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Cnucok cokpanieHui

BKO BHYTPEHHHUIT KOHTPOJILHBIH 00pa3en

K- OTpHLIATENIbHBIN KOHTPOJIb

BK- OTpHLIATENbHBIN KOHTPOJIb 3TaNa SKCTPAaKLIUU

K+ MIOJIOKUTEIBHBIN KOHTPOIIb

OKO OTpPHUILATENILHBIA KOHTPOJILHBIH 00paser

IIKO TIOJIOKUTEIIBHBIA KOHTPOJIBHBIN 00pasery

[I11P PB MoJIMMepa3Hasi ILeNHas peakuus B  pexuMe
peanbHOTO BpeMEeHU

JIHK JIC30KCUPHOOHYKIICHHOBAsT KUCIIOTA

HK HYKJIEMHOBAsI KUCJIOTA

CII CaHMUTapHBIC TIpaBUIIA

MY METOIUYECKUE YKa3aHUs
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1. Hasnauenmne

Habop mpenmasnauen s BeiBieHus JIHK maToreHHBIX #  yCIIOBHO-
MATOTEHHBIX OakTepwii poma Leptospira B KIMHWYECKOM (KpOBb, Moda) U
MAaTOJIOTHYECKOM Marepuaie (TKaHH MO3Ta, JIETKHE, MOYKH OT JKHBOTHBIX), @ TAKXXE B
MpOAyKTax muTaHus (¢apir, komdaca U T.II.), KyIBTYpax MHKPOOPTaHU3MOB, CMBIBAX C
moBepxHocTeit Mertomom amrummpukanun JJHK ¢ duryopecnienTHoi nmeTekmmell B
PEKHME «PEaNbHOTO BPEMEHM.

2. XapakTepucTHKa HaGopa
2.1 llpunuun geicTBus

HaGop mno3Bomsier crnenuduyeckn ammmuduuupoBaTh (parMeHT TIeHoMa
nenroctiup u JJTHK BHYTpeHHEro moJ0XKHTEIBHOr0 KOHTpois (OakTepuodara T4) B
MYJIbTUIUIEKCHOM  TOJMMEpPa3HOM  menmHoM  peakiuu. Jlereknuss  MpPOIYyKTOB
aMIUTH(UKAIINHA OCYIIECTBILICTCS B PEXKHME PEalbHOTO BPEMEHH C HCIOJIh30BaHUEM
MIPUHIUIIA BBIMICIUICHUS (DIIYOPECIICHTHOH METKH Ha 5' KOHIIE OJMTOHYKJICOTHIHOTO
30H7A.

2.2 Cocras Ha0opa
Habop cocTOMT U3 KOMILIEKTa PEareHTOB JUIsl MPOBEACHHS MYJIbTHIUIEKCHON
IIP (xommuiekT Ne 1) ¥ KOMILIEKTa KOHTPOJIbHBIX 00pasioB (komriekt Ne 2).
Habop BeimyckaeTcs B IByX BapUaHTaX:

1) Jns amanmuza 55 KIMHUYECKUX O00pas3oB (BKJIIOYas KOHTPOJIbHBIE
00pa3ibl)

2) Jns amammza 110 xnuHMYeckux o00pasnoB (BKIIOYas KOHTPOJIBHBIE
00pasiipl).

CocraB Habopa mpuBeeH B Tabmmmax 1 u 2.

IIpoTOKOI BBIXOTHOI'O KOHTPOJISA JOCTYIIEH 10 3aIIpocCy.
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Tabmmma 1. Kommurekt Nel mnst mposenenus I1LP:

O0beM, MKIT Koui-
Ne CocTtaB KOMILJIEKTa Onucanue Ha 55 Ha 110 B0
peakuui | peakuui
Cwmech 1 IpoBeACHUS mpo3payHas
1 [1LP, P CMECH OecrBeTHAS 275 550 1
LEPTO SKHIKOCTL”
Bydep mnst mpoBenenus mpo3payHas
2 TILP, IIIIP BY®EP OeciBeTHAs 550 1100 1
LEPTO JKUJKOCTD
npo3payuHast
3 JHK ITonumepasa, OecrBeTHas 30 60 1
TAQ POLYMERASE BSI3Kas
JKHJIKOCTb
mpo3payHas
4 Bﬂygg MK EvoEp | Gccusernas 500 1000 | 1
JKUJIKOCTD
Tabmmma 2. Komrurekt No2, KOHTpOIbHBIE 00pa3IbL:
O0BeM, MKII
Ne CocTaB KOMILIEKTa Onucanne Ha55 | Hallo Koxr-
. '’ | BO
peakuuii | peakiuii
Bryrpennuii Ipo3pavHas
1 KOHTPOJIbHBIN 00paszell, OecrBeTHast 550 1100 1
BKO T2 HKUJKOCTD
OTtpHuaTenbHbIA npo3pavHas
2 KOHTPOJIbHBIN 00paszell, OecrBeTHast 1500 2000 1
OKO (TE 6ydep)* KUIKOCTD
ITonoxurensHbIN Ipo3pavHas
3 KOHTPOJIBHEIN 00pasertr, OecrBeTHAS 100 200 1
KO LEPTO JKUJIKOCTh

B Ha0op He BXOHIAT PEAKTHBHI ISl JKCTPAKIHWK HYKICHHOBBIX KHUCIIOT.
Brinenenne JJTHK mMoxkeT mpoBOIUTECS, HApUMeEp, C OMOIIBI0 HAOOPOB Ha OCHOBE
COpPOLIMOHHOTO METOJIa, B COCTaB KOTOPBIX BXOJAUT CIJIUKA I MUKPOICHTPH(]YKHBIC
KOJIOHKH, ¥ Take HaOOpOB Ha OCHOBE (PEHON-XITOPOPOPMHON SKCTPaKIUH W T.II.
Pexomennyercs ucnonp3oBars Habop «JHK/PHK-C-®AKTOP» mubo aHaIOTUYHEIA.

* Bo3MOYHa JIeTKast OMaJICCIEHIUs

1 Bmecro OKO jomyckaercs HCIONb30BaHHE  (DH3HOIOrMYEckoro  pactBopa, TE-Gydepa,

JUCTHUTNPOBAHHON BOJBI. PeareHThI JODKHEI OBITh YHCTHIMU M CTEPHIIBHBIMH. 3alpeliaeTcs UCIoIb30BaTh
3a0ydepeHHsblil HU3HOIOrnuecKuid pacTBop!
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3. AHaJquTHYECKHE XapaKTepPUCTUKHU

[Toka3zaHo OTCyTCTBHE CHEMU(PHUSCKUX pEeakluii KOMIIOHEHTOB Habopa B
ornomennn JIHK npyrux wmukpoopranmsmoB Brucella canis, Brucella suis,
Campylobacter jejuni, Salmonella enterica, Listeria monocytogenes, Listeria ivanovii,
Erysipelothrix rhusiopathiae, Candida spp.

IToxa3zano OTCYTCTBUC Hecneun(bnqecm/lx peaKuHﬁ KOMIIOHEHTOB Ha6opa B
otnomeHnn oopasnos JJHK KPC, komiku, cobaku, CBUHBH U YEIOBEKA.

4.  Mepbl Npea0CTOPOKHOCTH

Bce pabotel 1o cOOpy, TpaHCHOPTUPOBAHHIO W  IOJArOTOBKE IPO0
OMOJOTUIECKOTO MaTepHana OT )KUBOTHBIX OCYIIECTBIATh B CTPOTOM COOTBETCTBUH C
tpeboBanusmu CaulluH 3.3686-21 «CaHUTapHO-3IHIEMHOJIOTHIECKHAE TPEeOOBaHUS
1o TpoHIaKTUKE HH)EKINOHHBIX 00JIe3HEH».

HccnenoBanue mpoBOAWTCA B /BA 3Tama B ABYX OTACIBHBIX MOMELICHHUSIX
(3oHax), cormacao MY 1.3.2569-09 «Opranmsamus paboTBl J1aOOPaTOPHIA,
UCTIONB3YIOMMX METOAbl aMIUIM(UKaIWK HYKICHHOBBIX KHCIOT TpH padore ¢
MaTepHajoM, COAEPKaIllUM MUKpOOpraHu3MslI |-1V rpymnm naroreHHOCTHY.

Bce maboparopHoe 00O0pyJdOBaHHE, B TOM 4YHCJIE [03aTOPhI, IITATHBBI,
nabopaTopHas MOCy/a, a TAKKe paboune peareHThl U PACXOHBIC MATEPUAITBI JTOJIXKHBI
OBITH CTPOT'O CTAI[IOHAPHBIMU. 3aIPEINAETCs] UX NEPEHOC M3 OHOM 30HBI B APYTYIO.

[Ipouecc wuccnenoBaHus SBISIETCS CTPOTO  OJHOHANPABICHHBIM, paboOTy
clielyeT HauMHATh B 30HE MOJTrOTOBKH MaTepHaia, MPOJOJKATh B 30HE DKCTPAKIUH
HYKJICHHOBBIX KHCJIOT, 3aT€M B 30HE aMIUIM(UKALUH. 3alpemiacTcss BO3BpallaTh
00pasIsl B 30HY, B KOTOPOH ObUIa MpoBe/IeHa peabLAyIas CTa s npolecca.

PaGotaTh TOJNBKO B OIHOPA30BBIX IEpYaTKAX, WUCIOJIB30BATH M MEHATH NpPHU
Ka)XJJOH OIepaliy OJJHOPa30Bble HAKOHEYHUKH C a9PO30JIbHBIM OaphepoM.

OnHOPa30BYIO IUIACTHKOBYIO MOCYAy (MPOOMPKH, HAKOHEYHHUKH) cOpachIBaTh
B CIIEIMANIBHBII KOHTEWHEp, coaepKaluil Ne3nHOUIMPYIOIUK pacTBOp (Hanpumep,
0,2% HaTpHUEBOH COIH JUXIOPU30IMAHyPOBOI KHCIIOTHI).

Pa6oune nosepxuoctu B I[P nomemnienusax obay4aor Y@ cBETOM B TeUeHHE
30 MuHYT 70 Havaila W Tocje mpoBeaeHus pabot. Taxke mocie OKOHYaHUS padoT
pekoMmeHayeTcsi  o0pabareiBaTh ~ paboune  MOBEPXHOCTH  JIE3MH(QUIHMPYIOIIUM
pacTBOPOM.

