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BBEOEHMUE

Pak mMonodyHon xenesbl (PMX) npeactaBnser coboit  BaxHyl  coumasnbHO-
MeAVLMHCKYI npobnemMy B CBSA3M C BbICOKOM 3ab60NeBaeMOCTb0 M CMEPTHOCTbIO Cpeau
KEeHLWMH. ExerogHo B Mupe BbisBAseTca okono 1,7 mnH. cnydaes PMX. B Poccuitckoi
®epepaumn, PMX numampyer Kak B CTpykType 3abosieBaeMOCTM 3/10KavyeCTBEHHbIMU
HoBoobpasoBaHusaMKu (20,7%), Tak 1 B CTPYKTYpe CMEPTHOCTM XeHLWMnH oT Hux (17,1%), pak
anyHukoB (PS) 3aHMMaeT BOCbMOE MeCTO cpeau BCeX 3/10Ka4yeCTBEHHbIX HOBOOO6pasoBaHUM y
XeHWwmnH Poccuinckoin ®deapepaumnn (4,5%), B CTPyKType CMEpPTHOCTM OT HMX PS 3aHuMmaeTt
ceagbmoe mecto (5,8%).

Ha cerogHsawHWM peHb ctagmsa PMX B MOMEHT MOCTaHOBKM AMarHosa sBAsSEeTCH
onpegensowen Ansg NporHosa TedyeHusa 3aboneBaHMsA: 4YeM MO3)Ke CTaBUTCA AMArHO3, TeM
BblLLE CTOMMOCTb JIeYeHUs N HMXKe ero 3pheKTUBHOCTD.

FeHeTMyeckas npeapacnosiOXEeHHOCTb SBASETCA CylwecTBeHHbIM (aKToOpoM pucka
pa3BUTMS paka MOJIOYHOM Xenesbl: oT 5 0o 10% cnydyaes PMX aBnstoTcs HacneaCTBEHHbIMU.
HacnegcrteeHHbih PMX u PS4, accoummpoBaHHbin ¢ MyTaumsamm B reHax BRCA1 n BRCA2, —
CaMoOe 4acCToe ayTOCOMHO-AOMWHaAHTHOe 3abonesaHue. MyTtaumamum B reHax BRCA1 n BRCA2
obycnosneHbl 30-50% HacneacTseHHbix dopMm PMX un 90-95% - PH y XeHWKH, a Takxe
4-40% PMX y MyxuuH. HacneacrteBeHHble dopmbl PMX u PA cocrasnsoT 5-7% Bcex
cnyyaes PMX 1 10-15% cnyuyaes P4l.

MyTaunm B reHax BRCA1 1 BRCA2 3HaUUTENbHO YBENINYMBAOT UHANBUAYASbHbBIN PUCK
pa3BuUTMA HacneacTBeHHoro PMXX. CpeaHue KyMynsiTUBHbIE PUCKW ANS HOCUTeNen MyTauui B
reHe BRCA1 k Bo3pacTty 70 net coctaBnstoT 57—-65% B oTHoweHUn passutma PMX n 39-40%
- ana PA. Puck passutmnsa PMX ana HocuTenen myTtauumn B reHe BRCA2 coctaBnsiet 45—-49%,
ans P4 oH He npeBblwaetr 11-18%. Mpu OTArowWEHHOM CEMEMHOM aHaMHe3e PUCKU elle
6onee Bo3pacTatoT: Ansa HocuTenen mytaumin B reHe BRCA1 o 87% B OTHOLWEHUM pas3BUTUSA
PMX n 0o 44% B OoTHOWeEHUN pa3BuTtus P, ana HocuTenen mytauun B reHe BRCA2 — no 84%
n 27% B OTHOWeHUN passnuTtusa PMX n PA, cooTBeTCTBEHHO.

B MupoBOW nuTepaTtype MMEKTCS CBeAEHMS O TOM, YTO MyTauum B reHax BRCA moryTt
6bITb accoummpoBaHbl C pasBUTMEM paka ApPYrux NoKanusauumin: npeacraTtesibHOM >Xenesbl,
TONCTOM KULWKW, MOAXKENYAOYHOM >Kenesbl, XEeAYHOro ny3bipsd W XXen4dHbIX MpPOTOKOB,
xenyaka.

PacnpocTpaHeHHOCTb MyTaumii B reHax BRCA B pasHbiX MOMNYASUMOHHbIX Fpynnax wu
reorpadunyeckmx permvoHax BapbupyeT. Ha OCHOBaHMM COBCTBEHHbIX AaHHbIX W AAHHbIX
APYrnx wuccnepoBatenein O pacnpoCcTpaHEHHOCTM MyTauui reHoB BRCA B Poccuiickon
denepaumm 6bl1a NpeanoXxeHa AMArHOCTUYECKas MNaHenb, BKKYallWas BOCEMb MyTauui B
reHax BRCA1 (185delAG, 4153delA, 5382insC, 3819delGTAAA, 3875delGTCT, 300T>G
(Cys61Gly), 2080delA) n BRCA2 (6174delT) c uenbio AMarHOCTUKM M MNpPOrHO3MpPOBaHUS

HacneacTBeHHbIX ¢opM PMX n PA B Poccuitckon ®denepauun.
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CBoeBpeMeHHass AuarHoctuka BRCA-accouMMpOBaHHbIX HACNeACTBEHHbIX (HopM
oHko3aboneBaHnin obecneymBaeT BO3MOXHOCTb MNPOPUNAKTUKM, pPaHHEN AMArHOCTUKMU
3/10Ka4YeCTBEeHHbIX HOBOOG6pa3zoBaHMM W MHAMBMAYyANM3auUMW NeYeHUs NAUMEHTOB C Lefbto

CHUXEHNA 4aCTOTbl BO3BHUKHOBEHUA peunanBoB.

CMUCOK UCMNOJIb30BAHHON NIUTEPATYPbI

1. 30KayecTBeHHble HOBOOOpas3oBaHuss B Poccun B 2012 rogy (3aboneBaeMocTb

cMmepTHocTb). lMoa pea. A.O. KanpuHa, B.B. CtapuHckoro, [.B. MNetposoi. — M.: OIbY

«MHUOW um. I.A. l'epueHa» MuHsgpasa Poccun. — 2014. — 250 c.

2. JltobueHko J1.H., bateHeBa E.U1./Megnko-reHetnyeckoe KOHCYNbTUpPOBaHMNe % OHK-

AVAarHoCTUKa Nnpu HacneacTBEHHOM NpeapacrnofioKEeHHOCTU K paKy MOJIOUYHOM Xenesbl U paky

an4yHmkoB.//Mocobne gnsa Bpaden, Mockea 2014. — 64 c.
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HA3HAYEHME

Hactoswas WHCTPYKUMS pacnpoCTPaHAETCsS Ha Habop peareHTOB ANsA oOnpeaesieHus
reHeTUYeCKnx NosIMMOpdPn3IMOB, acCOLNMMPOBAHHbLIX C PUCKOM Pa3BUTUSI OHKOMATOIOMNMU,
MEeToAOM NoAuMepasHol uenHoi peakumn (OHkoleHeTmka) no TY 9398-030-46482062-
2011.

Habop peareHToB OHKOleHeTMKa NpeAHa3HayeH Ans onpegenieHns MyTauui B reHax
BRCA1 (185delAG, 4153delA, 5382insC, 3819delGTAAA, 3875delGTCT, 300T=G
(Cys61Gly), 2080delA) n BRCA2 (6174delT), accoummpoBaHHbIX C PUCKOM pasBUTUSA
oHkonaTtosiornm (B TOM 4uciie HacneacTBeHHbiX bOpM paka MOJIOYHOW Xenesbl M paka
ANYHMKOB), B npenapaTtax AHK uyenoseka, nony4yeHHbiX M3 nepundepuyeckoin KpoBw,
meTtoaoM lMLP B pexnme peanbHOro BpeMeHMU.

Mony4yeHHble pe3ynbTaTbl MOryT 6bITb MCMOJIb30BaHbI A1 ANATHOCTUKN HAaCNeaCTBEHHbIX
¢dopM paka MOJIOYHOM Xenesbl UM paka SMYHUKA, MPOrHO3MPOBAHMUS COOTBETCTBYHOLLMNX
HacneacTBeHHbIX (hOPM paka y poACTBEHHMKOB NEPBOW IMHUM.

MpoTnBOMOKasaHMM K MNPUMEHEHUI0 HeT (nepecagka KOCTHOrO MoO3ra TEOpEeTUYEeCKM
MOXET B/IUATb Ha pe3ynbTaT TecTa, B 3TOM cnydae 6yayT HeobXxoAMMbl AOMNOSTHUTESNbHbIE
nccnenosaHms).

OyHKUMOHaNbHOE Ha3HadeHue: Habop npeAHasHadeH AnNa  AWarHoCTUKM in  vitro
(onpepeneHne MyTaumn B reHax BRCA1l (185delAG, 4153delA, 5382insC,
3819delGTAAA, 3875delGTCT, 300T>G (Cys61Gly), 2080delA) n BRCA2 (6174delT).

B kauecTtBe 6Mon0rMyeckoro Matepmana Mcnonb3yrT nepmdepuyeckyro KpoBb.

Habop M™MoxeT O6blTb MCMONb30BaH B  KIMHMKO-AMArHoOCTUYeCKux nabopaTtopusx
MeaULMNHCKUX YUYPEXAEHUN N HAYHYHO-UCCe40BaTeNbCKOM NpaKTuKe.

MpuMeHeHne  MegMUMHCKOro  U3Aenns  He  3aBUCUT  OT  MONYASUMOHHBIX W
Aemorpadumyecknx acnekToB (AMArHOCTUYECKME XapaKTepucTMKM Habopa onpeeneHb
TONbKO ANS XKEHLWMH n3 PO).

