GEOEPANBHOE AFEHTCTBO
Nno TEXHWYECKOMY PErYnMPOBAHWUIO U METPOINOIMA

HALUMWOHAMNBbHBIN rINCTP
cranaart eo 201663
®EOEPALUMU 2023

MonekynspHblie AuarHocTUu4eckKkue
nccrnenosaHus in vitro

TPEGOBAHMSA K NMPOLIECCAM
NMPEAHATNIUTUYECKOIO 3TAIMA
UCCNEQOBAHUSA 3A®UKCUPOBAHHBIX
®OPMAJIMHOM TKAHEW B MNAPA®UHOBbIX
BNOKAX (FFPE)

YacTtb 3

BbiaoeneHHble HK

(1ISO 20166-3:2018, IDT)

U3paHue odmumansHoe

MockBa
Poccuickuin MHCTUTYT cTaHAAPTU3aLMK

2023

GostExpert.ru
https://GostExpert.ru/gost/gost-20166-3-2023



https://gostexpert.ru?utm_source=pdf&utm_medium=67243
https://gostexpert.ru/gost/gost-20166-3-2023?utm_source=pdf&utm_medium=67243&utm_term=page

FOCT P NCO 20166-3—2023

Mpeancnoeue

1 NMOAIOTOBJIEH Accounauuei cnelmanucToB U opraHuMsauuii nabopatopHoi cnyxbel «Pefepauyuns
nabopaTtopHo MepguuuHbly  (Accoumaumsa  «PJIM») (KomuteToM no MOMeEKynsApHOW [OMarHOCTUKE
WHEKUNOHHBIX M HEMHMEKLNOHHBLIX 3aboneBaHnin «PJIM») Ha ocHoBe cOBCTBEHHOIO NepeBoaa Ha PYCCKMM
S13bIK aHINOSA3bIYHOW BEPCUM CTaH4apTa, YKa3aHHOTo B NyHKTe 4

2 BHECEH TexHuyecknm komutetoM no ctaHgapTtusaumm TK 380 «KnuHudeckme nabopaTtopHble wc-
cnefoBaHUsA U OMarHocTUYeckue TeCT-CUCTEMbI UH BUTPO»

3 YTBEPX/OEH W BBELEH B AEWCTBUWE MMpukasom ®eaepanbHOro areHTCTBa No TEXHUYECKOMY
perynupoBaHui 1 metponorim ot 19 uons 2023 r. Ne 559-c1

4 Hacroswumia cTaHgapT uaeHTUYeH MexayHapoaHomy ctaHgapty MCO 20166-3:2018 «MonekynapHbie
OWarHocTuyeckMe uccnegosaHus in vitro. TpeboBaHua K npoueccam npeaHanuTUYeckoro atana uccnegoea-
HUA 3adUKCUMPOBaHHLIX OpManuHOM TKaHen B napaduHoBbix bnokax (FFPE). YacTs 3. BoigeneHHsie JHK»
(ISO 20166-3:2018 «Molecular in vitro diagnostic examinations — Specifications for pre-examination proces-
ses for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 3: Isolated DNA», IDT).

MexoyHapogHbli cTaHgapT paspabotaH TexHwdeckum komuTeTom WCO/TK 212 «KnwnHudeckue
nabopaTopHble UccnegoBaHWs U ANAarHOCTUYECKNE TECT-CUCTEMBI in Vitroy.

Mpy NpYMEHEHWM HACTOSILLEro CTaHOapTa PEeKOMeHAyeTCcs WCMNOoMNb30BaTb BMECTO CChINOYHbIX
MEXOYHapoaHbIX CTaHAapTOB COOTBETCTBYWLIME WM HaUWOHaNnbHble CTAHOAPTbl, CBEOEHUA O KOTOpPbIX
npueefeHsl B npunoxeHun OA.

[ononHuTernbHble CHOCKM B TEKCTe cTaHgapTta, BblOeNeHHble KYypCcWUBOM, NpUBELeHbl A5l NOsACHEHUS
TeKcTa opurnuHana

5 BBE[EH BIEPBbIE

MNpasuna npumeHeHUss HacmosAweao cmaHdapma ycmaHoseHbl 8 cmambse 26 @edepanbHoz0 3aKoHa
om 29 uwoHs 2015 2. Ne 162-®3 «O cmaxdapmu3sayuu 8 Pocculickoli ®edepauyuuy. MHgopmalus o6 us-
MeHEeHUsX K HacmoswemMy cmaHdapmy rnybrnukyemcs 6 exez00HOM (M0 COCMOsHUK Ha 1 aHeaps mekyuieao
a2o0a) uHghopmayUOHHOM yKkazamene «HayuoHansHele cmaHdapmel», a oghuyuanbHbil Mmekcm uameHeHul
U MOApagoK — 8 eXeMeCcAYHOM UHGOPpMaUyUOHHOM ykalamene «HayuoHanbHbie cmaHOapmbl». B cnydyae
nepecMompa (3aMeHbl) Uu OMMeHbl Hacmosuweao cmaHdapma coomeemcemeyroujee ysedomieHue bydem
onybnukosaHo 8 brnuxaluwieM 8biycKe eXeMecsYHO20 UHEOPMayUuOoHHO20 ykasamerns «HauyuoHanbHble
cmaHOapmbl». Coomeememayiolias UHGopMayusi, ysedoMIeHUE U MEeKCMbl paaMewalomcs makxe 8 UH-
ghopmauuoHHOU cucmeme 0bLezo nonk30eaHus — Ha oguuuansHoMm calime @edepansHo20 azeHmcmea rno
MEexXHUYECKOMY peaynupoeaHuro U Memponoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© 1S0, 2018
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuzayunuy», 2023

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO MMM YACTUYHO BOCMNpPOU3BEOEH, TUPaXXMNPOBaAH U pac-
NPOCTpaHeH B Ka4yecCTBe OCbMLI,VIBJ'IbHOFO n3gaHumsa bea pa3peleHunsa fDe,u,epaanorc dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

MonekynapHas guarHocTuka in vitro, BKIYasi MONeKynApHyo NaTonoruio, no3eonuna obutbea 3Ha-
YnTenbHOro nporpecca B MeguumHe. OxugaeTcs ganbHeAW Wi nporpecc B 06nacT HOBLIX TEXHOMOMMA UC-
CrnenoBaHMA HYKNEWHOBBIX KUCNOT, BenkoB 1 MeTabonuToB B TKAHSX U XMUOKOCTAX YENOBEYECKOro opraHnsma.
OaHako B npouecce cbopa, TPaHCNoOPTUPOBaHUSA, XpaHeHUs U 06paboTkn 0bpasuLoB Npodunb U/MNK LenocT-
HOCTb MOMEKYn MOXET NpeTepneTb paguKanbHble U3MEHEHUSs, YTO NPUBEAET K HEHAAEXKHOCTU UNK Jaxe He-
BO3MOXHOCTWU AWArHOCTUKWA B CBSI3W C TEM, UTO pe3ynbTaTbl MCCrefoBaHus DyayT COOTBETCTBOBATL He pe-
anbHOMY COCTOSIHUIO MauMeHTa, a oTpaxaTb MCKaXeHHbI Npodunb, BO3HUKLLWIA B pe3ynkrate MpoLeccos,
npousoweawux ¢ obpasyuom 4o NpoBefeHUs uccnegoBanus. beinu NnpoBedeHbl NCCcnegoBaHusa Ons onpene-
neHus akTopoB, BNUAKLIKX Ha nccneaosanue OHK TkaHu, sacukcmpoBaHHOW ddopManyMHoM B napaduHo-
BoM brnoke (FFPE). MccnegoBaHMsa nokasanu, 4To HeobxoguMma cTaHgapTM3auusa BCero mpouecca npeaHa-
NIMTMYECKOro atana oT B3ATMA 06pasuoB 4o uccnegosaHus OHK. PesynestaTtel paboTel N0 cuctemMatusaumm v
cTaHgapTM3auum npouecca npeaHanuTudeckoro atana and tkaHen FFPE B oTHoweHnn nccnegoeanHua OHK
ABMAKTCS NPeAMEeTOM HACTOALWEero ctaHgapTa.

LenocTtHocTb OHK MoxeT naMmeHsaTsca oo, Bo BpeMa U nocne dpukcaunm TkaHm dopmanuHom, ee obpa-
DOTKM M XpaHeHusl. XMMuyeckne MogudukaLmm, BHeceHHble B [JHK Bo Bpemst dpukcaLmMm TKaHW, MOTyT NpyBe-
CTU K (bparMeHTaumMm U caBuUry nocrnefoBaTernbHOCTU LIEMOYKW, CMEHE COCTOAHUA METUITUPOBAHWUA UNKU daxe
K CTPYKTYPHbLIM M3MEHEHUAM MOMEKYmbl, HanpuMep K MBMEeHEHUIO YMCna NMOXHbLIX KOMWIA B Npodune Maccuea
CGH (cpaBHuTenbHas reHoMHasa rubpugmaauusn). Takme mogudurkaumm monekyn OHK moryT Bnuate Ha go-
CTOBEPHOCTb W HAOEXHOCTb pe3ynsTaToB UCCNea0oBaHWs, NOSTOMY cneayeT NPUHATL Mepbl N0 MUHUMKU3ALUK
ONUCaHHbIX N3MeHeHnn n Moandukaumin JHK ons npoeegeHus nocnegyowero uccnenoBaHng.