5. Marepuaisl 4 060pyaoBanue

Jas 3onbl Boiaeaenust IHK u3 ncenenyembix npoo:

e HactonpHbli OOKC ¢ OaKTePHIUAHON JIaMIOW WM  CTEPUIBHBINA
namMuHapHeld  1mwkad  (Hampumep, «BABmn-«Jlamunap-C»-1,2», «JlamunapHbIe
cucreMbl», Poccus);

e TBepmoTenbHBINA TEPMOCTAT I MPOoOHUPOK THMa «dumeHnopd» Ha 1,5 M ¢
nuanaszoHoM Temmeparyp ot 25 1o 99 °C (manpumep, TT-2-«Tepmur» «HITO JHK-
Texnonorus» Poccus);
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e BakyymHBIH OTCcachlBaTeldh MEIUIIMHCKUN ¢ KOJOOW-TOBYIITKON IS

yAaJIeHUsT HAI0CAI0THOMN XUIKOCTH (Hampumep, «OM-1», . YibsHoBck, Poccust).

e  MuxkponenTpudyra s mpobupok Tuma «AnneHnopd» g0 12 Teic. 00/MUH
(manpumep, «MiniSpiny», «Eppendorf», 'epmanust);

e Boptekc (mampumep «TOTA-2», «buokom», Poccus);

e [IuneTku aBTOMaTH4eCKHE OJHOKAHAIbHbIE IepeMeHHoro oosema 20-200 u
200-1000 mx; (Hanpumep, «JlennumneT», Poccust).

e OpHOpa30BBIE IOJUIPONMICHOBBIE NpoOupku Ha 1,5 mu (Hampumep,
«Tarsonsy, Uuaus);

e OpHOpa30BbIC HAKOHCYHWKH MJIsI IHUIETOK MEPEeMEHHOT0 o0bema ¢
a’po30abpHEIM OapeepoM 10 200 u 1000 Mkn B mratuBax (Hampumep, «Tarsonsy,
WHmus),

e [lepyaTku MEANIIMHCKUE HEOITyIpEHHbIE JTATCKCHBIE;

o IlltaTuBBI A1 MUKpOIIpOOHUPOK Ha 1,5-2 mut (Hanpumep, «Axygeny, CIIIA);

e EMKOCTb ¢ Ie3MHOUIHPYIONIUM CPEICTBOM;

o XononuwibHUK OT 2 a0 8 °C ¢ MOPO3WIBHOW Kamepod OoT MuHyc 24 10
munyc 18 °C.;

o Xanat 1a00OpaTOPHBIIL;

o Hab6op mis Beiaenenus JJHK (em. myHKT 2.2).

s 30ub1 nposenenus NP ananu3za:

e  Awmmmodukarop (Hanpumep «Rotor-Gene Q», Qiagen; «IT-96», JTHK-
TEXHOJIOTHUS M aHAJIOTUYHBIH).

o T[IIP-60kc (Hampumep, «BAB-IILP-«Jlamunap-Cy», JlaMHHApHBIE CHCTEMEI,
Poccus).
e  Muxkponentpudyra-soprexc (Hanpumep « TOTA-2», «bruoxkom», Poccus);
o [IumeTKH aBTOMATHYECKHE OJHOKAHAIbHBIC MEepeMEeHHOro obbema 2- 20,
20-200 mxi 1 100-1000 mxi; (Hanpumep, «Jlennumnery», Poccus).
e OyHOpa30Bble HAKOHEYHHWKW [UIS JI03aTOPOB IIEPEMEHHOr0 oObeMa C
a’po30ibHBIM OapbepoM 10 20, 200 mxn u go 1000 mxn (Hanmpumep, «Axygeny,
CILIA).
e [lltaTmBel 11T HAaKOHEYHHWKOB (Hampumep, «Axygen», CIIA) u
MuKponpobupok Ha 0,2 M (Hanpumep, «SSI», CIIIA).
e XonomunbHUK OT 2 110 8 °C ¢ MOpO3WIbHOM Kamepoil oT muHyc 24 10
munyc 18 °C;
e  OpgHOpa3oBbIe NONUIPOIIIIEHOBBIE TpoOupkyu Ha 0,2 u 1,5 M (HanpuMep,
«Axygeny, CIIIA);

e  IIrarusel mnas mukponpodupok Ha 0,2 u 1,5-2,0 mur (mampumep, «SSly,
CIIIA);

e [lepuaTKu MEAWIIMHCKHUE HEOITyIPEHHBIC TATEKCHEIE;

e  Xauar 1a00paTOPHBIA.
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6. B3asiTue u 06paGoTka MaTepualia, TPAHCIIOPTHPOBaHHE U XpPaHEHHE NPOD
6.1 OTO0p MaTepuaJa 1Jis1 HCCAeJ0OBAHMS, TPAHCIIOPTHPOBKA U XpaHeHHe

s uccienoBaHus UCIONb3YIOT CAEAYIOLIUN MaTepra:

e  IlenbHast KpoBb (OT >KMBOTHBIX ¢ OCTpoil (hopmoii mHpekuun). Kposb
3abupaetcs B mpoodupky ¢ 3-6 % DJITA u3 pacuera 50 mxin pactBopa D/TA Ha 1 mu
KPOBH, 3aKPbITYI0 IPOOHPKY C KPOBBIO HECKOJIBKO pa3 MepeBOPaYHBaIOT.

e  OparMeHTHl TKaHEH M OPraHOB OT MAaBIIMX >XMBOTHBIX (MO3T, JErKUeE,
MOYKH) OTOMPAIOT B CTEPWIILHBII KOHTEHHED.

e Mouy oTOHparoT B KoimuecTBe 15-25 M B CHCHHANBHBIA CyXOW
CTepMIIbHBIN (DIaKOH WM KOHTeHHep. Ecii HeT BO3MOXHOCTH HCCIIEZIOBATh MaTEPHAI
B TEUEHHUE CYTOK BHOCAT rimuepuH 10 10% oT o0pemMa, mepeMemnBaoT U XPaHAT IPH
Temneparype He Boime 16 C.

o Ilpoxykrsl nutanus (papii, MICHBIC MOTy(GaObpHUKaThl, COCHCKH, KOJIOACy
1 T.I.) OTOMPAIOT B CTEPIIIbHBIC KOHTCHHEPHI.

e  KynbTypsl MEKpPOOPTaHU3MOB B XKHJKHX CpellaX OTOMPAIOT B CTEPUIIBHYIO
Tapy.

e BakrepuanbHble KOJOHHH pecycrneHaupyoT B 0,5 M (PU3H0IOrHUECKOTO
pacTBopa.

e [luratenvHpie cpeabl OTOMPAIOT B CTEPWIbHYIHO Tapy (TBepIbie
pecyCleHIUPYIOT B (PH3HOJIOTMYECKOM PACTBOPE).

e CMBIBHI C TIOBEPXHOCTEH (BHYTPHIA0OPATOPHBIX, C MOBEPXHOCTEH Taphl,
KOPMYIIEK, MECT COJCPKAaHUS )KUBOTHBIX U JIp.) OTOMPAIOT B CTEpWIBHYIO Tapy ¢ 0,5
MJI (PU3HOIIOTHYECKOTO PAcTBOpA.

[TomydeHnsie 00pa3ibl MOXKHO TPAaHCHOPTUPOBATH M XPAaHHUTh B CIEAYIOIINX
pexxnumax:

IlenbHast KpOBb:

- ipu Temmeparype 2 - 8 °C - B Teuerue 12 4 ¢ MOMEHTa B3sTHS MaTepHaja

Hpyrue obpasusr:

- ipu Temmeparype 2 - 8 °C - B TeueHue 1 cyToK;

- IpH Temreparype He Beiie MuHyc 16 °C - B TeueHue | Hememnw;

- IpU TemrepaType He Bbllie MUHYC 68 °C - 1IUTENBHO.

Jlonyckaercsi 0AHOKPAaTHOE 3aMOpaKMBaHHe-0TTaNBaHNe MaTepHaJa.

Ha ycmompenue eemepunaprozo epaua O0onyckaemcs uccie008anue Opyeux
61006 Ouomamepuaa.

6.2 IloAroTOBKA HCCEXYEMOr0 MaTepHaia

LenpHy0 KpOBB, KYJIBTYPbl MUKPOOPTaHU3MOB U MUTATEIbHBIE CPEbI, CMBIBBI C
MMOBEPXHOCTEN UCTIONB3YIOT st BhiAesenus: JJHK 6e3 mpenBaputensHOi MOATOTOBKH.
CMBIBBI C TIOBEPXHOCTEH, B3STHIE IS MPOBEPKH HAIWYUS BHYTPUIAO0OpaTOPHOM
KOHTaMUWHAIIUH, BBLICNIATh HE HYXKHO.

[IpoOupky ¢ KpOBBIO aKKypaTHO HECKOJBKO pa3 TIepeBOPAuYMBAIOT IS
PaBHOMEPHOTI'O NepeMEIINBAHMS.

8
Bepcus 1.12 ot 28.09.2022



Uccrenyemple poOBI TKaHEH, OPTaHOB WM TPOAYKTOB IHTAHHS H3MEIBUAIOT C
WCTIOJIb30BAHUEM CTEPHIBHBIX (HapPOpOBBIX CTYIMOK W TECTHUKOB, JTOOABIISIOT
JIECSITUKPATHBI 00BEM CTEPHIIBHOTO (H3MOIOTHIECKOTO pacTBopa min (ocdarHOTo
Oydepa u TmaTenpHO nepeMelnuBaoT. CyCIeH3HIO MEPEHOCT B IPOOUPKY 00beMOM
1,5 Ma u ueHTpUyrupyoor npu 2 TeiC. 00./MUH B TedeHue 5-10 MUHYT. AJHKBOTY
HagocanouHoi xuakoctu (0,1 M) ucnons3yrot i skerpakiuu JHK.

Mouy nocyie c6opa OTCTaMBaIOT B TeUeHHE | yaca, 3aTeM OCTOPOXKHO CIIMBAIOT,
OCTaBIIsIs MIPUAOHHYIO YacTh — okono 10 mi. Lentpudyrupyror npu 5000-6000 g 10
MUH, €CJIM 0C3/I0K MPAKTHYECKU HE BUJEH, TO B 3TY K€ NPOOHUPKY BHOCAT eme 10 mi
MaTepHala u MOBTOPSIOT eHTpudyruposanue. HazocamogHyro KUIKOCTh OCTOPOKHO
CIMBAIOT, OCTaBMB Hax ocangkoMm mpuMepHo 0,2 wmim  xuakoctd. Ocamok
peCyCIEHIUPYIOT B OCTABIIEICS HAIOCAL0UYHOM KUAKOCTH U 100 MK €ro UCIoyb3yloT
s skerpakgun HK. Jlo monydyeHust ocagka MOYYy HENIb3sd OXJIAXAATh WU
3aMopaxnBaTh. ECIM HET BO3MOKHOCTH HCCIICAOBATH MOYY B TedcHHE 24 4 mocie
B3ATHs, B oOpaser BHOCAT TinuepuH (B koiamdectBe 10% ot oObema mpoOsl),
MepEeMEIINBAIOT ¥ 3aMOPAXKHUBAIOT.

