™ nHk: '
& AHK-TEXHONOrus u

446-5 2025-02-20

IVD

MHCTPYKLUMUA

no NpMMeHeHno Habopa peareHToB A4 BbisBNeHnsa AHK
BMpYCa NpocToro repneca 4yenoseka 1, 2 tunos (HSV 1, 2)

MEeToA0M I'IOJ'IMMepa3HOI71 LenHom peakunn

BMNr-reH

PerncrtpaunoHHoe yaocToBepeHue
Ne ®CP 2008/03946 ot 18 deBpansa 2025 roga

BHUMAHUE! N3yunTe MHCTPYKUMIO Nepen HayanaoM paboThl



BMNr-red | UHCTPYKLUMSA NO NPUMEHEHUI0 | 446-5 ot 20 beBpana 2025 roaa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

COOEPXAHUE

BBELEHVUIE .. e e 4
1 MPEAHASHAYEHHOE MPUMEHEHME. ... ..ot e 5
2 XAPAKTEPUCTUKA HABOPA PEATEHTOB ....uiiiiiiiiie et et e e 6
2.1 (OfoToy == R = [SToT o = W o 1=T= [ir=) = i ] - 2P 6
2.2 KONMYECTBO aHANTMBUPYEMBIX OOPABLIOB ..t ttuuttiettetittetateteineetaeesaineesaeesaieesanneeennes 7
2.3 o2 TN L 1= e 2 = T R 7
3 AHATTNMTUYHECKUE N ONATHOCTUHECKUME XAPAKTEPUCTUKU ..o 8
3.1 AHANTNTUUECKAA CMELIMMDUUHOCTD 1vvurenesnesnesnsrnsssessnesanssansrnnssneesnemnnersnernnsmnemnnes 8
3.2 MHTEPDEPNPYIOLLME BELLLECTBA tuvuurenrernnsranesnesnnesnssnssnnssnesanesnnsrnnssnemmemsnsrnnsrnnesnes 8
3.3 TTPEAE OOHAPY KEHMIS .ttt iiestneeitesasesaessaeesaesssesanesanssnssnnsaneaansenssnesaneaansransrnnesnes 9
3.4 [ANArHOCTUUECKNE XAPAKTEPUCTUKM . euuetneeetaneetaneeensaestenessesaesneneasennaseneasaneneanenens 9
4 MEPDBI NMPEOOCTOPOXKHOCT U . . .eei ittt iee e e et aee s e sane e s aeesane e saneeenes 10
5 OBOPYAOBAHUE N MATEPUATIDL . ..ttt et e et e v s e e s e e nanneas 12
6 AHATTN3UPYEMDBIE OBPABLDI. ....veiiitiii i i et e e e e e e esaneennes 14
6.1 MaTepran AN NCCIEAOBAHMS v ettt taaneeesseanneesssasnnneessaassneessesnnneesssesnnnnessens 14
6.2 (OO TTT = o T=1oTo ] =1 T T < S 14
6.3 B3aTHE MaTEPNANA HA NCCIIEAOBAHME .. ettt etaneesantessaseesaneesannessasesraneesannessnneernns 15
6.4 TpaHcnopTUpoBaHMe N XxpaHeHne o06pa3uLoB BMOOrMYECKOr0 MaTEPUANA .. vveeerieeennns 18
7 MPOBELEHUE AHAJIUSBA Lottt et e e e e e e e e e e nanens 19
7.1 BolaeneHme JHK 13 BMOAOrMUYECKOTO MATEPMAIIA +euiureeiinteiintesrieeeianeesaneessneessaneeens 19
7.2 MoarotoBka v npoBefeHnEe TLP. DaCOBKa S ..vviiiiiiiiii i i v e s e nnneee e 19
7.3 MoarotoBka v npoBeneHue MNLP. ®acoBka U, pyyHOE JO3UPOBAHUE ...cccvvveeriiinnnnnnnns 22
7.4 Moarotoska u nposegeHune MNLP. ®acoBka U, ¢ ncnonb3oBaHMEM 03UPYIOLLENO

(YZoroTo] Y oy y=T= A Won i o ¥ IS 26

PETNCTPALUNSA PE3YJIBTATOB AMITTTNOUKALINN ... e nneee e 27
9 YYET U MHTEPMPETALMSA PE3YJIBTATOB ..uivtiitiitiitiitiitieiieieeteeiieteeaeeseseaneaneeneens 28
10 TPAHCIOPTUPOBAHUE, XPAHEHUNE N SKCIYATALNA. ..o 29
11 YKASAHUSA TTO YTUTTUSALMU ..o e et et e raee e nes 30
12 FAPAHTUM NBEOT OBUTE IS oot it r e s e e e e e e aneeeanes 30
13 PEMOHT N TEXHUYECKOE OBCITYXXUBAHUE .....coiiiiiiii i i vneennaea e 30
14 CUMBONbI, UCMNOJIb3YEMbIE MPU MAPKWUPOBKE HABOPA PEAMEHTOB................... 31
15 MEPEYEHb NMPUMEHSAEMbIX HALUMOHABbHbBIX CTAHOAPTOB. ... 32
16 AOPEC ONA OBPALLEHUIS ..ot et et e e e e nee e 33
I 0270 T0 =T 1 < 34
T 0270 T0 =T 1 < 35



BMNr-red | UHCTPYKLUMSA NO NPUMEHEHUI0 | 446-5 ot 20 beBpana 2025 roaa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cneayroumne CoKkpaweHna 1 0603HaueHuns:

HSV - OT aHrn. Herpes simplex virus

RCF - OT aHrn. relative centrifugal force, oTHoCcMTeNnbHOEe yCKOpeHUe LeHTpudyru
BK - BHYTPEHHUI KOHTPOJb

BMr - BUPYC NpOCTOro repneca

an - JOBEPUTENbHbIN MHTEpBan

OHK - Ae30KCnpunboHykenHoBast KUCIoTa
OHKa3bl - Ae30KcnpuboHykeassbl

K- - OTpuLUATEesbHbIA KOHTPObHbI 0bpa3sel,
K+ - NOOXNUTENbHbINM KOHTPOJIbHBLIN 0bpasel
JIKO - NabopaTopHbIN KOHTPOJIbHLIN 0bpa3el
HK - HyKknenHoBble kncnoTtbl (PHK n JHK)
nup - NosINMepasHas uenHas peakuus
PHKa3bl - puboHykneassbl
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BBEAEHUE

Hanbonblwyo M3BECTHOCTb B MUpe BUPYCbl NpocTtoro repneca 1 n 2 tunos (HSV 1 un
HSV 2 nnu BNl n BMNIr2) npnobpenn kak Bo3byanTenn reHnTanbHOro repneca. HSV 1 n HSV 2
MHDULMPYIOT aNUTENnasnbHble KIETKU KOXW U CIN3UCTOM 060/10UKN Yepe3 MUKPOTPaBMbI, 3aTeM
NPOHWKAIOT B HEPBHbIE FAHIINU, FAE COXPAHSATCS B TATEHTHOM COCTOSSHUU Ha MPOTSXEHUU BCEN
XN3HU [1]. BOAbWWHCTBO C/ly4aeB NepBUYHOr0 MHAMUUMPOBAHUSA Npomncxoamt 6ecCMMnTOMHO U
nnwb B 10-25% cnydaeB CONpOBOXAAKTCS KPaTKOBPEMEHHbIMU KIIMHUYECKMMM cuMnToMamm [2, 3].
PeakTMBaums Bupyca M3 NATEHTHOrO COCTOSIHUA MPUBOAMT K BbICBOBOXAEHUIO BUpyca C
NOBEPXHOCTU KOXW MW CAN3NCTbIX 060104eK.

Bua nopaxeHuih U ectectBeHHas wuctopus 3aboneBaHMi, BbI3BAHHbIX ABYMS TuUNaMum
BMpyca o4eHb nNoxoxu. OpgHako HSV 2 nouTu Bcerga accoummpyeTcss C reHuTasbHbIM
3aboneBaHmneM, Torga kak HSV 1 accoumumpyeTrcsas Kak C pOTOr/IOTOYHbIM, TaK M C MOJSIOBbIM
3aboneBaHmneM. NHorga nopaxatTtcs rnasa. CekcyanbHas nepegada Bl yawe Bcero Bbi3blBaeT
rnopaxeHue CAN3UCTON FeHUTanInin, KOXW reHuTanui u nepureHutanbHonm obnactn. Bupyc w3
reHMTanbHbIX CEKPEeTOB MOXeT Takxe WHduumpoBaTb JApyrue obnactu, BkA4asa rnasa,
POTOrNOTKY N CNU3UCTYIO NPSMOM KULWKK [2].

B cnny Tponunama BIIN MOryT Tak>Ke BbI3blBaTb NOPAXeHUe LeHTpasibHOM HEPBHOW CUCTEMBI
B BuAe 3HuUedanmTa, KOTOpbI MOXET UMETb TAXesble NOCNEACTBUA AN XU3HU NaLMeHTa.

HeoHaTanbHbIN repnec — euwe 0AHO cepbe3Hoe cneacTteue BMIM-uHdekumn. Mo pasHbiM
oueHkaMm, oauH MnageHel Ha 3000-20000 >xuBopoxaeHuh 6yper WMHOUUMPOBAH BUPYCOM
npocrtoro repneca. M HSV 1 n HSV 2 mMoryT BbI3biBaTb HEOHaTa/bHOe 3abonesaHue [4,5].

NMpumeHeHne Habopa peareHToB Ans BbiaeneHns [AHK Bupyca npoctoro repneca
yenoseka 1, 2 tmnos (HSV 1, 2) MmeToAOM nonvMepasHoi uenHon peakumun (BMM-red) nossonser
CBOEBpPEMEHHO BbISiBUTb BO36yauTens m HasHa4yuTb JiedeHne, B TOM YnCie U C UCMOJIb30BaHMEM
cneunduryeckmnx NpoTMBOBUMPYCHbIX NpenapaTtoB. Habop peareHTOB MOXeT MCMOJ/b30BaTbCs A4S
KOHTPO/IS YCMELWHOCTN NedyeHns nyTeM MOBTOPHbIX uccnegoBaHmi. OTpuuaTenbHblil pe3ynbTaT
nccrefoBaHUs MO3BOMSET UCKAUUTb MHQEKLUMIO, Bbi3BaHHYHD BMpycaMm NpoCTOro repneca

yenoseka 1 n 2 TMNOB Npu nNpoBeaeHuUn gnddepeHunanbHON AMarHocTnkmn 3abonesaHumn.
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HamMeHoBaHWe Habopa peareHToB: Habop peareHToB Ans BbisBneHns OHK
BMpYyCa NpoOCTOro repneca 4yenoseka 1, 2 tunos (HSV 1, 2) MeToAOM NOAMMEpPA3HON LEMHOMN

peakuun (BMI-reH), nanee no tekcry — Habop peareHToB.

1.2 Ha3HaueHue: Habop peareHTOB npeaHasHayeH ans BbigBneHus AHK Bupyca npocrtoro
repneca 4denoseka 1, 2 tunos (HSV 1, 2) metogom MNLP B 6Monornyeckom matepuane 4yenoBseka:

cockobbl 3nMUTeNnanbHbIX KNeTok (M3 yporeHWTasibHOrO TpaKkTa, MPSIMON KULIKW, POTOr/IOTKM,

KOHBIOHKTUBbI na3a, KO)KM), CEKPET NpoCTaThl, 34KYyNAT, MO4Ya, KpOBb, JINKBOP.

1.3 OYHKLUMOHANbHOE Ha3HavYeHne: AnarHocTumka in vitro.
1.4 lMokasaHna K NpoBeAeHU0 nccneaoBaHus:
. CUMMOTOMbI  MH(EKUMOHHO-BOCNANUTEeNbHOro 3aboneBaHMs  MOYENoONOBOro  TpakKTa,

pPOTOrNOTKU, rNas, LeHTpanbHOMW HEPBHOM CUCTEMBI;
. CUMNTOMbI BHYTPUYTPOBHOM MHpEKUNM Yy Nnoaa BO BpeMs HepeMeHHOCTH;
. KOHTPO/Ib fleYeHUs UHPEKUNM, BbI3BAHHOW BUpycaMu reprneca 1 n 2 TMMNOB.

npOTVIBOI'IOKaBaHVIﬁ K MPUMEHEHUIO HET.

1.5 MonynsauMoHHble M AeMorpaduyeckne acnekTbl: MNpUMeHeHue Habopa peareHToB

HE 3aBUCUT OT NONYNAUNOHHBIX U ﬂ,eMOFpaCbM‘-IeCKMX aCneKToB.

1.6 O6bnactb NMPpUMEHEHNA ! Ha60p pe€areHToB MOXET 6bITb MCNOMb30BaH B KJIMHUKO-

ANAarHoCTU4eCKnx na6opaTopV|$|x MEeANLUMNHCKUX yqpe>|<p,eHM17|.

1.7 MoTeHUWanbHble NOSb30BATENN: KBANMPUUNPOBAHHbLIA NepcoHan, oby4yeHHbI MeTodaM
MOJIEKYNSPHOM AMArHOCTMKM U NpaBmnaM paboTbl B KIIMHUKO-AMArHOCTUYECKor nabopatopum: Bpad
KJIMHMKO-AMarHoctuyeckon nabopartopun, denbawep-nabopaHt (MeanumMHCKMn  nabopaTopHbIn

TEXHUK).

1.8 MpnuMeHsaTb Habop peareHTOB CTPOro MO Ha3HAYEHUIO COrTacHO AAHHOWM WMHCTPYKLUMK NO

NPUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

’ AHK-TEXHONOruA

R1-P201-S3/9, cbacoBka S, cTpmnbl

N Konunuectso HoMUHanbHbIM
HanmeHoBaHMe KOMMNOHEHTa BHewHun Bna N
npobupok 06bEM KOMMOHeHTa
Mpo3payHas 6ecuBeTHas wuam
CMmecb ana aMmnnmdukaumnm, po3p 4 12 cTtpunos
po30Bas XWAKOCTb Noja no 20 mkn
3arne4dyaTaHHas napaguHoM rno 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
PacteBop Tag-nonnmepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 Npobupku rno 500 mkn
Mpo3pauHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXxnTenbHbl
. 1 MNMpo3payHasg 6ecuseTHasn XnAKocTb | 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew
KpbIWKK Ana cTpunos 12 wr.

R1-P201-23/9, cbacoBka S, npobupku

HanmeHoBaHMe KOMMNOHEHTa

BHewHun Bua

Konnyectso
npo6upok

HoMuHanbHbIN
06BbEM KOMMOHEHTA

Cmecb Ansa amnandukaumm,

Mpo3payHasa 6ecuBeTHas unu

KOHTPO/bHbIN 06pazew!

po30Bas XNAKOCTb Noja 96 npobupok no 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
PactBop Tag-nonunmepassl Mpo3payHas 6ecuBeTHasn XUAKOCTb | 2 Npobupku no 500 mkn
Mpo3payHasg 6ecuBeTHasa BA3Kas
MunHepanbHoe Macno po3p 4 2 npobupkmn rno 1,0 mn
MacCnsaHUCTasA XUAKOCTb
MonoxunTenbHbI
Mpo3pauHas 6ecuBeTHas XnakocTb | 1 npobupka 130 MKn

R1-P201-UA/9, dpacoBka U

KOHTPO/bHbIN 06pazeu!