B HacTosllwem cTaH4apTe UCNoNb30BaHbl criegyLline opMynupoBKN:

- «[OJDKEeH/OoMmKHa/AoMKHO» yKasbiBaeT Ha TpeboBaHume;

- «cnegyeT» — Ha pekoMeHZaunio;

- «mor/morna/morno Obl» — Ha paspeLueHue;

- «moxeT/cnocobeH» — Ha cnocobHOCTL UMK BO3MOXKHOCTb.
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

MOHEKYHHprle AuarHocTuYeckue uccnenoBaHua in vitro

TPEBEOBAHWA K MPOLUECCAM NPEAHANMUTUYECKOIO 3TAMA UCCNEOOBAHUA
3A®UKCUPOBAHHbIX ®OPMANTMHOM TKAHEW B NAPA®UHOBbLIX BITOKAX (FFPE)

Yactbe 3
BbigenenHsie AHK

Molecular in vitro diagnostic examinations. Specifications for pre-examination processes for formalin-fixed and paraffin-
embedded (FFPE) tissue. Part 3. Isolated DNA

Oarta BeegeHna — 2024—05—01

1 ObnacTtb NpUMeHeHunA

B HacTosleM cTaHgapTe codepKaTca pyKOBOASLME NPUMHUUMBI 0OpalLeHns, JOKYMEHTUPOBaHWUs, Xpa-
HeHus 1 obpaboTku obpasloB TkaHen, 3adUKCMpPOBaHHbLIX dpopMannHoM B napaduHoBbix 6nokax (FFPE),
npegHazHa4YeHHblx ans uccnegosanns JHK Ha npeaHanuTuy4eckoM aTtane MOnekynsipHOro NCCrneqoBaHus.

HacToslwumin ctaHgapT NPUMEHUM K MOMEKYNAPHLIM AUarHOCTUYECKUM UCCIeqoBaHuaAM in vitro, BkMio-
yas nabopaTopHO paspaboTaHHble TECThl, BLIMONHAEMbIE MEAULMHCKUMU nabopaTopuamu u nabopaTopu-
AMU MoneKynsipHol natonoruu. Hactoswwmin ctaHgapT npefHa3HavyeH ANsi UCNONb30BaHUS NOCTaBLUMKaMMU,
paspaboT4nkaMu 1 NPOU3BOANTENSMKU MEOULMHCKUX U3O0enui Anst QUarHocTukK in vitro, BuobaHkamm, yupex-
OEHWAMMW 1 KOMMEPYECKUMWU OpraHv3aunsamm, oCcyLLecTBNAWMMKM BuoMeguUnHCKMe NccrneqoBaHms, a Takke
PerynupyoLwumMm opraHamm’

n puMmedyaHune — MemyHapo,qule, HauWoHanbHblEe UNKX pernoHanbHbIE Npaskina UK TpeﬁOBaHMH MOTYT Tak-
Ke NPUMEHATBHCA K KOHKPETHBIM TEMaM, pacCMaTpMBaeMblM B HACTOALLEM CTaHOapTe.

2 HopmaTuBHbIe CCbINKU

B HacTosillem cTaHZapTe MCNonb30BaHbl HOPMATUBHbBIE CCbIMKM Ha Creaytowmne cTaHgapTbl [ansa gatu-
POBaHHbIX CChINOK NPUMEHSIIOT TONBKO YKa3aHHOe M34aHue CCbIMOYHOro cTaHaapTa, ANa HegaTUPOBaHHbIX —
nocrnefgHee usgaHue (BKNoYas Bce U3MeHeHus)]:

ISO 15189:2012, Medical laboratories — Requirements for quality and competence (MeguuuHckne na-
GopaTtopuu. TpeBoBaHWsA K Ka4ecTBY U KOMMNETEHTHOCTH)

" B Poccutickoli ®edepayuu Kk mepmuHy «nabopamopHo paspabomaHHble mecmbl» (MeduyuHckue usdenus umu
MemoOuKu Ux npumMmeHeHus, paspabomanHbie 8 nabopamopuu 0ns cobcmeeHHO20 NPUMEHeHUS) NpuMeHsom onpede-
JIeHUe «He3apeaucmpuposaHHble MeQuUUHcKue usdenus 0nsa duazHocmuku in vitro» 8 coomeemcmeuu ¢ ®@edeparbHbiM
3akoHoMm om 21 Hosabps 2011 a. Ne 323-@3 «06 ocHosax oxpaHbl 300po8bsi epax0aH 8 Poccultickol @edepauuu.

™ locydapcmeeHHbIl KOHMponb 3a obpaujeHueM MeOULUHCKUX U30erull oCyuecmeansemcs YnonHOMOYEHHBIM
lMpasumenscmeom Poccutickol ®edepayuu ¢hedepansHbiM OpeaHoM UCONHUMENsHoU e1acmu, 8 Hacmosuee epems
GedepanbHol cryx6ol no Had3opy 8 cihepe 30pagooXpaHeHUs.

" 3ameneH Ha 1SO 15189:2022. OgHako AN OAHO3HAYHOMO coBrioaeHUs TpeboBaHua HacTodWero ctaHaapTa,
npvBeOeHHOro B AaTUPOBAHHOIM CCbINKe, PEKOMEeHAYETCA UCMOMNb30BaTh TOMbKO YKa3aHHOe B 3TOW CCbiNKe MagaHue.

MapaHune ochbuumnansHoe
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ISO 15190, Medical laboratories — Requirements for safety (MeouunHckne nabopartopun. TpeboaHua
K BezonacHocTu)

3 TepMuHbI U onpepeneHus

B HacToswem cTaHgapTe npuMeHeHbl TepMuHbl no MCO 15189, a Takke cnegyowme TEPMUHBI C COOT-
BETCTBYIOLL UMW ONpeneneHuamMu.

TepmuHonorndeckme 6asbl gaHHbIx MCO n M3K gocTynHbl No crnefyowmnmM MHTepHeT-agpecam:

- nnatcdopma oHnanH-npocmoTpa MCO no agpecy: http://www.iso.org/obp;

- 3nexTponeaus M3K no agpecy: http://www.electropedia.org/.

3.1 anukBorta (aliquot): YacTb oT BonblUero KonNu4YecTea roMOreHHOro MaTepuana, npy B3aTUKW KOTOPOTo
OOMYyCTMMa He3HauyuTernbHasi MOrpeLlHOCTb BLIBOPKHU.

Mpumevanne 1 — [daHHblA TEPMWUH 0BLIYHO NPUMEHSIIOT K XKMOKOCTAM. TKaHW reTeporeHHsl W, Kak CneacTeuve,
anvKkBoTa TKaHeW He MOXKET BbITb B3ATA.
MpumeyvyaHnune 2— OnpegeneHve 3aMMcTBOBaHO 13 [25]—[27].

3.2 TemnepaTypa okpyxarwuwein cpeabl (ambient temperature): Heperynupyemas TemnepaTypa OKpy-
»arlLero Bozayxa.

3.3 aHanuT (analyte): KomnoHeHT, npeacTaBneHHbI B HAUMEHOBAHUN U3MEPAEMON BEMUYUHbI.

[MCO 17511:2003, 3.2, naMeHeHHbIN — NpvMeYaHne yaaneHo]

3.4 aHanuTMYeckue xapakTepucTuku Tecta [Metoauku] (analytical test performance): TouyHoCTb, No-
rPeLHOCTb U YYBCTBUTENBHOCTL TECTa ANS U3MEPEHUst UICKOMOro aHanuma (cm. 3.3).

MpumevaHnue 1— Tawke MOTyT BbITb NPUMEHEHBI APYTVE XapaKTEPUCTUKKA NPOAYKTUBHOCTA METOAA Uccrneno-
BaHWs, TAKWE KaK HAeXHOCTb, NOBTOPSEMOCTb.

3.5 3kcTpakopnopanbHoe XxpaHeHue, Xxonogoeas uwemus (cold ischemia): YcnoBus xpaHeHus ob-
pasLla oT MOMeHTa U3BMNeYeHUsa U3 opraHMama 4o cTabunuaaummn u ukcauun.

3.6 puarHos (diagnosis): 3akn4yeHe 0 COCTOAHUKM 300POBLA UMK HAaNU4KMKM 3aboneBaHWsA No ero nNpu-
3HaKam U/Mnu cMMnToMaM; NPOoLEeCcc NOCTAHOBKKU AMarHo3a MOXeT BKNioYaTh obcnedosaHue U uccrnedogaHue
(cm. 3.8) onA OTHECEHMA COCTOSHUS MHOUBMAYYMa K NPUHATLIM Knaccudukaunsam n HomeHknaTtype bonesHewn,
YTO MO3BONSAET NPUHUMATL MEOULVHCKUE PELLIEHWS MO NPOrHO3y U NeYeHuto.

3.7 pe3okcupuboHykneumHoBasa kucnoTa; JHK (DNA, deoxyribonucleic acid): Monvmep gesokcupubo-
HYKNeoTWAORB, CyllecTBYLWMKA B AByxXuenodeyHon (auHK) nnu ogHouenoveuHomn (ouHK) chopme.

[MCO 22174:2005, 3.1.2]

3.8 nccnepoBaHue, aHaNUTUYECKNUI TeCT, aHanu3 (examination, analytical test): Pag onepauun, nme-
HOLLMA OOBEKTOM OnpeaeneHnsa 3HaYeHUa UNK XapakTepUcTUKKA CBOMCTRA.

M pnmMmedaHne — npOLI,ECCbI, KOTOpblEe HA4YMHAKTCA C N30NMPOBAHHOIO aHannTa 1 BKNK4akT B cebs Bce BuAabI
TECTUPOBaAHWA NapaMeTpoB NI XMMW4YeCKrne MaHunynauum onsa Konnm4ecTteBeHHOro ninn Ka4ectBeHHOro nccrnegoBaHuA.

3.9 dopmanuH (formalin): HaceilweHHbIA BogHbIA pacTBop opmaneieryga, kotopbid Ha 100 % co-
aepxut 37 % cdopmanbiernaa no macce (410 coorBetcteyeT 40 % no obbemy).

3.10 dmkcauusa popmanuHom (formalin fixation): O6paboTtka obpasya (ucxogHoro obpasua, nepeuy-
HoW Npobbl) cmaHdapmHbIM 3abydhepeHHbiM pacmeopoM ghopmanuHa (cM. 3.20) gns ctabunusaumu.

3.11 makpockonu4yeckoe uccrnegoBaHue (grossing, gross examination): OcmMoTp naTonorn4yeckux ob-
Pa3L0B HEBOOPYXEHHBIM FMa30M AN NonyYeHns guarHocTudeckon MHdpopmaymm n o6paboTtka Ansa ganbHei-
Lero MMKpOCKOMNYECKOro UCCIeaoBaHuns.