Ha ycmompenue eéemepunapno2o epaia OORYCKAemcs uccie008anue Opyaux
61006 Ouomamepuad.

7. IIpoBeneHme aHanausa

Uccnenoranue ¢ nomoirpio Habopa «IMIP-JIEIITOCIIMPO3-®AKTOP»
COCTOHT M3 TPEX ATAIOB:
e skcrpakuust HK (Ha 3TOM 3Tame DOMONHUTENBHO UCTIONB3YIOT PEaKTUBBI IS
sKcTpakiuy, Hanpumep, Habop «JHK/PHK-C-©AKTOPY);
e qposenerne [P c¢ ¢uyopecueHTHOH neTeKImeld B peXUME pPEarbHOTo
BpPEMEHH;
®  yYeT pe3yJbTAaTOB aHAIIU3A.

7.1. Dkerpakuusn (Bbiaesenue) HK u3 kauHuveckoro marepuasia

OT06paTh HEOOXOAUMOE KOJIMYECTBO OJHOPA3OBBIX IPOOUPOK 0O6BeMOM 1,5 M,
BKJIIOYAsi OTPHIATEILHBIM KOHTPOJbL BBIJENIEHUs . BHecTm BO Bce mMpoOUPKU C
HccienyeMbpIMu 00pas3iamu, Bkmodas npooupky it OKO, mo 10 mxn BKO T2.

Brectn uccnenyembie mpoOsl B 00bEME COTIIACHO MHCTPYKIUHU K Habopy st
BeieneHnss HK, B TpoOMpKYy OTpHIATENFHOTO KOHTPOJIA BBICICHHS BMECTO
uccneayemoii npoosl Brectn OKO? (npo6upky 0603HaunTh Kak BK-).

Boigensate HK w3 aHamm3upyembIX M KOHTPOJIBHBIX 0OpAa3llOB COTJIACHO
MIPOTOKOJTY MHCTPYKIIMK POU3BOAHTENS Habopa st BeiieneHus HK.

Brigenennyto JJHK MoXHO XpaHuTh B TEUYeHHE OJHOW HENENH Ipu
temrieparype ot 2°C o 8°C miu B TedeHHe roJia Mpu TEMIIEpAType HE BbIIIE MHHYC
16°C.

2 Bwmecro OKO JIOIyCKaeTcss  UCIONb30BaHHE  (usHonornmieckoro  pacrteopa, TE-Oydepa,

JUCTHUTNPOBAHHON BOJBI. PeareHThI JODKHEI OBITh YHCTHIMU M CTEPHIIBHBIMH. 3alpeliaeTcs UCIoIb30BaTh
3a0ydepeHHsblil HU3HOIOrnuecKuid pacTBop!
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7.2. lloaroroBka 06pa3uoB k nposeaenunto [P
O0muii 00beM peakuoHHOM cMecH — 25 MKJ1, 00beM JJHK-npoos1 — 10 mkJ1.

YcnemHoe NpoxoXkIeHUE Peakd KOHTPOIMPYIOT ucnoib3oBanneMm KO
LEPTO, BKO T2 u JHK 6ydepa.

Ilpumeuanue. JlomyckaeTcs pa3MOpaKHMBaHHE PEarcHTOB M3 Habopa repen
pabotoii mpm Temmeparype He Bbime 40°C (C HCHOIB30BAaHHUEM TEPMOCTATA).
IIporpesanne npo6upku TAQ POLYMERASE kaTeropuuecku 3anpeuieHo.

B otmenpHON mpoOHpKe CMeIIaTh KOMIIOHEHTHI Habopa W3 pacdera Ha KaXIYIO
peaxuuto [11IP:

5 mxa IIIP CMECB LEPTO
10 Mk cmecu IIINP BY®EP LEPTO
0,5 mxa TAQ POLYMERASE

[TepemeriaTh cmech Ha BOpTEKCE M COPOCHTH KaIUld KpPaTKOBPEMEHHBIM
LEHTPU(DYTHPOBAHUEM.

OtoOparh HeoOXonuMoe KOoJIM4ecTBO NpoOupok it ammuudukammun JJHK
HCCIIEAyeMbIX M KOHTPOJIBHBIX Mpo6. BHectw mo 15 MKn IpUrOTOBIEHHOM
PEaKIIMOHHOU CMECH.

Hcnone3ys HAKOHEYHUKH € QHIBTPOM B HOATOTOBICHHBIE IPOOUPKH BHECTH:

a) B mpobupky orpunarensuoro koutposs [P (K-) 10 mxix JHK 6ydepa;

0) B psiag MpOOUPOK AT UCCIEAYEMBIX MPOo0 - B Kax Ay BHecTH mo 10 MK
JIHK cootBetcTByfo1ieii mpo0sl, mony4eHHo mo m.7.1 (Bxitovas npody BK-);

B) B IPOOHpPKY MoN0xuTeNbHEIH KoHTpob [TLP (K+) 10 mxa IIKO LEPTO

Ilpumeuanue. Tlpu wucnonb30BaHUM JUIS PaOOTHl  aMILIM(DUKATOPOB C
CUMTBIBAaHHEM uepe3 Kpbimky (Hampumep, JIT-96), 3ampemiaercsi HAHOCHTH
MAapPKHPOBKY HAa KPBIIIKY NPOOUPOK!

7.3 lIposenenne peaxkuuu [P PB ¢ ¢ayopecuenTHOM AeTeknmeii

[TapameTpsl TeMmepaTypHO-BPEMEHHOTO PEeXUMa aMIUTMGHUKAIME Ha MpUOopax
«Rotor-Gene Qy, «JIT-96», CFX96 u LightCycler® 96 yka3zausl B [Ipunokenusx 1, 2,
3 u 4 MHCTpYKUMH COOTBETCTBEHHO.

ITomectuts mnoaroroBiaeHHsle Juisi nposeaeHus [ILIP mpobupku B sueiiku
amIuduKaTopa. 3armporpaMMHUpOBaTh NPUOOP COTIIACHO MHCTPYKILMH MPOU3BOIUTENS
u B cootBeTcTBUU ¢ [Ipunoxenusamu 1, 2, 3 u 4 Unctpykuun.

B ciyuae ucnonb3oBaHuS aMIDIM(UKATOPOB JPYTHX MOAENeH PEeKOMEHIyeTcs
KOHCyJbTanus co cneruanuctoMm komnanuu «BET ®AKTOP».

Ilocne 3aBepuieHHS NPOTPaMMBI aMIDIM(UKAUK OTpabOTaHHBIE MPOOUPKHU
YTHIM3UPYIOT B cooTBeTcTBHU ¢ MY 1.3. 2569 -09.
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8. HHTepnperauus pe3yJbTaToOB aHAIHM3A

IlomydeHHble NaHHBIE — KPUBBIE HAKOIUICHHS (DIyOPECIEHTHOIO CHUTHasa
AHATM3UPYIOTCS C IMOMOIIBIO MPOTPAMMHOTO 00ECTIEYEHHs MCIOIb3yeMOro mpubopa
qna mpoBeaeHus IIIP B pexume «peanbHOrO BPEMEHH» B COOTBETCTBUU C
MHCTPYKIMEH NMPOU3BOIUTEINS K MPUOOpPY U B cooTBeTcTBHU ¢ [Ipmtoxenusmu 1, 2, 3
u 4 x UncTpykuum.

VYuer pesynsraro I11[P-ananu3a npoBOAUTCS MO HATUYIHMIO UIH OTCYTCTBHIO
nepecedeHust KpHBOi (IyopecleHIMM C YCTaHOBJIEHHOH Ha COOTBETCTBYIOILEM
YPOBHE MOPOTOBOH JIMHUEH (UTO COOTBETCTBYET HAIUYMIO WM OTCYTCTBUIO 3HAUCHUS
moporoBoro nukia «Cty as uccaegyeMmoro odpasma).

PesynpraT cumTaeTcs IOCTOBEPHBIM B CIydac KOPPEKTHOTO MPOXOXKICHHUS
MIOJIOKUTEIBHBIX U OTPHUIATEIBHBIX KOHTpOJeH ammumndukanuu u sxctpakiun JJHK B
COOTBETCTBHH C TaOJIHIEH 3.

Tabnmma 3. OueHka pe3yIbTaToB aHAJIH3a.

Kanan gerexium
s | JOE(HEX)/
© FAM/Green
] Yellow Pesynbrar
= LEPTO BKO
g + Tlo 28 10 28 Peakiiun mos0KUTEIEHOTO M BHYTPEHHETO
= = KOHTpPOJICH MPOIULIH YCHEUIHO
Curnan Curnan
Peakius npomia ycneurHo
o OTCYTCTBYET OTCYTCTBYET
Q@ Crienuduyeckass KOHTaMHHAIHS !
< Jlroboe Curaai
Z o|  sHauenme OTCVTCTBYET TPEBYETCS noBTopHasi nocraHoBka!
= YICTBY PexoMmeHayeTcs HOCTaBUTh CMBIBbI
% Cornan Konramunanus BKO! TPEBYETCA
OTCVICTBYCT JIro6oe 3HaueHne | MOBTOPHasi MocTaHOBKA! Pekomenayercs
YTeTBy MOCTaBUTh CMBIBBI
Curnan JIto6oe 3HaueHme
OKCTpaKLUs NPOULIA YCHEeLIHO
OTCYTCTBYET or 1 1o 28
Tio6oe Curaan Crienuduyeckass KOHTaMHHAIHS !
a = SHAUCHIE orcyrctByeT wi | TPEBYETCSI noBTopHast 3xcTpakuus!
om moboe 3HaueHHe | PexomeHyeTcst OCTaBUTh CMbIBBI.
Cursan Curnan Pe3ynbpTar HEMOCTOBEPHBIH, BOZMOYKHO
OTCVICTBYET OTCYTCTBYeT Wi | mpucyrcrue naruouropos. TPEBYETCSI
YTCTBY 3Hauenue Ct >28 | moBTopHasi IkcTpaKums!
JIroboe Curnan Pe3ynbrar aHanu3a moJ10KMTEbHBIH.
3HaYEHHUE OT orcyrcrByer win | JJHK Leptospira (namoeennvix u/umu
e 1 1o 28 m1000€ 3HAYCHUE | YCI0BHO-NAMO2EHHbIX 6U008) MPUCYTCTBYET
5 Curnan JIto6oe 3nauenne | PesynbraT ananusza
& | OTCYTCTByeT or 1 1o 28 OTpHIATENbHBbII
o Curnan N
Curnan N — Pesynbrar HE 1OCTOBEPHBIH.
OTCYTCTBYET 3Ha‘}{IZHI/I€yC £ >28 TPEBYETCS noBTopHast 3kcTpakuus!
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B cinyuae, ecniu B BK- 3nauenne Ct g BKO orcyTcTByeT mim mpeBbliaeT
rpanndHoe, a B K+ 3nauenune Ct ms BKO menee rpanngnoro (u B obpasmax Ct mis
BKO meHee TpaHWYHOTO) — PE3yNbTaTHl MOXKHO CUHTATh NOCTOBEPHBIMH. TakXke B
cnydae ecnu 3HaueHue Ct qiia BKO B K+ oTcyTcTBYyeT unm npeBbllaeT rpaHUYHOE, a
B BK- 1 00pa3uax MeHee rpaHUYHOTO — Pe3yJIbTaThl MOYKHO CYHTATh JIOCTOBEPHBIMH