MoTeHuWanbHble MOJSb30BaTeNN: KBaNMMUUMPOBaAHHbIN nepcoHan, obyyeHHbIn MeToaaM
MOJIEKYNAPHON AMArHOCTMKM W npaBunaMm paboTbl B KIMHMKO-AMArHOCTMYECKOWN
nabopatopumn.

MpuMeHATb Habop peareHTOB CTPOro MO Ha3HAYEHMIO COMMACHO AAHHOW WMHCTPYKUMKW MO

NPUMEHEHMUIO.
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2 XAPAKTEPUCTUKA HABOPA

2.1 Cocras Habopa

:‘ AHK-TEXHONOIrnA

Habop peareHToB OHKOIeHeTMKa BbiMyCKaeTcs B cneayowmx dpacoBkax:

- (hacoBka ans py4yHoro Ao3vpoBaHus (Mapkupyetca — ®acoeka N);

- chacoBka An1s aBTOMaATU3MPOBaAHHOIO A03MpoBaHuS (MapkupyeTca — dacoBka A).

2.1.1 ®acoBka Ans py4yHOro o3MpoBaHuUs

R1-H927-N3/4, OHkoleHeTka BRCA (®dacoBka N)

o Konuyectso HOMWHanbHbIN
HavMeHoBaHMe KOMMOHEHTOB BHewHu BuAg .
npobumpok 06bEM KOMMNOHEHTa
Cmecu ans amnandgukaumm
BRCA1: 185delAG 1 npobupka 960 MKn
BRCA1: 4153delA 1 npobupka 960 mMKkn
BRCA1: 5382insC 1 npobupka 960 MKn
BRCA1: 3819delGTAAA Mpo3payHas 6ecuseTHas 1 npobupka 960 mMKkn
BRCA1: 3875delGTCT XNAKOCTb 1 npobupka 960 MKn
BRCA1: 300 T>G (Cys61Gly) 1 npobupka 960 MKn
BRCA1: 2080delA 1 npobupka 960 MKn
BRCA2: 6174delT 1 npobupka 960 MKn
Monumepasa TexHoTaq MAX Mpospaunas becuserHas 1 npobupku 200 Mkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas
NnupP-6ycdep KIAKOCTD 4 npobupkm no 1,0 mn
Mpo3payHasa 6ecuseTHas
MuHepanbHOe Macno BSA3Kas MacnsHucras 1 dnakoH 8,0 mn
XNAKOCTb
K+1 [rOMO3UroTHbINM MO Mpo3payHas 6ecuBeTHas 1 npo6upka 270 MKn
HOpManbHOMY annento] XUAKOCTb
K+2 [reTepo3unroTHbINn] Mpospavnas GecuseTHas 1 npobupka 270 MKn

XNAKOCTb

2.1.2 ®acoska 459 aBTOMaTU3NPOBAHHOIO A03MPOBaHUS

R1-H927-XA/4, OHkoleHeTuka BRCA (®acoBka A)

HavMeHoOBaHWe KOMMNOHEHTOB

BHewHu Bua

Konnyecrteso
npobumpok

HoMuHanbHbIN
06bEM KOMMOHEHTA

Cmecu gnsa amnandukaummn Ctpum

MNpo3payHas 6ecuBeTHas

2 cTpuna no

rno 120 Mkn B

XUAKOCTb 8 npobupok npobupke
Monumepasa TexHoTaq MAX MpospauHas becuseTHas 2 npobupku no 60 mMkn
XNAKOCTb
Mpo3payHasa 6ecuseTHas
MNuP-6ycdep Crpum KUAKOCTb 2 npobupku no 600 mMkn
Mpo3pauHas 6ecuBeTHas
bydep ans passegennsa AHK KUAKOCTD 4 npobupku no 1,0 mn
K+1 [roMO3UroTHbIN No Mpo3payHas 6ecuBeTHas 2 Npo6UpKM no 100 MK
HOpMasibHOMY annento] XUAKOCTb
K+2 [reTepo3uroTHbin] Mpospasnas GecuseTHas 2 npobupkmn no 100 mkn
XMAKOCTb
Ctpunbl no 8 npobupok - 10 wr. -

2.2 Yucno aHanusupyembix npob

Habop peareHTOB npeAHa3HayeH AN OAHOPA30BOro MNPUMEHEHWST W paccynTaH Ha

48 onpeneneHun.
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2.3 TllpuHumMn mMeToaa

Metoa: MNonumepasHas uenHas peakuus (MUP) ¢ aetekumern pesynbTaTOB B pexume
peanbHOro BpeMeHU; aHanus3 KpMBbIX NAaBNEHUS, KaYeCTBEHHbIN aHanus.

B ocHoBe paboTbl Habopa peareHTOB NeXxuT NpuHunn amnandukaummn AHK metogom MLP.
Mpouecc amnnudukaumn 3akn4vaeTcs B CepUM MNOBTOPSIOWMXCA LMKIAOB TeMrepaTypHOU
aeHatypauun OHK, omxura npariMepoB, KOMMAEMeHTapHbIX cneunduyeckoMmy ydactky OHK, u
nocneayroLwen JoCTporike NOSIMHYKIEOTUAHbBIX Lenen C 3TuxX npanmepos Taqg-nosvMepason.

B cmecb ana  amnandukauuMm  BBEAEHbl  CUTHanbHble  30HAbI,  coep)kalumne
dnyopecueHTHble MeTKn Fam u Hex, Ha Kaxablii BapuvaHT onpeaensieMoro reHeTuyeckoro
nonnmopdusma. locne okoH4yaHums TUP nposBoauTCcs payHA4 TemnepaTypHOro nnaBieHus
aynnekcos, o6pas3oBaHHbIX aMMAMKOHaMWM W CUrHalbHbIMW 30HAAMW, B pe3yfbTaTe 4ero
N3MeHSEeTCs YpOBeHb riyopecueHuUmnmn, KOTopbli hUKCHUpyeTcs n npeacraBaseTcs NnporpamMMmHbIM
obecneueHnem npubopa B Buae rpacdpuka. Ecnm curHanbHbIM 30HA YaCTUUYHO KOMMJIEMEHTapeH
OHK-MuweHn, TemnepaTypa nnaBneHnsa Takoro gynnekca 6yaer Huxe TemnepaTypbl naaBneHus
aynnekca B Cny4vae nMoOMHOM KOMMNEMEHTAapHOCTM 30HAa. Ha ocHoBaHuM TeMnepaTtypbl
NaaBNeHUs CUTHaAbHbIX 30HAOB NMPOBOANTCA MHTEPrpeTauns pesynbTaToB aHanusa.

B coctaB cMmecer ans amnaudwukaumu, cneunduyHbiX A7 KaAXA0ro reHeTU4eckoro
nonnMmopdmamMa, BKIKOHEHa CUcTeMa Ansa amnandukaummn dparmeHTa reHomHon OHK uenoseka,
KOTOpas MO03BOJMISIET KOHTpOAMpoBaTb konudectBo AHK B amnandwukaumoHHon npobupke u
WUCKIIYUTb OLWNOKM reHOTUNUPOBAHUS.

Cuctema pgnsa amnaudukaumm reHomHoin OHK yenoseka Bkntodaer AHK-30HA, KOTOPbIN
coaepxut dnyopecueHTHyto MeTky (Cy5) m racutenb dnyopecueHumm. pun obpasosaHum
cneundunyHoro npoaykta AHK-30H4 paspylwaetcs, gencreme racmtens Ha GayopecueHTHYHO
MEeTKy npekpawaeTcs, 4To BeaéT K BO3pacCTaHMio YpoBHS dnyopecueHumn. Konumyectso
paspyleHHbiXx 30HAOB (@, cnegosaTeslbHO, M ypoBeHb dnyopecueHuMn) Bo3pacTaer
MPOMOpPLUMOHaNbHO KOMMYECTBY 06pa3oBaBLUMXCH crneumdruyecknx aMnimMkKoHOB U M3MepsieTcs
Ha Kaxxaom umkne amnandukaumn.

Habop peareHTtoB OHKOleHeTMKa BK/KOYaET cMecu ana amnnmdukaumm, cneunduyHble
ONS Kaxaoro reHeTnyeckoro noavMMopdusMa, M MNoAoXKUTEeNbHble KOHTpPOAbHble o6pasubl.
Ncnonb3oBaHue TpéX payopecueHTHbIX KpacuTtesen no3sonsieT O4HOBpeMeHHO onpeaensTb ABa
annensa v oueHmsBaTb KonmyecTso reHoMHon OHK B ogHolt npobupke.

Ncnonb3oBaHWe HeCKObKUX yOpeCUeHTHbIX KpacuTenen mno3BOAsSeT COKpaTuUTb
KOMIMYECTBO MPOBbMPOK, MOCKOAbKY MOSBASETCH BO3MOXHOCTb OAHOBPEMEHHO perncTpmpoBaTtb
pe3ynbTaTbl pa3HbIX peakumi amnandukaumm, npoxoaswmnx B ogHon npobupke. B Tabnuue 1
npeacTaBneHbl KaHasnbl AeTEKUMN NPOAYKTOB aMnandukauum.

WccneposaHne c wucnonb3oBaHMeM Habopa peareHToB COCTOUT W3 ABYX 3TanoB -
BblageneHne AHK (npobonoarotoska) u MNUP-amnandunkaums B pexnme peanbHOro BpeMeHu.