3.12 nHTepcepupyrowme BewecTBa (interfering substances): OHporeHHble BewecTBa obpasya
(cm. 3.15)/npobbi (cm. 3.18) unK ak3oreHHble BellecTBa (HanpuMep, CTabuUnuanpyoLwWwmniai pacTBop), KOTopble
MOFYT M3MEHWUTb pe3ynLTaT UccnenoBaHus.

3.13 3anuBka napaduHom (paraffin embedding): MNMpouecc 3anuBkn obpasua TkaHu B NapadMHOBLIN
6ok ons cosnaHus TBEPAOW BHELIHEen MaTpuubl ANS NOMYyYeHUs TOHKUX CPe30B, NPUroOHbIX OMs MUKPOCKO-
NUpPOBaHMs.

3.14 npouecc NoAroToBKM, NpeaHanMTUYeCKUA 3Tan, NpeaHanuTU4Yeckui pabodmi npouecc (pre-
examination process, preanalytical phase, preanalytical workflow): Npouecc, KOTOpbLI B XPOHONOTMYECKOM
nopsaKe Ha4MHaeTCs C KIMMHUYECKOro 3anpoca, BKITIOYaloLLMiA OLeHKY HanpasreHus, NOArOTOBKY U MAEHTUMDU-
kauuo naumeHTa, cbop nepeuyHbix 06pasyoe (cMm. 3.15), TpaHCNOPTUPOBAHWE B KMMHMKO-AUArHOCTUYECKYH

2
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naGopaTopmo unn B naGopaTopMm naTonoro-aHatToM1M4YeCKoro otaeneHus, eblaeneHne aHanuma (CM. 33) n
3aBepllaeTcd Hadyanom aHalnnTU4YeCcKoro nccriegoBaHuA.

n punmMmedYyaHune 1— ﬂpeaHaﬂHTMHECKMﬁ aTan BKN4YaeT noaroToBUTENbHbIE NPOUECChl, BNUAOWKWME Ha NniaHn-
pyemoe nccnegoeaHue.

[MCO 15189:2012, 3.15, U3MEHeHHbIA — «NpeaHanMTUYecKuin atan» aobasneH B Ka4ecTBe TepMUHA,
pobasneHo npyuMedaHue 1 1 pacluMpeHo onpegeneHune]

3.15 nepBuYHbIN obpa3seu, npoba (primary sample, specimen): duckpeTHas nopuusi BUONOrMYECKON
KMOKOCTU, BbIABIXAEMOro BO3Ayxa, BOMOC UMW TKaHel, B3ATaa ona uccredosanus (cMm. 3.8), uayyeHus unu
aHanusa ogHON UKW HECKOMNBKUX BENMWYMH UMK CBOWMCTB, KOTOPLIE NpeanonaraeTcs NpunmcaTb Lenomy.

[ISO 15189:2012, 3.16, 3MEHEeHHblA — npumedaHnsa 1—3 yaaneHsi]

3.16 npoBepka keanudukauum (proficiency test): OueHmMBaHWe XxapakTepPUCTUKU DYHKLIMOHMPOBAHNUS
YYaCTHWUKA NO 3apaHee YCTAaHOBMIEHHbIM KpUTEPUSM NOCPEACTBOM MexabopaTopHbIX CIINYEHWIA.

[MCO 17043:2010, 3.7, u3aMeHeHO — npuMeYvaHns 1 1 2 ynaneHsi]

3.17 koMmHaTHas Temnepartypa (room temperature): [ina uenei HacTosAWero cTaHgapTa TeMneparypa
B npenenax ot 18 °C no 25 °C.

n puMmedaHUue 1 — HauwnoHanbHble npasnna nnn TpEﬁOBaHMH MOTyT UMETb pa3nn4Hble onpefeneHuns.

3.18 npo6a (sample)’: OfHa MK HECKONBKO YacTeil, KOTOPbIE B3SThl U3 Nepeu4Ho20 o6pasya (cMm. 3.15).

[MCO 15189:2012, 3.24, naMeHeHHbIn — npuMep yaaneH]

3.19 ctabunbHoOCTb (stability): Xapakrepuctuka matepuana obpasua, onvicelBawLwas ee cnocobHOCTb
COXpaHsATb 3Ha4eHUs CBOMCTBA B ONpefeneHHbIX Npeaenax B TedeHne onpeaeneHHoro nepyMoaa BpeMeHu npu
XPaHeHWW B YCTAHOBMEHHbLIX YCIOBUAX.

1 punMedYyaHune 1— ﬂ,J'IFI npoueccoB, ONMCaHHblX B HACTOALLEM CTaHOapPTE, aHallMTOM ABNAETCA BbloEneHHaA
OHK.

[PykoeogcTteo MCO 30:2015, 2.1.15, uaMeHeHHbIN — «CTaHAApTHBIN 0bpa3zel» 3aMeHeH Ha «MaTepuan
npobbi», «CNOCOBHOCTE» 3aMEHeHa Ha «XapaKTepucTuKa, OMUCbIBaLas BO3MOXHOCTbY», TAKKe M3MEeHeHOo
npumMmedvaHue 1]

3.20 cTtaHpapTHbIN 3a6ydepeHHbIA pacTBOp popManuHa, HeMTpanbHbIA BydiepHbIN hopManuH;
HB® (standard buffered formalin solution, neutral buffered formalin, NBF): 10 %-Hbiit pacmeop chopmanuHa
(cm. 3.9) B BOge ¢ maccoBon gonen 3,7 % (cooTeeTcTBYOWMA 06bemHol gone 4 %) dbopmansgernga, byde-
pu3anpoBaHHbIiA oo pH 6,8—7,2.

Mpumeuvanune 1— CraHgapTHble BydepHble pacTBopbl dopManvMHa JYacto cogepxat HebonbLuoe KonmyecTBo
mMeTaHona Ans 3ameAneHust OKUCNEHNs 1 nonuMepusaumn dopmansgernaa.

3.21 xpaHeHue (storage): [nuTencHbIA Nepuog NpepbiBaHus peaHanumuyeckoeo amana uccnedo-
garus (cMm. 3.14) obpazya (cm. 3.18), unu aHanuma (cMm. 3.3), Unu ero NPOU3BOAHBIX, TAKMX KaK OKpalleHHbIe
npenapaTkl Ha cTekne uny obpasubl TkaHu B napadrHoBbIX Briokax, B COOTBETCTBYHOLMX YCNOBUAX NpU yCro-
BMM COXpaHeHWs1 CBOWCTB obpasua.

MpumeyaHue 1 — [onrocpodyHoe xpaHeHue 06bIYHO OCYLLECTBRAT B NabopaTopHbIX XpPaHUNULLAX unv B
6robaHkax.

3.22 ructonorudeckuit npoueccop (tissue processor): Annapart Ang aBToMaTU3MPOBaHHOW NPOBOOKN
TKaHeW, B KOTOPOM NPOMCXOANT UX huKkcauuns, germapaTauusa U NnponuTbiBaHWe napaduHoM.

3.23 panupauuna (validation): lNoaTeepxaeHWe NOCpPeACTBOM NpeacTaBneHus oBbLEKTUBHLIX CBUAE-
TENLCTB TOro, 4To TpeboBaHMA, NpegHa3HaYeHHbIe ANA KOHKPETHOMO MCMNONbL30BAHUA UMK NPUMEHEHUS, Bbl-
NOSMHEHbI.

MpumeyvyaHne 1— TepMMH «BanMaUpOBaH» MCNOMNb3YOT ANs 0603Ha4YeHUsi COOTBETCTBYHLLErO cTaTyca.

[MCO 9000:2015, 3.8.13, n3amMeHeHHbIA — npumedanus 1 1 3 yaaneHsi]

3.24 wnHTpakopnopanbHas uwemwus (warm ischemia): CocTosiHME TKaHW UMK OpraHa Bo BPEMS XUPYP-
TMYECKUX UMK OUArHOCTUYECKNX MaHUNynsaunin, yKe NMULLEeHHbIX HOpManbHOro KpOBOCHabXeHNs O MOMeHTa
M3BrevYeHus U3 opraHnama.

" B HacmosweM cmaHdapme noHsmue «hpaaMeHmy UConb308aH0 Kak Yacmbs nepeuyHo20 obpasua (npobst).
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3.25 pabouun npouecc (workflow): lNocnegoBatenbHble AeRcTBUA, HeobxooMMble AN BbINOMHEHWS
3agaqu.
3.26 romoreHHbIW (homogeneous): OQHOPOAHLIA MO CTPYKTYpEe 1 COCTaBy.

4 OOwwme NonoXxeHus

ObLre NonoXeHUs1 0 CUCTEME MEHEIXMEHTA KadvecTBa MegULIMHCKUX nabopaTtopuid U, B YaCTHOCTH, O
B3siTMM 06pa3LoB 1 obpalleHuM C HUMU (BKITKYasi NpefoTBpalleHue NepekpecTHOro 3arpsa3HeHns) npueseae-
Hbl B MCO 15189:2012 (4.2, 5.4.4, 5.4.6) unn B UCO/M3K 17020:2012 (pa3pen 8 u 7.2). Heobxogumo cobnto-
nartb TpeboBaHua kK nabopaTopHoMy 060opya0BaHUIO, peareHTam M pacxogHbIM Marepvanam B COOTBETCTBUM
c NCO 15189:2012 (5.3), UCO 15189:2012 (5.5.1.2 n 5.5.1.3), a Takvke NCO/M3K 17020:2012 (6.2).

Bce atanwl guarHoctuyeckoro pabodero npouecca MoryT NOBNUATE HA KOHEYHLIN pe3ynsTaT aHanuTude-
ckoro uccneposaHus. Takum obpasom, Beck pabounin npouecc, Bknwovas ctabunsHocTs Bomonekyn 1 ycno-
BUA XpaHeHWa obpasLoB, JOMKeEH ObIT NpoBepeH U BanuaupoBaH. JTansl pabo4yero npolecca, KOTOpbie He
BCerga noggarTca KOHTPON (Hanpumep, Tennoeas UILeMKUs), AOMKHbI BbiTh 3aA0KyMeHTUPOBaHbI. [lomkHa
ObITh NpoBeAeHa OLIEHKA PUCKOB HEKOHTPONUPYEMBIX 3TanoB pabo4ero npouecca, BKNoYasa Ux noTeHumanb-
HOE BNMAHWE Ha 3Tan NpPoBEeAEHWS aHanUTUYECKUX MCCNedOBaHUA, U OOMKHbI ObiTb MPUHATLI MEPbLI NO npe-
AOTBpalLleHuo nocrneacTeuii Ans obecneyveHns TpebyeMblx pe3ynsTaToB aHanMTUYeCcKUX TeCTOB.

