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Cnucok coxkpameHui

B HaCTOHI_Heﬁ HHCTPYKIHUU ITPUMCHAKOTCA CICAYIOINE COKpaIlllCHUA U

0003Ha4YeHMUSL:

I111P IOJIMMEPAa3Hasl LEeNHasl peaKus

JAHK JI€30KCUPUOOHYKJICMHOBASI KUCIOTA

OKO OTpUIATENILHBIN KOHTPOJIBHBINA 00pa3ely

ITKO-N MOJI0KUTEIbHBIN KOHTPOJIbHBIN obpasen
(HopManpHas romo3urora) - N

I[TKO-M MOJIOXKUTEIBHBIN KOHTPOJIBHBIN 00pa3el] (MyTaHTHas
romosurora) - M




BBenenue

I'enst BRCA1,2 sgBusiioTcs  KIACCHUYECKHMMH  OITYXOJIEBBIMHU
CylpeccopamMy, BO3HMKHOBEHHE MYTallMid B 3THUX TeHaX MPHUBOJIUT K
HaPYIICHUIO peryisun KJIETOYHOTO LUKJIA, IIPOLIECCOB
b depeHIIMPOBKY U aronTo3a, a TakKe K HapacTaHUI0 XPOMOCOMHOMN
HECTAaOWUIIPHOCTH, TPHUBOJAIICH K TMOBBIMICHUIO PHUCKA Pa3BUTHUSA
HACJIEJICTBEHHBIX OMYXOJEBBIX 3a00JIeBaHUN, TAKUX KaK, paK MOJOYHON
JKeJIe3bl, PAK SHYHUKOB, PAK MOKETYI0YHOMN XKemIe3hl, pak skemyakal 2 3,

LeneBbIM aHAMUTOM, BBISBISEMBIM @pU TOMOIIM Habopa
pearentoB «BRCAL,2 - Tkauby», siBnsitorcs mytanuu B reHax BRCAL u
BRCA2 - BRCA1 ¢.5266dupC, BRCA1 ¢.181T>G, BRCA1 ¢.5251C>T,
BRCA1 ¢.5161C>T, BRCAL1 c.4035delA, BRCAL c.1961delA, BRCA2
c.3749dupA, BRCA1l c.4675G>A, BRCA2 c.961_962insAA, BRCA2
€.2897_2898del, BRCAL c.68_69del, BRCA1 ¢.3700_3704del, BRCA2
€.8754+1G, BRCAL ¢.4689C>G, BRCAL ¢.3756_3759del, BRCA2
6174delT.

Hayunasi 000CHOBAHHOCTB II€JIEBOTO aHAJIHUTA 3aKIIOYAETCS B €T0
CHEIU(PUIHOCTH B OTHOIICHWW MYTAIlMi, JIOKAJTU30BAaHHBIX B TEHAX
BRCA1 u BRCAZ2 uenoBexka.

I'ernst BRCAL,2 oTHOCSTCS K TpYIIIE TEHOB-CYIIPECCOPOB, KOTOPHIE
KOAUPYIOT O€NKH, BOBJIEUEHHBIC B MPOILIECC permapaluu JABYXHUTEBBIX
pazpsiBoB JIHK. IIpy BOZHMKHOBEHWH MyTalMid B 3TUX I'€HAX TEPSETCA
¢dbyHKIMS OENKOB, BCIEACTBHE YEro HapylIlaeTcsi OCHOBHOM MeEXaHU3M
penapanuu AByXHUTEBBIX pa3psiBoB JJHK.

Uccnenoanue ans BoisiBneHus mytanuid B renax BRCAL u BRCA2
MOMOTaeT OIpeleTuTh Haubosee F3PGEKTUBHYIO CTPATETHIO JICUYECHHS KaK
tapretHbiMu nipenaparamMu (PARP-uHruOuTOpaMn) Tak W pasaIHdHBIMU
peKUMaMU XUMHOTEPANHH, a TaKKe BO3MOXKHOCTh CIIPOTHO3HPOBATH

1 Knunuueckumu pexkomenaanusamMu «Pak MonouHOM xene3bl», BospacTHas

rpynma — TanueHTsl  crapmie 18 mer,  yTBepkJaeHHBIMHM  MHMHHCTEPCTBOM
3apaBooxpaneHust Poccuiickoit @enepanmm, 2018 T.
2 KIuMHMYECKMMHM  peKOMeHAalusaMu  «Pak  SMYHHKOB/pak  MaTOYHOM

TPpyOBI/TICPBUYHBIA pak OproIMHBI», Bo3pacTHas Tpymnna — MaueHTsl crapuie 18 mer,
YTBEPIKICHHBIME MHUHHCTEPCTBOM 3apaBooxpancHus Poccuiickoit @enepannu, 2018 r.

3 KnuHu4yeckumu pexomeHaanusamMu «Pak momkenyaouHo# xene3b», BozpacTHas
rpynna — TagueHTel  crapuie 18  ser,  yTBepkKIEHHBIMH  MUHHUCTEPCTBOM
3apaBooxpaneHus Poccuiickoit @eneparym, 2018 T.
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TedueHUe 3a00NieBaHMsI paka MOJIOYHOM Kele3bl, SUYHUKOB, paka
TOKENYIOYHOM Keme3bl, KeyaKa’,

breuto mokazano, yro BRCAl-accounupoBanusiii PMX B oTiinume
OT CIIOPAJAMYECKOr0 XapakTepusyeTcs JIydlled OTBEY4aeMOCThIO Ha
TEpanul BIUIOTH 0 TIIOJHOM pPEMHUCCUHM. YCTaHOBJIEHO, 4TO
BbDKMBAEMOCTb OOJIbHBIX HACJIEJCTBEHHBIM DPAKOM OpIaHOB >KEHCKOU
PENpOIYyKTUBHOM CHCTEMBI 3HAYUTENIBHO BBIIIE, YEM B OOIIEH rpymre
OOJIbHBIX, HE3aBUCHUMO OT CTaJUM M IPOBOJUMOIO JIEUCHMS: S-JETHsA
BBDKHBAEMOCTE OOJIBHEIX HaciaencTBeHHBIM PMOK coctasister 58,9+6,3%,
B TO BpeMs Kak MNpu cropaauueckoMm pake — 39,7+4,6%. 3HaueHue
TeHETUYECKOTO TECTUPOBAaHUS ompexaensercs Takke TeMm, yro BRCA-
CTaTyc MOTEHLUAIbHO MOXeT OBbIThb HCHOJBb30BaH B  KauyecTBE
NPEIUKTHBHOTO MapKepa IpH TPOBEICHHH XHUMHOTEPAIIEBTUYECKOTO
neyenus. Hanmume nedekToB CHUCTEMBl pemapanyMy Hpearnosaraer
BBICOKYIO 3 dexTuBHOCTh JIHK-moBpexnaronmx areHToB, TaKHX Kak
WOHU3UPYIOIIas pagualnus W JIeKapcTBeHHble npenapaThl. [lokazana
BBICOKAs A PEKTUBHOCTh HEOAIBIOBAHTHOMN Tepauy aHTPAUKIMHAME H
TakcaHamu y HocuTeneid myranuii B renax BRCA1 u BRCA2. Knetku ¢
HapyIICHHBIMH MeXaHU3MaMHU TOMOJIOTHYHOW  PEKOMOMHAIINU
OTJIMYAIOTCS] BBICOKOW YyBCTBUTEJIBHOCTBIO K MPOU3BOIHBIM IJIATHHEL. B
psAle  WCCIIEIOBaHMI  TOKa3aHo, d9to y OompHbix BRCAIL-
acconuupoBanHbiM PMOK s¢ddexkTnBHa HeoaqbloBaHTHAS Tepamusl.
«ucnaTiHOM», BBIp@XKEHHAs peaklus Ha IpenapaT HE3aBHCHMO
CBSI3aHA C TPWXKJIbl HETATHBHBIM ()EHOTHIIOM W C HAIWYHEM MYTalllU B
rene BRCAZ®.

[Tokazano, uro BRCAL1/2-nedunmrHbie OMyXoyeBble KICTKU
CEeNeKTUBHO THOHYT mpH wucnosib3oBanuu PARP-unruoutopos (PARP
(poly(ADP-ribose) polymerase) — ¢dbepMeHTBhI, KaTaJIM3UPYIOIIHE MOJIHU-
AJ1®-pubdozunuposanue; yuactBytoT B penapauuu JHK). ITokazano, uro
BRCA1/2-neduuuTtHbIe OMyXOJEBbIE KICTKH CEIEKTHBHO THOHYT IpH
rcnonp30Banny PARP-UHTHOHTOPOB, B yacTHOCTH «Onamnapu6ar®.

4 UmsanurtoB E.H. O6mue TIPEJICTABIICHHS] O HACJIEACTBEHHBIX OITyXOJEBBIX
cunapomax // Tlpaktuyeckas onkoyorust. — 2014, —T. 15. - Ne 3. — C. 101-106.

5> Gelmon K. et al. Targeting triple-negative breast cancer: optimising therapeutic
outcomes // Ann Oncol. — 2012. — Vol. 23. — Ne 9. — P. 2223-2234.

6 Oza A. M. et al. Olaparib combined with chemotherapy for recurrent platinum-
sensitive ovarian cancer: a randomised phase 2 trial // Lancet Oncol. — 2015. — Vol. 16.
— Nel.—P.87-89



B cootBerctBum ¢ pesynabratamu uccienoanus OVATAR,
MPOBOJIUMOTO  COBMECTHO PoccHiiCKMM  OOIIECTBOM  KJIMHUYECKOU
onkosnorun (RUSSCO) u dapmaneBruyeckoit komrnanueil AstraZeneca
Russia, marorennbie myrtauuu B remax BRCAL/2 mwisBistores y 35%
(140/400) marueHTOK, MO pe3ysibTaTaM MapaLICIbHOTO CEKBEHUPOBAHHUS
KpoBH U oryxosieBoi TkaHu y 400 00JIbHBIX TIEPBUYHBIM PAKOM STMYHUKOB
B poccuiickoii monmymsiuuu. [Ipum 3TOoM bactele 8 MyTaumid, KOTOpBIE
opunmaabHO 3apeructpupoBanbl B Poccum  gna  manenmu  TILP,
BBISIBJISIFOTCS TOJBKO B 49% ciyuaeB (69/140). Bo Bcex ocraBmmxcs 51%
(71/140) cnyuasix ObLIM BBIABJICHBI PEAKHE MATOICHHBIE MYTAI[UH
(Bctpedaemocth MeHee 2%) B renax BRCAL/2 meromamu 1mOJIHOTO
cexkBenupoBanusi reHoB (NGS u MLPA). U3 uux B 30,7% (43/140) B
POCCHICKOM TIOYJISIIIMK BBISBIISIOTCS PEJIKHE TePMUHAIBHBIC MyTaIlUH, B
15% (21/140) onpemensaikich COMATHYCCKHE MYTAIlMH, a KPYITHbIC
nepectpoiiku — B 5% (7/140).”

OobsacTb npuMeHeHHsT Ha0Opa PpeareHTOB — KIMHUYECKas
nTabopaTopHasi AMarHOCTHKA, OHKOJIOTHSI.

Iloka3aHusi U NPOTHBONOKA3AHUS K MPUMEHEHHIO

[Tokazanms x mpumeHernto: Habop pearentoB «BRCAL,2 — Tkanb»
PEKOMEHIyeTCsS TPUMEHSITh MIPU MPOBEJICHUH JUATHOCTUKH MAIlUEHTOB C
HaCJIEJCTBEHHBIMH ()OpMaMH OITYXOJIEBBIX 3a00JIEBaHMH (paka MOJIOYHOMN
JKEJe3bl, paka SUYHUKOB, paKa MOKETYJOYHOM KeNe3bl, paka KelyKa)
¢ 1enbto ompeneneHuss AIPHEKTUBHONW  CTpaTerdu  JICUEHUS U
MPOTHO3UPOBAHUS YPPEKTUBHOCTH JICUCHUSI.

[Ipumensiemsbiit  crioco6 uccnenoBanuss JHK  oTHocuTcs Kk
HEMHBA3MBHBIM IPOLIEypaM, He HECET Yrpo3bl 3/10pPOBbIO YENIOBEKa U HE
BBI3BIBAET OCJIOKHEHUM.

[IpotuBOomoOKa3zaHuss K TPUMEHEHHUIO: TPU  HCHOIB30BaHUU
CHeNHaTbHO OOYYEHHBIM TIEPCOHAIOM W C YYETOM IPHUMEHEHHS TI0
HA3HAYCHHIO HE BBISBIICHBI.

MonyasiuuoHnsle, AeMorpadpuyeckue acneKTbl NPUMEHEHHS
MeIMIHHCKOT0 U3/1eJIus:

e B coorBercTBHM € KIMHUYECKMMH peKoMeHmanusmu «Pak
MOJIOUHOM >Kene3bl», Bo3pacTHas rpynmna — manueHTtsl crapuie 18 jer,

" Casen B.B. [u ap.] ®uHAIBHEI aHAIN3 HEUHTEPBEHIMOHHOIO UCCIIEN0BAHHU
OVATAR: auarHOCTHYECKHEC M JICUCOHbIC IMOAXOABl K JICUCHHIO pakKa SHYHHUKOB B
Poccun. Ananus rpymisl ¢ mytanusmMa BRCA // XKyphan «3110kauecTBEHHBIE OITYXOJIN.
—2019. —T. 9. — Ne3S1. - C. 90-91.
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YTBEPKICHHBIMA ~ MUHHCTEPCTBOM  34paBOOXpaHeHuss Poccuiickon
®enepanun, 2018 r.:

«Pexomennyercs ompenenenue merogom I[P B mumdonnrtax
KpOBU HamOoJiee YacThIX repMUHaIbHBIX MyTanuii B reHax BRCA1/2 u
KOHCYJIbTAllMsl Bpaya-r€HETUKA JUIsl ONPENEICHMs] TAaKTHKU JICUEHUS B
CJICAYIOUIMX CIIydasix:

- Yy JKEHIUMH ¢ noarBepkaeHHbIM PMJK mnpu oraromeHHoM
ceMeiiHOM aHamHe3e (Haymune PMJK y OnMM3KHMX pOJCTBEHHUKOB B
Bo3pacte <50 u1eT, paka SUYHUKOB WMJIM MATOYHBIX TpyO, paka
NoJKENyI0uHOM skene3bl, PMXX y MyX4uHBI, METaCTaTUYECKOTO paka
IPEJICTAaTENIbHOM JKeJe3bl);

- y XKeHIIUH ¢ noarsepxxaeHHbIM PMOK B Bo3pacte <45 ner;

- y xeHmyH < 60 et ¢ TpoHBIM HeratTuBHBIM Geroturnom PMXK;

- 1pu nepBUYHO-MHOKecTBeHHOM PMOXK (Bkimouas, HO He
OTrpaHUYMBAsACh YCTAHOBJEHHBIM - JMArHO30M paka KOHTpPJIaTepalbHOM
MOJIOYHOM JKese3bl, paka SWYHMKOB WJIM MAaTOYHBIX TpyO, paka
MOJ/KEITYIOYHOMN JKEeJIe3bl);

- npu PMXK y myxuuH.

KoMMeHTapuu: manueHToK, MMEIOLUX JIMYHBIA/HACIeICTBEHHBIH
aHaMHe3, Y KOTOpBIX HE BBIABJIECHBI YacThle HACIECICTBEHHBIC MYTallUH,
ClelyeT HampaBisATh HAa PACHIMPEHHOE HCCIIEJOBaHHE TI'€pMHUHAIbHBIX
u/im COMAaTHUYECKUX MyTalun c UCMOJIb30BAHUEM
BBICOKOTIPOU3BOIUTEIbHOTO cekBeHnpoBanus (NGS).»

e B cooTBercTBHM C KIMHUYECKHMMH peKOMeHAanusMu «Pak
SUYHUKOB/paK  MAaTOYHOM  TpYObI/IEpBUYHBIM  pak  OpIOLIMHBDY,
BozpactHas rpymma — mammeHTHl crapuie 18 eT, yTBepKICHHBIMU
MunucrepcTBOoM 31paBooxpanenus Poccuiickoit @enepanuu, 2018 r.:

«Bcem mamueHTkaM C CEpO3HBIMM M 3HJIOMETPUOMIHBIMU
KapIIUHOMaMH BBICOKOH CTENEHM 3JI0KaY€CTBEHHOCTH DPEKOMEHIOBAHO
MOJIEKYJISIpHO-TeHETHUECKOe HccienoBanue myranuii B reHax BRCAL u
BRCAZ2 B kpoBH WK B3SITHEM COCKO0OA CIAM3UCTON pOTOBOM MOJIOCTH U/HIH
B OHOICUIHOM (ONEpaliOHHOM) MaTepuaje, Kak MpeIuKTOpOB HCX0a
3a00JIeBaHNs U BBIOOpA AITOPUTMA JICUSHUS MallUeHTa.

