)
®

BET OAKTOP

HHCTPYKIIUA

1o npumMeHeHu1o Habopa pearenToB «IIIP-I'MO-89788-®AKTOP» nist
UAeHTUGUKALMHU U KOJIUYECTBEHHOT0 onpe/esieHus coaep:xanus I'M cou 1uHuu
MON 89788 B kopmax, NuIeBOi NPOAYKI UM U CbIPbe METOAOM MOJIUMePasHOU

unenHou peakuuu (ITIP) ¢ uryopecueHTHOl AeTeKeil B peskuMe peaibHOTro
BpeMeHHU

TV 21.10.60-310-51062356-2022
JIst IMarHoCcTUKY in Vitro



Coaep:xkanue

(03107 (670} Qo) 4 o181 (5321202 TP PP PPPR 3
LLHABHATEHIE ....voviiiiiiiii e s 4
2.XaPAKTEPHACTIKA HADOPA ...vverveerreereasrianreaseesneesteereesnesseesnessnessneesneannssnesaneesneennessnessnennens 4
RN 0271000200 001 (53 (63 43 ¢ O PP 4
2.2 COCTAB HADOPA ... e.vvvereireste sttt ettt sr sttt se ettt b st nn b sr e r et nn e 4
3.AHANUTHYECKUE U METPOJIOTHYECKUE XAPAKTEPUCTHKH ..vvvvvevrreerrerrenrinresiessessesnessesnennes 6
4. MEPBI IIPEIOCTOPOIKHOCTH ... .veeeeaeeesvessissessessesseaseessessessessesresseasseseessesresnesresseessesaessesnenns 7
5.MaTepHATBI X OOOPYIOBAHHE .....ccvverrirreriarisieaeeaseesesresresressessesseeses e sre st ssesseeseenesresrennes 7
6.0100p MaTepuana 1Jisl NCCIIeI0BaHMs, TPAHCTIOPTUPOBKA M XPAHEHHUE MTPOD ........veveee. 8
BN 1s10):150i (53 14 (SR D € 1) 0 22 PP PO PP TUPP TP 9
7.1. Okcrpakuus (BeraeneHne) HK M3 HCCACIYEMBIX TIPOO ...o.vveveeriereieienieesieeiee s 9
7.2. IloarotoBka 00pa3noB K MPOBEACHUIO [TLIP........ccovviiiiiiiee 10
7.3 IlpoBenenue peakuuu [11[P PB ¢ GpiryopectieHTHOM HETEKITHCH ........ovvverveerveeneninenes 10
8. MHTepIPETAIS PE3YIBTATOB AHAITHBA 1. vivvisvisvisiesiesiesrssressessesseeiesaesrssnessssssssesssesnesnssnes 11
8.1 VYuer m wuHTepmpeTanus pe3yNbTaTOB B KadecTBEHHOM ¢opmate (dopma
KOMITIEKTAITFIHL 1) 1vviuviiiuiiesstieisieesiteessieessteesiessbeesbeesbaesbes st eebee et e e sbe e et e e nbaeebbeenbneennne s 11
8.2 VYdyer u wuHTepmperanus pe3ylbTaToB B KOJWYecTBEHHOM (opmare (popma
KOMITITEKTAIIIIHL 2) . vvteiuteesuteeauteessseessseessseeasseessseeasseessseeanteesateeasbeeebeeesbeeebeeesbneebbeesnneennneas 12
9.V CIIOBUSA TPAHCTIOPTUPOBAHMS ... .evvievierisneesreesreessessesseesiessieesneasnessssssessseesneesnessnesnesnnes 14
10V CTIOBHS XPAHEHIS .....vvviiviisteesre ettt st st sae s n s sse e sme e sn e b e nre e nne e 14
L1 CPOK TOMHOCTH «..vvveeveeitiesiteestteesiteessteeasbeessbeessbeessbeeabeessbeeebeeebeeenbeeebeeenbeeebneesnneennreas 14
IMpunoxenne 1. INopsmok paboTel Ha mpubopax Rotor-Gene 3000/6000 (Corbett
Research, ABcrpanus) u Rotor-Gene Q (QIAGEN, T'epMaHHA)........ccovvrververeriienieenienn 15
[punoxenue 2. [lopsinok padotsr Ha pudope AT-96 (JHK-texnonorus, Poccus). ....... 20
[punoxxenne 3. JIMCT BHOCUMBIX H3MEHEHMM .......vvvvviiiiieiiiiiiee e 22
2

Bepcus 1.1 ot 29.09.2022



Cnucok cokpanieHuii

BKO

BHYTPEHHUI1 KOHTPOJILHBIH 00paserl

BK- OTpHIATENILHBII KOHTPOJIb BBIICIICHHS

K- OTpULATENIbHBIN KOHTPOJIb

K+ MIOJIO>KUTEIbHBIN KOHTPOJIb

OKO OTpHIATEFHBIH KOHTPOJIBHEIH 00pasen
KO MIOJIOXKHUTEIBHBIN KOHTPOJIBHEIN 00pasern
TP MoJIMMepas3Has LenHas peakuus

JHK JIE30KCUPHOOHYKIIEHHOBAsT KUCIIOTA

HK HYKJIEMHOBasl KUCJI0Ta

RSD OTHOCHTEIIFHOE CTAaHAAPTHOE OTKIOHECHUE
2K 9HJIOTCHHBII KOHTPOJIb
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1. Hasnauenmue

Habop npenHasnaueH [uis HACHTH(OUKAINN U KOIUYSCTBEHHOTO OMPEICICHUS
conepxanus ['M cou nmuarmm MON89788 B kopMax, THUIEBON MPOIYKIHNH, TOCEBHOM
Marepuane u chipbe MeTomoM amiuudukanuu JJHK ¢ dmyopecienTHol nertekiueii B
PEeKHME «PeanbHOTO BPEMEHM.

2. XapakTepucTHKa Hadopa

2.1 llpunuun geicrBus

HaGop peareHToB mo3BosisieT crenuduyeckd amMIuMQUIMpOBaTh y4acTOK
renoMa cou JuHuM MONS9788 B o00macTH BCTPOWKM TE€HHO-MH)KEHEPHOM
KOHCTPYKIUH W ()parMeHT reHa JIeKTHHAa cou B MynbTHIDIeKcHOHM [IIP. [letexums
MPOXYKTOB aMIUTU(UKAIIMA OCYIIECTBIACTCI B PEKHME pPEAIFHOTO BPEMEHH C
UCTIONIb30BAaHMEM NPUHIIUIIA BBIIICIUICHUS (IyOpPEeCHEHTHOM MeTKH Ha S5' KOHIe
OJIUTOHYKJICOTHIHOT'O 30H/a.

CyIIHOCTh KOJMUYECTBEHHOTO OIpeaeieHus coiepxkanus I'M cou nuHUH
MONR89788 3akmiouaeTcss B ONpEAETICHHUU JUIsI HUCCIEAYeMOro oOpaslia IOpPOTrOBBIX
nukinoB npu HakomineHuu [IIP mpomykra B 00macTH BCTPOWKHM TI'e€HETHUECKOM
koHcTpykuuu u I[P npoaykTa 3HAOT€HHOTO0 KOHTPOJIS (TeHa JIEKTHHA) U CPAaBHEHUH C
MIOPOTOBBIMHM ITUKJIAMHU CTaHAAPTHBIX 00pa3I0B C U3BECTHRIM cojiepxanueM [ MO.

2.2 Cocras Ha0opa
HaGop cocrouT W3 KOMIUIEKTa pEareHTOB Uil  HPOBEICHUS
mynbturiekcHoi TP PB (xommiekT Ne 1), KOHTpOJIBHBIX 00pa3oB (KOMIUIEKT
Ne 2) 1 KOMITIIEKTa KaTHOPOBOYHBIX CTAHAAPTOB (KOMIUTEKT Ne 3).