Ecnu nist uccneayemoro obpasia mo kanany JOE(HEX)/Yellow 3nauenue Ct
ompezensieTcst no3aHee 28 1MKiIa NpU KOPPEKTHOM HPOXOXKICHUH TTOJOKUTENBHBIX U
OTPHUILIATENIBHBIX KOHTPOJEH — OH CUUTAETCS CHOPHBIM M HCCIEXyeTCsl MOBTOPHO C
srana Beigenenus JHK. Eciau npu moBTOpHOH MOCTaHOBKE HAOIIONACTCS CXOXKHM
pesyabrar (Ct Ha kanare JOE(HEX)/Yellow Gonee 28), TpeGyeTcs MOBTOpHOE B3sTHE
MaTepuajia OT TOTO K€ XMBOTHOTO 1ra mpoBeneHus I[1I[P-mccnemoBanms u (wim)
HCTIONIb30BAaHNE ANBTEPHATHBHBIX METOJOB IWAarHOCTHKH. B cilygae momydeHHs
suadenus Ct Ha kaname JOE(HEX)/Yellow menee 28 npm wccienoBaHuu MOBTOPHO
B3ATOTO OT )XMBOTHOTO MaTepHaia - 00pa3er CUNTATh MOJI0KUTEIHHBIM.

BHUMAHME! Ilpu nony4eHUH COMHMUTEIBHBIX PE3YyJIbTaTOB, & TAKXKE IPU
nosiBieHu! Jodoro 3xHadenus Ct s orpunarensHoro koHTpois stana [ILP K- (Ha
J000M U3 KaHAJIOB) PEKOMEHIYeTCsl HCCIEIOBAHHE CMBIBOB C IIOBEPXHOCTEH B
1ab0paToOpHy JUIsl UCKIIIOUSHHUsI pHCKa BHYTPHIa0OpaTOPHOW KOHTaMUHAIMH. CMBIBEI
¢ J1a0OpaTOPHBIX MMOBEPXHOCTEH M 00OpPYJOBaHUS UCIOJIBb3YIOT B Ka4E€CTBE MaTPHILIBI
g [P (BHOCAT B peakIiiio BMECTO UcCielyeMbIX Mpod B kosnmdecTBe 10 MKI) — TO
€CTh CMBIBBI HCCIIEAYIOT Oe3 skcTpakimu. [losiBnenune mobdoro 3uaueHus Ct Ha o6om
13 KaHAJIOB CBU/ICTEIBCTBYET O BHYTPMIIa00paTOPHOI KOHTAMHUHAIINH.

9.  YcioBHsI TPAHCIIOPTHPOBAHUS
Ha6op «IIOP-JEOTOCHHUPO3-®AKTOP» MOXHO TpaHCIIOPTHPOBATH
BCEMH BHJaMH KPBITOT'O TpaHCIIOpTa MpH Temnepatype ot 2 1o 8 °C He Oosee 5 cyToK.

10. YcaoBusi XpaHeHHSs
JimrensHOe  XpaHeHHWe  KoMIulektoB  Habopa  «IILP-JIEIITOCIIMPO3-
DAKTOP» ocymiecTBIsIIOT Ipu Temieparype ot munyc 18 no munyc 20°C.
Ilepen Hauwamom paboTbl C HaOOpPOM KOMIIOHEHTHI Habopa clexyeT
Pa3yKOMIUIEKTOBATh M XPaHUTh B COOTBETCTBHHU CO CIEAYIOIUMHU TPEOOBAHHUSIMHU:
Kommnekt Nel (cm. Ta6m. 1) mpu temmeparype ot muayc 18 mo munyc 20°C;
Kommekt Ne2 (cm. Tabmn. 2) mpu remneparype ot 2 g0 8°C.

11. Cpox rogHoctu

Cpox romuoctu peareHToB «IIHP-JIEITOCIIAPO3-®AKTOP» 12
MECSIIEB.

Ha60p C UCTCKIIHUM CPOKOM I'OJHOCTHU MPUMEHEHUIO HE IMMOIJICKHUT.
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Mpuinoxenue 1. Mopsagok padorsl Ha npudopax Rotor-Gene 3000/6000 (Corbett
Research, Ascrpaius) u Rotor-Gene Q (QIAGEN, I'epmanus)

B cmygae mepBoro wucmoip3oBaHus I[IIIP-mabopa Ha mpmbope HEoOX0aUMO
co3mate mpotokon ¢ HasBaHmeM <«[ILP-JIEIITOCIIMPO3-®AKTOP» (mpu
nmanpHeimeit padboTe UCTIONB3YIOT CO3AaHHBIN MAOIIOH).

[Tpu pabote ¢ npudopom Rotor-Gene 3000 ucrnosnp3ytor nporpammy Rotor-Gene
Bepcuu 6 wim BhIie, ¢ mpudopamu Rotor-Gene6000u Rotor-GeneQ—wucmonp3yroT
nporpammy Rotor-Gene 6000 Bepcun 1.7 (build67) nim Beime.

TepMHHBI, COOTBETCTBYIOIINE Pa3sHbIM BEPCHSAM IPOTPAMMHOIO OOECIEeYEeHUs,
PAacIoJIOKEHBI TI0 TEKCTY B CIIEAYIONIEM Mopsiake: st mpubopa «Rotor-Gene» 3000 /
UIA  aHTJIOS3BIYHOM  Bepcum mporpammbl  «Rotor-Gene» 6000 (Q)/ mna
pycckos3prgHOM Bepcun nporpaMMbl «Rotor-Gene» 6000 (Q).

1. OtkpriTh Iporpammy «Rotor Gene Q».

2. BwiOpaTh B OCHOBHOM MCEHIO mporpamMmbl 3Ha4oK «New»/«HoBblii B
OTKpHIBIIEMcS OKHE BEIOpaTh «IlycToii madaon», Haxats KHONKY «New»/«HoBbIi

&€& | B B ||
Omp.  Coxp | Crapr  Mazs  Crom

Mpocuy

FlycTon s keneprenr
oo naer

[¥ [lekasart STor 3KpaH MpK SAMYCKe ARorpSkE

3. BeiOpate THIO potopa. Hampmmep, «36-Well Rotor»/«36-s1yHouHbIi
POTOP» TIPH UCHOJIB30BaHUH poTOpa Ha 36 00pa3moB. [locTaBUTH OTMETKY B OKOIIIKE
psamom ¢ Hagmucsio «No Domed 0.2 ml Tubes»/«Locking ring attached»/«Koabio
3akpemnieno». Haxxats kHomky «Next»/«aseex.

4. Ykazatp omnepartopa, 00beM peakinuoHHoi cmecu «Reaction volume»/Oobem
peaxkuumn» — 25 Mkt [l Rotor-Gene 6000 nomkHO ObITH OTMEUEHO OKoIIKo «15 pl
oil layer volume»/«15 pL 00bem Macaa/Bockay. Haxate kHONIKY «Next»/«/lameey.

Vohume fol | =

Sarmple Layout

13
Bepcust 1.12 ot 28.09.2022



5. B Bepxmeli dyactm okHa Haxarb KHoOnky «Edit profile»/«Pexakrop
npoduiisi». B nosBUBIIEMCs OKHE B COOTBETCTBUU C MHCTPYKITMEH K MPUOOPY 3a1aTh
porpaMMy aMIUTHGUKAINH C TapaMeTpaMH, yKa3aHHBIMH B TaOmmie 4. Haxatp
knaBunry «OK».

Tabmuna 4. TemnepaTypHO-BpEMEHHOH PEXUM aMIUTA(UKALIAH

Ne i/ TemnepaTypHO-BpeMEHHON PEKUM YHCII0 IUKIOB
1 95°C — 3 mun 1
95°C — 15 cex
2 58°C —15 cexk 10
72°C —15 cex
95°C — 15 cex
3 56°C — 15 cek, nerexuus Joe/Yellow; FAM/Green 30
72°C — 15 cex

Juist aTOro Tpedyercs mpojenaTh CIeIyIOINe Iari:

-Haxarp knmaBumry «Insert after»/«BcraButrh mocne» u BbiOpath «New hold at
temperature»/«HoBoe yznep)aHue TeMmIiepaTypbl», YCTaHOBUTH TemIieparypy 95°C u
BpeMs 3 MUH ;

-Haxare wmaBumry «Insert after»/«BcraButh mocme» u  BeIOpath  «New
cycling»/«HoBoe mnmkianpoBaHWe», YCTAaHOBHTb IapaMeTphl NMKIMPOBaHUS B
COOTBETCTBUH ¢ TabnuIeit 4, MyHKTOM 2.

-Haxarp kmaBumy «Insert after»/«BceraButh mocnme» W BbIOpath  «New
cycling»/«HoBoe mnmknmpoBaHWe», YCTaHOBHTh MapaMeTphl NWKIMPOBAHUS B
COOTBETCTBUH ¢ Tabnuieil 4, myHKTOM 3.

wits | rap
i B0 1 ek i g s S s i gt 0

I T

T it st
(e

o e et

6. B HmxkHel yacTH OKHa MacTepa TecTOB HaxaThb KHONKY «Calibrate/Gain
Optimisation...»/«OnT.ypoBHs1 CUrH.». B OTKpBIBIIEMCS OKHE HaXaTh KHOTIKY
«OnT.nerek-MbIx». s 000oMX KaHAJIOB yKa3aTh HYXKHBIH JUara3oH CTapTOBOTO
curHama: Min Reading /munumaneublii curaa - 5 Max Reading
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/makcumanbHblii curnan — 10. B rpade «Ilo3uums Ipo6upku» ykazaTe HOMEP
MpoOHUPKH, TO KOTOpOH OyIeT aBTOMAaTHYECKH BBIOpaH TapaMmeTp «yCHJIeHHUs
CHTHAJa», [0 YMOIYaHHIO 3TO 1-1 mpobupka B portope. [Tosromy B 1-0if mo3ummm B
pOTOpe J0JDKHA HAaXOoAUTCs MpoOHpKa ¢ peakuHOHHOH cMechio. [loMeTnuTh ramodxoit
ctpoky «Perform Calibration Before 1st Acquisition»/ «BbInOJIHUTH
ONTHUMHU3ANMI0 NpU 1-M Imare JeTeKIMUW». 3aKPHITh OKHO «ABTO-ONTHMH3AIUSL
ypoBHs curHana». Haxats kHOTIKY «Next»/«/lamee».