Ons nposeneHus TUP ¢ petekuuen pesynbTaTOB B peXWME peasibHOro BpeMeHMU
MCNONb3YIT AeTekTupyowure amnangukatopbl (000 «HMNO AHK-TexHonorua»): ATnpanm,

OTnant n T-96 ¢ nporpaMMHbIM obecneyeHneM.
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B coctaB Habopa OHKoleHeTMKa BXOASAT MOJIOXMUTENbHblE KOHTPOJibHble 06pa3ubl: K+1
[roMO3UrOoTHbLIA MO HopManbHOMY annento] n K+2 [reTepo3nroTHbin], KOTOpble NpeacTaBisioT
coboin cmecnm KNoHUpoBaHHbIX ydacTkoB reHoB BRCA1l, BRCA2, BbisBNsiEMbIX C NPUMEHEHMEM
Habopa. KoHTponbHble o06pasubl npegHasHadeHbl A0S KOHTPOAS KadecTBa WCCienoBaHUS
rnonb3oBaTtesieM Habopa.

Tabnuuya 1 — KaHanbl geTekumn NpoayKToB amnamdbumkaumm

0O603HaveHnsa: N — HOpManbHbIN annenb, M —MyTaHTHbIN annenb

KaHanbl geTekumMn annenbHbiX BApuaHToB
Monumopdnsm (HamMeHoBaHWe cMecn Ans W BHYTpEHHero KoHTpons®
aMnanduKaunm) Fam Hex Rox Cy5 Cy5.5
BRCA1: 185delAG N m - BK -
BRCA1: 4153delA N m - BK -
BRCA1: 5382insC N m - BK -
BRCA1: 3819delGTAAA N m - BK -
BRCA1: 3875delGTCT N m - BK -
BRCA1: 300 T>G (Cys61Gly) N m - BK -
BRCA1: 2080delA N m - BK -
BRCA2: 6174delT N m - BK -

2.4 Bpems nposegeHus aHanmsa (6e3 yyeta npobonoaroToBKM): OT ABYX YacCOB.

3 AHAJTUTUHECKME XAPAKTEPUCTUKHA

3.1 Tpegen obHapyxeHus

HuwxHunii  npepen obHapyxeHmsa - He MeHee 1,0Hr [OHK yenoeseka Ha
aMnandunkaumoHHyo npobupky, 4to coorBetcTByeT Cp<32,0 Ha kaHane getekumn BK (Cyb).
Mpn wucnonb3oBaHMM MeHbwero konundectea AHK (Cp>32,0 Ha kaHane pgetekumn BK)

NPOM3BOAUTESb HE FAPAaHTUPYET KOPPEKTHYIO paboTy Habopa.

B obpa3uax ¢ HeaocTaTouHbIM konuyectsoM AHK (MeHee 1,0 Hr Ha aMNAMMUKaALNOHHYHO

NpobupKy) Nocne 3aBepLUeHNst peakLMn aMnaMduKaumm permcTpupyeTcs HEAO0CTOBEPHbI pe3y/bTarT.

3.2 AHanuTundeckas cneun@uyHoCTb
NHTepdepupylowMe BelwecTBa B KOHUeHTpauusx: 6unnpybuH - 684 MkMmonb/n,
remornobuH 2 r/n, xonectepuH 13 MmMmonb/n, Tpurauuepuabl - 37 MMONb/N He BAUSAKOT Ha

cneunduryHOCTbL Habopa peareHToB.

3.3 JnarHoctmyeckue xapakTepucTmku
Konnuectso obpasuos (n) — 635;
[JnarHoctmyeckas 4yBCTBUTENbHOCTb cocTtasnseT (95% AN) — 100,0% (93,9-100,0%);

OnarHnoctmnyeckas cneundunyHocTb coctasnseT (95% AN) — 100,0% (99,6-100%0).

1 - cuctema BHyTpeHHero koHTpons (BK), npeactaensier coboit cucteMy amnnumdukaumm reHomHon OHK
yefioBeka, MO3BONSET OUEHUTb KonunvectBo AHK B amMnandukaumoHHOM npobupke M UCKIYNTL OLINOKHK
reHOTUNNPOBaHUS.
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4 MEPbI MPEAOCTOPOXXHOCTU

O6bwme TpeboBaHma 6e3zomacHOCTM K HabopaM peareHTOB Ans in vitro AMArHoOCTUKK B
cootBeTcTBMM € TOCT I1SO 14971-2011.

OpraHusauma pabotbl [LUP-nabopatopun, obopyaoBaHve W MaTepuanbl LOKHbI
cooTBeTcTBOBaTb TpeboBaHmsam TOCT P 52905-2007, meToamMyecknx ykasaHumm MY 1.3.2569-09
«Opranmnsaumsa pabotbl nabopaTtopuii, MCNONb3YKOWMX METOAbl aMMINMUKALUUN HYKIENHOBbIX
KWUCNoT, Npu paboTe ¢ MaTepuasnoMm, cogep)kawnmMm MnkpoopraHusmel I-IV rpynn natoreHHoOCTU»,
M CcaHuTapHo-anunaemmonormdeckum npasmnam CIl 1.3.2322-08 «be3onacHocTb paboTbl C
MUKpoopraHmamamm IlI—-IV rpynn natoreHHocTn (onacHocTn) u Bo3byamntensamm napasmTapHbIX
6onesHern», CIM 1.2.036-95 «[lMopsgok yyeTa, XpaHeHus, nepegaym M TPaHCNOPTUPOBaHUS
MUKpoopraHmimos I-IV rpynn natoreHHoCTn».

Mpu pabote c MukpoopraHmamammu I-IV rpynn maTtoreHHocTu BblI6Op TMMNa 3aWMTHOMO
KocTioma (pabouel oaexabl M CpeaCTB WMHAMBUAYASIbHOW 3alMTbl) MNPOBOAUTCA B CTPOrOM
cootBetcTBMM C CIl 1.3.2322-08 u onpegensietcsa BuaoM Bo3byauTens, pabouen 30HOM,
OCHalleHneM ee 6okcamm buonornyeckor 6esonacHocTw.

K paboTte c HabopoM peareHTOB AOMycKaeTcs TOMbKO nepcoHasn, oby4yeHHbli MeToaaMm
MOEKYISAPHON ANArHOCTUKU M NpaBuiaM paboTbl B KIIMHUKO-AMArHoCTu4eckon nabopatopumn.

Bolaenenme [OHK cneayetr npoBoaAMTb B JNl@aMUMHApHbIX WKadax C BKJAKYEHHbIM
NaMmmHapHbiM noTokoM. [MogrotoeBky Kk TP ¢ ucnonb3oBaHmeM Habopa peareHToB cregyeTt
nposognTb B MNLP-60Kkcax.

Bce nabopatopHoe obopyaoBaHume, B TOM 4ucie [03aTopbl, wWTaTtuBbl, NabopatopHas
nocyaa, xanatbl, rofloBHble yb6opbl 1 Mp., @ TakXe pacTBOpPbl peareHToB AO0J1IXXHbl 6bITb CTPOro
CTauMoHapHbIMKU. 3anpeLlaeTcsa nx nepeMeLleHme n3 o4HOro NOMeLLEHNS B ApYroe.

Jo3aTopbl AOMXKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM MnoBepeHbl (B aKKpeauTOBaHHbIX
nabopaTopuax) n NpoMapKMpoOBaHbI.

Ypanate oTxogbl Cc npoayktamm [LUP HeobxoauMMO TOMbKO B 3aKpbiITOM Buge.
He ponyckaeTcs oTKpbiBaTb Npobupkn nocne amnnmdukaumm (MY 1.3.2569-09).

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTaTtuBbl, obopyaoBaHue v ap.)
eXeAHEBHO NOABEPratT BIAXHOM Yybopke C MNpPUMEHEHMEM AEe3UHMUUNPYIOLWMX/MOKOLWMX
CPEeACTB, pernamMeHTUpoBaHHbLIX CaHUTapHbIMKU npasunamu CI 1.3.2322-08.

Mpu wncnonb3oBaHnnM Habopa B KIMHMKO-AMArHOCTUYECKOW nabopaTopum obpasytoTcs
oTxoabl knaccos A 1M b, KoTopble KnaccuduuMpyroTcs U YTUIN3UPYIOTCS B COOTBETCTBUM C
TpebosaHmaMM CaHlnH 2.1.7.2790-10.

He ncnonb3oBatb Habop peareHTOB:

— NPV HapyLWeHUN yCNOBUIA TPAHCNOPTUPOBAHUS U XPaHEeHUs ;

—  Mpu” HECOOTBETCTBUM BHELUHEro BMAa peareHToB, yKa3aHHOro B nacnoprte K Habopy;
—  MpuW HapyLeHUN BHYTPEHHEN YNaKOBKN KOMMNOHEHTOB Habopa;

— M0 UCTEYEHUNIO CPOKa rogHOCTW.