. Konuuyectso HoMUHanbHbIM
HanmeHoBaHMe KOMMoHeHTa BHewHun Bug N
npobumpok 06bEM KOMMNOHEHTa
Mpo3pauHasa 6ecuBeTHas wunu
Cmecb ana amnavdurkaunm posp 4 1 npobupka 600 mMkn
po30Bas XUAKOCTb
Mpo3pauHasa 6ecuBeTHas BA3Kas
MonumMepasa TexHoTag MAX posp 4 1 npobupka 30 Mkn
XNAKOCTb
NuP-6ydep Mpo3payHas 6ecuBeTHasn xnakoctb | 1 npobupka 600 Mkn
MonoXuTenbHbIN
Mpo3payHasa 6ecuBeTHas XnAKoCTb | 1 npobupka 130 mkn

Bce KOMMNOHEHTHI

Habopa peareHToOB TrOTOBbl K

AONOHUTENBLHOW NOAroTOBKU K paboTe.

KOoMNAeKTHOCTb:

NMPUMEHEHNID U

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

- MHCTpYKUNS NO NPUMEHEHMUIO — 1 3K3.

- Bknagbiw - 1 5K3.

- MacnopTt — 1 3K3.

He TpebytoT

1 - Ha 3TMKeTKe KOMMOHEHTA Ana Bcex d)aCOBOK «MonoXnTenbHbIN KOHTpOJ'IbeIVI 06pa3eu>> YKa3blBa€TCA

Kak «K+»



BMNr-red | UHCTPYKLUMSA NO NPUMEHEHUI0 | 446-5 ot 20 beBpana 2025 roaa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

2.2 KonnuectBo aHanmn3npyemMbix o6pa3Los

Habop peareHToB B (pacoBke S paccumTaH Ha npoBeaeHne 96 onpeaeneHuit (He 6onee
24 NoCTaHOBOK), BK/OYas aHanuM3 HeW3BeCTHbIX 06pa3uoB, OTPULATENbHbIX KOHTPOJSIbHbIX
06pasuLoB N NONOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LoB.

Habop peareHToB B (pacoBke U paccunTaH Ha npoBeaeHme 96 onpeaeneHnii npu ycrioBumn
NOCTaHOBKM He MeHee 5 o06pas3uoB B OAHOM uMccnedoBaHuMM (3 HEM3BECTHbIX obpasua,

oTpUUaTENbHbIN U MONOXNTENbHbIN KOHTPOsbHbIE 06pa3ubl).

2.3 MpuHUMN MeTona

Metoa: MonumepasHasa uenHas peakumsa (MUP) c petekumen pesynbTaToOB B pexumme
peanbHOro BpeMeHU, KayeCTBeHHbI aHanms.

MpuMHUMN MeToAa OCHOBAH Ha MCNoONAb30OBaHMM npouecca amnaundbukaumm LOHK c¢
MOMOLLbIO MonmMmepasHon uenHon peakumm (MUP). Mpouecc amnaudukaumm 3akoyaeTcs
B CEpMM MOBTOPSAIOLWNXCA UWMKNOB TemnepaTtypHoOW geHatypaumn [OHK, oTxura nparnmepos
C KOMMNNIEMEHTapHbIMKW NOC/eA0BaTeIbHOCTAMM U MOCAeAyowWen AOCTPONKN NONHYKNEOTUAHbIX
uenen ¢ aTux npariMmepos Tag-noamMMmepason.

Ons noBbIWEHUS YYBCTBUTESIBHOCTU U CreuyudUUHOCTM peakuum npeaycMoTpeHOo
NpUMEHEeHNe <«ropsdero» crapta, KOTOpbii obecneumBaeTca A8 ¢HacoBKM S MeTOAUKOM
NPUroTOB/IEHNS PEeaKLMOHHOM CMEeCK, COCTOSLLEN M3 ABYX C/I0EB, pasAenéHHbIX NMpOCNONKON 13
napaduHa. CMelwweHne CNoée M npesBpalleHMe MX B peakUMOHHYH CMeCb MPOMCXOAMT TONbKO
nocne nnasneHMs napaduHa, 4YTO WCKKYAET Hecneuuduyecknini OTXUr nparMepoB Ha
OHK-MuweHn npu HadanbHOM nporpese npobupkun. «lFopaunii» ctapt ans  dacoBkm U
obecneunBaeTCs NUCMOIb30BAHMEM MOSMMEpPasbl, aKTUBHOCTb KOTOpPOI 610KMpoBaHa aHTUTeNnamu,
aKTMBaumnsa depMeHTa NPOMCXOAUT TOJIbKO MOC/ne npeaBapuTenbHOro nporpesa peakuMOHHOM
cMecn npu 94 °C. D10 mnckn4aeT Hecneunduyeckmii omXur nparMepos Ha JHK-muweHn npu
Ha4yanbHOM nNporpese Npobupku.

B peakuuoHHyt cMecb ans amnamdukaumm seegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
coaepxut dnyopecueHTHYO MeTKy W racutenbs dnyopecueHumn. Tpu  obpasoBaHum
cneunduyeckoro npoaykrta AHK-30H4 pa3pyliaeTtcsi, oencTBMe racutens Ha (payopeCcUeHTHYIO
METKY npekpawaeTcs, 4YTo BeAéT K BO3pacTaHW YpoBHSA dayopecueHUnn, KOTOpbIi
dukcupyetrca  getektupyowmm  amnandukatopoM. KonmyectBo  paspyLlleHHbIX  30HAOB
(a, cnepoBaTenbHO, M ypoBeHb iyopecueHUnmn) yBenmunsaeTcs NnponopUumMoHanbHO KOMYECTBY
obpasoBaBWMXCA cneumpuyecknx amrnjmKoHoB. YpoBeHb dyopecueHUumMn Kn3MepsieTcss Ha
KaXKAOM UMKie aMnandukaumm B pexuMe peanbHOro BpeMeHu.

B coctaB cmecn ana amnnudukaumm BKIKOYEH BHYTPEHHMN KOHTponb (BK), koTOpbIn
npeAHasHa4vyeH Ans KOHTPONS NPOXOXAEHUS NOSIMMEPA3HON LEnHON peakumu.

B coctaB [AHK-30HAOB, MCNONb3yWLWMXCA ANS AETEKUMM NpOAyKTa amnamdukaumm
nckomon AHK, BknoueHa pnyopecueHTHas metka Fam. B coctas IHK-30HA0B, NCNOMb3YHOWNXCS
ONs AeTeKUunn npoaykta amMnandukaumm BHYTPEHHEro KOHTPOSs, BXOAMT (yopecLeHTHbIN

KpacuTtesnb Hex. B Tabnnue 1 npuBeAEHbl KaHallbl AETEKLUNN NMPOAYKTOB aMI'IJ'IVICbMKaLI,VIM.
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Tabnuua 1 - KaHanbl getekumy npoayKToB amMnandukaumm

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

HSV 1, 2 BK - - -

NccnegoBaHme coctomT n3 cneaylowmnx atanos: BolgeneHne AHK (npobonogrortoBka) m
NuP-amnandukaums AHK ¢ petekumen pe3yabTaTOB B pPEXMME peasibHOro BPEMEHU C

ncnosb3oBaHmeM Habopa peareHTos BIMI-MEH.

3 AHAJIMTNYECKUNE U ANATHOCTUYECKUE XAPAKTEPUCTUKHA

3.1 AHanuTu4yeckas cneunduyHoCTb

B o6pasuax 6uonormyeckoro MaTepuana denoeka, cogepxawmx OHK HSV 1, 2,
nporpamMMHoe obecrneyeHne [eTekTUpyoWero amnandukaTopa ALO/HKHO pPerncTpmpoBaTb
NONOXUTENbHbIN pe3ynbTaT amnnudukaumm cneunduyeckoro npoaykta (dpparmeHta [AHK
HSV 1, 2) no kaHany getekunn Fam/Green.

B ob6pasuax 6uonormyeckoro m™aTtepumana, He cogepxawmx [AHK HSV 1, 2,
AetekTupylowmin - aMnamdukKaTtop  AOMKEH  perncrpupoBaTb  OTpuuUATeNbHbIA  pesynbTar
amnnaudunkaummn cneundunyeckoro npoaykra (dbparmeHta reHoma HSV 1, 2) no kaHany AeTekumu
Fam/Green n nMONOXWTENbHbIA pe3ynbTaT aMnanduKaumn BHYTPEHHEro KOHTPOAS MO KaHany
petekumn Hex/Yellow/Vic.

MokasaHo OTCYyTCTBME Hecneumdmnuecknx noaoXnTenbHbiX pe3ysbTaToB aMnandukaumm
npu Hannumm B obpasue OHK Chlamydia trachomatis, Cytomegalovirus, Human herpesvirus 6,
Human herpesvirus 8, Epstein-Barr virus, Varicella zoster virus, HPV 6, HPV 11, a Ttakxe OHK

yenoBeka B KOHUeHTpauun ao 1,0x108 konuit/mn obpasua.

3.2 NHTepdepunpyoLline BeLLLECTBA

Hanunune wHrubutopos [MLUP B o06pa3ue 6uonornyeckoro MaTtepuana MoOXeT 6biTb
MPUYMHON  COMHUTENbHLIX (HeomnpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaTtoB. [IpuM3HaKoM
nHrnébmposanmsa TLUP gBnserca oAHOBpeMeHHOe OTCYyTCTBME aMnandukaunum BHYTPEHHEero
KOHTpoONSa 1 cneundunyeckoro npogykrta (cm. 2.3, 9.3, 9.4).

K nHrmbmntopam MLUP oTHOCATCHA cneayrowme Bewecrsa: NpucyTcTeme B obpasue ciunsny,
npumecer KpoBu; nybpunKaHTbl, TasibK, MECTHbIE NNIeKapCTBEHHbIe npenapaThbl.

0na cHuxeHusa konnyectBa nHrnbutopos MNUP Heob6xoanmo cobntogaTe npaBuia B3ATUS
6uonornyeckoro mMatepmana. lNMpu nNogo3peHMn Ha Hanmuue B obpasue 60sbWIOro KonmM4yecTsa
nHrnéutopos TLP pekomeHayeTca BblibMpaTb MeToabl BblgeneHns [OHK, nossonsawowme
MaKCMManbHO yAanuTb WHrnbutopbl [MUP u3 obpa3ua, He pekoMeHAyeTCs WCNonb30BaTb

aKcnpecc-MeToabl BbliaeneHunsa AHK.
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3.3

Mpenen obHapyxeHus:

5 konun AHK HSV 1, 2 Ha aMnNanduKauMoHHYO Npobupky.

Mpepen

obHapyxeHus

YyCTaQHOB/EH

daHaln3a

CepUmnHbIX

’ AHK-TEXHONOrusa

pasBeneHumn

nabopaTopHoro KoHTposibHoro obpasua (JIKO). Ons kaxaon KoHueHTpauunm 6bl10 npoBefeHo

94 onpepeneHuns.

KoHueHTpauusa JIKO, Konnuecrso %
- KonuuectBo
KONMUM HA aMNAIN(PUKALNOHHYIO MOJI0XXUTEJSIbHbIX MOJI0OXXUTEJIbHbIX
noBTOPOB
npo6upky pe3yJ/ibTaToB pe3ynbTaTtoB

10 94 94 100
5 94 93 98,9
2 94 72 76,6
1 94 51 54,3
0 94 0 0,0

MpumeuaHune - lNpeapen obHapyxeHns OHK HSV 1, 2 B o6pa3ue 3aBUCUT OT MeToda NpobonoaroTOBKU

obpasua 1 KoHeyHoro o6béma BbigeneHHon AHK (o6béma anounn).

Mpumep:

Mpeaen obHapyxeHusa 5 konuii Ha aMNAINUKAUNOHHYO NMPobupKy COOTBETCTBYET C/AeAyHLNUM

3Ha4YeHUsaAM KoHueHTpauumm AHK HSV 1, 2 npum wncnonb3oBaHunm HabopoB/KOMNIEKTOB AN

BblAeNeHNa HyKenHoBbIX KncnoT npoussoactea 000 «HK-TexHonorusa TC»:

HaGOpr/KOMnneKTbI ANnsa Bbie/IeHNA HYKJIEMHOBbIX KUC/OT

5 NMPOBA-MY-
O6pazey PANMAY NPOBA-
MPOBA-HK MPOBA-TC T ST PANUA
B 300 Mkn)
- Cockob snutenuanbHbIX
knetok B 500 MKkn
TPaHCMNOPTHOW cpeabl?;
- 2akynat B 500 Mkn
TPAHCMOPTHOW cpeabl; 50 300 500
- CekpeT npocTaTbl konuin/obpaseu | konwui/obpasey | konuin/obpasel Konuin/obpaseL
B 500 MKN TpaHCNOpPTHOM
cpeabl;
- Mouva (npu BbiaeneHum
n3 1,0 mn obpasua)

3.4

AnarHoctmyeckne xapakTepucTukm

Konunyectso obpasuos (n) — 470;

JnarHocTtmyeckas 4yBCTBUTENbHOCTb cocTasnseT (95% [AN): 98,8% (95,0-99,9%);

JnarHocTtmyeckas cneumduyHocTb coctasnseT (95% AN): 99,7% (98,9-100%).

1 — TONbKO ANsi COCKOB0B 3NUTENMANbHBIX KIETOK
2 — B KayecTBe TPAHCMOPTHOW cpeabl WCMonb3oBanack TpaHCnopTHas cpeaa Ans 6uonpo6 CTOP-O,

000 «OHK-TexHonorusa TC», Poccusa, PY N P3H 2020/9640
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LP-nabopatopuu, obopynoBaHue u MaTepuanbl LOSKHbI
cooTBeTcTBOBaTh TpeboBaHmsaM MOCT P MCO 15190-2023, meToanyeckmx ykasaHmm My 1.3.2569-09
«OpraHunsauuns paboTbl nabopaTtopuii, UCNOAbL3YKOLWNX MeToAbl aMmnaMduKaunmm HYKIEMHOBbIX
Knucnot, npu paboTte ¢ MatepmanoM, cogepXxxawmM MMKpoopraHnsmbel I-IV rpynn natoreHHoOCTU»,
c cobnopgeHnem CaHUTapHbIX npasun % HOpM CaHnlluH 3.3686-21 «CaHuTapHo-
annageMmnonornyeckne TpebosaHusa no npodunakTuke MHMEKUNOHHbIX bonesHen».

HenseecTHble o06pa3ubl paccMaTpuBalTCS Kak MNoTeHuManbHO-onacHblie. Mpu paboTe
c HabopoM peareHTOB cneayeT HageBaTb OAHOPA30Bble NepyaTkm 6e3 Tanbka.