Kommenrapuii: wacrora myrammii reioB BRCA1 u BRCA2 npu
YKa3aHHBIX THCTOJIOTMYECKUX THUIAX OIYXOJH COCTaBIsAeT okoso 15 %.
Nudopmanus o Hanmmunu mytaruu BRCA mone3Ha ¢ 1nenpio onpeneacHus
0o0J1ee BHICOKOM UYBCTBUTEIILHOCTH OITYXOJIH K TEPAITMH AJIKHIUPYIOIIUMH
npenapaTramu, MPOU3BOIHBIMH TUTaTHHBI 1 PARP-uaTHONTOpaMu.»
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e B cooTBeTCTBUM C KIMHUYECKHMMH peKoMeHIarusmu «Pak
MOJKEITYI0YHOM Kele3bl», Bo3pacTHas rpynna — nanueHTs! crapie 18
JIeT, YTBEPKACHHBIMU MUHUCTEPCTBOM 31paBooXpaHeHus Poccuiickoii
®enepanuu, 2018 r.:

«Bcem  manpmeHTaM C  pakoM  IMOJDKETYIOYHOM  JKeJe3bl
PEKOMEHAYETCSI MOJIEKYJISIPHO-TEHETUYECKOE HCCIIEJ0OBaHUE MYTaluil B
renax BRCAL, BRCA2 u PALB2 B kpoBH Wi OyX0JICBOM TKaHH.

KomMmeHTapuii: yduThIBasg 4acTOTy BBISBIICHHMS MyTalud B I'eHax
BRCAL, BRCA2 u PALB2 6Gonee 5%, a Takke CyIIeCTBEHHOE BIIUSHUE
JAHHBIX MYyTaIlMi Ha BEIOOP CXEMbI XHMHOTEPAIIHUHU, ONIPEICIICHUE TaHHBIX
MyTalui [e1eco00pa3HO BCeM MaI[UeHTaM. )

CrepuibHOCTB: U3/ENINE HE CTEPUIIBHO.

1. Hazuauenue

1.1. Ha3uauyenme: wHaOop peareHtoB «BRCAl,2 — TkaHb»
npeHa3HaYeH ISl KaueCTBEHHOTO BhIsABICHHA MyTanuii B reHax BRCAL
(c.5266dupC, ¢.181T>G, ¢.5251C>T, c.4035delA, ¢.5161C>T,
c.4675G>A, .68 69del, ¢.3700 3704del, c.1961delA, ¢.4689C>G,
€.3756_3759del), BRCA2 (c.3749dupA, €.961_962insAA,
¢.2897 2898del, ¢.8754+1G>A, 6174delT), meTogOoM MYIBTUILIIEKCHON
MOJIMMEPA3HON LIETTHOM PEAKLUU C JETEKLUEH PE3yJbTaTOB B PEXHUME
KpUBBIX IU1aBiieHus1 B mpode renomHoi JIHK uenoBeka, BbleneHHON U3
TKaHu, (puxkcupoBanHoi B 10% pacTtBOpe popManrHa U 3aKIFOUEHHON B
napadunoBbiii  Onox (FFPE-010k), mpu mnpoBeaeHHH JUArHOCTHKU
NAallMEeHTOB C HACJIEICTBEHHBIMH (OpMaMHU OIyXOJIEBBIX 3a00JeBaHUN
(paka MOJIOYHOM KeJe3bl, paKa SMYHUKOB, paKa IMOKeTyJOUHOM KeJle3bl)
¢ uenpto ompeneneHuss ASPQPEKTUBHONH  CTpaTeTHH  JIEUCHUS U
IPOrHO3UPOBAHUS 3PPEKTUBHOCTH JICUEHUSI.

DOyHKIHOHAJIBHOE Ha3Ha4YeHHue. [lomyueHHble pe3yapTaThl MOTYT
UCIIONIb30BAaThCS NPU  NPOBEACHUM  TUArHOCTHKU  TAllMeHTOB C
HaCJIe/ICTBEHHBIMH (pOpMaMu OIyXO0JIeBBIX 3a00JI€BaHUMN (paKa MOJIOYHOM
JKeles3bl, paka SUYHMKOB, pakKa IOJDKENyI0YHON J>Kele3bl) C LEJbIo
onpenenenuss 3(p(EeKTUBHON CTpaTeruu JeueHUs W NPOTHO3UPOBAHUS
3 PEeKTUBHOCTH JICUCHHUSI.

IHoTeHnManbHbIE MOTPEOUTEIH MEIMIMHCKOI0 H3/1e/IHsl.

HaGop mnpennasHavuen mis npodecCHOHATBLHOTO NPUMEHEHHS B
MEAMIMHCKUX YUPEXKIECHUSAX u KJIMHUKO-AMAarHOCTUYECKUX
nabopatopusix  oHKojormdeckoro  mpodwist.  [IpodeccnonanbHbI
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YPOBEHb NIOTCHIUANBHBIX I0JIB30BATENIEH  —  Bpad  KIMHUYECKON
71a00paTOPHOI TMArHOCTUKHU, MEIUIIMHCKUH TaO0paTOPHBIN TEXHHUK.

2. lIpuHIUN MeTOAA

Meton

MynbTUIIIEKCHAS allJIeNb-CrienupUIecKas oJIuMepa3Has HemHas
peaxius B pealbHOM BPEMEHH C JETEKIIHeH KPUBBIX IIJIaBJICHUS.

Tun anasmsupyemoro odpasua

Marepuanom s npoeaeHus [P cioyxat npo6sr reHomuon JTHK
YeNoBeKa, BBIICICHHbIE M3 TKaHW, ¢ukcupoBanHoii B 10% pactBope
dbopmanvHa 1 3aknro4YéHHON B mapaduHoBsiid 610k (FFPE-610K).

MuHuMajibHOE cojAep:KaHHe OIYXoJu B o0pa3ume A
nposeaenusi Tecra - 20% mno pesynbraraM  MOPQOIOTUYECKOTO
MCCJIEIOBaHMSI OITyXO0JIEBOTO MaTepuasia BpauoM-THCTOJIOTOM.

ITIpuHnMn onpeneeHust

Beisieiienne myranmii B rerax BRCAL,2 - BRCAL ¢.5266dupC,
BRCA1 ¢.181T>G, BRCA1 ¢.5251C>T, BRCA1l ¢.5161C>T, BRCAl
c.4035delA, BRCAl1l c.1961delA, BRCA2 c¢.3749dupA, BRCAl
c.4675G>A, BRCA2 ¢.961 962insAA, BRCA2 ¢.2897_2898del, BRCAl
.68 _69del, BRCAL ¢.3700_3704del, BRCA2 c.8754+1G, BRCA1
€.4689C>G, BRCALl c¢.3756_3759del, BRCA2 6174delT wmeromom
mynpTuIviekcHod [IIP ¢ pgereknueil KpuBBIX IJIaBI€HUS B Ipode
reroMHoi#l JIHK denoBeka, BbieIeHHON M3 OMOJIOTMYECKOTO MaTepHara,
BKJItOUaeT B ce0s 3 srana:

1. Tloarotosky IIIIP;

2. TIP-ammmudukanmo JAHK u THOPUAN3AIIIOHHO-
(bIyopecueHTHYI0 JEeTeKIUI0 MPOAYKTOB aMITU(pUKALUUA B
pEeKUME peaTbHOrO BPEMEHH ¢ IeTeKIMel KPUBBIX IIJIaBICHMS;

3. HuTepmnperanuro pe3yinbTaToB.

C npobamu JJHK mpoBoasTcst peakiuu aMIuiipUKaIIy y4acTKOB
TeHOB IPU MOMOIIHM crienu@uuHbIX K 3TuM ydactkam J{HK mpaitmepos B
peaxkimoHHoM Oydepe.

B cocras I111P-06ydepa BXoasST BCe OCHOBHBIE PEareHTHI, BKIIIOYAs
tepmoctadminbHyto JIHK-momumepasy, cmece dNTP, wonbl marnus u
ONTUMHU3HPOBAHHBIN Oydep.

B cocraBe mpaiiMep-MuKca TMPUCYTCTBYIOT — (IIyOPECLEHTHO-
MEUYEHbIE OJUTOHYKJICOTHAHBIE 30HMBI, KOTOpbIE THOPUIU3YIOTCS C
KOMILIEMEHTapHbIM y4yacTkoM amiumpuuupyemoit JIHK-mumenu. Ilo
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okonuanuu [IIIP mpoBoauTcss »Tam TeMmepaTypHOrO IUIaBJIEHUS
IYIUIEKCOB,  BCIIEACTBHE 4YEro IMPOUCXOAUT HM3MEHEHHUE  YPOBHS
¢ryopecueHnny, KOTOphI (pUKCHUPYETCsT TPOrpaMMHBIM 00eCTIedeHuEM
npubopa U MpeCTaBIsAETCs B BUIE rPaduKOB.

HaGop copmepuT peareHThl A MYJIbTHIUIEKCHOTO OIpEIeTICHUS
BhICOKOCTIEI(UUHBIX y4yacTKoB reHomMHOoW JIHK remoB BRCAL2 -
BRCA1 c¢.5266dupC, BRCA1l c¢.181T>G, BRCAL ¢.5251C>T, BRCA1l
€.5161C>T, BRCAl c.4035delA, BRCA1 c.1961delA, BRCA2
c.3749dupA, BRCA1l c.4675G>A, BRCA2 c.961_962insAA, BRCA2
€.2897_2898del, BRCAL c.68_69del, BRCA1 ¢.3700_3704del, BRCA2
€.8754+1G, BRCAL ¢.4689C>G, BRCA1 ¢.3756_3759del, BRCA2

6174delT (Tabm. 1).

Tabauma 1 — CocTaB MyIbTHILIEKCOB, BXOSIINUX B HA0OP

MyTauuu, COOTBETCTBYIOLIHE
My bTHILIEKC KaHATY RETCKIHH
(mpaiiMep-MHKC) FAM HEX/
VIC
BRCA1 BRCAL
5266/181 ¢.5266dupC c.181T>G
BRCAL BRCAL
5251/5161 c.5251C>T c.5161C>T
BRCA1 BRCA1
4035/1961 C.4035delA c.1961delA
BRCA2 BRCAL
3749/4675 ¢.3749dupA C.4675G>A
BRCA2 BRCA2
961/2897 c.961 962insAA | ¢.2897 _2898del
BRCA1 BRCAL
68/3700 c.68_69del ¢.3700_3704del
BRCA2 BRCA1
8754/4689 C.8754+1G>A C.4689C>G
BRCA1 BRCA2
3756/6174 ¢.3756_3759del 6174delT
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OrpanuyeHusi MeToAA

MuHuMmaabHOe co/lepKaHMe ONMyXoJuM B oOpa3ue 1Jd
npoBeneHusi Tecra - 20% mno pesymbrataMm  MOPQOJIOTHIECKOTO
MCCJIEJOBAHMSI OITyX0JIEBOTO MaTepuasia BpauoM-THCTOJIOTOM.

Bo3moxxHass ~ mpuuMHA = TOJYYEHHS  JIOKHOIOJIOKHUTEIBHOTO
pe3yInbTara - KoOHTaMuHaIus Ha dtane Beiaenenus JJHK nmubo nposenenus
peakiuuu MynbTUILUIEKCHON [ILP. JI0XKHOMOMOKUTENbHBIN pe3yJabTaT
MOXET OBITh BBISIBJICH C IOMOIIBI) OTPULIATEIBHOTO KOHTPOJIBHOTO
obpasria.

Hapyiienne 11e10CTHOCTH YITaKOBKH MPU TPAHCTIOPTUPOBAHUH.

Hcnonb3oBanue Habopa € HUCTEKIIMM CPOKOM TOJHOCTH WJIH
HapylIeHNUE YCIOBUI XpaHEeHUs Habopa.

Hapymienne ycinoBuil XpaHeHHsT TpU  TPAHCIOPTHPOBAHUU
00pasIoB.

Bpems Boinostnenns nporokoJia IIIP cocraBasier 2 uaca.

3. CocTaB Ha0opa peareHTOB

BapuaHTbl HCIOJIHEHUS

HaGop peareHToB BBITYCKaeTCs B OAHOM BAPHAHTE UCIIOJTHEHHA -
«BRCA1,2 - Tka"b».

KonunyecTBo ananu3npyemMsIx npod

Kaxnprit wabop «BRCAL,2 - TkaHb» CONEPKUT pPEareHTHI,
paccuMTaHHble A HpoBeneHus 48 peakuuil KaXIoro MyJbTHILIEKCA
(5266/181 - BRCA1 ¢.5266dupC, BRCAL ¢.181T>G; 5251/5161 - BRCA1
€.5251C>T, BRCA1 ¢.5161C>T; 4035/1961 - BRCA1 c.4035delA, BRCA1
c.1961delA; 3749/4675 - BRCA2 c.3749dupA, BRCA1l c.4675G>A,
961/2897 - BRCA2 ¢.961_962insAA, BRCA2 ¢.2897_2898del; 68/3700 -
BRCA1 c.68_69del, BRCAl ¢.3700_3704del; 8754/4689 - BRCA2
€.8754+1G>A, BRCA1 ¢.4689C>G; 3756/6174 - BRCAL ¢.3756_3759del,
BRCA2 6174delT), 4To COOTBETCTBYET OMpEICIICHUI0 36 HCCIeTyeMbIX
00pa3loB € OTPULATEIbHBIMH U MOJOXHUTEIbHBIMH KOHTPOJIbHBIMH
oOpa3uamu Uiy 12 eIMHUYHBIM TOCTAHOBKAM HCCIIEyeMbIX 00pa3loB ¢
OTPHULIATENIbHBIMA U TIOJIOXXUTEIbHBIMU KOHTPOJBHBIMH 0O0pa3lamMu B
Ka)KJIOM ITOCTaHOBKE.
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Cocras HaOopa

Tabmuna 2 — CoctaB dhopmbl komiuiekTarn «<BRCAL,2 — Tkanb»

Ne Ha3Banmue KOH"“?CTBO’
Onucanne 00bEM
101 peareHTa

[Ipo3paunas 3 mpobupku

1| TP-Gydep GecrBeTHas )KUIKOCTh mo 1280 mxun

2 | Tpaiimep-vuxc 5266/181 [Ipo3payunHas KHIKOCTH 1 npobupka,
CHUPEHEBOTO I[BETa 192 mxn

N IIpo3paynas :KHIKOCTH 1 npobupka,
3 | Ipaiimep-murc 5251/5161 CHPCHEBOTO 1BeTa 192 i

4 | Tipaiivep-wuxe 4035/1961 [Ipo3paynHas KUIKOCTH 1 npobGupka,
CHUPEHEBOTO I[BETa 192 mxn

5 | Tpaiivep-wuxc 3749/4675 [Ipo3paynHas KAIKOCTH 1 npobGupka,
CHUPEHEBOTO I[BETa 192 mxn

6 | Mpaiivep-wuxc 961/2897 [Ipo3paynHas KUIKOCTh 1 npobGupka,
CHUPEHEBOTO I[BETa 192 mxn

7 | Tpaiivep-vuxc 68/3700 [Ipo3paynHas KUIKOCTH 1 npobGupka,
CHUPEHEBOTO I[BETa 192 mxn

8 | Tpaiivep-wuxc 8754/4689 [Ipo3paynHas KAIKOCTH 1 1'1119)(2)6I/Ip1<a,
CHPEHEBOTI'0 LIBETA MEKJT

9 | Mpaiimep-muxc 3756/6174 [Tpo3paunast KHIKOCTH 1 rllgg&dplca,
CHPEHEBOT0 I1BETA MKJI

10 | nxo-N [Ipo3paunas 1 npobupka,
GecriBeTHAs )KUIKOCTh 576 MK

11 | nxo-m [Ipo3paunas 1 npobupka,
OecrBETHAS KUIKOCTD 576 MK

12 | oxo [Ipo3paunas 1 npobupka,
OecuBeTHAS YKUIKOCTh 576 MKa

IIP-0y¢ep roToB K UCIOIB30BAHUIO U COJEPKUT BCE OCHOBHBIE
peareHThl, BKJItodas repmoctabunbhyio JIHK-nonumepasy, cmecs tTHTO

u onrtumusupoBanubiit as [P O6ydep

IIpaiimep-mukc 5266/181 roToB K MCHOJB30BAHUIO U COACPIKUT

MYJIBTUIUIEKCHYIO CMECh ITPaiMEPOB U 30H/0B:

1. Tlpaiimepel u 30HX K ywyacTky ¢ Mmytauueii B reHe BRCA1L

2. Tlpaiimepsl 1 30H1 K yuacTKy ¢ myTanueii Brene BRCA1¢.181T>G.
Hereknus ocymectpiseTcs mo kanaay HEX/VIC.
IIpaitmep-mukc 5251/5161 roToB K MCIONB30BAaHUIO U COAEPIKUT

€.5266dupC. [erekuus ocymiecTBaseTcs mo kanary FAM.