Habop BolmryckaeTcs B 1ByX (hopMax KOMITIEKTAIIHN:

®opma 1. Habop paccumTaH Ha KaueCTBEHHOE OTpenescHue coiepkaHus ['M com
guann MON89788 u BrmowyaeT koMIutekT Nel u komrmiexT Ne 2.

®opma 2. Habop, paccunTaH Ha KayeCTBEHHOE M KOJUYECTBEHHOE OIpeaeleHHe
conepxkanus ['M cou nuanu MONS89788 u BkimouaeT komruiekT Ne 1, komrmekt Neo 2
n KoMruiekT Ne 3.

Habop BblmmyckaeTcst B IByX BapHaHTax:

1) [ns anamusa 55 0O6pa3uoB (BKIFOYAsk KOHTPOJIBHbBIE 00pasibl).
2) Jis ananuza 110 06pa3ioB (BKIHOUAs KOHTPOJIbHBIE 00Pa3IbI).

CocraB Habopa npuBeeH B Tabmumax 1, 2 u 3.
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Tabmmma 1. Kommurekt Nel mnst mpoBenenus [1LP:

O0BeEM, MKII

Koi-
Ne CocTaB KOMILIIEKTa Onucanue Ha 55 Ha 110 5o
peakuui peakuui
CMech T IpOBEICHUS mpo3pavHast
1 [P, IIIIP CMECbH OecrBeTHAst 275 550 1
89788 JKHUIKOCTE”
Bydep ans nposeneHus Tpo3payvHast
2 [P, IIIP BY®EP OecrBeTHAS 550 1100 1
89788 JKUJKOCTE

JIHK Tlonumepasa, TAQ po3pavyHas

3 POLYMERASE OecrBeTHas 30 60 1
BSI3Kas KUIKOCTh
po3pavHast
Bydep nm1st passeieHus
4 JTHK, THK BY DEP OecuBeTHAs 500 1000 1
KUAIKOCTh

Tabmmma 2. Komrutekt No2, KOHTpOIbHBIE 00pa3IbL:

O0BeM, MKII
Kou-
Ha 55 Ha 110 BO
peakuuii | peaxkuui

Ne CocTaB KOMILICKTa Omnuncanne

OTtpuniatenbHbIH KOHTPOJIBHBII TpospadHas
! Gecupetnas | 1500 2000 1
obpazerr, OKO (TE 6ydep) HTCOCTS
[HonoxurenbHbI KOHTPOJIbHBII TIpospatHasi
? obpasen, IIKO 89788 OecuBeTHas 100 200 1
KHUJIKOCTh

* Bo3MOYHa JIeTKast OMaJICCIEHIUs

5
Bepcus 1.1 ot 29.09.2022




Tabnmma 3. Kommurekt Ne3, Habop KannOpOBOYHBIX CTaHAAPTOB.

O0beM, MKIT
Ne CocTaB KOMIUIEKTa Omnucanne KOCJ)I_
Ha55 | Hallo | °
peakuui | peakuuu
Hpo3pavHast
1 | Kanmubposounsrii crannapt 0,1% GecrBeTHas 200 400 1
JKHJIKOCTD
npo3pavHast
2 | KammubpoBounstii cranmapt 1% GecrBeTHas 200 400 1
KHUAKOCTD
Hpo3pavHast
3 | KanubpoBounstii cranaapt 5% GecrBeTHas 200 400 1
JKHJIKOCTD

B HabGop He BXOIAT peakTHBHI Ul 3KCTPAKIMU HYKJIEWHOBBIX KHCIOT. Jlms
BeIIeNieHus1 pacTutensHoi JITHK pexoMeHayercs ucnonbp3oBaHHe HAOOPOB HA OCHOBE
copbenrtHoro merona (Hanpumep, «JHK-TINTAHT-®AKTOP», OO0 BET ®AKTOP).

3. AHaJIUTHYECKHE U METPOJOTHIECCKHE XaPAKTCPUCTUKHA

IlokazaHo orcyrcTBHE HecnenM(pHUUECKHX PeakIii KOMIIOHEHTOB Habopa B
orHomrennn  JIHK  apyrumx  pacTHTENbHBIX W TeHHO-MOAM(UIIMPOBAHHBIX
KOMIIOHEHTOB.

Ilpeden oemexmuposanus (LOD) — ne menee 0,05% MONS9788 6 obpasye coesozo
wpoma, ne menee 0,005 % cou 6 Mmyke pacmumenbHO20 NPOUCXONCOCHUSL,

Jluneiinslii amna3oH onpeneneHus - om 0,1 0o 5%

Tpanuyvl dosepumenvrozo unmepsana (0,1+0,08)%, (1+0,6)%,; (5+£2)% npu
p=95, k=2.

Omnocumenvroe cmanoapmuoe omxaonenue , RSD — ne bonee 25%

IIpumeganne — Ecnmm o6paboTka HpPOAYKIMHM B BXOJE IPUTOTOBICHHUS
npuBena K Jjerpagauuu  win  yparenuto JHK (manpumep, npu moiydeHHH
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padUHUPOBAHHOTO COEBOTO Macia WIM padUHAPOBAHHBIX COEBBIX JIEKTHHOB),
UCTIOJIB30BaHUE JAHHOTO HA0Opa HE JaeT JOCTOBEPHBIX PE3yIbTATOB.

4.  Mepbl NpeAOCTOPOKHOCTH

HUccnenoBanne mnposoautrcs cormacHo MY  1.3.2569-09 «Opranuszanus
paboThl 1ab0paTOpHid, HCIOIB3YIOIUX METO/IbI aMIUTU(UKALMH HYKJICHHOBBIX KHCIIOT
npu pabore ¢ MarepualioM, cojaepXkamuM ~ MukpoopraHusmbel |-V rpynn
HaTOT€HHOCTH.

Bce nabGopatopHoe o0opymoBaHWe, B TOM YHCIE J03aTOPHI, IITATHUBEHL,
mabopaTopHas IocyAa, a Takke Bce paboume pacTBOPHI JOJDKHBI OBITH CTPOTO
CTalMOHAPHBIMU. 3alpeIaeTcsl UX MEPEHOC U3 OJHOTO IIOMEIICHHS B IPYTroe.

PaboTtaTe TOJNIBKO B OJHOPA30BbIX MEpUYaTKax, UCIIOJIb30BATH U MCHATH MNPU
KaXKaoi ornepanry 0AHOPAa30BbIC HAKOHCYHHUKHU C a3P030JIbHBIM 6apLep0M.

OHOPA30BYIO MJIACTHKOBYIO TOCYAY (IPOOHPKH, HAKOHEYHUKH) COPACHIBAIOT
B CICHHANBHBI KOHTEHHEp, CoAepKaumil ne3nHDUIUPYIONHA pacTBOp (HAapuMep,
HaTPUEBOH COJHU IUXJIOPU30LIUAHYPOBOM KUCTOTHI, 0,2%).

Paboune mnomepxuoctu B IIIP nomemenmsx obmyuator Y@ cBeToM B
Teuenue 30 MUHYT 10 Hayaja U HOcCIe NpoBeleHus pador. Takxe mocie OKOHUAHUS
paboT pexoMeHmyeTcss o0OpadaThBaTh pabOYMe IMOBEPXHOCTH JAC3WHQHUIHPYIOLTIM
pacTBOpOM.

