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KoMnnekTbl peareHTOB
ansa NUP-amnanpunkaumn AHK c getekyumnen
B pe>XKuMe peanbHOro BpeMeHu
(dbopmar «Real-time»)

NHdopmMaumna 0 KOMMNIEKTaX peareHToB

HasHaueHue:

KoMnnekTbl peareHToB npeaHasHayeHbl Ans BbisBneHns [JHK MukpoopraHMsMoB B 6MOIOMMYECKOM MaTepuane yenosBeka
METOAOM MonnmMepasHon uenHon peakuum (MLP) B pexxmme peanbHOro BpeEMeH!.

Meron:

MonuMepasHas uenHas peakums C AeTeKumel pesybTaToB B PeXUMe peanbHOr0 BPEMeHW; KauyeCTBEHHbIN aHanus.
Bbipenenune AHK:

PekoMeHAYTCS KOMMNEeKTbl peareHToB aAns BbigeneHuns AHK MPOBA-HK, MPOBA-IC, MPOBA-PANNA (OO0 «HMO AHK-
TexHonorunsi»). [ins HekoTopbIX BUAOB 6buomMaTepuana Tpebyercs npeasaputenbHas obpaboTka (CM. COOTBETCTBYlOLWME
VHCTPYKLMKN K KOMMNJIeKTaM peareHToB ans sbiaenenns AHK).

BHUMAHME! lNpwu Bbigenenmn OHK n3 6mnontaToB, MOKPOTbI, 6pPOHX0aNbBEONSAPHOrO NaBaxa, MEKOHUS, Xenyao4yHOro
coka, dekanuii cnepgyeT UCNONb30BaTb TONbKO KOMMMEKTbl peareHToB MPOBA-HK u MPOBA-ITC. He pekomeHayeTtcs
vcrnonb3oBaTk koMmnnaekT peareHtoB [MPOBA-PAMWA npu BbiaeneHun OHK m3 cockob0B M3 yporeHuMTanbHOro TpakTa y
MY>KUMH.

0co6eHHOCTN KOMIJIEKTOB:

BHYTpeHHMIA KOHTPONbHbIN 0b6pasel (BK) — HeobxoanM Ans KOHTPOS MPOXOXAEHUS NOMMEPAa3HOW LEMHON peakLuuu.
CneunanusuposaHHoe o6opyaoBaHue:

AMnanbukaTopsl AeTekTupylolwme «ATnants?, «ATnpaitM»2 uam AT-96 (000 «HMO AHK-TexHonoruns»)

vnn amnnungukatopsl iCycler iQ n iQ5 (Bio-Rad Laboratories).

BHUMAHME! BO03MOXHOCTb MWCMOMb30BaHUA ApYyrux amnnvdukaTtopoB Heo6X0oAMMO YTOYHUTbL Yy npeacTaBuTens
KoMnaHun «HK-TexHonorns».

Bpems npoBeaeHus aHanusa (6e3 yuéra npo6onoaroroBku):

ot 1,5 vacos.

Ko. TBO onpep
48/96 (BKkNOYasi aHanM3 HEW3BECTHbIX 06pasLioB, MOJMIOXKUTENbHBIX KOHTPOJSIbHbIX 06pa3uoB M OTpuuaTeNbHbIX
KOHTPOJbHbIX 06pa3uos)

Tabnwuya 1 - KaHanbl geTekuMm NpoayKToB amMmnandukalmm

Fam Hex Rox Cy5 Cy5.5

Cneunduyecknii NpoayKT BK - - -

YcnoBusa TPaHCNOPTUPOBAHUA, XPaHEHUS U SKCNJlyaTalum

TpaHCNopTMPOBaHME KOMMJIEKTOB PeareHTOB OCYLLECTBAAT B TEPMOKOHTENHEpPax C X/Jaf03/1eMeHTaMn BCEMMU
BMAAMM KPbITOrO TpaHcropTa npv TemnepaType BHYTPU KOHTEWHEepa, COOTBETCTBYIOLLEN YCNO0BUAM XpaHeHus
KOMMOHEHTOB, BXOASALIMX B COCTaB KOMMNEKTOB peareHToB.

