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BblAENEHNS HaAOCaZo4YHasl XWAKOCTb, cofepxalwas BblaeneHHyto AHK, 6blna nepeHeceHa B
HOBble MNPOBWPKM, cneayeT BCTPAXHYTb MNpobupkym C npenapatoMm AHK u oTpuuaTenbHbIM
KOHTPO/IbHbIM 06pa3LOM Ha MUKPOLEHTPUdyre-BopTekce B TedeHne 3-5 ¢ n LeHTpudyrmposaTtb

Ha MUKpPOLEHTpUdyre-BopTekce B TedeHne 1-3 c.

7.5.6  YctraHoBUTE npobupkm co cMmecbio ansd amnaudukaumm, co cmecbio lMUP-6ydepa u
nonumepasbl TexHoTaq MAX, c¢ npenapatamu [OHK, oTpuuaTenbHbIM KOHTPOJIbHbIM
06pasuoM 1 NOAOXKUTENbHBIM KOHTPOJIbHBIM 06pa3LoM, a Takxke MnkponaHwet ans MupP
Ha pabounin crton [ATCTpMM WM npoBeguTe [03UMPOBaHME KOMMOHEHTOB COrflacHo
pPYyKOBOACTBY MO 3KCrayaTauun.

7.5.7 TloMecTuTe akKypaTHO, He BCTpsixmBas, MukponaaHwet MNP B NoAn0XKy yCTpONCTBa AN
3aneyaTtbiBaHMA MiaHweToB [Tnak nocne 3aBeplieHWs MporpaMmMbl Ha A03UPYHOLLEM
ycTponctee OTCTpuM.

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

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

7.5.10 YcraHoBuTe MmukponnaHuwert MNMUP B 610k geTtekTupyowero amnamdmkaropa.

7.5.11 3anycTtuTe nporpaMMHoe obecneyeHue getekTupytowero amnamdukaTtopa. Npu nepsom
npoBeaeHun TMLUP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [anee M Npu MNOCAeayrLnX
MOCTaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUA:  YKaXxuTe
KONM4yecTBO W unaeHtTudukaTopbl o06pasuos, B TOM 4uCne OTpuUUATENbHOMO U
MOSIOXUTENBbHBIX KOHTPOJIbHbIX 06pa3uoB, OTMETbTE pacnosnoxeHne obpasuoB Ha
MaTpuue TepMobioka B COOTBETCTBUM C UX YCTaHOBKOWM n nposeauTe MLP. Mpu Bbibope

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

8 PETNCTPALUMSA PE3YJIbTATOB AMITVIMOUKALINN

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

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

1 — TecT Ans AeTEKTUPYIOLWMX aMnandukaTopos cepmum AT co3aaérca nyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npenocrasnsercs nponssoanteneM Habopa peareHToB
29



HHV-8 | WHCTpYKUMSA NO NPUMEHEHUIO | 448 ot 19 pgekabpsa 2024 ropa ’ ﬂHK'TEXHU"Uf"ﬂ

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 NPOBOAUTCSA B COOTBETCTBUM C Tabnuvuen 9. PesynbTathl
NMOCTaHOBKWN BaJInAHbl, €CNIN BbIMOJIHAKTCA YCNOBUS MHTEPMNpEeTaunmn pesynbTaToB, MOSyUYeHHbIX

ANA KOHTPOJIbHbIX O6paBLl,OB.

Tabnunua 9 - WHTepnpeTtauuns pesynbtatos MNLP

KaHan gerekuunun

Fam/Green Hex/Yellow/Vic MHTepnpetauus pesynbrata
(nckomasa AHK), (BHYTPEHHU KOHTPOSb),
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 HepocToBepHbIN pe3ynbTaT

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 UWHIMO6MTOpPOB 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 OHK n nocraHosBka lNUP ans atoro obpasua, nmbo noBTopHOE B3dATME

6uonorMyeckoro Mmatepuvana y naumMeHTta (BbIMNONHAETCS NOCNeA0BaTesNbHO).