5. Marepuanbl u 0060pyI0BaHHE

Jas 3onb1 Boiaeaenus JIHK u3 uccienyembix npoo:

e HactonpHEII OOKC ¢ OaKTepHIUIAHON JaMIOW WM  CTEPUIBHBINA
JIAMUHaPHBIN mikadg (mampumep, «BABn-«Jlamuaap-C»-1,2»,
«JlamunapHsie cucteMb», Poccus);

e TBeppoTenbHbI TepMoOCTaT AJIsl TPOOUPOK THIA «rmennopd» Ha 1,5 mi ¢
Juana3oHoM Temneparyp ot 25 no 99 °C (mampumep, TT-2-«Tepmur»
«HITO JHK-Texnonorus» Poccust);

e BakyymHBIH OTCcacwhlBaTelb MEIUIIMHCKUN ¢ KOJOOW-JTOBYIIIKOW ISt
yIAJICHUS  HAAOCANOYHON kumkocth (Hampumep, «OM-1», T.
VYiesiHOBCK, Poccus).

e MukponeHTpudyra Juis npooupok tuna «AmneHnopd» go 12 teic. 06/MuH
(manpumep, «MiniSpin», «Eppendorf», 'epmanust);

Boprexkc (manpumep «TOTA-2», «buokom», Poccus);
[TureTkn aBTOMaTUYECKHE OJJHOKaHAIbHBIE TIepeMeHHoro oobema 20-200 u
200-1000 mk; (Hanpumep, «Jlennumner», Poccus).
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e OpHOpPa30BBIC MOJMIIPONUICHOBBIE MPOOUPKH Ha 1,5 M (Hampumep,
«Tarsonsy, Uanus);

e OpHOpa30BbIC HAKOHCYHWKH MJIsI IHIETOK IIEPEMEHHOTO o0bema ¢
a3po30sbHEIM OapeepoM 10 200 m 1000 Mxn B mTatuBax (Hampumep,
¢bupmel «Tarsons», Uuaus);

[epuaTky MeTUIIMHCKHIE HEOITY JPEHHBIC JIATEKCHEIC;

HITaTuBsl 1ust MUKpOIpoOHpoK Ha 1,5-2 mu (Hampumep, «Axygen», CHIA);

EMKOCTB ¢ 1e3MHQHUIUPYIONINM CPEICTBOM;

XonogmneHuk oT 2 1o 8 °C ¢ MOpO3WIBHON KaMmepoil oT MuUHYyC 24 10
munyc 18 °C.;

Xaat mabopaTOpHEIii;

e Habop mms Beigenennst THK (cm. myHKT 2.2).

s 30nub1 nposenenus NP ananu3za:

e  Awmmmodukatop (Hanpumep «Rotor-Gene Q», Qiagen; «T-96», JHK-
TEXHOJIOTHUS UJIM AHAJIOTUYHBIN).

e [IIP-60kc (Hanpumep, «bAB-IILIP-«Jlamunap-Cy», JlamuHapHbBIE CUCTEMBI,
Poccus).

e Muxkponentpudyra-soprekc (Hanpumep «TITA-2», «buokom», Poccus);

o JIumeTKH aBTOMATHYCCKHE OJHOKAHATBHBIC MepeMeHHOro obbema 2- 20,
20-200 mxut u 100-1000 mxr; (Hanmpumep, «Jlenmunery», Poccns).

e OpHOpa30BBIC HAKOHEYHWKH IS JI03aTOPOB ITIEPEMEHHOT0 oOBeMa C
a’3p0o30abpHEIM OapkepoMm 1o 20, 200 mxr u mo 1000 Mxn (Hampumep,
«Axygeny, CIIA).

e [IlltaTBel [UII HaKOHEYHHKOB (Hampumep, «Axygen», CIHIA) u
Mukpomnpooupok Ha 0,2 ma (Hapumep, «SSI», CILIA).

o XonoawiabHUK OT 2 10 8 °C ¢ MOpPO3WIBHOW Kamepodl oT MuHYC 24 10
munyc 18 °C;

e OpHOpa3oBBIE MONUIIPONIIICHOBEIE IpoOupku Ha 0,2 u 1,5 mut (Hampumep,
«Axygeny, CIIIA);

e  Illrarueel s Mukponpodupox Ha 0,2 u 1,5-2,0 mn (Hanpumep, «SSly,
CLIA);

e  [lepuaTku MEANIIMHCKUE HEOIYAPEHHbIE JTATEKCHBIE;

e  Xanat 1aboOpaTOPHBIN.

6. Otdop maTepuana 115 MCCIeA0BAHMS, TPAHCIOPTHPOBKA H XpaHeHHe NPo0

OTt0o0p wmccienyeMbIX 00pa3IioB MPOBOIAT IO HAIMOHAJIBHBIM CTaHAAPTaM,
YCTaHABJIMBAIOIIMM HOPSIOK 0TOOpa MO0 sl OMHOPOIHBIX TPYII CHIPHS, MHIEBBHIX
MPOAYKTOB U KOPMOB.

OT mpoObl MIOTHOW KOHCHCTEHIIMU OTOMPAIOT Ha WCCIIEJOBaHUE OONIYIO
mpoby Becom 10-50 1.
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I'paHyaMPOBaHHYIO MM KOHCEPBHPOBAHHYIO MPOAYKIHUIO MEpe] UCCICIOBAHUEM
(10-20 T) pacTupaloT B CTYImKE 1O TOMOTEHHOTO COCTOSIHHSA. IIpoOBI JKHUIKHX
MPOAYKTOB OTOMPAIOT B YHCThIE €MKOCTH W3 CTEKJIA WM IUIACTHKA C T€PMETHYHO
3aKpBIBAIOMIMMUCS KPBIITKaMHi 00beMoM He Ooree 50 mit.

JlaGopaTtopHble MpoObI OTOMPAIOT Ha WCCIEAOBAHUE M TECTUPYIOT B JBYX
MIOBTOpaXx.

Otbupator naboparopssie mpooOs! (20 — 40 Mr) B 0XHOPa30BEIE MUKPOTIPOOHPKH
BMECTHMOCTHIO 1,5 M1 1 HanpaBisaroT Ha BeieneHus JJHK.

OO0pa31pl CHIPhS U MPOAYKTOB PEKOMEHIYETCS XpaHWTh B TeUeHHE | Mec (mpu
HEOOXOAMMOCTH  IOBTOPHOTO  aHalM3a) COIJAacHO  YCIOBHSAM,  YKa3aHHBIM
MIPOM3BOAUTENEM NpoayKTa. OOpas3mbl CKOPOIOPTSIIUXCS MPOIYKTOB PEKOMEHIyeTCs
XpaHHUTh B 3aMOPOXXEHHOM COCTOSIHUU (TIpU TeMmIeparype He Bhlie MuHyc 16 °C) B
TedeHue 1 mec (Ipu HEOOXOIUMOCTH TOBTOPHOTO aHAIIN3A).

TpaHcropTupoBanue 00pa3loB OCYIIECTBISIOT IPH TEMIIepaType,
peKOMeHL[OBaHHOﬁ JJIA XpaHCHUA ChIPpbA WKW MUIIEBOTO IPOAYKTA. IIJ'II/ITCJ'H)HOCTB
TPAaHCIIOPTUPOBAHMA HE JOJDKHA MPEBLIIIATE CPOKOB I'OJJHOCTH IMPOAYKTA.

7.  IIpoBeneHue aHajm3a

UccrenoBanme ¢ momompo Habopa pearentoB <«IIHP-T'MO-89788-
DAKTOP» cocTOUT U3 TpEX ITAIOB:

® kcrpakuust HK (Ha 3TOM 3Tame DOMONHUTENBHO UCTIONB3YIOT PEaKTUBBI IS
sKcTpakuuy, Hampumep, HaOop «IHK-IIJIAHT-®AKTOP», OOO BET
®AKTOP);

® nposenenue [P ¢ ¢uyopecueHTHON [AeTeKuMeld B peXHUME PealbHOro
BpPEMEHH,

®  yyeT pe3yabTaTOB AHAIU3A.

