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AUATHOCTUKA NO BUAAM PAKA

PaK nerkoro

OuarHocTuyecKkum MapwipyT: MaTtepuan,
Mmopconorusa, UNX, FISH n monekynapHobie
uccnepoBaHuA

ONg NALUEHTOB ONA BPAYEN

[MoHATHO O noaTBepXXanoeHmn gnarHosa u Bbl60pe MaTelean, nocnenoBaTesibHOCTb TECTOB U
nccnenoBaHMA. KJ1l04eBbl€ KJIMHNYEeCKne BOMpPOChI.

FnaBHbIA NPUHLUMN

CHavasa noaTBepxgatoT Mopdonornyecknm gnarHos. JononHutenbHole UIX, FISH/ISH, MUP n NGS
BbIOMPAOT MO TNy ONyX0oau, CTagnn, LOCTYMHOMY MaTepualy N KOHKPETHOMY KJIMHUYECKOMY BOMpPOCY.
OnuH TeCT He 3aMeHseT BeCb ANAarHOCTUYECKUI MapLUpyT.

NHdopMaLUnoHHbI MaTepuan. He ycTaHaBnvMBaeT AMarHo3, He Ha3HavyaeT JlevyeHne U He 3aMeHsAeT pelleHne OHKoslora, remMaToJsiora,
naTomMoposiora iy MoneKyiPHOro KOHCUANYMa.
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YTO 3TO 3A 3ABOJIEBAHME

Pak nerkoro

Pak nérkoro noapasnenseTcs NpexxJe BCero Ha HEMEIKOKJIETOYHbIN 1 MeNIKOKJIETOYHbIN. ToYHas
MOP(OJIOrMA U COXPaHeHNE TKaHU 0COBEeHHO BaXKHbl A1 NMOC/eAyIOLLEero LMPOKOro NpouIMpoBaHms.

Mouyemy Mopchonorua — nepBbINA War

KT, MPT, M3T/KT n Y3/ noka3biBalOT IOKaIM3aLMI0 U PacnpoCTPaHEHHOCTb NMpouecca, HO B 60JIbLUNHCTBE
CONIMIHBIX OMYyX0JIe OKOHYaTeNbHbIA TUM oNpefenseTcs rno KaeTkaM n TkaHu. NaTtomopdonor
OLleHVBaET apXUTEKTYpPY, LNTONOrUIO, MHBA3MIO, CTEMEHb AN hepeHLMPOBKM 1 BbibnupaeT
OOMOJIHUTESIbHbIE MeToAbl. HENPaBUIbHO HAaYNHATbL LUMPOKOE MOJIEKYNIAPHOE TECTUPOBAHME, ecin
MOPONOrnYecKnim ANarHo3 eweé He yCTaHOBJIEH.

OduarHoCTUYeCKuu MapLupyT

1. Nonyyenne Buoncmsa nan uutonornyeckuii kKnetTouHbl 6510k FFPE; nnasmenHasn cfDNA gonosnHAeT TKaHb
MaTepuana B OTAEJIbHbIX CyYaax

2. Mopdonornueckoe MoaTun HMPJT nan MenkokNeToYHbIA paK; MaTeprasl 3KOHOMAT Ansa bnomapkepos

noaTeep>XxpeHuwe

3. YTO4YHAKOLW e TTF-1/Napsin A n p40; HEMPO3HOOKPUHHbIE MapKepbl Mo Noka3saHusaMm; PD-L1
MapKepbl

4. MoneKynsapHbl# 3Tan EGFR, ALK, ROS1, BRAF, KRAS, MET, RET, NTRK, ERBB2/HER2, NRG1; NpefnouTnTensHo
DNA/RNA NGS
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Urx n CNEULUAJIbHbIE METO bl

NIX m cneuuasbHblie MeToAbl

NI X BbisiBnsieT 6esikn B 0NyX0oneBbIX KJeTkax. OHa MomMoraeT noaTBEPAUTb MPOUCXOXKAEHNE ONYyX0N,
pa3nnynTb MOpPdOJIOrMYecKn Noxoxmne 3aboneBaHuns, onpefennTs NOATUM N YaCTb NPEANKTUBHbIX
bromapkepos. MaHenb JomKHa (opMMPOBaTLCS MO MOPGOIOrN4eCcKon runoTese: 60/bLLIOE KOJINYECTBO
MapkepoB 6e3 KJIMHNYEeCKOro BONpoca pacxoayeT MaTepuan u MOXKEeT 3aTPYAHUTb MHTeprpeTauuio.

