





















































Onsa aHanu3a myTtauunin B reHax KRAS npu KonopekTtanbHoM pake U EGFR npwu pake
NErKOro WMPOKO UCMOJIb3YETCA METO CEKBEHMPOBaAHKUSA No CaHrepy.

MeTtog CaHrepa siBiseTcs yHMBepcaabHbIM, HO UMEET CYLLECTBEHHOE OrpaHUYeHune -
HU3Kas 4YyBCTBUTENbHOCTb. [N AOCTOBEPHOro ornpefeneHus nocnefoBaTtebHOCTH
HyKNneoTuaoB metogom CaHrepa, KonmyectBo MyTtaHTHoun AHK B o6pa3sue [0MKHO
COCTaB/ATb N0 MeHbllen Mmepe 20-25%, 4to cooTBeTcTBYET 40-50% 0OnyxoneBbIX KNETOK
npu reTtepo3vuroTHoM myrtauuu. B GONbLIMHCTBE cllydyaeB y4aCTOK OMyXOJIEBOW TKaHW
HEBO3MOXHO OTAENUTb OT HOPMaJibHOMW TKaHM W Y4aCcTKOB BOCMajUTENbHOWM
MHOUNbTPALMK, YTO B NPOLLECCE CEKBEHMPOBAHNSA MOXET NPUBECTU K coaepkaHuio JHK ¢
MyTauMen B o6pas3ue MeHee 25%, M KaK cneactBue K JIOXHO-OTpuuUaTesbHbIM
pesynbtatam. C LENbio MOBbIWEHUA 4YYBCTBUTENbOHOCTU TPAAULIMOHHOINO CEKBEHMU-
poBaHua no CaHrepy Hamu Obl1 pa3paboTtaH MeToa oboraueHuss MyTaHTHbIMU
nocnegoBatensHocTaMn KRAS n EGFR ¢ nomouibio metoaa [MUP ¢ LNA-moaudu-
LMpPOBaHHbIMU ONUIrOHYKNIeoTUAaMuK. YyBCTBUTENbHOCTb HabopoB SelectSeq-KRAS,
SelectSeq-EGFR coctaBnseT 5% 1 6onee MmyTaHTHbIX Konu reHoB KRAS n EGFR Ha ¢poHe
JHK «guKkoro tuna.




e reHOMHOﬁ AHK i r"J‘P

KRAS 1000 - 2000 Konui reHa 5% 1 601ee MyTaHTHbIX KOMWW reHa

BRAF 1000 - 2000 Konui reHa 5% v 60nee MyTaHTHbIX KOMUI reHa

TTpyHUMN pencTBus Habopa

Habopb! cogepat cmecy ans MLP, npsiMoi 1 06paTHbin NpaiMepbl, UCMoNb3yeMbIE B Aa/lbHEN-
wem ans cekBeHupytowen MNUP. Mpouecc nonydenus MNLUP npoaykra coctouT M3 ABYX 3TaroBs:

G CenektuBHoe oboraiieHne AHK ¢c mytauuen

Ha atom atane HapabaTbIBatoTCs NPENUMYLLIECTBEHHO aMIMIMKOHbI C MyTaLMEN, a aMriinduKaums
OHK «ankoro tmna» nopaBnsieTcs ¢ nomMoLlblo LNA-MOANMPULMPOBAHHBLIX ONMIOHYKIEOTUAOB,
GNOKMPYIOLLMX aMrndUKaumnio dparMeHToB 6e3 MyTauuW. [poayKT, NoAyYeHHbIM Ha AaHHOM
3Tane, UMEET HU3KYIO KOHLIEHTPALIMIO M MOXET He HabNtoaaTbCs Ha aneKkTpodopese.