7.1. Dkcrpakuus (Bbiaesenue) HK u3 uceiiegyembix npoo

OT00paTh HEOOXOIUMOE KOJIMYECTBO OJHOPA3OBBIX MPOOHpPOK oOBemMoM 1,5
MJI, BKJIFOUasi OTPULATENIbHBIN KOHTPOJIb BBIIEICHHUS.

Brectn uccnenyembie mpoObl B 00beMe COTIIACHO MHCTPYKITMH K HA0OPY LIS
BeiienieHuss JIHK, B mpoOMpKy OTpPHUIATENBHOTO KOHTPOJIS BBIJCICHHS BMECTO
uccrenyemoii npoos! Baect OKO (nmpodupky 0603HaunTh Kak BK-).

Beigensate JIHK w3 aHanu3upyeMbiX M KOHTPOJBHBIX OOpaslloB COTIACHO
WHCTPYKIIMHU IIPOU3BOANTENS Habopa [uid BeieneHus pacturensHoi JJHK.
PexomenayeTcs HccieoBaTh KAKAYIO aHAIH3UPYEMYIO TPOOY B IBYX MOBTOPAX.

Boinenennyro JJHK MOXHO XpaHuUTh B TEUEHHME OJHOW HEAECNIU MpHU
temrieparype oT 2°C g0 8°C unum B TeueHHe Toja MU TeMIepaType He BBINIE MUHYC
16°C.

9
Bepcus 1.1 ot 29.09.2022



7.2. lloaroroBka 06pa3uoB k nposeaenunto [P
O0muii 00beM peakuoHHOM cMecH — 25 MKJ1, 00beM JJHK-npoos1 — 10 mkJ1.

YcenemHoe MpOXOXKAEHHE PEaKIMH  KOHTPOJHMPYIOT — HCIIOJIb30BAaHHEM
KO 89788 u THK 6ydepa.
IIpumeuanue. JJonyckaercs pasMOpakxuBaHHE PeareHTOB M3 Habopa mepex paboToi
npu temnepartype He Beime 40°C (¢ mcmonbp3oBaHneM TepMoctata). IIporpeBanme
npodupkun TAQ POLYMERASE kaTeropuuecku 3ampeuieHo.

B ormensHOI mpoOupke cMemath KOMIOHEHTHI Habopa W3 pacdera Ha
Kaxayro peakuuto [TP:

5 mxa IIIOP CMECH 89788;
10 mxa emecu TP BY®EP 89788;
0,5 mxar TAQ POLYMERASE.

[TepemeriaTh cmech Ha BOpPTEKCE M COPOCHUTH KaIUld KpPaTKOBPEMEHHBIM
LEHTPU(DYTHPOBAHUEM.

OTo0paTh HEOOXOIUMOE KOJHYCCTBO MPOOHPOK i amiutudukanuu JJHK
HCCIIEAYeMbIX W KOHTPONBHBIX mpo0. BHectm mo 15 WMKI mOpUrOTOBICHHOM
PEaKIHOHHOM cMecH.

Hcnone3ys HAKOHEYHUKH ¢ (GIIHTPOM B MOATOTOBIEHHbBIE IPOOMPKHU BHECTH:

a) B mpoOupky otpunatensHoro koutposrst [P (K-) 10 mxx JHK O6ydepa;

0) B psaa IpOOHMPOK I MCCIEAYEMBIX MPO0 - B KKIYH BHECTH Mo 10 MKI
JHK cootBetcTByfo1IEi MPoObI, moayueHHo# no m.7.1 (Bkmrouas npody BK-);

B) B IPOOHPKY mostokuTeabHbIH KoHTpois [P (K+) 10 mxm ITKO 89788;

I') B IPOOHPKHU U KaTHOPaTOpoB (B CIydae MX HCIOIB30BAHUSA) - B KaXIYIO
mo 10 MKJI COOTBETCTBYIOIIETO KanuOpaTopa (KaJuOpaTopsl CleAyeT CTaBUTh B ABYX
MOBTOpax).

Ilpumeuanue. Ilpu WCTONB30BAaHUM 11  PAOOTHl  aMIUTU(PHUKATOPOB C
CUMTBIBAaHMEM 4Yepe3 KpbllKy (Hanpumep, /[T-96) 3ampemaercs HAHOCHTH
MapKHPOBKY HA KPbIIIKY NPOOHPOK!

7.3 lIpoBeaenne peakuuu [P PB ¢ ¢uryopecuenTHoii nerexumeit

[TapameTpsl TeMmepaTypHO-BPEMEHHOTO pEKMMa aMIUTU(UKALMKE Ha MpHOOpax
«Rotor-Gene Q» u «/AT-96» ykazansl B Ilpunoxenuax 1 u 2 HMHcTpykuuu
COOTBETCTBEHHO.

[Tomectuts moxaroTOBICHHBIE I mpoBeaeHus I[P mpoGupkun B sdelku
aMIuInpuKaTopa. 3arporpaMMHPOBaTh MPHUOOP COTIIACHO WHCTPYKINHU TPOU3BOIUTEIS
U B COOTBETCTBUU C mpunoxeHusmu [Ipunoxenuamu 1 u 2 UncTpykuun.

B cnydae ucnonb3oBaHHs aMIUTU(QHUKATOPOB APYTHX MOJAEIEH PEKOMEHIYeTCs
KOHCyJbTanus co cneruanuctoM komnanuu «BET ®AKTOP».
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IToce 3aBeprieHHs MPOTPaMMBl AMITTU(PUKAIAKW OTpabOTaHHBIE TPOOUPKU
YTWIN3UPYIOT B cooTBeTCTBUM ¢ MY 1.3. 2569 -09.

8. HHrepnperauus pe3yJibTaTOB aHAJIN3A

8.1 Yyer m uMHTepnperanms pe3yJbTaTOB B KadecTBeHHOM ¢opmare (dopma
KoMILIeKkTanuu 1)

[lonyueHHble naHHBIE — KpHUBBIE HAKOIUICHUS (DIYOPECHEHTHOrO0 CHIHaja
QHAJTM3HUPYIOTCS C ITOMOIIBIO MPOTPAMMHOI0 OOECIIeUYeHHs MCIOJIb3YeMOro mpHuoopa
qna npoBeaeHus IIIP B pexume «peanbHOrO BpPEMEHH» B COOTBETCTBUU C
MHCTPYKIMEH MPOU3BOAMTENS K MPUOOPY U B COOTBETCTBUM C NMPWIOKEHUSIMH 1 1 2 K
WHcTpykumu.

Vyer pesynpraToB IIlIP-ananmu3a mpoBOAUTCA MO HAJIUYMIO WIH OTCYTCTBUIO
nepecedeHnss KpHBOH (DIyopecHeHIMH C YCTAHOBJIECHHOM Ha COOTBETCTBYIOILIEM
YPOBHE MOPOTOBOH JIMHNEH (YTO COOTBETCTBYET HAIWYMIO MM OTCYTCTBHIO 3HAUCHHSA
noporosoro mukiaa «Cty 1 uceiaeayeMoro oopasia).

Pesynbrar cumTaercst MOCTOBEPHBIM B CIydae KOPPEKTHOTO IPOXOXKACHHS
TIOJIOXKHUTENBHBIX U OTPHLIATENBHBIX KOHTpoJeH ammudukanmu u sxcrpakuuu JJHK B
COOTBETCTBHH C Tabnuew 4.

Tabnmma 4. OueHka pe3ynbTaToB aHAIN3A.