[lonyckaeTcsi TpaHCMNoOpTUpOBaHWe B TepMOKOHTelHepax C XJlaAo3NeMeHTaMu BCeMW BUAAMU  KPbITOro
TpaHcnopTa Npu TemnepaType BHYTPU KOoHTelHepa oT 2 °C fo 25 °C He 6onee 5 cyTok.

KOMMOHEHTbI KOMMJIEKTOB peareHToOB cCniedyeT XpaHuUTb B XOJI0AUSIbBHUKE uUnn XOJ'IO,EWIﬂbHOVI Kamepe npu
TemnepaTtype oT 2 °C fo 8 °C B TeueHue BCero cpoka rogHocTu. Cmecb ANs amnavdukaumm, sanedyaTaHHyo
napaduHOM, cneayeT XpaHUTb B XOJIOAUSIBHUKE WU XONOAUbHONM KaMepe npu TemnepaTtype oT 2 °C go 8 °C B
3alMLEHHOM OT CBETa MecTe B TeYeHWe BCEero Cpoka roAHOCTU KOMMIEKTOB peareHToB.

CpoK rofJHOCTU KOMM/IEKTOB — 12 MecsiueB Npu cO6A0AEHUN BCEX YCNOBWUIA TPAaHCMOPTUPOBaHWUS, XpaHEHUs U
aKcnyaTaumu.

1 - Tonbko Mogenu 4S1; 452; 551; 552; 6S1; 6S2.
2 - Tonbko Moaenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6.
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CocTaB KOMMJIEKTOB peareHToB:

HoMUHanbHbI 06bEM
Konuuecteso npo6upok
HanmMeHoBaHMe KOMMOHEeHTa BHewHWit Bua KOHTNOHEHTS
Ha 48 Ha 96 Ha 48 Ha 96
onpegeneHuii | onpeaeneHunii | onpeaeneHnii | onpeaeneHnin
96 npobupok
Mpo3payHas becupeTHas 48 npobupok E”_M P
Cmecb Ans amnaudukaumnm XUAKOCTb MO, nnm
A durauun, A A 12 ctpunos no 20 mkn
3anevyaTaHHas napagpuHoM BOCKOO6pa3sHbIM 6esbiM 6 CcTpUNoB no o
cnoem 8 npobupok
8 npobupok
MpospayHas 6ecuBeTHas
PacteBop Tag-nonnmepasbl posp u 1 npobupka 2 npobupkum no 500 mkn
XUAKOCTb
MpospayHas 6ecuBeTHas
MuHepanbHoe macno BA3Kas MacnsHucTas 1 npobupka 2 npo6upkm no 1,0 mn
XKUAKOCTb
MonoxutenbHblii MpospayHas 6ecuBeTHas
o posp u 1 npo6upka 75 mMkn 150 mkn
KOHTPOJIbHbIN 06pasely XKUAKOCTb
Kpbiwku ans crpunos?® 6 wT. | 12 wr.

XapaKTepucCcTUKMU KOMIMJIEKTOB peareHToB

BbisiBNsieMbli
MUKPOOPraHusm

N2 PY

Bup 6nonornyeckoro marepmana

R1-P206-23/4 (npobupku)
R1-P206-S3/4 (cTpunbl)

Bupyc Bapuuenna 3octep (VZV)

P3H 2013/1258

Cocko6bl U3 NopaxeHuit KOXKN n
CAN3NUCTBIX

R1-P202-23/9 (npobupku)
R1-P202-S3/9 (cTpunbl)

Bupyc repneca yenoseka Tun 6
(HHV®6)

®CP 2010/06932

JlumdoumnTbl NepudepryecKon Kposu,
JNIMKBOP, CMtOHA, MoYa 1 Ap.

R1-P203-23/9 (npobupku)
R1-P203-S3/9 (cTpunbl)

Bupyc repneca yenoseka Tun 8
(HHV8)

®CP 2010/06933

JlumdoumnTbl NepudepryecKon Kposu,
AKYNSAT, CEKPET npeacTaTenbHOM
xenesbl, GuonTaTbl U Ap.