[ER——

xrbeane

Tl

I—‘ [ or ]| omessms | Crpsses I
7. 3amycTUTh aMILUTH(UKAINIO KHOMKOH «Start run»/«Crapt». [late Ha3BaHHE

OKCIICPUMCEHTA U COXPAHUTL €ro Ha ANCKE.
Macrep Hosoro Tecra

Crema

Uorariosxa [Bhaverve |
Green Hpopens crrana 5
Yellow Upoeert curHana 5

OTHMHGaUNA SETOUPOBHA CHrHana  [10 MEPEGTD ASTERTHR, AaHHEIK
Forop 36-nyrouHLI poTon
Kornonosica afpasucs 12,3,

DuEm peakuun (& Mkpomarpas) 25

MpoBepUE MPaBHAEHACTE YCTaHoBOK, HanmiTe CTARET ANs Hatana BoinoaHErs
Tecta, Hamrare Conp.llatnen, 4Tobel CospanTe WaGoH © NPOrPaMMON 1 Coxp. watnon
UCTEHOBK MM 3TOrD TeCTa,

. Buron << Hasan
8. INocme 3amycka mporpamMmbl HEOOXOAMMO 3alporpaMMHPOBATh ITOJIOKECHHUE

npobupok B portope. Bce mnpoObl M KOHTponM OOO3HAaUYUTE B MEHIO Kak
«Unknown»/«O6pa3euy.

Macrep Hoeoro Tecra ==

{%pmm ncna [ | Equnua: [Korm | Benonrrenena
Dépasus
[ocpaces S TENEE
(ol [T | | punner | 3aaan. Ko |Be 4|
) sample 1 O6pasen o |
sample 2 ffdpasen s
| [E He
| I Mycro He
5 MNyera He
M| Mycta He
| Nycra He
B s Mycto He
j_l 3 Mucra ii;l
0 >
Crp
IVMM;, Crp. 1 _<| ;l Hoeein | Uasnre | [ Cureporwaupos. cTp. |
1 R T f 1
e = 3 Bowon | <<Hasan || Sarorwms |I3akunuwrnmsaﬁnm<munaarb|
9. HOCHG 3aBCPUICHUA TEPMOUUKINPOBAHUS COXpPaHUTHh (1)31/[.]'[ C

pe3yjibTaTaMu UCCIICAOBAHUA.

AHajau3 pe3yJbTaToB amMmnpukanuu 18 kanajia FAM/ Green (BKO).
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10.  Haxatb B MeHIO KHONIKY «Analysis»/«AHanu3», BHIOpaTh PEKUM aHAIH3a
«Quantitation»/«KoanuecTBeHHblil», Haxath kHOnKy «Cycling A. FAMy/
«Cycling A. Greeny, manee «Show»/«IlokazaTe

fpocmorp & B B iy By

Ycranosxu Mpogune  Temn.  O6pasum | Asamnm

Ananns
Oth. no 2+ rpaw. | Apurve... |
FReAuecTEeRnsin | Mnasnetue

[~ Cycling &.Green (Ctp. 1)
% Cycling . Orange(Crp. 1)

Ookasate Crparate.

I~ ApTaciimakuLeecs okHO

11. BriOparh nuHEWHYI0 HIKaly rpadMyeckoro M300pa)KCHUsS pe3yJbTaToB,
HaxaB KHOTKY Linear scale/JIuneiinasi mkaJja B HUKHEH 4acTU OKHA cripaBa (eciu
9Ta LIKala aKTUBHA [0 YMOJIYaHUIO, BMecTO KHONKU Linear scale/JInneiinas mkaJa
BujiHa kHomKa Log scale/Jlorapudmuyeckas mkaJa).

12. B MeHIO OCHOBHOTO OKHA JOJDKHBI OBITh Ha)kaTbl KHONKHM «Dynamic
tubey/«Iunamuu.pon» u Slope Correct«KoppekT. ykiaona». Ycranosute More
settings/Outlier Removal «Ycrpanenue Bbiopocos» - 15 %°,

13. B wmenwo «CT Calculationy/«Bbruncienne CT»  BBICTaBUTH
Threshold/Ilopor =0,05. B  Tabnume  pesynapratroB  (okHO  «Quant.
Results»/«KoauuecTtBeHHbIe Pe3ybTaThl») nMosBsaTcs 3HadeHus Ct.

eTaTel | SE Aumamn, don | Z Koppekt. yknora @ WrHop. nepeeie ¥CTpaHEHHE Bl

B Konwuecteennwie Peayartatsl - Cycling A.Green {... g@g|

M | Mraa Tun CT Konu. CraHaapra| Konu, Pacy. [3]
1 k+ Odpasew 17.07

2 k- Ofpazey

3 zample 1 Odpasew 1985

4 zample 2 Ofpazey 1933

I3 ko Ofpasew 18,98

AHanu3 pe3yabTaToB amnindukanuu 1 kanana JOE/Yellow (IHK Leptospira)

14. Haxatb B MeHIO KHONIKY Analysis/AHaJIH3, BEIOpaTh PeXXUM aHaIN3a
Quantitation/KonnvecrBennblii, Haxxate kHonky Cycling A. Joe/Yellow, npanee
HaxxaTb Show/Iloka3ars.

8 Ecrm JUIst oTpHLatenbHoro koHtpois srana I[P K- na kanane FAM/ Green mpu y4eTe pe3yabpTaTtoB
mo n 8 MHcTpyknuu HabmomaeTcss HEKOTOpoe HapacTaHHe (NIyOpEeCHECHIMH C IepecedeHHeM IOPOrOBOM
JIMHHUH, H3MEHHTe «YCTpaHeHHe BBIOpOCOB» m0 20% M OLCHUTE NPOXOXKICHHE KOHTPOJBHBIX 00pa3loB

MTOBTOPHO.
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15. BriOpats JmHEWHYIO0 KTy Tpaguueckoro H300paKeHHUsS pPe3yJbTaToB,
HakaB KHOTIKY Linear scale/JIuHeliHasi mKaja B HKHEH 4acTH OKHA CIpaBa (€CJIH dTa
[IKajla aKTUBHA IO YMOJYaHHMIO, BMecTo KHomku Linear scale//Iuneiinasi mikamna
BuaHa kHomnka Log scale/JIorapudgmuyeckas mxana.

16. B MeHIO OCHOBHOTO OKHa JIOJDKHBI OBbITh HaxaTbl KHONKH «Dynamic
tube»/«/Ilunamu4.¢pon» u Slope Correct«Koppekrt. ykaona». Ycranosuts More
settings/Outlier Removal «Ycrpanenne BeIGpocoB» - 15 %*,

17. B menwo «CT Calculationy/«Bbrancinenne CT» BoictaButh Threshold/ITlopor
=0,05. B Tabmume pesyneratoB (okHO «Quant. Resultsy/«KoanuecTBeHHbIE
Pe3yabTaThl») nosBsaTcs 3HadeHUS Ct.

18. VYuer pesynpraroB [Il[P-ananm3a mpoBOOWTCS B COOTBETCTBHH C 1.8
WHCTpyKIMK 1O HAIMYWIO WM OTCYTCTBHIO IIEPECCUCHMS KPUBOH (IyOpPECLEHIUH C
YCTaHOBIJICHHOW Ha COOTBETCTBYIOIIEM YPOBHE IIOPOTOBOW JIMHKEH (YTO COOTBETCTBYET
HaJIMYMIO WIM OTCYTCTBHIO 3HAYCHMS IMOpOoroBoro mukma «Ct» Ui HcciexryeMoro
obpasia.

4 Eemn s OTpULIATENIBHBIX KOHTposeil stamoB skctpakiuu wiu I[P (BK-, K-) Ha kanane
JOE/Yellow npu yuere pesympraroB mo m 8 UHCTpyKImMH HAOGMIOMACTCS HEKOTOPOE HapacTaHHe
(IryopeclieHIIMH ¢ epecedeHNueM ITOPOroBOii JIMHHUH, U3MEHUTE «Y CTpaHeHne BEIOPocoB» 10 20% U oLeHuTe
MIPOXOXKJICHHE KOHTPOIBHBIX 00Pa3IoB IOBTOPHO.

17
Bepcust 1.12 ot 28.09.2022



Mpuno:xkenne 2. Ilopsagok padorsl Ha npudope JAT-96 (AHK-TexnoJiorus,
Poccus).

B cmydae mepBoro mcmonp3oBanus III[P-mHabopa Ha mpubope HEOOXOAMMO
co3nate mnporokon c¢ HasBaHueM «IIHP-JIEIITOCIHHUPO3-®AKTOP» (npu
JlanbHeHNIIe paboTe UCIIOIB3YIOT CO3JaHHBIN Ta0JIOH).

1. OtkpoiTh porpammy «RealTime PCR» st nmpu6opa JAT-96.

2. B nosiBuBIIEMcs okHe BBIOpaTh «PaGoTa ¢ mpudopom».

3. B BepxHeil yacTu OKHa  OTKpBITH  BKIagky «Teer»
«Co3naTs/PerakTupoBaTh TECT»:

4. Haxxats Ha KHOTIKY «C031aTh HOBBIil TE€CT» U BBECTH HMS HOBOTO TECTa
«[OP-JEIITOCIIUPO3-®AKTOP»:

Haxats «OK».

5. B mosiBuBIIIEMCS OKHE 331aTh CIEAYIOIINE ITapaMeTpPhL:

Tun — kauecTBEHHBIN

Merton — [Noporossrit (Ct)

[Ipobupku — 0Opazisl

O0wem paboueii cMecH B mpoOupke — 25 MK

dryopodopsr — Fam; Hex

Co3zpate mporpammy ammumdukanmu «I[IOP-JIENTOCHUPO3-®AKTOP»

Ha’)XaB Ha UKOHKY .