MYJBTUIUIEKCHYIO CMECh TPaiiMepOB U 30H/I0B:
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1. Tlpaiimeps! u 30H1 K yuacTky ¢ mytauueii BRCA1 ¢.5251C>T.
Herexkuusiocymectnisiercs o kanainy FAM.
2. Tlpaiimepsr u 3081 K ydacTKy ¢ mytanueii BRCAL ¢.5161C>T.
JHerexknusocyiectsisercs mo kanany HEX/VIC.
Mpaiimep-muke 4035/1961 roToB K MCIOJIB30BAHUIO U COACPIKUT
MYJIbTUIIIEKCHYIO CMECh IIPaliMEepPOB U 30H]I0B:
1. Tpaiimepsr u 30un k Mmyrtanuu BRCAL c.4035delA. Jlerekmmst
ocyIecTBisiercs o kanainy FAM.
2. Tlpaiimepsl u 30HA K ywacTky ¢ myranueit BRCAL c.1961delA.
HereknusocyiecTnisercs mo kanany HEX/VIC.
Ipaiimep-muxce 3749/4675 roToB K UCIOIB30BAHUIO M COACPIKUT
MYJbTUIIIEKCHYIO CMECh IIPaliMepOB U 30H]I0B:
1. Tlpaiimepsl u 30HI K yuacTKy ¢ mytaimeii BRCA2 ¢.3749dupA.
Jerexuusiocyuiectisiercs rno kanany FAM.
2. Tlpaiimeps! u 30H7 K yyacTky ¢ myranueii BRCAL ¢.4675G>A.
Jlereknusiocyiectsisiercs mo kanary HEX/VIC.
Ipaiimep-muke 961/2897 roTOB K UCMONIB30BAHUIO M COJCPIKHT
MYJbTUIIIEKCHYIO CMECh IIPaliMepOB U 30H]I0B:
1. Tlpaiimepsr w 30HA K y4actky c¢ wmyranuedr BRCA2
€.961 962insAA.[leTekius ocylecTBisieTcs mo kanany FAM.
2. Tlpaiimepsr u 30Hn k wmyranuu BRCA2 €.2897_2898del.
Jletekiust ocymiectisiercs o kanaay HEX/VIC.
Ipaiimep-muke 68/3700 roTOB K HCIIOIB30BAHUIO U COJCPKHT
MYJIBTHIIEKCHYIO CMECh IPaiiMEepOB U 30H/IOB:
1. TIpaiimepsl u 30HA K ydacTky ¢ mytarueit BRCAL ¢.68_69del.
JerexnusocymecTsisercs no kanany FAM.
2. Ilpaiimepsr u 30oun k wmyranud BRCA1 ¢.3700_3704del.
Herexuus ocymectBisiercs o kanary HEX/VIC.
Ipaiimep-muxce 8754/4689 rotoB K UCIOIB30BAHUIO M COMEPIKUT
MYJIbTUIIIEKCHYIO CMECh IIPaitMepOB U 30H]I0B:
1. Tlpaiimeps! 1 30HI K ydacTKy ¢ mytanueii BRCA2
€.8754+1G>A. [lerekuus ocymecTBisieTcs mo kanamy FAM.
2. Tlpaiimepsl u 30HI K yuyacTky ¢ myranueir BRCAL ¢.4689C>GC.
JerexnusocymecTrisercs mo kanany HEX/VIC.
Ipaiimep-muke 3756/6174 roToB K UCIOIB30BAHUIO U COACPIKUT
MYJIbTUIIIEKCHYIO CMECh IIPaliMEPOB U 30H]I0B:
3. Ipaiimepsr u 30Hn k wmyranun BRCA1 ¢.3756_3759del.
Jetexuumst ocymecTBisercs o kaHary FAM.
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4. Tlpaiimepsl u 30HA K ydacTky ¢ myramnueii BRCA2 6174delT.
Jlerexius ocymiecTBisiercs mo kanany HEX/VIC.

MonoxkuTeabHblil KOHTPOIbHBIH 00pa3en - N (IIKO-N) rotos k
UCIIOJIb30BAaHUIO U MpeAcTaBisieT coboi cmech muasmugubeix JHK ¢
CHHTETUYECKUMHU BCTaBKaMu amiumdpuiupyembix ¢parmento JHK-
HOpMasibHbIe BapuaHThl reHOoB BRCAL,2, 3akmou€HHBIX B IJIa3MHJIHBIC
BekTopsl pUCS57-Bsal-Free u pAl-TA ¢ konnentpanueii 1 000 xor B 1 M1
TE oydepa.

MMonoxuTeabHbIH KOHTPOIBLHBII 06pa3en - M (IIKO-M) roros
UCIIOJIb30BAHUIO U MpeAcTaBisieT coboi cmech muasmugaubeix JJHK ¢
CUHTETMUYECKMMHU BCTaBKaMu amiumduuupyembix ¢parmentos JHK —
crieruduyeckuii pparmentsl ¢ mytaiusivu B redax BRCAL (¢.5266dupC,
.181T>G, ¢.5251C>T, ¢.5161C>T, c.4035delA, c.1961delA, c.4675G>A,
€.68_69del, ¢.3700_3704del, ¢.4689C>G, ¢.3756 _3759del) u BRCA2
(c.3749dupA, c.961_962insAA, ¢.2897_2898del, ¢.8754+1G,
6174delT), szakmouéHHbIx B MmIasmuaHbelii  BekTop PAI-TA ¢
kouneHTparnueit 1 000 ko B 1 mxit TE Gydepa.

OrpunarenbHblii KOHTPOJabHBIA o0pasen (OKO) roroB k
UCIIOJIb30BAHUIO M MPEACTaBIseT CO0OW JEMOHM30BAHHYIO BOAY,
cBoboanyto ot JIHKa3.

B cocraBe Habopa OTCYTCTBYIOT JIEKapCTBEHHbBIE CpEACTBA IS
MEAMIMHCKOTO MPUMEHEHUS, BEIIECTBA YEIOBEUECKOTO MM KMBOTHOTO
IPOUCXOXKICHUS.
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4. XapakTepucTHKH Ha0opa peareHToB

4.1 Texnuyeckne U GyHKUMOHATbHbIE XapAKTEPUCTHKHU

Tabmuma 3 — Habop pearentoB «<BRCAL,2 — Tkauby.

HanmenoBanune XapakTEepUCTUKHU U HOPMBI Ilynkr TY
HoKa3areJs
1. Texnuyeckmne XapaKTepUCTHKH 1
1) Buemmnuii Bun
[LIP-6ydep IIpo3paunas 6ecliBeTHas KHUIKOCTh Paznen 7,
ITyHKT 7.6
IIpaiimep-mukc IIpo3pauHas >KUAKOCTE CUPEHEBOIO LIBETA Paznen 7,
5266/181 IYHKT 7.6
[Ipaiimep-mMukc IIpo3pauHas )KUAKOCTH CUPEHEBOIO IIBETA Paznen 7,
5251/5161 ITYHKT 7.6
IIpaiimep-mMukc IIpo3pauHas )KUAKOCTH CUPEHEBOIO LIBETA Paznen 7,
4035/1961 IYHKT 7.6
[Ipaiimep-mukc IIpo3payHas )KUIKOCTh CUPEHEBOTO 1BETA Pasgen 7,
3749/4675 MyHKT 7.6
[Ipaiimep-mukc [Ipo3payHas )KUAKOCTH CUPEHEBOIO LIBETA Paznen 7,
961/2897 ITYHKT 7.6
[Ipaiimep-muxc [Ipo3payHas >KUAKOCTH CUPEHEBOTO I[BETA Paznen 7,
68/3700 IYHKT 7.6
IIpaiimep-mukc IIpo3pauHas KUIKOCTb CUPEHEBOIO LIBETa Paznen 7,
8754/4689 IYHKT 7.6
IIpaiimep-mukc IIpo3pauHas )KUAKOCTb CUPEHEBOIO 1IBETA Paznen 7,
3756/6174 IYHKT 7.6
[TIKO-N IIpo3paunas GeciiBeTHAs KHUIKOCTh Paznen 7,
MyHKT 7.6
TIKO-M [Ipo3paunas GecrBeTHAS KHUIKOCTH Pasgen 7,
ITyHKT 7.6
OKO [Ipo3paunas GecrBeTHAS KHUIKOCTH Paznen 7,
IyHKT 7.6
1.2 KoMIIEKTHOCTE B coorserctBun c . 1.4 TY 21.20.23-029- Paznen 7,
o 97638376-2020 yHKT 7.12
1.3. Mapxuposka B coorserctBun c 1. 1.5 TY 21.20.23-029- Paznen 7,
" 97638376-2020 yHKT 7.12
1.4, Viakoska B coorBerctBun c . 1.6 TY 21.20.23-029- Paznen 7,
o 97638376-2020 yHKT 7.12
2. DyHKIHOHAJIbHbIE XaPAKTePUCTUKH
. Perucrpanus Hanuuusi 0JHOTO MHUKa IJIABJICHUS Pasgen 7,
IMonoxuTenbHbIH
U OTpefIeTICHHe yHKT 7.8.3

pe3ynbtat ¢ [IKO-N

TeMIlepaTypsl I1aBiaeHus no kanataMmFAM u
HEX/VIC
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. Perucrpanyst HaIM4YKs OAHOTO MUKATUIABIICHHS Paznen 7,
[MonoxxuTenbHbIN
U onpezeneHue yHKT 7.8.3
pesynbtar ¢ [IKO-M
TeMIIepaTyphl IIaBjeHus 1o kaHanaMmFAM u
HEX/VIC
0 N B npo6upxkax ¢ OKO no kananamFAM n HEX/VIC | Paspen 7,
TPULATCITEHBIH OTCYTCTBYIOT ITUKH IUIaBJICHUS U TEMIIEpaTypa nyskr 7.8.3
pesynsTat ¢ OKO IABIIEHHAL

4.2. XapaKkTepuCTHKH AHAJIMTHYECKOi 3(PPeKTUBHOCTH

4.2.1 AnaauTudeckas cnequuIHoOCTh

Cnenuduyen mno oTHomeHWto K wmyranusMm B reHax BRCAL
(c.5266dupC, ¢.181T>G, ¢.5251C>T, c¢.4035delA, ¢.5161C>T,
c.4675G>A, .68 69del, ¢.3700_3704del, c.1961delA, c.4689C>G,
€.3756_3759del), BRCA2 (c.3749dupA, €.961 962insAA,
€.2897_2898del, c.8754+1G>A, 6174delT).

4.2.2 AHAIMTHYeCKAs YYBCTBUTEIBLHOCTh

10 xomnmit rera BRCAL, BRCA2 B 1 Mk pactBopa JJHK

4.2.3 MuHuMAJIbHOE CcO/ep:KaHUEe ONMyXoJu B oOpa3ue s
nposenenusi Tecra - 20% mo pesympraraM  MOPQOIOTHIECKOTO
UCCIIEIOBaHMS OITyX0JIEBOTO MaTepualia BpadOM-THCTOIOIOM.

4.2.4 Tlpenen oonapyxenusi (LoD) - Haumenbpmas wuacrora
3asBleHHbIX ayeneil B obpasue B remax BRCAL, BRCAZ2, kortopoe
CIIOCOOHO BBISIBUTH U37ENUe cOCTaBisieT 5%.

4.2.5 IIpenM3HOHHOCTD B YCJOBHAX NOBTOPSIEMOCTH

Jlist  OIEHKH TPENM3UOHHOCTH B  YCIOBHSX IOBTOPSIEMOCTH
NoJOXHUTeIbHbIE KOHTposbHble oOpasuel [IKO-N u ITIKO-M Obuin
uccienoBanbl 1o 10 moBTOPOB.

JlaHHBIE MO MOBTOPSIEMOCTH TOJY4al0T BHYTPU J1AOOpAaTOpPUH ISt
KOHKPETHOTO O0OpyIOBaHHMS W BHYTPH KOHKPETHOW mapTuu Habopa
pEareHToB.

JIist  OIEHKH TPEUU3UOHHOCTH B  YCIOBHSX IOBTOPSIEMOCTH
pacCUMTBHIBAIOT cpeaHee apu(METHUYeCKoe BBIOOPKH, JHCIIEPCHIO,
CPEIHEKBAIPaTUYECKOE OTKJIOHEHHWE W KOX((UIMEHT BapHalUU 10
MIOJTyYCHHBIM 3HAYEHHUSIM B IOBTOPAX KOHTPOJIBHBIX 00pa3IoB.

PesynpTathl Hccieq0BaHUs IOKA3alu, YTO K03 puimeHT Bapuanuu
B YCJIOBUSIX ITOBTOPSIEMOCTH Habopa coctapisieT He Ooinee 2%.

4.2.6 IlpenM3HOHHOCTDH B YCJIOBHMAX BOCIIPOM3BOIHUMOCTH

OLeHKy BOCIPOM3BOJUMOCTH TECT-CUCTEMBI MPOBOASAT AHAJIOTHMYHO
pacuéry NpPEeUU3MOHHOCTH B YCIOBHSX IOBTOPSIEMOCTH, OIHAKO st
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TECTUPOBAHUS HCIOJB3YIOT pa3jMyHble NapTUU Habopa peareHToB,
pEeaKIuu CTaBIT B Pa3HBIX TAOOPATOPHSIX, PA3HBIE OMIEPATOPHI, B pa3HBIE
nuu, Ha pasHbix [ILP-ammmudukaropax (baokx BocmpomsBogumocTH 1,
brmox BocmpousBogumoctu 2, brmok BocmpousBogumoctu 3, biok
BOCIPOM3BOAUMOCTH 4).

[Ipu MIPOBECHUUN MPEIU3UOHHOCTH B YCIIOBUSIX
BOCIPOM3BOANMOCTH  HaOI0/anach IOJIHAsg BHYTPUIIOCTAHOBOYHAS,
MEXIOCTAaHOBOYHAS U MEXKCEpUHAS BOCTIPOU3BOAUMOCTbD, KOd(hpuimeHt
Bapualuu He npesbimaet 3%.

4.3 XapakTepuCcTHKH KJIMHHYECKOi 3(pPeKTUBHOCTH

B xome npoBeacHMS KIIMHUYECKUX HCIIBITAHUNA OBLIIO 0TOOpaHo 53
obpasna TkaHu, (ukcupoBanHoii B 10% pactBope dopmanuHa U
3akmouéHHoil B mapadunoBblii O0nok (FFPE-Giok), OT mamueHToB ¢
HACJIEJICTBEHHBIMU (hOpMaMU OITYXOJIEBBIX 3a00JIeBaHUi (paKa MOJIOYHOM
JKele3bl, paka SMYHUKOB, paka IOJPKEIYJOUYHOM  JKele3bl) ¢
MOJITBEPXK/ICHHBIM TOJIOKUTEILHBIM CTATYCOM HCCIEYyeMBbIX MYyTallUil B
remax BRCA1, BRCAZ2.

Kaxp1it o6paserr OblT MPOTECTUPOBAH B JIBYX CEPUAX C MMOMOIIBIO
uccienyemoro Habopa pearentoB «BRCAL,2-tkanby, mpousBoactea OO0
«Tectl'en», s OLEHKU MEKCEPUMHON CXOIUMOCTH.