Mpu paboTte ¢ MukpoopraHuamamm I-IV rpynn naTtoreHHoCcTu BbIGOp TUNa 3aWMUTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYA/bHOW 3awuTbl) MPOBOAUTCS B CTPOroM
COOTBETCTBUW C CaHMTaApHbIMU NpaBunamMu n Hopmamm CaHluH 3.3686-21 n onpenenaeTcss BUAOM
B0o36yauTens, pabouei 30HOM, ocHaweHMeM ee 6okcamu buonornyeckom 6e3onacHoOCTL.

CnepyeT UCnNonb30BaTh TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPOo6bUpKM.

He ponyckaeTcs WCNOMb30BaHWE OAHMX W TeX Xe HaKoHeuyHuKoB npu obpaboTke
pa3nnyHbix o6pa3uos bnonormyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB [OMycCKaeTca nepcoHan, obydeHHbIn MeToAaMm
MOJIEKYIAPHOMA ANArHOCTUKM M npaBuiamM paboTbl B KIIMHUKO-AMArHOCTMYECKON nabopaTopum.

Boiaenenue AHK cneayet nposoanTb B Hokcax 6uonormyeckon 6esonacHocTtum II knacca.
MoaroTtoBky k MLP c ncnonb3osaHnem Habopa peareHToB BO3MOXHO nposoanTb B MLP-6okcax.

3anpewaeTca nepemelleHne nabopaTopHoro obopyaoBaHUsa, B TOM 4Yucne A03aTopos,
WTaTMBOB, J1labopaTOPHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoB M nNp., a TakXe pacTBOPOB
peareHToB 13 OAHOro NMoMeLleHns B Apyroe.

[lozaTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeAUTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoOBaHbl.

Ncnonb3oBaHHble OAHOPA30Bble MPUHAANEXHOCTM (MPO6UMPKM, HAKOHEYHUKM U Ap.)
OOMKHbI  cbpacbiBaTbCA B KOHTEWHep AN MeAUMUMHCKMX  OTX04O0B,  coAaepXkalimi
AesnHdunumpyrowmnn pacteop (Npn HeobxoanmocTn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe MOMeLleHNs, B KOTOPbIX MPOBOANTCS BblAesIeHne
HK n noctaHoeka [MUP, cneayer obsizatenbHo, 40 M nocne nposeaeHus paboTt, obnayyatb C
NOMOLLbIO BaKTepULUMAHBLIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTaTtuebl, obopyaoBaHne n gp.)
eXXegHeBHO MoABepratoT BaxHon ybopke C MpUMEHEHMEM Ae3nHPUUUPYOWMX/MOKLWMX

CpeAacTB, pernaMeHTUpOBaHHbIX CaHUTapHbIMW NpaBuiamMu u Hopmamm CanluH 3.3686-21.

BHMUMAHME! YTunmnsumposatb 0TX0AbI C NpoaykTamu MNLP HeobxoammMo ToNbKO B 3aKpbITOM BUAE.
He ponyckaeTcs OTKpbiBaTb NpobMpKK nocne amniamdukaumm, Tak Kak 3TO MOXeT NpUMBeCTU K

KOHTaMuHaumun npoayktamum MUP (MY 1.3.2569-09).
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Mpn uncnonb3oBaHnMM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckom nabopaTtopumu
obpasylTcs oTX0oAbl Kfhacca B, KOTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbIX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-anuaeMuonormyeckme
TpeboBaHMS K coaepXaHWUIO TEPPUTOPUIN TOPOACKNX U CENbCKUX NOCENEHUN, K BOAHbIM 06beKkTaM,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMocdepHOMy BO34yXY, MO4YBaM, XMWUJbIM
noMeLleHNsaM, 3KCnyaTaunum nNpousBOACTBEHHbIX, 06WECTBEHHbIX MOMELLEHUA, OpraHnu3aunum u

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hanuuue/otcyrcrBue

KoMmnoHeHT Habopa
peareHToB

OMAaCHOro KOMIMOHEHTa

dacoska S

®dacoska U

YKasaHue Ha pUCKM

Cmecb Ansa amnandukaumm,

HeT onacHbIX

3anevyaTaHHas napaguHOM BELLECTB
HeT onacHbIx
PacTteBop Tag-nonnmMepassbl - -
BELLECTB
HeT onacHbIx
MunHepanbHoe Macno - -
BeLlecTs

HeT onacHbIX
CMecb ana amnnudumkaumm - -

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

He knaccudmumpyetcs
KaK onacHbIi ANs 340pOBbS
yenoBeKa U oKpyxXatoLlel cpeabl

MonoxuTtenbHbI
KOHTPO/bHbIN 06pasel

A3up HaTpus
MmeHee 0,1%

A3up HaTpusa
MmeHee 0,1%

MNpu paboTe c HabopoM peareHToOB CleAyeT MCMoJ/Ib30BaTb CPEACTBA MHAVUBUAYANbHOM
3aluMTbl 4718 NpeaoTBpalleHUss KOHTaKTa C OpraHu3MoM 4yenoBeka. [locnie oKoH4YaHus paboThbl
TWATeNbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXeW, rnasamMmm U CiM3anctbiMn 060/104KaMu.

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

He ncnonbsoBatb Habop peareHToB:

- NpW HapyLLIEHWUM YCNOBUIA TPAHCNOPTUPOBAHUSA U XPAHEHUS;

- Nnpy“ HECOOTBETCTBMM BHELUHErO BMAA PEAreHTOB, YKas3aHHOro B Macrnoprte K Habopy
peareHToB;

- Npwu HapyLIEHUN BHYTPEHHEN YyNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo UCTEYEHUNIO CpOKa roAgHOCTM Habopa peareHToB.

MpumeyaHue - Habop peareHTOB He COAEPXXUT MaTepuanoB 6GMOIOMMYECKOro MPOUCXOXAEHMS,
BELLECTB B KOHLEHTpauusax, 061aaaloWmnx KaHUeporeHHbIM, MyTareHHbIM AENCTBUEM, a TaKXE BAMSAIOLLINX
Ha penpoayKTUBHYO GYHKUMIO 4denoBeka. lNpu MCNofb30BaHUW MO Ha3HAYeHUO U COBMAEHUN 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,
AO3MpOBaHue
aBToMaTu-

dacoBka S

O6opyaoBaHMue, peareHTbl U pacxoaHble MaTepuanbl
cTpunbl! | Npo6upkK | pyyHoe

3MpOBaHHOE
MLUP-60kc na aa aa na
aMnnndukaTop C AeTeKUNEN B peXMME peaslbHOro BpeMeHu? aa na na nas3
MWKPOLEHTPUdYyra-BopTekc na aa aa Aa
OoTOp ANS MUK HTpUdYrn-BopTek NS CTPMNOBaHHbIX

poTop A POLEHTP dy OPTEKCa Ans cTpunosa na HeT HeT HeT
npobmpok 06bEMomM 0,2 Mn
XONOAUNBbHMK C MOPO3USIBHOW KaMepow na na na aa
WTaTUB «paboyee MecTo» Ass Npobupok o6bEMoM 0,2 Mn HeT aa aa HeT
wTaTuB «paboyee MeCcTo» Ana CTPUNOBAHHBLIX NPOBUPOK

.. ha HeT HeT HeT
o6bémom 0,2 Mn
wTaTuB «paboyee Mecto» ana npobupok ob6bémom 1,5 mn Aa ha ha aa
A03aTopbl MEXaHNYECKNE NN 2NEKTPOHHbIE NEPEMEHHOIO
06bEMa ofHOKaHaNbHble, MO3BONAIOLMNE OTOMPATbL 06BEM

na na na aa

xunakoctn ot 2,0 go 20 Mk, ot 20 go 200 mMkn,
o1 200 go 1000 mMKkn

OHOpa30Bble HaKOHEYHWKN C PUIbTPOM AN
noslyaBToMaTuyeckmx gosatopos, ceoboaHble oT PHKas un na na na ha
AHKa3, 06bémoM 20 MKN

OAHOpPa30Bble HAKOHEYHMKN ANs NoayaBTOMaTUUYECKNX

po3aTtopos, cBobogHble oT PHKa3 n [HKa3, o6bémom 200 mMkn, na aa aa na
1000 Mkn
WwTaTMB ANS A03aTOpOB Aa ha ha aa
npobmpkn MnKpoueHTpudyxHbie 06bEMOM 1,5 M C KpbILKaMu, a a a a
cBoboaHble oT PHKa3 u 1HKa3 A A A A
npobmpkn aMnandukaumoHHble 06bémMom 0,2 M C KpbIlKaMy, et Het na Het
cBoboaHble ot PHKa3 n HKas
OAHOpa30Bble NepyaTkn MeanumMHCKne, 6e3 Tanbka, na na na 1a
TEKCTYPUPOBaAHHbIE
éMKOCTb Ana cbpoca MCnosib30BaHHbIX HAKOHEYHMKOB,

ha ha ha aa
Npo6MpPOK N APYrnX pacxoAHblX MaTepuanos
YctpoincTteo aosupytowee ATCTpuM
no TY 9443-005-96301278-2012 B BapmaHTe UCNOAHEHUS

HeT HeT HeT aa
12M1 nnm 15M1, OO0 «HMNO AHK-TexHonorua», Poccus,
PY N° P3H 2015/2982, nanee no tekcty - ATcTpum
OAHOpPa30Bble HAKOHEYHUKN C PUNbTPOM AN AO3MPYIOLLEro
ycTporictBa ATcTpuM B KoMnnekTaumn *M1, ceoboaHble

N HeT HeT HeT na

ot PHKa3 n 1HKa3, o6bémoM 200 MK/ MM peKOMEHAOBaHHbIE
AN @aHANOrMYHOro NCNoJsib3yeMoro A03UpyLWero yCTponucTea
YCTpOMCTBO ANS 3anedaTbiBaHMA nnaHweTos ATnak, HeT HeT HeT fa
000 «HMNO OHK-TexHonornsa», Poccus
ueHTpudyra c RCF (g) He Huxe 100, c agantepoMm ans et et et na
MUKpOMJaHLWeToB
nosMMepHas TepMmonnéHka Ans 3anedyatbiBaHUs

HeT HeT HeT aa
MUKPOMaHLWETOB
MukponnaHwert MNUP 384 nyHku HeT HeT HeT na

dusunonornyecknii pactesop (0,9% NaCl) ctepunbHbIli (Npy HEO6X0AMMOCTH)

TpaHcnopTHasa cpeaa (Npy HeobxoaMMOCTHN), PEKOMEHAYHOTCS:

- TpaHcnopTHas cpega ans 6uonpob CTOP-O® no TY 21.20.23-101-46482062-2019,
000 «OHK-TexHonorusa TC», Poccusa, PY N2 P3H 2020/9640;

- TpaHcnopTHasa cpega ans 6uonpob ¢ mykonutukom (CTOP-M) no TY 21.20.23-102-46482062-2019,
000 «HK-TexHonorus TC», Poccusi, PY N2 P3H 2019/9453 (ana cockoboB anuTennasnbHbIX KNETOK
N3 YpOreHuMTasbHOro Tpakra)
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®dacoBka U,

AO3MpoBaHue

aBTOMaTuU-

3poOBaHHOE

Habop/KOMMNNEKT peareHTOB Ans BblaeneHms HK s 6uonornyeckoro matepuranat, peKoMeHAYHTCS:

- KoMnnekT peareHToB ANs BblAeNeHUs HyKnenHoBbix kncioTt NMPOBA-HK/MPOBA-HK-M1HOC
no TY 9398-035-46482062-2009 B ¢popme komnnekTaummn: komnnekT NMPOBA-HK,
000 «AHK-TexHonorua TC», Poccusa, PY N2 ®CP 2010/08867;

— KomnnekT peareHToB ans sbiaenenHns AHK no TY 9398-037-46482062-2009 B ¢hbopMe KOMMNEKTAUMN:
MPOBA-TC, OO0 «OHK-TexHonorus TC», Poccusi, PY N2 ®CP 2010/08696;

- Habop peareHToB ANS BblAeEHUA HYKNEeMHOBbIX kucnoT NMPOBA-MY no TY 9398-088-46482062-2016
B bopme komnaekTauum MPOBA-MY-PAMNA, OO0 «AHK-TexHonorus TC», Poccus,
PY N2 P3H 2017/5753;

- KoMnnekT peareHToB ans BblgeneHunsa HK MPOBA-PAMWA no TY 9398-015-46482062-2008,
000 «AHK-TexHonormsa TC», Poccus, PY N2 ®CP 2008/02939

NMpuMeuaHuna Kk Tabnuue:

1 — He ncnonb3yeTcs Ana AeTekTupyolero amnandukaTopa Rotor-Gene Q

2 — panee no TeKCTy — AeTEKTUPYIoLWMiA amnamdukaTop; TpebyeMble NapaMeTpbl AETEKTUPYOLLUNX
aMnandunKaTopoB yKasaHbl HUXE

3 — BannAMpoBaH AeTEKTUPYOLWMIA amnaMdukaTop «ATnpaimM» (Moamdukauma OTnpaims *X*),
000 «HMNO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229

4 — BO3MOXHOCTb UCMO/Ib30BaHUA Habopa/KoMMNeKTa peareHToB ans Bbliagenenms AHK HSV 1, 2
onpenenseTca Buaom buonorndeckoro matepuana (7.1). Ans sbigenennsa AHK HSV 1, 2 13 kposu
AornyckaeTcs ncrnosib3oBaHue Ntobbix HA6OpoB peareHTOB, 3apernMCTpUpPOBaHHbIX B KayecTse
MEeANLMHCKOrO U34enus U peKkoMeHaoBaHHbIX NponsBoauTenamm ansa sbiaeneHna JHK us
COOTBeTCTBYOWeEro smga bnomatepumana

dacoBka S
O6opynoBaHue, peareHTbl U pacxogHble MaTepuabl

cTpunbl! | Npobupku | pyyHoe

Habop peareHTOB NpMMeHSIETCA C AETEKTUPYIOWMMN aMnanduKaTopamMm MaaHWETHOro M
pPOTOPHOrO TWNa C CUCTEMOM JAeTeKkuumn (IyopecueHTHOro CuUrHana B pexXuMe peanbHoro
BPEMEHW, 3aperuMcTpupoBaHHbIMW B YCTAHOBMIEHHOM nopsake B P® u COOTBETCTBYHOLMMMU
cneaytowmm TpeboBaHUAM:

- obecneunBaetcsa pabota c 06HLEMOM peakLMOHHOM cMmecn 35 Mkn (dacoska S) mnm 18 Mkn
(cpacoska U);

- obecneuunBaeTtcs pabota c pnyopodopamu: Fam, Hex (Vic);

- rnogorpeBaeMasl Kpbilwka c TemnepaTtypoin 6onee 100 °C;

- CKOpPOCTb Harpesa He MeHee 2 °C/c;

- CKOPOCTb OxnaxaeHus He MmeHee 1 °C/c;

- TOYHOCTb NoOAAEPXAHUA N OAHOPOAHOCTb TeMmnepaTypbl He 6onee = 0,4 °C.