< Kanan nerexmun
\\e}
¢ | JOE(HEX)/Yellow FAM/Green PesyneTar
s MONB89788 Cos
) Peakuuy moyI0’kKUTEIBHOTO 1
= ; Jo 31 qo 31 BHYTPEHHETO KOHTPOJIEH MpoLLIn
= yCHenHo
Curnan Curnan
Peaxuys npouia ycnemHo
OTCYTCTBYET OTCYTCTBYET
o Crierudrrueckasi KOHTAMHHAITHs!
@ Curnan TPEBYETCS nosTopHas
. JIro6oe 3HaueHue :
> D OTCYTCTBYET nmocrtaHoBka! PexomeHmyercs
&~ IIOCTaBUTH CMBIBBI
E Konramunamus JJTHK Cou!
Curnain TPEBYETCS noBTopHas
JIro0oe 3HaueHne |
OTCYTCTBYET nocranoBka! Pexomenayercs
IIOCTaBUTH CMBIBBI
Curnan Cursan
DKCTpaKLMs MPOULIA YCIEeIHO
OTCYTCTBYET OTCYTCTBYET
g = Crierudrraeckasi KOHTAMHHAIIHS !
=5 TPEBYETCS nosropHnas
© JIro60€ 3HaueHue JIro60e 3HaueHue | P
skcrpakuus! PexomeHayercs
MOCTaBUTh CMBIBBI
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& Kanan nerekuuu
¢ | JOE(HEX)/Yellow FAM/Green Pesynprar
= MON89788 Cosn
Curnan PesynbTar ananuza
JIro6oe 3HaueHUE OTCVICTBYET ML MOJIO’KMTebHBIIA.
or 1 110 38 YTCTBY I'M cou nunuu MONB9788
Z nro0oe 3HaYCHUE
= 00HapysKeHa
a2
g Curnan JIroboe 3nHauenue | PesynbraT aHammsa
g OTCYTCTBYET or | 10 35 OTpHIATEIbHBII
Curnan Curnan Pe3ynbraT He TOCTOBEPHBIH.
orcyrctByeT unu | TPEBYETCS nosropnasn
OTCYTCTBYET
3Hauenue Ct >35 | sxcrpakuus!

Ecmm mns mccnemyemoro obpasma mo kaHanaMm FAM/Green u JOE/Yellow
3Hauenne Ct ompezpensercs mo3gHee 38 IMKIA NPH KOPPEKTHOM IPOXOXKICHUH
MIOJIOKUTENFHBIX M OTPHUIATEIBHBIX KOHTPOJIEH, 0Opa3er HCClemyeTcsi MOBTOPHO ¢
stana skcrpaknus JJHK. Ecnm npu moBropHO# mocraHoBke Ct Gomee 38 pesynbrat
CUMTaeTCsA OTpHLATENbHBIM (coneprkanne nenesoit JJHK Hmke npenena oOHapyxeHHUA
METO/1a).

BHUMAHME! [Ipu nosienennun modoro 3Hayenus Ct i OoTpUIATENLHOTO
kontposs srama [MHP K- (Ha m000M M3 KaHalOB) PEKOMEHIYETCS HCCIIEJI0BaHUC
CMBIBOB €  TIOBepXHOcTell B  jaGopaTopuu Ul  MCKIIIOYEHHUS  pHUCKa
BHYTpHJIa00paTOpHOH KOHTaMHHAIMU. CMBIBBI ¢ JTaOOPAaTOPHBIX IMOBEPXHOCTEH H
000py/IOBaHUsI HMCHONB3YIOT B KadectBe Matpuibl juis [ILIP (BHOcAT B peakumio
BMECTO HCCIIEAYEeMBIX 1po0 B KosmuecTBe 10 MKII) — TO €CTh CMBIBBI HCCIEAYIOT 0e3
skcrpakumy. [losBinennme moboro 3Hauenmss Ct Ha mob6oM W3  KaHAJIOB
CBUIETENIBCTBYET O BHYTPHUIA00PaTOPHOH KOHTAMHUHALIMH.

8.2 Yuer M uHTepnperaums pe3yJbTaTOB B KoJH4YecTBeHHOM (opmarte (popma
KOMILIeKTAUNH 2)

IIepBuunsblil yuer pesynsraroB I11[P-aHain3a KOHTPOIbHBIX U aHAIU3UPYEMBIX
obpasnoB mpoBoguTcst mo T 8.1. CyIIHOCTh KOJWYECTBEHHOTO OMpPEAETeHUS
conepxanns I'M com mmarmm MONS89788 3akimrouaercs B ONpeNeNeHUH MOPOTOBBIX
nukinoB ammumdukanun [P mpoxykra ¢pparmenra MON89788 u IILP ¢parmenta
SHJIOTEHHOTO KOHTPONA U HCCIeIyeMoro obpasla W CpPaBHEHHHM C HOPOTOBBIMU
LUKJIAaMH JUTSI CTaHIAPTHBIX 00pa3loB ¢ U3BECTHBIM copepskannem ['MO.

KonmuecTBeHHBIH aHANIM3 BO3MOXKEH TOJBKO Ul aHAIM3UPYEMBIX IPo0 co
3nauenneM Ct i IK cost (kanan FAM/Green) menee 35. O6pasusl co 3HaueHnem Ct
OoabmiuM  win  paBHbiIM 35 gns DK  cost  cuMTalOTCs HE  MOJJIEKAITUM
KOJIMYECTBEHHOMY aHAJIM3y U3-3a HU3Koro coaepxanus B HeM JIHK cou.
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PacueT KOMMYECTBEHHOTO COAEPKAHUS TCHETHYECKH MOANGHULIUPOBAHHOMN
COM B aHAIM3UPYEMBIX o00paszmax mnpoBoautcs B mporpamme «[MO-IITABJIOH
BET®AKTOP» Ha 6a3e Excel.

1. Otkpeite nporpammy «I'MO-IHABJIOH-BET®AKTOP». He otkmouars
MaKpOCHI.

2. Coxpanutb ¢aitn ¢ pacmupenuem Kuuza Microsoft Excel, yka3aB nary
aHaJm3a.

3. Ilepeiitn Ha suct Imput.

4. Tlepenectn Ha3BaHust oOpa3uoB Ha Jyuct Imput nporpammer «I'MO-
ITABJIOH-BET®AKTOP» B cronbern; Mma. IlepeHecTn Takke DaHHBIC TOPOTOBBIX
nuKIToB kKaxxaoro n3 kaHanoB FAM (OK cos) u JOE/HEX (I'MO) na mmcr Imput B
ctonb1er CT COOTBETCTBYIOIIHE KaHAIAM.

Hanpumep, i qaHHBIX MOITyYeHHBIX Ha pudope Rotor-Gene:

B okre Qant. results — Cycling A.FAM (Cycling A. Green) nporpammsi Rotor-
Gene ckonmpoBats cronbenr Name u mepernectr Ha juct Imput mporpammer «I'MO-
ITABJIOH-BET®AKTOP» B cronbery Hma. Jlanee B oxue Qant. results— Cycling
A.FAM (Cycling A. Green) mporpammsr Rotor-Gene ckomnmpoBats cronbery Ct u
neperecty Ha nuct Imput nporpammel «I'MO-ILIABJIOH BET®AKTOP» B cTonber
CT psagom ¢ monem FAM.

3atem B okHe Qant. results — Cycling A.JOE (Cycling A. Yellow) mporpammsr
Rotor-Gene ckonupoBars crtonbeny Ct u mnepeHectd Ha smct Imput mporpamMmsr
«I'MO-ITABJIOH BET®AKTOP» B cronben CT psimom ¢ monem JOE.

