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BBenenne

I'en IDHI xomupyeT dhepMeHT u3onuTpataeruaporetasy (uzopopmy 1). depmeHt
IDHI xaranu3upyer oOpaTMMOe OKHUCIUTEIbHOE JeKapOOKCUIMPOBAHHE H3OIUTpaTa C
obpaszoBannem ainbha-kerormyrapara. IDH1 ywacTtByer B MeTabonmsme TiyTamuHa,
JIMIIOT€HE3€, B PETYJSILHUN KIETOYHOTO OKHCIIUTEIbHO-BOCCTAHOBUTEIBHOIO CTaTyca.

CoMarnyeckue TreTepOo3UroTHele MyTauuu B TreHe [DHI npuBomsaT K
aAMUHOKHCIIOTHOM 3aMeHe B aKTUBHOM IIeHTpe GepmenTa B koaoHe 132 (R132H u R132C),
B pe3yJibTaTe Yero U3MEHsIeTCsl CalT CBS3bIBaHUS ()EpMEHTA U MPOUCXOJUT HAKOIICHUE
OHKOTE€HHOI'0 MeTaboJuTa 2-ruapoKkcuriyrapara [1].

Hannume mytanmu B reHe [DHI — NPOTHOCTUYECKHN MapKEp Yy MAIMEHTOB C
TJIMOMOMW, CBS3aHHBIA C OJAromMpUSATHBIM MPOTHO30M. [JIMOMBI — 3TO COOMpATEIbHBIN
TEPMHH, KOTOPBI 00bequHseT Bce AU(PPy3HbIE OMYXOJH, BOSHUKAIOIINE U3 TITHATBHBIX
KJIETOK WJIM KJIETOK-IPEIIIECTBEHHUKOB B IEHTPAJIbHONW HEPBHOM cucTteMe. 3amMeHa B 132
KoJIoHEe OoOHapy>kuBaetcsi O0osiee ueM B 70% actporuroM u onuroaeHaporiauom 11 u III
cTeneHu [2].

B cooTBercTBUM € KIMHMYECKMMH peKOMeHmamusMu «llepBruuHbie oryxoiu
LHEHTPAJIbHOM HEPBHOM CHUCTEMbD» MAlMEHTaM C acTPOLUTOMAaMU U IIIMOOJIACTOMaMU
PEKOMEHJOBAHO ONpejeieHue MyTtainuil B reHe /DHI B OMONCUHHOM (OMEpaliHOHHOM)
MaTepHuaie sl YTOUHEHHs Iporyosa. [3].

Ioka3aHus U NPOTUBONMOKA3AHUSA K NPUMEHEHUIO

[Tokazanusi: HaOOp peareHTOB PEKOMEHAYETCS K MPUMEHEHHIO Yy TMalUeHTOB C
aCTpOUMTOMAMHU M TJIMOOJACTOMaMHU JJisi COMYTCTBYIOIIEH AUArHOCTUKH JUIsl YTOUHEHUS
nporHo3a. [IpoTrBonoka3zanus: mpu NPUMEHEHUH MO HA3HAUEHHUIO CIIEIUAIbHO O0YYEHHBIM

IEPpCOHAIOM IMPOTUBOIIOKA3aHUS OTCYTCTBYIOT.

1 Ha3nauyenue HaOopa

HabGop pearenToB mpeaHa3zHadyeH AJsi KaUeCTBEHHOTO ONMpPEACNICHUS COMATHUECKUX
myTtanui R132H u R132C rena IDH 1 MeTo10M NOJMMEPA3HOM LIEMTHOW PEAKIIUU B PEKUME
peanbHOro BpeMeHH. DYHKIMOHAIBHOE HA3HAYEHHE: COIYTCTBYIOINAs IJUArHOCTUKA Yy
NAUEHTOB C aCTPOLIMTOMAMU U INIMO0JIACTOMAMH JUIsl yTOYHEHMSI IPOTHO3A.

Martepuanowm s npoBeaenus [P ssnsercs JJHK, Beiaenennas us pukcupoBaHHON
dopmanunom u 3axmoueHHoi B napadun (FFPE) omyxonesoii Tkanu. HaGop pearenTos
IIpeIHAa3HA4YeH JJI1 JUAaTHOCTUKHU in VIIro.

JHemorpaduueckue 1 monyJIsUOHHbIE aCTIEKThl IPUMEHEHUs: 0€3 OTpaHUYEHU.

OO6nacTb NpUMEHEHUs — KIIMHUYeCcKas 1adopaTopHas TMarHOCTUKA.

Bapuanr 1: 22401, Bapuanr 2: 22402 3
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TpeGoBanus K KBadU(UKAIMK TMOJIb30BATENCH: TOJBKO KBaTU(DUIIMPOBAHHBIM
nepcoHas, OOYyYEeHHbIH METOJaM MOJIEKYJSIPHOW JIMarHOCTUKU (Bpady KJIMHUYECKOU

71a060paTOPHON TMATHOCTUKU, MEIUIIUMHCKUM TA0OPATOPHBIN TEXHHUK).

2 XapaxkrtepucTHuKa Habopa

2.1 BapuaHTBbI HCIIOJTHEHUS

«Habop peareHToB 11 BbIsBICHUS MyTauuil reHa /DHI mMeTogoM mojauMepa3Hoi
nenHoi peakuuu (IILP) B pexxume peansHoro Bpemenu '"Real-time-PCR-IDHI-3R" mo
TV 20.59.52-010-57201404-2022» (nanee o TEKCTy — HAOOp peareHTOB) MPEACTaBJICH B

JIBYX BapHaHTaX MCIIOTHCHHUS:
1) HaGop pearentos Ha 12 peakuuii "Real-time-PCR-IDH1-3R (12)";
2) HaGop pearenToB Ha 36 peakuuii "Real-time-PCR-IDH1-3R (36)".

2.2 KoMILIEKTHOCTHL

B kxoMIuiekT mocTaBKM BXOJAT: HabOp peareHTOB (Tabmuma 1), MHCTPYKIUS IO

IPYMEHEHHIO, TAaCTIOPT KayecTBa.
2.3 Cocras Ha0opa peareHTOB

Tabnuna 1. CoctaB Habopa peareHTOB

Ber O0bém pearenra
Ne HaumeHoBaHue peareHTa — —
KPbILIKHU Ha 12 peakumii | Ha 36 peakuuii

1 | 3enenbiid KonTtponbsnas I11{P-cmech 740 MK 2*1100 Mk
2 | Keéntprit [TL{P-cmecy R132H 280 MK 840 MK

3 | Kénremit [IIP-cmecs R132C 280 MK 840 MK

4 | Cunuit Taq JHK-nommmepasa 30 MK 80 MK

5 | Kpacubiit [IKO 90 MK 270 Mk

6 | benbrit OKO 1,4 mn 4,5 M

7 | becuBeTHbII 10x UDG 06ydep 36 MK 110 Mk

8 | becusernsiii | UDG (ypaumn-IHK-rnuko3unasza) 9 MK 27 MK

Kontponwsnas III[P-cmech — rotoBas k npumenenutro I[II[[P-cmecy 06e3 JIHK-
NOJIUMEPA3bI U1 aMIUTM(PHUKAIIUN KOHCTaHTHOTO (parmenTta reva IDH .

[TI[P-cmecs R132H — rotoBas k nmpumenenuto I11IP-cmecy 6e3 JIHK-momimepasb
i aMIutngukanuu pparmenta resa IDHI ¢ myTarumeit R132H.

[T1IP-cmech R132C — roroBas k npumenenuto I1I[P-cmecy 6e3 JIHK-monumepassbl
s amriiukanuu pparmenta resa IDHI ¢ mytanueit R132C.

Taq JIHK-nonumepasa — pepment Taq JIHK-noaumepasa.

4 Bapuant 1{REF] 22401, Bapuanrt 2: 22402
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[TIKO — mnonoXuTenbHBIM KOHTPOJIBHBIM oOpazen, coxaepxkamuii cmech JIHK ¢
dbparmentamu rena IDH 1 ¢ mytanusimu R132H, R132C u JIHK genoBeka 6e3 MyTaimii reHa
IDH]I.

OKO — oTpuniatenbHbIil KOHTPOIBHBIN 00pa3el], coaepKaiuii Boay 0e3 HyKJieas.

10x UDG 6ydep — necaruxpatasiii 0ydep mist UDG (ypanun-/IHK-rnuko3nnassr).

UDG — ¢epment ypauuin-{HK-rauko3umnasa.

Habop peareHTOB HE COJEPKHUT OIMACHBIX XUMHUYECKHUX BEIIECTB, HE COJCPKHUT
OMOJIOTMYECKUX MAaTEPUAJIOB YEJIOBEUECKOr0 U )KUBOTHOTO MPOUCXOKICHUS.

KommoneHnTsl Habopa B pabOyuMX KOHIIEHTpALMAX HE TOKCHYHBI, HE 00JagaroT

KaHLEPOTE€HHBIM U MyTareHHbIM JIEHCTBUEM.
2.4 Ywucyo aHaIM3MpyeMbIX PoO

HaGop pearentoB Ha 12 peakmuii "Real-time-PCR-IDH1-3R (12)" coamepxwut
peakTUBBl Il MpOBeAeHMs |2 peakuuii, 4TO MO3BOJISIET NPOAHAJIU3HPOBATH B OJHOMN
MIOCTAHOBKE YETBIPE KIMHUYECKUX 00pa3La, NOJIOKUTEIbHBIA U OTPULATEIbHBIN KOHTPOJIb
(Bce 0Opa3siibl B 1y0JIsX).

HabGop pearentoB Ha 36 peakumii "Real-time-PCR-IDHI1-3R (36)" conmepxur
peakTuBbl Uil IpoBedeHUs 36 peakuui, YTO NO3BOJISIET MNpOaHAIU3UpPOBaTh 12
KIMHUYECKUX O0pa3loB B TPEX IOCTAHOBKaX IO YEThIpe KIMHUYECKUX oOpasla ¢
MOJIOKUTEIBHBIM M OTPULIATEIbHBIM KOHTpOJIeM (Bce oOpasubl B ayOmnsx) wiu 14
KIMHUYECKNX O00pa3loB C MOJOXKHUTEIbHBIM M OTPULIATEIbHBIM KOHTPOJIEM B OJHOMN

MOCTaHOBKE (Bce 00pa3iibl B 1y0JIsIX).
2.5 Ilpunumn geiictBust Hadopa

[IpuHnmn nelicTBUs Habopa pearecHTOB OCHOBaH Ha METOJIC ajlieb-CreluUIHON
[IIIP B pexuMe peanbHOro BpEMEHH € JETEKIMEN CUTHAJA ¢ TOMOIIbI0 TagMan 30H10B.

Ha6op conepxut tpu cmecu j1st [P (tabnuna 1): koutposasHas [1LP-cmech u aBe
[N P-cmecu qis ammunukanuu ¢pparmentos rena IDHI ¢ mytamusimu R132H u R132C.
[TIP-cmecu copepkaT Bce HeoOXoauMble peareHTbl 3a wuckmoudeHnueM Taq JHK
MoJIMMEPasbl, TOCTABIISIEMOU B OTICJILHON MPOOUPKE.

st KoHTpOJst paboThl HAOOpa B €ro COCTAB BXOJAT MOJIOKUTEIbHBIN KOHTPOJIbHBIN
oopazer (IIKO) u otpuniarenbublii KOHTpOJIbHBIN 00pazer; (OKO). IIKO coxepxut cmech
JHK ammnmukonoB ¢ dparmentamu reHa IDHI ¢ mytamusmu R132H, R132C u JJHK
yenoBeka 0e3 mytanuii B 132-m konmone rera IDHI. OKO conepxut Boay 0e3 Hykiea3. B
KaxaoM 3kcriepumente ucnonb3ytoT [IKO n OKO. Bee uccienyemble U KOHTPOJIbHBIE
00pasIbl TECTUPYIOT B AyOJIsX.