Ona pabotbl ¢ HabopoM peareHTOB BaWAUPOBaHbl Cheayllue AeTeKkTupylowme
amnnmdukaTopsl:

- AMNAndukaTop AeTekTupyowmn «ATnparim» no TY 9443-004-96301278-2010 (MoamdmkaLums
«ATnpanm *M*»), 000 «HMNO AHK-TexHonorusa», Poccms, PY N2 ®CP 2011/10229, panee no
TekcTy — «OTnpanm»;

- AMnnndukaTop getektupytowmin «dTnpanm» no TY 9443-004-96301278-2010 (Mogmndurkaumns
«OTnpanm *X*») 000 «HMO OHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHToB B dacoBke U aAns aBTOMaTU3MPOBAHHOIO A0O3MPOBaHUSA), Aasiee no TeKCTy -
«OTnpam» B Mmogndukaumm «ATnpamm *X*»;

- AMnnndukaTop getektupyrowmnin «ATnant» no TY 9443-003-96301278-2010 (moandmkaums
«OTnant *S*»), 000 «HNO OHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10228 (Tonbko ans
Habopa peareHToB B (pacoBke S; B ¢dacoBke U ans pyyHoOro o3MpoBaHuUs), Aasee no TeKCTy —

«ATnant»;
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- Mpnbop Ans NpoBeAeHUs NOMMMEPAa3HOWM LEMHOM peakunn B pexuMe peasnibHOro BpeEMeHMU
Rotor-Gene Q, QIAGEN GmbH, NepmaHus, PY N2 ®C3 2010/07595 (Tonbko ana Habopa peareHToB
B hbacoBke S, Nnpobupkun; B hacoske U ans pyyHoro Ao3MpoBaHus), aanee no tekcry — Rotor-Gene Q;
- TepMounknep aAns amnandukaumMm HyknemHosbix kucioT 1000 ¢ MoayneM peakuWOHHbIM
ontuyeckmm CFX96 (Optical Reaction Module CFX96), buo-Pag JlabopaTtopues, WHk; CLUA,
PY N2 ®C3 2008/03399, nanee no tekcty — CFX96;
- AMNandukatop  HykneumHoBbiX  kucnot  Applied Biosystems  QuantStudio5 ¢
rmbpunansaumoHHo-dayopecueHTHON aeTekunen npoaykTos MNLP B pexuMe peasbHOro BpeMeHMU,
«Jland TekHonoaxwuc XonauHrc Mre. Jita.», CuHranyp, PY N° P3H 2019/8446, nanee no TekcTy -
Applied Biosystems QuantStudio 5.

Mo BompocaM MpUMeHeHUs AeTEKTUPYHLUX aMManduUKaTopoB, HE yKa3aHHbIX Bbille,

TpebyeTcs cornacoBaHve C NpoM3BoAMTENEM Habopa peareHToB.

6 AHAJTU3NPYEMBIE OBPA3L bl

6.1 MaTepuan gns nccnenoBaHus
Onsa nccnenoBaHmMsa UCNOAb3YHOT COCKOObI aNUTENNanbHbIX KNETOK (U3 ypOreHUTaibHOro
TpakTa, NMpsMON KWULIKW, POTOrI0TKMU, KOHBIOHKTMBbLI rla3a, KoXu), CeKpeT NpocTaThbl, 39Kyn4T,

MOYy, KpOBb, IMKBOP?.

6.2 Obuwme TpeboBaHus

NUccneposanme w™etogom TUP oTtHocuTCca K npsMbiM  MeTogaMm niabopaTopHoro
nccnenosaHus, NosToMy B3ATHME 6MONOrMYeckoro Matepmana yenoseka Heob6xoanMmMo NpoBOAUTb
M3 MecTa nokanmsaumn nHbeKUMOHHOro npouecca. PeweHne o Heob6xoaMMOCTM uUccneaosaTtb Ty
WKW MHYI0 NOKanusauuio NpUHUMAET nedalmini Bpad Ha OCHOBaHWMM CObBpaHHOro aHamHesa U
KIMHUYECKOM KapTuHbl 3abonesaHus.

[Onsa nony4yeHns KOPPEKTHbIX pe3ynbTaTtoB 60nbllioe 3HaYeHNEe UMEET KayeCTBO B3ATUS
obpasua 6uomaTepmana Ana  WUCCNeAOBaHMSA, ero XpaHeHue, TpaHCrnopTUpoBaHWE w
npeaBaputenbHas obpaboTka.

HenpaBunbHoe B3saTne buomatepuana MOXeT NMPUBECTU K MONYYEHUIO HEeAOCTOBEPHbIX
pe3ynbTaToB U, BC/IeACTBME 3TOro, Heo6Xo0ANMMOCTN ero NOBTOPHOrO B3ATUS.

Ha »stane noarotoBkn 6uoMaTepumana MWCNoNb3ymTe OAHOPA30Bble HAKOHEYHUKWU C
dunbTpomM, cBoboaHble oT PHKasz n JHKas.

Onsa npenoTBpalleHMsa KOHTaMMHauMM OTKpbIBAMTE KPbILWKY TOSIbKO TOW Npobupku, B
KoTopyto 6yaetre BHOCUTbL BuonorMyeckuin maTepuan, M 3akpbiBanTe ee nepeq paboTon co
cneaytouwen npobunpkon.

MpunmeuaHune - B3saTne, npeaBapuTenbHytdo 06paboTKky, XpaHeHME W MepeBO3Ky, nepeaavy
nccneayemMoro Matepuana B aApyrune opraHmsaunm oCylwecTBiAT COrnMacCHO UHCTPYKTUBHO-METOANYECKUM

[IOKYMEHTaM, pErnaMeHTUpPYoLWnNM BbINO/IHEHNE WUCCNeA0BaHU B COOTBETCTBUM C  TpeboBaHUAMU
MY 1.3.2569-09 n CaHlnH 3.3686-21.

1 - cnMHHOMO3roBas XNAKOCTb
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6.3 B3daTne matepmana Ha nccnegosaHue

BHUMAHME! T[lepen BblgenenHmem [OHK mMoxeT notpeboBaTbCcs noarotoBka o6pas3uos

6rnonornyeckoro mMaTtepuana.

6.3.1 CockobHoe oTAensieMoe yporeHuTaabHOro TpakTta (LUepBmMKasbHOro KaHana, Bnaraamuwa,
ypeTpbl), NPSIMON KULLKWN, POTOMNOTKN, KOHBIOHKTUBLI INa3sa, KOXun

OrpaHnuyeHune mertogal:

- npn B3ATUM COCKOBOB W3 YpOreHUTasbHOrO TpakKTa - MEeCTHOE MNpUMEHeHne
neKapCcTBeHHbIX npenapaTtoB, Y3W BarMHanbHbIM AATYMKOM, KOAbMOCKOMUS -
MeHee yeM 3a 24 yaca A0 uccienoBaHus (414 B3TUS COCKOHBHOro otaensiemMoro um3
YpPOreHnTasnbHOro TpakTa);

- npu B3ATUW peKTasbHbIX COCKOGOB - WCMNONb30BaHME peKTallbHbIX CBe4yeln,
cnabutenbHbIX MpenapaToB, MeAVMKaMeHTOB, CcoAepXXalMX BbICOKUA MPOLEHT
»Xenesa - MeHee yeM 3a 48 yacoB 40 UccnenoBaHUA.

B3saTne cockoboB npoBoanTCs:

- B OAHOpas3oBble MjacTukoBble npobupkn ob6véMoM 1,5mMn, B KOTOpblE

npeasaputensHo BHeceHo 300-500 mMkn ctepunbHOro hpuU3nMoorMYeckoro pacteopa;

— B nNpobupkM C TPaHCNOPTHOM Cpeaon, npeaHa3HAYeHHOW MNpoOM3BOAUTENEM

ONs TP@HCNOPTUPOBaHMA W XpaHeHust obpasuoB 6uonornyeckoro MaTtepuana Ans

MuUP-nccneposaHui;

— B Npobupku ¢ peaktmeom «MPOBA-PAMNA» (nponssoamTtens OO0 «HMO AHK-TexHonorms»).

MpumeyvaHune - <«MNPOBA-PAMNO» He pekoMeHayeTcs ana BblaenenHns [OHK w3 cockoboB w3
YPOreHMTaNbHOro TpakTa y MyX4uH.

BHUMAHMUE! B3satue wMartepuana B npobupkum ¢ peaktusom «IMPOBA-PANMNA»
OCYLLEeCTBJ/ISETCA CyXuM 30HAOM! HeobxoanMMO MCKNAIOUMTb KOHTAKT pPacTBOPOB C KOXEMH,

rnasamMmu u CInM3ncTbiMnu o06004KaMu.

B3aTne ™martepuana npoBOAUTCS B COOTBETCTBMW C WMHCTPYKUMSMM MO MNPUMEHEHMIO
NCnosb3yeMbiXx HabopoB/KOMMNIEKTOB peareHToB ans sbigeneHna HK (7.1).
6.3.1.1 Ocob6eHHOCTN B3ATUS YpOreHuTasbHbiX COCKO60B
XKeHWMKHblI HakaHyHe o06crefoBaHNS He AO/KHbI MPOBOAMTL TyaneT NoJsIOBbIX OpPraHoB
MU crnpuHueBaHue. [ns nonydeHmss o6bEKTUBHOIO pe3ynbrata Heobxoammo, 4Tobbl
nccneayeMblii MaTepuan coaepxan BO3MOXHO 6onbliee KOANM4YecTBo anmTenmanbHbIX

KJTIETOK 1 MUHUMaJIbHOE KOJINYECTBO C/IN3UN U NMPUMECU KPOBMU.

BHUMAHME! lMepea nonyyeHuem cockoba anutenmanbHbIX KNETOK U3 yPETPbl, C 3a4Hero ceoaa
BNaranuwa u uepBuKasbHOro KaHana csoboaHO cTekawulee otTaensemMoe HeobxoaMMo yaanuTtb
CTEePUSIbHbIM BaTHbIM TaMMOHOM.

Mpn HeobxoamMmocTn B3ATUS 6uomaTepuana U3 HECKoAbkMX 6MOTONOB NOBTOpPUTE

npoLeaypy, Kaxablil pa3 3abupas MaTepuas HOBbIM 30HAOM B HOBYIO NPoBUPKY.

1 - ecnn 3To He MNpoOTUBOPEYUT TpeboBaHWSM K WUCMOMb3yeMblM HabopaM/KOMMJIEKTAM peareHToB ANs
BblaeneHnsa HK
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6.3.1.2

6.3.1.3

6.3.1.4

6.3.1.5

6.3.2

OcobeHHOCTU B3aTUA MaTepuana M3 Bnaraamua

MaTepuan gomxkeH 6bITb B3AT A0 NPOBEAEHNS MaHyanbHOro UccrienoBaHus. 3epkano
rnepen MaHuUNynsumMen MOXHO CMOYUTb ropsiyen BOAOW, NPUMEHEHMe aHTMCENTUKOB
ans obpaboTkmn 3epkana npotmBonokasaHo. Cockob 6epyT ¢ 3aaHeboKOBOro cBoaa
BNaranuwa. Y [AeBo4yeK B3ATME MaTepuana Mpou3BOASAT CO CAM3UCTOM 060104KM
npegaBepus Bnaranuwa, a B OTAEAbHbIX CNy4YasX — M3 3agHero ceBoga Bnaranuuia
yepes rmmeHanbHble KoabLa.

OcobeHHOCTU B34TNA MaTepmana u3 ypeTpbl

MNepen B39TMEM O6uomaTepuana nauMeHTy peKoMeHAyeTCs BO34epXaTbCs OT
Mo4yencnyckaHums B TedeHune 1,5-2 yacos.

HenocpeacreeHHo nepeg B3aTneM 6uomatepmana Heobxoanmo obpabortatb HapyXXHoe
OTBEPCTUE  YPETpbl  TAMMOHOM,  KOTOPbIA  MOXHO  CMOYUTb  CTEPWUSIbHBIM
du13MonornyecknMm pacTtBopom.

Mpn HaNMYMKM FTHOMHBIX BblAENEHUN COCKOD pekoMeHayeTcs 6paTb uepe3 15-20 MUHYT
nocse MoYencrnyckaHus, npu oTCyTCTBMU BblAeNEHNI HEO6X0AMMO MPOBECTM Maccax
YPEeTpbl C MOMOLWbIO 30HAA ANS B3ATMS GuoMaTepuana. B ypeTpy Yy XEeHLWMWH 30HA
BBOAMTCS Ha rnybuHy 1,0-1,5 cM, y getent matepman ans nccnegosaHus 6epyT ToNbKO
C HapY>XHOro OTBEPCTUS YpeTpbl.

OcobeHHOCTU B3ATUS MaTepuana M3 LepBUKaJbHOrO KaHana

Mepen B3sTMEM MaTepuana HeobxoAMMO yAannTb BaTHbIM TaMMOHOM CfN3b U 3aTeM
obpaboTaTb WerKy MaTKM CTEPUSIbHLIM (PU3NONOrMYECKNUM pacTBOPOM. 30HA BBOAST B
LepBUKanbHbIN KaHan Ha rnybuHy 0,5-1,5 cM. MNpn n3BnevyeHmn 3oHaa HeobxoanMMO
NONHOCTbIO UCK/OUMTb €ro KacaHume CTeHOK Baraauiia.

OcobeHHOCTU B3aTUS MaTepmasna C KOHbIOHKTUBbI a3

Mpn Hann4Mm 06MNBLHOIrO THOMHOrO OTAEeNseMoro ero ybéuparT CTepUIbHbIM BaTHbIM
TaMMOHOM, CMOYEHHbIM (usmnonornyecknm pactsopom. Cockob 6epyT c BHyTpeHHel
NOBEPXHOCTU HUXXHErO BEKA ABWMXEHMEM K BHYTPEHHEMY Yy rfasHoi wenu. Mpu
B3aTUM cockoba HeobxoaMMO NpuaepxmBaTb BEKO pyKamu, 4Tobbl Npm MoOpraHuu

pecHuUbl HE KaCa/lnCb 30HAA.

MepBas nopuuns yTpeHHeln Mo4n

MepByto MOpUUMIO YTPEHHENn MouM B KadecTBe HMONOrMYecKkoro Martepmana Mcnosb3yoT
npu OCTPOM BOCMANIMTENBHOM MpoLecce HUXHUX OTAENI0B MOYErNOoI0BOro TpakTa B CBSA3M
C BblpaXeHHoW 601e3HEeHHOCTbI0 B3ATUA COCKOba annTeNmanbHbIX KIEeTOK.

Onsa aHanmsa oTbupaloT NepByl NOPUUID YTPEHHEN Mouu B Konmyectse 10-15 mn.
BO3MOXHO uccnenoBaHue Nepsor NOpLUMKM MOYM, NONYYEHHON Yepes ABa U 6onee 4acos
nocne npeawecTBYOLWEro MOYENCcnyCcKkaHus.