R1-P205-23/9 (npobupku)
R1-P205-S3/9 (cTpunbl)

Bupyc SnwreitHa-bapp (EBV)

®CP 2010/06934

CntoHa, Mo4a, Cockobbl U3 ypeTpbl,
LepBMKanbHOro KaHana, 3aAHero
cBoja Bnaranuuia, MOHOHyKneapHas
dpakumsa knetTok nepudepunyeckon

R1-P003-23/4 (npobupku)
R1-P003-S3/4 (cTpunbl)

Jlnctepua MoHoLMTOreHec
(Listeria monocytogenes)

®CP 2010/06931

JInkBOp, COCKOBbI CO CU3NUCTBIX,
OKOMOMNJIOAHbIE BOAbI, MEKOHUA,
6uonTathl

R1-P404-23/4 (npobupku)
R1-P404-S3/4 (cTpunbl)

MukobakTepusi Ty6epkynesa -
MukobakTepms 60BMC KOMMNEKC
(M.tuberculosis — M. bovis)

®CP 2008/03849

MokpoTa, 6pOHX0anbBEONSPHbIN
naBax, XUpypruyeckuii Mmatepuan
(copepxumoe Ty6epKyoMbl)

R1-P001-23/9 (npobupku)

R1-P001-S3/9 (cTpunbl)

Tokconnasma roHanu
(Toxoplasma gondii)

®CP 2008/03944

JNuksop, 6uonTathbl 1 Ap.

NMpoBeaeHue aHanusa

1 MoaroTtoska n np
BHUMAHME!

no.

pasHoOM LUenHoW peakuuun

COJTHEYHbIX Nyyeit Ha NPoBMpPKK CO CMechbio AN amnandukauum!

Mpu npoBeseHun Bcex MnocneayloWUX AeWCTBUI cneayeT u3beraTb BO3AENCTBUSA MpPAMbIX

BHUMAHME! lNpu ucnonb3oBaHnn KOMMNIEKTOB peareHTOB B BapuaHTe UcnonHeHuns «dacoska S, CTpunbl»,
CTporo co6stoaTh KOMMNIEKTHOCTb CTPUMOB U KPbILWEK K HUM. He 1CrMonb30BaTh KPbIWKK K CTPUNaM U3 Apyrux
KOMMJIEKTOB peareHToB.

1.1

MNpoMapkupyiiTe No ogHOM MpPoBUpKe CO CMEecbio Ans amnandukKaumum Ans KaxAoro mccregyemoro obpasua,

OTPULATENBHOMO KOHTPOJIbHOrO o6pa3sua (K-) 1 NoNoXUTenbHOro KOHTponbHoro o6pasua (K+).

4 - - BXOASAT B cOCTaB Habopa peareHTOB Npu pacdacoBke CMECH ANA aMnaMdUKaumm B CTpUMbl




1.2

1.3
1.4

1.5

1.6

1.7

1.8

1.9
1.10

BcTpsixHUTE Npo6MpPKY C pacTBopoM Tag-nonvMepasbl B TedeHue 3-5 C Ha MUKPOLEHTpUdyre-BopTekce U
LeHTpUdyrupyite B TedeHne 1-3 ¢ Ha MUKpoLEeHTpUdYyre-BopTekce.

[o6aBbTe B Kaxayto Npobupky, He noBpexaas cnol napacdvHa, no 10 mkn pactBopa Tag-nonvmepasbl.

[o6aBbTe B Kaxaylo Npobupky no oaHoi kanne (okono 20 MKA) MUHepasbHOro Macna. 3akpowTe KpbIKK
npobupok.

BcTpsixHWTe NpobupKku € UccnenyemMbiMi U KOHTPOSbHbIMM 06pasuamMu B TedyeHue 3-5 ¢ Ha MUKpoLeHTpudyre-

BOPTEKCE U LUeHTpUdyrnpynte B TeueHune 1-3 ¢ Ha MUKpPOLEHTpUdyre-BopTeKce.