Bapuanr 1: 22401, Bapuanr 2: 22402 5
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AHaIIM3 HA HaJIM4yue MyTaluuu B redie /DH ] cocTOUT U3 ABYX 3TaIoB:

1) nmpoBepka obpasioB JIHK B kouTponsHoii T1LP;

2) TP na nanuuue mytaruii B rene IDH .

Ha nepsom arane nposogsr I[1IL[P ¢ KOHTpOIBHOM CMECHIO [J1s1 OLIEHKH MPUTOTHOCTH
U BeIOOpa moaxozsiiero passeaeHus oopasnos JIHK. Mumensto ayist koutposbaoi TP
aBisieTcst KoHCcTaHTHBIA yyacTok JIHK rena /DHI. ITpoayKThl 3TON peakuuu AETEKTUPYIOT
B 5’-3K30HYKJI€a3HOW peaknuu ¢ momoripio TagMan 30H72, MedeHHOTO (uryopodopom
FAM. KontposbHasa III[P-cmech Takxe coaepxkutT peareHTbl misi I[P BHyTpeHHETO
koHTposs (BK). Mumensto I[P BK sBnsiercst cuHTeTHUeCcKas moCiIe10BaTeIbHOCTh, HE
uMerolass romosiorun ¢ reHomoMm 4yenoBeka. Ilpoayktsl [P BK perektupyror B 5°-
AK30HYKJIea3HOU peakuuu ¢ nomoulbio TagMan 30H1a, MmeuenHoro ¢ayopodopom ROX.
Avmmduranus BK cayxuT KOHTposieM MNpaBWIBHOCTH TIOCTAHOBKH W OTCYTCTBHS
uaruoutopos [11P, koTopbie MOTYT MPUBOIUTH K JTO)KHOOTPUIIATEILHBIM PE3yJIbTaTaM.

[Tpuronnocts oOpasua JAHK onenuBator mo BenuuunHe Ct, COOTBETCTBYIOIIEH
koJimuecTBy HukioB [P, mpu kotopom kpuBas ¢GhayopecleHIIUN MepeceKaeT 3alaHHbIN
noporoBbli ypoBeHb. 3HaueHus Ct pa3zBenenuii kinHanueckux oopasnos JJHK cpaBHuBator
¢ Ct IIKO. [nsa mocnenyromux amienb-cnenuduuabsix I[P BeiOuparoT pasBeneHue
obpasua JJHK, kotopoe numeer nanbonee 6mu3kyro Benmnuuny Ct otHocutensHo Ct [TKO.

Ha Bropom »sTane BbIOpanHble pa3Beaenus o6Opasnos JHK ananmusupyrort
OJTHOBpeMeHHO emé pa3 B kKoHTpodsHOU [IIIP u B aByx amnens-cnenmduynsix [P Ha
COOTBETCTBYIOIIIME MyTaluu. B kaxmoil u3 amienb-cnenuduunsix [P mpoucxomut
nuzbuparenbHas amrmdukanus parmenta JJHK rena IDH 1, coaepikaiiiero MyTaiuio, 3a
CYET UCIOJIb30BaHUS TpaiiMepa, KOTOPhIM KoMIUIeMeHTapeH nocienoBarensHocta JJHK ¢
cootBercTBytomie myrauuend. Ilpomykter IIHP rema [DHI nerektupytor B 5’-
AK30HYKJI€a3HOU peakiuu ¢ nomoiisio TagMan 30112, MmedeHHOTo Quryopodopom FAM.

B amnens-cnenuduunoil peakuuu BenmnunHa Ct mist oopasnos JHK, conepxammx
red IDHI 6e3 myTaly, Ha HECKOJBKO LUKIIOB BbIle, yeM BenuunHa Ct, ams oO6pasioB
JHK, coaepxamux ren IDHI ¢ cooTBeTcTByouerd Myrtanued. Hamuuume myrtaimuu B
oopasne JIHK onpenensiercs mo pazHuiie Mexay 3HadeHusaMu Ct B ajuienb-crieliupuaHon

[TII{P Ha COOTBETCTBYIOIIYIO MYTAIMIO ¥ B KOHTpOJbHOM [TLIP.

6 Bapuant 1{REF] 22401, Bapuanrt 2: 22402
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3 AHaJIMTHYeCKHE U JTHATHOCTHYECKHE XapaKTEPUCTHUKHA HAdopa

3.1 Ilpenen oOHapy:KeHUNA

[Ipenen oOnapy:xenus cocrapiusier 5% JAHK ¢ myrtanueit R132H rena IDH1 na done
JHK rena IDH1 6e3 myTaumii, 5% JJHK ¢ myTanueit R132C rena /DH1 na pone JHK rena
IDH1 6e3 myTanui.

Munumansaoe kosmmuectBo JIHK, HeoOxommmoe i TpOBEACHUS aHAIM3a,

coctasmiseT 40 mxa ¢ koHneHTpamuent 0,4 ar/mxin (120 xonuii rera IDHI B 1 Mx).
3.2 AHajguTH4YecKas cneuu(puIHOCTb, BIUSIHUE HUHTEeP(epHpPYOUINX BelleCTB

[Tox ananuTrueckoi cneupuyHOCTHIO MOHUMAETCS CIIOCOOHOCTh HA0Opa peareHToB
cnenuduyecku onpenensatb Hamuue mytanuit R132H, R132C B rene IDH1 na ¢poune JJHK
reda IDHI Ge3 myTanuii, 4To 00€CIeYnBaeTCs C MOMOIIBIO Crienn(UIECKr MOA0OPaHHbIX
npaiiMepoB M 30HJI0B, IPOBEPEHHBIX HAa KOHTPOJBHBIX oOpasuax. [lokazano orcyrcTBue
HECHeIM(PUUECKUX TMOJOKHUTEIbHBIX pPe3yibTaToB amrummpukanuu s oopasnos JIHK,
Hecyuux red IDH1 6e3 mytanuiit R132H, R132C.

AHanuTuyeckas cHelupUYHOCTh LEJIEBbIX Y4YacTKOB TreHa [DHI moatBepkiaeHa
in silico ¢ nomompto pecypca BLAST (https://blast.ncbi.nlm.nih.gov/Blast.cgi).

Paznuunoe coxpepxanue napaduna Ha cpese (ot 56% no 83%) He BiMseT Ha
pe3ynbTaThl omnpeaeneHuss Mytanuit rema [DHI. TloTteHIualibHO HHTEpQEpUpyIOIIne
BellecTBa: reMoriaoouH (2 mr/mi), keuiod (5%), stanon (5%) — He BIUSAIOT Ha Pe3yJIbTaThl

onpeneneHus myrauuii resa IDH|.
3.3 XapaxkTepuCcTHKH AHAJIUTUYECKOH 3P(PEeKTUBHOCTH

IToBTOpPSIEMOCTH OLICHUBAIU B YCJIOBHSX, IIPU KOTOPBIX HE3aBUCUMBIE PE3YJIbTATHI
UCIBITAHUH MOJIyYarOT OJHUM M TEM K€ METOJIOM Ha UJIEHTUYHbIX OOBEKTaX MUCIBITaHUH,
OJIHMM OIIEpaToOpoOM, B Mpelenax KOPOTKOro MHpoMexyTka BpemeHH. llo pesynpraTtam
UCIIBITAHUI HE BBIBICHO pacxokJIeHui B ompeneneHuu mytaunid R132H, R132C rena
IDHI. 3HaueHrne MNOBTOPSEMOCTH PE3yJNbTATOB NpH omnpeneneHun Mytanuili R132H u
R132C rena [DHI cocraBuino 100% (untepBan 90,26-100% c noBepuTenbHOU
BEPOSITHOCTHIO 95%).

Bocnpon3BoguMOCTh OLIEHUBAIIN B YCIOBUSAX, TP KOTOPBIX PE3YJIbTAaThl UCIIBITAHUI
IOJy4yaloT OJHUM M TEM K€ METOJOM Ha HACHTUYHBIX OOBEKTaX HUCIBITAHUH, IBYMS
orepaTopamMH, C HCIOJb30BAaHUEM Pa3IMYHOrO 000pyJaoBaHMs, B pasHble AHH. [lo
pe3yibTaTaM HCIIBITAHUN HE BBIABICHO PAacXOXKIEHUM B omnpexaesneHnn myrtamuii R132H,
R132C rena IDHI. 3HaueHue BOCIPOM3BOJUMOCTH pE3YyJbTATOB IPU ONPEAECICHUU
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JIOBEPUTEIILHON BEPOSITHOCTHIO 95%).

)/' Buollur Real-time-PCR-IDH1-3R MHCcTpyKIHMs 10 TPUMEHEHUIO

3.4 JlmarHocruyeckasi cneuunPuIHOCTH

JuarHoctuyeckasi crnenu(puYHOCTb Ha0Opa PEareHTOB IMPU BBISBICHUUW MyTalui
R132H, R132C rena IDHI B KIMHUYECKUX HCTBITAHUAX Ha BHIOOpKE U3 57 00pasIos, u3
HUX 29 otpuuarenbHbiXx o0pa3unoB, coctaBuia 100% (uaTepBan 88,06-100% ¢

JIOBEPUTEILHON BEPOATHOCTHIO 95%).
3.5 JIlmarnocrtuyeckasi 4yBCTBUTEJIbHOCTH

Jlnarnoctuyeckasi 4yBCTBUTEILHOCTh HA0Opa PeareHTOB IMPHU BBISIBICHUU MyTalui
R132H, R132C rena /DHI B KIMHUYECKUX UCIBITAHUIX Ha BBIOOpKE U3 57 00pa3lioB, U3
HUX 28 TMOJOXKUTENbHBIX o00pa3noB, coctaBmwia 100% (uaTepBan 87,66-100% ¢

JIOBEPUTEIBHON BEPOATHOCTHIO 95%).
3.6 OrpanuveHus Npu NPUMEHEHUH

JIist  yMEHBIIIEHUST pHUCKA JIO)KHOOTPUIIATEIBHBIX PE3yJbTaTOB HEOOXOIUMO
ucnoJib3oBath cpe3bl FFPE Tkanm, conep:xkamiue He menee 30% OmyXoJIeBbIX KIETOK.

[Tpurognocts JJHK st ananvsza Ha Hanuuue MyTalui reHa IDH I onieHuBaeTcs mo
3HaueHuto Ct B koHTpoasHo# [T1P. Ecnu B aToi peakinu Besmmunna Ct oOpasiia npeBbiaeT
JIOITyCTUMbIE 3HAYeHUs1, TO KOHIeHTpauus [JHK He nqocrtarouna, u pe3yapTarsl aHaau3a He
BanuIHbL. HeoOxoaumo mpoBecTH MOBTOPHBIN aHAIN3, HaUWHAs ¢ dTana Beieneaus JJHK

u3 cpe3oB FFPE onyxoneson TkaHwu.
3.7 JocrynHble pepepeHTHbIE MATEPHAJIBLI M METO/IbI AHAJIN3A

PedepenTHbiii MeTO aHa)IM3a HA HaMWM4KMe MyTanuil reHa IDHI — ceKkBeHUpPOBaHUE

no Canrepy. PedepeHTHbie MaTepuasibl OTCYTCTBYIOT.