B otnuumne ot PHK unu Benkoe, OHK B TKaHAX OTHOCUTENBHO cTabunbHa NpU TENNOBOW WU XONOAOBOWM
vwemusax. MameHennsa nocnegoeatenbHocTv OHK vnu 4ucna konui, HanpuMmep cpaBHUTENbHblEe npodunm
reHoMHoi rmbpugmnsaumm (CGH), ns-za bonee ANWTeNnsHOWM TENNOBOW M XONMOACBON ULLIEMWUA HEN3BECTHBI [7].
OpHako natTepHbl MeTunupoBaHusa [IHK moryT BapbupoBaThcs B OTBET Ha uwemuio [6]. MNomelteHne obpasua
B CTaHAapTHbIN 3abydepeHHblid pacTBOp pOpMannHa AOMKHO ObiTb BEIMOMHEHC B MakCUMarnbHO KOPOTKWM
MHTepBan BpemMeHu, 4Tobbl 3bexarte hepmeHTaTuBHow gerpagaumm OHK. MpogomkntenbHOCTL M TeMnepa-
Typa xpaHeHusi obpazua Ao ero oukcauum QoMmKHel BbITh 3a40KYMEHTUPOBaH:I [5].

Bo Bpemsa dunkcaumu, obpaboTku 1 XpaHeHWs LienocTHocTe OHK MoXeT naMmeHaTbLCA B 3aBUCUMOCTH OT
Buaa domkcaymm, NpoAOIKMTENbHOCTU 1 TeMNepaTypbl XpaHeHUsa UM apxmBUMpOBaHNA TKaHW, 3aPUKCUpPOBaH-
HoW B NapadmHoBoM Broke, a Takke MeTofa, Ucnonk3yemMoro Ans Belgenenus u oumuctkn OHK. Mpu ncnone-
30BaHWM huKkcatopa Ha OcHoBe dhopManbaervja npoaormKUTENbLHOCTL U TeMmnepaTtypa duvkcaunn obpasua
OKa3sblBaKT CyWecTBeHHOEe BMUsiHME Ha uenoctHocTe JHK. Yem Bhilwe Temnepatypa dukcauum U AnNUHHee
WHTepBan NpoOOMMKUTENBHOCTU BPEMEHU, TeM BornbLue obpa3syeTca XMMUYEeCKUX MoaurKaLni 1 nepekpecT-
HBIX CBSI3€/, YTO MOXET NpMBECTU K Aerpagauvy unu nameHeHuo nocnegosatensHocty OHK (cm. [9]—[14]).
Takve nocnencTBUA MOTYT orpaHudmMBaTh pasmep amnnudgpuumpyemon ueneson OHK w/unu Bnuate Ha uene-
BYl0 NOCMeAoBaTenbHOCTb NPanMepoB, MCNOMb3yeMbiX ANs amnnvdukaymu.

MHCTpyKUMKM No TexHWKe Be30NacHOCTK NpU TPaHCNOPTUPOBaHMKM M cbpaboTke 0b6pa3uoe AoMmkHbl BbITh
paccmoTpeHbl U cobniogeHsl B cootBetcTBun ¢ MCO 15189:2012 (5.2.3 n 5.4.5) n MCO 15190.

B TeueHue Bcero npouecca MakpoOCKOMUYECKOro UCCreaoBaHUs OOMXHbl NPUHMMATLCS Mepbl npego-
CTOPOXHOCTWM BO u3bexaHWe NepeKkpecTHOro 3arpA3HeHy st Mexay pasnuyHbiMi obpasuamu/pparmeHTamu,
HanpvMmep Npv NpUMEHeHUUM OOHOPAa30BLIX MaTepuanoB, KOrga 3To BO3MOXHO, UMW NpWU NpoBegeHWU CooT-
BETCTBYIOLLMX MpoLeyp O4MCTKM Mexay obpaboTKkow paznuyHbix obpasyos/dparmMeHToB.

Ecnu npombineHHsle Habopbl Ans BbigeneHns [JHK ucnonb3oBaHbl He B COOTBETCTBUM C MHCTPYKUMS-
MW NPOW3BOOUTENS, TO OTBETCTBEHHOCTb 33 3P PEKTUBHOCTL UX MPUMEHEHNS NEXMT Ha Nonb3oBaTerne.

5 [leaTenbHOCTb BHe nadbopartopuwm

5.1 BaAatue o6pa3yoB

5.1.1 O6wme NonoxeHus

[na B3aTtva obpasua cnegyet y4uTeiBaTh TpeboBaHMA (HanpuMep, cTaguio 3abonesBaHus AoHopa/naum-
eHTa, paamep obpasua) npegnonaraemMoro MonekynapHoro nccnegoBaHus (CM. Takke pasgen 6).

Cwm. Takke MCO 15189:2012 (5.4.4).

5.1.2 WHdopmaumnsa o goHope/nauueHTe obpasua

[JokymeHTaLWs JOMKHA BKNIOYaTh MOAEHTUUKALMIO AoHOpa/NnauyveHTa, y KOTOporo B3AT obpasel; uaeH-
TudbUKaLums MoxXeT ObiTe NpeacTaeneHa B BuAe koda. [JokyMmeHTauus A0MKHA BKINOYaTh, HO He OrpaHnynBaTh-
Csl CNeaywLLMMIN OaHHBIMU:

4
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a) OaHHble O COCTOSIHUM 340POBLSA AOHOpa/nauneHTa [Hanpumep, 300poBLINi, TUN 3aboneBaHns, conyT-
cTByloLWMe BonezHun, oemorpaduyeckme gaHHele (HanpuMep, Bo3pacT 1 non)j;

b) wHcdopmauus o NNaHOBOM MEAULMHCKOM NeYeHUn 1 creunanbHOM NedeHun nepes B3stueM obpas-
LLOB TKaHel (HanpuMep, NPUeM aHecTeTUKOB, NeKapcTB, NPOBeAeHHbIe XUPYPrMyeckme Unmn anarHoctTnyeckme
npoueayps!);

C) MHpopMMpoOBaHHOE cormacue foHopa/nauneHTa.

5.1.3 UHdopmaunn o6 obpasue

JokymeHTauus JOMKHa BKMOYATL, HO HE OrpaHUYMBAaTLCS, CReAYOW UMK OaHHLIMU:

a) Ha4arno Uwemun B opraHuame (Tennoeas UWeMWsi) NyTeM OOKYMEHTUPOBAHUA TOMKW NepeBsasku/ne-
pexaTns CoCyaoB, MMEeHLLEN OTHOLWEHWE K MwemMun (0BbIMHO Bpemsa apTepuarnbHOro nepexaTus);

b) Bpems v oaTty yoaneHusi TKaHW U3 opraHuama U MeTof yaaneHus (Hanpumep, NyHKUMOHHas Guoncus,
pes3eKumMs, yCTPONCTBO Ans buoncuum, ucnons3yemoe ans cbopa);

C) onucaHue TUna U NPOUCXOXKOEHWS TKaHW, COCTOSIHUE TKaHW (Hanpumep, natonornyeckas, He nopa-
XeHHas BonesHbio), BKIoYas CChiNkU Ha NoByH MapKUPOBKY, HAHECEHHYHO B ONepaLMoHHOR UNu 3a ee npeae-
namu, cAenaHHy XMpYpPromM, PEHTIeHONOroM UK NaTonoroaHaToMOM;

d) aTanbl AOKYMEHTUPOBaHWUS, onucaHHble B 6.2, ecnu dukcaumnsa hopManuHoM Ha4MHaAeTcsl BHE Nome-
WeHua nabopaTopuu, a Takke 3Tanbl JOKYMEHTUPOBaHWUS, onucaHHble B 6.3, ecnu uccnegoBaHue NaTonoruu
obpasua v B3aTue obpasya(oB) Takke BLINOMHAIOT 3a NnpegenamMu nomelleHnsa nabopatopun.

JokyMeHTauus Takke OOMKHA BKIKOYATb MASHTUMKALMIO NuLua, 0TBETCTBEHHOTO 3a BasTUe obpasua.

5.1.4 O6paboTKa obpasuoB

Heobxoanmo BbINOMHWTE CRegyowme oencTBns:

a) QOKYMeHTMpOoBaHue NobbIX SONOMHEHUA unn mogudurkaumini obpasua nocne M3BfedeHWa u3 Tena
[Hanpumep, MapkMpoBKa OpMeHTUPOBaHKs obpasLa (MapKkMpoBKa YepHunamu, Webl, Hagpessbl)];

b) BbIBOP 1 UCNOMBE30BaAHWE KOHTEWHEPOB (HanpyuMep, XONoANNbHUK, KOHTEMHEP AN XPaHEHWA U TPaHCc-
NOpTUPOBaHWA, BaKyyMHas ynakoBKa) B COOTBETCTBMM C NpaBuiiaMy TpaHCNOpTUpoBaHusa obpasyos;

c) BbIGOp W MCNoONb30BaHWe Npouenyp ctabunusaumm (Hanpumep, METOZOB OXNaXOeHUs) Mpy TpaHc-
NOpPTUPOBAHWNN.

MpumevaHue 1 — CnyyaliHoe 3amopaxvBaHWe TKaHW (Hanpvmep, NPy HENPABUMNBEHOM WCNONb30BaHUW OX-
naxgawLmx anemMmeHToB) MoxeT npueecTn K nospexgeHuo OHK. Jerpagauvs npu nocrnedylolwem oTTamMBaHWM TKaHW
TaKKe MOXeT NOBMUATE Ha MOPCIONOrMYECKYH0 XapakTepPUCTUKY.