B3ATne MouM npoBOASAT B CheuuasnbHbIi CYXON CTepusibHbIA KOHTElHep O06bEMOoM
0o 60 mMn, CHabXEHHbIN rEpMETUYHO 3aBUHYNBAKOLLENCS KPbILLKON.

Mocne cbopa MoOUM KOHTEMHEP MJIOTHO 3aKPbIBAlOT U MAapKUPYIOT.
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6.3.3

CekpeT npocTaThl (NpeacraTtenbHON Xxenesbl)

Mepen B3ATMEM CeKpeTa NpOCTaTbl PEKOMEHAYETCS MOJSIOBOE BO3AEpXaHWE B TedeHune
Tpex CyTOK A0 uccnenoBaHus.

Mepepn B3TMEM CeKpeTa NpocTaThbl FOJIOBKY NOMOBOro YseHa obpabaTbiBatloT CTEPUSIbHbBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3NOAOrMYECKMM PaACTBOPOM.

CekpeT npoctaTbl cobupaloT nocne npeaBapuTESIbHOrO Maccaxa npocTaTbl 4epe3
NpSAMYI0 KMWKY. Maccax npoBoAuT Bpad, NOCpPeACTBOM 3HEPrnyHOro HagasBanBaloLWero
OBMXEHMS OT OCHOBaHMS K BepXYyLUKe Xenesbl.

B3aTve BblAeNMBLUErocs NpoCTaTUYeCcKOro cekpeTa MpoOBOAUTCSA MOC/Ae OKOH4YaHuS
Macca)a B 04HOpa30BYy Npobupky o6bLEMOM 2,0 Ma nnn KoHTenHep o6bémMoM o 60 mMn
B BMAe cBobogHo crtekarowen kanam (0,15-1,0 mn).

Mocne cbopa MaTepuana €EMKOCTb C CEKPETOM MpocCTaTbl MJIOTHO 3aKpbiBAlOT W

MapKupyoT.

BHUMAHME! T[lpy nopo3peHnM Ha OCTPbIM  MNpPOCTAaTUT BbINOJSIHATL Macca)k MpocTaThl

KaTeropmyecku sanpeieHo!!!

6.3.4

6.3.5

2aKynaT

Mepepn B3aTMEM 35IKYyNsaTa (CEMEHHOM XWAKOCTM) PEKOMEHAYETCS MOJSIOBOE BO34EpXaHNe
B TEYEHMe Tpex CYyTOK A0 MCCenoBaHus.

Mepen c60poOM 39KynATa NaUMEHT MOYNTCA B TyaneTe, NMoJSIHOCTbIO OMOPOXHAS MOYEBOM
ny3blpb.

Mocne MovencnyckaHna NaumeHT AO/HKEH TWaTelbHO BbIMbITb PYKW C MbIJIOM M MPOBECTU
TyaneT HapyXHbIX MOSIOBbIX OPraHoOB C MbIIOM U BOAOW. [ONOBKY MOJIOBOro 4neHa wu
KPanHIOK NA0Tb HE06X0AMMO BbICYLIMTb CTEPUIBHON candeTKon.

DaKynaT nosaydatoT nyteM Mactypbaumun. BagTtue aakynaTa npoBOAUTCS B CTEPWUSIbHbIN
KOHTenHep 06béMoM A0 60 M, CHAGXKEHHbBIN repMETUYHO 3aBUHUYMBAKOLLENCS KPbILKOWM.
Mocne cbopa MaTepnana KOHTEMHeEpP MIOTHO 3aKpbIBAKOT M MapKUPYIOT.

KpoBb

B3satne uenbHo nepudepnyeckon/nyrnoBMHHON KPOBW NpPOBOAAT B BaKyyMHble
nnactukosbie npobupkm Tuna Vacuette ob6vémom 2,0 mnum 4,0 mn ¢ gobaBneHHoW B
KayecTBe aHTUKoOaryssiHTa AMHATPUEBOW COMbID 3TUNEeHAnaMuHTeTpaauetaTta (34TA) B
KOHEYHOM KoHueHTpauun 2,0 Mr/mn. Onsa nepemMeliMBaHns KpOBW C aHTUKOArynsHTOM

nocne B3siTUS MaTepuasa HeobxoAMMO NepeBepHyTb Npobupky 2-3 pasa.

OrpaHunuyeHue metopal: BHYTPUBEHHbIE UHBEKUNWN TE€MNAPUHA, MHd)YBVIVI npenapartos

AN napeHTepasibHOro NUTaHuUsa — MeHee 4yeM 3a 6 4acoB A0 nccneaoBaHus.

1 - ecnuM 3TO He NpoTMBOpPEYUT TpeboBaHMSAM K MCMOJIb3yeMbIM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK
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6.3.6

6.4

Jnkeop?

Nnukeop (npumepHo 500 MkN) cobupaloT B CTEPUNIbHYIO MOCYAY W MJOTHO 3aKpbiBaOT
KPbILLIKOW.

MepeHocaTt 500 Mkn MaTepmana B NaacTMKoByo Npobupky o6bvémom 1,5 mn.
LeHTpudyrupytotr npobupky npm 13000 06/MMH B TeueHume 10 MMH NpuM KOMHATHOWM
TemnepaTtype oT 18 °C go 25 °C.

YpansawT  HagoCafoYHYK  XMAKOCTb, OCTaBuB B npobupke npuMepHo 50 Mkn
(ocapok + »unakas dhpakums).

HOob6asnsatoT K ocagky 500 Mk puU3nonornyeckoro pacteopa CTepuabHOro.
LeHTpndyrnpytotr npobupky npm 13000 06/MMH B TeueHume 10 MMH NpM KOMHATHOWM
TemnepaTtype ot 18 °C go 25 °C.

YoanawT HagoCagOuHYK XWMAKOCTb, OcCTaBmB B npobupke npumepHo 100 Mkn

(ocapok + xugkasa dpakums).

TpaHcnopTMpoBaHMe M XpaHeHne 06pa3LoB BUOIOrMYEecKoro MaTepumana

YCrnoBua TpPaHCMOPTMPOBAHUS W XpaHeHust o6pa3uoB 6uosorMyeckoro Martepuana

onpeaendarTca MHCTPYKUMAMKU MO NPUMEHEHUNIO UCNOJIb3YEMbIX Ha6ODOB/KOMI'IJ'IeKTOB peareHToB

ansa sbigenenus AHK (7.1) nnau ncnonb3yembiX Ans TpaHCNOpTUPOBaHUA U XpaHeHus obpasuos

TPaHCNOPTHbIX CpeA.

[Jonyckaetca xpaHeHue obpasuoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.

B cnyyae HEBO3MOXHOCTW LOCTaBKM MaTepuana B na6opaTopmo B TeE4YEHNE CYTOK AONyCKaeTcA

OAHOKpaTHOe 3aMopa)kuBaHuWe Matepuana. [lonyckaeTca XpaHeHue 3aMOpPOXEeHHOro Matepuana

npu TemnepaTtype oT MUHYC 22 °C go MuHyc 18 °C B TeueHume ogHoro Mecsaua (ecnm 3710

HE MPOTUBOPEYNT TpebOBaHMSAM K WCMOJSIb3yeEMbIM HabopaM/KOMMIEKTaM peareHToB AJis

Bblaenenns HK).

BHUMAHME! Cneagyet nsberatb NOBTOPHOIrO 3aMOpPa)nBaHus 1 oTtansaHus obpasuos.

1 - cnMHHOMO3roBas XNAKOCTb
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana

Onsa sbigeneHna OHK pekomeHayeTcs Mcnonb3oBaTb Habopbl/KOMMNEKTbl peareHToB,
UMerLme permncTpaumoHHble YA0CTOBEPEHUSA Ha MEAULIMHCKOE n3aenuve n npegHasHavyeHHble 414
COOTBETCTBYHOLWMNX BUAOB Bnomatepumana c uenblo nocnegytowero nccnegosaHus AHK metogom
nupP, Hanpumep, NMPOBA-HK, MPOBA-T'C, NMPOBA-PAMNA, NMPOBA-MY-PAMNNA.

Ona sbigenennsa AHK HSV 1, 2 u3 KpoBuM A0MNyCcKaeTcs Ucnonb3oBaHue ntobbix Habopos
peareHTOB, 3aperucTpupoBaHHbIX B KadecTBe MeAMLMHCKOro u3fenms n pekoMeHAOBaHHbIX

npoussoaunTenammn ansa soiaenenms AHK n3s cootseTcTBytowero snaa 6MOMaTepmana.

MpuMeyaHne - He pekoMeHAyeTCa MCNOMb30BaTb KOMMeKkT peareHToB NMPOBA-PAIMWA npu BbiaeneHumn

OHK 13 cockob0B 13 yporeHUTanbHOro TpakTa My>X4uH.

Boigenenne [OHK npoBoaAaT B COOTBETCTBUM C  MHCTPYKUMEN MO MNPUMEHEHUIO

ncnonblyemoro Habopa/KoMNaeKTa peareHToB.

BHMUMAHME! OgHoBpemeHHO ¢ BbigeneHnem HK n3 ébunonormyeckoro matepmana Heobxoanmo
NOAroTOBUTL OTpUUaTeNbHbIN KOHTPOJIbHbLIN 06pasel, M NpoBecTM €ero 4epes BCe 3Tanbl
npobonoaroToBku. [Ana 3TOro pekoMeHAyeTCsa WCMosfb3oBaTb (HU3MONOrMYECcKUin pacTtBop uau
oTpuuUaTeNbHbIN KOHTPOJIbHLIN 0bpa3seLl, Bxoaawmni B coctaB Habopa/KoMnaeKTa peareHToB AN
BblAEIEHNS HYK/IEMHOBbIX KWCAOT B 06bEME, YyKa3aHHOM B WHCTPYKUMW MO MPUMEHEHUIO

CooTBeTCTBYHOLWEro Habopa/KoMNeKkTa peareHTosB.

7.2 Moarotoeka n nposegeHue MNLP. ®acoska S
BHUMAHMUE!
1. Mpn npoBeaeHMN BCeX MOCieAyOWNX AEeNCTBUNA cnepyeT mlberatb BO3AENCTBUS MPAMbIX

COJTHEYHbIX Nyder Ha Npobupkn co cMecbio Ansa aMmnandukaunm!
2. Mpn mncnonb3oBaHnm Habopa peareHTOB B BapuaHTe uUcnoaHeHus «dacoBka S, CTpuUMbI»
cnepyet cTporo cobntoaaTb KOMMIEKTHOCTb CTPUMOB U KPbILWEK K HAM. He ncnonb3oBaTb KPbILWKK

K CTpunam us gpyrmux Habopos peareHToB!

7.2.1 T[lpomMapkumpynTe no oaHoW npobupke/CcTpunoBaHHOM Npobupke CO CMecblo Ans
amnandukaummn, 3anedyataHHOM NapaduHOM, AN9 Ka)XAoro HeusBecTHoro obpasua,
ANs oTpuuaTenbHOro KOHTposibHOro obpasua (K-) v 415 noN0XUTENbHOMO KOHTPOJIbHOIO

obpasua (K+).

BHUMAHME! KonnyecTtso peareHToOB paccymTaHo He 6oniee yeM Ha 24 NOCTaHOBKM NMpu yCN0BUMK
BapmabenbHOro KoanyecTea HEM3BECTHbIX 06pa3uoB, 1 oTpuUaTeNbHOrO0 KOHTPObLHOro obpasua

1 1 NONOXNUTENbHOr0 KOHTPO/IbHOIMO 06pa3sua B KaXAoW NoCTaHOBKE.

Mpumep:
HeobxognMo npoaHanumanpoBaTb 4 HeuM3BeCTHbIX obpasua. [Onas 3TOro  HyXHo
npomMapkmnpoBaTb 4 NpobupKKN AN HEM3BECTHbIX 06pa3uoB, oaHy Npobupky ans «K-» n

oAHy npobupky anga «K+». Obwee konnyectso Npobupok — 6.
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7.2.2  BcTpaxHuTe npobupky c pacTtBopoM Tag-nonvMepasbl Ha MUKPOLEHTpUdYyre-BopTekce
B TeyeHune 3-5 ¢ 1 ueHTpudyrmpyinTe Ha MUKpPOLLEHTpUdYyre-BopTeKce B TeyeHne 1-3 c.
7.2.3 [Oob6aBbTe BO BCe MNpPOMapKMpOBaHHble NPoBUPKM, He noBpexaasl cnon napadwuHa,

no 10 mMkn pacTtBopa Tag-nonMMepassbl.

BHUMAHME! [pu ucnonb3oBaHuu ans npoeegaeHus [MNUP geTektupyrowero amnnmdukartopa

Rotor-Gene Q MMHepanbHOE Mac/io B NpobUpKN He BHOCKTCS!

7.2.4 [obaBbTe B Kaxay npobupky (npn HeobxoamMMocTm) no ogHom kanne (okono 20 Mkn)
MWHepanbHOro Macnaa. HenaoTHO NpMKponTe NpobUPKM/CTPUNbI KPbILLKaMK.

7.2.5 BcTpsaAxHuTe npobumpky C MOJSIOXUTENIbHbIM KOHTPOJ1bHbIM obpa3zuom Ha
MUKpoOLEeHTpudyre-sopTekce B  Te4yeHue 3-5¢ 7 ueHTpudyrnpymTe Ha

MUKpoLeHTpudyre-sopTekce B TedeHmne 1-3 cC.

BHMUMAHME!

1. Ona npenapata OHK u oTpuuatenbHOro KOHTpoOsibHOro obpasua nepeg BHECEHWEM B
npobupKkM C peakuMOHHOM CMeCbio HEO6XOAMMO BbIMOSHUTL peKoMeHAaunn No UCNoNb30BaHUIO
npenapata OHK, npuBeAéHHble B MHCTPYKLUWUM MO NpuUMeHeHuto Habopa/KoMniiekTa peareHToB
ans sblaeneHuns HK.

2. Mpun ncnonbzosaHum gnsa eolaenenns HK komnnekTos peareHTos NMPOBA-HK, MPOBA-PAMNNA
n MPOBA-I'C (TonbKO B Cily4yae, ecnu nocne BblAeNeHUs HagoCafouHas XUAKOCTb, coaepxkallas
BblaeneHHyto AHK, 6bina nepeHeceHa B HOBble NPOGUpPKK), HEOH6XOANMO BCTPSAXHYTb NpobMpku
c npenapaTtoM JHK n oTpuuaTesbHbIM KOHTPOJIbHLIM 06pa3LOoM Ha MUKPOLIEHTpUdyre-sopTekce
B TedeHue 3-5 c un ueHTpudyrmposatb Ha MUKpOLEHTPpUdYyre-BopTekce B Te4eHne 1-3 c.