2. Mopdonoruyeckoe noaTeep>xgeHue

MogTnn HMPJ1 nnm MenkokNeTo4YHbI pak; MaTepuan SKOHOMAT a5t bBuomMmapkepos

Y10 paér MUMMYHOIrMCcroxmmMmmsa

TTF-1/Napsin A n p40; HENPO3IHAOKPUHHbIE MapKepbl MO NokasaHuam; PD-L1

KT, MPT, M3T/KT 1 Y3/ noka3bIiBaloT JIOKaM3aLmnio 1 pacnpocTpaHEHHOCTb npoLecca, Ho B 60NbLUMHCTBE CONMMAHBIX OMyXonei
OKOHYaTesbHbIN TUMN onpefenseTca no KieTkam 1 TKaHu. NMaToMopdonor oueHBaeT apxXUTEeKTYpPY, LLUTONION IO, MHBA3WUIO, CTeMNeHb
onddepeHUnpoBKN 1 BbibupaeT AONOAHUTE bHbIE MeToAbl. HenpaBuibHO Ha4yMHaTh LUMPOKOE MOJIEKYISipHOe TeCcTupoBaHue, ecam
MOPMONOrNYECKNI ANarHo3 eLLé He yCTaHOBEeH.
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MonekyssapHblie uccsienoBaHuA

MonekynsipHble UCCief0BaHUA

EGFR, ALK, ROS1, BRAF, KRAS, MET, RET, NTRK, ERBB2/HER2, NRG1; npeano4ytutesnsHo DNA/RNA NGS

Korpa Hy>XHbI FISH / ISH

FISH/ISH npumeHstoT, Korga HeobxoanmMo noaTBEPANTL aMMINGUKALMIO, OeNeLnto Ui NepecTponky
KOHKPETHOro reHa/nokyca. 3To He yHuBepcasibHasa 3ameHa NGS: meTon ocobeHHO noneseH, korga
CyLLEeCTBYeT YETKUN OANATHOCTUYECKNIA NN NPEONKTUBHbIA BOMPOC U N3BECTHA UCKOMAasi MULLIEHb.

Y10 paéTt NGS

NGS ogHOBpEMEHHO UccriefayeT MHOXXECTBO NeHOB U MOXKET BbIAB/IATb TOYEYHbIE BapUaHTHhI, HebosnbLLne
BCTaBKU/OeNeLnn, USMEHEHUSA YCa KOMUIA 1, npun nogxogsauiem On3alHe, reHHble cnnaHnsa. Ho
LLEHHOCTb MaHesn onpenenaeTca He KOJIMY4eCTBOM FEHOB, @ TEM, COOTBETCTBYET JI OHAa KOHKPETHOMN
onyxosawn, maTtepuany u KJINHNYEeCKOW 3ajaqe.

CoMaTnyeckue U HacsleaCTBeHHble U3ME@HEeHUsI — He O HO U TO Xe

CoMaTuyeckne N3MeHeHus MPUCYTCTBYIOT B OMNYX0JIV Y BO3SHUKAIOT B TEYEHUNE XXU3HU. [epMUHalIbHbIe
BapWaHTbI MPUCYTCTBYIOT C POXKIAEHUS U MOTYT UMETb 3HaYeHne AJis poAcTBeHHUKOB. Onyxonesbin NGS
MHoraa obHapy>xMBaeT BapuaHT, MNO403PUTESbHbLIA Ha HAaC/eACTBEHHbIN, HO MOATBEPXXAATb €ro Hy>KHO
OTOeNIbHbIM FepMUHasbHbIM UCC/ieloBaHNEM B NoaxoAsiieM obpasLie 1 C FreHeTUYeCKUM
KOHCYJ/IbTMPOBaHMEM.

O6bI4HO TeCTUPYIT ONyX0Jib; HacneACTBeHHOe nccienoBaHme — TOJIbKO MO creunasibHbIM NMoKa3saHUAM
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KAK BblIBPATb UCCJIELOBAHUE

Kak BbiOpaTb uccneposaHue

JAunarHos ewé He HauyuHaoT ¢ MOpHOOrMn: FMCTONON A, LUTONOTUA UK UCCNieloBaHne
= KPOBUW/KOCTHOrO MO3ra — B 3aBUCMOCTU OT 3abosieBaHus.
noaTeep>XaneH

Hy)KHO yTO‘-IHMTI: MaTomopdonor BbibupaeT uenesyto UIFX-naHenb. He cnenyeT 3akasbiBaTb
NPOMCXOXKAEHUE NN 6onbLwon Habop MapkepoB 6e3 MoposIOrn4ecKom rmnoTessbl.