Hnst  mposenenust IIL[P-uccnenoBanusi ObUIM  MCTIOJIB30BaHBI
aMITU(UKATOPBl, PEKOMEHAYyeMble IPOU3BOAUTENEM HCCIETyeMOTro
Habopa peareHToB:

- Avmmudukarop nerektupyroumii  JTnpaiim (OO0 «/IHK-
Texnonorus», Poccus);

- Ammmdukarop CFX 96 («Bio-Rad», CIIIA);

- Ammmdpukarop QuantStudio 5 («Thermo Fisher Scientific»,
CILIA).

BocnpousBogumocts pesynbratoB 100%.
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Tabnuua 4 — XapakTepuCTUKH KIMHUYECKOH 3(ppeKTuBHOCTH

JluarHocruyeckas
KoanyecTBo KoanuectBo Jluarnocrtuyeckas
o . crnenu(pUIHOCTD
Ha0II01eHuii ¢ Ha0II0/1eHUI ¢ YyBCTBUTEJILHOCTH o
MyTauus N C JIOBEpUTEIBbHON
MOJIOKUTENbH | OTPHUATEIbHBI C JIOBEPHUTEIBHOMN BeDOSTHOCTHIO 95
bIMH MIPOGAMU MH NpodaMu BeposiTHOCTHIO 95 % P %
0 0
BRCAL 40 66 (95% 1111%99/3,19%- (95% ,(Z:[LI?I?9C(:,56%-
€.5266dupC 100%) 100%)
BRCA1 (100% (100%
c5251C>T 4 102 (95% IN1:39,76%- | (95% I11:96,45%-
' 100%) 100%)
0 0
BRCA1 . 109/0 , . (10F)A) \
4035delA 8 98 (95% [IN:63,06%- | (95% J111:96,31%-
c. 100%) 100%)
0 0
BRCA?2 o (10(.)A> , o (10(.)/0 .
¢.3749dupA 4 102 (95% JI1:39,76%- | (95% J1:96,45%-
) 100%) 100%)
BRCA?2 (100% (100%
. 4 102 (95% 1IN:39,76%- | (95% J111:96,45%-
€.961_962insAA 100%) 100%)
0 0
BRCA1 (100% (100%
68 69del 2 104 (95% M:15,81%- | (95% J11:96,52%-
c.bo_obvde 100%) 100%)
0 0
87BSESfC25> A 2 104 (95% ,(I:[LIE)I(:)I/;),SI%- (95% 2-191?9/60,52%-
c. 100%) 100%)
0 0
BRCAL 2 104 (95% ,(I:[I-I(/)I?l/’g,Sl%- (95% 2-19199/60,52%-
€.3756_3759del 100%) 100%)
0 0
BRCA1 . (lO(?A) , . (lO(?/o \
181T>G 10 96 (95% ANM:69,15%- | (95% 111:96,23%-
¢ 100%) 100%)
100% (100%
c SBESC]:.(AZJ;T 8 98 (95% 1IN:63,06%- | (95% J111:96,31%-
) 100%) 100%)
0 0
BRCA1 . (lOF)A) , . (lO(?/o \
c.1961delA 6 100 (95% N:54,07%- | (95% 111:96,38%-
' 100%) 100%)
0 0
BRCAL . (109 % , . (109 % .
C.A675G>A 4 102 (95% 1IN:39,76%- | (95% J111:96,45%-
) 100%) 100%)
0 0
BRCA2 4 102 (95% 219103/90 76% (95% )(22-19109/60 45%
. ) 0~ . B 0~
€.2897_2898del 100%) 100%)
BRCA1 (100% (100%
¢.3700 3704del 4 102 (95% 1IN:39,76%- | (95% J111:96,45%-
) — 100%) 100%)
BRCA1
c.4689C>G 2 104 (100% (100%
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(95% JI1:15,81%-

(95% J111:96,52%-

100%) 100%)
BRCA? 0 (100% 0 (100%
617400l T 2 104 (95% JIN:15,81%- | (95% JIN1:96,52%-
100%) 100%)

5. [lepeyeHb PUCKOB, CBA3aHHBIX C IPUMEeHEHHEM HA00pa peareHToB
«BRCA1,2 — Tkaub»

B norpanuuHyro 30Hy pUCKa BOILIU ONACHOCTH:
noreps GyHKIMOHATIBHBIX CBOWCTB PEareHTOB, BXOSAIINX BHAOOD,

1.

H3-3a TPAHCIIOPTHUPOBAHH,

HCECOOTBCTCTBYIOIINX YCIIOBUAX,

3arpsA3HCHUC

KIIMHHUYCCKOI'O

Marcpuraia

XpaHE€HHUA MM OKCILUTyaTaliu B

UHTHOUPYIOLTUMU

BEILECTBAMU B KOHIIEHTPALMSIX, TPEBBIIIAOIINX JOITYCTUMbIE
KOHTaMHMHAIIMS PEaKIMOHHBIX CMeCei ¢ oOpa3liaMu ucciaeayeMoi
JHK conepsxxumbim u3 npodupku [1IKO wnu npogykramu I1LP;
MPOBE/ICHUE aHalIM3a C ucrnosb3oBanueM mnpoosl JTHK nHu3koro
KauecTBa (HU3Kasi KOHIICHTPAIUs W/ WU TI0Xask OYUCTKA);
HEBBIMOJTHCHUE TPEOOBAHHM O MPOOOIIOATOTOBKE, TIPOBEIACHHUIO

AHAJIM30B W YTWIHU3allUU BCJIICACTBUC pa6OTBI

HEKBaJM(UIUPOBAHHBIM I1EPCOHATIOM;

HCIIOJIBb30BaAHUC

HETIPHUT'OAHOT'O

TS

MMPUMCHCHUA

¢ HabopoM

Habopa

(I/ICHOJ'IB?;OBaHI/Ie o HUCTCUYCHHUIO CpPOKa TOAHOCTU MWW IIPU

HapyLECHUN YIIaKOBKH).

B o0nactu HeoMyCTUMOM 30HBI PUCKHU HE BBISIBJICHBI.

COBOKYMHBI OCTATOYHBI PUCK TPUMEHEHUS MEIUIIMHCKOTO
u3nienusi Habop peareHTOB ISl KAYECTBEHHOTO BBISIBJICHHUS MYTAIMid B
rerax BRCAL1,2 meTomoM MyIbTUIUIEKCHOW MOJHMMEPa3HON IEMHON
peaKIny B PeKUME PeaTbHOT0 BPEMEHH C JECTCKITUEH KPUBBIX TUIABICHHS
«BRCA1,2 — TkaHb» ABIAETCS ITOMYCTUMBIM, MOJIb3a OT €ro MPUMEHEHUS
MIPEBBIIIACT PHCK.
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6. Mepbl Npe0CTOPOKHOCTH TP padoTe ¢ HAGOpPOM

Kracc B 3aBUCHMOCTH OT MOTEHIIMAIILHOTO PUCKA IPUMEHEHUS — 3
— B COOTBETCTBHHM C HOMEHKJATYPHOM KiacCH(pHUKAIMeHd MeTUIITHCKIX
U3JIeNNA, YTBEpKIaeMoi mpuka3zoM MUHHUCTEpCTBA 3APaBOOXPAHEHUS
Poccuiickoit ®enepanuu ot 06.06.2012 N 41.

Bce cocraBHble yacTH M peareHTHI, BXOAAIIME B cOcTaB Habopa
pearentoB «BRCAL1,2 — TkanHb», OTHOCATCA K 4 Kjaccy OIACHOCTH
(BemectBa Manoormnacubie) B coorBeTcTBUU ¢ [[OCT 12.1.007-76 «CCBT.
Bpennsie  BemectBa.  Knaccudukamus wu obmue  TpeOoBaHUS
0€30MacHOCTHY.

Pearentsl, Bxomsmme B Habop «BRCALl,2 — Tkamp», 00mamaroT
HU3KOW YIPYTOCTBIO Mapa U UCKIIOYAIOT BO3MOXHOCTh MHTASIIIMOHHOTO
OTpAaBJICHHUS.

Pearentsl, Bxomsame B Ha0op «BRCAL,2 — TkaHb», HE TOKCHYHBI,
MOCKOJIbKY TOTOBSITCSI TYTEM CMEIIWBAHUS OTACIBHBIX HETOKCHYHBIX
KOMITOHEHTOB.

Pabora nomkHa NPOBOAMTHECA B JIAOOPATOPHH, BBHITOJIHSIOMICH
MonekynspHo-Ouonornyeckue (IILP) wuccrnenoBanust KIMHHUYECKOTO
MaTepuaia ¢ COOJIOJIEHUEM CaHUTAPHO-IIMUIEMHUOJIOTHYECKUX TPABUII
CanlluH 2.1 3684 21 ot 28.01 2021 "CaHuTapHO-31IMAEMUOIOTHYECKUE
TpeOOBaHUSI K COJEPKAHUIO TEPPUTOPUI TOPOJICKHMX M  CEIbCKUX
MOCENeHN, K BOJHBIM OOBEKTaM, MHUTHEBOH BOJAE U TMHTHEBOMY
BOJIOCHA0KEHUIO HACeJIeHUs, aTMOC(hEepHOMY BO3/yXY, IMOYBAM, >KUIIBIM
MOMEIIEHUSIM, DKCIUTyaTallil  TPOU3BOJCTBEHHBIX, OOIIECTBEHHBIX
MTOMEIICHUH, OpTraHU3aIu’ u MIPOBEACHUIO CaHUTApPHO-
MPOTUBOIIUIEMUIECKHIX (MpopUITaAKTHUECKUX ) MepOnpHsITHiA".
CrneoBaTh peKOMEHIAIUAM, H3JIOXKEHHBIM B MY 287-113, MV 1.3.2569-
09.

HeoOxomuMo ~ ONHOBpeMEHHO  oOecreynTh U COOMI0IaTh
MEPCOHAJIOM TIpaBWjIa OMOJOTHYECKOW OE€30MacHOCTH W TpeOOBaHUS K
OpTraHM3aIi U MPOBEJICHUIO JaHHBIX Pa0OT C IENbI0 MPEJOTBPAIICHUS
KOHTAMHUHAIIMA HYKJICHHOBBIMU KHCJIOTaMH U (WJIM) aMIUTHKOHAMH
UCCIIETyeMbIX P00, MOMEIICHH U 000pyI0BaHUS.

[Tpu paboTe Bcerna cieayeT BBIOIHATH CISAYIOIINE TPEOOBAHUS:

- YIAJISATh HEUCIIOIb30BaHHbIE peakTUBBI B cooTBeTCTBUU ¢ CanlluH
2.1.3684-21 or 28.01.2021  "CanuTapHO-3IUAEMHUOIOTHYECKUE
TpeOOBaHUSI K COJEP)KAHUIO TEPPUTOPUN TOPOACKUX U CEIBCKUX
MOCENICHN, K BOJHBIM OOBEKTaM, IHTHEBOH BOJAE U THTHEBOMY
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BOJIOCHA0KEHUIO HACEJIeHMs, aTMOC(EPHOMY BO3IYyXY, IIOYBAM, JKUJIBIM
NOMEIICHUSM, SKCIUTyaTalluhd  MPOM3BOJICTBEHHBIX, OOIIECTBEHHBIX
HIOMEIIEHUH, OpraHu3aluu U IPOBEICHUIO CaHUTApHO-
IPOTHBOAHIEMHYECKUX (MPOPUIAKTHUECKUX ) MEPOTIPUATHI";

BHUMAHMUME! Ilpu ynaneHuud OTXO0JOB TOCIE aMIUIU(PUKAIMHA
(mpobupok, conepxanux npoayktsl [1L[P) HemomycTHMO OTKpBIBaHHE
npoOUPOK U Pa3OpbI3TMBAaHUE COJNEPKUMOIO, IOCKOJIBKY 3TO MOXKET
OpUBECTH K KoHTamuHanuu mnpoxykramu [IL[P maGoparopHoii 30HBHI,
000pyIOBaHUS U PEareHTOB.

1. mpumeHsATr HAaOOp CTPOro MO HA3HAYCHMIO, COTJIACHO TaHHOMN
UHCTPYKLIUY;

2. JnomyckaTh K pabore ¢ HaOOpPOM TOJNBKO CHEIHMAIbHO 00YYEHHBIN
nepcoHan (CHeUMaIMCT C BBICIIMM MEAULIMHCKUM 00pa3oBaHUEM,
IpoIIeAnIero 00y4eHne Ha JTUIEH3UPOBAHHBIX Kypcax CHEeIHaIH3aIuy 110
[MLIP-nuarHocTuke, a Takke CO CPEIHUM CIEUUATbHBIM MEIULUHCKUM
00pa3zoBaHHEM);

3. He UCMOJb30BaTh HAOOP M0 UCTEUECHUH CPOKA FOJITHOCTH;

4. u30erath KOHTaKTa C KOXKEH, rja3zaMyd U CIM3UCTON OOOJIOYKOIA.
ITpy KOHTAaKTE HEMENJEHHO IPOMBITH MOPaKEHHOE MECTO BOJOW M
00paTUThCs 3a METULIMTHCKOM TOMOIIBIO.

Heo0XxoauMBIX Mep MpeloCTOPOKHOCTH B OTHOIIEHUH BIMSHUSA
MarHUTHBIX  MOJE€W,  BHEIIHUX  DJIEKTPUYECKUX  BO3JEHCTBUH,
JNEKTPOCTATUYECKUX pa3psloB, HABJICHUS WIM IEpernajoB JaBlCHUs,
NEPErpy3KH,  UCTOYHUKOB  TEPMUYECKOIO  BOCIUIAMEHEHUS  HE
IPEyCMOTPEHO.

B cocraBe Habopa OTCYTCTBYIOT BEILIECTBA YEJIOBEYECKOTO HWIIU
JKHBOTHOT'O MPOUCXOXKICHUS, oOJazaroniue NOTEHIINAILHOU
UHQEKIIMOHHON MPUPOIOH, TOITOMY Mephl MPEJOCTOPONKHOCTH MPOTHB
JH00BIX CIIeUaTbHBIX, HECBOWCTBEHHBIX PUCKOB IIPU UCIOJIB30BaHUU WU
peann3anny U3IeNNs He IPEyCMOTPEHBI.
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7. ObopynoBaHue W MaTepHaJibl, HeoOXOAUMble NpH padoTe C
HabopoM

Pabora ¢ Habopom pearentoB s mynabTuiuiekcuoi [P «<BRCAL,2—
TKaHb» OCYIIECTBIIsACTCS B pabodeil 30He 3 (IISATIPUTOTOBICHUS PEAKITUI)
(MVY 1.3.2569-09).

OobopynoBanue 1151 npoBeenusi MmyJjabTuiviekcHou INIP:

1. I[IIIP-60kc O6uonoruueckoit 6e3omacuHoctu Il u Il kmacca 3ammTh
(manpumep, «bMBb-Ill-«Jlamunap-C»-1,2»,  «JlamMuHapHBIE  CHUCTEMBI»,
Poccus).

2. Boprekc (mampumep, «TOTA-2», «buokom», Poccust).

3. HaGop »/leKTpOHHBIX WMJIM  aBTOMAaTHYECKHX  JI03aTOPOB
nepeMeHHOro oobéma (Hanpumep, «Eppendorf», I'epmanus).

4. XonogmnpHuk oT 2°C 1o 8°C ¢ MOpPO3WUIBLHON KaMepoil He BHIIIIE
munyc 16°C.

5. AMmmdukarop ¢ ¢IyOpeCUEHTHOH JAETEKIUEeH B pexXuMe
pealbHOTO BPEMEHHM IO KaHajaM, COOTBeTCTBYIOIUM (iayopodopam FAM,
HEX/VIC, nanpumep, CFX96 (BioRad, CIIIA),

«ATnpaiim», «JITnaiity («IHK-Texnomorus», Poccus), QuantStudio 5
(Thermo Fisher Scientific, CIIIA).

MaTepuaJjbl H peareHThbl, He BXOASIINEe B COCTaB U31e/usl:

BHUMAHME! IIpu padore ¢ JAHK HeoOxoaumo wHcnonb3oBaTh
TOJIbKO OJHOPA30BbI€ CTEPHJIbHBIE IUIACTHKOBBIE PACXOJHBIE MaTepHabl,
UMEIOIINE CICIMaTbHYI0 MapKkupoBKy «DNase-free».

1. OpHopa3zoBble HAKOHEYHHMKH C a3po30JibHBIM Oapbepom a0 1000

Mk, 200 Mk, 20 mxor u 10 mxot (Hanpumep, «Axygeny, CILIA).