4 Puckmn, cBsi3aHHbIE ¢ IPUMEHEHHMEM HA00Opa peareHTOB

[lepeyeHb OMacHbBIX CUTYalMil, KOTOPbIE OTHOCATCA K Kareropuu R2 «aomycTumblii
PHCK», 3aBUCAT OT YEJIOBEUECKOTr0 (JaKTOpa M HE MOTYT OBITh YMEHBIIICHBI TPOU3BOIUTEIIEM
IPYruM croco0oM, KpoMe Kak J00aBJI€HHEM COOTBETCTBYIOIIEH HMHpOpMalUuu B
WHCTPYKIHIO 110 TPUMEHEHHUIO.

1. Herpanamus kommnoneHToB [1L{P-cmecu unu T1KO, nnaktupamus dpepmenta Taq JJHK-
MOJIMMEpPa3bl M3-3a HAPYILICHUS YCIOBHM XPaHEHHWS M TPAHCHOPTUPOBKU WM NPH
UCIIOJIb30BaHUU Habopa peareHTOB IOCJIE MCTEYEHHs] CPOKAa TOAHOCTH (BO3MOKHBIM

BpEJ: OTCYTCTBUE PE3yibTATA).
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2.

reHoAMarHoCTUKM

HenocTtarouHoe KoMuecTBO KJIETOK OMyXOJIEBOM TKaHU HA Cpe3e M3-3a HECOOTIOACHUS
pekomenaanuid mo BeaeneHuto JIHK u3 mapaduHOBBIX OJIOKOB (BO3MOXHBIN Bpe:

JIO’KHOOTPULIATENbHBIN pe3yJIbTar).

. IlosBineHue HCCHGLII/I(I)I/I"IHBIX IMpOAYKTOB aMHJII/I(i)I/IKaHI/II/I Hn3-3a IIPOIIyCKa OJTalla

ob6pabotku obpasmnoB JIHK ypamun-JIHK-rimmko3unazoit, cHuxkeHue crenu(@uaHocTr
aHanu3a (BO3MOXKHBINA BPE/: JTOKHOOTPULATENbHBIA PE3YJIBTAT).

HexoppektHas unTepnperanus pesynbratoB IIIIP B ciydae, korma mepcoHan He
UCIIOJIb3YET KOHTPOJIbHBIE 00pa3iipl pu noctaHoBke [P wiu He yuuThiBaeT Kpurepuu
JOCTOBEPHOCTH  (BO3MOKHBIM  Bpel:  JIOKHOOTPUUATEIbHBIM  pe3yibTaT  WIU
JIO’KHOMOJIOKHUTENbHBINA PE3YNIbTAT).

TectupoBanne obpaszmnos JIHK 6e3 nybmnei, oopazent JIHK ne no6asnen B I11IP-cmech
u3-3a OIMOKM (BO3MOXHBIA BpEI: OTCYTCTBHE pE3yJbTaTa, JIOXKHOOTPUIATEIIbHBIHI
pe3yibTar).

CwMmernieHre curHaigoB (IyopecleHIIMN U3-3a UCIIOIb30BaHUsI HEBEPHOTO 3HAYEHUS IS
MOPOrOBOTO YpOBHS (IyopecueHnu npu aHanuze AaHHbiX TP (Bo3MOXHBIN Bpen:

JIO’KHOOTPULIATEINIbHBIN pe3yJIbTar).

COBOKyHHbIﬁ OCTaTOYHBIN PHUCK ABJIACTCA AOITY CTUMBIM.

S Mepsbl Ipea0CTOPOKHOCTH

. Kitacc motenmnmanpHOTO pricka mpuMeHeHus: Habopa peareHToB — 20 cornmacHo [Ipukasy

M3 P® o1 06.06.2012 Ne 4.

JlommyckaTh K paboTe ¢ HabOpOM peareHTOB TOJILKO MEpCOHaN, O0yUeHHBIH METOJaM
MOJICKYJISIDHOW JMarHOCTUKM W TpaBuiaM pabOThl B KJIMHHUKO-IHATHOCTHYECKOM
J1a00paTOpHH.

[Ipumensats HaOOp peareHTOB CTPOTO 10 HA3HAYEHHWIO, COTJACHO HACTOSIIEH

WHCTPYKIIUH.

4. Pabory cienyet mpoBoauTh B [11[P-6okce 6mobezonacnocTu 11 kmacca 3amuThl.

. Bo wu3bexxaHue pucka KOHTaMHHAIUU MPOBOJUTH BblAeneHue o6OpasioB JIHK wu

noctaHoBky I[P B otnmenbHbIx momenieHusx (3oHax). He BosBpamiaTh o0pasisl,
peareHThl 1 000pyI0BaHKE B 30HY, B KOTOPOIi Obljla MPOBEACHA MIPEIbIAYIIast CTAIMSL.
[Ipu pabGoTe ¢ HAOOpPOM pEareHTOB WCIIOJIB30BAaTh JIA0OPATOPHYIO OACKIY W
OJTHOPA30BbIE MEIWIIMHCKUAE TEepYaTKUA. THIaTeIhbHO BBIMBITH PYKH IO OKOHYAHUH
paboTHI.

Kaxnoe pabouee MecTo AOMKHO OBITH CHAOXEHO COOCTBEHHBIM HaOOPOM J103aTOPOB
MEPEeMEHHOTO 00bEéMa, HEOOXOJAMMBIMH  BCIIOMOTATEIbHBIMU  MaTepHalaMd |

o0opyI0BaHUEM. 3aMpeniaeTcsl X nepeMenieHue Mexay pabouruMu MecTaMu.
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8. IIpu noctanoBke I[P ncnonb30BaTh U MEHATH MOCJE KAXKIO0W OMEpaIIMU OJHOPA30BbIC
HAKOHEYHUKU C QUIBTPOM JJIsi aBTOMATHYECKUX J03aTopoB. Mcmonb30BaHHbBIE
HAKOHEYHUKHU U TMPOOHPKH cOpachiBaTh B CIHELUAJIbHBIM KOHTEWHEp, COAepKalui
JNE3UHPUIUPYIOIIEe CPEACTBO s 00e33apakMBaHUS MEUIIMHCKUX OTXOOB.

9. Ucnonw3zoBate Tonbko IIP-cmech ¢ Taq JHK-monmmepaszoil, BXOASIIyI0O B COCTaB
Habopa peareHToB.

10. He ucnonp30BaTh KOMIOHEHTHI HAOOPOB PEAreHTOB U3 PA3HBIX CEPUIL.

11. He ucnonb3oBaTh HaOOp peareHTOB MO UCTEYEHHH CPOKAa T'OJHOCTH, MPU HAPYIICHUU
YCJIOBUM TPAaHCIIOPTUPOBKHU WIIA XPAHEHUS.

12. M36erath KOHTAaKTa C KOXEW, rja3zaMud U CIM3UCTOM oOosoukoi. IIpu KoHTakTe
HEMEJIEHHO MPOMBITH MOPAXKEHHOE MECTO BOJAOHW M OOpaTUTHCS 33 MEIUIIMHCKOM
MTOMOILBIO.

13. Bce nmoBepxHOCTH B jaboparopun (pabouyue CTOJIbI, MITaTUBBI, 000PYyAOBaHUE U Jp.)
€XEJIHEBHO CJIeIyeT MOJIBEPTaTh BIAKHOM yOOpKe ¢ MpUMEHEHHEM Ae3UH(UIIUPYIOIIUX
CPEICTB, PErJIAMEHTUPOBAHHBIX CaHUTapHbIMU npaBuiiamu CanlluH 3.3686-21.

14. Bce pabGoume 30HBI cjeayeT IoJBepraTh €XEIHEBHOMY 00€33apa)kKMBaHUIO
yIbTpaprONIETOBBIM H3IyueHHeM B cooTBeTcTBHM ¢ P 3.5.1904-04 «Wcnonb3oBaHue
yIbTPapUOIETOBOIO OAKTEPUIIMAHOTO H3IYUYEHHS Il 00e33apakhBaHUsA BO3yXa B
MTOMEIICHUSIX.

15. Ilacnopra 6e3omacuoctu matepuanoB (MSDS — material safety data sheet) moctymHsl o
3amnpocy.

6 OOopyroBaHue U MaTEePUAJIbI

6.1 OOopynoBanue, He0OX0aUMOE 11 PAa0OTHI ¢ HAOOPOM peareHToB

AMIumQuKaTop TUTAHIIETHOTO TUIA C PETHCTpanuend (IyOpecIeHIINN B PEKUME
peaNbHOTO BPEMEHU: TEPMOIUKIIED I aMIUTM(PUKAINA HYKIEHHOBBIX KucioT 1000, c
npuHaexHocTsIMU, ucrionHeHus: «C1000 Touch» ¢ MogymeM peakITMOHHBIM ONITUYECKUM
CFX96 (Optical Reaction Module CFX96) (PY Noed®C3 2008/01792, «buo-Pan
JlaGoparopues, Uuk.», CI1IA).

boxkc nns TP, Hanpumep, 60kc abakTepuaabHON BO3TYIIHOW Cpeabl i pabOThI €
JAHK-nmpodamu nipu nposeaenuun IIP-guarnoctuku BAB-TILP-«Jlamunap-C.» no TY
9443-004-51495026-2004 (PY Ne ®CP 2010/07114, 3A0 «JlaMuHapHBIE CHCTEMBDY,
Poccus).

Boptekc, nanpumep, Boptekc nepcoHanbHbii V-1 plus (PY Ne ©C3 2011/09797,

OOO «buocan», JIatBus).
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Jlo3aTopbl THepeMeHHOro o0beMa, HampUMeEp, 103aTOPbl MUIIETOYHbIE, OJHO- U
MHOTOKaHaJIbHbIE, «biak» mo TY 9443-008-33189998-2009 (PY Ne ®CP 2009/05681, AO
«Tepmo ®umep Caitentudur», Poccus).

Komnerotep ¢ omnepammonHoit cuctremoit Windows XP Professional SP3 wnu
Windows 7 u Bbitie, xxéctkum nuckom He meHee 10 I'b, TakToBo# yacToTOM mporieccopa He
menee 2.0 [T, oneparuBHol namsaTeio HE MeHee | I'B, pa3pemieHuem 3KpaHa He MEHee
1024*768, nmporpammasiM obecieuennem Microsoft Office Excel Bepcun 2003 mu Bime.

TepmocTaT TBepIOTENBHBIN, HanpuMep, TepMocTaT Tuma «[paii-6iox» TDB-120,
BapuaHT ucnosHeHus: [. Tepmoctat TDB-120 ¢ kpbimkoi u Tepmoosokom A-53 (PY Ne
P3H 2018/7729, OO0 «buocany, JlatBus).

XonoaunbHUK ObITOBOM ¢ X0n0auabHOU (0T 2°C 10 8°C) 1 MOPO3UIILHON KaMepaMu
(or munyc 18°C mo munyc 25°C) (manpumep, ATLANT XM-6023-031 «ATLANTY,
benopyccus).

entpudyra, Hanpumep, nearpudyra meaunuuckas gadopatopnas LMC-3000 c
NpUHAJICKHOCTIMU: poTop R-2, potop R-6, potop R-12/10, porop R-12/15 (PY Ne ®C3
2008/01792, OO0 «buocany, JlaTBus).