B mporpamme «I'MO-IHABJIOH-BET®AKTOP» mnepeiit Ha nuct Result.
3HayeHNs MOPOTOBHIX LIUKIIOB M Ha3BaHHs 00pasloB HMIIOPTHPYIOTCS Ha uct Result
aBroMatmdecku B cronousl FAM Ct, JOE Ct u UMS. B cronbuax DCt u cpeonee
DCt aBToMaTHuecKH IPOU3BOJUTCS pacieT 3HAYESHHH.

B Ttabaumy 1 B BepxHem mpaBoM yriy smcra Result BcraButh 3HaueHws
cpeonee DCt nasi Kaxaoro KaauOpOBOYHOTO CTaHJApTa, BHIOpAB MX M3 CTOJOIA
cpeonee DCt.

ITocne BBOAa mOCHEAHEr0 3HAUEHHMsT ABTOMAaTHYECKH IIPOM3OWAET pacyer
conepxkanusi ['M cou B TecTUpyeMBbIX 00pa3lax, ¥ 3TH 3HaYEHHs IOSIBITCS B CTOJIOLE
% I'MO.

Koadpduument xoppensuun KaauOpPOBOYHOH € JHMHEHHOW 3aBHCHMOCTHIO
(R2), monyuennsiii 8 nporpamme «I' MO-ILIABJIOH-BET®AKTOP», nomkeH ObITh
He menee 0,97. B nmpoTuBHOM citydae TpeOyeTcsi mepecTaHOBKa BCeX MPo0, HauMHas ¢
sTana aMIIMQuKayy.

3navenus copepxkanns MO st nccnenyembIx 00pas3ioB yKa3aHbl B CTOJIONE
«% I'MO» um mpenctaBisiioT coboil cpeaHee apu(YMETHUYECKOE Pe3yJIbTaTOB JBYX
MOBTOPOB (IPU YCIOBUH OJJHHAKOBOTO HAMMEHOBAHUSI IOBTOPOB).

Ecnm nomyuenHslid pe3ynabTar 6ombiie, ueM 5 % I'M cou, To OH JOIKEeH OBITh
HHTEPIPETHPOBAH Kak codepacanue I'M cou 6onee 5 %.

Ecmm monydennsiit pesynpraT Menbie, uem 0,1 % I'M cou, To OH JOJDKEH
OBITh HHTEPIPETHPOBAH KakK codepxcariue I'M cou menee 0,1 %.
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9.  YcioBusI TPAHCIIOPTHPOBAHMUS

Hab6op «IIIP-I'MO-89788-®@AKTOP» MOXHO TpaHCIIOPTHPOBATH BCEMU
BU/IaMH KPBITOTO TpaHCHOpTa Ipu Temueparype ot 2 1o 8 °C He Oosee 5 cyTok.

10. YcaoBus XpaHeHHUSs

JmrensHoe XxpaHeHHe KomiuiekToB Habopa «IIHP-I'MO-89788-@AKTOP»
OCYIIECTBILIIOT TP TeMmeparype ot munyc 18 no munyc 20°C.

Ilepen Hawamom paboTbl C HabOpOM KOMIIOHEHTHI Habopa ciexyer
Pa3yKOMIUIEKTOBAaTh M XPaHUTh B COOTBETCTBHHU CO CIECAYIOIUMHU TPEOOBAHHUIMHU:

Kommektst Nel u Ne3 (cm. Tabn. 1u Tabn. 3 ) npu remmnepatype ot Mmunyc 18 mo

munyc 20°C;

Kommnekt Ne2 (cm. Tabm. 2) mpu temneparype ot 2 go 8°C.

11. Cpoxk rognoctu

Cpok rogaoctu pearentos «I11[P-I'MO-89788 -OAKTOP» 12 mecsines.
Habop ¢ ucTeKImM CpOKOM TOHOCTH MPHUMEHEHHIO HE TOJICKHUT.
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Mpuinoxenue 1. Mopsagok padorsl Ha npudopax Rotor-Gene 3000/6000 (Corbett
Research, ABcrpanusi) u Rotor-Gene Q (QIAGEN, I'epmanus)

B cnyyae mepBoro wucnosib3oBanus I[I1[P-Habopa Ha mnpubope HEOOXOIUMO
coznarpk nporokon ¢ HazBaHueM «IIHP-I'MO-89788-®AKTOP» (npu nanbHeiimei
paboTe UCTIONB3YIOT CO3JAHHEIN MIa0JIOH).

IIpu pabote ¢ mpudopom Rotor-Gene 3000 mcmons3yroT mporpammy Rotor-
Gene Bepcum 6 wimm Beme, ¢ mnpubopamu Rotor-Gene6000m Rotor-GeneQ-
UCrob3ytoT nmporpammy Rotor-Gene 6000 sepcuu 1.7 (build67) wiu Beitie.

TepMHHBI, COOTBETCTBYIOIINE pa3HbIM BEPCHSM IIPOrPaMMHOIO oOecIeueHHs,
PacIoJIoKEHBI IO TEKCTY B cleayrolieM nopsake: s npudopa «Rotor-Gene» 3000 /
JUIA  aHIJIOA3BIYHOM  Bepcum mporpammbl  «Rotor-Gene» 6000 (Q)/ nns
pycckos3pIHON Bepcuu nporpammsl «Rotor-Gene» 6000 (Q).

1. OtkpriTh Iporpammy «Rotor Gene Q».

2. BriOpath B OCHOBHOM MeHIO HporpaMMmbl 3Ha4OK «New»/«HoBbiii. B
OTKpHBIBIIEMcS OKHE BEIOpaTh «IlycToii madaon», Haxatb KHONKY «New»/«HoBbIi.

FlE W e nom

Mpocuy

e —

3. BeiOpates Tunm potopa. Hampumep, «36-Well Rotor»/«36-JyHoUHBII
POTOP» TP HUCIOIB30BaHUHN poTopa Ha 36 00pa3uoB. [locTaBUTH OTMETKY B OKOIIKE
psamom ¢ Hagmucsio «No Domed 0.2 ml Tubes»/«Locking ring attached»/«Koabio
3akpemieno». Haxate kHonky «Next»/«lamee.

lo6po noxanosars b AeTanLHA MacTep Tecros!
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4. Ykazatp omnepartopa, o0beM peaknuoHHoi cMecH «Reaction volume»/Oobem
peaxkumumn» — 25 miut. [l Rotor-Gene 6000 nomkHO ObITh OTMEUEHO OKOIIKO «15 pl
oil layer volume»/«15 pL 00Bbem Macaa/Bockay. Haxatp

Macrep Hesoro Toera

kHOTIKY «Nexty/«/laneex».
=)

5. B Bepxmeit uwactm okHa Haxats KHONKY «Edit profile»/«Pexakrop
npoguiasi». B nosBuBIIEMCS] OKHE B COOTBETCTBUM C HHCTPYKIHMEH K MPHOOpY 3a1aTh
nporpamMMmy aMmIuMpuKanuy C TapaMeTpaMH, yKa3aHHBIMH B Tabmume 5. Haxats
knaBuury «OK».