2. OpnopasoBble mpodupku dnnenaopd Ha 1,5 mit;

3. MNnammersr mna I[P ¢ onTuyeckwm TPO3pavyHOil TUIEHKOM
(nammpumep, «Axygen», CIIA) niM TOHKOCTEHHBIE OJHOPA30BbIE
MPOOUPKH C ONTHYECKU ITPO3payHOi Kpbikoit st TT1[P:

- npobupku st [THP o6pémom 0,2 mi,
- npoOupku ams [P o6sémom 0,2 mit B cTpumnax.

4. OTnenbHBIN XajgaT U OAHOPA30BbIE MEpUATKU O€3 TaJlbKa.

5. EMKoCTb ¢ 1e3MH(QHIMPYIONUM PaCTBOPOM.

6. llIratuBsl «pabodee MecTo» it MPoOUPOK 00bEMOM 0,2 MIT WU IS

CTPUNIOBAaHHBIX MpoOupok o6vémom 0,2 wMa  (Hampumep,
«UnuTepJlabCepsucy», Poccus).

7. HaGop pearenToB mus BeigeneHusi reHomHor JIHK uenoBeka u3
¢uKcupoBaHHOI B mapaduHe TKaHu (cM. 1. 8.2).
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8. AHaam3upyemblie 00pa3ibl

Tun anaausupyemMoro oopasua

Buonorndeckum Marepuanom Jjisl HCCIICIOBAHUS SBIISICTCS TKAHb,

¢ukcupoBannas B 10% pactBope popmanuHa u 3aKIrouEHHAs B
napauHOBBIN OJIOK.

8.1 llpoueaypa nojiydeHusi 6MOJIOTMYECKOr0 MaTepuaJia

BHUMAHME! Ilepen Hauaaom pabOTHI ClIEyET O3HAKOMHUTBHCS C
METOJUYECKUMH  peKoMeHaanusMu  «B3sitme,  TpaHCIOPTHUPOBKA,
XpaHeHue KiuHudyeckoro wmarepuania st [ILP-auarHoctukmy,
pazpaboranasivu DBYH [IHUND Pocnorpebnanzopa, Mocksa, 2012.

3abop MarepuaJia Ha HCCJIeJ0BAHUE

buoncuiinbiii ¥ (MJIK) onepalMOHHBIA MaTepUaJl.
Martepuan 3a0uparoT U3 NaToJIOrHYeCKU U3MEHEHHOTO OUara: u3 ero
[EHTPAJIBLHOW 30HBI W 30HBI, TPAHUYAIICH C HCHM3MCHEHHBIMU TKAHSIMHU.
B3sThiii Mmatepuan nomemarot B EMKocTh ¢ 10% pacTBopoM HEUTpaIbHOTO
dopmanuna. Ilocne Qukcauuu MOPOBOASAT MPOLEAYPY JIaOOPATOPHOM
00paboTKKM OHOJOrMUECKOro MarepHuaia, KOoTopas BKIIOYaeT B celds
CJIEYIOIINE MPOIEAYPhl — MPOBOJKA (0OE3BOKMUBAHKUE U MPOIUTHIBAHUE
napaguHOM); 3anMBKa B TapaduH ¢ W3rOTOBICHHEM MapadUHOBBIX
6oxkoB — FFPE-61okoB); MukpoTOMHsI (M3rOTOBIIEHHE MapapUHOBBIX
CpE30B).
KpuTepun npuroaHocTd THCTOJOTHYECKHX MpenaparoB I
Bbiaesenusi JIHK nus mocienyiomero MoJieKyJIsipHO-TeHETHYECKOr0
aHAJIN3a OIyX0JIeBbIX KJIETOK:
1. Tlo pe3ynbpTataMm MOP(HOIOrHIECKOTO UCCIIEIOBaHMS
OITyXOJIEBBIE 30HBI TOJMKHBI 3aHUMATh He MeHee 20% momaan
TKaHu B cpese ¢ FFPE-Gnoka;

2. Ilo pe3ynprataM MOpPQOJOTUYECKOTO UCCIECOBAHUS 30HBI
HEKPO3a M KPOBOMBIIUSHIS B COBOKYITHOCTH JIOJDKHBI 3aHIUMATh
He 6onee 15% mmomranu Tkanu B cpese ¢ FFPE-6oka;

B cnyuae, ecnu oOpaszel; He COOTBETCTBYET XOTs Obl OAHOMY M3
MEPEYUCIICHHBIX KPUTEPUEB, PEKOMEHIYEeTCS HCIOIb30BaTh JAPYrou
obpaserr.

IIpu moaroroBke cpe3oB ¢ mnapaUHOBBIX OJIOKOB HEOOXOIUMO
MUHUMU3UPOBATh PUCK KPOCC-KOHTAMMHALIMM OO0pa3loB, ISl Yero
HE00X0IUMO:

- paboTaTh B OAHOPA30BBIX HEOMYAPEHHBIX MEPUATKAX;

- mpoBoAUTH npoueaypy B I1LIP-0okce nnu naMmuHapHOM 1IKady;
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- HCIIOJIb30BaTh OJIHOPA3OBble JI€3BUA JJII MHUKpOTOMa H
CTepUJIbHBIC TUHIICTHI;

- MEepBBIE JBa Cpe3a C KaKIoro OJIOKa yTUIM3UPOBATH, a IUIf
MOJIEKYJIIPHOTO ~ MCCJICIOBAaHUS MCIOJIb30BaTh Cpe3bl, HayuHas C
TPETHETO;

- HE TIOMeIaTh CPe3bl Ha BOASHYIO OaHIO.

YcaoBusi TPAaHCHOPTHPOBAHHWS, XPaHEHMs M YTHJIM3ALUH
HCXO/HOr0 0HOJIOTUYEeCKOT0 MaTepHuaJia:

- P KOMHATHOM TeMIIeparype - B TeUCHHE 6 4acoB;

- mpu Temrepatype ot 2 10 8 °C - B TeueHue 3 CyTOK;

- ipu Temmneparype munyc 20 °C - B reuenue 1 Henenu;

- npu Temmnepatrype munyc /0 °C - 1muTensHo.

BHUMAHME! W30eratb NOBTOPHOIO  3aMOpaXUBaHUS U
OTTauBaHUs 00pa3LOB.

YcoBusi TpaHCIOPTHPOBaHUSA, XpaHeHus1 FFPE-Gs10x0B:

- ipu Temreparype ot 15 1o 25 °C — ne Oonee 3-x IeT.

Yrunuzauus OHOJIOTUYECKOTO Marepuaia (xmacc b)
ocymectBisiercs: B cootBeTcTBuM ¢ CanlluH 2.1.3684-21.

8.2 IIpoueaypa nosay4denusi npoosl renomuoi JJTHK uyenoseka,
BbI/JIeJICHHOH U3 OHOJIOTHYEeCKOr0 MaTepHuaJia

Hns Boimenenuss mnpobbr  reHomHod  JIHK  yemoBeka w3
OHMOJIOrMYECKOro MaTepHasa peKOMEH/1yeTCsl HCIOJIb30BAHNE CIIEAYIONIUX
KOMIUIEKTOB PEareHTOB:

- HabGop pearentoB nmns Beigenenus renomuor JIHK denoseka u3
(bUKCUpPOBaHHBIX B (pOpMaIMHE U 3aKIFOYEHHBIX B napaduH Tkanei (JJHK-
Tkane-M) mo TY 21.20.23-012-97638376-2019, nmpowmssoactea OO0
«Tectl'en», Poccus (peructpammonHoe yaocroBepeHue Ne P3H
2021/14273 ot 06.05.2021 1);

- HaGop pearentoB ans Bbiienenus renomHoi JIHK uvenoeka u3
¢bukcrpoBaHHBIX B (hOpMaIMHE U 3aKJIIOUEHHBIX B mapaduH Tkanei (JJHK-
Trkaup-®) mo TY 21.20.23-009-97638376-2016, mpowussoactea OO0
«Tectl'en», Poccus. Peructpammonnoe ynocrosepenue Ne P3H2018/7772
ot 30.10.2018.

Bo Bpems mpouenypwsl BwimeneHuss JIHK nHeoOxomumo cTporo
coO0JII0IaTh MPOTOKOJ U TPeOOBAHUS UHCTPYKLIMHU PUMEHIEMOro Habopa
peareHToB.

Yci0BUSI BO3MOKHOTO XPAaHEHHSl AHAJM3MPYeMbIX 00pa3noB
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JHK

- ipu Temrneparype ot 2 10 8 °C — B TeueHue 24 4acos,

- Ipu Temriepatype ot MuHyc 18 nmo munyc 22 °C — B teuenue 1
Mmecs1a,

- mpu Temriepatype Mmunyc 80 °C — niuTenbHo.

8.3 MHUnrepdepupymomme BemecTBa W OrpaHUYeHUsA IO
HCNOJb30BAHUIO AHAJTU3MPYEMOro MaTepuaJa

Bnusinue noreHIManibHO UHTEPPEPUPYIONMINX BEIIECTB Ha paboTy
Habopa pearentoB «BRCA1,2 — TkaHb» OBUIO MPOBEPEHO B OTHOIICHUH
NOTEHLMAIbHO  HUHTEPPEpUPYIOIIUX  BEIIECTB, KOTOPHIE  MOTYT
IPOMCXOTUTH OT CIEAYIOUINX BHEIITHUX ¥ BHYTPEHHUX UCTOYHHKOB:

1) BemecTBa, UCMOJIb3yeMbIC MPH JICUCHUH MAIMEHTa (HAIpPUMED,
JIEKapCTBEHHBIE CPEJICTBA);

2) BellecTBa, BCTPEYAIOIINECS B KOHKPETHBIX BHJIAX 00pasioB - B
JAHHOM Clly4dae, 3arps3HeHne oOpas3lia TKaHH T'eMOTJIO0MHOM KpOBHU
MoskeT nHruduposats [P mpu He10CTaTOUHOM OUKCTKE MPUTIPOBEICHUU
npouenypsl Boiaenenns JHK;

3) BeriecTBa, 100aBiIsieMbIle BO BpeMs IMOJArOTOBKH oOpasia - B
JAHHOM ciy4ae napaduH, KOTOPBIH HCIIONB3YeTCs ISl TPUTOTOBJICHUS
FFPE-Gnoka.

Hccnenyemble  KOHLEHTpalMM — MHTEP(EPUPYIOIIMX  BEIECTB,
KOTOpble, KaK OXXujaercs, OyayT BCTpedaTbCs IMpU HOPMAJIbHOM
ucnoiib30BaHuu Habopa pearentoB «BRCAL,2 — TkaHb», IPHUBEICHBI B
Tabnure 5.

Tabnuua 5
Wntepdepupyromue BemecTsa MakcumaiibHas
KOHLIEHTpaLus
JH0reHHbIe MHTEeP(epUpYyIOlIe BellecTBa
I'emornoOun ‘ 260 Mxr/mi

JK30reHHble HHTepQepupyoINe BemecTBa
BemectBa, nob6aBisieMbie BO BpeMs ITOATOTOBKH 00pasia

[Mapadun | 1*10* Mxn/mxn
IpenapaThsl, Ha3HAYACMBIE JIJISI JICYCHUST OHKOJIOTHUECKUX3a00IeBaHUH
PonuBakauu (00€3001BaoOIIEee CPEACTBO) 0,02 mr/mn
berarnuzymad (IpuMeHsIeTCS IS Tepalmuupaka 0,02 mr/mn
SIMYHUKA, PaKa MOJIOYHOM JKEJIE3bI)

IMaknurakcen (mpoduIakTHKa U JI€YeHHEpaKa 0,006 mr/mi
MOJIOYHOH KeJe3bl, paKa SUIYHUKOB)
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Kanenurabun (nmpenapar ans JedeHHUs paka 0,03 mr/mn
MOJIOYHOM JKEJIC3bI)

IemmmTaOuH (TI0Ka3aH MPH PaKEoKETYI0UHON 0,04 mr/mn
JKEJIC3BI)
[ucnnatuH (IPOTHBOOIYXOJIEBOE CPEJICTBO) 0,002 mr/mn

Ha ocHoOBaHMM pe3ynbTaTOB HCCICAOBAHHMS  IOTEHIIMAIBHO
uHTephEepUpyIOIre BEIIECTBA, BCTPEYAIONMIUMECs TNpH  MPOLEaype
Boienenuss JIHK w3 knmHuyeckoro marepuana, OLIEHMBAEMbIE IIpU
KOHIICHTpAIUsAX, KOTOpbIC, KaK OXKHJaeTcs, OyAyT BCTpedaTrhCs IpHU
HOpPMaJIbHOM HCHOJb30BaHNU Habopa pearenToB «BRCAL,2 — TkaHb», He
OKa3bIBAIOT BJIMSIHHE HA Pe3yJIbTaT aHAIH3a.

Orpannyenust no HCI0JIb30BAHUIO AHAJIN3MPYEMOT0
MaTepuaJa:

- MUHAMAJIBHOE COJIEp)KaHUE OIMyXOJM B 00pasIle Il MPOBEICHUS
tecta - 20% mo pesynbrataM MOPQOIOTUYECKOTO HCCIEeI0BAHUS
OITYXOJICBOT'O MaTepHalia BPauOM-TUCTOJIOTOM.

- aHAIM3UPYEMbIH MaTepuall He MOAJICKHUT HCIOJIb30BAHUIO TPU
HApYIICHUH YCIIOBUH XpaHEHUS W TPaHCIOPTHUPOBKH (TeMIEparypa,
MPOJOHKUTETFHOCTh, MHOTOKPAaTHOE 3aMOPaKMBaHUE-0TTalBaHNUe);

- HE JIONMYCKAaeTCs WCIOJIb30BaHUE O0O0pasloB, 3arps3HEHHBIX
MOCTOPOHHUM OHOJIOTUYECKUM MaTepUATIOM.
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9. [IpoBenenne ananusza

YcraHoBKa, MOHTaX, HACTPOWKA, KaaUOpOBKAa MEIUIIMHCKOTO
U3JIeNUs TSl BBOJIA B DKCILTyaTalMIO HE TpeOyeTcs.

BHUMAHMUME! Ilpu pab6ore ¢ JIHK HEoOXoamMo HCIOIB30BaTh
TOJIBKO OZHOPA30BbIE CTEPUIIbHBIE IIJIACTUKOBBIE PACXO/IHBIE MaTepUAbI,
UMEIOIINEe ChenuanbHylo MapkupoBky «DNase-free». Oo6s3arenbHO
UCTIOJIb30BaTh OTIENBHBI HAKOHEYHHK C a’pPO30JbHBIM OaphepoM JUIs
KQKJIOTO KOMIIOHEHTA PEAKLUU.

BHUMAHMUME! KoMIOHEHThl pEakUMOHHOW CMECU CIEIyeT
CMELIMBATh HEIIOCPEACTBEHHO MEPE] IPOBEICHUEM AHAIIN3A.

9.1 loaroroBka KOMIOHEHTOB Hadopa s TP

Ilepen mOpUrOTOBICHHEM peakIUi HEOOXOAMMO MPOU3BECTU
BlnaxHyro yoopky II[P-Ookca, a Takxke o0OpynOBaHUS M MaTEPHAIIOB,
HAXOJSAIMUXCS B HEM, C NPUMEHEHHEM JAe3UHGUIUPYIONINX CPEJICTB,
NPUTOIHBIX 17151 ucnoib3oBanus B I[1L[P-nmaGopaTopusx, Bximtounts Y-
nammy Ha 20-30 MuH.

1. TiaTenbHO nepeMenaTh CoAepKUMOe MPOOUPOK € BbIIEICHHOM
s ananmuza JJHK, TTHP-6ydepom, [Ipaiimep-mukcamu, OKO, [TIKO-N u
ITKO-M nepeBopaunBas kaxayto npooupky 10 pa3 unu nepemerivpas Ha
BOPTEKCE HA HU3KOI CKOPOCTH B TeUeHHE 3-5 CeK., 3aTeM OCaJUTh KAl C
KpBIIEK TPOOUPOK KOPOTKUM LEHTPU(DYTUPOBAHUEM.

2. OTobpath HEOOXOIMMOE KOTTUIECTBO podupok 0osémom 0,1-0,2
M s P w3 pacy€ra 11 KaKA0ro MCIOJIb3YyeMOro MYJIbTHIUIEKCA:
KOJINYECTBO uccienyeMbix oopasios® + 1 ITKO-N +1 TTKO-M + 1 OKO.