6.2 MarepuaJjbl, He00X0AUMBIE IVIs1 PA00THI ¢ HA0OPOM peareHToB

Kownreitnep ansa copoca orxonos («KM-ITPOEKT», Poccus).

HaGop pearentoB mus BeimeneHust JJHK w3 cpe3oB TkaHel, 3akiaiOueHHBIX B
napaduHoBbIe OJIOKH, 3apeructpupoBaHHbli B P®, nanpumep, «Okctpakt/JHK FFPE
Habop peareHToB s BeiaeneHus JIHK wyenoBeka u3 cpe3oB ¢ FFPE-GiokoB ns
nuarHoctuku in vitroy mo TY 9398-001-11248074-2017 (PY Ne P3H 2019/9172, OOO
«Homotek», Poccus).

HakoHeuyHuku  yHUBEpCalbHbIE, HANpUMEpP, HAKOHEUHUKHU YHUBEPCAJIbHbBIC
MJIACTUKOBBIE B INTaTUBaX © O3 IITaTUBOB A JIAOOPATOPHBIX J03aTOPOB H
poOOTU3UPOBAHHBIX CUCTEM. 3. HakOHEYHUKN yHUBEPCAIBHBIC JIS J03aTOPOB C (PHIBTPOM
06bémom ot 0,1 Mk 1o 1000 mxa (PY Ne ®C3 2012/12077, «Oxcmmxken, Mak.», CIILA).

[lepuaTkn MeAMIMHCKUE, HAPUMEpP, MEPYATKHM MEAULIUHCKUE IHATrHOCTHYECKHUE
(CMOTpOBBIE€) M XUPYpPrudecKkre oJHOpa3oBbie "Benovy" cTepusibHbIE M HECTEPUJILHBIC.
[lepuaTku HUTPUIIOBBIE HEOIYAPEHHbIE HECTEPHUIIbHBIE CMOTPOBBIE, LIBETA: OMPIO30BBIiA,
CUHUH, OeJbIiA, TOTy0O0M, CUPEHEBBIN, 3eNeHbIi, pazmepsl: XS, S, M, L, XL (Bux 185830)
(PY Ne ®C3 2012/12488, «TT" Menukan Can. bxa.», Manaizus).

[IpoOupku, Hampumep, U3AETUS MEIUITMHCKHE TMOJUMEpHBIC IS J1ab0paTOPHBIX

uccneoBanuii in vitro. 13. MukpornieHTpudysxHble TPOOUPKHU TpagyrupOBaHHBIE 00HEMOM
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ot 0,6 mut 1o 2,0 M1 wm 17. mnamku s [P va 96 nynok (PY Ne ®C3 2012/11892,
«kcumkeH, Uuk.», CIIA).

[lItatuB, Hampumep, H3ACIHUS METUIMHCKUE TIOJUMEpPHbIE I J1abOpaTOPHBIX

uccneaoBanuii in vitro. Bapuant ucnonaenus 23. ltatus qis npooupok, 80 siueek (PY No
®C3 2009/05024, «Oxcumken, Uuk.», CIIIA).

7 AnHajgusupyembie MPOObI

B kauectBe matepuana qyis npoeaenus [P ncnons3yror knmuHu4eckue oopasibl
JAHK, BbigeneHHble U3 (GUKCUPOBAHHOW (OopMaTvMHOM M 3aKJIOYEHHOHW B mnapaduH
(Formalin-Fixed Paraffin-Embedded, FFPE) onyxoneBoii Tkanwu.

Hns Beigenenust [JTHK u3 cpe3oB FFPE Tkanel ucnonb3yoT 3aperucTpupOBAHHBIE B
P® nHabopsl peareHToB, pekoMeHayeMblit Habop: «JkcrpaktIHK FFPE nabop pearentos
s Beiaenenus: JIHK yenoBeka u3 cpe3oB ¢ FFPE-O510k0B 1711 AMAarHOCTHKU in Vifro» 1O
TY 9398-001-11248074-2017, P3H 2019/9172 ot 14.04.2020. PexomeHmanuu 10
Boienennto JJHK u3 napadruHoBbIX 0J0KOB MPUBEACHBI B IPUIIOKEHUU A.

BHUMAHMUWE! JIns yMeEHbIIEHUS PUCKA JOKHOOTPULATEIBHBIX PE3yJIbTATOB
Heo0XoIMMo ucnoiib3oBath cpe3bl FFPE Tkanu, conepxkaniue He meHee 30% OIMyXxoJieBbIX
KJIETOK.

Boigenennsie o6pasusl JIHK xpanute ¢ coOmiofeHHeM YCIOBHIl COTJIacHO
TpeOOBAHMAM UHCTPYKITUU UCTIOIB3yeMOoTo Habopa miis BeiaeneHus JJHK u ¢ coomonennem

Mep, MPEOTBPAMIAIOIINX KOHTAMUHAIINIO 00pa3iioB uyxepoaHoit JJHK.

8 IloaroroBka KOMIIOHEHTOB JJIS1 aHAJIHU3Aa

8.1 [IloaroroBka o0pa3uoB — oOpadoTka ypaumni-JAHK-riauko3unazoii

O6pabotka o6pasuoB JIHK, Beigenennsix u3 FFPE onyxoneBoi TkaHu, yparui-
JHK-rmuko3unazoit  (UDG) ynydmaer crnenuuYHOCT, aHamW3a Ha  HaJU4He
COMAaTUYECKUX MYTAaLUH.

8.1.1 Pasmoposutrs 10x UDG Oydep u obpasusr JIHK, mepememate Ha BOpTEKCE U
HEeHTpU(PYTUpOBaTh B TCUCHHE 3 CEKYH]I, YTOOBI COOpATh BCIO KUJIKOCTh Ha JHE MPOOUPOK.
8.1.2 IIpuroroButs UDG-cMech: 100aBUTh B Ipodupky 00bEMoM 1,5 mi pearentsl (OKO,
10x UDG 6ydep u UDG) u nepemeniath Ha BopTekce 1 pa3 B TeueHue 3 cekyHn (WUau
nunetupoBanueM 8-10 pa3). KomumyecTtBo peareHTOB B pacuére Ha oOJauH oOpaserl
npuBesieHo B Tabmuie 2, s o0paboTku N 00pa3oB ykazaHHOE KOJIMYECTBO HEOOXOAUMO

YMHOXHTH Ha (N+1).
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Taomuma 2. CoctaB UDG-cmecu

Pearenr KoauuvectBo Ha 1 o0pazen JHK
OKO 4 MK
10x UDG 06ydep 5 MK
UDG (ypauun-HK-rnuko3unasa) I Mk

8.1.3 Jlo6aButh B npodbupku oosémom 1,5 mi o 10 mxsn UDG-cmecu, o 40 Mmki1 o6pasiion
JIHK u nmepememiaTts Ha BopTekce 1 pa3 B TeueHue 3 cekyH] (wim nunetupoBanuem 8-10
pa3). LlentpudyrupoBars B TeueHue 3 CEKyH] Ha MUKPOLIEHTpU(YTe, 4TOOBI cOOpaTh BCIO
XKHUIKOCTh Ha JTHE POOHUPOK.

8.1.4 IlomectuTh MpoOMpPKH B TEPMOCTAT U UHKYyOHpoBaTh B TeueHue 30 MUHYT MpH
temneparype 37°C. Ilocne 3Toro nporpetb B T€U€HUE S MUHYT npu Ttemneparype 95°C,
yToObl uHakTHBUpOBaTh UDG u uentpudyrupoBate B TeueHue 3 cekyHua. JIHK,
obpadorannyro UDG, xpanuth He Oojee cyTok npu Temieparype 4°C unu B TeueHue 6

Mecs1eB rpu temmneparype munyc 20°C.
8.2 IloaroroBka 00pa3noB — NPUTOTOBJICHHE Pa3BeAeHU I

Heobxonumas crenens pazsenenus oopasuos [JHK 3aBucut ot kojqnuecTBa TKaHU,
B3sTor nanst Beigenenus JIHK u oT koHueHTpauuu uHrubOupyroumx npumeceid. [lpu
HCIIOJIB30BaHNU pekoMeHaanuii mo Beiaenennto JJHK (ITpunoxxenue A) st 60JIBIIMHCTBA
o0pa3loB J0CTaTOYHO pasBeAeHue B 5-20 pa3, MOATOMY CHayalla PEKOMEHIyeTCs
TECTUPOBATh BCce 00pa3iibl B pazBeaeHusx 1/5 u 1/20.

8.2.1 IlpuroroBuTh ABE MUKpPOMpOOUpPKU 00BbEMOM 1,5 M mias kaxzaoro odpasma JJHK.
[TpomapkupoBath mpodupku «1/5» u «1/20» coOOTBETCTBEHHO.

8.2.2 B xaxnayto nmpobupky go6asute OKO u o6pazen; JIHK cornacuo Tabmure 3.
Ta6nuna 3. Pazseaenue oopasios [JHK

Pa3zBenenne KoanuyectBo THK Koanuecteo OKO
1/5 30 MK 120 MKa
1/20 10 Mk 190 Mk

8.2.3 IlepememaTh Ha BOpPTEKCE B TeueHHe 2-3 cek, leHTpudyrupoBath B TeueHue 5-10
CEKYH]I, YTOOBI COOpaTh )KUAKOCTH Ha AHE podupok. Passeaennyro JIHK xpanuts He Oonee
cyToK npu temriepatype 4°C win He 0osiee 6 mecsies npu temneparype munyc 20 °C.

Bapuanr 1: 22401, Bapuanr 2: 22402 13



naboparopus
TeHOANArHoCTMKM

)/' Buo/lusk Real-time-PCR-IDH1-3R NHcTpyK1us 110 NPUMEHEHHUIO
9 IlpoBeneHue aHan3a

9.1 IlocranoBka koHTpOJbHOM ITL{P

9.1.1 Paccuurars HeoOxoaumoe konudecTBO [II[P-cmecu u Taq JHK-nmomumepassr s
TectupoBanus kinuHuuecknx oopasuoB JIHK, I[IKO u OKO c yuérom morpemHocta npu
nunetupoBaHui. COCTaB PEaKIIMOHHOW CMECH Ha OJHY pPEaKIMi0 MpHUBEACH B Tabmuie 4,
st tectupoBanus N kiuHU4Yeckux oOpasinoB JIHK B naByx pasBeaeHusix B IyOIsx
yKa3aHHOE KOJMYECTBO HEOOXOIMMO YMHOXUTH Ha (4N + 5).

Ta6nuna 4. KonrdecTBO peareHToB Ha OJIHY PEaKIIUIO

Pearent KouauvectBo
[TIP-cmecsk (6e3 monumepasbl) 19,8 mxn
Taq JHK-nommmepasa 0,2 MK

9.1.2 Koutponsnyto I1IIP-cmech (mpobupka Nel, 3enénas kpeimika), [IKO (mpoOupka Ne5,
kpacHas kpeimka) u OKO (mpobupka Ne6, Gemast KpbIliKa) pa3MOpPO3UTh TP KOMHATHOU
temriepatype (ot 18°C mo 25°C) wmm npu 37°C, ybemuThes, 4TO pacTBOP IMOJTHOCTHIO
pactasi. CoaepkuMoe MPOOUPKH IepeMeliaTh Ha BOPTEKCE W IEeHTpUyrupoBath B
TEUYEHHE 5 CEKYH]], YTOOBI COOpaTh BCIO )KHUJIKOCTh Ha JIHE POOUPKH.