MpuMmedaHue — Habop peareHTOB He COQEPXKMUT MaTepunasnoB 6MONONMUYECKOro MPOUCXOXAEHUS,
BellecTs, 06/aAaloWnNX KaHLEPOreHHbIM, MyTareHHbIM [AeNCTBMEM, a TakKXe BMSAWMUX Ha
penpoAyKTUBHYIO GYHKUMIO YenoBeka. [puM MCMNoMb30BaHUKM MO Ha3HauyeHuw u cobnaeHun Mep
NpeaoCcTOpPOXXHOCTU ABASIETCS 6€30MacHbIM.
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5 OBOPYAQOBAHME U MATEPUAJIbI

Mpwn paboTe c HabopoM TpebytoTca crneayowme obopyaoBaHme U Matepumanbl:

6okc 6monormyeckon 6esonacHoctu II knacca;

amnnudukaTop aetektupywwmin ATnant, ATnpaim, AT-96;

YCTPOWNCTBO Ao3upytouwee OTcTpum (Tonbko anst Habopos B hacoBke A);

YCTPONCTBO A9 3anedaTbiBaHuMsa nnaHwer [ATnak (Tonbko ans HabopoeB B
dacoBke A);

nonnMepHas TepMOMJiéHKa ANa 3anedyaTbiBaHus MukponnaHwet MLUP (Tonbko ans
HabopoB B hacoBke A);

ueHTpudyra ans mukponnaHwet MNUP (Tonbko ansg Habopos B dpacoBke A);
MUKpPOLEHTpndyra-sopTeKc;

X0104UNBbHUK BbITOBOM C MOPO3U/IBHON KaMepou;

npobupkn ogHopasoBble naacTMkosble 06bEMOM 1,5 Mn;

npobupkn ogHopa3oBble MnaacTukoBbie o06béMoOM 0,2 mMa ans ammandukauum unm
cTpunoBaHHble Npobupku (cTpunebl) o6béMoM 0,2 Mn ana amnandbukaumu;
MukponnaHwet ans MLUP (Tonbko ans Habopos B dpacoske A);

nonnuMepHas TepMOmnJieHKa ANna 3anedyatbiBaHus MukponnaHwet MLUP (Tonbko ans
Habopos B dacoske A);

WwraTme «pabouee Mecto» ans npobupok ob6vémom 1,5 mn;

wraTnB «paboyee MecTo» Ans npobmpok ob6véMom 0,2 M uan Ans CTPUMNOBAHHbIX
npobupok o6bemomM 0,2 mn;

[03aTopbl MeXaHW4YeCcKne WM 3NeKTPOHHble NepeMeHHOro obbéma oagHOKaHasbHble
CO CMEHHbIMW HaKOHe4YHuKamu, nossonswowme otbupate 06bEMbI XKMAKOCTU
or 0,5 po 10,0 Mmkn, ot 2 ao 20 mkn, ot 10 go 100 mkn, ot 20 mao 200 mkn,
ot 100 go 1000 mkn, ot 200 go 1000 Mkn;

OAHOpa30Bble HAKOHEYHUKM C GUIbTPOM AN MNOoNyaBTOMaTUYECKMX [A03aTOpoB,
csoboaHble ot [HKa3 n PHKas, 06bémom 20 Mk, 200 Mmkn n 1000 mkn;
OAHOpa30Bble NepyaTkn MegmumnHckue, 6e3 Tanbka, TEKCTYPUPOBAHHbIE;

éMKOCTb C Ae3MHduumpylwmm  pactBopoM ana cbpoca  MCNONb30BaHHbIX
HaKOHEYHMKOB, MPOBGUPOK U APYrMX PACcXOAHbIX MaTepuasnos;

KoMmnaekT ansa sbigeneHna OHK un3 6uonormdeckoro matepuana (pekoMmeHAyeTcs
MPOBA-IC-TEHETUKA wnu MPOBA-PAMNUA-TEHETUKA npoussoactea OO0 «HIO
OHK-TexHonorus», Poccnsa);

MporpamMmMHoe obecneveHne ans aMnanMdUKaTopoB AeTekTupyrowmnx ATnant, OTnpaim, AT-96:

Bepcus MO He Huxe 7.7.5.232;
ini dpann c napameTpamu aHanusa.

2 - NpoM3BOAMTESIb  pEKOMeHAyeT CBOEBPeMEeHHO OOHOBNSTL  MporpamMMHoe  obecrneyeHne  4ns
AeTeKTUpyrLwWwmMx amnangumkaTopos. AKTyanbHyto Bepcuto MO MOXHO cKayaTb Ha calTe KOMMNaHWUu
«AHK-TexHonorusa»: https://dna-technology.ru/poequip/po-dlya-oborudovaniya
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6 AHAJIUSNPYEMBbLIE OBPA3LbI

6.1 MaTepuan ang nccnenoBaHus
Ons nccnepoBaHMsa UCNONb3YHOT LENbHY0 Nepudepmyeckyto KpoBb YenoBeka.
B3atne, npenobpaboTky W XpaHeHne MaTepumana npoBOAAT B COOTBETCTBMM C

VIHCTDYKU,VIEVI K KOMMNekTy Ang sbigeneHma AHK us 6rnonornyeckoro MaTepuana.

6.2 B3daTne uenbHOM nepundepnyeckon KpoBmu

B3aTne uenbHOM nepudepruyeckon KpOBWM MNPOBOAUTCS B BaKyyMHble MAACTUKOBbIE
npobumpku Tuna Vacuette o6vemom 2,0 nnm 4,0 mn ¢ gobaBneHHON B KayecTBe aHTUKOarynsHTa
OVHATPMEBOM COMbl0  STUleHanmamumHTeTpaauetata (S0TA) B  KOHEYHOW KOHLEHTpauuu
2,0 Mr/mn. B kadecTBe aHTMKOArynsiHTa AOMYCKAeTCa TakKXe MCNOoJSib30BaHWE uMTpaTa HaTpus.
Ona nepeMewmnBaHMs KPOBWM C aHTUMKOAryasHTOM Mocne B3ATUS MaTepumana HeobxoanMo

nepesepHyTb NMpobupky 2 — 3 pasa.

BHUMAHME! He gonyckaeTcst UCrnosib30BaHMe renapmHa B KayecTBe aHTUKOarynsaHra.
6.3 TpaHCcnopTMpoOBaHME N XpaHeHMe UccrieayeMoro Mmatepmana

JonyckaeTcsa xpaHeHue obpasuos npu Temnepatype oT 2 °C no 8 °C He 6onee 24 u.
B cnyyae HeEBO3MOXHOCTU AOCTaBKM MaTepuana B nabopaTopuio B TeYEeHME CYTOK AOMyCKaeTcs
OlHOKpATHOE 3aMopa)kuBaHue maTtepuana. [JonyckaeTcsd XpaHeHue 3aMOpPOXEHHOro maTepuana

npu Temnepatype oT MMHYC 18 °C fo MunHyc 22 °C B TeueHue 6 MecsLEeB.

7 NMPOBEAEHUE AHAJIN3A

7.1 Boloenenne AHK n3 6uonormnyeckoro matepuana

7.1.1 Bblgenenne OHK npoBoAsT B COOTBETCTBUM C MHCTPYKUMEN K MUCMOSb3yeMoMy Habopy
peareHToB. PekomeHayeMble Habopbl (KoMnnekTbl) Aansa Bblgenedns OHK  u3
6uonornyeckoro ™artepuana: [POBA-IFC-TEHETUKA wn TMPOBA-PANMNA-TEHETUKA.
Komnnekt [MPOBA-TC-TEHETUKA pekoMeHAYeTCS WUCNonb3oBaTb B Clydae, ecnu
npegnonaraeTca AnauTenbHoe XpaHeHune BblgeneHHon [AHK (ao 6 mMecsaues). [AHK,
NoSly4YeHHYd C ucnosb3oBaHneM komnnekta [MPOBA-PAMNMNAO-FTEHETUKA, cnepyet
XpaHuUTb He 6onee ogHoro Mecsiua. lMonydeHHbin npenapat AHK MOXHO mcnonb3oBaTb
ANs NOCTaHOBKM  npumepHO 50 peakumin ans onpegeneHuss  reHeTuveckmx

noaMmMop@unu3mMoB.

BHUMAHME! OpgHoBpeMeHHO c BbigenenHnem OHK un3 nepudepunyeckonn KpoBu Heobxoanmmo
MpoOBECTM 4yepe3 Bce 3Tanbl NpobonoAroTOBKU OTpMUATENbHbLIN KOHTPOJIbHbLIN 0bpaseu (B ero
KayecTBe MOXHO WCMonb3oBaTb (U3NoONOrMyeckmn pacteBop B 06béMe, YyKa3aHHOM B

MHCTPYKUMM K Habopy peareHToB ans sbigeneHuns AHK).

BHUMAHME! lNpn npoBeaeHnn BCcex Nocneaylowmnx AeNCcTBuin cneayet nsberatb BO3AENCTBUS

NPSIMbIX COMTHEYHbIX NydYei Ha NPoBbMpPKM CO CMecblo ANns amnamdukaumm!

12
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7.2

7.2.1

Hanpumep:

:‘ AHK-TEXHONOIrnA

MoaroTtoBka M npoBeaeHWe MOMMEPA3HON LEenHoW peakumn npum pabote c Habopamu B
¢dacoske N

MpoMapKnpynTe Ans KaXaoro onpeaensiemMoro noanmopdmnsma Heobxoanmoe KOANYeCTBO
npobupok ansa amnandukaumm obvémom 0,2 Ma: no ogHon npobupke - Ansa Kaxaporo
ONs oTpuUATeNbHOro KOHTponbHOro o6bpasua (K-),
«K+1

nccneayemoro o6pasua, ans

NOJIOXKMUTENbHBLIX KOHTPONbHbLIX 06pa3LoB [rOMO3UrOTHBLIA MO  HOpPMasbHOMY

anneno]» n «K+2 [retepo3nroTHbIn]».

Heobxoanmo npoaHanusmpoBaTb 5 obpasuos. [ns kaxaoro nonmmopdusma

HY>XHO MpoMapkupoBaTb 8 nMpobupok - 5 Ana uccneayembix 06pasuoB, oaHy ANs «K-», ogHYy

ans «K+1», oaHy ans «K+2». Obuee KoMYECTBO NPpobMpoK Ass BCEX BOCbMM NMOMMOPGHU3MOB

- 64.
CMecb ans amnamdumkaumm / HoMmep npoMapKMpoBaHHOM nNpobunpkun
O6paszeL BRCA1 BRCA2
P 185 4153 5382 3819 3875 300 2080 6174
delAG delA insC delGTAAA delGTCT =G delA delT
1 1 2 3 4 5 6 7 8
2 9 10 11 12 13 14 15 16
3 17 18 19 20 21 22 23 24
4 25 26 27 28 29 30 31 32
5 33 34 35 36 37 38 39 40
K- 41 42 43 44 45 46 47 48
K+1 49 50 51 52 53 54 55 56
K+2 57 58 59 60 61 62 63 64
7.2.2 BCTpsiIXHUTE npobupkn co cMecaMu Ansg  amnaubukaumm B TedeHne 3-5C u
LeHTpUdyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLEeHTpUdyre-BopTeKkce.
7.2.3 BHecuTe BO BCe NpoOMapKupoBaHHble Npobupkn no 20 MK COOTBETCTBYIOLLEN CMecu Ans
amnandunkaummn (Ana Kaxaoro nonmMopduamMa otTaeflbHbIM HAKOHEYHUKOM).
7.2.4 BcTpsixHuTe npobupku c MUP-6ydepom n nonmmepason TexHoTaq MAX B TeyeHue 3-5 C

N LUeHTpUdyrmnpyiite B TedeHne 1-3 ¢ Ha MUKpoOLEHTpUdyre-BopTeKce.