9.5 Mpyn NoOAYYEHUUN TMOSIOXKUTENBHOIO pe3ynbTata AfS OTPULATENbHOIO0 KOHTPOSIbHOIO
obpa3sua pe3ynbTaTbl BCEM MOCTAHOBOUYHOW CEPUU CUUTAKOT HEAOCTOBEPHbLIMW. B 3TOM cnydae
Heo6XoANMO NpoBeAEHNE CNeLManbHbiX MEPONPUATUIA NS BbIABIEHUSA N YCTPAHEHMS BO3MOXHOWM

KOHTaMnHauunu.

9.6 MpyM MNONYYEHUN OTPULIATENBHOrO pe3ynbTaTa A/ MOJIOKUTEbHOIO KOHTPOJIbHOIO
obpa3sua pesynbTaTbl BCEM MOCTAaHOBOYHOW CEPUM CUUTAIOT HEAOCTOBEPHbLIMU. B 3TOM cnydae

Tpe6yeTc;| NMOBTOpPHAas noCraHOBKa aMI'IJ'IM(bVIKaU,MVI BCEen napTmm O6p63U,OB.
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10 TPAHCNMOPTUPOBAHMUE, XPAHEHUE N DKCIMJIYATALNA

10.1 TpaHcnopTupoBaHue
10.1.1 TpaHcnopTupoBaHne Habopa peareHTOB OCYLIECTBASAIOT B TEpPMOKOHTelHepax C
X/lafo3/eMeHTaMn BCEMM BMAAMW KpbITOro TpaHCMopTa nNpu TemrepaType BHYTpU
TEPMOKOHTENHEepa, COOTBETCTBYIOLWEN YCNOBUAM XPAHEHUS KOMMOHEHTOB, BXOAALWMX B
cocTtaB Habopa peareHToB.
10.1.2 ®acoska S
Jonyckaetca TpaHcnopTMpoBaHuMe Habopa peareHToB B TEpMOKOHTENHepax C
XnafosneMeHTaMm BCEMU BWAAMM KPbITOro TpPaHCMopTa MNpu TeMnepaType BHYTpwU
TepMoKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
10.1.3 ®acoska U
10.1.3.1 [onyckaeTtcs TpaHcnopTupoBaHme Habopa peareHToB, 3a UCK/IIOYEHNEM NOSIMMepasbl
TexHoTaq MAX, B TepMOKOHTENHepax C X1afo03/1IEMEeHTaMu BCEMM BMAAMU KPbITOrO
TpaHcnopTa npu TemnepaTtype BHYTpU TepMoKoHTeHepa oT 2 °C go 25 °C He 6bonee
5 cyTok.
10.1.3.2 [JonyckaeTcs TpaHCNOpTUpoBaHWe nonmMepasbl TexHoTaqg MAX B TepMOKOHTENHepax
C XJlafo3/ieMeHTaMn BCEMU BMAAMM KPbITOFO TpaHCropTa npu TeMnepaTtype BHYTpu
TEepMOKOHTeHepa ao 25 °C He 6onee 5 cyTok.
10.1.4 Habopbl peareHTOB, TPaHCMOPTUPOBAHHbIE C HapyLleHWeM TeMnepaTypHOro pexuma,

NMPUMEHEHNIO HE nMoANeEXarT.

10.2 XpaHeHue
10.2.1 ®acoBka S
Bce KoMnoHeHTbl Habopa peareHToB cneayer XpaHUTb B XOJ0AMIbHWUKE WU
Xofo4nnbHOM Kamepe npu TemnepaType oT 2 °C go 8 °C B TeyeHue BCero cpoka
rogHoctn Habopa peareHToB. CMecb Ans amnnmdukaumm, 3anevyataHHyro napaduHoM,
cnefyeT XpaHuTb B 3alLULWEHHOM OT CBEeTa MecTe.
10.2.2 ®acoska U
10.2.2.1 Bce KoMnoHeHTbl Habopa peareHToOB, 3a MCKJOYEHNEM nosinMmepasbl TexHoTaq MAX,
cnenyet XpaHuTb B XONOAMNBbHWUKE WM XONOAWIBHOM KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B TeueHMe BCero cpoka rogHoctm Habopa peareHTtoB. CMecb Ans
amnnmdukaumm cnegyet XpaHuTb B 3alLMWEHHOM OT CBETa MecTe.
10.2.2.2 Nonumepasy TexHoTaq MAX cnegyeT XpaHuTb B MOpPO3WIbHOM Kamepe npwu
Temnepatype OT MMHYC 22 °C go MuHyc 18 °C B TeyeHMe BCero cpoka rogHoOCTU
Habopa peareHTOB.
10.2.3 Habopbl peareHTOB, XpaHMBLUMECA C HApYLIEHWEM peri1aMeHTUPOBAHHOIO peXunma,

NMPUMEHEHUNIO HE nMoANeEXaT.