3. Mpn wucnonb3oBaHmn ansa BbiaeneHna [LOHK Habopa peareHtoB [MPOBA-MY-PAMUNA
HeobxoamMo, He BCTpAxuBas, UeHTpudyrmposaTb npobupkn ¢ npenapatom [JHK wu
oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pa3uyoM Ha MuKpoueHTpudyre-sopTtekce B TedyeHue 1-3 ¢,
3aTeM MnOMeCTUTb MNpobuMpKM B MarHuUTHbIM WTaTMB. B cnydae ecnm nocne BblaeneHus
Hajocado4Has XWAKOCTb, coaepxawas BbigeneHHyto [OHK, 6blia nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPOSbHbIM
obpa3uoM Ha MuKpoueHTpudyre-soptTekce B TeyeHme 3-5c¢c wn ueHTpudyrmpoBaTb Ha
MUKpoLEeHTpudyre-sopTekce B TeyeHne 1-3 c.

4., Ans npenoTBpaweHns KOHTaMMHauuun cnenyet nepes sHeceHneM [JHK oTKpbiBaTb KPbILWKK
TONIbKO Tex npobupok, B KOTopble ByaeT BHOCUTLCSA AaHHbIA obpasel, u 3aKpbiBaTb UX, nepesa
BHeceHueM criegytoulero. B cnyyae ncnonb3oBaHUs CTPUNOB C/1eAYyeT 3aKpbiBaTb KPbIWKY CTpuna
rnocne BHeceHMs B Hero obpas3uyoB nepeg Hayvanom paboTbl co cnegytowmm. Heobxoammo
3aKpbiBaTb Mpobupku/cTpunbl naoTHo. [lMpenapatbl OHK n KOHTponbHble 06pasubl criepyer

BHOCUTb HAKOHEYHUKaMW C CbMJ'II:TpOM.

7.2.6 BHecuTe B COOTBETCTBYKOLIME MNPOMapKMpoBaHHble MNPobMpKKU, He noBpexaasl Cnou
napaduHa, no 5,0 MKkn BblaeneHHoro u3 obpasuos npenapata AHK. B npobupkwy,

rnpoMapkupoBaHHblie «K-» n «K+», IHK He BHOCUTCA.
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7.2.7

7.2.8

7.2.9

7.2.10
7.2.11

7.2.12

BHecute B nNpobupkKy, nmpoMapkmpoBaHHyt «K-», He noBpexpaas cnon napadwuHa,
5,0 MKn oTpuuaTesnibHOr0 KOHTpONbHOro obpasua, npoweawero atan BbiaeneHus AHK
(cm. 7.1).

BHecuTe B npobupky, npoMapkupoBaHHYt «K+>», He noBpexaas cnon napaduHa,
5,0 MK MONOXUTENBbHOr0 KOHTPOAbHOro obpasua.

LeHTpndyrnpymnte Bce npobupkun/cTpunbl Ha MUKpPoUeHTpudyre-sopTekce B TedeHue
3-5 c (npw ucnonb3oBaHun ans nposeaeHus MLUP getektupytowero amnandukatopa
Rotor-Gene Q ueHTpudyrnposaHme He ob6a3aTenbHO).

YcTtaHoBuTe BCe NpobupKK/CTpunbl B AeTeKTUpyrLWwmin amnamdmkaTop.

Ona petekTvpyowmnx amnandumkatopos cepum OT:

3anycTute nporpamMMHoe obecneveHue getekTupytowero amnandukartopa. MNMpu nepsom
nposefeHun [MLP 3arpy3nTe cooTBeTCTBYOWMI TecT!. [Janee n npu nocaeayowmx
MOCTaHOBKAxX CO34alTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAeAOBaHUSA:  YKaXuTe
KONM4ecTtBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuUaTenbHOro u
MOJIOXUTENIbHOIO KOHTPOJIbHbIX 06pa3uoB, OTMETbLTE pacnosioXXeHne Nnpobmpok/cTprunos
Ha MaTpuue TepMobsioka B COOTBETCTBUMU C MX ycTaHoBkon (cM. 7.2.10) n nposeaute
MLUP. Mpwn BbibOpe TecTa fo/KHA oTobpaxaTbca nporpamma, npmeeaéHHas B Tabnuue 2.
Onsa petektupyrowmx amnandukatopos Rotor-Gene Q, CFX96 un Applied Biosystems
QuantStudio 5:

MposeguTte MLUP ¢ y4yéToM 06bEMa peakUMOHHOM CMecn, paBHOro 35 MK, No NnporpamMMmam

amnnmdunkaunm, npuBeaéHHbIM B Tabnuuax 3, 4, 5 cooTBeTCTBEHHO.

Tabnuua 2 - T[porpaMma amMnaudukauum Ana AeTeKTUPYHLWKUX aMnandukaTopos

«ATnpanm», «ATnant» (dacoska S)

Ne Yucno Pe>xnM ontnyeckmx
Temnepartypa, °C | MuH C . Tun 6noka
6noka LIMKNI0OB n3MepeHumn
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 v
94 0 10
3 45 Unkn
64 0 15 %
4 94 0 5 1 LUnkn
5 252 XpaHeHue XpaHeHune
V - PeXUM ONTUYECKUX U3MEPEHUI

1 — TecT ana geTekTMpyoWwmnX amnandukaTopos cepmmn AT co3aaéTtca nyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHnn A) nnm npenoctaBnisieTcs Npou3BoanTenieM Habopa peareHToB
2 - nonyckaetca XxpaHeHue npu Temnepatype 10 °C

21



BMNr-red | UHCTPYKLUMSA NO NPUMEHEHUI0 | 446-5 ot 20 beBpana 2025 roaa

Tabnuuya 3

’ AHK-TEXHONOruA

- Mporpamma amnaudukaumMm Ans AeTekTupytowero amnaundukaTopa

Rotor-Gene Q (dacoska S, npobupkm)

Ne / Cycling TeMmnepartypa, °C / Bpem_|, c/ Konunuecrso umnknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 90
94 deg 30
Cycling 2 5 times
57 deg v 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - pexuM oMNTUYECKMX U3MEPEHUIA, YCTaHOBUTb n3MepeHue dyopecueHumnn (Acquiring) no KaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

Tabnuuya 4 - [Mporpamma amnamdukaumm agns geTekTupyrwwmnx amnnmdukatopos CFX96

(pacoBku S, U)

Bpems, Konunuecrso UMKIOB
o o
N2 6noka (Step) TeMmnepartypa, °C MUK CeK CeEmeeD)

1 80 01:00 1

2 94 01:30 1

3 94 00:15

50

4 64 v 00:20
V - pexuM onTuyeckmx nsMepermnin (Plate Read), ycTaHoBUTb naMepeHue dbnyopecueHLmMmn no
HeobxoanMbIM KaHanam getekumm (Fam, Hex) npu 64 °C

Ta6bnuua 5 - T[porpamMma amnavbukauum aOns AETEKTUPYHOLWMX aMnaMbuKkaTopoB

Applied Biosystems QuantStudio 5 (¢pacoBku S, U)

o
Crapus Ne Temnepatypa, °C Bpems, KonnyecreBo UMKnoB
wara MMH: CeK (noBTOpOB)
CTaﬂMﬂ 1 80 01 00 1
yaepKaHus 2 94 01:30 1
1 94 00:20
Cragusa MNupP 50
2 64 v 00:20
Vv - c60p AaHHbIX 4518 HeobxoamMbix dnyopodopos (Fam, Vic (Hex)) BknoueH

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

BHUMAHME! lpu npoBeaeHnn Bcex Nocneayowmx AencTemin cneayet mlberaTtb BO34ENCTBUS

MPSAMbIX COTHEYHbIX Ny4Yen Ha NpobupkM Co cMecbto ans amnamdukaumm!

7.3.1 Tlpomapkupymnte Heobxogmmoe KONMYECTBO OAHOPAs30BbiX aMNANMUKALMOHHBIX

npobupok o06béMoM 0,2 MN  ANA  HEeU3BEeCTHbIX 06pasuoB, A1S OTpULATENbHOro

KOHTpoJsibHOro obpasua (K-) 1 Ans nonoXnTenbHOro KOHTponbHOro obpasua (K+).

MpumeyaHMe - PekoMeHAyeTCs MOCTAaHOBKA He MeHee 5 06pasuoB B OAHOM WCCAeA0BaHMMU

(3 HemzBecCTHbIX 06pa3ua, oTpuuUaTesbHbIA N NONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).
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Mpumep:
HeobxoanMo npoaHanu3mMpoBaTb 4 HeM3BeCTHbIX oObpa3ua. [Ons  3Toro  HyXHO
npomMapkupoBaTtb 4 NpobUpKK ANa HEU3BECTHbIX 06pa3LoB, OAHY NPo6UpKY Ans «K-» un
oAHY npobupky ansa «K+». Obwee konnyectso Nnpobumpok — 6.

7.3.2  BcTpsixHuTe NpobupKy co CMechio AN aMmnandukaumMm Ha MUKpoLeHTpudyre-sopTekce
B TeveHue 3-5 Cc n ueHTpudyrnpyinte Ha MmkpoueHTpudyre-sopTekce B TeyeHune 1-3 c.

7.3.3 BHecuTe BO BCe NpoOMapKMpoBaHHble Npobupkn (Bknuyaa «K-» n «K+») no 6,0 mkn
cMecu ana amnnndukaumm.

7.3.4 BctpaxHute npobupkmn ¢ [UP-6ydbepom w©n nonumepasonm TexHoTaq MAX Ha
MUKpoOLEeHTpudyre-sopTekce B  Te4yeHue 3-5¢ " ueHTpudyrmnpymTe Ha

MUKpoueHTpudyre-sopTekce B TedeHmne 1-3 cC.

BHUMAHME! [Monumepasy TexHoTaq MAX Heobxoammo AocTaBaTb M3 MOPO3WUJIbHOW KaMepbl

HenocpeaCcTBeHHO nepea Mcnosib3oBaHUEM.

7.3.5 TpurotoBbTe cMech MNLP-6ydepa c nonmmepason TexHoTaq MAX. [lnsa aToro cMmeLwwanTe
B OTAEeNbHOM 04HOPa30BOM Npobupke:
e 6,0 x (N+1) mkn NuUP-6bydepa,
e 0,3 x (N+1) mkn nonumepasbl TexHoTag MAX,

roe N — KonmM4yecTBO NPOMAPKMPOBAHHbBIX MPOBUPOK C YUETOM «K—», «K+>».

Mpumep:
Heobxoanmo npoaHanan3npoBaTb 4 Hen3BEeCTHbIX obpasua, «K=-», «K+>».
MpoMapKknpoBaHHbIX MNpobupok - 6. HyxHO npurotoButh cMmecb [LUP-6ydepa u

nonumepasbl TexHoTaq MAX pgna 7 (6+1) npobupok, T.e. 42 mkn T[MUP-6ydepa +
2,1 Mkn nonuMepasbl TexHoTaq MAX.

7.3.6 BcTpaxHuTe npobupKky C npurotoBneHHor cmecbto [1LUP-6ydepa u nonvmepasbl
TexHoTaq MAX Ha MUKpouUeHTpudyre-sopTekce B TeueHne 3-5 ¢ n ueHTpudyrnpymnte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHmne 1-3 c.

BHUMAHME! Cwmecb TMLUP-6ydepa wn nonuMepasbl TexHoTaqg MAX HeobxoAMMO roTOBMUTb

HenocpeacTBeHHO nepea Mcnosib3oBaHUEM.

7.3.7 [dobasbTe B npobupku co cMecbto ansa amnamdukauymm no 6,0 mkn cmecu MUP-6ydepa un

nonmmepasbl TexHoTaq MAX. HensioTHO 3akponTe npobupku.

BHUMAHME! lNocne gob6asnenns cmecu MNLUP-6ydepa n nonnmepasbl TexHoTaq MAX B npobupku

CO CcMecblo And amnamdunkaumm Heob6xoanMMo B TeyeHme ABYX 4acoB BbIMOSHUTL 7.3.8 — 7.3.13.

7.3.8 BcTpsAxHuTe npobupky C MONIOXUTENbHbIM KOHTPOJIbHbIM o6pa3uom Ha
MUKpPOLIEHTpUdyre-soptekce B  TeyeHMe 3-5¢c u LeHTpUdyrnpymnte  Ha

MUKPOLEHTpUdYre-BopTeKce B TeyeHne 1-3 c.
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BHMMAHME!

1. Onsa npenapata OHK u oTpuuaTenbHOro KOHTpPO/bHOro obpasua nepea BHECEHMEM B
NpoGUpKM C peakuMOHHON CMeCbio HeO6X0AMMO BbINOSIHUTbL PEKOMEHAALMN MO UCMOAb30BaHUIO
npenapata AHK, npuBeaéHHble B MHCTPYKUUM NO MPUMEHeHU0 Habopa/KoMMiekTa peareHToB
ana sbiaeneHns HK.

2. Mpwn ncnonb3sosaHum an4 solgenenusa AHK komnnekTos peareHTos NMPOBA-HK, NMPOBA-PAMNNA
n MPOBA-TC (TOoNbKO B Criy4yae, ecnm nocne BblAeneHns HaaocafouHas XUAKOCTb, coaepxallas
BblaeneHHyto AHK, 6bina nepeHeceHa B HoBble NpobUpKK), HEOH6XOANMO BCTPSAXHYTb NMPobMpKM
c npenapaTtoM JHK mn oTpuuaTesbHbIM KOHTPOJIbHbIM 06pa3L oM Ha MUKpoOLEHTpudyre-sopTekce
B TeyeHue 3-5 c n ueHTpmdyrnposatb Ha MUKpPOLEHTPUdyre-BopTekce B TedeHue 1-3 c.

3. Mpn wucnonb3oBaHmn ans BbigeneHna [OHK Habopa peareHtoB [MPOBA-MY-PAMNA
HeobxoamMo, He BCTpsixmBas, ueHTpudyrmpoBatb npobupkn ¢ npenapatom [AOHK n
oTpuuaTeNbHbIM KOHTPOJSIbHbIM 06pa3uoM Ha MuKpoueHTpudyre-soptekce B TeyeHue 1-3 ¢,
3aTeM NOMeCTUTb NpobupKM B MarHWUTHbIM wWTaTMB. B cnydae ecian nocne BblaeneHus
Hagocado4yHas XUAKOCTb, cogepxawas BsblgeneHHyto [OHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobmpku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPOSbHbLIM
obpasuoM Ha MUKpoOUeHTpudyre-soptekce B TedyeHMe 3-5C UM uUeHTpudyrnposaTb Ha
MUKpOLeHTpUdyre-sopTekce B TedeHne 1-3 c.

4, 0na npenoTepalleHmns KOHTaMuHauun cneayet nepeq sHeceHmeM JHK oTKpbiBaTb KPbILLKK
TOJIbKO Tex npobupok, B KoTopble 6yaeT BHOCUTLCA AaHHbIN obpaseu, M 3aKpbiBaTb UX Nepes
BHeceHueMm cneaytowero. HeobxoamMmo 3akpbiBaTb MNpobupkm nnoTHo. [Mpenapatel AHK u

KOHTPOJIbHbIE 06pa3u,b| cneagyeTt BHOCUTb HaAKOHEYHUMKaMU C CbVIﬂprOM.