MpumeyaHue 2-— 370T 3Tan MOXKHO NPONYCTUTL, €CNW 0Opa3seL, NepeHoCAT HeNOCPEACTBEHHO B CTaHAAPTHLIN
3abydhepeHHblii pacTBop hopManuHa (cM. 6.2) n obpallaioT BHUMaHWe Ha BaXKHOCTb 06bema hukcaTopa U cpe3oB TKaHU
ans obecneyeHns JOCTAaTOMHOMO NPOHUKHOBEHMA (pMKcaTopa;

d) MapKuMpoBKY KOHTElHepa ANnd B3ATUSA W TpaHCMOpTUpPOBaHWUs 00OpasLoB [HanpuMmep, perncTpauunoH-
HbIA HOMep, WTpux-ko4 (1D unu 2D), Tun obpasua, KoNMYecTBO W TKaHb MPOUCXOXAEHUSA opraHa] u 4ONoMNHKu-
TENbHYI0 JOKYMEHTAUWO [MHopMaLmns, ykazaHHaa B nepedncnennsax aj)—c) 5.1.2—5.1.4].

Heckonbko 06pasLoB OT OQHOIo 1 TOTO e AoHopa/nauneHTa Co CXOAHbIMY XapaKTepucTukamm (Makpo-
CKOMWYECKUIA BUA, TUN TKaHW, cTatyc 3aboneBaHMs M aHaToOMMYeckasi nokanusauus) MoryT BbiTb NOMeLLEHbI
B OOWH KOHTEMHEP/KOHTEMHEPHbLIA OTCEK.

O6pasubl cnegyeT 6e3 npoMenneHnss NepeHoCUTs B TPAHCMOPTHLIW KOHTEWHep Nocne M3BMnevYeHus 13
Tena. 3aTem KOHTEeNHep cnefyeT XpPaHuTb Ha BNaXHOM NbAy Wnu npu temnepatype oT 2 °C go 8 °C, 4tobbl
CBECTU K MUHUMYMY fderpagauuto JHK.

TeMnepaTypa OKpyKaloLlwed cpegbl TPaHCNOPTHOMO KOHTEHepa BO BPEMS XCNC4OBOW UWEMKUH (Hampu-
Mep, TemnepaTypa B pasHbiX MOMELLEHMAX, TPAHCMNOPTe) AOMKHA BbiTh 3aa0kymeHTUporaHa. Ecnu Temnepa-
TYPY He NpeAcTaBnaeTca BO3MOXHLIM U3MEPUTh, AManasoH TeMnepaTyp cnedyeT oLueHUBaTh Mo Knaccuguka-
LuKn: TemnepaTypa OKpyxarLleh cpeabl, KOMHaTHas Temnepatypa unu Temnepartypa ot 2 °C go 8 °C.

5.2 TpeGoBaHWA K TPAHCNOPTUPOBAHUIO

INlabopaTopus B COTPYAHMYECTBE C KIMHUYECKUM UNN XUPYPrUYeCcKUM OTAEeNeHWeM OOMKHa YCTaHOBUTh
TpeboBaHWs K NpoLeaype TpaHCNopTUpoBaHusa 0bpasLos..

MOHWTOPMHI TeMNepaTypbl AOMKEH ObiTh OCYLWECTBNEH Haanexalum obpasom.

Ecnu obpasey elle He noMeLLleH B CTaHAapTHLIM 3abydepeHHbli pacTBop dhopmanuHa, ero cnegyet 6e3
NpOMeANeHnss TPaHCNOPTUPOBaTb Ha BNAXHOM Nbay Mnuv nNpu Temnepatype oT 2 °C go 8 °C, 4Tobbl CBECTH K
MUHUMYMY uaMmeHeHus B JHK.
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Ecnu obpasey yxe noMelleH B cTaHAApPTHLIA 3abydepeHHblid pacTBop dhopmanvHa 3a npegenamMu no-
MelleHns naGopaTtopuu, To Temneparypa Bo BpeMsl TPaHCMNOPTUPOBaHUS He JOIMKHA NpeBbiwaTb KOMHATHOM.

Co6niogeHve TpeboBaHWUiA NpoLeaypbl TpaHcnopTUpoBaHMa obpasuoBs, a Takke Nobble OTKNOHEeHWUS oT
AaHHOW Npoueaypbl AOMKHbI BbiTb 3a40KYMEHTMPOBAHbI.

6 [JeaTenbHOCTb BHYTpU nabopatopum

6.1 MHcpopmaumna o npueme obpaszua

NaoeHTudmkaumna nvua, npuHuMatrowero obpasel, omkHa bblTh 4OKYMeHTaneHo nogTeepxageHa. data,
BpeMs U YCITOBWSI ZOCTaBKM MOMy4YeHHbIX 0OpasuoB (HanpyMMmep, MapkUpoBKa, YCOBMS TPaHCNOpPTUPOBaHMS,
BKIKOYas TeMneparypy, TUn TKaHu 1 Konu4ecTBo obpasua, yTedka/paspbie KOHTERHepa), a Takke nobblie oT-
KIOHEHUS OT NpoLeaypbl TpaHCMOPTUPOBaHWsS 06pa3uoB (cM. 5.2) fomkHbl BbiTh 3300KYMEHTUPOBAHBI.

[OomkHa BbITe NpoBepeHa NpaBvMNbHOCTL MAeHTUdMKaLMKM obpa3sua. MoeHTudmnkaums BKNOYAaET KNu-
Huyeckyro nHdopmauuo (cMm. 5.1.2 n 5.1.3) obpasua, Homep rocnUTanu3auum Wunu MOeHTUOUKALMOHHLIN
HOMep AoHOopa/nauneHTa, UMs NauMeHTa, 0aTy 1 rog poXaeHus nauueHTa.

6.2 ®opmanuHoBas tpukcaumusa obpasua unu dpparmeHTa(oB)

Mpouenypa dgukcayuu obpasiia npuMeHMa Kak kK 00pasLly B Lienom, Tak U B TOM clydae, ecnu ogHa unm
HECKONbKO YacTew (hparmMeHTOB) B3siThl N3 0b6pasua B pesynstupytowyto(ne) npoby(bl).

Mcnonb3yeMblil doukcaTop OMmKeH NpeactaBnsaTb cobol cTaHoapTHbI 3abydepeHHbin pacTBop dop-
MarnuHa.

[MTpumeyvyaHmne — B HEKOTOpPbIX CTpaHax cTaHaapTHbIN 3abydepeHHbld pacTBOp hopmarnuHa Ha3biBaeTca Hew-
TpanbHbIM BythepnsoBaHHbIM chopmanHom (NBF).

3HaveHne pH ctanpaptHoro 6ydepv3oBaHHOro pacTBopa dopManuHa criegyet NnpoBepsiTb He pexe
OAHOro pasa B Hefento v nepen UCrNonb30BaHWEM WUITW C KEXKAOW HOBOW napTyen dhopManunHa, NocKorbKy pac-
TBOp He cTabuneH (Hanpumep, dbopManbaerns MMeeT TeHAEHUMIO K OKACNEHWIO 40 MypPaBbMHON KUCIOThI)
[13].

[omkHo BbiTb BLIMOMHEHO CrieayLee:;

a) o3HakoMmneHuwe c nacnoptomM 6esonacHocTy (SDS) npousBognTensa nepen Hadanom paboTel Co CTaH-
LapTHbIM 3abydepeHHbIM pacTBOpoM hopManuHa.

MpumMmedaHne — dopmanbierns ABMAETCH KAHLEPOreHHEIM W OMAacHEIM COeOMHEHUEM, KOTOPOE NMPOHWUKAET B
TKaHW W BbI3bIBAET XMMWYECKY0 Mogudukaumio 6GromMonekynbl. Tem HEe MEHEE Ha TEpPUTOPUANbHOM YPOBHE MOTYT BbiTbh
pazpaboTaHsl knaccudmkaummn NoTeHUMansHOM KaHLEeporeHHOCTU hopManbaeryaa;

b) gokymeHTMpoBaHue npoluedypbl NoMeleHMa obpa3yua TkaHu B cTaHAapTHLIA 3abydepeHHbIn dop-
MaruH.

Mpumevyanne — Obwana nNpogomkMTENbHOCTE hmKkcauum B chopmanvHe MOXET NOBMWATL Ha pesynbTaTbl
AanbHellero nccnegoBaHus, Hanpumep UMMYHOMMCTOXMMWYECKUE METOAb!, MOMEKYNsApHble UCCNeaoBaHWs Ha OCHOBeE
HYKMeWHoBbIX kMcnot [16] (cm. Takke A.2). OnTuManbHas NPoACIKMTENBHOCTL hnKcauumn doopManvHOM MOXET BapbUpo-
BaTbCH B 3aBMCMMOCTUW OT TUNa W pasamepa TkaHu. [na 6onblimnx xupyprudeckux obpasuos, Hanpumep peseLMpoBaHHbINA
Xenynok, HeoAHOPCOAHOE YNINOTHEHWE MOXET NPOU30IRTK A0 Npouecca pukcaumm n3-3a MeaneHHoro NPoHMKHoBeHWS dop-
Manbgernaa c NoBepxHOCTN TKaHeW BHYTPb.