o AMnandoukaumsa oboraleHHOro NpoAyKra

Ha paHHoMm atane npoBogutcs amnandukauma JHK ona OOCTUMEHUS KOHLEHTpaLmu,
[JOCTaToO4HOW O MOCNENyIoLEero CeEKBEHMPoBaHua. NonydyeHHbI NPOAYKT B AaJibHENLLEM
OYMLLEETCH OT OCTaBLUMXCA KOMMNOHEHTOB MLP 1 nparnmMep-aumepoB to6biM 06LLENPUHATLIM
metogom (anoumns u3 TMAAI rens, KONOHKM U Mp.). OYULLEHHbIA NMPOAYKT MCMONb3YIOT B
cexkBeHupytoulen MNLUP ¢ npaimepamun BXoAsiLUMMKM B cocTaB Habopa CorfacHo MpPOTOKONY
NPOU3BOAUTENS PEaKTUBOB M/Wnn npubopa ansg CeKBeHupoBaHus. [1py CEKBEHUMPOBaHUU
NPOAYKTOB, MOJIYYEHHbIX C Momollbld HabopoB SelectSeq-KRAS u SelectSeq-EGFR
BbISIBNIAOTCH MyTaLMK, MPUCYTCTBYIOLLME B 5% W 60Nee MyTaHTHbIX Konuin reHoB KRAS n EGFR
Ha ¢doHe JHK «auKkoro tmnar. Mpu 3ToM Npu cekBeHupoBaHuu TMLP npoayKToB nony4eHHbIX
06bI4YHbIM CNOCOBOM, JOCTOBEPHO ONpPefenAtoTCa MyTaLum TOSIbKO B 06pasLiax CoaeprraLLmx
6onee 20% myTaHTHbIX Konnn reHoB KRAS n EGFR Ha ¢doHe JHK «anKoro tunan.

MaTepM daJ1 aJist uccniegoBaHusd

B KadectBe martepuana ans aHanmsa ucnonb3yetrcs reHomHas AHK. MuHumanbHoe
KonunyectBo HK, Heobxoanmoe ans aHanmnsa, — 3-6 Hr.

CocTaB Habopa

Habop cogepxuT peaKTUBbI JOCTaTOYHbIE Ans npoBeaeHus 50 peakLuun.

YcnoBust XxpaHeHust

XpaHuTb B TeMHoTe Npu -18°C B TeyeHue 12 MecsLiEB.

CokpalueHHoe Konnuectso
Kart. Ne HaumeHoBaHue aHanu3a o
HaumMeHoBaHue peakuum

Ha6op peareHToB ansi U3bupaTtesbHOro oboraieHus
22101 amnaukoHoB [JHK ¢ myTaumamu B 12 1 13 KogoHax SelectSeq-KRAS 50
reHa KRAS

Ha6op peareHToB Ans nsabuparesbHoro oboralleHmsa
22201 amnaukoHoB HK c geneuusimm B 19 3K30He SelectSeq-EGFR 50
1 mytaumen L858R B 21 3K30He reHa EGFR

AabopaTopua reHoAMarHoCTUKU
www.biolinklab.ru
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Habopbl peakTnBoB
nns Bbinenenus JITHK

. BouisiBnenue [1HK Blood DNA Kit
- BoisiBnenme [IHK FFPET DNA-Extraction

- BouistBnenme [IHK FFPET Mag DNA-Extraction




Ha6op peareHtoB FFPET DNA - Extraction Kit npegHa3HayeH Ans BblAeNeHUN
reHomHon [HK wu3 TKaHen, dUKCUpoBaHHbIX B GopmMannHE U 3aK/IOYEHHbIX B
napaduHoBble 6n10KkK (FFPET). MeToa o6ecneymBaeT 6bICTPbIV U BbiICOKUM Bbixoa JHK, uTo
0COBEHHO BaHO Ana He6onbLWKUX 6uorcum. NonyvyeHHas AHK MoxeT 6bITb UCMONb30BaHa
ana lNLUP B pexxnume peanbHOro BpeMeHu. TonbKo ais nccnenoBaTesibCKOro NpuMeHeHus.