BHUMAHME!

1. TMpu wucnonb3oBaHun aAns BbigeneHnss [OHK komnnekTta peareHtoB [MPOBA-ITC Heobxoaumo nocne
BCTPSIXMBaHUs LeHTpudyrnposatb npobupkm ¢ npenapatom [AJHK npu 16000 x g (cooTBeTcTBYeT
13000 06/MnH Ha ueHTpudyre Heraeus Pico 17) npu komHaTHoM TemnepaType (ot 18 °C pgo 25 °C) B
TeyeHne OAHON MUHYTbl ANs ocaxaeHus copbeHTa. B cnyyae ecnu nocne BblAeNeHUs HaaocafouvHas
XWUAKOCTb, coAepxalias BblaeneHHyto [HK, 6bina nepeHeceHa B HOBble MPOGUPKK, LieHTpUdYrnpoBaHue
nocne BCTPAXMBAHWSA NPOU3BOAUTCA B TedeHWe 3-5 ¢ Ha MUKpOLeHTpudyre-sopTekce.

OTHocuTenbHoe yckopenue ueHTpudyrn (RCF nnmn g) 3aBMCUT OT 4acTOTbl BpalleHMs M paauyca poTtopa.
[na onpeaeneHns COOTBETCTBUS LEeHTpUdYru 3aaHHbIM napaMeTpam LeHTpudyrmposaHust obpatutecb K
PYKOBOACTBY MO 3KCrlyaTauuu.

2. [Ana npepoTBpalleHUs KOHTaMWHauuu cneayeT nepen BHeceHuem npenapata JHK oTKpbiBaTb KpbIWKK
TONbKO TeX NMPO6UPOK, B KOTOpble 6yAeT BHOCUTLCA AaHHbIM obpasel, U 3akpblBaTb WX Nepes BHECEHWEM
cnepytolero. B cnyyae Mcnonb3oBaHWs CTPUMOB CneayeT 3aKpbiBaTb KPbIWKY CTpUNa MNOCTe BHECEHWS B
Hero obpasuoB nepes HayanoM paboTbl €O creayloWMM. 3akpbiBaiTe NpoEUMPKW/CTPUMbI  MIOTHO.
MpenapaTtbl AHK 1 KOHTponbHble 06pa3upbl cneayeT BHOCUTb HaKOHEYHUKAMU C DUIbTPOM.

BHecuTe B COOTBETCTBYIOLUME MPOBUPKKU ANS UccnefyeMmblx obpasuos, He noBpexaast coi napaduHa, no
5,0 MKn BblAeneHHoro us obpasuos npenapata AHK. B npobupkn «K-», «K+» [HK He BHOCKTCS.

BHecuTe B npobupky, MapkuMpoBaHHyk «K-», He noBpexaas cnoi napaduHa, 5,0 Mka oTpuuaTenbHOro

KOHTPOJNIbHOrOo ob6pasua, npowejwero Bce 3Tanbl Npo6onoarotoBku. BHecuTe B NpobupKy, MapKUpoBaHHYO
«K+», He noBpexaas cnoi napaduHa, 5,0 MK NOIOXUTENBHOIO KOHTPOJIbHOro obpasua.

LleHTpudyrmnpyiTe npobupku/cTpunsl Ha MMKpoLEeHTpUdyre-BopTekce B TeyeHne 1-3 c.
YcTaHoBWTE BCe NpobupkuM/cTpunsl B 610K AeTeKkTUpytowero amnaudukartopa.
Ansa npubopos «ATnanTt», «ATnpamM» n AT-96:

3anyctute nporpammHoe obecneyeHne RealTime_PCR B pexume «Pabota c npubopom». [lNpu nepsom
nposeaeHun MMUP co3palite n coxpaHuTe HOBbIA TECT WAW 3arpy3uTe YCTaHOBOYHbIN dain. [danee v npu
nocnefyowWwnx MoctaHoBKax Jo6aBbTe B MPOTOKON COOTBETCTBYIOLWMIA TECT, YKaXWTe KOMMYeCTBO W
naeHTUdUKaTopbl 06pasLoB, OTMETbLTE pacrnosioXXeHne NpobMpoK Ha MaTpuLe TepMobrioka B COOTBETCTBUN C UX
yctaHoBkol (1.9) n npoeeaunte MNLP c yuéTom 06bEMa peakUMOHHOW cMecu, paBHoro 35 Mkn (Tabnuua 2).