Mpumep — Ans Kycoykoe mkaHu monwuHol 5 MM npodomkumensHocms gukcayuu om 12 do 24 4 e 6o51b-
wiuHcmee cray4vaee sensgemcs npuemsaemMoll 0ns Hadnexauwe20 NPOHUKHOBEHUSA U (hukcayuu. CM. makxe 6.8.2;

c) BbIDOp KOHTelHepa(oB):

1) BMECTUMOCTb KOHTEWHEPOB ANsA B3ATUSA 00pa3uoB AomkHa ObiTb Takon, 4Tobbl 0bpasel MOXHO
©bl10 MONMHOCTLI MOrPY3nUTh B CTaHAAPTHLIN 3abydepeHHblin pacTeop hopmanvHa. MruHumansHoe cooT-
HoweHne obbema cTaHfapTHoro 3abydepeHHoro pactTeopa opmMarnuHa U obbema TKaHW 3aBUMCUT OT KOH-
KPETHOW TKaHW, HO JOMMKHO cocTaBnaTk He MeHee 10:1 (06bem k obvemy) [7]. YTobbl 0Becneunts NONHy
chukcauuo hopmanmvHom Bonblumx o6pa3sUoR, CNeayeT NpoBoAUTL cneunansHy o6paboTky TkaHew, Ta-
KYH Kak paspes(bl) LEMbHbLIX OPraHoB UMM BCKPLITUE MOMbIX OPraHoB.
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O6pasubl bonbluero pasamepa, BO3MOXKHO, NPUAETCH pa3fenuTb nononam 1 Beibpatb COOTBETCTBYIO-
wue vyactn ana obecneyeHns Hagnexallero NPoHMKHOBEHUA ukcaTtopa. B aTom cnyyae ctaHgapTHbIA
3abydepeHHbIn pacTBop hopManMHa HeOBX0AUMO NepUoaUYECKN MEHATL,

2) npu McNonb30BaHWKM KOHTEAHEPOB, NpeABapUTENbHO 3aMONTHEHHBIX CTaHAApPTHBIM 3abydepeH-
HbIM pacTBOpOM hopManuHa, Heobxogumo cobrogaTth MHCTPYKUMKW NPOU3BOAMTENS,

3) KOHTeWHep JOMKEeH HafeXHO 3aKpbIBaTbCH;

d) MapkupoBKa KOHTelHepa [HanpuMep, ¢ MOMOLLLH CAMOKMESLNXCH 3TUKETOK, PyKOMUCHOro BBOAA
OaHHbIX, YCTPOWCTB paguModacToTHoh ugeHTudukauumn (RFID), npeaBaputensHO MapKUpOBaHHbLIX KOHTEWHe-
pOB, LUTPUX-KOAOB], KoTOpasi AoMmkHa obecneymBaTh Hagnexallyl npocnexveaeMocTb obpa3yos. Takum 06-
pasom, MapKkMpoBka cOOpPHbIX KOHTEMHEPOB AOMKHA COAepKaTh Cneayowy MUHUMaNbHYIO MHOpMaLMIo:

1) 06 ugeHTUgUKaTOpe NauMeHTa/goHopa, YHUKansHoOM naeHTudgukatope obpasua u gate B3ATUSA
obpaszua, koTopble MOryT BbITh NpeacTaBneHbl B BUAE Koga (YHUKansHoro Ans kaxagoro obpasua),

2) ocHoBHYl MHdopMmauuo o6 obpasue, Takylo Kak TUM U COCTOSIHME TKaHW, U COOTBETCTBYIOLLYIO
OOMONHUTENBHYK MHOPMaUKio, HanpuMep nopa)eHHasn TkaHb (Hanpumep, onyxonb) UMY HEeM3MEeHEeHHas
TKaHb, NMPWU YCNOBUM, YTO CUCTEMA OTCNEXMBaHWUA 06pAa3UOB He MOXET NPeoCcTaBUTb Takyl UHPOPMaLUK
B coMeTaHuM ¢ uageHTudukaumein obpasya cornacHo nepedncneduto 1) d) 6.2,

3) 06 yHMKanbHOM HOMEPE KaX4oro KOHTeNHepa, KOTOPbIA MOXKET ObiTh BKMOYEH B MaeHTUdMkaTop
obpasua cornacHo nepevncnenuo 1) d) 6.2;

e) OOKYMeHTaLMs O TUnax TKaHu obpasua, a Takke ero onMcaHve U KonM4ecTBo.

CnegyeT yunThIBaTh, UTO NPW HEKOTOPLIX 3ab0neBaHUsAX, HAaNpUMep NpKM ONyxXonsax TKaHewl, Monekynap-
Hbl€ NMPWM3HaKKM MOTyT HEOOQHOPOOHO MPMCYTCTBOBaThL B obpasue TkaHn. CnegoBaTenbHO, BaXHO, 4Tobbl HacTb
chakTmyeckoro obpasua TKaHu, NpegHasHadYeHHas Ons MOMEeKyNspHOro MCCcrneaoBaHus, OLueHuBanach narto-
noroaHaToMoOM ¢ MeAWLIMHCKOWN KBanudukauuen (Hanpumep, Hanuune ceptudpmkara crneumanucta) (cm. 6.3).
B 3TOM KOHTEKCTe crefyeT 3a40KYMEHTUPOBATk, KakMe NMpuaHaku 3aboneBaHns eNCTBUTENBHO OTPaXeHbI B
obpasLe TkaHu unu pparMeHTe, UCNONb3YEMOM ANA MONEKYMNsSPHOro NccnenoBaHusa (HanpyuMep, B LeHTpe U1
Ha (bpOHTE MHBA3UWN OMYXONKU MOTYT aKTUBMPOBATLCH Pa3NUYHbIE MOMNEKYNAPHbLIE MeXaHU3Mbl, ONYXOMn Takxe
MOryT COCTOATb U3 YYaCTKOB C pa3Hol cTeneHslo AnddepeHumnaummn).

6.3 WUccnepoBaHue natonoruu obpasua U B3ATUe obpasua(oB.)

WcecnegosaHue u 4OKYyMEHTUPOBaHWe naTtonoruy obpasua, a Takke BaaTUe obpasua Ansa gansHewerd
06paboTkM AoNKHbI BbiTh BLINOMHEHLI NATONOrOAHaTOMOM C MeAWLUMHCKOW kBanudukaunein (Hanpumep, Ha-
nuyne ceptudmkaTta cneunanucTa) unu nod ero HaénwogeHmem. MoryT 6biTb TPUMEHEHBI TEPPUTOPUATBHbIE,
HaUWoHanbHbIE UM PerMoHanbHble Npasuna.

Hwxe npuBeneHbl BapuaHThl Beibopa o6pasua(oe) gna uccnegosanus QHK.

a) BaATMe COOTBETCTBYHOLLMX YacTel (hparMeHTOR) o6pasua TKaHW Ana MONEeKynApHOro U rMcTonaTo-
NOrMYeckoro UccrneaoBaHWi, a Takke B criydae NpoBedeHUsl UCCNeAoBaHWin ANA WHBIX Lenei JOMKHO BbiTk
OCYLLeCTBMNEHO NaToyioroaHaToMoOM C MedWLMHCKOX kBanudurkaumein (HanpyuMep, Hanu4re ceptTudnkaTa cne-
uuvanucTa) unu nod ero HabnogeHMem gna Toro, 4Tobbl rapaHTUpoBaTh, YTo uccnegoeanns [HK He cTaeaT
noa yrpoay npoBedeHue rmcTonaTonorMyeckoro uccneqoeaHuns. Ons MonekynsapHoro uccrnefosaHus cnegyet
BbIGMpaThL NOOXOAALME YacTU TKaHW o6pasua, Tak Kak KpoBOToYallue U HEeKPOTUYECKME YacTWM MOryT Mpu-
BECTW K HeOCTOBEPHOMY peayrbTaTy MOMeKynsipHOro MCcCnefoBaHus, U UX NMPUMEHEeHUs, Mo BO3MOXHOCTH,
Heobxoanmo usberats. MMKpogMCCEKUMIO TKAHU CieayeT paccMaTpuBaTh A8 B3sTUS UKW OOMNONHEHUs onpe-
AeneHHbIX KNeToUHbIX NPpU3HaKos 3abonesaHus.

MpumeyvaHne 1—B3aaTve cooTBETCTBYHOLLMX YacTel obpa3Lia MOXeT OblTh TaKKe OCYLUECTBNEHO 3a Npedena-
MUK nabopaTtopun, HanNpUMep B onepauMoHHOW (CM. 5.1.4) B COOTBETCTBUK C Npouenypamu, yTBepJeHHbIMU NOKanbHLIMU
aKTamu opraHusaumu.

Mpy NpoBegeHMM MAKPOCKOMMYECKOro UccneaoBaHns obpasua xupypruyeckoro npouns oo u/unm no-
cne cukcauuu popmanmHomM cnegyeTt NPoOBEPUTE KITMHUYECKYH MHopmaumio (cM. 5.1.2 n 5.1.3) 06 obpa3sue
(HanpuMep, HOMep, TUM TKaHW, pasmep), HOMep rocnuTanu3auuM, W/WNKM HoMep MNaToNOrM4YeckKoro cny4as,
n/vnn ngeHTudrKaTop JoHOopa/nauneHTa, MMa NauMeHTa, gaTy v rog ero poxaeHus. MHdopmauust o6 obpas-
Le 1 pe3ynsTaThl UICCNEA0BAHUS OOIMKHEI BbITh HAANEXAaLMM 06pa30oM 3a40KYMEHTUPOBAHLI B COOTBETCTBUN
C pPEKOMeHOAUUAMMN MEeAULIMHCKUX COOBLLECTB U B COOTBETCTBUM C KIMMHUYECKOW MHpOpMaLuen, HanpuMmep
nctopvein bonesHn nauueHTa unu HanpaeneHvem Bpada. [JomkHa ObiTe ONMcaHa aHaTOMWYecKas foKanu-
3auus, npegcrtasneHHas B obpasue, kpas pesekumn M Apyrve 3HaduMble Y4acTKUM MOryT ObiTb OTMEYEHbI,
ecnu 3To HeobxoouMMO ANSA NpPOBEAEHWMSI MOCMeayloLero MUKPOCKONUYECKOTO UCCNeoBaHus; OONYCKaeTCs
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npuMeHaTL doTorpadgum obpasua. PenpeseHTatuBHbie obpasubl ANA NPOBEAEHUA MUKPOCKOMUYECKOro UG-
crnefoBaHusa OOMKHLI BblTh B3ATHI (COGpaHbl) B COOTBETCTBUM C PEKOMEHOAUUAMU MO KOHKPETHLIM opraHam/
3abonesaHMaAM COOTBETCTBYOLNX MeOMUMHCKNX coobLlecTs.

MpumeyaHue 2 — BblleonucaHHoe WccnegoBaHue W AOKYMEHTMPOBaHME naronoruy obpasua Takke mMoryTt
GbITb BLIMOMHEHLI 32 NpeaenaMu nabopaTtopun, HanpUMep B onepaLMoHHON.

b) Ecnu obpaseL TkaHW B3AT M3 opraHuama 6e3 cobniogeHus TpeboBaHuin AnNa NpoBefeHWs rMcTona-
TONOMMYECKON ANarHoCTUKK, TO OOKYMEHTMpOBaHne MHgopmauuv ob obpasue, ero B3ATUW U MCCNeaoBaHum
MOKET ObITb BbIMOMHEHO APYTMMUN KBANUMULNPOBAHHBIMU NMULIAMK, KPOME NaToNnoroaHaToMoB.