Ha nepBom atane FFPET cpe3bl TKaHW NMOMELLaloTCs B CrneuualnbHblid pacTBoOp, B
KOTOPOM OJHOBPEMEHHO pacnnaBnaseTca napaduH, NM3MPYETCs TKaHb W yaansaioTcs
dopma-nMHoBbIe ClUMBKU. Habop He TpebyeT aenepadpuHUPOBAHUS KCWUIIEHOM MU
anuTenbHoM 06paboTKu NpoTenHason K. Ha cneaytolem atane, nocne nn3unca tkanu, AHK
3KcTparnpyetca xnopodopmMoM U ocaxaaetca wusonponaHonom. Ocagok AHK
NPOMbIBAETCH 3TU/IOBbLIM CMIMPTOM, BbiCyLLMBaETCs M pacTBopsieTca B TE 6ydepe.

B kayectBe MmaTepumana ana Bbligenedna AHK Moryt ucnonb3oBaTbCs TKaHU
dUKcupoBaHHble GOpMasIMHOM U 3aK/tOYeHHble B napaduH, Hape3aHHble Ha cpe3bl
TonwuHon 10 MKM. [na BblaeneHusa goctatovyHoro konnyectsa AHK obwasa nnowaab
TKaHW Ha cpe3ax JomKHa cocTaBuTb 50-200 MM>.

BHumaHue! MNpeanoytutenbHa GUKcauus TKaHU B HerTparibHOM dopmanuHe B dochaTtHOM

oydepe (10% NBF, pH~7,0) B TeueHne 12-24 yacoB. [uTenbHas puKcauus u npuMeHeHne
Kucnoro popmanunHa pH<6 3HaunTenbHo yxyawaet npurogHocts AHK ana MLP.

Habop coaepXuT peaKTUBbI JocTaTouHble Ans BbliaeneHna 50 o6pasuos HK.

Habop xpaHuTCA Npyu KOMHaTHOM Temnepatype (+15..+25°C). Mpu npaBUAbHOM MUC-
No/ib30BaHMK CPOK XpaHeHus — 12 mecsiLeB.

AabopaTopusi reHOAMarHoCTUKU
www.biolinklab.ru



Ha6op npeaHa3HayeH ansa BbiaeneHus reHomHon JHK 13 TkaHen, GUKCMPOBAHHbLIX B
dopmanuHe M 3aKi4YeHHbIX B napaduHoBble 6noku (FFPET). Meton obecneynBaet
ObICTPbIM U BbICOKMK Bbixod AHK, 4To ocob6eHHO BaKHO Ana Heb6onblIMX OGUOMNCUN.
MNonyvyeHHaa JHK moxKeT 6b1Tb Ucnonb3oBaHa a4 MLP B pexxnume peanbHOro BpeMeHHM.

Ha nepBom atane FFPET cpesbl TKaHW nomeualoTcs B cneuualbHbliM pacTBop, B
KOTOPOM OJHOBPEMEHHO pacnnaBnseTcs napaduH, NU3UMPYeTca TKaHb W yaansatoTcs
dopmanuHoBble CclIMBKKU. Habop He TpebyeT pgenepapuHUPOBaAHUS KCUNEHOM W
anutenbHon 06paboTku npoTtenHason K. Ha cneayouiem atane npoba obpabaTtbiBaeTcs
MHOIFOKOMIMOHEHTHbIM JIM3UPYIOLWMM PacTBOPOM, pa3pyLllaloWwuM KOMIMNEKC HYKJIEUHO-
BblIX KMCNOT ¢ Oenkamu, nocne 4vero AHK ocaxpaetcs Ha MarHUTHblE YacTuubl,
OTMbIBaETCS CMUPTOBLIMM pacTBOpPaMU 1 3/IlouMpyeTcs.

B KayectBe MaTepuana ansa sblaeneHnsa AHK moryt ucnonb3oBaTbCsi TKaHU
pUKcMpoBaHHbIE GOPMaANTMHOM M 3aKII0YEHHbIE B NapaduH.

BHumaHume! NpeanoytutenbHa GUKcaLms TKaHW B HEMTpanibHOM dopManuHe B pochaTtHOM
6ydepe (10% NBF, pH~7,0) B TedyeHune 12-24 yacoB. JnutenbHasa duKcaums n npuMeHeH1e
Kucnoro gopmasnmHa pH<6 3HaumTenbHo yxyawaeT npurogHocts AHK ana MLP.