noaTvn

Pe3yanaT MOXXeT O6cy>xaaloT BaMANPOBaHHbIN 0AWHOYHLIA TecT, FISH/ISH nnn nopgxoasityto
NGS-naHenb. Bbibop 3aBUCUT OT AENCTBYIOLWUNX KITMHUYECKMX PEKOMEHAaL NN,
U3MEeHMUTDb JiedyeHue

EcTb MOnoaon BO3pPacT UJM Hy>XHa KOHCy/ibTaLlus No HacNelCTBEHHOMY TeCTVPOBaHMWI0. AHaNn3 KPoBUM Ha
. - repMUHasbHble BapuaHTbl HE PaBEH NCCIEN0BaHMIO OMyXOJIN.
CéMeéUHbIn aHaMHe3

Kak npaBunbHO BbiOpaTb NGS-naHenb

» CHavaNla chopMySINpOBaThb KJINHMYECKNIA BONPOC: AMArHO3, MPOrHo3, Nouck 6noMapkepa Uam MexaHusm
pPe3NCTEeHTHOCTH.

* YTOYHMUTb MOPONOrNYECKUA TUM U CTAANI0: OANHAKOBAs NMaHe b He NOAXOAUT BCEM OMYXOsM.
e [lpoBepUTb, KaKne KNacCbl UI3SMEHEHUI O0/HKHa BuAeTb NaHesb: SNV/indel, CNV, fusion n gpyrue.

e OLLEeHNTb Ka4YeCTBO U KOJINYECTBO OMyXxonu B 6J10Ke; Mpy MaJioM MaTepuasne NpuopuTeThl ONpeaensoT
3apaHee.

e lLlnpokas naHeNb MMEET CMbICJI, eCc/in eé pe3ynbTaT cnocobeH NoBAUATbL Ha AasibHellwee obcnenoBaHue
nnn ob6Cy>XAeHNEe NleveHuns.
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Kakou MmaTepuasna Hy>XXeH

Kakon maTepuan Hy>XeH

Buoncusa nnam umTonornyecknin KneTovHbih 6ok FFPE; nnasmeHHas cfDNA nonosiHSeT TKaHb B
OTAEsIbHbIX CyYasx

MouyeMy KayecTBO MaTepuasia KPUTUHHO

Ddukcauvns, geKanbLUnHaLns, NPOLLEHT OMyX0JEBbIX KJIETOK, HEKPO3 U KOJIMYECTBO TKaHW HanpaMyto
BAMAOT Ha WX n monekynsapHble TecThl. MNepen NGS natomopdosnor BbibupaeT Hanbonee
penpe3eHTaTUBHbLIN BJI0K 1 OLLeHMBAET OMyXoseBYi0 KneTo4YHocTb. [1na RNA/fusion-aHanunsa ocobeHHoO
Ba>XHO COXPaHUTb HYKJIEMHOBYIO KNCJIOTY.

Ecnu maTtepuana Mmano

He cnenyeT BbIMNOJIHATL BCE TeCThl NoApsa. JlTabopaTopus 1 levallmii Bpad onpenenstoT NpuopuTeT:
noaTeBepXxAeHne Mopdonornn, obsasaTenbHble 6MOMapKepbl, 3aTEM paclUMPEHHOE NPOGUINPOBaHME.
NHorna noBTopHas 6uoncms nHpopMaTUBHEE MOMbITKA NOJYYNTb MHOXXECTBO HEOCTOBEPHbIX
pe3ybTaToB U3 UCTOLLEHHOrO 610Ka.

* MaToMopgonoruyeckoe 3akiyeHre n Bce NpeablayLine pesynbTaThl
* MaparHOBLIN 610K 1 OKpaLleHHble/HeOKpaLLeHHble CTEKNA MO0 APYrol COracoBaHHbI MaTepua

* KnuHnYeckuin amnarHos, 1okKaamsaums, ctagus, I'IpOBe)J,éHHOE yieqeHne
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O BPAYEN

Bonpochkl, KOTOpPbIe Bpa4 O0JI)KeH
VYKa3aTb B HanpaBJiIieHUu

* Kakou gmarHos namn nponcxoxxaeHvne onyxoam Heobxoammo NnoaTBepanTs?

* KakoBa CTaaus, IOKaaM3aLumsa nepBnYHON oNyxoam n MecTo B3ATUA MaTepurana?
* Kakoe sieyeHune yxxe NpoBoANIOCh N eCTb S NporpeccMpoBaHne/peunans?