[okymeHTauma MoxXeT BKMoYaTth doTtorpadmn. Pasmep obpasuoB JOMmKeH COOTBETCTBOBATL pasmMepy
KacceTbl ¢ TKaHsMW 06pa3uoB (MakcumanbHbIn pasmep — 3 x 2 x 0,5 cm). Ecnv obpasey ewle He 3admKcu-
pPOBaH JOMKHBIM 0Dpa30M, TO MOXHO BhINONMHUTE NOCTAMUKCALIMIO BHYTPU KacceThl ¢ TKaHAMU. Kaxaasa kacce-
Ta C TKAHAMWU JOMKHA OblTb MapKUpOBaHa YHUKANbHbIM MAEHTU(WKATOPOM (Hanpumep, WTPUX-Kod, HOMep,
abbpeeuwaTtypa TkaHu). Ecnn ogHa KacceTa ¢ TKaHSMU COOEPKUT HEeCKONbKO hparMeHTOB OfHOro U TOro Xe
obpasua ¢ pasHbIMKU XapakTepUCTMKaMK (Hanpumep, TUN TKaHK, cTaTyc 3aboneBaHns, MECTOHaxXoXOeHWEe), TO
Takasa uHcopmaLus gomkHa BbiTk 3a40KYMEHTUPOBaHA.

MomMeHT BpeMeHu NnepeHoca pparMeHTa TKaHu, B3ATOro 13 obpasua, B KACCeTy C TKaHAMU JOIKEH BbiTh
3aJ0KYMEHTUPOBaH.

Bea npomennexus, T. e. NpegnoyTUTENbLHO B TedeHue 60 MuH, oBpasel, TKaHn crieqyeT NoMecTUTb Nubo
B CTaHAapTHbIN 3abydepeHHbI pacTBop hopmManuHa, nMbo, ecnun oH yxe 3aMKCcMpoBaH, B CNUPTOCOAEpKa-
wmin pacteop (Hanpumep, 70 %-Hblil pacTBOp 3TaHOMAa) Ha MMCTONOrM4YecKoM NpoLeccope.

Temnepatypa 1 o6Liasi NPOAOMKMTENBHOCTE hUKcaLMM hopManmMHOM AOMKHb! ObiTh 3a40KYMEHTUPO-
BaHbl.

6.4 MocTdmKkcauua 3aMOpoXKeHHbIX obpa3luos

3amopoxeHHble 06pasubl UM parMeHTbl (HAaNpUMep, NOCne ANAarHOCTUKA 3aMOPOXEHHbIX Y4aCTKOB)
MOryT OblTb MOMeLleHbl B CTAaHAAPTHLIA OydepHbIn pacTBop dbopManuHa Ans ganbHeWlWero BCTpanBaHus
napaduHa.

ObLwaa NpoJoMmKUTENEHOCTE hUKcauMy ddopManuHa 4omKHa bbiTh 3a10KYyMEeHTUPOBaHa.

MHdpopmauns o dparmeHTe unu obpasye TkaHun FFPE, nony4yeHHOro M3 3aMopoxeHHOro dparmeHTa
unu obpasua, JonkHa bbiTb 3240KYMEHTUPOBAHA.

6.5 OekanbuuHauua

[ekanbunHaLusa KOppeKkTUpYeT TBepAbld COCTaB KOCTeil 00 MArkocTu napadwmHa. O6pasubl OOMKHEI
6bITE AeKanbLUWHUPOBAHbI, HAaNpUMep ¢ noMollbio 3OTA (3TUNEeHANaMUHTETPAYKCYCHON KUCNOTel). MNpoueny-
pa gekanbUUHaUUKM LOMKHA ObITh 3a40KyMeHTMpOoBaHa.

6.6 O6paboTka 1 3anuMBKa napaduHOM

MOMEHT BpeMeHU NoMeLLeHWs B CNMPTOCoAepalli pacTBOp r'MCTONOrMYecKoro npoleccopa nocne
Toro, Kak obpasel, nu oparmMeHT 3aUKCUPOBaH B cTaHAapTHOM BychepHoM pacTBope popmManuHa, AoSHKeH
6bITh 3a00KyMeHTUpoBaH. JansHeiwyo obpaboTky obpasua unu cdparmeHTa NpoBoOAAT B MMCTONOTMYECKOM
npoueccope B COOTBETCTBUN C MHCTPYKLMSAMMW NMPOM3BOANTENS.

MpumeyvyaHune 1 — Bo Bpems 0b6paboTku TKaHb 0BE3BOXMBAETCA, U BOAY 3aMEHAKT napadrHOBLIM BOCKOM.
OcTtaTtoyHas Boga MOXeT BMMATL HAa Ka4eCcTBO M CTabUIMbHOCTbL TKaHeW Npu UX XpaHeHWuW, B TOM yucne 1 Ha JHK [7].

3ameHa peareHTOB JOMKHA NPOBOANTLCS Ha PEryrsapHON OCHOBE B COOTBETCTBUM C MHCTPYKUMAMM NpO-
n3BogUTENEN.

[MpogomknTensHOCTL M TEMNEpaTypa npouecca NponuThiBaHWs napadMHOM MOTyT BMWATL Ha LernocT-
HOCTb BMoMenekyn B GMKCMPOBaHHONM TKaHW. [1nNs nponuTeIBaHWA TKaHelW crieqyeT UCnonb3oBaTh napaduH co
CTaHOAapTU30BaHHbIM COCTABOM W C HWU3KOW TeMmnepaTypoin nnasneHuns. [1pogomKnuTensHOCTL U TeMnepaTtypa
Ka)goro atana npoLuecca nponuTbiBaHUA napagrHOM OOMKHbI cobniogaTbCca B COOTBETCTBUM C MHCTPYKLUMS-
MW Mpou3BoguTenen Unu npouegypamMmu, npuMeHsemMsiMn B nabopatopuu. [laHHble npoueaypbl AOMKHEI BbiTb
3a40KyMEHTUPOBaHbI.

MpumevyaHune 22— TunuyHble HU3KWE TEMNEPATYPLI NNaBneHust napadguHa HaxogAaTca B ananasoHe ot 50 °C
ao 56 °C.
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6.7 TpebGoBaHWA K XpaHEHUIO

[MpogomknTensHOCTL U TEMMEpPAaTypa XpaHeHUs, Takue Kak Temneparypa OKpyKatLlen cpeibl apxuea,
BMUSAOT Ha cTabunbHocTb [IHK B TkaHn FFPE [29] (cm. A.2).

TkaneBbill briok FFPE cnegyet xpaHuTb B CyXOM MeCTe NpW KOMHATHON TEMMepaType unu, 4to npegno-
YTUTEenbHee, Npu bonee HU3KOW TeMnepaType.

MpumedvaHune 1— Bonee HU3KkMe TemnepaTypsl XxpaHeHus (Hanpumep, ot 2 °C go 8 °C, muHyc 20 °C) 3amen-
nNAT npouecc gerpagaunv AHK B TedeHve ANUTENbHOrO BpeMeHU (CM. TakkKe NpunoxeHue A).

MpumevaHne 2— Ecnu TkaHeBbll Bnok FFPE He xpaHAaT B cyxom MecTe, To gerpagauua OHK moxeTt Bospa-
CTW, a pocT rpubkoB 1 BaKkTepyii MOXET YCUNMUTBLCA.

MpumeuvaHnne 3— MmeloTca gaHHbIE © TOM, YTO TKaHeBble 6noku FFPE MoxHO oueHuBaTh Yepes NaThb NeT unm
noaxe, ecnu nx obpabaTtbiBaloT W XpaHAT HagnexawmumM obpasom.

Ons soigeneHna OHK cpesbl TkaHen FFPE gomkHbl ObiTe CBEXENPUrOTOBNEHHbIMKW. Ecnn xpaHeHus
Takux cpesoB He yaaeTcs nsbexartb, TO UX criefyeT XpaHUTb B Te4eHWe Kak MOXHOo Bonee KOpOoTKOro nepuoga
BPEMEHM B CYXOM W MpOxiiagHOM MecTe, B XxonogunbHuke (oT 2 °C go 8 °C) wnuv npu 6onee HM3KMX Temnepa-
Typax.

[omxeH BbiTe onpegeneH cnocob ana onuTensHOro xpaHeHus TkaHeld FFPE. MecTo XxpaHeHus, TeMmne-
patypa xpaHeHus, doakT naenedeHus nwboro dparmeHTa unm obpasua U3 MecTa XpaHeHus, ero UCNonbL30Ba-
HWe 1 BO3BpAT B MECTO XpPaHEHUS JOMKHbI ObITh 3300KYMEHTUPOBAHBLI.

6.8 Boigenenue OHK

6.8.1 O6LwWwme nonoxeHns

Heobxoanmo npoBeECTW MMCTONATONOTMYECKYH XapaKTEPUCTUKY KITETOYHOro CocTaBa M COCTOAHWS 0b-
pasua unu dparMeHTa [Hanpumep, Ha cpesax ¢ rematokcunuHom/soanHom (H&E)] B cooTBeTCTBUM C MEX-
AyHapoOHoW rucTonartonorudeckoi knaccudukauuen (Hanpumep, Knaccudukauven onyxonen BO3/MAUNP
[24]). Korga obpazel, unu parMeHT UCNonb3yloT AN MONeKynsapHOR aAuarHoCTuKK, nepef BoigeneHnem OHK
HeobXxo4AMMO oLUEeHWUTb hpakuuMio KNeToKk-MuweHeh. KonnuecTBo KNeToK-MULLEHEN OOMKHO BbITh AOCTATOYHbLIM
ANs npoeegeHus uccnegosanus. Ecnu obpasey unu cparMeHT He UCNONb3YIT ANA AUarHOCTUKK, a TOMbKO
ONs NpoBeAeHUsA UCCredoBaHnn, peKoMeHaYeTCca aHanorm4Hbli Noagxoa.