B 3aBHCHMMOCTM OT HEOOXOAWMOCTH BBISIBICHHS KOHKPETHBIX

MyTallMif ¥ UCMOJIb3yeMOr0 BapHaHTa KOMIUIEKTAllMU Habopa, KaXabli
oOpazely CTaBUTCA C OJHUM WM HECKOJbKUMU MYJIbTUIUIEKCAMU
(mpaiimep-mukcamu). B Tabnuue 6 mpuBeneHa cxema pacroNOKEHHS
[TLP-ipo6upoK npu UCHIOIB30BAaHUN BOCBMU MYJIBTUILIIEKCOB.

® JIns NOBBILIEHHUS] TOYHOCTH PEKOMEH/IYETCsl aHAJIUM3UPOBATH Kax bl 0bpasel] B
JIBYX TIOBTOpPAX.
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Tabmuma 6 — Cxema pacrniosioxeHust npooupox ayis [P

MyJabTHILIEKC

Oopa3zen
1

Oopa3zen
n

ITKO-N

INKO-M

OKO

5266/181

O

O

5251/5161

4035/1961

3749/4675

961/2897

68/3700

8754/4689

3756/6174

OO0 OO |0 |0 |0

OO0 OO0 |0 |00

OO0 |0 |0 0O

OO0 ]O0O |0 |0 |0

OO0l O0O]O0O|O 0|0
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JI71st MpUTOTOBIIEHUS KaXKIOM peaKIuu He00X0IUMO:

1. TIIP-6ydep — 10 mx,

2. CootBercTBytomuii mpaiimep-mukc (5266/181, 5251/5161,
4035/1961, 3749/4675, 961/2897, 68/3700, 8754/4689,
3756/6174) — 4 Mk,

3. O0pazern (ucciemyemblii oOpasern I[HKg, I[IKO-N, TIKO-M,
OKO) — 6 MK

OO61uii 00bém peaxkunu — 20 MKJI.

BHUMAHMUME! 3anpemeno wu3MeHATs 00bEM peakuuu. [lpu
U3MEHEHUHU 00BhEMA YyBCTBUTEIHLHOCTh METO/1a PE3KO CHUYKAETCs!

9.2 IIporoko. nposeaenus ITIP

['oTOBUTH peaklMOHHBIE MPOOUPKU HEOOXOUMO COTIACHO TabIHUIe
6 B cleIyroIIeM MopsIKe:

1. IIpomapkupoBarb npodupku Ha 0,2 M ais [THP. s kaxgoro
MYJIbTUIUIEKCA Oepércsi HEOOXOAMMOE KOJHMYECTBO MPOOUPOK IS
uccienyembix oopasios + 1 [TKO-N +1 I[TKO-M + 1 OKO (tabnuia 6).

2. Baectu B Kaxmyro npobupky mo 10 mxn IMTLIP-6ydepal®.

3. Buectu mo 4 wmxn Ilpaiimep-mukcoB (5266/181, 5251/5161,
4035/1961, 3749/4675, 961/2897, 68/3700, 8754/4689, 3756/6174) B
MPOOUPKH TSI COOTBETCTBYIOIINX MYJIBTUIIIIEKCOB.

4. BHecTH B COOTBETCTBYIOIIME MPOOUPKHU JIJIST HCCIETYEMBIX
00pa3I10B 1Mo 6 MKJI BBIAEICHHOM JHK. B npobupku 11st [IKO-N, TIKO-
M u OKO JIHK ne BHOCHTCHI.

5. BHEcCTH B COOTBETCTBYIOIIHME TPOOUPKH KAXKIOTO UCTIOIB3YEMOTO
myapTuiuiekca 1no 6 Mxi [IKO-N u I[IKO-M.

10 PexomenayeTcs cHauana IPUTOTOBUTL cMech mpaiimep-mukca u IIP-6ydepa
JUTSL K&KIOTO MYJIBTHIUIEKCA B OTACIBHOM mpodupke Ha 1,5-2,0 mut u3 pacuéra: (n+4)x10
mkn [ILP-Oydepa + (n+4)x4 MKI COOTBETCTBYIOILETrO IpaiiMep-MuKca, rae N —
KoJM4yecTBO 00pasnoB. [lepememare Ha BOpTEKCE, OCAAUTh KaIUd KOPOTKHUM
HeHTpudyruposanueM u BHecTH 1o 14 Mxi B ITIP-nipoOupKu AJIst COOTBETCTBYIOIIETO
MyJbTUILIEKCA.

11 Mns npeporepauienuss uurubupopanus I[P 00béM obpasua MOMKET ObITH
CHIEH 10 1-5 MKII, Ipy 5TOM 00BEM peakuuu 10BoaAnTCs 10 20 MKJI JEMOHH30BaHHON
Bogoi n3 OKO.
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6. BHecTu B COOTBETCTBYIOIIME TPOOUPKHU KasKJOT'0 UCIOIB3yEMOTO
MynbTUILIeKca 110 6 M1 OKO.

7. 1ns1 cOpoca Kamnelb Co CTEHOK OTIHEHTPU(YrupoBaTh NPOOHPKU B
TeyeHue 1-3 cexyHa Ha MUKpOLEHTpU(Dyre-BOpTEeKce.

8. YcraHoBUTh MPOOMPKH B PEaKIMOHHBIA MOAYNb MpuOopa Ui
[TLIP B peanbHOM BpeMeHH. PekoMeH1yeTcsl ycTaHaBIMBATh MPOOUPKH 10
HEHTPY TEepMOOJIOKa JUIsI  PaBHOMEPHOTO  MpPIKUMa  MPOOHPOK
HarpeBaronen KPbIIIKOM.

9. 3anporpaMmMupoBaTh puodop JUTSt BBITIOJIHCHUS
COOTBETCTBYIOILIEH  HpOrpaMMbl  aMIUIMpUKAMKU U JIETEKIUHU
¢IryopeceHTHOTO CHTHalla, COO0Aast HHCTPYKIUIO JJISl UCTIOIB3yeMOT0O
npubopa. [Ipotokon TP yka3an B Tabnuiie 7.

10. Yka3aTh KOJMYECTBO M UACHTU(UKATOPHI 0OPA3IIOB, OTMETUTH
pacrosioX)eHne TpoOHPOK Ha MATPUIE TEPMOOIIOKA B COOTBETCTBHH C UX

YCTaHOBKOM.
Tabmuna 7 — [Iporokoun ITL[P
Cragus | Temneparypa, °C Bpems, Kananbi Bcero
MHH:CEK NeTeKIUH IUKJIOB
1 95 02:00 - 1
2 94 00:15 - 5
67 00:30 -
94 00:10 -
3 67 00:30 - 45
4 95 00:05 - 1
5 25 00:30 - 1
6 o5 00-15 FAM, HAEtX/VIC, 100 (0,5)

11. YaocrtoBepuThcs, 9YTO B MapaMeTpax ONTHUUYECKUX H3MEPEeHUM
MporpamMMbl  aMIUTM(UKAIIAKN 3aJeHCTBOBAHbI KaHalbl nerekiuu FAM,
HEX/VIC.

12. 3ammyctuts [TLP-PB ¢ neTeknmeli KpUBBIX TUIABICHUS.

13. Tlo oOKOHYaHUH BBIMTOIHEHUS TPOTPAMMBI TPUCTYIUTH K aHATH3Y
pe3yJIbTaTOB.
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10. PerucTpanusi ¥ MHTepHIpeTanus pe3ybTaToOB

Peructpamuto pesynpraroB mnpoBogAT 1o 3aBepuieHun [P
aBTOMATHUYECKH C TIOMOIIIbIO IPOrPaMMHOI0 00ECIIEYEHUAHCIIONB3YEMOTO
npubopa.

WuTepnperanys pe3ylbTaTOB  BBINOJIHAETCS IO  3HAYEHUSAM
TemIiepaTypsbl iasieHus no kananam FAM, HEX/VIC (ta6ax. 8).

Tabnuna 8 — UnTepnpeTalyisi pe3yJbTaToB M0 KaHalaM

MyTauun, COOTBETCTBYIOLIHE
MyJIbTHILIEKC KaHAJIy J€TeKIHH

(npaiimep-MHKC) FAM HEX/
VIC
BRCAL BRCAL

5266/181 ¢.5266dupC c.181T>G
BRCAL BRCAL

5251/5161 C5251C>T c.5161C>T
BRCAL BRCAL

4035/1961 ¢.4035delA c.1961delA
BRCA2 BRCAL

3749/4675 ¢.3749dupA c.4675G>A
BRCA2 BRCA2

961/2897 C.961 962insAA | ¢.2897 2898del
BRCA1 BRCA1
68/3700 c.68_69del ¢.3700_3704del

BRCA2 BRCAL

8754/4689 C.8754+1G>A C.4689C>G
BRCAL BRCA2

3756/6174 ¢.3756_3759del 6174delT

HNuTepnperanus pe3ybTaTOB B KOHTPOJIBLHBIX 00pa3uax

CHavana OIICHMBAIOT MPOXOXKICHHE pEaKIHMH W 3HAYCHUs
TEMIIepaTyphl IJIaBICHUS B KOHTPOJIBHBIX oOpasnax. MHTepmperanuio
pe3yibTaTOB B HCCIEAYyEeMBIX O0pasllax HaYMHAIOT TOJBKO MpHU
npaswibHOM npoxoxaeHuu [IKO u OKO.

JI7sl OTPHUIIATENIEHOTO U TIOJIOXKHUTEIHHOTO KOHTPOJIBHBIX 00pa3iioB
JIOJDKHBI OBITH MTOJTYYEHBI CIETYIOLIHEe Pe3yabTaThl (Tad. 9).
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Tabmuua 9 — Pe3ynbpTaThl McciaenoBaHUS IS OTPULATEIBHOTO U
HOJIOKHUTEIbHBIX KOHTPOJIbHBIX 00pa3IoB

Buecennblit o
warepian BriOpanssiii gpiryopodop
FAM HEX/VIC
(BRCAL1 ¢.5266dupC, BRCAL (BRCA1 c.181T>G,
€.5251C>T, BRCAL ¢.4035delA, BRCA1c.5161C>T, BRCA1
BRCA2c.3749dupA, BRCA2 €.1961delA, BRCAL c.4675G>A,
€.961_962insAA, BRCA1 BRCAZ2 ¢.2897_2898del, BRCAl
.68_69del, BRCA2 c.8754+1G>A, €.3700_3704del, BRCAl
BRCAL1 c.3756_3759del) €.4689C>G, BRCA2 6174delT)
OKO OTtcyTcTBYeT OTtcyTcTByeT
[KO-N JloIKHO (DMIKCHUPOBATHCS HAIMYUE OJHOTO ITHKA IUTABJICHHS U ONPEACIATHCS
TeMIepaTypa IUIaBJICHUS
IKO-M Z[OJ'DKHO (bI/IKCI/IpOBaTLCH HaJIMYMC OJJHOTO IMHKa IUIaBJICHUA U ONIPCACTIATHCA
TEMIICpaATypa IJIaBJICHUSA

[Ipyn monydeHMH [UIsi OTPULIATEIBHOTO KOHTPOJIBHOTO oOpasia
3HAYCHUH, OTIIMYAIOIINXCS OT YKa3aHHBIX B TaOIUIlEC 9, pe3ynbTaThl Bcel
MIOCTAHOBOYHOW CEPUM CUUTAIOT HEIOCTOBEPHBIMH. B 3TOM ciydae
HEOOXOUMO TPOBEACHHE CIEIHAIBHBIX MEPONPUSTHI Ui yCTPaHEHUS
BO3MO>KHOH KOHTAMHHAIINH.

[Ipyn monmy4yeHUM MAJid TMOJOXHUTEIFHOTO KOHTPOJIBHOTO oOpasia
3HAUEHUH, OTIMYAIOMIMXCSA OT YyKa3aHHBIX B Tabmmie 9, Tpebyercs
MOBTOpPHAs TMOCTAaHOBKAa aMIUTM(UKALWK Bcel mapTuu oOpasios. [Ipu
MIOBTOPHOM TIOJYYEHHH Ui TOJIOKHUTEIHHOTO KOHTPOJBHOTO 00pasia
3HAUEHUH, OTIMYAIOIIUXCS OT yKa3aHHbIX B Ta0nuie 9, HE0OXOaMMO
3aMECHHUTDH PEAreHTHI.

HNHuTepnperanus pe3yibTaToB B HCCIEAyeMbIX 00pa3nax

[TpuHIMITEI HHTEPIIPETAIIMN PE3YIBTATOB OTPAXKEHBI B TadmuIax 10-
17.

BHUMAHHME! B Tabmumax 1O  WHTEPOpPETANMH  TIOJ]
«TpanenueBUIHBIM TIpauKoOM» TOJpa3yMeBaeTcss KpHBas ILJIaBJICHUS,
HMMEIOIIAsl CIEAYIONINE XapAKTEPUCTHUKU:

- OCHOBaHME (HA4aJo JIEBOM BOCXOIALIEM M OKOHYAaHME IPaBOM
HUCXOJSIIENH JIMHUN) MO UIMPUHE MNPAKTUYECKH PaBHO CyMMapHOM
mupuHe AByx ocHoBaHuii IIKO-N wu IIKO-M anamusupyemoro
MYJIbTUIUIECKCA;

- BMECTO ITMKa Ha0JII0JaeTCsl TOJI0Tast JIMHUS.
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TpaneureBuIHbIN

rpaduk  (pUCYHOK

1))

YKa3bIBa€TCA B

UHTEpIpeTallul KakK ajJbTepHATHBHBIM BuA Tpaduka y oOpasma ¢
MyTalnued wu3-3a 0COOCHHOCTEH 00paOOTKM JaHHBIX HEKOTOPBIMU

npuOopamu.

=

AN

N~

Pucynok 1 — [Ipumeps! TpamenueBUIHBIX TPapUKOB

Tabmuma 10

— HpI/IHHI/IH HHTCpIIpETAllM PEC3YJIbTATOB IJIA

myibTHILICKCa 5266/181 (onpenencuue Hamuuns wmytanumii BRCAL
¢.5266dupC, BRCA1 ¢.181T>G)

Kanans! duryopecueninu

OnpenenseMbplireHOTHIL

I[TKO-N He Gonee uem
Ha 2°C

N e Oosee yuem
Ha 2°C

FAM HEX
Opuu nuk 1iasnenus, | Onun nuk  mnasnenus, | N/N — HopManbHas
OTJINYAIOLIUICS ot | orauuaromuiics otIIKO- | romo3urora (MyTarum

BRCA1 ¢.5266dupC,
BRCA1 ¢.181T>G ne
0oOHapyKEHBI)

OJIMH UK IJIaBJICHHUS,

OnuH MK IUIaBJICHUS,
otnmuaromuicsa otIIKO-
M He Gonee uem Ha 2°C

OTJIUYAOLIUNICS OT
ITKO-N He Ooisiee yem
Ha 2°C

JIBa TMKa TIIABJICHUA,
orimuaroruecs otlIKO-
M u IIKO-N ue Oomce
yem Ha 2°C

OOHapyxeHa MyTalus
BRCAL c.181T>G

OZII/IH UK IIJIaBJICHUA,
OTJIUYAOLIUNICS OT
[IKO-M ne Gonee

yeMmHa 2°C
JlBa mmka IIaBICHHUS,
OTJIMYAIOIITHECS oT

[IKO-M u IIKO-N He
O6onee uyem Ha 2°C,
100 TpaNeUeBUIHBII

OMH MUK IJIaBJICHMS,
OTJIMYAIOIIHANICS OT
ITKO-N He Gonee yuemHa
2°C

O06HapyxeHa MyTarus
BRCAL1 c.5266dupC
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rpaduk

Temnepatypa mnasnenus ormuaercs ot [IKO-N | Pesynprar
ullIKO-M 6onee yem Ha 2°C COMHHUTENbHBIN

[Tpumeuanue: «N» - HOpMaJIbHBIA TeHOTUT, «M» - MyTaHTHBIH T€HOTHII.