9.1.3 IIpuroToBUThH PEAKIMOHHYIO CMECh B MPOOUpPKE 00BEMOM 1,5 MIT corjacHO pacuéry
(myHkTt 9.1.1): BHecTH B NPOOMPKY pacuéTHOE KOJW4YecTBO KOHTposbHOM [II[P-cmecw,
nobasuth Taq JJHK-nonmMepasy u TiiareabHO nepeMeliarh Ha BopTekce 1 pa3 B TeueHue
3 cexynn (wm nunetupoBanueM 8-10 pas). LlentpudyruposaTs B TedeHue 5 ceKyHI, 4TOObI
coOpaTh KHUIKOCTh Ha JTHE TPOOUPOK. PeakimonHas cMech roToBa.

BHUMAHUE! Ucnons3zoBats [TI[P-cmechk HemensienHo, BpeMs HaxoxaeHus [1I[P-cmecu
Opy KOMHATHOM TemriepaTtype — He Oonee 10 munyT. Heucrnonb3oBaHHBIE OCTaTKU
ucxonnou IIIP-cmecu u Taq [JHK-nonumepasbl cpazy mOMECTUTh B MOPO3WIBHYIO KaMepy
¢ remneparypoit munyc 20°C.

9.1.4 TloaroroBUTH M MPOMAPKUPOBATH CTPUIBI Wiy Tuiatiky st [IHP Ha 96 myHOK.
BHUMAHUE! Bo uz0exaHue 3arpsA3HEHUs] ONTHKKA TEPMOIMKIEpA HE MapKUPOBATh
KPBIIIKHA TPOOUPOK!

[Ipumep pacnosnoxeHus mecty kinHudecknx oopasuoB JJHK u koHTpoapHBIX 00pa3oB B

OyOJsiX ¢ UCTIOJIB30BAHUEM CTPHUIIOB IO BOCEMb MPOOUPOK MPUBEIEH HA PUCYHKE 1.
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Passenenme Kaunnueckne oopazunt JHK Oo0pa3ubl u3 Habopa
JAHK1 | JHK2 | AHK3 | AHK4 | JHKS | JHK6 OKO MNKO
JHK1 | JHK2 | JHK3 | AHK4 | JHKS | JHK6 OKO I[IKO
. 1:5 1:5 1:5 1:5 1:5 1:5
15 JHK1 | JHK2 | AHK3 | AHK4 | JHKS | JHK6 OKO I[IKO
1:5 1:5 1:5 1:5 1:5 1:5
JHK1 | JHK2 | JHK3 | AHK4 | JHKS | JHK6
1:20 1:20 1:20 1:20 1:20 1:20 1:20
JHK1 | JHK2 | JHK3 | IHK4 | JHKS | JHK6
1:20 1:20 1:20 1:20 1:20 1:20

Pucynok 1. Cxema pacnionoxxenus mectu oopasion JJHK B aByx
pa3BeIeHUsIX B IyOJIIX IPU UCTIOIb30BAHUM CTPUIIOB IO BOCEMb MPOOUPOK.
VYkazansl HOMepa obpasznos [IHK, [TKO, OKO u pa3zsenenue (1:5; 1:20).

9.1.5 Jlo6aButh B mpobupku mo 20 Mkia rotoBoil peakunoHHoi cmecu ¢ Taq JHK-
NOJINMEPA301 U 3aKPBITh KPBIIIKH.
9.1.6 JloGaBuTH B MPOOUPKHU C TOTOBOM PEAKIIMOHHON CMECHIO:

— 10 5 MKJ KInHndeckux oopasioB JIHK B cooTBeTcTBYIOIIME TPOOUPKH;

— 1o 5 Mkxa OKO B npoOupku Jyist OTpULIATEIHHOTO KOHTPOJIS;

— 1o 5 mxi [IKO B npoOupku a5t HOJI0KUTEIBHOTO KOHTPOJIS.
9.1.7 3aKpbITh KPBILIKA U IEPEMELIATh COJIEPKUMOE TPOOUPOK, MOCTYKHUBASI IO CTEHKE (He
UCIIOJIB30BaTh BOPTEKC).
9.1.8 Lentpudyruponars 3 mun npu 2000 06/MuH, 4TOOBI COOpATh BCIO KUJKOCTh HA JTHE.

9.1.9 VYcraHoBUTH CTpHUIIBI B OJIOK TEPMOLIUKIIEPA.
9.2 IIporpammmpoBaHMe U 3aIIyCK TEPMOLUKJIEpPa

9.2.1 3anporpammupoBarh TepMouukiaep i npoBeneHus [P wu

¢iryopecueHIIMN B COOTBETCTBUH C PYKOBOJICTBOM IO AKCILTyaTanuu u 1. 9.2.2-9.2.4.

NETEKIINU

9.2.2 3amath 00BEM peakUUMOHHOM cMecu 25 MKJI. 3amporpaMMUpPOBATh MPOTOKOJ

nposenenus [P B coorBeTcTBHM ¢ TabmuIeil 5.
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Ta6muna 5. [Iporokon I[P B peaibHOM BpeMeHH

KosaunvecTBo HN3mepenue
Jran Temneparypa | Bpems
LMKJIOB (poryopecueHumMu

1 [IepBuuHas akTuBanus 95°C 5 MuH
Henaryparust 95°C 15 cex

10 — Her
OTxur npaiiMepoB, 3JIOHT AU 58°C 40 cex
40 Henaryparust 95°C 15 cek

OTxur npaitMepoB, AJIOHTAIUS 58°C 1 Mun Ha

9.2.3 BriOpaTh KaHAMIbI 17151 pErUCTPALIH (PIIyOPECIICHIINH:

— ROX — peructpauus curnana npu ammmndukanuu JHK BK;

— FAM — peructpanus curaana npu amminpukanuu GparMmenton rena [DHI.

9.2.4 3anporpaMMHpoBaTh MOJOKEHUE NPOOMPOK € KIMHUYECKUMH U KOHTPOJIbHBIMU
oOpa3iamu.

9.2.5 3amyctuth nporoko ITLP.
9.3 AmnHauu3 pe3yabTaToB KOHTPOJbHOM ITL{P

9.3.1 OTtkpsITh OKHO aHanu3a gaHHbIX [ILP. [{ns kaxxaoro oOpasia onpeaenuTh 3HaYeHUE
noporoBoro 1ukia (Ct) — nukia aMranpuKanuy, B KOTOPOM KpuBas (DIyopecleHLUH
naHHOTO oOpasma mepecekaeT MmoporoBblii ypoBeHb (threshold level). [ns momydenwms
BenuuuH Ct UCMOIB30BATH JOTapU(PMUYECKYIO HIKATY U BBICTABUTH BPYUYHYIO TOPOTOBBIN
ypoBens 100.

9.3.2 Ilpoeputh 3HaueHuss Ct mo kanamam FAM mna [IKO u OKO (tabmuma 7,
nomyctumble 3HaueHuss Ct B koHTpoibHOM IILP). Pesymbrarer IILP cuurarorcs
JIOCTOBEPHBIMU U MOTYT OBITh HCTIOJL30BAHBI JIJISl aHATTN3a Ha HaJIM4ue My Tanuii reHa IDH 1
TOJIBKO B TOM citydae, eciu BesinuuHbl Ct 1 [TKO 1 OKO umeroT nonycTiumble 3HAUEHUS :
— mis OKO nabmomaercst Hapactanue Quryopectiennmnu 1o kanamy ROX u onpenensiercs
3HaueHue Ctrox MeHbIIe uian paBHO QCrox;

— mis1 OKO ©He HaOmromaercss Hapactanue (QuiyopeciieHuun 1o kaHany FAM u He
onpenensieTcss 3HaueHue Ctpam MO0 Ctpam O0dbiie Ctrxot6 (Ctpxo — 310 Ct ITKO B
KoHTpoJibHOH TTLP);

— qus [IKO nabmronaetcst Hapactanue (iyopecuennuu no kanany ROX u onpenensercs
3HayeHue Ctrox MeHblIe uian paBHO QCrox;

— s [1IKO nabmonaercst Hapactanue (iyopecueHuuu no kananty FAM u onpenensiercs

3HaueHue Ctixo MEHBIIE WA PABHO QCFAM (ontponsas TTIIP)-
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3navyenus QCrox 1 QCram YKa3aHbl Ha yIaKOBKE HaOopa peareHTOB W B macnopte. Eciu
BenuurHbl Ct KOHTPOJIBHBIX 00pPA3OB BBIXOAAT 32 MPEIEibl TOMYyCTUMBIX 3HAYEHHM, TO
HE0OXOAMMO MOBTOPUTH AHAIIU3.

9.3.3 CpaBauth 3HaueHuss Ct o kaHany FAM mjis Kaxaoro pa3BeIeHUS] KIMHUYECKUX
o6pasmos (Ctc) u Ct I1IKO (Ctrko). st npoBenenus amnenb-crienuduanoit [P Be1Opath
pasBenenne oopasia, nuMmeroriee 3adeHne Cte, Hanbdomee o6muskoe kK Ctrxo. Ecnm 3HaueHue
Ctc no xanany FAM Oonbiue Ctrxot3, To Hy’)kHO cpaBHUTH 3HaueHue Ct nmo kananry ROX
(Ctrox) co 3nauenuem QCrox, YKa3aHHbBIM Ha yNakoOBKE W B macnopre Habopa.
Pexomenpanuu no aHajau3y JaHHBIX NPUBEACHBI B TaOMIIE 6.

Tabnuna 6. AHanu3 JaHHBIX KOHTpoJibHOM TTL[P

Ctram Ctrox HNuTepnperanus pe3yjibTaToB

Heob6xomumo passectu JIHK, mnpunumasi, uyto
Ctc < Ctriko-3 He 3agano JIBYKpaTHOE pa3BeneHue ypennunBaetr Ct Ha 1 muki,

" IIOBTOPUTH aHAJIN3.

Konnenrpauus JJHK onTumanbHa s aHaiu3a Ha
Ctrko-3 < Ctc < Ctnxot3 | He 3agano .
Hauue myTauuii rena IDH].

Ctc > Ctnxot3

Ctrox > QCrox
nnu Ctrox HE

OIIpeIeNICHO

B o6pasne JAHK wmuoro wunruburtopos. Hyxno
pa3sectu obpaszen JHK u moBTOpUTH MOCTAaHOBKY
koHTpoabHOM IIP. Ecmum mno-npexnemy Ctc >
Ctrnkot3, TO MOBTOPUTH aHAIM3, HAUMHAS C 3Tara
BbeneHus JIHK.

Ctrox < QCrox

Konnentpamus JIHK He moctatouna nisi aHanwusa.

HeO6XOI[I/IMO IIOBTOPUTH aHAJIM3, HAYMWHAA C 3Talla

Beifgenenus [JHK.

9.4 IlocranoBka koHTpoJbHOH IIIP n amneab-cnenupuunpix [P Ha myranum
resa IDH1

9.4.1 Paccuurars HeoOxoaumoe koauuectBo ITIIP-cmeceit n Taq JJHK-momumepassl s
tectupoBanus kinHudeckux odpasnoB JIHK, OKO u ITKO. CocTtaB peakiimoHHON cMmecu
Ha | peakiuio mipuBeneH B Tabnuie 4, A TecTUpoBaHus N KIMHMYECKUX 00pasiioB B
TyOJISIX 3TO KOMMYECTBO HEOOXOAMMO YMHOXKHTH HA (2N + 5).