* Kakue WX, FISH, MLP nan NGS y>ke BbINOSHEHbI?

* Kakon pe3ysbTaT MOTEHUNANbHO N3MEHUT OaJiIbHENLUYIO KJIMHUYECKYIO TaKTUKY?

LSS NALUEHTOB

YTOo none3Ho 3HaTb NAaLUEHTY

* He 3aKa3blBalTe «caMyto 60/ibLLYI0 NaHeb» 6e3 0bcyxaeHunsa ¢ BpadyoM 1 nabopaTopuen.
* CoxpaHsanTe Konuu NaToMopdosIOrMYecKoro 3aklo4YeHns N MOJIEKYJISPHbIX pe3y/ibTaToB.
* YTOYHANTE, rae HaxXoAnTCA Bal NapauHOBbLIN 610K M 4OCTAaTOYHO I B HEM OMYyXOJIN.

* Ecnin peyb nOéT 0 HacnenCTBEHHOM pucke, onyxonean?l TeCT N aHan3 HacneaCTBEHHbIX BapMaHTOB —
Pa3Hble nccnengoBaHMA.

e Pe3ynbTaT BoMapkepa UHTEPNPETUPYETCS BMECTe CO CTafAueln, COCTOAHMEM MauMeHTa 1 npeablayLwmm
Nle4yeHnemM.

FnaBHbIA NPUHUMNA

CHa4vana noagTeepxgatT Mopdonornyecknnm gnarHos. JononHutenbHole UX, FISH/ISH, MUP n NGS
BbIOMPAOT MO TUMY ONYX0au, CTagnn, OCTYNMHOMY MaTepualy N KOHKPETHOMY KJMHUYECKOMY BOMpPOCY.
OAnH TeCT He 3aMeHseT BeCb ANarHOCTUYECKNIN MapLIpyT.
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UCCJIELOBAHUSA CELL DIGITAL

Kakue umccinenoBaHuUss MOXXHO
obcyauTb C Bpauom

370 BapuaHThl n3 kaTtanora CELL DIGITAL LABORATORY, cooTBeTCTBYOLWLNE AAHHOMY HanpaB/ieHU0. TO He
aBTOMATUYECKOE Ha3HayYeHne: OKoOHYaTe bHbIN BbIBOP 3aBUCUT OT MOPGOI0rn, CTaaumn, NpenbliayLiero
JNleveHns, MaTepmana n KOHKPETHOI O KJIMHMYECKOro BOMNpoca.

10097 IHC Extended Panel
KomnnekcHoe auarHocTuyeckoe UMX ¢ pacumpeHHbIM noabopom aHTUTeN Ans Bepudukauum
rTMCTONIONMYECKOro AnarHo3a u onpeneseHns rmcToreHesa onyxoau rno nokasaHusMm. He osHavaeT
obs3aTenbHOe NPMMEHEHNe BCeX aHTUTEN KaXXA0MY MaLneHTy.

NGS263 10032 Lung Cancer 12-gene panel + PD-L1
Cneumanm3npoBaHHas onyxoseBas naHesb; 06bIYHO NpeanoYTUTeNbHee obLLein NnaHenn, ecam KanHnyeckas
3ajiaya coBrnafaeT Cc eé CoCTaBoM.

NGS100 10032 Cancer 12-gene panel + PD-L1
Cneumnann3npoBaHHasa onyxoseBas naHesb; 06bIYHO NpeanoYTUTENbHee obLe NaHenn, ecan KanHnyeckas
3afla4a coBnajaeT C eé CoCTaBoM.

NGSO008 10032 161-gene OCAV3 + PD-L1
PacluvpeHHoe MosieKyisipHOe NPodUANPOBaHMEe, KOrAa pesysibTaT CnocobeH 3MEeHNTL AasibHEeNLWyo
KJIVHUYECKYIO TaKTUKY.

NGSO009 10032 546-gene OCA Plus + MSI/TMB/HRR + PD-L1
MakcuMasibHO LWMpoKoe NpoduanposaHne npu 060CHOBaHHOM KJIMHNYECKON 3aa4e; He ABseTCs
06s3aTesIbHbIM /1A KaXXA0ro NauuneHTa.

F0027 / F0062 / FO061 / FOO53 ALK / ROS1 / RET rearrangement; MET amplification by FISH
To4yeuHoe FISH-nccnenosaHue 018 NoATBEPXAEHNSA KOHKPETHON aMnandukaumn/nepectponkm npu
COOTBETCTBYHOLLEN MOP(OOrun.