Tabmmma 5 TemrepaTypHO-BpeMEHHOH PeXuM aMIUTH(OUKAITAI

Ne TeMnepaTypHO-BpEMEHHON PEKUM Hucro
- patyp P p IIUKJIOB
1 95°C — 5 mun 1
95°C — 15 cex
2 42
60°C — 60 cek, nereknusa JOE/Yellow, FAM/Green

Jis aToro TpeGyeTcs mpoAenaTh CIEAYIOIINE Iaru:

-Haxarp xmaBumy «Insert after»/«BcraButh mocie» u BeIOpath «New hold at

temperature»/«HoBoe yzaep:kaHHE TeMIIEpaTypbl», YCTaHOBHUTH Temmeparypy 95°C u
BpeMsi 3 MUH B COOTBETCTBHH C TyHKTOM | TaOmwuE 4;

-Haxare wmaBumy «Insert aftern/«BcraButh mocime» u  BeiOpate  «New
cyclingw/«HoBoe UMKIMPOBAaHWE», YCTAHOBUTH IapaMeTphl

OUKIAPOBAaHUS B
COOTBETCTBUU C MIYHKTOM 2 TaOJIHIIBI 5.
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6. B wHmwkHEe#l wacTH OKHa MacTepa TECTOB HaXaThb KHOIKY
«Calibrate/Gain Optimisation...»/«OnT.ypoBHsi cMrH.». B OTKpBIBIIEMCS] OKHE
HaXaTb KHONKY «OmnT.neTek-mMbIx». Jns o0oMX KaHAlOB yKaszaTh HYXHBIH
nrana3oH craptoBoro curHana: Min Reading /MuHEManbHbI curaan - 5, Max
Reading /makcumanbublii curnan — 10. B rpage «Ilo3mumus Ilpodmpkn»
yKa3aThb HOMEp NPOOMPKH, O KOTOpOW OyneT aBTOMaTH4eCKH BBHIOpaH Mapamerp
«yCHJIEHHMSI CUTHAJIa», 110 yMOJIYaHHUIo 3T0 1-s nmpodupka B potope. IloaTomy B 1-
Ol MO3MLMK B POTOpE JOJDKHA HAXOJUTCS MPOOMPKA C PEaKIHOHHOW CMECHIO.
IMomeruts ramoukoit ctpoky Perform Calibration Before 1st Acquisition
«BBINOJHUTH ONTHMU3ALMIO NPH 1-M mIare AeTeKUMH». 3aKPBITh OKHO «ABTO-
onTUMHM3alMA ypoBHs curHana». Haxare xHonky «Nextw/«/lanee».

- =

THEEE R A

7. 3amycTuTh aMIUTUGUKAIMIO KHOMKOH «Start run»/«CrapT». /laTh Ha3BaHue
9KCIIEPUMEHTA U COXPAHUTh €r0 Ha JIUCKE.

8. INocne 3amycka mporpaMMbl HEOOXOIMMO 3aIpOrPaMMHPOBATH MOJIOKCHHE

npobupok B porope. Bce mpoObl W KOHTpOJM OOO3HAYMTE B MEHIO THI Kak
Unknown «Oépa3zeny.

Mactep Hosoro Tecra ==

cTaroBk

PopmaT wucna =] Eava: [Fonm =] Dononmrensho

FigEEaT]
[tmasen o EEEERRC
HNX [oomr 1 [t T Be ﬂ

| sampie 1 Depazen i
samplo 2 {{1opageu Iy
icra He

i
<

Mucra =

EIIII ||

Crp.

Won BT || o | e | T Copenengece |
| — |
o E T | —
9. Tlocne 3aBepieHHs] TEPMOLMKIMPOBAHUS COXPAHUTH (aili ¢ pe3ysibTaTaMu
HUCCIICOAOBAHUA.
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AHaau3 pe3yJbTaToB aMl'l.]'ll/lg!l/lKa].[l/ll/l

1. Jlns xanana FAM/ Green
1.1 Haxatp B MeHIO KHOTIKY «Analysis»/«AHaau3», BEIOpaTh PEKUM aHAIH3A
«Quantitation»/«KonnvecTBeHHblil», HaxaTh KkHOnkKy «Cycling A. FAMy/
«Cycling A. Greeny, nmanee «Show»/«Iloka3zaTey.

Npocmorp _ GP [ L] Wy Wy
L P yerarosun Mpodins  Taan.  OSpasus | ARams

Ananus ]
2 rpan | Oprve., |

i ]| Mnaenere

. 1)

[+ Cycling A Yollow (Cri 11

pocasars | Gopmare

T Amrocwimaowesen orm

1.2 BeiOpate  nuHeiiHyr0 — mKkany — rpadMueckoro  M300paKeHUs
pe3ynbTaTtoB, HaXkaB KHONKY Linear scale/JIuneiinasi mikaJjia B HWKHEH 4acTH OKHA
cmpaBa (eciM 3Ta MIKaja aKTHBHA MO YMOJYaHHIO, BMECTO KHOMKH Linear
scale/JIuHeiinas mkaiaa BuaHa KHOMKA LOQ scale/Jlorapudpmuyeckas mkana).

13 B MeHI0 OCHOBHOTO OKHa JJOJKHBI OBITh HaXaThl KHOIIKH «Dynamic
tubey/«Junamuu.gpon» u Slope Correct«Koppekrt. ykiaona». YcranoBute More
settings/Outlier Removal «Ycrpanenne BoiopocoB» - 15-20 %.

- @ D@ L .
Semings oyt _Tomp_Sevyhe Arshpn Repues Aramge

14 B wmeno «CT Calculation»/«Bberuuciaenne CT»  BbicTaBUTH
Threshold/ITopor =0,05

B Tabmmme pesynpratoB (okHO «Quant. Results»/«KojgudecTBeHHbIE
Pe3yabsTaThi») nosBstcs 3HadeHus Ct.

D

IbTaTel || g Aunanny, don | S KoppexT, yknona @ WrHop. nepeie YCTPEHEHHE Bl

B KonwuecTeeHnwie Peayantarh - Cycling A.Green

MN: | Mma Tun CT KoHuw, Cranaapra| KoHu, Pacy. [3)
1 k+ Odpazew 17.07

2 k- Ofpasey

3 zample 1 Ofpazew 1988

4 sample 2 Ofpazey 19,33

R kv Ofpazew 1898
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2.Ananu3 pesyiasraToB kanana JOE/Yellow
2.1. Haxatp B MeHIO KHOTIKY Analysis/AHaJiu3, BEIOpaTh peXKUM aHAITN3a
Quantitation/KonuecTBennslii, Haxxars kHonky Cycling A. JOE/Cycling A. Yellow,
nanee Haxats Show/Iloka3ate

2.2. BplOparh JMHEWHYI0 WIKaly rpadUueckoro H300pakeHHs pe3yJIbTaToB,
HakaB KHOIIKY Linear scale/JIuneiinast mkana B HUKHEH 4acTy OKHa crpasa (eciu 3Ta
IIKajJa aKkTHBHA II0 YMOJIYaHHIO, BMecTo KHonku Linear scale/JImneiinasi mkana
BuaHa kHomnka Log scale/Jlorapudgmuyeckas mxana.

2.3 B MEHIO OCHOBHOTO OKHa JOJDKHBI OBITh HaxkaThl KHONKH «Dynamic
tubey/«Iunamuu.pon» u Slope Correct«Koppekrt. ykjaoHa». Ycranosuts More
settings/Outlier Removal «¥Ycrpanenue Bsiopocon» - 15-20 %.

24. B wmeno «CT Calculation»/«Bpruncienue CT»  BBICTaBHUTH
Threshold/ITopor =0,05

B Tabmume pesymeraToB (okHO «Quant. Resultsy/«KoauuecTBeHHBIE
PesyabraThl») nosssarcs 3nadenus Ct.

Vyer pesynbraroB [11[P-ananu3a mpoBOAUTCS B COOTBETCTBUU C 1.8 MHCTpyKIIUN
M0 HAJIMYUIO WM OTCYTCTBHIO TIEpEeCeueHUs] KPHUBOH (IIyOpECLUEHIIMH C YCTaHOBJICHHOM
Ha COOTBETCTBYIOIIIEM YPOBHE MOPOTOBOM JHHHEH (YTO COOTBETCTBYET HAIMUYHUIO WIIH
OTCYTCTBUIO 3HAUCHHMsI MOPOTroBOTO IHKIa «Ct» 715 HccneayeMoro oopasia).