9.4.2 Pazmoposuts npu koMHatHOM Temneparype (ot 18°C mo 25°C) mwmm nmpu 37°C
koHTposbHyt0 III[P-cmech (mpoOupka Nel, 3enénas xkpwimka), I[II[P-cmecr R132H
(mpoGupka No2, sxénrast kpseimika), [II[P-cmeck R132C (mpoOupka Ne3, sxénras Kphliika),
[IKO u OKO. Y6enutbcsi, 4TO pacTBOPHI MOJHOCTHIO pacTasuid. CoaepKuMoe MpoOupoK
nepeMelaTh Ha BOPTeKCe U KpaTKO LEHTPU(PYTUpOBaTh, YTOOBI COOPATh BCIO KUAKOCTH Ha

JTHE TIPOOUPOK.
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9.4.3 IlpomapkupoBaTh TPH UYHCThIE MPOOUPKH 00BEMOM 1,5 Mi1 11 peaKIMOHHBIX
cMeceil. Baectu B nmpooupky Nel korTpoasHyto [1IIP-cmech, B mpobupky Ne2 — ITI[P-cmech
R132H, B nmpooupky Ne3 — III[P-cmecs R132C. [/lo6aBUTHh B KaXXIyl MPOOUPKY IS
peakumnonubix cmeced Taq JIHK-nonumepasy. [lepememniats Ha BopTekce 1 pa3 B TeueHue
3 cexyna (wnu nunetupoBaHueMm 8-10 pa3) M HEHTPUPYTUpOBaThH 5 CEKyHA B MUHHU-
neHTpudyre, 4rodbl coOpaTh BCIO KHUAKOCTh Ha JHE MpoOUpok. PeakiuoHHBIE cMecH
TOTOBBI.

BHUMAHMWE! MHcnonws3oBaTh HEMEMJIEHHO, BpeMs HaxoxzaeHus [I[[P-cmecu mipu
KOMHATHOHM Temneparype — He Oosnee 10 munyT. Hercnons30BaHHbIE OCTATKU MCXOJIHBIX
[TI{P-cmeceit u Taq JHK-nonuMepasbl HEMEIJIEHHO IOMECTUTh B MOPO3UJIbHYIO KaMepy ¢
teMiiepaTypoit munyc 20°C.

9.4.4 TloaroToBUTH U NPOMAPKUPOBATH CTpHIbI WK utamku 11 [1LP Ha 96 nyHOK.
BHUMAHUME! Bo wuzbexanue 3arpsi3HEHUS ONTHKUA TEPMOIMKIEpa HE MapKUPOBAThH
CTPHIIbI HA KpbIIIKax!

[Ipumep pacnoyioKeHUs] KIMHUYECKUX M KOHTPOJIbHBIX OOpa3loB MpU aHAIM3E IIECTH
oOpaszuoB JIHK B ny0mnsix ¢ MCIOIB30BAHUEM CTPUIIOB MO BOCEMb POOUPOK MPUBEIEH Ha

PUCYHKE 2.

Oopa3ubl u3
Kaunnueckne oopazunt JHK
IHIP-cmech Habopa

JAHK1 | IHK2 | IHK3 | IHK4 | IHKS | JHK6 | OKO | [IKO
JHK1 | IHK2 | AHK3 | IHK4 | JHKS | JHK6 | OKO | I[IKO
KonTpoabHas
JHK1 | IHK2 | AHK3 | AHK4 | JHKS | JHK6 | OKO | I[IKO
R JHK1 | IHK2 | AHK3 | AHK4 | JHKS | JHK6 | OKO | I[IKO
JHK1 | IHK2 | AHK3 | IHK4 | JHKS | JHK6 | OKO | I[IKO
RIC JHK1 | AHK2 | IHK3 | JHK4 | JHKS | JHK6 | OKO | I[IKO
JHK1 | AHK2 | IHK3 | JHK4 | JHKS | JHK6 | OKO | I[IKO

Pucynok 2. Cxema pacnosnoxenus mecta oopas3nos JJHK u koHTposbHbBIX
00pas31oB B AyOJIsX MPHU UCTOIH30BAaHUH CTPHUIIOB IO BOCEMb TPOOHPOK.
VYkazans! [11{P-cmecu, Homepa obpasmnos JIHK, OKO u ITKO.

9.4.5 JloGaButh B cTpumnbl o 20 Mxia peakuroHHou cmecu ¢ Taq JIHK-moaumepasoii B
COOTBETCTBUM CO CXEMOW U 3aKPBITh KPBILIKH.
9.4.6 Jo0aBuUTh B NPOOUPKHU C TOTOBOM PEAKIIMOHHON CMECHIO:

— 1o 5 MKJ pa3BenEHHBIX KiIuMHHUYeckux oopasnos JIHK, ucnonssys ontumManbHbie
pa3BelIeHUs, ONPEICIIEHHBIE HA ATane KOHTPoJbHOU [IL[P;

— 1o 5 Mk OKO B npoOupku asst OTpUIIATENTFHOTO KOHTPOJIS;

— 1o 5 Mk [IKO B mpoOGupku AJist MOJA0KUTEILHOTO KOHTPOJIS.
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9.4.7 3aKpbITh KPBIIIKA U TIEpEMEIIaTh COJIEPKUMOE TPOOUPOK, MOCTYKHUBAS IO CTCHKE (HE
UCTIOJIb30BaTh BOPTEKC).
9.4.8 llentpudyruponats 3 muH npu 2000 06/MuH, 4TOOBI COOPATh BCIO )KUIKOCTh HA JTHE.

9.4.9 VYcTaHOBUTH CTpUIBI B OJIOK TEPMOLIUKIIEPA.
9.5 IIporpaMMupoBaHMe M 3aIyCK TEPMOLMKJIEPa

9.5.1 IIporpamMmmupoBaHue ¥ 3ayCK MPUOOpa MPOBOAUTH B COOTBETCTBUH C PYKOBOJICTBOM

0 SKCILTyaTanuy, m. 9.2.2-9.2.4 u rabnuueii 5.

10 Anajau3 pe3yabTaroB

10.1 Kpurepuu nocroBepHoctu pesyiabraron ITI[P

10.1.1 OtkpbiTh 0KHO aHaym3a AaHHbIX [ILP. s nonydenus BennunH Ct UCMOJIB30BATH
JorapuMuyueckyio mkany rpaduka GpayopecleHlInd U BBHICTABUTH MOPOTOBBIM ypOBEHB
100 kak onucano B pazuene 9.3.1.

10.1.2 ITposeputs 3HaueHus Ct mo kananam ROX u FAM nocaenpoBatensHo qisi OKO,
[1KO u ximmanveckux oopasios JJHK.

10.1.3 Pesynbrarsl [P cuuTaroTcss JOCTOBEPHBIMH M MOTYT OBITh MCIOJIB30BAaHBI JIJIS
aHaJlu3a Ha HajIuuue Mytauuii reHa I/DHI TOJBKO B TOM ciydae, €ciau BeauduHbl Ct s
OKO u I1KO umerot gonyctumble 3HaueHus (Tabdnuia 7):

— mis OKO B kouTponsHoit TP HaGmrogaeTcs HapacTanue QIyopecleHINH 10 KaHATy
ROX u onpenensiercs 3HaueHue Ctrox MeHbIIe Wik paBHO QCrox;

— st OKO B KOHTpOsIbHOU U B amenb-criennduunbix [P He HaGmtogaercst HapacTanue
dayopecueHuu no kanany FAM u ve onpenensiercs 3HaueHue Ctpam 1100 Ctpam Ooubliie
Ctrkot6 (Ctoxo— 3nauenue Ct ITKO B IILIP c 370l ke cMechio);

— mst IIKO B konTponsHo#t [P HaGmrogaercs HapactaHue QIyopecleHIIUU M0 KaHaTy
ROX u onpenensiercs 3Hauenue Ctrox MeHbie win paBHO QCrox;

— mis [IKO B kouTponsHoit TP HaGmrogaeTcs HapacTanue (QIyopecleHINH 10 KaHATy
FAM u onpenensercs 3HaueHue Ctpxo MeHbIIe Wid paBHO 3HAYeHUIO QCpam AJIA
KOHTpoJbHOM [111P;

— st [TKO B amnens-cnienuduunbix [P Habmrogaercs napactanue GIyopecieHIIMu 1o
kaHaiy FAM wu onpenensitorcs 3HaueHus Ctrxo MEHbIIE Wiy paBHble 3HaUYCHUSAM QCram

st atux IIP-cmecen.
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Tabnuua 7. JJonyctumble 3HaueHust Ct 111 KOHTPOJIbHBIX 00pa3IoB

JomycTumoe 3Hauenne Ct qs odpasua

P
OKO KO
Ct < QCrox!
rox = QCrox Ctrox < QCrox!
KonTpoabsunas TP Ctram HE OIpeNIeSICHO WIH

Ctram < QCram _—
Ctram > Ctiko®+6 Q (xouTponbHast [1LIP)

Ctram HeE OINpeEeHO WIH
Ctram > Ctrxo®+6
Ctram HeE ONpEETIeCHO WIH
Ctram > Ctriko?+6

IIIP co cmechi0o R132H Ctram < QCram (p r1321)!

IIIIP co cmechio R132C Ctram < QCram (mp r1320)

D 3pauenne QCrox u 3HaueHus QCpav [ KoHTponsHOM IILIP m mis  amnens-
cneruduunbix [P yka3ansl Ha ynakoBke HaOOpa peareHToB U B IMacIopTe.

) Ctnko — 3nagenne Ct ITKO B 51oii sxe nocranoske TTL[P.

10.1.4 Ecnu Benuuunbl Ct KOHTPOJIBHBIX 0OPA3I[0B BBIXOAAT 3a MPEIEIbl JOMYCTUMBIX
3HAYEHUH, TO HEOOXOAMMO MOBTOPUTH aHaANIU3. EciM 1mociie moOBTOPHOTO aHAIM3a 3HAYCHUS
Ct He COOTBETCTBYIOT JOIMYCTUMBIM TpeJesiaM, TO Pe3yJbTaThl aHali3a HE BaJIUJIHBI.
Bo3MoxHbIe Tpo0ieMbl TIpeACTaBICHbI B Ta0uUIe 8.

Tabnuna 8. Ipyrue 3nauenus Ct 17151 KOHTPOJBHBIX 00PA30B U BOZMOKHbBIE TIPOOIEMBI

Oopazen 3navenue Ct Bo3moxkHbIe TPOOJIEMBI

KonTpoabsunas TP

Bo3moxHO Hanmuuue I/IHFI/I6I/ITOpOB WJIHM OIIIMOKU

Ctrox > QC
OKO Rox > QCrox nocraHoBku [IL[P.

Ctram < Ctrxot6 Bo3moyHa KOHTAaMUHALMS.

Bo3moxHO Hanmuuue I/IHFI/I6I/ITOpOB WJIHM OIIMOKU

Ctrox > QC
rox > QCrox noctaHoBkHu I1LP.

I[TKO Bo3moskabI ommOku moctanoBku 1P,
Ctram > QCEAM (xoutpomsas TIP) | HATMYHE UHTHOUTOPOB, nerpananus [TL[P-
cmecu w/wm aerpagamnus [1KO.

P na myranuu R132H u R132C

OKO Ctram < Ctoxot6 Bo3moyxHa KOHTAMUHALIAA.