6. B penakrope nporpaMm amIuiu(UKanuy BIOpATh 11a0JI0H U HaXKaTh
KHOIIKY «IIpUMeHUTH.

7. B nosBUBIIEMCS] OKHE B COOTBETCTBHU C MHCTPYKI(HEH K mpubOOpY 3a1aTh
nporpamMmy amIutuuKalyuyu ¢ napamerpamu, ykasaHHbIMH B Tabnuie 5. JleTeKuuro
OCYIIECTBIIATH MOCJIE CTAAUU OT)KHUIa BTOPOTO ITUKIUPOBAHHUSL.

Tabauna 5. TeMnepaTypHO-BPEMEHHOM PEIKUM aMIUTH(UKAITUH

Ne n/n TeMneparypHO-BPEMEHHOM pEXUM Yuciio HMKIOB
1 95°C — 3 MuH 1
95°C — 15 cex
2 60°C — 15 cex 10
72°C — 15 cex
95°C — 15 cex
3 56°C — 15 cek, gerexkmusa HEX; FAM 30
72°C — 15 cex

Haxate «OK» u coxpanuts mnporpammy noj umenem  «IIIP-
JIENTOCIIUPO3-®AKTOP». [Ipn nanpHeiinieir pabote UCIIONb30BaTh CO3AaHHYIO
pOrpammy.

1. Tlpum 3amycke npubopa BeiOupats «Padora ¢ mpudopom» u «lodaBuThH
TecT». B okHe nodasnenus tecta BeiOpats «IIIP-JTEINITOCITUPO3-®AKTOP».
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2. B pasgene «1. Ofpa3ubl» BBECTH KOJHWYECTBO OOpa3IOB BKIIIOYAs BCE
KOHTpOJIbHBIE 00pa3isl. B pasmene «3. KonTpoau» nocraButh Hyau 1 HaxaTh «OK».

3. [Mone3ysice nHCTpYKUHEH K prbopy 3anonHuTh «Anentudukarop
npooupkm» u «Tun», oOpamias BHIMaHKUE Ha MOPSIOK 3anoidHeHus. HaxkaTb KHOIIKY
«IIpuMeHUTH».

4.  VYcraHoBUTh TPOOMPKHM B PEAKIHOHHBIH OJIOK COIJIACHO MOPSIKY
3al0JIHEHUS M HaXKaTh KHONKY «3amycK MNporpaMMmbl». B mosBuBIIEMCS OKHe
HaOpaTh Ha3BaHUE MPOTOKONIA U «COXPaHUTHY.

5. Tlocne 3aBeplieHMs peakUMM MOXHO Cpa3y NPHCTYNHTh K aHaIu3y
pe3yIBTATOB, THOO IPH CIeAyIOmeH 3arpy3ke HaxxaTs «IIpocMoTp apxuBay.

Jlaee HaXkaTh Ha UKOHKY € N300pa’keHHEM MaTKH STy BEIOpaTh (haiiir, B KOTOPOM
ObLT cOXpaHeH TpoTokos. Beibpars Tum amammsa «Ct(Cp) ausi Bcex KaHAJIOB».
Merton — «Iloporossrii (Ct)».

B okHe cmpaBa oToOpassiTcsi Ha3BaHUS OOpas3loOB M 3HAYEHHS MOPOTOBBIX IHKIIOB.
Bribpate 10%. B nosunun Kpurepum nocToBepHOCTH AAaHHBIX BBecTH: HypkHsA
IPaHUIA/IOPOT  TOJIOKHUTEIBHOTO  pe3yibraTta-5%, BepXHss  IPaHMIA/TIOpOr
HOpManu3anuu JaHHbx -30%

Haxatp kHONKY «IIpMMEHHTBY.

1. JIns mosydeHHsi CBOJHOTO OTY€Ta MO MPOTOKOJIY HEOOXOIMMO HaXaTh

KHOIIKY #=.

B BepxHell yactu okHa HaxaTh kiaBuiy «Iledarb» miun «CoxpaHMTBY,
BbIOpaTh pacuupenue (daiina, Hanpumep *.rtf MS Word, nanee «Pagoumnii croa» —
«[THP-JIEITTOCITUPO3-®AKTOP» — «Otuerb» — «l'og» — «Mecsiipy, B 11071€
«Wms daiina» BBecTH HazBaHHE B (OpPME «roj. Mecsil. YHCI0-AaHHbIe». Haxath
COXPaHUTb.

2. Haxarp knaBumy «3aKpbIThY.

3. 3akpeiTh WK cBepHYTh NporpamMmy «RealTime PCR».

Yuer pesynbtaroB IIl[P-ananm3a mpoBOAWTCS B COOTBETCTBUU C 1.8
WHCTpyKIMY 110 HAJIMYWIO WM OTCYTCTBHUIO TEpPEecedeHns] KpUBOH (IIyopeclieHInH ¢
YCTQHOBJICHHOW Ha  COOTBETCTBYIOIIEM YpPOBHE IIOpPOTOBOW  JIMHWEH  (UTO
COOTBETCTBYET HAIMYUIO WM OTCYTCTBHMIO 3HAueHHUsl moporoporo nukna «Ct» mms
ucciexyeMoro obpasia.
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Ipunoxenue 3. [lopsinok pa6orsl Ha mpu6ope LightCycler® 96

Iepen nauyamom pabotsl BEiOunTe mpubop LightCycler® 96 ¢ momompio
nepeKiIovaTels Ha 3amgHed maHenw npubopa. Hanee npubop mnposener
aBTOMATHYECKOE TECTHPOBAaHHE (CM. HHCTPYKIMIO K MPUOOPY), CIAEAYET A0KIAThCS
€ro OKOHYAHHSI.

1. Otkpoiite pabouyto nporpammy LightCycler® 96, mis yero aBaxxabl KIUKHUTE MO
3HAYKY 3alycka mporpaMmbl. JIOKAWTECh 3arpy3Kd MEHIO M OTKPBITHS OCHOBHOTO
OKHa MOCIIe HHUIIHATH3AIHH.

2. Beibepure myukt Create new Experiment (cozdams noswlil sxcnepumenm) nubo B
MaHeqW MEHI0O HWHCTPYMEHTOB KIMKHWUTE 1o 3Hauky New  Experiment.

& vightCycler® 96 -
File Tools Options Window Help
DTSy &=
Do BRE®
LightCycler® 96
Recent Experiments News and Support

Please choose an option below:

> Create New Experiment

> Create New Experiment from Existing

Create New Experiment from Roche Template

>

> Open Experiment
> Instrument Manager
>

Result Batch Export

3. B otkpriBmieMcst okHe BbiOepere Bkimaaky Run Editor, B 60koBoi yacTH OKHa

Programs uaxxmure B, nocne uero otkpoercs okao Predefined Programs. B mannom
OKHEe BbIOepeTe Prelncubatlon, Haxxmute KHOmKy Add, mocie wero B J€BOM yacTH
skpaHe Programs mosiButcst cranust Preincubation. AHanoruuHeiM 00pazoM J00aBbTe
craguro 3 step Amplification, zarem cragmro 2 step Amplification, mocie uero
3aKpOI/IT€ oxno Predefined Programs.

e

7 I

3anaiite mapameTpsl aMIUIM(UKAIIME B COOTBETCTBHU C IIapaMETPaMH, YKa3aHHBIMH B
Tabimie 6.
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Tabnuia 6. TemnepatypHo-BpeMeHHO# pexuM aMmiuindukanuu Ha LightCycler® 96

Ne i/ TeMiepaTypHO-BpEMEHHOMN peXUM Yucno HuKIoB
1 95°C — 180 cex 1
95°C — 15 cex
2 60°C — 15 cex 10
72°C — 15 cex
95°C — 15 cek
3 56°C — 15 cexk, gerexnust HEX; FAM 30
72°C — 15 cex

Hns storo B eBoil BepHeil wacTm okHa B pasmene Programs BeiOepere
Preincubation, maimee B HWKHEH mpaBoil wacTh, B pasfene 1emperature 3amaiite
HeoOxoanMoe BpeMs B cekyHaax (Duration) u temmeparypy (Target).

= S S -
— |

Hanee B jeBOil BepHEW wacTH OKHa B pasjeie Programs BeiOepere 3 step
Amplification w a8 Kaxmoro miara JIeTEeKUMHM aHaJOIMYHbIM 00pa3oM 3ajaiite
HeoOXoauMble BpeMs U Temieparypy. lllarm Jertekiuu nepexiovarTcs B JICBOM
HIDKHEH 4YacTH OKHa B paszenie Steps. AHanmormdHeIM o0pa3oM 3amaiite BpeMs U
TemrepaTypy s kaxaou craauu 2 step Amplification. B pasxene Acquistion Mode
Ha HY>KHOMH cTaTuy HEOOXOIMMO yKa3aTh CYNThIBaHHE CHrHaa (Single).

=
v [ & G

Sl

i
&
1

B cron6ue Cycles ¢ moMoIpio CTpeoK BBEPX W BHH3 3aJaiiTe HEOOXOIMMOE
YHCIIO [UKIIOB JJIsl KaXK/I0T0 JTana.
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B okue Reaction Volume, B pasmene Measurement (B mpaBoil yacTh OKHa)
YKa)XuTe 00bEM peaKIiy PaBHBIA 25 MKIL.

.
IMox Reaction Volume maxxmMuTe BKIAIKY 1 0TMeThTe (Iryopodops
Fam u Hex
G veritn
T — -
ey an s

Channel 2, 533/572

4. Tlepeiinure Ha Bknaaky Sample Editor® (mpaBka 06pasuos). IlycTele TyHKH cleayeT
YQIUTh, OCTABUB TOJBKO 3HAYMMBIE JAaHHBIE, JJIS YETO BBIICIUTE MYCThIE SYEHKHU C
MOMOIIBIO JICBOM KHONKU MBIIIM M HAXMHUTE KHOMKY B [PaBOM HUKHEH dacTu
pasznena Clear wells:

[ TR T FURSPR I (——————

B okne Gene 3anaiite HaumeHoBanus munieneii: FAM — vko, Hex — Leptospira

® O6pasiBl MOKHO PEIAKTHPOBATh 10 MM TIOCHE TIOCTABKH SKCMEPHMEHTA: MporpaMma OyJleT CHHMATh
JaHHbIE (DITyOpPECIeHIINH 10 BCeM BHIOPAHHBIM KaHAIAM JETEKIHU CO BCeX 96 JIyHOK MO yMOIYaHUIO
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Gene

A [veo [ -]
rex [Leptospira spp. [

B mpaBoit wactu, B paszene Reaction properties orpemakTupyidTe 0OpasibL:
3ajiajiTe Ha3BaHWs M YCTaHOBHTE THIT MCcieayeMbix obpasuos (Type Positive control
U TIOJIOKUTENBHBIX 00pasmoB, Type Negative control anst oTpumaTenbHBIX
KOHTPOJIBHBIX 00pasios, Type Unknown mns uccieayembix obpasioB u BK-
(OKO)).