19
Bepcus 1.1 ot 29.09.2022



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

B cnydae mepBoro wucmonb3oBaHus mnpubopa JAT-96 wunm mnepeycraHoBKH
NporpamMMbl HEOOXOAMMO co31aTh MpoTokon ¢ HazaHueM «IIHP-I'MO-89788-
DAKTOP».

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

2. B nosiBuBIIEMcst okHE BBIOpaTh «PaGoTa ¢ mpudopom».

3. B BepxHeil uyactu OKHa  OTKpHITh  BkiIaaky «Teer» u
«Co3nars/PeqakTupoBaTh TeCT»!

4. Haxxath Ha kHOTIKY «C031aTh HOBBIil TECT» U BBECTU MMsI HOBOTO TECTa
«IMIP-I'MO-89788-®AKTOP»:

Haxats «OK».

5. B mosiBuBIIIEMCS OKHE 331aTh CIEAYIOIINE ITapaMeTpPhL:

Tun — xauecTBEeHHBIN

Mertox — [Noporossrii (Ct)

IIpo6upku — 0Opa3iisl

OObeMm paboueii cMecH B IpoOUpKe — 25 MK
dryopodopsr — Fam; Hex

Co3pate mporpammy ammmnpukanun «IIOP-I'MO-89788-@AKTOP» Haxas
Ha UKOHKY 1.

6. B penakrope nporpaMm amMIniu(UKanny BIOpaTh 111a0I0H 1 HaXXaTh
KHOIIKY «[IpUMeHUTH.

7 B mosiBUBIIEMCSI OKHE B COOTBETCTBUU C MHCTPYKIHEW K MpHOOPY 3a1aTh
nporpamMmy amIutuukauym ¢ napameTpamu, YKa3aHHBIMH B TaOmuie 6. Jlerekiuio
OCYIIECTBIISATH MOCJIE CTA/IMH OTXKUTA U IIOHTAIUH.

Tabnmma 6 TemmepaTypHO-BpeMEHHOH pekuM aMILTH()UKAIIIT

Ne TemneparypHO-BpeMEHHON PEKUM Hucro
} patyp p p ITUKJIOB
1 95°C — 5 mun 1
95°C — 15 cex
2 42
60°C — 60 cex, nerexius HEX, FAM
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Haxats «OK» u coxpanute nporpammy mog umeHem <«IIHP-T'MO-89788-
DAKTOP». [Ipu gansHelie padoTe HCIONIb30BaTh CO3IaHHYIO TPOTPaAMMY.

IIpoBenenune anaamnsa

8. Bxirounts npuOOpP B COOTBETCTBUU C MHCTPYKIUEH MO SKCILUTyaTalnH.

9. 3amyctuth Ha KommbioTepe nporpamMmy «RealTime PCR» mis npubopa

AT-96.

10. B mnosiBuBmIieMcs oxkHe BbIOpaTh «Pabora ¢ mpudopom» u «/lodaBuUTH
TecT». B okHe nobaBnenus tecta BeiOpath «[ILP-I'MO-89788-®AKTOP».

11. B pazpmene «1. O0pa3ubl» BBECTH KOJIMYECTBO 0OpasloB BKIIOYas BCe
KOHTpOJbHEIE 00pa3ml. B pasnene «3. KonTposamw» mocraButh Hynu 1 HaxkaTh «OK».

12. [Mone3ysice nHCTpYKUHEH K prbopy 3anonHuTh «Anentudukarop
npodupkm» u «Tun», obpamias BHIMaHNE HA MOPSIOK 3anodHeHus. HaxkaTh KHOIIKY
«IIpuMeHuTH».

13. VYcraHOBHTH TPOOHPKH B PEAKIUOHHBIH OJOK COTJIACHO TMOPSAKY
3allOJJHCHWS W HaXXaTh KHOMKY «3amycKk NporpaMMmbi». B mosiBHBIIEMCS OKHe
HaOpaTh Ha3BaHUE MPOTOKONIA U «COXPaHUTBY.

14. Tlocne 3aBepuIieHHs] peakUd MOXKHO Cpazy NPUCTYNHTb K aHaJu3y
Ppe3yNbTaToB, IMOO NpH cieayolei 3arpy3ke Haxath «[IpocMoTp apxuBa».

-]

15. Jlanee HakaTh HA MKOHKY C M300p@KCHHEM TANKH — M BHIOpATh

(aiii, B KOTOpoM ObLT COXpaHeH NMpoTokoi. Beidpats Tun ananuza «Ct(Cp) nias Beex
kaHaja0B». Metog — «Iloporosslii (Ct)».
B okHe cmpaBa oToOpassiTcsi Ha3BaHWS OOpa3lOB M 3HAYCHMS MOPOTOBBIX IHKIIOB.
Bribpate 10%. B nosunuu Kpurepum nocToBepHOCTH AAaHHBIX BBecTH: HipkHsIs
IPaHUIA/TIOPOT  MOJIOKUTEIBHOTO  pe3ynbTata-5%,  BepXHSsS  IPaHHIA/OPOrT
HOpManu3anuu JaHHbX -30%

16. Haxatp kHONIKY «[IpHMEeHUTHY.
17. Jlng monmydeHHs CBOJHOTO OTYeTa IO NMPOTOKOJNY HEOOXOIMMO HaXKaTh

KHOIIKY 4=,

18. B BepxHeil yacTu okHa HaxaTh KiaBuiny «lleuarb» win «CoXpaHUTBY,
BBIOpaTh pacummpenue ¢aiina, Hanpumep *.rtf MS Word, nanee «PaGounii cron» —
«[IOP-T'MO-89788-®AKTOP» — «Otuerbl» — «Tl'om» — «Mecsin», B IOJIe
«Ums daiina» BBecTH HazBaHHE B (OpPME «roj. Mecsil. YHCI0-AaHHbIe». Haxath
COXPaHUTb.

19. Haxatp knaBumry «3aKkpbITh».

20. 3axpeiTe nim cBepHyTh porpamMmy «RealTime PCR».

Vuer pesyneratoB IIl[P-ananu3a mnpoBOIUTCA B COOTBETCTBUM C 1.8
WHCTpyKIMY 10 HAIMYWIO WM OTCYTCTBHUIO IEPEeceyeHns] KpUBOH (IIyopecleHInH ¢
YCTQHOBJIICHHOW Ha COOTBETCTBYIONIEM YPOBHE IIOPOTOBOWH  JHMHHEH  (4TO
COOTBETCTBYET HAJIMYMIO WM OTCYTCTBHIO 3HA4EHHUS MOporoBoro numkma «Ct» s
ucciesyeMoro oopasia).
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Mpuno:kenue 3. JIUCT BHOCUMBIX H3MeHeHH

Pepaxkuusa

MecTo BHOCHMBIX
H3MEeHEeHHH

CyTh BHOCHMBIX
H3MEHEeHHI

Bepcus 1.1 ot
29.09.2022

IIpunoxenue 2. [Topsaok
pabortsl Ha npubope 1T-96
(IHK-texHomnorus, Poccus)

I'eomerpuueckuii (Cp)
MeToJ1 00pabOTKH JJaHHBIX
3aMeHEH Ha moporoBsIit (Ct)
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Penaknus

MecTo BHOCHMBIX
H3MEHEeHH I

CyTh BHOCUMBIX
H3MeHeHuit
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ITo Bompocam kauecTBa HaboOpa peareHTOB WM 1O BompocaMm mnpuobperenns «II1IP-
I'MO-89788-®AKTOP» nubo Apyrux TeCT-CHCTEM HAIIero MPOU3BOICTBA MPOChOa
obpamatecs B OO0 «BET ®AKTOP» no aapecy:

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

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

Email: vet@faktor.ru