BHUMAHME! Monumepasy TexHoTaq MAX HeobXxoAMMO BblHUMaTb M3 MOPO3WJIbHOM KaMmepbl

HENnocpeacTBeHHO nepea 1UCrnojib3oBaHNEM.

7.2.5

MpurotoBbTe cMecb [LP-6ydepa c nonumepason TexHoTagq MAX. CMmewalite B
oTAenbHoM npobupke:

e 10 x (N+1) mkn NUP-6ydepa;

e 0,5 x (N+1) mkn nonnmepasbl TexHoTag MAX,

roe N — KonnM4yecTBO NMPOMapKMpPOBaHHbIX MPOBUPOK C YUETOM «K-», «K+1», «K+2x».

Hanpumep: Heobxoanmo npoaHanuampoBaTb 5 06pasuos, «K-», «K+1», «K+2».

MpoMapKnpoBaHHbIX MPobupok — 64.

Heobxoanmo

npurotoButb cmecb [UP-6bydepa v nonumepasbl TexHoTaq MAX ans

65 (64+1) npobupok, T.e. 650 mkn MUP-6ydepa + 32,5 Mmkn nonnmepasbl TexHoTaq MAX.
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7.2.6 BcTpsaxHuTe npobupky co cmecbto [MUP-6ydepa ¢ nonumepason TexHoTaq MAX B

TeyeHune 3-5 c 1 LeHTpudyrmpyiite B TedeHmne 1-3 ¢ Ha MUKpoOUEHTpUdyre-BopTeKkce.

BHMUMAHME! Cwmecb [LUP-6ydepa wn nonmmepasbl TexHoTaq MAX HeobXxoAWMO rOTOBUTb

HenocpeaCcTBeHHO nNepen ncnosib30BaHNEM.

7.2.7 [Oob6aBbTe B Kaxayl nNpobupKy CO CMecbio Ans amnnudukaumm no 10 MkA cmecu

MUP-6ydepa c nonnumepason TexHoTaq MAX.

BHUMAHME! Mocne pob6aeneHna cmecnm T[LUP-6ydepa n nonumepasbl TexHoTaq MAX B
npobmpkn co cMmecamum ans amnamdukaunm HeobxoaAMMO B Te4veHue ABYX 4YaCoB BbIMOSIHUTH
nn. 7.2.8 — 7.2.13.

7.2.8 [obaBbTe B Kaxayt npobupky no ogHon kannae (okono 20 MKA) MUHEpasbHOroO mMacna.
3aKkpoiTe KpbiWwKK Npobumpok.

BHUMAHME! [na npenoTtBpalleHns KOHTaMUHauun cnepgyet neped BHeceHuem [HK oTKpbiBaTb

KPbIWKM TOSIbKO Tex NpobuMpokK, B KOTOpble ByaeT BHOCUTLCS AaHHbIM o6pasel, 1 3aKpbiBaTb UX,

nepen BHeceHueMm cneaywowero. [Mpenapatel AHK cneayetr BHOCUTb HaKOHEYHMKaMu C

dbunbTpoM.

7.2.9 BHecuTe B npobupkn ans uccneayembix 06pa3suos no 5,0 MK BblAeNeHHOro 13 ob6pas3uos
npenapata AHK (kpome npobupok «K-», «K+1», «K+2»).

7.2.10 BHecuTte B npobupku, nMpoMapkupoBaHHble «K-», no 5,0 MK OTpuUaTeNbHOro
KOHTpOJsIbHOro obpasua, npowealwero atan sbigenexHmna AHK (cm.n.7.1),

7.2.11 BHecute B nNpobupkM, MNPOMapKUpOBaHHbIE ANS  MOJIOXUTENbHbIX KOHTPOJbHbIX
obpasuos, No 5,0 MK/ COOTBETCTBYIOLLErO MOMOXUTENBHOMO KOHTPObHOro obpasua.

7.2.12 3akponTe Kpbiwkn npobupok. LleHTpudyrmupynte Bce npobupku B TeuyeHne 3-5cC Ha
MUKpoOLeHTpudyre-sopTeKkce.

7.2.13 YcTaHoBUTe BCe Npobupkn B 670K geTeKTupytowero amnandunkartopa.

7.2.14 3anycTuTe nporpaMmHoe obecrnevyeHue K geTtekTupylowemy amnandukatopy, Bbibepute
onepaTtopa, Bbibepute pexumm «Pabota c npubopom». lNpu nepeBoM nposeaeHuun [LP
3arpysuTe ini ¢ann «BRCA.ini». MNMpun nocneayowmx noctaHoBkax AobaBbTe B MPOTOKOS
COOTBETCTBYHOLUMNE TECTbI MM MCNOSIb3YNTE MHOMOTECTOBbIN PEXUM, YKaXuUTe KONMYecTBO
n wnaeHtTudukatopbl 06pasuoB, B TOM 4MCNe OTPULATESNbHbLIX M MNOJOXUTENbHbIX
KOHTpPOJIbHbIX 06pa3uoB, OTMETbTE pacrnojioxeHne nNpobmpok Ha maTpuue Tepmobiioka B

COOTBETCTBMU C nX yctaHoskon (cM. n. 7.2.13) n nposeguTte MLP.

MpuMeyaHne - Tun NpobUPKM AN OTPULATENbHbIX KOHTPOJIbHbIX 06pasuoB M MONOXMUTENbHbIX

KOHTPO/bHbIX 06pa3L0oB K Habopy cneayeT yKkasbiBaTh Kak «O6pasels.

BHUMAHME! PacnonoxeHue npobupok Ha ™Matpuue TepMobnoka [AONXKHO  CTpOro
COOTBETCTBOBATb MNOPSAKY YCTaHOBKM npobupok B 6Groke. [ns MHOroTectoBOoro pexuma
nopsiAOK YCTaHOBKM NPOBMPOK AO/IKEH CTPOrO COOTBETCTBOBATb MOC/AeA0BaTeNlbHOCTM TECTOB B

rpynne.
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7.3

7.3.1

:‘ AHK-TEXHONOIrnA

MoaroToBka NonMMepasHoOn uenHon peakumn npu pabote ¢ Habopamu B acoske A
(BapmaHT C npeaBapuTENbHOM MNOArOTOBKOW peareHToB pPY4YHbIM A03MpPOBAHMEM —
«ba3oBbI cnocob NocTaHOBKN»)

BcTpsaxHute npobupku ¢ MUP-6ydepom Ctpum 1 nonmmepason TexHoTaq MAX B TeueHune

3-5 ¢ n yeHTpudyrmpynTte B TeueHne 1-3 ¢ Ha MMKpoueHTpudyre-sopTeKkce.

BHUMAHME! Monumepasy TexHoTaq MAX HeobxoAMMO BblHUMaTb M3 MOPO3WJIbHOM KaMepbl

HENoCpeaACTBEHHO Nepea NUCMNoJiIb30BaHNEM.

7.3.2

7.3.3

MpurotosbTe cMech MLP-6ydepa CTtpuMm n nonnmepasbl TexHoTaq MAX:

- npu npoBedeHun 48 onpeaeneHuii eauMHOBPEMEHHO (BapuaHT MOCTaHOBKMU
«MunkponnaHwet 384») - aee npobupkun c MNMUP-6ydepom Ctpum mn gse npobumpkn ¢
nonnmepason TexHoTaq MAX;

- npu npoBeaeHun 24 onpeaeneHnin eaMHOBpPeMeHHO (BapuaHT MOCTaHOBKM
«lMonoBnHa MuKponaaHweTa 384») - ogHy npobupky c MNMUP-6ydepom CTtpum n ogHy

npobupky ¢ nonnmepason TexHoTaq MAX;

BHecute B npobupky c T[UP-6ydepom CrtpuMm Becb 06BEM ogHOM nNpobupkm C
nonumepason TexHoTaq MAX, T.e. 600 mkn MNLUP-6ydepa Ctpum + 60 Mkn nonnmepassbl
TexHoTaq MAX.

BcTpaxHUTe NpobupKy CO CMecbto B TeyeHue 3-5 ¢ U ueHTpudyrmpyite B TeueHme 1-3 ¢

Ha MUKpPOLIEHTpUdYyre-BopTekce.

BHMUMAHME! Cwmecb MNLUP-6ydepa Ctpum u nonmmepasbl TexHoTaq MAX Heob6xoamMMo roToBUTb

HEeNoCpeaCTBEHHO Nepea UCNoJib30BaHNEM.

7.3.4

7.3.5

7.3.6
7.3.7

7.3.8

AkkypaTHO, 6e3 obpa3oBaHusA BO34YLUHbIX MNy3blpei, BHecuTe B 8 npobupoK nycToro
cTpuna 13 Habopa no 140 MKA NOMy4YeHHOM CMecu npu nocTaHoBke 48 onpeaeneHumn
eANHOBpPEMEHHO (BapuaHT MoOCTaHOBKM «MukponnaHweT 384»), wam no 75 Mkn
NOSYYEHHOM CMeCuM npu MoCTaHoBKe 24 onpeaeneHnss eanHoBpeMeHHO (BapuaHT
MocTaHoBKMU «[1onoBMHa MUKpoMiaHweTa 384»).