Ta6bnuua 2 - MporpaMmma amnaMdukaumn Ans AeTeKTUpyLWmMX amnandukatopos «ATnanTt», «ATnpainm»
n OAT-96

0
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Ans npubopos iQ, iQ5:

Bkntounte npubop n 610K NUTaHWs ONTUYeECKOW 4vacTu npubopa, ocTasbTe Ans nporpesa Ha 30 MUHYT.
3anyctute nporpamMmHoe obecneuyeHune iCycler (unu Bio-Rad iQ5). MNMpu nepBoi noctaHoBKe co3panite wu
COXpaHWUTE HOBbIN NpoToKoN. Mpy NocneayroWwmMx NOCTaHOBKAax BblbepUTe COXPAaHEHHbIN MPOTOKOM, HacTpouTe
KOHdUrypaumuio nnawku (daiin ¢ AaHHbBIMM O XapaKTepucTMKe 06pasLoB M UX PacnofioXXeHUM B Miawke) u
nposeauTe MUP c yuéTtom 06bEMa peakUMOHHOM cmecn, paBHoro 35 Mkn (Tabnuubl 3, 4).



Ta6bnuua 3 -

vcnonb3oBaHun Persistent Well Factor)

Pexxum amnaudukaumm Ans  AeTekTupylowero amnaudukaTopa

iCycler

iQ5 (npun

Cycle Repeats Step | DwellTime | Setpoint, oc | PR/l Date
1 1
1 1 min 80,0
2 1 min 30 sec 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
4 10,0 storage

Tabnuua 4 -Pexum amnnudukaumm ana aetekTupytollero amnandukaropa iCycler iQ

Cycle Repeats Step Dwell Time Setpoint, °C Piri:/ql\:lj?slitti[;ita
MporpamMma ANns CYMTbIBAHUA AMHAMUYeCcKMX dakTopos iyHok dynamicwf.tmo
1 1
1 1 min 80,0
2 1 min 30 sec 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 2
1 30 sec 80,0 Real Time
[porpamMMa amnandukaumm
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage

Perncrpauma n y4yér pesynbratoB [ILP npoBoauTcs aBTOMaTU4eCcKW MNporpaMMHbIM obecneuyeHnem Ans

AETEKTUPYIOLWNX aMnINdUKaTopoB.

Mo BonpocaM, KacawwWwmMMca KayecTBa KOMMNEKTOB peareHToB Ansa MUP-amnandwukauun OHK c aetekumein B pexume
peanbHOro BpeMeHu, cneayeT obpallaTbcs B CYXO6y KIMEHTCKON NOAAEPXKKM.

Cnyx6a knuneHTckoin nopaepxkun: 8-800-200-75-15 (ana Poccuun, 3BoHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ans ctpaH CHI u 3apy6exbsi, 3BOHOK MaTHbIN).
E-mail: hotline@dna-technology.ru, www.dna-technology.ru

CumMBONbI, UCNnoJib3dyembie Npu MapKUpoBKe KOMIMJIEKTOB peareHToB

MeauuuHckoe wu3sgenue ansa
ANarHoCTUKM in vitro

Homep no katanory

Homep cepun

cBeTa

Jf Mpenen TemnepaTypbl ﬂ [LaTa n3rotoBneHms HectepunbHo
I:El O6paTuTtech kK
E Wcnonb3oBatk Ao MHCTPYKLMM Mo
MPUMEHEHUNIO W Coaepxumoro
[l0CTaToOuHO And
:‘&’5 He ponyckaetca npoBeAeHUsi N TeCToB
£ BO3/e/iCTBMNE CONHEYHOro M M3rotoenTenb

Homep: 135-19
2021-12-28
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