Ct - QC Bo3mosxHbI omnOku mocrtanoBku ITLP,
FAM FAM (IIL[P R132H
IIKO (h ) HaJIM4re UHruOUTOpOB, Aerpananus [T1[P-
Ctram > QCraM (mip R1320)
cmecu w/wmm aerpagamnus [1KO.

10.1.5 Jlnsg kaxmoro KIMHUYECKOTO oOpasia B KOHTpoiabHOU [I1[P nomxHo HabmomaThes

Hapactanue ¢uyopecueHuu no kanary FAM u onpenenstoes 3Hauenue Ct (Cte).
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10.1.6 Ecim 3Hauenue Ctc onpenensiercs B auanazoHe Cthxo-3 < Ctc < Ctnxot3, TO
koHueHTpanusa JJHK nmocratouna ajis aHanvsza Ha Haau4yue MyTtaiui rena IDH .

10.1.7 Ecnu 3nauenue Ctc menbie Ctaxo-3, To HeoOxoaumo pasBectu JIHK, npunumas,
YTO ABYKpaTHOE pa3BeqeHue ysennunBaetT Ct Ha | UK, 1 HOBTOPUTH aHAJIU3.

10.1.8 Ecnu 3nauenue Ctc 6ombiie Ctrnxot3, To koHuentpamnus JJHK He nocrartouna s
aHalv3a Ha Hanuuue myTtauui reHa /DHI. HeoOxonumo mpoBecTH MOBTOPHBIN aHAJM3,

HauymHai ¢ 3tana Beiaesnenus JAHK u3 cpe3os FFPE onmyxoseBoit Tkanu.
10.2 Ananm3 pesyabraToB IIIP Ha naauuue myrauuii rena IDHI1

10.2.1 [ns kaxa0ro KIMHUYECKOro o0pasia [l KaKI0H MyTallui pacCYUTaTh 3HAYEHUS
ACt = Ctas — Ctc, re Ctas — Ct obpasna B amienb-cnenuduynoit [P, cooTBeTcTBYIOMIIEH
myTtauuu, Ctc — Ct oOpasua B koHTponbHoM [II[P. Pexomenmauuu no pacuéry ACt B
nporpamme «MS Office Excel» mpuBenens! B npunoxenuu b.

10.2.2 CpaBauTth nonydeHnsie 3HaueHust ACt kmauueckoro oopasua JJHK co 3nauenusimu
touek orceduenus (TO) mist kaxxaoit Mytanuu. 3Hadenust TO 715 KaxX10H MyTalluy yKa3aHbl
Ha yIaKoBKe Ha0Opa peareHToB U B MACIIOPTE.

10.2.3 OO6pa3el yuuThIBaeTCs KakK MOJIOKUTEIbHBIN (Coaepkaiiuii mytanuto B rene IDHT),
ecnu Juisi oboux nyoned 3nadeHust ACt MeHbllle WM paBHbl 3HaueHuto TO myig 3To
MyTallHlH.

10.2.4 OGpa3selr yuyuThIBacTCS KaK OTPHUIATEIBHBIA (HE COJEpIKAIUNA MYTallUI0 B TEHE
IDHI wnv KOHIIEHTpalusi MyTaHTHOTO aJUies MEHee mpesesa oOHapyKeHHs ), eCIId s
oboux nayoner 3HaueHuss ACt OGonpmie TO, wim ecim B amienb-cnenuduynoit TP
3HaueHus Ctas 00pasiia He onpenesieHbl Win JUisl OgHOro U3 ayoeit 3nauenue ACt 6ombIie
TO, a nng npyroro — 3HaueHue Ctas HE ONPEAEIIEHO.

10.2.5 Ecnu ans onnoro u3 ay6uneii 3Hauenue ACt menpie uiu pasao TO, a 1j1s apyroro
ACt 6ombmre TO, TO pe3ynbTaT CYMTAIOT COMHHUTEIIBHBIM M aHaU3 MOBTOPSIOT. Eciam B
MOBTOPHOM aHAJIN3€ MOJYyYat0T COMHUTENbHBIA PE3YyIbTaT, TO MPOBOJAAT MAKPOAUCCEKIIUIO
ydacTkoB omyxonun u3 cpe3oB FFPE omyxomneBoit TkaHum Tak, 4TOOBI COJEp:KaHUE

OIMyXO0JIEBBIX KJIETOK ObLI0 HEe MeHee 50%, Boinenstor JJHK u noBropsitoT ananus.

11 VYciaoBusi XxpaHeHUsl, TPAHCIIOPTUPOBAHUSA U IKCILIYATAUU

11.1 YcaoBusi XxpaHeHUs

11.1.1 Xpanute HaOOp peareHTOB npu Temneparype oT muHyc 25°C no munyc 18°C B
TEUEHHE BCEr0 CpOKa TOJHOCTM B XOJOJWIbHHMKAX, KOTOpbIE 00€CIeYrBaIOT

pErIaMEHTUPOBAHHBIN TEMIIEPATYPHBIN PEXUM, HE JOIYCKasi IPOHUKHOBEHHMS CBETA.
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11.1.2 He nonBeprath HaOOp peareHTOB 3aMOPAKUBAHUIO U pa3MOPAKUBAHUIO 0oJiee TPEX
paz, ob1ee BpeMsi HaxOXKACHUS Mociie oTTanuBaHus 1pu temnepatype 22°C — uve 6omee 30
MUHYT.

11.1.3 Cpok rogaoctu Habopa — 12 Mecs1eB O THS BBIMTYCKA WM 3 MecsIia MOocje MepBOro

BCKPBITHS YIAaKOBKU HAOOpa B 3aBUCUMOCTH OT TOTO, KaKasi 1aTa HaCTYIUT paHblIIe.
11.2 ¥YcjoBHS TPAHCTIOPTUPOBAHUS

11.2.1 TpancnoptupoBaTh HAOOP pEareHTOB CJIEIYET TPAHCIIOPTOM BCEX BHUJIOB B KPBITBHIX
TPAHCIIOPTHBIX CPEACTBAX B COOTBETCTBHM C MPAaBWIAMHU NEPEBO30K, NECHCTBYIOIIUMH Ha
TpaHCIIOPTE JAHHOTO BUJA, IpHU TemrnepaType oT MuHyc 25°C 1o munyc 18°C.

11.2.2 JlomyckaeTcs TpaHCHOPTHUPOBaHME HaOoOpa pearecHTOB B TEPMOKOHTEHHEpax,
coaepxamux xyanosnemMenTsl (XTJI-4, OO0 «Tepmosorrka» uin aHaJIOTUYHBIE).

11.2.3 Cpok TpaHciopTupoBaHus — He 0oJiee 5 CyTOK.

11.2.4 Tlpu TpaHCHIOPTUPOBAHUU HEOOXOAMMO COOIIOAATH YCIOBHUS, OOECIIEUUBAIOIIUE
COXPaHHOCTh HAa0Opa peareHTOB OT MEXaHMYECKOro MOBPEXACHHUSA, HEOIarompHusTHOTO
BO3JICUCTBHS TEMIIEPATYPbl OKPY>KAOIIEH Cpebl, BO3/IEUCTBUS COJTHEYHOIO CBETA.
BHUMAHMUE! Ecnu peareHTsl NprObLIN HE3aMOPOKEHHBIMH WIJIM YITAKOBKA MTOBPEXK/ICHA,

noxkanyucTa, cBsokutech ¢ mpousBoauteseM OO0 «buoJlunk» (cMm. pazaen 12).
11.3 VYciaoBus 3KCILIyaTAIIMU

11.3.1 Hcnons3oBaTh HAOOp peareHTOB MpH KoMHaTHOM Temmeparype (ot 18°C no 25°C).
11.3.2 Ctporo cobmtonaTe TpeOOBaHUS JAHHOW WHCTPYKIIMKA TIO NMPUMEHEHHI0 Habopa
peareHTOB.

11.3.3 He ucnoas30BaTh HA0Op peareHTOB MOCIIE UCTEUCHHS CPOKa TOTHOCTH.

11.4 YcaoBus yruauzanuu

11.4.1 Hencnonb30BaHHBIE pEareHThl, PEAr€HThl C UCTEKIIUM CPOKOM T'OJHOCTH, a TAKXKe
WCITOJIb30BAHHBIC PEareHThl, OMOJIOTUYECKHUI MaTepral U YIIaKOBKY TOJIBEpraTh 00padoTKe
JNE3MHPUIUPYIONMIUMHA CPEACTBAMU C TOcieayromen yTwmsaiuei cornmacHo CanlluH
2.1.3684-21.

11.4.2 Ilpu yaaneHuu 0TX0/I0B Mociie aMIuIudUKaIuu (MpoOUupoK, CoAepKaIIuX MPOTyKThI
[111P) HEegomycTUMO OTKpBIBAaHHE MPOOUPOK U Pa3OPBI3TUBAHUE COACPKUMOTO0, TOCKOIBKY
ATO MOXKET MPHUBECTU K KOHTaMuHaluu npoayktamu [TLP abopaTopHoii 30HBI, peareHTOB

1 000pyIOBaHUS.
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12 TapanTHiiHbIC 00513aTEJILCTBA

12.1 T'apanTUM NPOU3BOIUTEJIS

[Ipou3BoauTenp rapaHTUpyeT COOTBETCTBME KauecTBa Habopa peareHTOB
TpeOOBaHUSM HOPMATHUBHOW M TEXHUYECKOM NOKYMEHTALUU NpU COOIIOJECHUH YCIOBUN
XpaHEHUs1, TPAHCIIOPTUPOBAHUSA W NPUMEHEHHMs. be30ImacHOCTh M KadyeCTBO W3IEIus

rapaHTUPYIOTCS B TEYEHUE BCETO CPOKA FOJIHOCTH.
12.2 Pexaamanuu

[Tpon3BoaUTENIHF OTBEYAET 3a HEJOCTATKU W3JICIHUS, 32 HCKIIIOYCHHEM J1e(EKTOB,
BO3BHHKIIIMX BCJICACTBUE HAPYIICHUS MPABHII IIOJIb30BAHUS, YCIOBUH TPAHCIIOPTHPOBAHUS
U XpaHEHHUs, TU00 JCHCTBUN TPETHUX JIUII, INOO OOCTOSITEIIBCTB HEMPEOAOTUMOM CHIIBI.

Pexmamaruu  ciemyeT HampaBisATh B MUCBMEHHOM BHJIE  MPOU3BOJIUTEIIO
OO0 «buoJluaK.