Tabmuma 11 - IlpuHOMO WHTEpHpeTaud pPe3yabTaTOB IS
myibTHIiekca 5251/5161 (ompenencuue Hamuums wmytarnuii BRCAL
€.5251C>T, BRCA1 c.5161C>T)

Kanansr ¢iryopectniennnn OnpenensieMplIit
F AM HEX TCHOTHUII
Omun muk rwiasienus, | Ogud  nuk  wiasiedus, | NN —  HopmasbHas
OTJINYAIOIIUICS oT | otnuyarontuiics ot [IKO- | romo3urora (Mytamuu
ITKO-N ne 6onee uem | N He Oosee uem Ha 2°C BRCA1 ¢.5251C>T,
Ha 2°C BRCA1 ¢.5161C>T ne
00HapyKEHO)

OmvH NUK IUIaBJICHUA,
ommmuaromuiica ot IIKO-

0 M ne Gonee uem
JWH MK [NIABICHUA, | o 5o

OTJINYAIOLIUICS OT T ——— 35:;53:(%3
E;(ZO"-CN He Oosee vem ormnyatoruecs: ot [1IKO- | BRCA1 ¢.5161C>T

M u IIKO-N =e

6onee uem Ha 2°C, aub0
TpanenueBUAHbIA rpaduK
Omue nuk mnasnenus, | OguH nuk  1aBieHus, | OOHapyxeHa

OTJIMYAIOIIHICS ot | oriuuarommiics otlIKO- | myrtanus
ITKO-M He 6onee uem | N He Oosee yeMm BRCA1 ¢.5251C>T
Ha 2°C Ha 2°C

JIBa nuKka niaBieHus,

OTIIMYAIOITHECS OT

I[TKO-M u IIKO-N He

Oonee ueM Ha 2°C

Temneparypa mnasnenus otnuyaercs ot [IKO-Nwu | Pesynbrar

I[TIKO-M 6ouiee uem Ha 2°C COMHHTENBHBIN
[Ipumeuanne: «N» - HOpMaJIbHBIA TeHOTU, «M» - MyTaHTHBIH T€HOTHII.
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Tabmuma 12 — IlpuHOMO WHTEpHpETaud Pe3yIbTAaTOB IS
mynbrumiekca 4035/1961 (ompenenenme Hammums mytamuii BRCAL

€.4035delA, BRCAL c.1961delA)

Kanansr ¢iryopectniennnn OrnpenensieMpIit
FAM HEX T'€HOTHIL
Onuu nuk miasnenus, | Oqua  nuk  wiaenenus, | NN  —  HopManbHas
OTJINYAIOLIUICS ot | ortnuuaromuiicss ot [IKO- | romo3urora (MyTtanuu
[IKO-N He 6onee uem | N He Oonee uem Ha 2°C BRCA1 c.4035delA,
Ha 2°C BRCAL c.1961delA ne
00HAPYKEHO)

OnyH UK IUIaBJICHHS,
OTJINYAIOIIUICS oT

IIKO-M ue Ooiiee yemHa
OuH UK IUIaBJICHHUS, 200

OTJINYAIOLIUICS oT OOHapykeHa MyTaIus

TIKO-N He Gonee ey | AB4 TWKa  IUIABICHWI, | pooatc 1961 del A
Ha 2°C ommuaromuecs ot [IKO-

M u TIKO-N He

6osee uem Ha 2°C, nubo
TparneueBUAHbIA TpaduK
OnuH muk mnasneHus, | OquH  nuk  1oiaBieHus, | OOHapyKeHa MyTaius
OTJIMYAIOIIUIHACS or | ommuaromuiica ot [IKO- | BRCAL ¢.4035delA
I[IKO-M ne Oonee yem | N He Gomee uem Ha 2°C

Ha 2°C
JlBa mMKa IIaBIEHUS,
OTJINYAOIIHAECS oT

[IKO-M u IIKO-N =He
Oosiee yeM Ha 2°C

Temmnepatypa mnaBnenus otnudaetcs oT [IKO-Nu | Pesynbrar
I[TIKO-M 6ouiee uem Ha 2°C COMHUTENBHBIN
IIpumeuanue: «N» - HopManbHBII reHOTHT, «M>» - MyTaHTHBIN TEHOTHII.
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Tabmuma 13 — IlpuHIMO wWHTEpHpeTauu pPe3yabTaTOB IS
mynbtumiekca 3749/4675 (ompenenenue Hanmmums mytamuii BRCA2
.3749dupA, BRCA1 c.4675G>A)

Kanansr ¢iryopectniennnn OrnpenenseMplit
FAM HEX TCHOTHIIL
Onuu muk miaBnenus, | Oqua  muk  1iaBienus, | NN — HopmanbHas
OTIIUYAIOLTUICS ot | ormumuaromuiics ot [IKO- | romo3urora (Mytanuu
I[IKO-N ne 6onee uyem | N He 6onee yem Ha 2°C BRCA2 ¢.3749dupA,
Ha 2°C BRCALl c.4675G>A
HE
00HAPYKEHO)
OmMH UK IUTaBICHHS,
OTJIMYAIOITUHCA oT
Onun nuk riasnenns, | [IKO-M we Gonee uemna
OTIIHYAIOLINICS or | 2°C OOHapyxeHa MyTalust
I[IKO-N He Oonee uem | JIea mnwmka 1iaBinenns, | BRCAL c.4675G>A
Ha 2°C otimyaromuecs ot ITIKO-
M u IIKO-N ne

6oiee yem Ha 2°C
Onun nuk mnasneHus, | OquH  nuk  iaBieHus, | OOHapyKeHa MyTalus
OTJINYAIOIIHICS ot | ommmuatomiuiicst ot ITKO- | BRCA2 ¢.3749dupA

ITIKO-M mne 6omee uem | N me Oomnee ueMm

Ha 2°C Ha 2°C
JlBa mwka TmIaBlICHUS,
OTJIMYAIOIITUECS oT

IIKO-M u IIKO-N me
6omee yem Ha 2°C, 1160

TparenueBUIHbBII

rpad ¥k

Temneparypa mnaBnenus: ormmyaercs ot [IKO-Nu | Pesynerat
ITKO-M 6outee yem Ha 2°C COMHUTENBHBIN

[Ipumeuanne: «N» - HOpMaJIbHBIA TeHOTUI, «M» - MyTaHTHBIH T€HOTHIL.
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Tabmuma 14 — TlpuHOMO WHTEpHpETAUd PE3YyIbTATOB IS
mynbtumiekca 961/2897 (ompenenenue Hammumst mytamuii  BRCA2
€.961 962insAA, BRCA2 ¢.2897 2898del)

Kanais! ¢uryopecueninu OnpenenseMprit
F AM H EX T'CHOTHUII
Onun nuk miasnenus, | OQUH UK IJIaBJIEHMS, N/N  — HopmasbHas
OTINYAOITAMNCS OT oTimuaromuiics ot [IKO- | romosurora
I[IKO-N ne Oonee yem | N He Oonee wemna 2°C | (mytauuit BRCA2
Ha 2°C €.961 962insAA,
BRCA2
€.2897_2898del ue
00HapY)KEHO)
OIuH KK IUIaBJICHMUS,
OTJIMYAFOIIHICS oT
Opnun nuk miasnenus, | [IKO-M ue 6Gonee uemna
. ° OO0HapykeHa MyTarusl
OTJIMYAFOITUIHCS ot | 2°C
BRCA2
[IKO-N He Oonee yem | /[Ba muKa IIJIaBJICHHS,
o ¢.2897 2898del
Ha 2°C oTinyaromuecs ot I[1IKO- -
M u IIKO-N He
6oistee uem Ha 2°C
Opun nuk tuaBnenusi, | OAMH MUK TUTaBIEHUS, O6Hapy>keHa MyTaIus
OTJINYAIOIIUIACS or | ommyaromumiics ot ITIKO- | BRCA2

ITKO-M nue Gonee yem | N He Gomee uemna 2°C | €.961_962insAA

Ha 2°C

JlBa mumka mIaBiIeHUS,

OTINYAIOIINECS oT

[IKO-M u IIKO-N He

Ooxee yem Ha 2°C

Temneparypa mnaBnenust orndaercs: ot [IIKO-Nu | Pesynbrar

[TIKO-M 6oee yem Ha 2°C COMHHTENbHBIN
[Ipumeuanne: «N» - HOpMalbHBIM TeHOTHI, «M>» - MyTaHTHBIM T€HOTHII.
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Tabmuma 15 — IlpuHnmMn wWHTEpHpeTanuu pe3yabTaTOB IS
mynbrumiekca 68/3700 (onpenenenne Hamuuus wyrtanuii  BRCAL

c.68_69del, BRCAL ¢.3700_3704del)

Kanaxs! ¢ryopecueninu OnpenenseMprit
FAM HEX TCHOTHUIT
Onmuu muk maasnenws, | Ogun  muk  1wiasienust, | NN —  HopmanbHas
OTIHYAIOLIHICS ot | ommmuaroruiicst ot [IKO- | romosurora (MyTaruu
IIKO-N ne 6omee yem | N He 6omee uem Ha 2°C BRCA1 .68 69del,
Ha 2°C BRCAl

€.3700_3704del
HE 00HAPYKEHO)

OnuH MK IUIaBJICHMUS,
orimmuaromuica ot IIKO-

Onuu nuk wiasienus, | M He Goree uem OOHapyxeHa
OTJIMYAIOIIHNICS OT Ha 2°C MyTalus
I[IKO-N ne Gomee uwem | /lIea nmnuka 1uraBiaeHus, | BRCAL
Ha 2°C ommuaromuecss ot ITKO- | ¢.3700_3704del)
M u IIKO-N He
bonee uem Ha 2°C
OjuH nuk miaBiaeHus, | OIUH MUK IUIaBJICHUS, OO6napyxeHa
OTJIMYAIOIIHICS OT | OTIIMYAIOIIHICS oT MyTarus

I[IKO-M ne 6onee yem | IIKO-N ne Gomee uemna | BRCAL ¢.68 69del
Ha 2°C 2°C
JlBa muka IUIABJIEHUS,
OTJIMYAIOLINECS oT
[MKO-M u TIKO-N He
Ooxee yem Ha 2°C
Temnepatypa masnenust ornuuaercs ot [IKO-Nu | Pesynprar
[TIKO-M 6oee yem Ha 2°C COMHHUTENbHBIN
[Tpumeuanne: «N» - HOpMaJIbHBIA TeHOTU, «M» - MyTaHTHBIH T€HOTHII.
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Tabmuma 16

— IlpuHUOMN WHTEpHpeTaluud pe3yabTaToB IS

mynbtumiekca 8754/4689 (ompenenenue Hammums mytamuii BRCA2
€.8754+1G>A, BRCAL c.4689C>G)

Kanansr ¢iryopectiennnn

OnpenenseMbITeHOTHTT

T[TIKO-N ne 6onee yuemHa
2°C

[TKO-N He 6onee yemHa
2°C

FAM HEX
Onmuu muk miasnenws, | Ogue muk tuaBienus, | NN —  HopmambHas
OTJINYAIOLIHAICI OT | OTIIMYArOIMHACS OT | TOMO3UroTa  (MyTaluu

BRCA2 ¢.8754+1G>A,
BRCA1c.4689C>G ne
00HapyKEHO)

OIMH UK IJIaBJICHHUS,
OTIINYAIOIIHICS OT
IIKO-N ne 6onee ueMm
Ha 2°C

OnvH TIMK TIJIaBJICHUS,
OTJIMYAIOIIUICS oT
I[IKO-M me Gonee uem
Ha 2°C

JIBa mHKa TIIABJICHUS,
OTJIMYAIOLIHECS oT
I[IKO-M u IIKO-N He
6oiee uem Ha 2°C

O0HapykeHa MyTaIus
BRCAL ¢.4689C>G

OmyMH IHMK IUIaBJICHMS,

OmuH NHK IUIaBJICHMS,

OO0OHapyxeHa MyTalus

OTJINYAIOIIUIACS OT | OTJIMYAFOLINACSA ot | BRCAZ2 c.8754+1G>A
ITIKO-M ne Oonee yem | IIKO-N ne Oosee uem

Ha 2°C Ha 2°C

JIBa muKa miaBiieHUs,

OTJINYAFOIINECS OT

ITIKO-M u ITKO-N ne

6oiee uem Ha 2°C

Temnepatypa miasnenus ornudaercs ot [IKO-N u | Pesynbrat

ITKO-M 6onee uem na 2°C COMHHUTEILHBIH

[Ipumeuanne: «N» - HOpMaJIbHBIA TeHOTU, «M» - MyTaHTHBIH T€HOTHII.
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Tabmuma 17

— IlpuHUOMN WHTEpHpeTaluud pe3yabTaToB IS

mynbTumiekca 3756/6174 (ompenenenue Hammums mytamuii BRCAL
.3756_3759del, BRCA2 6174delT)

Kanansr ¢ryopectniennnn

FAM

HEX

OnpeaenseMbiit
TCHOTHUI

OIMH THK IIIaBJICHMS,
OTINYAOIIAICS oT
ITKO-N ne 6oitee uemHa
2°C

OmMH NHK IIIaBJICHMS,
OTJIMYAIOIIHAICS oT
ITKO-N ne 6oitee uemua
2°C

N/N - HopManbHas
romosurora (MyTamuu
BRCAL
¢.3756_3759del,
BRCA2 6174delT we

00HaPYKEHO)

OIMH UK IJIaBJICHHUS,
OTIINYAIOIIHICS OT
ITKO-N He Oonee yem
Ha 2°C

OnuH NHK IUIaBJICHMS,
OTJIMYAFOIIHNHCS oT
I[TIKO-M ne Gonee uem
Ha 2°C

JIBa mHKa IIJIaBIICHUS,
OTJIMYAIOIITHECS oT
I[IKO-M u IIKO-N He
boiee yem Ha 2°C

O0HapykeHa MyTarus
BRCA2 6174delT

OmMH IHMK IUIaBJICHMS,
OTJIMYAIOIINICS oT
IIKO-M ne Oosiee yeMm
Ha 2°C

JlBa mwmKka TUIaBIICHUS,
OTJIMYAIOITHECS oT
ITIKO-M u ITKO-N ne
6osiee yeM Ha 2°C

OnuH NHK IUIaBJICHMS,
OTJINYAIOIIUICS oT
ITIKO-N He Oonee yem
Ha 2°C

O6HapykeHa MyTaIus
BRCAL ¢.3756 _3759del

Temneparypa mnaBnenus ornudaercs ot [IKO-N u
ITKO-M 6oiiee uem Ha 2°C

Pesynbrar
COMHHTEIIHHBIN

[Ipumeuanne: «N» - HOpMaJIbHBIA TeHOTU, «M» - MyTaHTHBINH T€HOTHII.

Jls

HNCKIIIOYCHU A

JIOXKHOOTPHUHATCIBbHBIX

pe3yIabTaTOB

pekomenayercs nosTopHo nposectu [P Beinenennoro npenapara JITHK.
[IprunHOI NOTy4eHUsT HEBAJTUIHOIO PE3yJIbTaTa MOXKET CIIYKUTh
Huskas kounentparus [IHK, npucyrctBue mHruOMTOpOB B Tpemapare
JHK, nonyyeHHOM U3 KIMHUYECKOTO MaTepuasa; HEBEPHOE BHIMOJIHEHNE
MIPOTOKOJIA aHAJIM3a; HeCOoOIItoIeHe TeMIiepaTypHoro pexxuma [P u mp.
B cnyyae HEBaIMIHOIO U COMHUTEIBHOTO PE3YyJIbTaTa 3aKJIFOUEHUE

He BBIIAETCS, HE0OXOIMMO MOBTOPHO B35Th Y MalleHTa OroMaTepuail u

3aHOBO IMPOBCCTHU aHAJIN3.
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[Ipy TOBTOPEHMM COMHUTEIBHOTO pe3yjlbTaTa IOBTOPHUTH
UCCIieIoBaHNE HAOOPOM peareHTOB JPYroro MPOU3BOJUTENS U APYTHM
METOJIOM.

11. YceaoBus XxpaHeHusi, TPAHCHOPTUPOBAHMS U IKCILIYyaTAINH
Hadopa

XpaHeHue

Ha6op «<BRCA1,2 — TkaHb» B ymakoBKe MPeANPUATHA-U3TOTOBUTEIIS
XpaHUTh MPU TeMIlepaType oT MUHYC 16 10 Munyc 24 °C B TeUeHHE BCETO
CpoKa rogHocTu Habopa.

[Tocne BCKpBITUSL XPAaHUTh B TE€X K€ YCIOBUSX, YTO U PEAreHTHI 10
BCKPBITHS.