7.3.9 BHecuTe B COOTBETCTBYOLWME NPOMapKMpoBaHHble Mpobupkn no 6,0 MKA BblAENEHHOrO
n3 obpasuyos npenapata AHK. B npobupkun, npomapkmpoBaHHble «K-» n «K+», OHK
He BHOCUTCS.

7.3.10 BHecute B nNpobupky, npoMapkupoBaHHyt «K-», 6,0 Mkn oTpuuaTtenbHOro
KOHTposibHOro obpasua, npoweawero 3tan sblgenenma AHK (cm. 7.1).

7.3.11 BHecuTte B npobupky, npoMapkmpoBaHHyt <«K+», 6,0 MKN MNOAOXWUTENbHOIO
KOHTponbHOro obpasua.

7.3.12 UeHTpndyrmpynte Bce nNpobupknm Ha MUKpoUeHTpudyre-soptekce B TedeHne 3-5c
(npu ncnonb3oBaHun ans nposegeHusa TUP  pgeTekTupytowero amniandukatopa
Rotor-Gene Q ueHTpudyrmpoBaHue He obs3aTenbHO).

7.3.13 YcraHoBuUTe BCe nNpobupkn B AeTekTupytowmin amnaudukatop m nposegute TLP
(7.3.14, 7.3.15).

7.3.14 [Onsa peTektupylowmx amnanukatopos cepun AOT:
3anycTtute nporpaMMHoe obecneyeHne getekTupytowero amnamdbukatopa. MNMpu nepsom
npoBeaeHun TMLUP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [danee M Npu NOCAeayLnxX

MoCTaHOBKax co3gaunTe COOTBeTCTBy}OLLl,VIl‘/JI NMpoOTOKON nccnenoBaHua: YKaxxute

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs nponsBoamTeseM Habopa peareHToB
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7.3.15

Tabnunuya 6 -

’ AHK-TEXHONOruA

KOMN4eCTBO MU M,Cl,eHTMCbMKaTOpr 06pa3LI,OB, B TOM 4ucne oOTpuuaTeslbHOro wu

NMOJIOXUTENBHOrO KOHTPONbHbIX 06pa3uoB, OTMeTbTE pacnonoxeHme npobupok Ha
MaTpuue TepMob0Ka B COOTBETCTBUMU C UX yCTaHoBKoM (cM. 7.3.13) n nposeauTe MLP.
Mpwu BbIGOpe TecTa AomkHa oTobpaxaTbCs nporpamMmma, npueeaéHHas B Tabnuue 6.

Ona petektupytowmnx amnnndukatopoB CFX96, Applied Biosystems QuantStudio 5 wn
Rotor-Gene Q:

MposeaunTte MUP ¢ y4yéToM 06bEMa peakLMOHHOM CMEeCcK, paBHOro 18 Mk, No NnporpaMMam

amnnndukaummu, npuBeaéHHbIM B Tabnnuax 4, 5, 7 COOTBETCTBEHHO.

MNporpaMMa aMmnaMdukaumMm Aana AeTEeKTUPYLWMX aMnandukaTopoB

«OTnpanm», «ATnant» (dpacoska U)

Pe>xxum
N¢ Yucno
TeMmnepaTtypa, °C MUWH C ONTUYECKNX Tun 6noka
6510ka LIMKJIOB .
n3MepeHum
80 0 5
1 15 Uukn
94 0 5
2 94 5 00 1 Lnkn
94 0 30
3 5 Unkn
64 0 15 %
94 0 10
4 45 Uwnkn
64 0 15 \
5 94 0 5 1 Unkn
6 251 XpaHeHwne XpaHeHue
V - pexuM OnTUYECKUX U3MepeHui

Tabnuuya 7 -
Rotor-Gene Q (dacoBka U)

Mporpamma

amnnmdunkaumm

ans

OETEKTMPYOWEro amMnandukaTopa

o
N2 / Cycling Temnepatypa, °C / Bpems, c / KonuyecTBo 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 vV 15
94 deg 10

Cycling 3 45 times
57 deg vV 15

vV - pexuM OMTUYECKMX W3MEpEHWI, YCTaHOBUTb M3MepeHue dryopecueHuun (Acquiring) no KaHanam
netekumn Green (Fam) um Yellow (Hex) npu 57 °C

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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7.4 MoarotoBka wn nposegeHue TILUP. ®acoBka U, € WCNonb3oBaHWMEM A03MPYHOLLEro
ycTponctea [AOTcTtpum (TONbKO Ans  AeTekTupylowero amnaudukatopa «ATnpanm» B

Moandukaunm «ATnpanm *X*»)

BHMUMAHME!

1. Onsa amnnmdpnkaumm cneanyetr MCMo/1b30BaTb MUKponsaHweTb! MUP 384 nyHku,
repMeTm3anpyemMblie TEPMOMIEHKON.

2. Mpn npoBeaeHMM BCeX MOCienyloWNxX AenCTBUA cnepyeT mlberatb BO3AENCTBUA MPAMbIX

COTHEYHbIX fyder Ha Npobupkn co cMecbio Ansd aMmnandukaunm!

MpuMmeyaHune - PekoMeHpyeTcsa nocTtaHoBKa He MeHee 5 06pa3LI,OB B OAHOM WuccnegoBaHuUn

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

7.4.1 BcTpsaxHuTe NpobupKy CO cMecbio Ans amMnandukaumm Ha MUKpOUEHTpUdyre-BopTeKkce
B TeyeHue 3-5 ¢ n yeHTpudyrmpynte Ha MUKpoueHTpudyre-sopTekce B TeveHmne 1-3 c.
7.4.2 BcTtpaxHuTte npobupkn ¢ TMUP-6ydepom wn nonumepason TexHoTaq MAX Ha
MUKpOLEHTpUdyre-sopTekce B  TedeHwue 3-5¢ " LeHTpudyrnpymTe Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHne 1-3 c.

BHUMAHME! T[lonumepasy TexHoTaq MAX HeobxoAMMO AocCTaBaTb M3 MOPO3USIbLHOW Kamepbl

HenocpeacTBeHHO nepea UcnoJib30BaHNEM.

7.4.3 Cnepys ykasaHusam MO gosumpytowero ycrponctea ATCTpuM, NpUrotoBbTe B OTAE/IbHOM
oAHopa3oBon npobupke cmechk MLP-6ydepa c nonnmepasoit TexHoTaqg MAX.

7.4.4 BcTpsaAxHuUTe nNpobupKky C npurotoBneHHom cmecoto [LUP-6ydepa v nonumepassbl
TexHoTaq MAX Ha MUKpoOLeHTpudyre-BopTekce B TedeHne 3-5 ¢ u ueHTpudyrupyiite Ha
MUKpOLeHTpUdyre-BopTekce B TedeHne 1-3 c.

7.4.5 BctpaxHuTe  npobupky € MNONOXMUTENbHbIM KOHTPO/IbHbIM ~ 06pa3Lom Ha
MUKpOUEHTpUdyre-sopTekce B  TedyeHue 3-5¢ " LueHTpudyrnpymnTe Ha

MUKpoOLEeHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. lMepen npoBeaeHneM go3npoBaHusa ansa npenapata AHK 1 oTpuuatenbHOro KOHTPOJSIbHOMO
obpasua HeobxoaAMMO BbINOJHUTL pPEKOMEHAAUMM N0 WUCNOoNb30oBaHUO npenapata [AHK,
npueBeAéHHblE B MHCTPYKUNM NO NpuMeHeHuto Habopa/KoMnsiekTa peareHToB Ans BbiaeneHns HK.
2. Mpwn ncnonb3osaHum gnsa soigenenns JHK komnnekTos peareHTos NMPOBA-HK, MPOBA-PAMNA
n MPOBA-TC (TonbkKo B cny4vae, ecnu nocsie BblAeNeHns HagocagouHas XUAKoCTb, cogepxalas
BblaeneHHyto IHK, 6blia nepeHeceHa B HOBble NPobUpKK), HEO6X0AMMO BCTPAXHYTb NMPpobupkmu ¢
npenapatoM AHK n oTpuuaTenbHbIM KOHTPOJIbHbIM 06pa3LOM Ha MUKpPOLEHTpUdyre-sopTekce B
TeyeHne 3-5 ¢ 1 ueHTpudyrnposaTb Ha MUKpPOLEHTpUdYyre-sopTekce B TeyeHne 1-3 cC.

3. Mpn wucnonb3osaHun anga sblaenedns [OHK Habopa pearentos [MPOBA-MY-PAMNUA
HeobxoaAMMO, He BCTpsXMBas, UeHTpudyrmposaTb npobupkm ¢ npenapatom [AOHK wu
oTpuLaTenbHbIM KOHTPO/SbHbIM 06pasuoM Ha MUKpPOLEeHTpudyre-sopTekce B TedeHue 1-3 ¢,

3aTeéM TOMECTUTb I'IpO6MpKVI B MarHuTHbIA wWwTatne. B cnydyae ecnn nocne BblaeneHuUA
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HaJ4oCaZo4YHas >KWUAKOCTb, coaepxallas BblaeneHHywo [AHK, 6bina nepeHeceHa B HOBble
NpobupKK, cneayeT BCTPAXHYTb Npobupkn ¢ npenapatoM AHK u oTpuUaTENbHbIM KOHTPOJIbHbIM
06pa3LoM Ha MUKpoOLEeHTpudyre-soptekce B TedeHue 3-5C M UeHTpUdyrMpoBatb Ha

MUKpoOLEeHTpudyre-sopTekce B TedeHue 1-3 c.

7.4.6 YcraHOBUTE npobupkm co cMmecbio ans amnandukauum, co cmecbio lMUP-6ydepa u
nonnMmepasbl TexHoTaq MAX, c¢ npenapatamu [OHK, oTpuuaTtenbHbIM KOHTPOJSIbHbIM
06pa3syoM M MNONOXKUTENBbHBIM KOHTPOIbHBIM 06pa3uoM; a Takxe MukponsaHwert MUP Ha
pabouunn cton ATCTpMM 1 NnpoBeauTe A03MPOBaHNE KOMMOHEHTOB COrlacHO pyKOBOACTBY
rno aKcrayataumm.

7.4.7 TloMecTuTe akKypaTHO, He BCTpsAXuBas, mmkponnaHwert MNMUP B noanoxky ycTtpoicrea ans
3aneyaTtbiBaHMA MaHweTtos [Tnak nocne 3aBeplieHMs NporpamMmbl Ha A03UPYHOLLEM
ycTponctee OTCTpuM.

7.4.8 T[lpoBeauTe 3anedaTbiBaHne MmkponnaHweta MNMUP nonnMmepHoin TepMONIEHKOM COrnacHo
pPYyKOBOACTBY MO 3KcnayaTtaunm npubopa ATnak.

7.4.9 UeHTpndyrmpynte mnukponnanuwet MUP npmn RCF(g) 100 B Teuenune 30 c.

7.4.10 YcrtaHoBuTe MukponnaHwert MNLP B 610k geTekTnpytowero amnandukatopa.

7.4.11 3anycTtuTe nporpamMMHoe obecneyeHue getekTupytowero amnandukartopa. lNpu nepsom
npoBeaeHun MLP 3arpy3uTe coOTBETCTBYOWMIA TecT!. [anee v Npu NOCIeayLWmx
MOCTaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUA:  YKaXxuTe
KONM4ecTBO W wunaeHtudukaTopbl 06pas3uos, B TOM 4ucne oTpuuaTtenbHOro u
MOSIOXUTENBHONO KOHTPOJIbHbLIX 06pa3uoB, OTMeTbTe pacnonoxeHne o6pas3uoB Ha
MaTpuue TepMob6n0Ka B COOTBETCTBMU C UX yCTaHoBKkoW (cM. 7.4.10) n nposeauTe MLP.

Mpu BbI6OpE TecTa A0/KHA O0TOBpaXaTbCs Nporpamma, npueeaéHHasa B Tabnuue 6.

8 PETNCTPALUMSA PE3YJIbTATOB AMIVINOUKALINN

Perncrpaumna curHana Cb}'IYODECLJ,EHLJ,MVI npoBOANTCA AETEKTUPYHOLWNUM aMI'IJ'IMCbVIKaTOpOM

aBTOMaTU4e€CKMN BO BpeEMA aMI'IJ'IVICbVIKaLI,VIVI.

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs NnpousBoamTeneM Habopa peareHToB
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9 YYET U MUHTEPMNPETALMUSA PE3YJIbTATOB

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

nporpaMmMHOro o6ecnequMﬂ, nocTtaB/1IAEMOro C AETEKTUPYHOLLNM aMI'IJ'IMCbMKaTODOM.

9.2 Mpn MCcnonb3oBaHUM AEeTEKTUPYOWMX aMnndunkatopos CFX96 cneayeT nmcnosnb3oBaTb
perpeccnoHHbIn TN aHanusa (Cq Determination Mode: Regression), Bo Bkiaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaums pesynbTaToB NPOBOAUTCSA B COOTBETCTBUM C Tabnuvuen 8. PesynbTathl
NMOCTaHOBKWN BasiNAHbl, €CNIN BbIMOJHAKTCA YCNOBUS MHTEPMNpEeTaunn pesynbTaToB, MoSyUYeHHbIX

ANA KOHTPOJIbHbIX O6paBU,OB.

Tabnuuya 8 - WHTepnpeTauus pesynbratos MLUP

KaHan gerekummn

MHTepnpetauus pesysbraTta

Fam/Green, Hex/Yellow/Vic,
Cp/Cq/Ct Cp/Cq/Ct
HeunsBecTHble 06pa3ubl
Yka3saH He yuuTbiBaeTcs O6Hapy>xeHa AHK HSV 1, 2
He ykasaH Yka3saH He obHapyxeHa AHK HSV 1, 2
He ykasaH He ykazsaH HepoctoBepHbIl pe3ynbTaTt

OTpuuaTenbHbIA KOHTPONbHbIA 06pasey

OTpuuaTtesnibHbliA pe3ynbTaT

He ykasaH Yka3aH
Pe3yanaTb| MOCTAHOBKW BalNAHbI

Mono>xuTenbHbI KOHTPOJIbHbIA O06pa3el

Mono)xurtesnbHblA pesynbTaT

YkasaH He yunTbiBaeTcs
Pe3ynbTaTbl NOCTAHOBKU BannAHbI

9.4 HepnoctoBepHblit pe3ynbTaT MOXET ObiTb CBSI3aH C MNPUCYTCTBUEM WHIMOGUTOPOB B
npenapate [AHK, nonyyeHHOM K13 6uonornyeckoro ™Matepuana; HEBEPHbLIM BbINMOJHEHUEM
NpoToKONa aHanusa; HecobaaeHMEM TeMMNepaTypHOro pexumma aMmnandukauum m gp. B atom
cnyyae Tpebyerca noBTopHoe npoBeaeHue TMUP c umewowmmca npenapatom [AOHK, nunbo
noeTopHoe BblaeneHne OHK n nocraHoska MUP ansa atoro obpa3ua, nnbo noBTOpHOE B3dATUE

6rnonornyeckoro MaTepuasia y naumeHTa (BbII'IOJ'IHFIeTCFI I'IOCJ'Ie,D,OBaTeJ'IbHO).