Habop coaepuT peaKkTUBbl AOCTAaTOYHbIEe AN BbigeneHua 12 obpasuos AHK aBymsa
He3aBMWCUMbIMU NpoLIeaypamMn No 6 06pa3L0B B KaXa0u.

Ha6op cneayet xpaHuTb nNpu TemnepaTtype +2...+8°C. [lonyckaeTcsa TpaHCNopTUPOBKa
npu Temneparype Ao +25°C. lpu nNpaBUIbHOM WCMNONb30BaHUU CPOK XpaHEeHUS
— 12 mecsaues.

AabopaTopus reHOAMarHoCTUKU
www.biolinklab.ru



Hab6op ans Bbinenenus J1HK u3 uenbHom KpoBu

HasHaueHue Habopa

Ha6op npegHa3HayeH Ang BbiaeneHus reHomHon AHK v3 uenbHoM KpoBu. MeTon
obecne4ynBaeT ObICTpbin M BbICOKMK Bbixoa AHK. MonydyeHHasa AHK MoxeT 6biTb
ncnonb3oBaHa gnalLUP B pexume peanbHOro BpeMEHW.

@ [lpyHUMN pencTBUst Habopa
Ha nepBom 3Tane B chneuuanbHOM pacTBOPE KIETKM NIN3UPYIOTCH, a OenKku

neHaTypupytotcs. Ha cnegytoulem atane npoucxoauT copbumsa AHK Ha SiO2, npombi-
BaHMWE 1 3110MpOBaHUe.

MaTtepwan st uccnenoBaHust
B kayectBe MaTtepunana and sblaeieHnd ﬂ,HK MOXEeT UCMNMo/1b30BaTbCA LeJibHadA KPOBb.

BuumaHue! He ponyckaeTca ucnonb3oBaHue Ana BblaenenHns [JHK o6pasLoB
renapuHU3NpPoOBaHHOW KPOBMW.

CocTaB HaboOpa

Habop coaepK1T peaKTuBbIl JocTaTouHble Ansg Bblaenenuns 50 (kat. Ne 31601) naun 100
(kaT.Ne 31602) o6pasuoB AHK.

==} Ycnosus xpaHeHus

Hab6op cnegyeTt XxpaHUTb NpM KOMHaTHOM Temnepaatype (+15...4+25°C). MNpu npaBuib-
HOM MCMNONb30BaHUU CPOK XpaHeHus — 12 mecsiueB.
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Ha6op peaKkTMBOB AN19 BbIIBAEHUS MyTaLmMmn
BRCA1 5382insC ¢ ucnonb3oBaHuem lLP
B PEXMME peasibHOro BPEMEHM

Ha6op peareHToB A1 BbIIBIEHUS MyTaL MK
CHEK2 1100delC ¢ ucnonb3osaHuem lLP
B peXUMe peanbHOro BpeMeHu

Habop peareHTOB Ans onpeaeneHuns ao3bl reHa HER2/neu
B reHomHon IHK 4YenoBeka ¢ ucnonb3oaxHuem MNLP
B PEXMME peasibHOro BpeMeH

Ha6op peareHTOB Ansi BbiaBAEHUs myTauun G735A
B reHe DPYD ¢ ucnonb3oBaHuem MLP
B PEXUME peasibHOro BPEMEHU

Habop peakTMBOB AN BbIIBEHUS MyTaLuUn
BRCA1 185delAG c ncnonb3oaHuem lLP
B peXUMe peasnbHOro BpeMeHu

Ha6op peaKTMBOB /19 BbIIBAEHWUA MyTaLlMK
BRCAZ1 T300G ¢ ncnonb3oBaHuem lMLP
B peXUME peanbHOro BpeEMeHU

Ha6op peaKTMBOB A/19 BbIIBJEHWUSA MyTaLMmn
BRCA1 4153delA ¢ ucnonb3oBaHuem MLP
B peXMMe peasibHOro BpeMeHu