Mpomapkupymnte 6 nNycTbiX CTPMNOB, W3 cocTaBa Habopa, npu MNoOCTaHOBKe
48 onpegeneHnin eguHOBpeMEHHO (BapuaHT MOCTAaHOBKM «MwukponnaHweT 384»), uau
3 NycTbiX CTpuMna npu NOCTaHOBKe 24 onpejeneHnss eanHoOBpeMeHHO (BapuaHT
rnoctaHoBKM «[lMonoBMHaA MUKpOMaHLweTa 384»).

BHecuTe B Kaxxay npobupkKy nycTbix cTpunos rno 60 Mkn 6ydepa ansa passeaeHus AHK.
BcTpaxHuTe npobumpknm C  noayyeHHbiM npernapatoM [OHK ©  NONOXWUTENbHbIMU
KOHTpOJIbHbIMK 06pa3uamMun, UueHTpudyrmpymnte B TedeHne 1-3 ¢ Ha MUKpoueHTpudyre-
BOpTekce

AkkypaTHO, 6e3 o6pa3oBaHuMs BO3AYLIHbIX MNy3bipehn [o06aBbTe B COOTBETCTBYHOLWMNE
npobupku cTtpmnoB no 24 mkn npenaparta AHK nccneayembix 06pasuos, oTpMLaTebHOro

KOHTponbHOro obpasua (K-) 1 NonoXuTenbHbIX KOHTPOSIbHbIX 06pa3LoB.
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7.3.9 UeHTpudyrmpynte Ha MuUKpoueHTpudyre-BopTekce CTpunbl CO CMecaMum  Ans
amnandukaumn CtpuMm, ABa CTpuna npu noctaHoBke 48 onpeneneHuin eauHOBPEMEHHO
(BapuaHT nocTaHoBKM «MuKponaaHweT 384»), WAM OAMH CTPMN MpU  MNOCTaHOBKe
24 onpeperneHuns eINHOBPEMEHHO (BapuaHT NOCTaHOBKM «lMNonoBuHa
MUKponaHweTa 384»).

7.3.10 YcTaHOBUTE CTpunbl €O cMecamm pansd amnamdbukaumm CrtpuMm, co cMmecbto [1LIP-
6ydepa Ctpum 1 nonumMmepasbl TexHoTaq MAX, ¢ pasBeaeHHbiMM obpasuamu, «K-»,
«K+1», «K+2», a Tak e nycTble cTpunbl, MuKponnaHwet ans MLUP Ha pabounii cTton
OTcTpum.

7.3.11 OTKpoWTe CTpuNbl CO CMecbl Anasa amMnandukaumm CTpuM, akKypaTHO CHSB 3aLMTHYHO
MJEeHKY WIN OTKPbIB KPbIWKW U MpoBeauTe [03MpOBaHME KOMMOHEHTOB COrnacHo
pPYKOBOACTBY MO 3KCN/yaTtaumu Ans yCTponcTea Aosmpytowero ATcTpum.

7.3.12 lNMocne 3aBeplweHus nNporpaMmbl Ha Ao3upyloweM ycTtponctee [ATCTpMM aKKypaTHO,
He BCTpsXuMBas, noMmecTuTe MuKponnaHwet anga [MLUP B noasoxky ycTpouctsa Ans
3aneyaTbiBaHusa rmaaHweTt ATnak.

7.3.13 3anevaTtante MukponnaaHwet ansa MNLUP TepMonniéHKoM B COOTBETCTBUM C MHCTPYKLMEN K
npmbopy ATnak.

7.3.14 UenTtpundyrupynte mmkponnawet ang MUP npyu 1000 06/MuH B TeueHue 30 c.

7.3.15 NMNomecTtute MmmkponnaHwet ana MNUP B ageTekTnpyowmnn aMmnangukaTtop.

7.3.16 3anyctute nporpammHoe obecneyeHne K aMmnandukaTopy, BbibepuTe onepaTopa,
BbIbepuTe pexum «PaboTta ¢ npubopom». MNMpu nepsom nposeaeHun MLP 3arpysurte dann
«BRCA.ini». Mpun nocneaywwmx MNocTaHOBKax Bbibepute «MynbTutecT», nobasbTte B
npotokon TecT <«BRCA», ykaxute wuaeHTudwukatopbl o6pasuos, B TOM 4ucne

NOJIOXKMUTENbHbIX U OTpMLATENBHOrO KOHTPOJIbHbIX 06pa3Los, 1 nposeanTte MLP.

7.4 ToarotoBka nNosmMMepasHoW uenHon peakumn npu pabote ¢ Habopamwm B dacoske A
(BapuaHT C npeaBapuTeNbHON NOArOTOBKOWM peareHTOB Ha A03MpYHLWEM YCTPOMCTBE
OTcTtpuM — «IHTerpupoBaHHbI CNocob NMOCTaHOBKM»)

7.4.1 BcTtpsaxHuTe npobupkm c TMUP-6bydepom Crtpum, 6ydepom ansa passegeHua OHK un
nonmmepason TexHoTaq MAX B TeyeHue 3-5 ¢ n ueHTpudyrmpymnte B TedeHne 1-3 C Ha
MUKpoueHTpudyre-soptekce. [ns nposegeHns 48 onpegeneHnn eguHOBPEMEHHO
(BapnaHT NoOCTaHOBKW <«MukponnaHweT 384») ucnonb3lyetcs ABe npobupku c TLP-
6ydepom CtpuMm, yeTbipe Nnpobupkn c bydpepom ans passegeHms OHK n gse npobupku c
nonnmepasonn TexHoTaq MAX. [Ona nposeaeHuns 24 onpegeneHnin eguHoOBpPeMEHHO
(BapuaHT nocTaHoBKkM «[1oNOBMHA MUKponaHweTa 384») UCMNonb3yeTcs ogHa npobupka
¢ NuP-6ydepom Crtpum, aBe npobupku c bydepom ana passegeHus AOHK un opHa

npobupka c nonmMepason TexHoTaq MAX.

BHMUMAHME! Monumepasy TexHoTaq MAX Heob6x0AMMO BbIHMMaTb M3 MOPO3WUSILHOM Kamepbl

HENOCPeACTBEHHO NeEpen NCNOJIb3OBAHUEM.
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7.4.2 UeHTpudyrupynte Ha MuUKpoueHTpudyre-BopTekce CTpunbl CO CMecaMum  Ans
amnandukaumn CtpuMm, ABa CTpuna npu noctaHoBke 48 onpeneneHuin eauHOBPEMEHHO
(BapmMaHT nNOCTaHOBKM «MuKponnaHwer 384»), WMAXW OAMH CTpPUMMN MNpUM  MOCTAHOBKE
24 onpeperneHuns eINHOBPEMEHHO (BapuaHT NOCTaHOBKM «lMNonoBuHa
MUKponaHweTa 384»).

7.4.3 BcTpaAxHuUTe npobupku C nonydyeHHbiMn npenapataMn AOHK u©  nonoxutenbHbIMU
KOHTPOJIbHbIMM 0bpa3uamu B TedeHue 3-5 ¢ n ueHTpudyrnpymnte B TedeHme 1-3 C Ha
MUKpoLeHTpudyre-sopTekce. YcrtaHoBuTe npobupkm Ha paboumin cton [OTcTtpum B
wTatne ansa obpasuos AHK B cooTBeTCcTBUM C npoTokonom JIUC.

7.4.4 YCTaHOBWUTE CTpUMbl CO cMecsaMm ansa amndukaumm CrtpumMm, npobupkm C
MnuP-6ydepom Ctpum, 6ydepom gns passeaeHms OHK u nonumepason TexHoTaq MAX,
a TakKXe nycrble cTpunbl, MuKkponaaHwet ansa MNMUP Ha pabouun cton OATcTpumM.

7.4.5 OTKpoWTe CTpunbl CO CMeCblo Anaa amMmnandukaumm CTpuMM, akKKypaTHO CHSAB 3aLMTHYHO
MJEeHKY WM OTKPbIB KpbIWKW, W NpoBeAUTe [A03MPOBaHME KOMIMOHEHTOB COrfacHo
pyKOBOACTBY MO 3KCriyataunu.

7.4.6 Tlocne 3aBeplweHUs NporpaMmbl Ha A[o3upyloweMm yctponctee [LATCTpMM aKKypaTHO,
He BCTpsSXuBas, MoMmecTuTe MuKponnaHwet anga [MLUP B noanoxky ycTpouctsa Ans
3anevyaTbiBaHMa nnaHweT ATnak.

7.4.7 3anevatante MmukponnaHwet ansa MNLUP TepMoniéHKoOM B COOTBETCTBUM C MHCTPYKLUMUEN K
npmnbopy ATnak.

7.4.8 UeHTpudyrmupynte mmkponnadwet ansa MUP npmn 1000 06/MuH B TeueHue 30 c.

7.4.9 T[omectute MukponnaHweT ang MNUP B geTekTupyowunii amnangukaTop.

7.4.10 3anycTtute nporpammHoe obecneyeHune RealTime_PCR B pexume «Pabota ¢ npnbopom».
Mpn nepsom nposeaeHun TUP 3arpysute d¢dann <«BRCA.ini». [lpun nocneayowmx
noctaHoBkax Bblbepute «MynbTuTecT», AobaBbTe B MPOTOKON TecT «BRCA», ykaxwute
naeHTudukaTopbl o06pa3uoB, B TOM UYWUCAE TMOJOXUTENbHbIX W OTpUUATENLHOMO

KOHTpOsibHbIX 06pa3uos, u nposeante MLP.