9.5 Mpn nonyyeHUW MONOXUTENLHOrO pe3ynbTaTta ANd oTpuuaTenbHOro KOHTPOJSIbHOro
o6pa3L|,a pe3ynbTaThl BCEM MOCTAaHOBOYHOM CepUnN CUUTaAKOT HeAOoCTOBepHbIMU. B 3TOM cnydae
Heobxoanmo npoeeaeHune cneunazabHbIX MepOﬂpMﬂTMVI ANna BblABIEHNA U YCTPAHEHUA BO3MOXHOW

KOHTaMUHauunu.

9.6 Mpy MONyYeEHUU OTpULATENBHOrO pe3ynbTata A/ MOJIOKUTENBHOIO KOHTPOJIbHOIO
obpasua pesynbTaTbl BCE MOCTAHOBOYHON CEpUM CUMTAKOT HEAOCTOBEpPHbIMU. B 3TOM cnydae

TpebyeTca noBTOpHas NMoCcTaHOBKa aMmndumkauum Bcer naptum obpasuos.
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TPAHCNMOPTUPOBAHMUE, XPAHEHUE N SKCIMJIYATALINA

TpaHcnopTupoBaHue
TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLIeCTBAAKT B  TEPMOKOHTElHepax
C X/1ago3/1eMeHTaMM BCEMW BWAAMW KpbITOro TpaHCnopTa MNpu TemrepaType BHYTpU
TEPMOKOHTENHEpPa, COOTBETCTBYIOLLEN YCNOBUSM XpaHEHUs KOMMOHEHTOB, BXOASLWMX
B cocTaB Habopa peareHToB.
dacoBka S
Jonyckaetca  TpaHcrnopTupoBaHue Habopa peareHTOB B TEepPMOKOHTElHepax
C XJlalo3NIeMeHTaMn BCEMW BUAAMU KPbLITOro TpaHCnopTa Mpu TeMnepaType BHYTpu
TepMOKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
dacoska U
JonyckaeTca TpaHcnopTMpoBaHe Habopa peareHToB, 3@ UCKOYEHNEM MOSIMMepPa3bl
TexHoTaq MAX, B TeEpMOKOHTENHepax C XJlaAd03/1IeMeHTaMM BCEMW BMAAMU KpPbITOrO
TpaHcnopTa npu TemnepaTtype BHYTpU TepMoKoHTeHepa oT 2 °C go 25 °C He 6bonee
5 cyTok.
[onyckaeTcs TpaHCcnopTUpoBaHue nonnmepasbl TexHoTaq MAX B TEpMOKOHTenHepax
C XJ1aA03/1EMEHTaMN BCEMW BMAAMMU KPbITOrO TpaHCMopTa npu TemMnepaTtype BHYTpu
TepMOKOHTeHepa ao 25 °C He 6onee 5 cyTok.
Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapyleHMeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE nMoANeEXaT.

XpaHeHune

dacoska S

Bce KOMMOHeHTbl Habopa peareHTOB cCregyeT XpaHUTb B  XONOAWIbHUKE WM

xonoaunbHoM kKamepe npu Temnepatype oT 2 °C go 8 °C B TeyeHue BCero cpoka

rogHoctn Habopa peareHToB. CMecb Ans amnnmdukaumm, 3anevyataHHyro napaduHoM,

cnefyeT XpaHUTb B 3alLUULWLEHHOM OT CBETa MecTe.

®dacoska U
Bce koMnoHeHTbl Habopa peareHToB, 3a UCKIKOYEeHneM nosmmepasbl TexHoTaq MAX,
cnenyet XpaHuTb B XONIOAWSIbBHUKE WAW XONOAMSIbHOW Kamepe npu TemnepaTtype
oT 2 °C pgo 8 °C B Te4yeHMe BCero cpoka rogHoctu Habopa peareHToB. CMecb Ans
amnamdukaunm cneayet XpaHmTb B 3alUMWEHHOM OT CBEeTa MecTe.
Monnmepasy TexHoTaq MAX cneayetr XpaHUTb B MOPO3W/ILHOW KaMepe npu
TemnepaTtype OT MuHyc 22 °C go MuHyc 18 °C B TeuyeHue BCEro cpoka rogHocTum
Habopa peareHTOB.

Habopbl peareHToB, XpaHMBLUMECS C HapYLWEHMEM periaMeHTUPOBAHHOIO peXunma,

NMPUMEHEHUNIO HE NMoANiEXaT.

YKasaHusl No aKchnayaTauum
Habop peareHTOB A0/IXEH NPUMEHATLCS COrNIaCHO AENCTBYHOLLE BEPCUN YTBEPXKAEHHOM

MHCTPYKUWN MO NPUMEHEHNIO.
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10.3.2 [Ons nonydeHuMss [OCTOBEPHbIX pe3ynbTaToB Heobxoammo CcTporoe cobnioaeHue

WHCTPYKLUNM MO NpUMEHEHU0 Habopa peareHToB.

10.3.3 Tlocne BCKpbITUS YMNakKOBKM KOMMOHEHTbl Habopa peareHToB cnegyeT XpaHuTb MNpwu
cneayowmx ycnoBusax:

— BCE KOMMOHEHTbLI Habopa peareHToB, 3a UCKJIlOYEHMEM NoauMepasbl TexHoTaq MAX,
cnepyet XpaHWTb B XONOAWBHWKE WM XOMOAWIbHOM KaMmMepe npu TeMmnepaTtype
oT 2 °C no 8 °C B TeueHuMe BCero cpoka roaHocTn Habopa peareHToB;

- cMecb ans amnandukaumn n cMecb Ana amnandukaumm, 3anevyataHHyo napaduHomMm,
cnepgyet XpaHuTb B XONOAWBHWKE WM XONOAWIBbHOM KaMmepe npu TeMmnepaTtype
ot 2 °C po 8 °C B 3aWMLEHHOM OT CBETa MecCTe B TeyeHue BCero cpoka rogHocTu
Habopa peareHToB;

- nonuMmepasy TexHoTaq MAX cneayer XpaHuTb B MOPO3MIIBHOM KaMepe npwu
TemnepaTtype OT MMHYC 22 °C go MuHyc 18 °C B TeuyeHMe BCEro cpoka rogHocTu
Habopa peareHToB.

10.3.4 Habopbl peareHTOB C UCTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO HE noasiexart.

11 YKA3AHUA MO YTUIIN3ALINUN

11.1 Mpn wncnonb3oBaHMM Habopa peareHTOB B KAMHWUKO-AMArHoctnyeckom nabopatopumn
obpa3sylTcsa oTxoAbl Knacca B, kKoTopble YyTUAM3UPYKOTCS B COOTBETCTBMWM C TpeboBaHMSMMU
CaHlnH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuleaWne B HEMPUIOAHOCTb, B TOM YUC/IE B CBS3N C NCTEYEHUNEM
CpoKa TrOAHOCTWU, TMOBpexXAeHMeM YNakoBKW, nognexaTt yTuamMsaumm B COOTBETCTBUM C
TpeboBaHmamm CanluH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 [peanpuaTne-usrotToBUTENb  rapaHTUpPYeT  COOTBETCTBME  Habopa  peareHToB
TpeboBaHMUSAM TEXHUYECKUX YC/TOBUIN NpU COBNIOAEHNN YCIOBUIA TPAHCMOPTUPOBAHUS, XpaHeHUs

M aKCcnnyataunn, yCtaHoBJIEHHbIX TEXHUYECKNMU YCNTOBUAMN.

12.2 Cpok rogHoctu Habopa peareHTOB - 12 MecsaueB npu cobnwgeHMn BCeX YCI0BUNA

TPaHCNOPTMPOBAHUSA, XPAHEHUS U IKCMyaTauum.

13 PEMOHT N TEXHN4YECKOE OBC/TY>XUBAHUE
Habop peareHTOoB npeaHa3HayeH ANA OAHOKPATHOrO MPUMEHEHUSI U He MOANEXUT

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

MeanUMHCKOE U34enune Ans ANArHOCTUKM in Vitro
Jf TeMnepaTypHbIii AnanasoH
N/ CoLEPXMMOr0o AOCTATOYHO ASt MPOBEAEHWS <N> TECTOB

g Mcnonb3oBaTb A0

-
o
-

Koa naptum (cepun)

[aTta narotosneHus

O6paTVITer K MHCTPYKUMN NO NPUMEHEHUIO NN
K MHCTPYKUMN NO NPUMEHEHUNIO B 3JTEKTPOHHOM BUNAE

| R

HomMep no kaTtanory

“ M3roToBUTENb
ZR He nonyckaTb BO3AECTBUSI COMTHEYHOMO CBETa

‘ HecTepunbHoO
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15 MNEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3pgenuna MeamumHckue. [lpuMeHeHMe  MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 Cucrtema pa3paboTku n nMoCcTaHOBKM NPOAYKUMM Ha Npom3BoAcTBO. NcnbiTaHus
W NpuémMka BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

FOCT P 2.105-2019 EauHaa cucTteMa KOHCTPYKTOpCKOM pokymeHTaummn (ECKA). O6wwue
TpeboBaHUS K TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cucrema pa3paboTkm 1 NOCTaHOBKKM MpoayKumMn Ha npoussoacTteso (CPIM).
MeauvunHckue nsgenms

FOCT P 51088-2013 MeguuuHCKUE u3genus Anas ANArHOCTMKUM UH BUTPO. PeareHTbl, Habopsbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasbl, NuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM n noaaepXxuBarollen JOKYMeHTaunm

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

FOCT P NCO 15223-1-2023 WN3penunsa MegunumHckue. CuMBOSbI, MNpUMEHsIeMble AN9 nepeaayvu
nHdopmMaunm, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OcHoBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeauumHckme usgenus Ans AvarHoctuku in vitro. UHdopmauums,
npeaocTasnsemas marotosuteneMm (Mapkuposka). Yacte 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NICO 18113-2-2015 MeauumHckuMe usgenus Ana AvarHOCTUKM in vitro. NHdopmauwms,
npeaocTaBnsemMas nsrotosuteneMm (MapkmpoBka). YacTtb 2. PeareHTbl Ans AMarHOCTUKM in vitro
Ana npodeccmoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 W3pgenuna MeavmunmHCKMe AN AWMArHocTmku  in vitro.  OueHka
CTabunbHOCTU peareHToB ANS ANArHOCTUKM in vitro

FOCT P 53022.3-2008 TpeboBaHus K Ka4decCTBY KAMHUYECKMX nabopaTopHbIX MCCneaoBaHui,

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

MpuMmeyaHuMe - YKasaHHble Bbllle CTaHAAPTbl 6blIM AENCTBYHOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NPUMEHEHMUI0. B AanbHelleM npu nosib30BaHUWM AOKYMEHTOM Lienecoobpa3Ho NpoBepUTb
[leAICTBUE CCbISTOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO Npu MPUMEHEHUM HACTOSLEro J[AOKYMeHTa CneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHeaXXMeHTa kadectBa ISO 9001
B obnactu paspaboTkum, npomnssoacTea n npogaxu IVD peareHToB 1 NpnbopoB A58 MONEKYASpPHO-
reHeTMYeCcKon AMarHoCTUKKM, M apyroro nabopatopHoro npuMeHeHus n ISO 13485 B obnactu
pa3paboTku, npoussoacTtBa M npogaxu IVD peareHToB M npmbopoB ANna MeAMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

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

Appec npoussBoguTtensa: 117246, Poccus, r. MockBa, npoe3a HayuHbini, 4. 20, ctpoeHue 4.

MecTto npousBoAacTBa:
— 000 «OHK-TexHonorus TC», 117246, Poccus, r. Mocksa, npoe3a HayuHbin, g. 20, ctpoeHune 4;
— 000 «HMNO OHK-TexHonorusa», 142281, Poccusa, MockoBckas obnactb, r. [1poTBMHO,

yn. XenesHogopoxHas, a. 3.

Mo BonpocaM, Kacatowmmcsa Kayectsa Habopa peareHToB, cnegyeT obpawaTtbca B Ciyxby
KJIMEHTCKOW NoAAEPXKW.
Cnyx6a KNMEHTCKOM NOAAEPXKKN:
8-800-200-75-15 (ans Poccum, 3BOHOK 6ecnnaTHbIN)
+7 (495) 640-16-93 (ansa crtpaH CHIC 1 3apybexbs, 3BOHOK M1aTHbIN)
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 446-5
2025-02-20
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MpunoxxeHune A

MapameTpbl TeCcTa, KOTOpble HE06X0AMMO BHECTM B NporpaMMHoe obecneueHune
AeTeKTupyrwwmnx ammanpukatopoB «ATnpanm>», «ATnanr»
npuv ucnosnb3oBaHumn Habopa pearenTtoB BIIM-reH

B ¢pacoBke S

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakuMoHHOM cMmecn — 35 MKN;

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

Pe>xum
No UYucno
TemnepaTtypa, °C MWH C ONTUYECKUX Tun 6n0ka
6510ka LIMKJIOB .
n3MepeHun

80 0 30

1 1 LUnkn
94 1 30
94 0 30

2 5 Unkn
64 0 15 v
94 0 10

3 45 Unkn
64 0 15 %

4 94 0 5 1 LUnkn

5 251 XpaHeHune XpaHeHue

V - pexuM ONTUYECKNX U3MepeHui
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy5.5
HSV 1, 2 BK - - -

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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Mpuno>xeHnune b

MapameTpbl TeCcTa, KOTOpble HE06X0AMMO BHECTU B NporpaMMHoe obecneueHue
AeTeKTupyrwmnx ammiinpukatopos «ATnpanm>», «ATnanr»
npyv ncnosnb3oBaHmun Habopa pearentos BMIr-reH

B ¢pacoBke U

1) Konnuectso npobupok B Tecte - 1;
2) O6bEM peakuMoHHOM cMmecn — 18 MKkn;

3) B okHe «[lporpamma amMnandukaummn» BBECTU cieayolimMe napaMeTpbl:

Pe>xxum
N2 Yucno
Temnepartypa, °C MUWH C ONTUYECKUX Tun 6n0ka
6510Kka LIMKJ1I0B .
n3MepeHum

80 0 5

1 15 Unkn
94 0 5

2 94 5 00 1 Lunkn
94 0 30

3 5 Unkn
64 0 15 %
94 0 10

4 45 Unkn
64 0 15 \

5 94 0 5 1 Unkn

6 251 XpaHeHue XpaHeHue

V - pexuM ONTUYECKUX U3MepeHUi
4) BHecTn cnegyrouwme napamMeTpbl KaHan0B AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
HSV 1, 2 BK - - -

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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