5. B maHenu WHCTPYMEHTOB KIMKHHUTE 110 3HAUKy Save Experiment, 4ato0bl cOXpaHUTE
HOBBIN SKCIIEPUMEHT.

ITocme oTKpbITHS AMANOTOBOTO OKHAa Save As 6blOepUTE IUPEKTOPHIO, B

KOTOPOH XOTHTE COXPaHUTH (ailil skcnepuMenTa. Beeaure nMms (aiina skcriepuMeHTa
(maTwHWTEW) W HaxMuTe Save. JlmamoroBoe OKHO 3aKpOETCsS, OSKCHEPUMEHT
coxpanuTcs B Buze daiina LightCycler® 96 (.1¢96)
6. DKCIepUMEHT He0OX0AUMO HMEPEeHECTH B MPUOOP: eciy IPHOOp MOAKIIOUCH Yepes
cereBoit kabemp (b0 uepes WIiFi) k KkoMOBIOTEPY, TO MOXHO 3arpy3uth
SKCIIEPUMEHT 4Yepe3 OTKPhITyI0 pabouyto nporpammy LightCycler96, nubo, ecnn
npudop aBTOHOMEH, MOKHO Bocmonb3oBathess USB HocuTenem.

6.1 IlepeHoc skcniepuMenTa B pudop ¢ momoisio USB HocuTems

BcraBere USB HocuTenp ¢ coxpaHEHHBIM Ha HeM (aijoM 3KcHeprMeHTa
(.1c96) B mopt USB, pacmnonoxeHHbI Ha mpaBoi manenu npubopa. Kax Tonbko

sayok USB "™ posBHTCS HAa MaHeTH COCTOSIHHS MPOrpaMMbl  HpHOOpa
LightCycler® 96, daiin skcriepumMenTa 0yaeT 100aBiIeH B TaOIHIly IKCIIEPUMEHTOB BO
Biiazake Overview.

4-Jan-2018 - 1413
24:11-2017 1322 HSH7HO.
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@ajinel, coxpaneHnsle Ha USB HocuTesne, 0003HaYeHBI 3HAYKOM B . Dael,

COXpaHEHHbIC Ha mpubope, 0003HAUYECHBI 3HATKOM , (aiiel, KOTOpBIE XPaHATCS U
Ha npubope ¥ Ha USB HoOcuTene, 0003HaueHbI TBOWHBIM 3Ha4KOM. Iyt TOro 4ToOBI
nepenectd (aiin Ha mpubop (M HaobopoT), HeoOXOAMMO HaxaTh Synchronize.
[TocTaHOBKY 3KCIIEpHMMEHTa MOXXHO IPOBOANTH Hanpsamyro ¢ USB Hocurens, mocie ee
YCIICIIHOTO 3aBEpIICHUS JaHHbIE OyIyT aBTOMaTHYeCKH coxpaHeHsl Ha USB
HOCHTEE.

6.2. TlepeHoc »OKCIepUMEHTa B TMpHOOpP C TOMOIBI0 paboueil TPOrpaMMBI
LightCycler® 96

IMocne coxpaHeHHMs SKcIepuMeHTa Haxmmre Show Startap Wizard & ===l B
mosIBUBIIIEMcsI OKHe BbIOepuTe Instrument Manager:

LightCycler® 96
Recent Experiments News and Support

Please choose an option below:

> Create New Experiment
> Create New Experiment from Existing

> Create New Experiment from Roche Template

> Open Experiment

> Instrument Manager

D Result Batch Export

B mone Instrument momxen orto6pasuteest mpubop LightCycler. 3arem
nepeiinure Ha BKiIaaky Send/Recieve Experiment u B okme You PC Bwibepure

COXPAHEHHBIH SKCICPUMEHT M HaxmutTe B . DKCIepUMEHT OyleT CKONMPOBaH B
nmamaTe Tpubopa. JladbHEHIIHiA 3amycK MporpaMMBl HEOOXOAUMO TPOM3BOIHTE C
MTOMOIIIBIO0 CEHCOPHOU TTanenu Ha camoMm npudope LightCycler® 96.

7. 3amyck 3KCTIepHUMEeHTa

DKCMePUMEHT 3aITyCKAeTCs ¢ MOMOIIBI0 CEHCOPHOTO YIPaBJICHUS Ha MeperHeit
yacTu mpubopa.

3arpy3uTe Iuiaiky jau6o npodupku ¢ odpasiamu B npudop LightCycler® 96.
Haxxmure Start Ha OGOKOBOW mMaHenyW OONIMX KOMAaHI OCHOBHOTO OKHA IPOTPAMMBEI
npudopa LightCycler®.

Ready

=]
Name [ Status Storage D
Testrun NApronzi7s () <0

Bl
Bribepure Brmanky Raw Data, 4toObl HaOmIOAAaTh TPOIECC BBIMOITHEHUS

IIOCTAHOBKHM.
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8. Tlocne 3aBepiueHHs MOCTAHOBKA HEOOXOAMMO IEPEHECTH IECPBUYHBIC TaHHBIC,
MOJyYeHHBIE TPOrpaMMOoii IprbOopa IS MPOBEIeHUs aHa3a B pabouyio MporpaMmy
¢ nomonrsio USB HocHTeNs MO0 C MTOMOIIBIO CETEBOTO MOAKIIOUYEHUS K IPHOOpY.

9. AHanu3 u HUHTCpHOpCTAlMA PE3YJIbTATOB

OTkpoliTe (aiia 3aBepLUIEHHOTO aHAJIH3UPYEMOTo IKCIIEPUMEHTa (CO 3HAUKOM IE/) B
paboueii mporpamme LightCycler® 96. Ortkpoiite Bkimaaky Analysis. Ha manenu

HMHCTPYMEHTOB KinkHUTE 10 3Ha4Ky Add Analysis, uTo6bl 106aBUTh HOBBII aHAIU3.

File Tools Options Window Help
RasEdRBAR
Add Analysis

Run Editor | Sample Editor | Raw Data

Qualitative Detection

Otkpoercs auanorosoe okuo Create New Analysis. Beioepute Abs Quant

O Endpoint Genotyping
High Resolution Meiting
O Qualitative Detection
O Rel Quant
Tm Calling

Anbsstame (BRG]
L o]
Haxxmure OK. Bo Bkmagke AnalysiS B COOTBETCTBHH C HCXOIHBIMH
HACTPOWKaMHU HAaXOISATCS YEeThIPE OKHA C Pe3yJIbTaTaMH IKCTIEPIMEHTA:

o Kpuevie amnaughuxayuu
e Cmanoapmuvie kpusvie®
e Tennosas kapma
o Tabnuya c pezyromamamu

6 OKHO CTaH}IapTHLIe KpHUBBIE HE 6y}16’1‘ COZCpIKAaTh HHUKAKUX [TaHHBIX, IIOCKOJIBKY B Ha60an HE

IPeyCMOTPEH BapHaHT KOIHIECTBEHHOIO aHAIN3a
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Kpuebie amnandukauum, kanan FAM woncr @ Kpussle amnandgukayum, kavan HEX cancees @)
falv]

nBsrre rPrE

o R, ™

D O O B

Tennosas KapTa puaine HE Ta6numua c pesynbraramu
I O N N N O O B T R o - S e

ree

o Ot Sca Dea OB Or

Ha mennoeoii kapme (1e60e HUMCHeEe OKHO HA PUCYHKE) 3€/IeHbIM UGemom
0003HaUAIOMCA  RONOICUMENbHBIE 00paA3Ybl, KPACHBIM UGEMOM 0003HAUAIOMCS
ompuyamenvHble 00pa3ybl.

Buumanue! HeoOxoqmmo BHU3yalbHO OIICHUTH KPHUBBIE aMIDTH(HUKAIIMU KakK B
ceipoM BHIe (BKiIagka Raw Date), tak u mocne ananmza (Bkimaaka Analysis). Kpuseie
OJDKHBI UMETh KJIACCHUECKyI0 S-00pasHyro ¢opmy. OOpasmbl, ¢opma KOTOPHIX HE
COOTBETCTBYET KJIaCCHYECKOH H it KoTophlXx Ha kaHaie FAM (BKO) nabmomaercs
KOPPEKTHBIH pe3yabTaT HeOOXOIMMO HCKIIFOUUTh H CIUTATh OTPUIATEIIEHBIMU

Hdns o0pa3noB ¢opMa KOTOPBIX HE COOTBETCTBYET KIACCHYECKOW MW JUIA
koTopbix Ha kaHane FAM (BKO) nabmonaeTcsi HEKOPPEKTHBIA WIM OTPULATENbHBIH

pe3yabTaT HEOOXOUMO TIPOBECTH ITOBTOPHBIN aHATU3 C ITAra SKCTPAKIIHH.
ot cves (8]
nE,sLe

Npasmnsniie xpunie

000 200 400 600 00 1000 1200 1400 1600 1000 2000 200 M0

Yuem pesynomamos IIL{P-anaiuza nposodumcs 6 coomeemcmeuu ¢ n.8
Hucmpykyuu no nHaauuuio uiu omcymcmeuio nepeceyenus Kpugou guyopecyenyuu ¢
VCMAHOBNEHHOU HA ~ COOMBEMCMBYIOWEeM YPOGHe NOPO206OU  JUHUEN,  4MOo
coomeemcmeyem HaIuyuio Ui Omcymcmeuio 3navenus nopo2ogozo yukia «Cty ons
uccnedyemozo oopasya.

26
Bepcus 1.12 ot 28.09.2022



Mpuno:xenue 4. Iopsinok padorsl Ha npudope CFX96 (Bio-Rad, CIIIA)

1.Bximrounts npubop u 3amyctuth nporpammy Bio-Rad CFX Manager.
2. B craproBom oxHe HeoGxoaumo BeiOpath Create a new Run (wimm B mento File
BeIOpath New u manee Run...).

_=5]
[eono)

%) Cimate s rmn Expminecd CEA

s ]

OpmaDaleFie e —
") Opirt 2 Gane Study - L
O Open Upax Prefevences

Descipten

Setup e picsocel end st to begin an evperinen = e

3. B okue Run Setup Beibpats Briaaky Protocol u naxars kaonky Create new.... B
nosiBuBIeMcs: okue Protocol Editor — New 3agare mapamerpsl amiudukanuu B
COOTBETCTBHH ITapaMeTpaMy, YKa3aHHBIMH B TaOiuIe 7.