8 PETMCTPALUA PE3YJIbTATOB AMITJTTIMUOUKALINN

Perncrtpauma pesynbtatoB [ILUP ocywectBnaerca aBTOMaTUYECKM C  MNOMOLUbHO
nporpamMMHoro obecneyeHms, NOCTaBASEMOro C AETEKTUPYIOWMM aMNINPUKATOPOM.

Ha rpaduke 6yper oTobpaxeHa 3aBUCUMMOCTb QyopecueHumMn OT TemnepaTypsbl
nnaesneHns ansa kKaxgow npobupkn B Tepmobnoke. B Tabnuue cnpaBa 6yaer nokasaH
naeHtTudmnkatop obpasua, Ha3BaHMe  BbIBASEMOro  nonammopduamMa U pesynabraTr
reHOTUNMpOBaHMUS Kaxaoro obpasua. Mo pe3synbTataM aHanusa MOXHO cdopMuMpoBaTb U
pacne4yaTtaTb OTYeT.

B 6naHke oOTBeTa YKa3blBAKTCHA reHOTMMNbl Obpa3ua C KpaTKOM XapaKTepUCTUKON W

3aK/1Ilo4eHNEM No pe3ysibTaTaM reHoTunnpoBaHuA.
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9.1

9.2

:‘ AHK-TEXHONOrUs

YYET PE3YJIbTATOB PEAKLIUA

YUYéT W uWHTepnpeTaums pe3yabTaToB peakuMn OCYLLECTBASETCS aBTOMATUYECKU C
MOMOLLbIO  MNpOrpamMMHOro  obecneyeHuss, NOCTaBNASIEMOro C  aMnNIN(PUKaTOPOM
OETEKTUPYIOLWNM.

Onsa Bcex obpasuoB nporpamma (ukcnpyeTt pesynbTaT amnnmdukaumm reHomHon AHK
yenoseka (BK). [Ona koppekTHoW paboTbl Habopa peareHToB KOJIMYECTBO
aHanmsmpyemon OHK posmkHo 6biTb He MeHee 1,0 HF Ha aMNAMMUKALUMOHHYO NMPobupkKy,
yTo cooTBeTcTBYeT Cp < 32,0.

B obpasuax, npoweawunx MLP, 1 coaepxawmx AOCTaTOYHOE ANl KOPPEKTHOrO aHanusa
konnyecteo [AHK, nporpamMmma onpegensieT reHoTun uccregyemoro obpasua, KoTopbin

oTobpaxéH B Tabnuue B rpade «Monmmopdmnam».

Mz | MpeHTvdkKaTop Tect MNonmmopdiasm
Al _opaze BRCA1: 185dels N M
B1 Dapazeu_1 BRCA1:4153delA N M
C1 Capazew_T1 BRCA1:5382nsC M M
01 Dapazeu_1 BRCAT:IE15=IGTALA M M
El Capazeu_1 ERCAT:3E754=IGTCT N M
F1 Ofpazeu_1 ERCA1:300T=G(Cys&iC N M
G Capazew_T1 BRCAT:2080d=10, M M
H1 Capazeu_1 BRCAZ:E174deT M M
AZ Cepasey_2 BRCA1: 185delAG N M
BZ| Oapazeu_2 BRCAT:4153d=1A, M m
C2 Copasey 2 BRCA1:538%n=C M M
D2 Dapaseu_2 BRCAT:35154=IGTALA N M
E?| Odpaseu_2 BRCA1:3BT542IGTCT M M
F2 Ofpazey ¢ BRCAL3INOT*G(Cys81C N M
a2 Dapaseu_2 BRCA1: 2080414 N M
HZ D&pasey_2 BRCAZ:E174deT N M

BHVUMAHME! B cBs3M C BbICOKON MEeAULMUHCKOM U couManbHOM 3HAUYMMOCTbKO HOCUTENLCTBA

nonnmopdusma (Mytaumm) B reHe BRCA1l mnm BRCA2 pekOMeHAyeTCcs MpoBOAMTb MOBTOPHOE

reHoTMNMpOBaHME reTepo3mroTHbIX 06pa3yoB, HaunHas ¢ 3Tana BolgeneHns OHK.

9.3

B MONMOXUTENbHbIX KOHTPO/IbHLIX 06pasuax AosKeH 6biTb onpeaenéH COOTBETCTBYOLLMIA

reHoTum:
K+1 [FOMO3UrOTHbIN NO HOPMasibHOMY annento] — N M
K+2 [reTepo3nroTHbin] - N m
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9.4 Ons obpa3uoB C HeAOCTATOYHbIM An9 aHanu3a konumdectBoM AOHK (mMeHee 1,0 Hr Ha

aMnandUKaunoHHyto npobupky, Cp>32,0 Ha kaHane peTtekumn BK), nporpamma

Ha Ha

onpefenseT HeOCTOBEPHbIN pe3ynbTaT:

B cnyyae nony4veHuss HeOooOCTOBEpPHOro pesysbTaTa TpebyeTcsa MOBTOPHOE npoBeaeHue
MUP ¢ nmerowmnmcs npenapatom OHK, nnbéo nostopHoe BblaeneHue OHK u noctaHoBKa
Mup, nmnbo MOBTOpPHOE B3ATHNE K/IMHNYEeCKoro MaTtepuana (BbIMONHSAETCSA

rnocnegoBaTeNbHO).

9.5 [ns oTpuuaTesnbHbIX KOHTPOSbHbIX 06pasuoB nporpamMma (UKCUPYET HeAOCTOBEPHbIN

H, Hi,

pe3ynbTaT:

Mpn Nosyy4eHnn NONOXUTENBHOINO 3HAYEHUS (onpe,qeneHMe FeHOTMI'Ia) B OTpMuaTeEZIbHOM
KOHTPOJIbHOM 06pa3L|,e peE3yNbTaTbl BCen NOCTaHOBOYHOW cepumn CYHUTAKOT
HeLOoCTOBEpHbIMU. B 3TOM cnydae Heobxoanmo npoBegeHmne crneunanbHbIX MepOHpMHTMVI

Ana yCtpaHeHnAa KOHTaMUHauun.

10 TPAHCNMOPTUPOBAHME, XPAHEHUE N SKCNNYATALUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLIECTBASKOT B TEpPMOKOHTelHepax ¢
X/flafo3/1eMeHTaMmM  BCEMUM  BMAAMWM  KPbITOrO  TpaHCnopTa Npwu  TeMmnepaTypax,
COOTBETCTBYHOLUNX YC/IOBUSIM XPAHEHUS KOMMNOHEHTOB, BXOASLWNX B COCTaB Habopa.

10.1.2 [lonyckaeTcsa TpaHcnopTupoBaHume rnonuMmepasbl TexHoTaq MAX npum TeMmnepaType
oT 2 °C go 8 °C He bonee 5 cyToK.

10.1.3 Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylleHMeM TeMnepaTypHOro pexuma,

NPpUMEHEHUIO HE noAasiexar.

10.2 XpaHeHue

10.2.1 KoMnoHeHTbl Habopa peareHToB, 3a UCKOYEHNEM nonmMmepasbl TexHoTag MAX, cneayet
XPaHUTb B XONOAWIbHUKE WX XONOAWbBHOMW KaMepe npu TemnepaTtype oT 2 °C go 8 °C
B TEeYeHMe BCero cpoka rogHocTn Habopa.

10.2.2 Nonumepasy TexHoTaq MAX cnenyeT XpaHUTb B MOPO3W/IbHOM KamMepe npu TeMnepaTtype
OT MUHYC 18 °C ao MuHyc 22 °C B TeueHune BCero cpoka rogHocTu Habopa.

10.2.3 CMecu ang amnandukaumm cnegyet XpaHuTb B XON0AUBHUKE UK XONOAUNbHOW Kamepe
npu Temnepatype ot 2 °C go 8 °C B 3aWMWEHHOM OT CBETa MeCcTe B TeyeHue Bcero
Ccpoka rogHocTtu Habopa.

10.2.4 Habopbl peareHToB, XpaHWBLIMECA C HapyleHWeM pernameHTUPOBAHHOIO pexmnma,

NMPUMEHEHNIO HE MoAneXar.
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10.3
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YKasaHud no skcnayataumu

10.3.1 Habop [O/HKEH MNPUMEHATLCA COMACHO AEUCTBYHOLWEN BEPCUN  YTBEPXAEHHOM

MHCTPYKUWN MO NPUMEHEHMUIO.

10.3.2 lNocne BCKPbITUA YMaKOBKM KOMMOHEHTbl Habopa creayeT XpaHuTb MpuU CeayoLwmx

YyCroBuUAX:

- KOMNOHeHTbl Habopa creayeT XpaHUTb B XON0AMNbHUKE WU XON0AUIbHON KaMepe
npwn Temnepatype oT 2 °C go 8 °C B Te4eHMe BCEro cpoka roaHocTu Habopa;

- cMecn ana amnavdukaumn cnepgyeTr XpaHuTb B XONOAWSIbHUKE WUAW XOS04UbHOMN
Kamepe npu Temniepatype oT 2 °C go 8 °C B 3alWMWEHHOM OT CBeTa MecTe B
TeyeHune BCero cpoka rogHocTn Habopa;

- nonumepasy TexHoTaq MAX creayer XpaHuUTb B MOPO3MIBHOM KaMepe npw
TemnepaTtype oT MUHYC 18 °C go MuHyc 22 °C B TeuyeHue BCEero cpoka rogHocCTu

Habopa.