[TIP-6ydep nepen UCIONIb30BAaHUEM Pa3MOPO3UTH MPU KOMHATHOM
TEMIIEpaType ¥ XOpOILO MepeMelIaTh nepeBopayuBaHueM npooupku 6e3
00pa3oBaHus TICHBI.

JlomyckaeTcst 3amopo3ka/orrauBanue Habopa «BRCAL,2 — TkaHb»
He Oonee 5 pas.

Ha6op pEareHToB, XPaHUBIIUICS c HapyLICHUEM
PEMIIAaMCHTUPOBAHHOI'O PEKHUMA, IPUMEHCHUTIO HC IMOJICIKHUT.
TpancnoprupoBanue

TpancnoptupoBats Habop pearenToB «BRCAL,2 — Tkanby» criemxyer
TPAHCIOPTOM BCEX BHUJIOB B KpBITBIX TPAHCIOPTHBIX CpPEACTBAaX B
COOTBETCTBUH C NPaBUJIAMU NEPEBO30K, ACUCTBYIONIMMH Ha TPAHCIIOPTE
JTAHHOTO BHJIA.

Ha6op «BRCA1,2 — TkaHb» TpaHCTIOPTUPOBATH IPU TEMIIEPAType OT
MuHyc 16 10 muHyc 24 °C B TeueHHME BCEro Cpoka TOJHOCTH Habopa.
Jonyckaercs TpaHCOpTHpOBKa npu Temneparype oT 2 ngo 8 °C mo 30
CYTOK, WM IIpu Temrieparype oT 15 1o 25 °C He Gosee S5 CyTOK.

ATMoOchepHOoe NaBleHne He KOHTPOJIMUpYETCs, T.K. HE BIMAET Ha
Ka4eCTBO M3JIEITHSL.

s obGecrieyeHus coOJMIOAEHUS YCIOBUIM TPaHCIIOPTUPOBAHMS Ha
NPOTSDKEHUH BCETO CPOKa TPAHCIOPTHPOBAHUS HAOOp pPEareHTOB
MOMEIIAeTCs] B TEPMOKOHTEHHEP MEHOMOJINYPETaHOBBIM MHOTOPa30BOTO
UCTIOIB30BaHUs ISl BPEMEHHOTO XPAHEHUS M TPAHCIIOPTUPOBAHHS C
NOJATOTOBJICHHBIMU  XJIaJ0JIEeMEHTaMu. THm, 00bEM U  KOJIMYECTBO
XJIa/I03JIEMEHTOB, 3aKJIa{bIBAEMbIX B TEPMOKOHTEHHEP C
TPaHCHOPTHPYEMBbIMH  HaOOopaMH  pEareHToB, a TaKkke O00bEM
TEePMOKOHTEITHEepa OAOHPAIOTCS B 3aBUCUMOCTH OT MPOAOIDKUTEIEHOCTH
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U YCJIOBUI TPaHCIOPTHUPOBAHUS.

HaGopbl peareHTOB, TpaHCIOPTHUPOBaHHbIE C HapyUICHHEM
TEMIIEpaTypHOro peKuMa, IPUMEHEHHIO He MO/JIekKAT.

Cpok rognocru

Cpox romnoctu Habopa peareHTtoB «BRCAL,2 — Tkamp» — 12
mecsieB co aHs npuemMkd OTK  mpeanpusiTus-u3rotoBUTENs TpU
COOJIIOJICHMM BCEX YCIOBUHM TpPaHCIIOPTUPOBAHUSA, XpaHEHUA U
sKcrutyaranuu. Habop peareHTOB ¢ HCTEKIIMM CPOKOM TOJHOCTH
IPUMEHEHHUIO HE MOJIEKUT.

CpoK roqHOCTH BCKPBITHIX KOMIIOHEHTOB Habopa

12 mecsues co aus npueMku OTK npennpustus-u3sroToBuTeNs Npu
YCIIOBHU XpaHEHUs TP TeMIepaType oT MUHYC 16 no munyc 24 °C.

Cpok roiHOCTH NPUIOTOBJIEHHBIX JJIsl Pa00Tbl KOMIIOHEHTOB
Habopa

1 gac npu coOIIOAEHUM YCIOBHM, NPENATCTBYIOIIMX BBICHIXaHUIO
KOMIIOHEHTOB, a TakXe KOHTaMUHALlUU ITOCTOPOHHUM OHOJIOTHYECKUM
MaTepHaIoM.

12. Yruauzauus

Habops! peareHToB, MpHILEIIINE B HEIPUTOHOCTh, B TOM YHCIIE B
CBSI3M C HCTEUYEHUEM CpoKa TOAHOCTH, MOJUIeKAaT YTWIN3ALUU B
coorBercTBUM ¢ TpeboBanusmu CanlluH 2.1.3684-21 «CanurapHo-
SMUIEMHOJIOTHYECKHEe  TpeOOBaHUS K  COJEPKAHUIO  TEPPUTOPUI
TOPOJICKUX U CEIbCKUX MOCEIEHUH, K BOJAHBIM 00BbEKTaM, MUTHEBOM BOJIE
U MUTHEBOMY BOIOCHA0)KEHHIO, aTMOC(EPHOMY BO3AYXY, TOUBAM, KHUIIbIM
MOMEIIEHUSIM, JKCIUTyaTalliM  IPOU3BOJCTBEHHBIX, OOIIECTBEHHBIX
HOMEIIEeHUH, OpraHu3aIu u MIPOBEICHUIO CaHUTapHO-
MPOTUBOAUIEMUYECKHUX (TPOPUITAKTHUECKUX ) MEPOTIPUATHIN.

B cooTBeTcTBHY ¢ KiTaccuUKanyei METUITTHCKIX OTX0/I0B HA0OOPHI
OTHOCATCSA K Kiaccy A (SIUAEMHOJOTHYECKH Oe30macHble OTXO[bI,
npuOIMKEHHbIE IO COCTaBy K  TBEpAbIM  OBITOBBIM  OTXOJIaM).
Heucnonb3oBanubsle peakTtuBbl B cooTrBercTBUM ¢ 1. 170 CanlluH
2.1.3684-21  «CaHHTapHO-dIUIEMHOJIOTHYECKHE  TpeOOBaHUS K
COJICPKAHUIO TEPPUTOPHUNA TOPOJCKUX U CEIBCKUX MOCEICHUHN, K BOIHBIM
00BbeKTaM, TUTHEBOU BOJIC U TUTHEBOMY BOJOCHA0KEHHUIO, aTMOC(HEPHOMY
BO3/YXY, oYyBam, KHITBIM MIOMEIICHUSM, 9KCIUTyaTaluu
IPOM3BOJICTBEHHBIX, OOIIECTBEHHbIX IOMEUICHUH, OpraHu3aluu u
NPOBEICHUIO CAaHUTAPHO-TIPOTUBOSMUAEMUYECKUX (TPODYUIAKTUUECKHX )
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MEPOMPUITHID COOMPAIOTCS B MHOTOPA30Bble €EMKOCTH WJIM OJHOPA30BbIE
MaKeThI TI000T0 1BeTa (KpoMe KENTOro U KPaCHOr o).

OcTaBuuecs Mocie BBINOJIHEHUS paboT MPOOUPKU U MaTepHabl
YTHIM3UPYIOT B cOOTBeTCTBUU ¢ MY 287-113 (MeToauueckue yka3aHus
no Je3uH(EeKINH, MPEeACTePUIN3AIUOHHON OYHUCTKE W CTepUIIH3ALUU
U3JICITHIA MEUITMHCKOTO HAa3HAYCHHUS ).

Kungkue KOMIOHEHTHI (peareHTbl, PEaKTUBbI) YHUUYTOXKAIOTCS
CIIMBOM B KaHAJIHM3aIUIO C MPEABAPUTEIHHBIM pa30aBICHHEM pearcHra
BogonpoBoaHoi Bomod 1:100 m BBIBO30M OCTAaTKOB YIAaKOBOK Kak
MIPOU3BOJICTBEHHBIN WM OBITOBON MYyCOP.

[ToTpeburensckas ynakoka Habopa peareHToB «BRCA1,2 —Tkanb»
MOJUICKUT MEXaHUYECKOMY PAa3pYIICHHIO C BBIBO30M OCTATKOB Kak
MIPOU3BOJCTBEHHOT'O WM OBITOBOTO MyCOpa.

[lepconai, OCYIIECTBISIOMNI YHHUYTOXKEHUE HAOOpa pearcHTOB,
JOJKCH COOJTI0IaTh TIPaBHiia OE30MMaCHOCTH IMPOBEACHUS TOTO WIIH HHOTO
croco6a YHUUTOKECHHUS.
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13. T'apanTuiinbie 00513aTeIbCTBA, KOHTAKTHI

[IpennpusTre-u3roTOBUTENb rapaHTUpyeT KauecTBO u
6e3onacHoCcTh Habopa peareHToB «BRCAL,2 — TkaHb» B TCUCHHE CpOKa
TOJHOCTH TPH COOJMIOJCHUM TpeOOBaHUI TPAHCIIOPTUPOBAHHS H
XpaHEHUs MPOAYKIIMH, a TAKKE MPHU COOJIIOIEHUU MPABUJI SKCILTyaTalllu.

[Ipy BO3HMKHOBEHMHM TPETEH3MH IO KadyecTBY HaOOpOB,
HEe)KeJIaTeNbHBIX COOBITHH MIIM MHLIUEHTOB HAMPAaBIATh HH()OPMALIUIO IO
azpecy:

O6mectBo ¢ OrpannuenHoi OTBeTcTBEHHOCTHIO «Tectl eny»

(OO0 «Tectl'en»),

(119607, T MOCKBA, BH.TEP.I'. MYHUILIITAJIbHBIM
OKPVYI PAMEHKMU, b-P PAMEHCKWI, [I. 1, CTP. 1

Ten.: +7 (499) 705-03-75

www.testgen.ru

Cayx0a TeXHHYeCKOH MOJAEPKKHU:

Ten.: +7 927 981 58 81

E-mail: help@testgen.ru

WHCTpyKIIMS 1O MNPUMEHEHHIO COOTBETCTBYET TpeOOBaHUAM
[Ipukaza Munzapasa Poccun ot 09.01.2014 Ne2H, IIpukasa Munsnpasa
Poccun ot 19.01.2017 Ne 111, 'OCT 51088-2013.
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IIpuinoxenne A

Habop peareHToB /U1 Ka4eCTBEHHOI'O BBISBICHHUS MyTalli B TeHaX
BRCAL1,2 MeTo10M MYJIBTUIIIEKCHOM MOTMMEpPa3HON [IEMHOI peaKiiy B
pPEKUME PEeaTbHOIO BPEMEHH € IeTEeKIUEeH KPUBBIX IIIABJICHUS
«BRCA1,2-tkanb» mo TY 21.20.23-029-97638376-2020 cooTBeTCTBYET
CJICAYIOLIMM MEXIOCYIapCTBEHHBIM CTaHAapTaM Ha MPOAYKLHIO:

Oo0o3Hauenune HaumeHoBaHMe JOKYMeHTA
I'OCT P UCO 23640- U3 penust MEOULIMHCKUE U TUArHOCTUKHY 1n
2015 Vitro. OrieHka CTaOUIBLHOCTH PEareHTOB JUIs

JIMArHOCTHKH iN Vitro

I'OCT P 51088-2013

MeauinuHCKHe W3S IS JUarHOCTHKY HH
BUTPO. PeareHTsl, HAOOPHI PeareHTOB, TECT-
CHUCTEMbI, KOHTPOJIbHBIE MaTEPHUaJIbI,
MUTATENbHBIC cpelbl. TpeOOBaHUS K U3ICITASIM
U NO/JIEP>KUBAIOLLEH TOKYMEHTAIUH.

I'OCT P UCO 15223-1-
2020

W3 nenust mequuuHckue. CUMBOJIBI,
IIpUMEHsIEMbIE P MApKUPOBAHUU Ha
MEAMIMHCKUX U3JENNSX, STUKETKAX U B
CONPOBOAUTENBHON JOKyMeHTanuu. Yacts 1.
OcHOBHBIE TPEOOBAHUS

I'OCT P UCO 18113-1-
2015

MenuuuHcKke U3eaus 111 AMarHOCTUKH 1n
vitro. Undopmanus, npegocTtasisemast
usrorosuteneM (Mapkuponka). Yacts 1.
TepMmuHbl, onpeaeneHus U oo1me TpeOGoBaHus.

'OCT P UCO 18113-2-
2015

MenuuuHcKke U3eaus 17l AMarHoCTUKY in
vitro. Unpopmanus, npegocrapisemast
U3roToBUTENeM(MapKupoBKa). YacTs 2.
PeareHTs! 17151 TMAarHOCTUKY in Vitro 1uis
PO ECCHOHAIBHOTO MPUMEHEHHUSI

['OCT ISO 14971-2011

I/I3IICJ'II/IH MCIUIIMHCKHC. HpI/IMCHCHI/Ie
MCHCIPKMCHTA PHUCKAa K MCAUIITMHCKUM
U3ACITNUAM.

['OCT ISO 13485-2017

W3 nenust meguuuHckue. CUCTEMBbI
MEHEeKMEHTa KauecTBa. TpeboBaHus 1Jis
LeJIEN peryJIupoBaHus

I'OCT P 15.309-98

Cucrema pa3pabOTKH B IOCTAHOBKH
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MPOYKIIMH Ha TPOU3BOACTBO. McTbITanus U
pHEMKA BBITYCKAEMOW PO TYKIIHH.
OCHOBHBIE TTOJIOKEHUS.

I'OCT P 51352-2013

MenunHcKre U3AeIUs U1 TUarHOCTUKYU UH
BUTPO. METO/IbI UCTIBITAHU.

I'OCT P EH 13612-2010

OneHka GyHKIIMOHATBHBIX XapaKTEPUCTHK
MEIUIIMHCKAX U3IEIUH UIST TUarHOCTHUKY in
vitro

I'OCT P 56894-2016

CBOHBIA KOMILJIEKT TEXHUYECKOH
JOKYMEHTALUU JUIsl IEMOHCTpaluu
COOTBETCTBUS OOIIMM MIPUHITUTIAM
obecneyeHns1 6€30IaCHOCTH U OCHOBHBIX
(YHKIMOHATBHBIX XapaKTEPUCTHK
MEIULMHCKUX M3AEINH IS JUArHOCTHKH in
vitro

I'OCT 2.114-2016

E,Z[I/IHaH CHUCTCMA KOHCTPYKTOpCKOﬁ
JOKYMCHTAIHU. Texundeckue yCJ10BUA

I'OCT 2.104-2006

Enunas cuctema KOHCTPYKTOPCKOM
nokymenTainuu (ECKJI). OcnoBHbIE Haamucu

I'OCT P 1.3-2018

Cranpaprtuzanus B Poccuiickoit @enepanuu.
TexHuveckue ycnoBus Ha MpoayKiuto. O0mme
TpeOOBaHUS K COJIEPKaHUI0, OOPMIICHHIO,
0003HAYECHUIO U OOHOBJICHUIO

Il puwmeuanue — YKazaHHble BBIIIE CTAaHAAPTHl ObUIH
JIEUCTBYIOIMMHA Ha MOMEHT YTBEPKACHUS HHCTPYKIIUH IO TPUMEHEHUIO.
B nanbHelimem, TpH TOJB30BaHWU JOKYMEHTOM, II€TIECO00pa3HO
MPOBEPUTH AEHUCTBUE CCHIJIOYHBIX HOPMATUBHBIX JOKYMEHTOB HA TEKYIIUN
MOMEHT. ECIM CCBUIOYHBIM JOKYMEHT 3aMEHEH WM U3MEHEH, TO IpHU
NPUMEHEHWH  HACTOAILIECTO  JOKYMEHTa  CJIEeAyeT  IO0JIb30BaThCA
3aMEHEHHBIM (U3MEHEHHBIM) TOKYMEHTOM.
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Ipuioxenune b

CuMBO/IbI MADKHPOBKH

CumMBoJ HauMenoBanue cuMBoJIa
g Hcnione3oBarts 10
[ Jlata u3roToBICHUS
Kon maptun
LOT

Oobpatutech K

| UHCTPYKLUH 110

1
IPUMEHEHUIO
X TemnepaTypHbIil
Jana3zoH
Conepxumoro
W JIOCTaTOYHO 171 48
48 peakuuit

MeaunuHCcKOe U3aeIne
JUISL TUATHOCTHUKH in Vitro

IVD
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