Anpec: 630090, r. HoBocubupck, yi. Hukonaesa, 1. 13
Tenedon: +7 (383) 209-32-40

DJeKTpOHHAs ToYTa: info@biolinklab.ru

Be0-caiit: biolinklab.ru
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13 MapkupoBka

MapkupoBka MNOTPeOUTENHCKOW YNAKOBKU COJEPKUT Clenylolue rpadguueckue

CHMBOJIEL.
g " | ComepskuMOro J0CTaTOYHO ' | Homep 1o xaranory
W JUTSI TIPOBEJICHUS YKa3aHHOTO REF
L 4 | KOJIMYECTBA peakIun 3
" ' | TemnepatypHbIii auana3ox ' | Homep cepuu
/ﬂ/ (yciioBuUst XpaHEHHS U LOT
L 4 | TpPAaHCTIOPTUPOBAHUS ) g
~~._\‘f, 7| He JIOITYCKaTh BO3JICHCTBHUS L JlaTa u3roroBieHust (MecsIIL,
7| N\~ | conHedHOro cBeta roj)
ZA ol
[ | ) i
- ' | O6paTuTech K MHCTPYKIUH 110 " | Ucnonp30Bath 10 (Mecs,
E[i] IPUMEHEHUIO g romu)
L A L d
" MeauIMHCKOE U3eIne TS i ' | I3roToBUTEND
IVD | | muarnocruxu in vitro d
L d i
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IIpusoxkenue A (pekomenayemoe) PexomMeHaanum no BbljaeaeHUI0
JAHK u3 napaduHoBbIX 0/10KOB

s Beiaenenus [JHK u3 FFPE GnokoB uznuiiku napadguna oope3aTh CKajabIeaeM 1
PUTOTOBUTH CEPHUIMHBIE CPE3bl TOJIIMHONM 5 MHUKPOH C IUIOLIAbI0 TKaHU Ha cpese 25-
80 mm2. Eciii oBepXHOCTH 0J10Ka ObLiIa JUIMTELHOE BPEMS SKCIIOHUPOBAHA Ha BO3yX€, TO
nepBeie 2-3 cpe3a OTOPOCUTH, a MOCTAEAYIONINE MATh UCTIOIL30BaTh i BeineneHus JIHK.

[lepBblil win nocienHuit paboumre cpe3bl CEPUN OKPACUTh TeMaTOKCUIMH-303UHOM,
MIOCJIE YEero MaToMop(oJIor OLIEHUBAET MPOIIEHT OMYXO0JIEBBIX KJIeTOK. Eciiu Ha cpe3e MeHee
30% ormyXxoJeBbIX KJIETOK, TO MPOBECTH MaKpOAUCCEKINIO. Paboune cpe3bl MOMECTUTH B
npobupky oO6séMoM 1,5 Mn u Beigenuts JHK ¢ momomisio HaGopa peareHTOB s
Boienenus JJHK u3 FFPE tkann, 3aperncrtpuposansHoro Ha treppuropun PO.
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IIpusoxkenue b (pexomenayemoe) PekoMeHIaUU 110 AHATIU3Y

naHHbIX B mporpamme «MS Office Excel»

Jliist ynoOcTBa aHanu3a SKCIOPTUPOBATH TA0IMILY JaHHBIX B iporpammy «MS Office
Excel». Ha pucynke b1 npusenén npumep pacuéra ACt s mytaumii R132H u R132C.

B cronbue «Target» BBectn «KoHTposb» B siueiiku, coorBercTByromme I[P ¢
KOHTPOJIBHOM CMeChIO, BBeCTH Ha3BaHus [I1IP-cmeceii B sueiiku, coorBeTcTByromue [P
¢ aTuMu cmecsiMu (pucyHok b1, anement 1). [Ipy Heo6X0AMMOCTH BBITIOJHUTH COPTUPOBKY.

Jo6aButh HOBBIM ctonOen «Cte», rae Ctec — Ct obpasna B koHTposibHOU IIL[P
(pucynok b1, snement 4). 3nauenust Ct B koutposbHoit [IL[P ckonmupoBats B ctonoie «Caqy»
(pucynok b1, anement 3) u BctaButh B cTosioenr «Cte» (pucyHnok b1, sanemeHT 4), Takum
oOpa3om, uto6sl 3HaueHusa Cq u Cte 115 kaxxaoro o0pasiia HaXOIUINCh B OJJHOM CTPOKE,
COOTBETCTBYIOIIEH ITOMY 00pa3ily.

Jlo6aButh cronben «ACt». Micrionb3yst GyHKIUIO BEIYATAHUS, TSI KAXKI0TO 00pasia
TSl Kakoi myTtaruu paccuutath pasHuily ACt = Cq — Cte (pucynok B1, anemenr 5), uto
cooTBeTcTBYET ACt = Ctas — Ctc.

Ho6aButh cronden «TO», BHecTn 3Hauenus TO g KaxI0H MyTalluu, yKa3aHHbIE
Ha yImaKoBKe HaOopa u B macnopte (pucyHok b1, anmemenr 6).

Jlo6aButh cronden «pe3ynbrary. CpaBHUTH 3HaueHHs] ACt KIMHUYECKUX 00pa3lioB
JIHK co 3nauenussmu TO a1 Kakaoll MyTalluud M 3amucarh pe3ynbTar (pucyHok bl,
AJIEMEHT 7).

OO6pa3el] yuuThIBaeTCS KaK MOJOKUTEIBHBINA (coaepkaiiuii MmyTaiuto B reue IDHI),
ecnu st oboux ayOnei 3HaueHuss ACt MeHbllle WM paBHbI 3HaueHuto 1O myig 3To
MyTallHH.

OO0pa3el] yuuThIBa€TCA KaK OTPULIATENBHBIN (HE coiepKalluii MyTauuto B rene IDH |
WM KOHIICHTPAIMsI MYTaHTHOTO aJUIeisi MEHEe Mpejiena OOHapyKEHHUs), €CIIH I 000uX
nyonei 3Hauenns ACt 6onpme TO nnm 3HaueHust Ctas He onpeeseHbl WK ISl OTHOTO U3
nyoueit 3nauenue ACt 6osbiie TO, a s gpyroro — 3HadueHue Ctas He OIpeIesICHO.

Ecnu nns ognoro u3 py6uneit 3uauenue ACt menbiie unu pasuo TO, a 1uist Ipyroro

ACt 6onbiie TO, TO pe3ynbTaT CUUTAIOT COMHUTEIBHBIM, HEOOXOAMMO MOBTOPUTH AHAJIU3.
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1 2 3 Cq Std. 4 5 6 7

Target Content  Sample Cg  CgMean Dey CtC ACt TO Peaynetat
Koutpone | Unkn-02 JOHEKA 11.8 11.9 0.1
Koutpone | Unkn-02 JOHK1 11.9 11.9 0.1
Koutpone | Unkn-05 JOHEK2 15,2 16,3 0.1
Koutpone | Unkn-05 IOHE2 154 16,3 0.1
Koutpone | Unkn-06 JOHK3 15,4 164 0.0
Koutpone | Unkn-06 IOHKE3 154 164 0.0
Kowtpons | NTC-01 OKO nd 0.0 0.0
Koutpone | MTC-01 CKO nd 0,0
Koutpone | Pos Ctrl-01  TIKO 15,3 15,3 0.0 ACtr1324 TOR1324
Kontpone | Pos Ctrl-01  TKO 15,2 15.3
R132H Unkn-08 OHKA1 246 i 0.1 11.8 12,8 6,3 oTpMUATENEHEIR
R132H Unkn-08 OHK1 248 2 0.1 11.9 12.9 6.3 oTpyyaTenEHEIN
R132H Unkn-11 JOHK2 200 20, 0.1 15,2 4.8 6.3 nonoMUTENLHbIA
R132H Unkn-11 JOHEK2 202 201 0.1 154 4.8 6.3 NonoX#UTENBHBIR
R132H Unkn-12 OHK3 271 277 0.6 15,4 1.7 6,3 oTpMUATENEHEIR
R132H Unkn-12 OHK3 28,3 277 0.6 15.4 12,8 6.3 oTpyyaTenEHEIN
R132H NTC-02 OKO nd 0.0 0.0
R132H NTC-02 OKO nd 0.0 0
R132H Pos Ctrl-02 NKO 20,0 20,0 1 ACtr13z2c TOr132c
R132H Pos Ctrl-02 NKO 19.9 20,0 :
R132C Unkn-14 OHKA1 250 249 0.1 11.8 13.2 8,4 oTpuuaTensHEIR
R132C Unkn-14 OHK1 249 249 0.1 11.9 13.0 8.4 oTpyyaTeEnEHEIN
R132C Unkn-17 OHKZ 26,2 26,7 0.5 15,2 11,0 8,4 oTpuuaTensHEIR
R132C Unkn-17 OHK2 272 26,7 0.5 15.4 11.8 8.4 oTpyyaTeEnEHEIN
R132C Unkn-18 JOHK3 222 222 0.0 164 6.8 8.4 nonoWTensHbIR
R132C Unkn-18 JOHK3 222 222 0.0 15 4 6,7 8.4 nonoxWTENBHBIR
R132C MNTC-03 OKO nd 0.0 0.0
R132C MNTC-03 OKO nd 0.0 0.0
R132C Pos Ctrl-03 NKO 220 21,8 0.2
R132C Pos Ctrl-03 NKO 217 21,8 0.2

Pucynok b1. O6pabotka nanubeix B mporpamme «MS Office Excel»

1 — B cronbue «Target» o603HaueHbI sueiiku, cooTBeTcTBYIOMME I[P ¢ KOHTpONIBHOM cMeChIo,
¢ I[IIIP-cmecrro R132H u ¢ ITLP-cmechro R132C.
2 — B cronbie «Sample» o6o3HaueHs! HoMepa obpasmos JJHK, OKO u I1KO.
3 — cronben «Cq», 0TKyAa ckonupoBanbl 3HaueHus1 Ct 00pas3oB B kKoHTposnbHO [TLP.
4 — cron6er; CtC, B KoTOpbIi BcTaBieHbl 3HaueHus Ct u3 ctonbma «Cq».
5 — Beruucnenue 3HadeHuii ACt no popmyne ACt = Cq — Ctc.
6 —3rauenust TO ans mytamuii R132H u R132C (yka3ansl Ha yrakoBke Ha0Opa U B AcIoOpTe).
7 — pe3yJibTaT aHaju3a Ha HAJIM4Yue MmyTauuii B rene IDH .

Cq Mean — cpennee 3Hauenue Cq mms o6pasia, Cq Std. Dev — cpeaHekBaapaTuueckoe
oTkJoHeHHue 3HaueHust Cq ansa obpasna. 3nauenus Cq Mean u Cq Std. Dev He ucnons3yroTcs

npu pacuérax. nd — 3HaUEHHE HE OIPeIEIICHO.
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B npuseaénnom Ha pucynke b1 npumepe TOri3on = 6,3, TOri32c = 8,4.

O6pazenr IHK1 yuuThiBaeTCs Kak OTpPHUIATENbHBIA, TO €CTh HE COIEp KaIluil
myTtanuii R132H u R132C B rene IDHI (Mnu KOHIIGHTpAIs MYTAaHTHOTO ajuielisi MEHee
npezena ooHapyxenus ), mockoyibky B IIL[P co cmeckio R132H 3nauenuss ACt cocTaBiasioT
12,8 1 12,9 (6ompme TO = 6,3), a B IILIP co cmechro R132C 3nauenus ACt cocTaBISIOT
13,2 1 13,0 (6ompmie TO = 8.,4).

O6pazen JIHK?2 yunTbiBaeTcsl Kak MOJOXKUTENbHBIN, coaepxammuii mytanuio R132H
B reHe IDH 1, tak xak B I1L[P co cmecbto R132H 3nauenus ACt coctaBinsoT 4,8 (11 060ux
nyouneit menbie TO = 6,3), a B IIL[P co cmechto R132C 3nauenus ACt coctasiustot 11,0 u
11,8 (6oabmie TO = §8,4).

O6pazen JJTHK3 yuuThiBaeTcs Kak MoJIOKUTEIbHBIN, conepskauii mytamuio R132C
B rene /DHI, tak xak B IILIP co cmechio R132H 3nauenus ACt cocrasmstor 11,7 m 12,8
(6ompme TO =6,3), a B IILIP co cmechto R132C 3nauenus ACt cocrapisitor 6,8 u 6,7,
(menbire TO = 8,4).
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