10.3 YkasaHusda No aKcniyaTtaumm
10.3.1 Habop peareHTOB A0/IKEH NPUMEHSATLCS COrMTacHO AENCTBYHOLLEN BEPCUN YTBEPXAEHHOWN

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 KOMMOHeHTbl Habopa peareHToB, 3a MUCKIOYeHMEM nosmmepasbl TexHoTaq MAX
(dbacoska U), cneayeT XpaHuTb B XOSOAWbHUKE WAW XONOAWIbHOW Kamepe mnpu
TemnepaType oT 2 °C go 8 °C B TeueHuMe BCEro cpoka rogHoCcTM Habopa peareHTOB;

- CcMecb ans amnandukaumm u cMecb Ana amnandukaumm, 3anevyataHHyo napaduHomMm,
cnenyet XpaHWTb B XONOAWBHWKE WM XONOAWIbHOM Kamepe npu TemnepaTtype
oT 2 °C po 8 °C B 3alWUWEHHOM OT CBeTa MecTe B TeYeHue BCero cpoka roHoCTu
Habopa peareHToB;

- nonuMmepasy TexHoTaq MAX (dacoska U) cnegyeTr xpaHuTb B MOPO3UIbHOMN KaMepe
npu TemnepaTtype oT MUHYC 22 °C go MuHyc 18 °C B TeyeHne BCEro cpoka rogHocTm
Habopa peareHToB.

10.3.4 Habopbl peareHTOB C UCTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO HEe noaJsiexar.

11 YKA3AHMA NO YTUIIN3ALINU

11.1 Mpn wmcnonb3oBaHuM Habopa peareHTOB B KAMHWKO-AMArHoctundyeckon nabopaTtopum
06pa3yloTcs OTxX0Abl Knacca B, koTopble yTUAN3UPYHOTCS B COOTBETCTBUMM C TpeboBaHuaMMU
CaHlnH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweaLlMe B HEMPUIOAHOCTb, B TOM YUC/E€ B CBS3U C UCTEYEHUNEM
CpoKa TroOA4HOCTM, MOBpexXAeHMeM YNakKoBKM, noasexaT YyTuinsauum B COOTBETCTBMM C
TpeboBaHmsaMM CaHlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpudaTMe-n3roToBuTENb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TEXHUYECKMX YCI0BUM NMpu COb6M04eHMN YCNOBUIM TPAHCMOPTUPOBAHUS, XPaHEHUS

M 3KCcnayatTaunn, yCtaHoBJIEHHbIX TEXHUYECKNMU YCNTOBUAMN.

12.2 Cpok rogHocTn Habopa peareHToB — 12 MecsueB npu cobniaeHMn BCeX YCI0BUMN

TPaHCNOPTMPOBAHUSA, XPAHEHUS M 3KCMyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1Y>)KXUBAHMUE

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHOrO MPUMEHEHUS U He MNOoANEXUT

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

g | BT | =< 8

Koa naptumn (cepun)

[aTta narotoBneHus

O6paTtnTechb K MHCTPYKLUN MO NPUMEHEHMIO

ZINE

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 W3pgenuna 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 cucTteMa KOHCTPYKTOPCKOM AokyMeHTauumu. Obwme TpeboBaHusa K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cucrtema pas3paboTkm M MNOCTAaHOBKM NpOAYKUMM Ha NpOU3BOACTBO.
MeauunHckme nsgenms

FOCT P 51088-2013 MeguuunHCKMe usgenus ons ANArHOCTUKUM WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPO/IbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM n noaaepXxuBarollent AOKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus aasa AMarHoCTMKM MH BUTPo. 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 MCO 18113-1-2015 MeguumHckue wmsgenus Ans AnarHoctukum in vitro. UHdopmauus,
npenoctasnsemas maroroeuteneMm (Mapkuposka). Yactb 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P MCO 18113-2-2015 MeguumHckue wmspgenus Ans AnarHoctukum in vitro. UHdopmauus,
npeaocTaBnsemMas nsrotosuteneMm (MapkmpoBka). YacTb 2. PeareHTbl Ans AMarHOCTUKM in vitro
Ana NnpodeccMoHanbHOro NpUMeHeHns