Tabmmma 7. TemnepaTypHO-BpeMeHHOM pexnM amruindukarmn Ha CFX96

Ne /it TeMnepaTypHO-BPEMEHHOMN peXUM Hucnio HMKIOB
1 95°C — 3 muH 1
95°C — 15 cek
2 60°C — 15 cex 10
72°C — 15 cek
95°C — 15 cex
3 56°C — 15 cex, pereknusa HEX; FAM 30
72°C — 15 cex

3amate 00beM peakimonHo cmecn Sample Volume — 25 mku.

4. 3amatp cxeMy IIJJaHIIETa — pPAcIOJIOKEHHE MPOOUPOK U JIETEKIHIO
(IIyOpecueHTHOTO CUrHaja BO BCeX IPOOMpKax IO HCHONb3yeMbIM KaHalaM B OKHE
Plate momymnst Experiment Setup. B mento Sample type Beiopats Unknown, Haxas Ha
kHOTIKY Select Fluorophores..., BeiOpats ramoukamu ¢uyopodopsr FAM u HEX u
HaxaTb OK, 3areM 3ajaTh rajodykaMu H3MepeHHe (IyOpecLeHTHOTO CUTHaja B
BBIOPAaHHBIX MPOOHPKAX IO NTaHHBIM KaHajaMm. B oxne Sample name 3axaTe Ha3BaHHe
00pasioB. COXpaHUTh CXEMY IUIAHIIETA.
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OTKpBITh KPBILIKY Tpubopa, HaxaB kuomky Open Lid. IToctaBuTh peakuHOHHBIE
MpoOUpPKH B SYCHKH aMIUTMPUKATOpa B COOTBETCTBHH C IPEIBAPUTEIHFHO
3alporpaMMHUPOBAHHON CXeMOH IulaHmeTa. 3akKpBITh KPBIOIKY TPHOOpa, HaXKaB
kuonky Close Lid.

5. 3amyctute BeIMONHEHWEe BeIOpaHHOH mporpammel «[ILP-JIEIITOCITMPO3-
DOAKTOP» ¢ 3aganHOI cxeMoii TUTaHIIIeTa, Ha)kaB KHOMKY Start Run.

6. Tlocme OKOHYAHWS BBHINONHEHHUS MPOTPAMMBI MOXHO MPHUCTYIUTh K aHAIH3Y
PE3yIBTATOB C IOMOIIBIO MPOrpaMMHOro obecrneuenus npudopa CFX96.

AHajau3 pe3yJbTaToB amnMukanum ais kanaia FAM (BKO).

7. Beiopats B okHe moayns Data Analysis Bo Bkmaake Quantitation mammbie mo
kaHanmy FAM, BbIIENUB TalOYKOW COOTBETCTBYIOIIMH OOKC TOJA Trpadukom
(1yopecueHIHH.

LR RARA I E2R
gls|e|ss| el
ls)zfs]s) s
sls)sls]s]]

gle]els]s)s
sls)sls]s]s

glE|ElR)Es

glelsfs)i)s

YCTaHOBHUTH TOPOTOBYIO JIMHUIO Ha ypoBHE, cooTBeTcTByRomeM 10-20 % or
MaKCHMaJIbHOTO YPOBHS (JIyopecleHLUH, Mojay4eHHoro s oopasua «K+» B
MocjeTHeM [uKJIe aMIunGuKanuu (ypoBeHb (IIyOPECHEHINH CYUTAIOT DPAaBHBIM
OmmkaliieMy K HeMy JAEJCHHIO INKaibl, IOMeueHHoMy Iwmdpoit). ms storo
MIOPOTOBYIO JIMHHIO MOXKHO JIMOO TMEPeTaliuTh C MOMOIIBIO JIEBOM KHOIKH MBbIIIH,
6o BeIOpath B MeHro Baseline Threshold (o miexuky npaBoil KHOIIKH MBILIH B OKHE
rpaduka ¢ayopecuennun) omnuuro User Defined u BBectn HyKHOE 3HaueHHE B
TEKCTOBOM II0JIE.

Baxno, uroObl rpaduk duryopecueHumu Juisi obpasna «K+» mokassiBan
XapaKTepHOe IKCIIOHEHIMAIbHOE HapacTaHue (JIyopeclieHTHOTO CUTHAIA.

9. B tabsuie pesynsratoB (okHO «Quantification Datay) nosssircs 3nauenus Ct.
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AHaJM3 pe3yabTaToB amiumnukanun 1ia kanaia HEX (JIHK Leptospira).

10. Beibpars B okue moxyms Data Analysis Bo Brmamke Quantitation manubie 1o
kaHary HEX, BbmennB Tanodkodl COOTBETCTBYIOIIWH OOKC TOA TpaduKoM
¢bryopecueHIuH. YCTaHOBHUTH MOPOTOBYIO JIMHUIO HA YPOBHE, COOTBEeTCTBYIOIEM 10-
20 % oT MaKCUMaJFHOTO YPOBHS ()IIyOPECICHIINH, TOJTy4eHHOTo st 0Opasia «K+» B
MOCHEHEM IMKIe aMIUUpUKai (YpOBeHb (IYOPECUCHIMH CYUTAIOT PaBHBIM
OmmkaiiieMy K HEMy JCICHHIO Kb, MOMEYeHHOMY wudpoit). s storo
MOPOTOBYIO JIMHUIO MOXHO JIHOO MEepeTaliuTh C MOMOIIBI0 JICBOW KHOMKH MBbIIIH,
6o BeIOpath B MeHio Baseline Threshold (o mienuky npaBoil KHOIKH MBIIIH B OKHE
rpaduka dayopectennuu) omuro User Defined u BBectn HykHOE 3HaucHHE B
TEKCTOBOM IIOJIE.

Baxno, duroOsr rpadumk ¢iayopecuenimm s obpasma «K+» moxaspIBan
XapaKTepHOe HKCIIOHCHIHAIBHOE HapacTaHUe (hIIyOPECIIEHTHOTO CHIHAJIA.
11. B rabnuue pesynsTatoB (okHO «Quantification Data») nosiBsitcs 3Hauenus Ct.

12. Yuer pesynsratoB [1[[P-ananu3a npoBoguTCsl B COOTBETCTBUM ¢ 1.8 MHCTpyKIIMH
[0 HAIMYUIO WIK OTCYTCTBUIO IepecedeHHs KpUBOW  (IyopecueHIuu C
YCTAaHOBJICHHOM HA  COOTBEICTBYIOLIEM YpPOBHE IIOPOTOBOM  JIMHUEH, 4TO
COOTBETCTBYET HaJMYHMIO MM OTCYTCTBHMIO 3Ha4eHHUs MOporoporo mmkia «Ct» s
HcceyeMoro oopasiia.
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Ipuno:kenue 5. JIUCT BHOCUMBIX H3MeHeHH

MecTo BHOCHMBIX .
Pepaxnus N CyTh BHOCHMBIX M3MeHeHMil
HU3MeHeHMit
Bepcus 1.1 ot Crpanuna 14. ta6mimna 4 BueceHbl u3MeHEHYS B
18.01.2017 partuua 14, s porpamMMy aMILIH()UKAN
Bepcust 1.2 ot Paznen «Ipunoxenus» Jlobasneno Ipuioxenne 3
09.02.2018 VHCTpyKim «ITopsinok paboThl Ha pudope
o LightCycler® 96»
ITynkte! 1 «Ha3Hauenue» u 6
«B3sTue n o0paboTka
Bepcus 1.3 ot Marepuana, JloGaBIteHBI IPOIYKTHI IUTAHHA B
25.04.2019 TPaHCHOPTHPOBAaHUE U HCCIIeAyeMBIi MaTepra
XpaHeHHe Ipoo»
WHcTpykuuun
Bepcust 1.4 ot Paznen «I[Ipunoxenus» Jlobasneno Hpunoxenue 4
31.03.2021 VHeTpyKim «[Topstnok pa60T_L1 Ha npuoope
A CFX 96 (Bio-Rad)»
JloGaBieHbI CHOCKH,
nosicusrorue, uro sMecro OKO
Bepcus 1.5 ot
25 05.2021 cTp. 5, c1p. 9 JIOITyCKAeTCs UCIIOIB30BATh
e duzpactBop, TE-Oydep,
JIUCTUIUTUPOBAHHYIO BOIY
Bepcust 1.6 ot n. 6.2. ITogroroska o Texer
12.10.2021 HCCIIeAYEeMOT0 MaTepraa M
Jlo6aBiieH MaTepHa: KyJabTyphl
Bepers 1.7 or Mo rexcr d——
12.11.2021 o TeKety © CPeBL
M3meHnenus 1o TeKCTy
Bepcus 1.8 ot
10.01.2022 Ilo Tekcty W3meneno nazpanne BKO
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Penaknus

MecTO0 BHOCHMBIX
H3MEHEeHHH

CyTh BHOCUMBIX U3MEHEHU

Bepcus 1.9 ot
21.02.2022

Paznen 6. Baarue u
o0OpaboTka Marepuaia,
TPAHCIIOPTUPOBAHKE U

XpaHEeHHE IPod

OTpenakTupoBaHbI
PEKOMEHIALNH IO
IPOOOIOATOTOBKE

Bepcus 1.10 ot
27.04.2022

Paznen 6. Bagrue u
o0OpaboTka Marepuaa,
TPAHCIIOPTUPOBAHKE U

XpaHeHHe 1pod

JloGaBneHo: Ha YCMOTpEHUE
BETEPHUHAPHOTO Bpaya
JOITYCKACTCsI NCCIIEOBAHNUE
JPYTuX BUAOB OHoMarepuana

Bepcms 1.11 ot
06.05.2022

Paznen «[lpunoxenus,
TabIuIEI 5, 6, 7

BHeceHbI H3MEHEHHS B
MPOrpaMMy aMIUTH(QUKAIIAH IS
npubopos J[T96, CFX,
LightCycler

Bepcus 1.12 ot
28.09.2022

IIpunoxenue 2. [lopsinok
pabotsl Ha mpubdope JIT-96
(ITHK-texuomorus, Poccus)

T'eomerpraeckuii (Cp) Meron
00pabOoTKU JaHHBIX 3aMEHEH Ha
noporosbiii (Ct)
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ITo Bonpocam kauectBa Habopa peareHTOB «IILIP-JIETITOCITMPO3-®AKTOP» nnu
[0 BONpOCaM MPHOOpETEeHWs] TECT-CHCTEM HaIlero MpPOM3BOJCTBA IPOChOa
obpamatecs B OO0 «BET ®AKTOP» no aapecy:

108840, Poccus, r. Mocksa, 1. Tpouik, yi. [IpombinuienHas 1.2

Ten: 8 (499) 271-71-26, nobaBounsblii 243

Email: vet@faktor.ru