10.3.3 Habopbl C UCTEKLLINM CPOKOM rOAHOCTU MPUMEHEHUIO HE noafexar.

11

11.1

11.2

11.3

11.4

12

12.1

12.2

YKA3AHMA MO YTUWIN3ALUNU

Ha6opb|, npuweguwmne B HENpMUrogHoCtb, B TOM 4ucne, B CBA3U C UCTEYEHUEM CPOKa
roAHOCTM W HEeWUCnosib30BaHHble peakTUBbl, OTHOCATCA K Kraccy b v noanexart

yTUAn3auum B cCoOoTBeTCTBMU C TpeboBaHuamum CaHluH 2.1.7.2790-10 n MY 1.3.2569-09.

Mpu wncnonb3oBaHMM Habopa B KJIMHUKO-AMArHOCTUYECKoOW nabopaTopum obpasytoTcs
oTXxoabl knaccoB A U b, KoTopble KnaccuUUMpyrTCa N YTUIN3UPYIOTCS B COOTBETCTBUM
c TpeboBaHusaMun CaHlnH 2.1.7.2790-10.

Bxoaawme B cocTtas Ha6opa peareHToB >XuWaKmMe KOMMOHEHTbI, npuuegune B
HEMNPUIroaAHOCTb, nepeag cCanBoM B KaHaansauunko AOJIKHbI 6bITb npeaBapuTesibHO

pasbaeneHbl Bogon 1:100.

YnakoBka Habopa peareHToB (nepBuYHas: Npobupkm, dNakoHbl U BHELLHSAS: MakeTbl
NOAW3TU/IEHOBbIE C 3aMKOM W KOPOBKWM KapTOHHbIE) Mocsae WCNo/b30BaHUSa Mo

Ha3Ha4yeHMIo, OTHOCUTCH K OTXo4aM Kriacca A n yTunmsnpyeTcs C 6bITOBbIMM OTXOAAMMU.

FAPAHTUN N3TOTOBUTENA

MNpeanpusTMe-nu3roToBUTElb  rapaHTMpyeT  COOTBETCTBME  Habopa  TpeboBaHMAM
TEXHUYECKUX YC/IOBUIA MpU COBNIOAEHUN YCNOBUIM TPAHCMOPTUPOBAHUS, XPaHEHUs W

SKCnyatTauun.

Cpok rogHoctu Habopa peareHToB — 12 MecaueB npu cobnwgeHum BCeEX YCIOBUN

TPaHCMOPTMPOBAHUS, XPAHEHUS M 3KCMyaTauum.
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13 PEMOHT N TEXHNYECKOE OBCJ1Y)KXUBAHMUE

Ha6op peareHToB npeaHa3HaydeH Anda O04HOpPa30BOro WMCMNoJ/ib30BaHUA WM HE NOANEXUT

TEXHNUYECKOMY 06CY>XMBAHUIO N TEKYLLEMY PEMOHTY.

14 CNMBOIJ1bl, NCMOJIb3YEMbIE NP MAPKNUPOBKE HABOPA

MeanUMHCKOE n3aenune (T O6paTUTECh K MHCTPYKLIMM
ANs AWArHOCTUKMW in vitro rno MPUMEHEHUo
J’ TemnepaTypHbIi Anana3oH KaTanoxHblii HoMep
V Konnuectso TectoB d AZpec usrotoBuTens
S He ponyckaeTtcs Bo3aencreune
g lopeH no ZIN
= COJTHEYHOrO CBETa

Cepus Habopa He cTepunbHO

ﬁﬂ [laTa U3rotoBneHus ® OaHOpa30BOE MCMOJb30BaHMe

15 NMEPEYEHb NPUMEHAEMbIX HALUNMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-95 O6bwme TpeboBaHMA K TEKCTOBbIM AOKYMEHTAM.

FOCT ISO 14971-2011 U3pennsa MeauumHckme. TpUMeHeHue MeHeAXMeHTa pucka K
MEANLMHCKUM U3aeNnsMm.

FOCT P 15.309-98 Cuctema pa3paboTku M MNOCTAaHOBKW MpPOAYKLMW Ha MNpOM3BOACTBO.
UcnbiTaHns 1 npuémka BbiNyckaeMon Npoaykumn. OCHOBHbIE MOJIOXKEHUS.

FOCT P 51088-2013 MeaguUMHCKME wm3genusa Af8 AMArHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHTOB, TECT-CUCTEMbl, KOHTPOJIbHblEe MaTepuasnbl, NUTaTe/bHble cpeabl.
TpeboBaHus K N3genuam 1 nogaepxuBatolern AoKyMeHTaumu.

FOCT P 51352-2013 MeanumHCcKMe wusgenusa AN AOWMarHocTUKM UWH  BUTpO. MeTtoabl
NCMbITaHUNA.

FOCT P 53022.3-2008 TpeboBaHMsl K Ka4yecTBy KAMHMYECKMX NabopaTopHbIX MCCeaoBaHMA.
Y.3. MNMpaBunna oueHKN KINHNYECKON MHPOPMaTUBHOCTM N1abopaToOpHbIX TECTOB.

FOCT P NCO 18113-1-2015 MeanumHckue wusgenna  Ans  OUArHOCTUKKM  in  vitro.
MHdopmaumsl, npegocrtasnsieMass m3rotosutenem (MapkumpoBka). Yactb 1. TepMuHsbl,
onpeneneHus n obwune TpebosaHus.

FOCT P NCO 18113-2-2015 MeauuuHCckue  usgenus Ang  AWMArHOCTUKKM  in vitro.
MHdopmaums, npegocraBnsemMas usrotoeutenem (Mapkmposka). Yactb 2. PeareHTbl Ans
ANArHOCTUKM in vitro ans NnpodeccMoHanbHOro NpMMEHEHUS.

FOCT P NCO 23640-2015 N3pgenna MeauuUMHCKUE A1 AMArHOCTUKM in vitro. OueHka
CTabunbHOCTM peareHToB 4758 AMArHOCTUKKM in vitro.

FOCT P NCO 15223-1-2014 N3penua MeauuuHckme. CUMMBOSbI, MNPUMEHSEMbIE  MpWU
MapKMpoBaHWMMW Ha MeAUMUMHCKUMX WU34eNuax, 3TUKETKaxXx W B  COMpOBOAUTEsNbHOM
JokyMeHTaumn. Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopuu MeaAUUMHCKHME. TpeboBaHus

6e3onacHoCTu.
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MpuMmeyaHue — YKaszaHHble Bbllle CTaHAApTbl 6blNM AENCTBYHOLWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NpUMeHeHWto. B ganbHeliweM, nNpy Nosb30BaHMM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuTb
[leAICTBME CCbIJIOYHbIX HOPMaTUBHbIX AOKYMEHTOB Ha TeKyLW MOMeHT. Ecnu CCblIOYHBbI AOKYMEHT
3aMeHEH WU U3MeHEH, TO NpWU NMPUMEHEHUN HaCTOSILLEro AOKYMEHTa crleayeT Mosib30BaTbCsl 3aMEHEHHbIM

(M3MEHEHHBbIM) AOKYMEHTOM.

16 AAPEC ANA OBPALLEHUA

Mpon3BoacTBO HAbOpoOB peareHTOB MMeeT CcepTUdDMLMPOBAHHYIO CUCTEMY MeHea)XMEHTa
KayectBa W COOTBeTCTByeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeAXMeHTa KadecTsBa
1SO 9001:2015 B obnactn pa3paboTkm, Npom3BOACTBa M npogaxun IVD peareHToB 1 npmbopos
AN MeAMLUMHCKON MONeKyNsipHO-reHeTUYeCcKolW JAWarHoCTUKM W apyroro nabopaTopHoro
npuMmeHeHnss n EN ISO 13485:2016 B obnactu paspaboTku, npomsBoAcTBa W npogaxu VD
peareHToB U Npnbopos A/ MEAULIMHCKON MOMEKYNSPHO-FEHETUYECKON AMAarHOCTUKMN.
Mpounssogutenn: O6WECTBO C OrpaHUYEHHOMN OTBETCTBEHHOCTbIO «HayuHo-IpomnssoacTBeHHOE
O6beanHeHune AHK-Texnonorusa», OO0 «HMO AHK-TexHonorns», Poccus.

Appec npoussoguTtensa: 142281, Mockosckas o6., r. MpoTteBuHo, yn. XenesHogopoxHas, 4. 20.

MecTto npousBoAacTBa:

1) OO0 «HMNO [OHK-TexHonormsa»: Poccusi, 142281, MockoBckas obn. . [MpoTBMHO,
yn. XenesHogopoxHas, 4. 20.

2) 000 «[HK-TexHonormsa TC»: Poccus, 117246, r. Mockea, Hay4Hbit npoesg, 4. 20, ctp.4.

Peknamaumm no BonpocaMm KayectBa Habopa peareHToB OHKoleHeTuka, cnegyet
HanpaenATe No agpecy: OO0 «[OHK-TexHonorma», 117587, Poccusa, r. Mocksa,
BH. Tep. . MyHMuMnanbHbih oKpyr YeptaHoBo CeBepHoe, wWw. Bapwasckoe, pa. 125X, k. 5,
aTax 1, nom. 12, Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cnyxba KMEeHTCKOM NoaaepXKu:

8 (800) 200-75-15 (3BoHOK No Poccum 6ecnnatHbiif),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apyb6exbs, 3BOHOK MNaTHbIN),

E-mail: hotline@dna-technology.ru

Homep: 345-1
2021-06-25
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000 «OdHK-TexHonorns»
117587, Poccus, r. MockBa, BH. Tep. . MyHMUMnanbHbin okpyr YeptaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyxb6a KITMEHTCKON NOAAEPKKN:
8-800-200-75-15 (ansa Poccun, 3BoHOK BecnnaTHblin),
+7 (495) 640-16-93 (ansa crtpaH CHI n 3apybexbsi, 3BOHOK MaTHbIN).
E-mail: hotline@dna-technology.ru
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