FOCT P NCO 23640-2015 W3pgenna MeguumHCKME ANs  AMArHOCTUKKM  in vitro. OueHka
CTabunbHOCTU peareHToB AN ANArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHusA K Ka4decCTBY KAMHUYECKMX siabopaTopHbIX MCCNeaoBaHwi,

Y.3. MpaBuna oUeHKN KIMHUYECKON MH(DOPMATUBHOCTM NabopaTopHbIX TECTOB.

MpuMmeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEWCTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn Nob30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[eAICTBUE CCbIJIOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECNn CCbITOYHbIN 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, NnpomnssoacTea n npogaxun IVD peareHToB 1 NnpnbopoB A1 MONEKYASPHO-
reHeTUYeCcKoM AMarHoCTUKWM K Apyroro nabopatopHoro npuMmeHeHuns u ISO 13485 B obnacrtu
pa3paboTku, npoussoacTtBa M npogaxun IVD peareHToB wn npmbopoB ANa MeAMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoanTenb: O6WeCTBO C OrpaHUYEeHHOMW OTBETCTBEHHOCTbO <«[HK-TexHonorms TC»
(000 «OHK-TexHonormns TC»), Poccus.

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

MecTto npou3sBoAacTBa:
— 000 «OHK-TexHonorus TC», 117246, Poccus, r. Mocksa, npoe3a HayuHbin, g. 20, ctpoeHune 4;
- 000 «HMNO [OHK-TexHonorusa», 142281, Poccms, Mockosckas obnacrtb, r. [pOTBMHO,

yn. XenesHogopoxHas, a. 3.

Mo BompocaM, KacawwuMmcs kavectBa Habopa peareHToB, cnegyet obpawaTtbcs B
CNyX6y KIMEHTCKOMN NoAAEPKKM.
Cny>xb6a KIMEeHTCKON NOAAEPXKKN:
8(800) 200-75-15 (ans Poccmun, 3BOHOK 6ecnnaTtHbIit),
+7(495) 640-16-93 (ans ctpaH CHI n 3apybexbs, 3BOHOK MNaTHbIN),
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 448
2024-12-19
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Mpuno>xeHnune A

MapameTpbl TeCTa, KOTOpPble HE0O6X0AMMO BHECTM B NporpaMMHoe ob6ecneueHue
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 amMnandukaunmn» BBECTU creayolmMe napaMeTpbl:

Pexxum
N2 Yucno
Temnepartypa, °C MWH C ONTUYECKUX Tvn 6noka
6510ka LIMKJIOB .
n3MepeHumn

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 ONTUYECKUX U3MEPEHUI
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy 5.5
HHV-8 BK - - -

1 - ponyckaeTcs XxpaHeHue npu TemnepaType 10 °C
36



HHV-8 | WHCTpYKUMSA NO NPUMEHEHUIO | 448 ot 19 pgekabpsa 2024 ropa ’ ﬂHK'TEXHU"O[“ﬂ

Mpuno>xeHue b

MapameTpbl TecTa, KOTOpble Heo6xoaMMO BHECTU B nporpamMmMmHoe ob6ecneueHune

AeTeKTupyrwmnx amrmiinpukatopoB «ATnpanm», «ATnanr»
npv ucnonb3oBaHumn Habopa peareHtoB HHV-8

B ¢pacoBke U

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMecn — 18 MK;
3) B okHe «[lporpamMmma amnindukaunm» BBECTU CNeaylolme napaMeTpbi:
Pe>xum
Ne
6n0Ka TemnepaTtypa, °C MWH C Yucno umknos ONTUYECKUX Tun 6n0ka
n3MepeHuu
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 2\
5 94 0 5 1 Lnkn
6 251 XpaHeHue XpaHeHune
V = pexuM ONTUUYECKMX U3MEpeHWit
4) BHecTn cnegyrouwme napamMeTpbl KaHan0B AeTeKUUN:
Fam Hex Rox Cy 5 Cy 5.5
HHV-8 BK - - -

1 - ponyckaeTcs XxpaHeHue npu TemnepaType 10 °C
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