10032 - 22C3 / 28-8 PD-L1 IHC 22C3 / 28-8
PD-L1 BbINOJIHAOT TOJIbKO C NOAXOASALWMNM KJIOHOM, CUCTEMOW OLLeHKU 1 cut-off ona KoHkpeTHoro npenapaTa
N NoKasaHus.

PO0151 - SP142 / SP263 PD-L1 IHC SP142 / SP263
PD-L1 BbIMOHSAOT TOMLKO C MOAXOASALLMM KJIOHOM, CUCTEMOIA OLeHKU 1 cut-off Ans KOHKpeTHOro npenapata
1 NnoKasaHus.

Kak BbiOupaTtb PD-L1

B CELL DIGITAL pocTynHbl 22C3, 28-8, SP142 n SP263. B HanpasB/iieHn HeobX0AMMO yKa3biBaTb KJIOH:
BHyTpeHHne koabl 10032 n P0151 ncnonb3ytotcsa 6osee 4eM ona 0QHOro KaoHa. Assay, scoring
(TPS/CPS/TC/IC) n cut-off BbIGUpatloT N0 KOHKPETHOMY npenapaTy, ONyX0oau, JINHUN Tepanun 1
OencTByoLLeN TOKaJIbHON MHCTPYKLUNUU. KNOHbI U CUCTEMbI OLLEHKN Heslb351 aBTOMaTUYeCKU CHUTaTb
B3aVMO3aMeHSEMbIMN.

Ba>xHo: NGS008 n NGS009 He 03Ha4aloT, 4TO KaXAOoMy NauMeHTy Hy>XHbl 161 nnn 546 reHos. LLinpokyto naHenb BbIGUpatoT, Koraa
eé pe3ysibTaT cnocobeH OTBEeTUTb Ha peasbHbI KJIMHUYEeCKUI BONpoC.
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Nepepn obpawieHuem B
nabopartopuio

* [TaToMopdosiornyeckoe 3aksl4eHne 1 Bce npeabiayLine pesyabtaTbl
e NMapatnHOoBLIN 650K N OKpaLlEHHbIEe/HEOKpaLLEeHHbIe CTEKa MO0 APYron CorslacoBaHHbIN MaTepuan
* KnuHn4yeckuin amnarHos, okaamsaums, cTagmsa, npoBenéHHoe ieveHme

e Y&TKKMIA BONpPOC: MOATBEPAUTL MPOUCXOXKAEHME, OnpenenTbs 6roMapkep Uamn BbiIbpaTe MONEKYSPHYIO
naHenb

FnaBHbIA NPUHUMNA

CHa4asna noaTeepxgatT Mopdonornyecknnm gnarHos. JononHutenbHole UX, FISH/ISH, MUP n NGS
BbI6MpPAlOT MO TNy ONyX0nu, CTaguu, AOCTYNMHOMY MaTepualy U KOHKPETHOMY KJIMHUYECKOMY BOMPOCY.
O4uH TeCT He 3aMeHseT BeCb ANarHOCTUYECKNI MapLUpyT.

OCHOBHbIE@ UCTOYHUKM

e National Cancer Institute: https://www.cancer.gov/types/lung

* NCI, Biomarker Testing for Cancer Treatment:
https://www.cancer.gov/about-cancer/treatment/types/biomarker-testing-cancer-treatment

* College of American Pathologists, Current Cancer Protocols:
https://www.cap.org/protocols-and-guidelines/cancer-protocols/current-cancer-protocols/

* ASCO Guidelines: https://www.asco.org/guidelines
* ASCO/CAP, MMR/MSI Testing Guideline Endorsement: https://ascopubs.org/doi/10.1200/JC0.22.02462

* FDA, Cleared or Approved Companion Diagnostic Devices: https://www.fda.gov/medical-devices/in-vitro-di
agnostics/list-cleared-or-approved-companion-diagnostic-devices-in-vitro-and-imaging-tools

* WHO Classification of Tumours: https://tumourclassification.iarc.who.int/

Bepcus 1.0 - aBrycT 2026

NHopMaLMOHHbIN MaTepuran. He ycTaHaBAMBaeT AMArHO3, He Ha3Ha4yaeT JleYeHne N He 3aMeHseT peLleHne OHKoJIora, remaTosiora,
naTomMopdosiora nav MoaeKkyApPHOro KOHCUANyMa.

CELL DIGITAL LABORATORY - +998 33 566 65 33 - uditv2@gmail.com - www.celldigitallab.uz

CELL DIGITAL LABORATORY - Pak nérkoro