Ha6op peaKkTMBOB A/19 BbISIBAEHUSA MyTaLmu
BRCA2 6174delT c ucnonb3osaHuem MMLP
B PEXMME peasibHOro BPEMEHM

Ha6op peaKTMBOB 4191 BbISIBAEHWUA 7 MyTaLui
B 12 1 13 KogoHax reHa KRAS ¢ 1crnosib30BaHWEM aefb-
cneumounyeckon MNLP B pexxume peanbHOro BpeMeHu

Ha6op peareHToB Ans BbiaBAeHUs mytauun V6OOE
B reHe BRAF ¢ ucnonb3oBaHuem [lLIP
B PEXMME peasibHOro BPEMEHM

Ha6op peareHToB Ansi BbIABNIEHUS 2X MyTaLumh
B reHe EGFR ¢ ncnonb3oBaHuem [lLP
B PEXMME peasibHOro BPEMEHU

Habop peareHToB A9 BbIABAEHUS 7MU MyTauun B reHe EGFR
¢ ucnonb3oBaHueM lLP B pexunme peanbHOro BpeMeHU

Ha6op peareHToB A5 reHOTUNMPOBaHUSA OL4HOHYKJIEOTUAHbIX
nonnumopodnamos B reHax PPARG, FABP2, ADRB2 v ADRB3
meTogoM lLP B pexxnme peanbHOro BpeMeHH

Ha6op peareHToB ansi MU3GMpaTtesibHOro o6oralleHu1s
amnankoHoB JHK ¢ myTaumamu B 12 1 13 KogoHax
reHa KRAS

Ha6op peareHToB ansi U36MpaTtesbHOro o6oraleHus
amnaunkoHoB JHK ¢ geneuunsimu B 19 3K30He
1 mytaumen L858R B 21 3K30He reHa EGFR

AabopaTopus reHOAMarHoCTUKU
www.biolinklab.ru

Real-Time PCR
BRCA1-5382insC

Real-Time PCR
CHEK2-1100delC

Real-Time PCR
HER2/neu

Real-Time PCR
DPYD-G735A

Real-Time PCR
BRCA1-185delAG

Real-Time PCR
BRCA1-T300G

Real-Time PCR
BRCA1-4153delA

Real-Time PCR
BRCA2-6174delT

Real-Time PCR
KRAS-7TM

Real-Time PCR
BRAF-V600E

Real-Time PCR
EGFR-2M

Real-Time PCR
EGFR-7R

Real-time-PCR-
SNP5

SelectSeq-KRAS

SelectSeq-EGFR

50

50

50

50

50

50

50

50

12/36

12/36

12/36

12/36

12/36

50

50



CokpalueHHoe Konnuecteo
HauMeHoBaHue peakuumu

HaumeHoBaHue aHanu3a

Habopbl ansa BoiaeneHusa AHK

3’33:'1%%12/ Ha6op ans Bbigenenuns HK 13 LenbHom KpoBu Blood DNA Kit 50/100
31901 Ha6op peareHToB ans BbiaeneHuns IHK u3 cpe3os TKaHew, FFPET D_NA- 50
3aNUTbIX B NapadpuHoBbIE GIIOKK Extraction
30501 o e s S GpEA0R NG, HEFE] Moebals 12
3anuTbIX B NnapaduHoBbIe 610KK factal
CraHpapThbl
31201 TeHoMHas AHK 13 MyXCKOM NiaLeHTbI 30 MKr
31202 TleHomHas HK 13 )KeHCKoM nnaueHTbI 30 MKr
32001 Ha6op craHaapToB ¢ myTauuen V60OE B reHe BRAF 4 x 100 Hr
32101 Ha6op ctaHaapToB AHK ¢ 7 mytauusmu B reHe KRAS 2 x 200 Hr
32201 Ha6op craHpgaptoB [JHK ¢ mytauunern L858R B rene EGFR 4 x 100 Hr
32301 Hab6op cranpaptoB AHK ¢ geneuueit 746-750 B reHe EGFR 3x100 Hr
32401 Ha6op ctanaaptoB AHK ¢ mytauvein L858R u geneumen 7 x 100 Hr

746-750 B reHe EGFR
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