6.8.2 O6wasn nHcpopmaumsa o npoueaypax sbigenenius QHK

®ukcauns popmanmMHoOM BBOAMUT KOBaNeHTHy mogudukauuo AHK nytem nobarneHUss MOHOMETUNONb-
HbIX rpynn. Ha BTopoii ctaguu anekTpodunsHoe npucoeguHeHne N-meTtnnona K aMMHCOCHOBAHUIO MPUBOAUT
K 0Bpaz0BaHUI0 METUNEHOBLIX MOCTUKOB MEXAy OBYMS aMUHOTpynnamMu.

dopmanbgerns BHOCUT XMMUHECKMe MoauduKauumn, NpensaTcTByOLNe (DepMeHTaTUBHbIM peakLMam
npu npoeegeHun Nocrneaymnx MonekynsapHbix nccnegosadun, Hanpumep OHK-nonumepaaa.

Hanee npuBeageHbl TpeboBaHUs M pekoMeHaauuu.

a) OnTumManeHasa NpooOMKUTENBHOCTL (PUKCALMM 3aBUCUT OT TUMa W pasdMmepa TkaHu. [AnuTtensHasa duk-
cauusa TKaHel NpMBOaMT K HeobpaTtumbim mogudukauuam OHK, u ee cnenyet usberats. [pu TonwmHe TKaHW
He bornee 5 MM NPOOOMKUTENBHOCTL hMKCALMNM OOMKHA COCTaBNATL OT 12 o 24 4 B cTaHgapTHOM 3abyde-
peHHOM pacTBope hopmanuHa.

b) WcxogHeim matepuanom ans odnctkn OHK gormkHbl BbiTh CBEXecpesaHHble cpesbl TOMWWMHOW [0
10 mMKM, nony4eHHble 13 brniokos TkaHn FFPE o6pa3uoB, pacceveHHbix BpydHyto [17], unu nyTem MUKpPOLUCCEK-
uum [18] c nomoLbo Nasepa, Unu U3 cepaueBuHbl TKaHel [Hanpumep, TkaHeBbld Mukpouun (TMA)]. Meguums-
CKWI NepcoHan JOoMmKeH NCNonbL30BaTh nepyaTkn. COOTBETCTBYIOWME YacT MUKPOTOMA, BKITHOYas MHOropaso-
BOE Ne3Bue, OYMLLAKT Nocne pa3pesaHus kaxaoro napaduHororo bnoka. CrnenyeT paccMoTpeTk BO3MOXHOCTb
MCMNONb30BaHWUs HOBbIX OQHOPA30BLIX Ne3BuiA Ons MUKpoToMa, YToDbl M3bexaTk NepeKkpecTHOro 3arpsa3HeHus.

c) MapannenbHble cpe3bl, OKpalleHHbIE reMaToKCMnHoM/3031MHoM (H&E), cnegyeT ucnone3osaTh ANs
naeHTUdKnKkaLmMm, otbopa n KOHTPONS BCKPLITUSI HEOKpaLLleHHbIX oBpasuos Ans nocnegytowen odmctkn JHK.

MpuMmedvyaHune — OkpalmMBaHWE MOXKET YXYAWMWTb KadecTBO M adhdpekTuBHOCTL OHK npu npoeeaeHun nocne-
OYIOLLX UCCrefoBaHun.

d) Ona scex npouenyp BbigeneHnsa OHK gomkHbl ObiTb NpegycMoOTpeHbl Mepbl NS YyCTPaHeHUsl Hau-
Sonblwero Yucna mogudukaunin dopmansgernga 6e3 gancHerwen gerpagaunn OQHK:

- paclienneHue, HanpyuMep npoternHason K, n HarpeBaHne YacTU4YHO YCTPaHAKT MoguduKaL MM HyKneu-
HOBbIX KWCINOT, BHECEHHbIE hopManbaerMaoM, 1 nepekpectHole ceasun benok-AHK.

MpumeuvaHnune 1 — MameHenua OHK B TkaHax FFPE BkntoyatoT MoaMduKaunm OCHORaHUA U Oe3aMUHUPOBa-
Hue, KoTopble npu MNUP nnn yanuHeHnn npaiMepa MOryT NPUBECTM K OLUMDOYHOMY CHMTBIBAHWUIO peaynbraTa.
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MpumeyvyaHne 2 — Hanbonee 4acTbiM ABNAETCA NepexogHoe uameHeHue C.G B T:A, KOTOpoe 40 HEeKOTOpOu
cteneHu obpatumo nytem obpaboTtku OHK tkann FFPE ypauun-OHK-rmukoaunazon [19] nocne unu Bo Bpems 04UCTKM
OHK.

e) Boigenenve OHK He crnegyeT npoBoguTh B TOM MOMELLEHWMW, B KOTOPOM BbIMOMHAKT aMnnngUKaLno
BO n3bexaHue nepekpecTHON KOHTaMUHALWKM, 3a UCKMTKYEeHUEeM TexX CIyyaer, Korga UCMOoNb3yHT 3aKpbiTyH
CUCTEMY.

Ecnu OHK u3zBnekaoT U3 apxMBHbIX OrOKOB TKaHK, Bnoku crieqyeT obpesaTth, yTUNM3upysa nepeLie cpe-
3bl, Npexae Yyem Opatb cpesbl Ansa BoigeneHua JHK, nockonbky BHELWHWe cpesbl MOTyT cogepaTb Aerpagu-
poeaBwyt AHK. MoxeT noTpeboBaThes AanbHewasa obpeaka BNokoe aAng Toro, YTobbl 0boratnTh UX TKaHe-
BbIMW KOMMNOHEHTaMU, 3Ha4YUMbIMK NPU NPOBEOEHNU UCCIeN0BaHNS.

[MpyY HANUYUM COMHEHWI B NpaBUbEHOCTU MaeHTUMKaunm obpasua unu pparmeHTa gonxHa obiTe Npo-
BeJeHa npoerepka ngeHTudmkaumn.

Beigenenune [OHK aBnsieTca kmwoyeBbiM 3TanoM guMarHocTMyeckoro pabodero npoiuecca, KOTOpoMy cre-
AyeT yoensatb ocoboe BHUMaHWe Npu NpoBepKe Bcero pabovero npouecca.

[MpaBunbHOCTL BbINONHEHWS npoueaypbl BbliaeneHns [HK cnegyet npoBepATh B paMKax BbINOSHEHWUSA
nporpamMMbl NPOBEPKM KBanudurkauyum eoigenenms JHK.

6.8.3 MpumeHeHue HabopoB ansa BeigeneHus JHK, N3rotoBrneHHbIX NPOU3BOAUTENEM

B cnyyae npumeHeHunss HabopoB, npegHa3HadeHHblx ana Bbiagenenna OHK w3 tkanen FFPE, narotoe-
NEeHHLIX NPOM3BOAMTENEM, HEODXOAWMO cnedoBaTh UHCTPYKLMAM MO MCMONb30BaHM0 Habopos.

6.8.4 MNMpumeHeHne HabOpPOB, U3rOTOBIEHHbLIX NabopaTopuen

6.8.4.1 Ecnu B nabopatopuu npumMeHsaoT npouedypy BoigeneHus OHK, otnuyHyo oT MHCTpYKUMK npo-
n3BoAuTens, To ACMXHbI ObiTb NpOBEAEHbI BEpUdMKaLIMS U BanMjauuvs Takow npoueaypsl ¢ NoATBEPKAEHUEM
COOTBETCTBMS NO HA3HA4YeHWI0 NpuMeHsieMoro Habopa, B TOM Ynucne gomkHa bbiTe pa3paboTtaHa u cobnogeHa
MHCTPYKLUMSA NO €ro NpUMeHEHUI0.

6.8.4.2 Ecnu npumeHsaoT npouenypy BbigeneHna OHK, paspabotaHHyw nabopatopuei, TO OOMKHbI
ObITb NpoBedeHbl BepuuKauns ¥ Banugaumsa Takol npouegypbl, NOATBEPK4alWwme COOTBETCTBME MO Ha-
3Ha4YeHuo NpuMeHsaemoro Habopa, B ToMm yucne gomkHa beiTe pazpabotaHa n cobnigeHa MHCTPYKUWA Mo ero
MPUMEHEHMNIO.

Mcnonb3oBaHne Habopos AndA BbigeneHMa AHK oT pasHbix npon3BoavMTenei MOXeT NOBNUATL Ha A0-
CTOBEPHOCTb pe3ynsTaToB MCCNeAoBaHUA, MOCKONbKY HAabopbl MOryT BbiTb HECOBMECTMMBI 1A NPUMEHEHUS.
Takue n3genus cnegyet Mcnonb3oBaTh B KOMOMHaUWKW 45t AMAarHOCTUHECKOTro MCCcreoBaHus TOMbKO B TOM
cny4ae, ecnuv nx KOMNOHEHTbl CCNeaoBaHbl COBMECTHO W BanuguMpoBaHbl C NogTBEepXAeHWeM COOTBETCTBUSA
Mo Ha3HaYeHUo.

Mpouenypsl BoigeneHna AHK ons cpezoB TkaHein FFPE gonkHbl BKNoYaTh HuMXenpuBeOeHHble gei-
CTBUA.

a) YoaneHue napadhuHa M3 CBexeHapesaHHbIX cpe3oB TkaHu FFPE.

Mpumedvanune 1 — YganeHue napadurHa MOXHO caenatb C MOMOLLBLK pacTBOpUTENEN, TakMX Kak kcunon. B
KayecTBe anbTepHaTMBbl MOXHO WMCMONb30BaTb BbICOKOTEMMNEpATYPHbIE METOOb], KOTOPble 0cBODOX AT TKaHb OT napa-
cuHa, Ho He TpebyloT pacTBopUTEnEN.

MpumeyaHue 2 — MoxHO UCMONBL30BATL MMEKLLMECH B NPOOAXKe pacTBROpbl Ana AenapaduHu3aunm, YTo na-
baBnseT oT HeobxooMMoCTU rpaHynuposaTe TkaHu FFPE.

b) 3a pecycneH3unen cpezos B Bydhepe AnA nuauca crnegyeT pacluenneHue, HanpuMep npotenHason K
ONA yoaneHusa nepekpecTHOCLWKTLIX Denkoe u BeiceoboxaeHusa JHK us cpesos.

PekomeHngyetcs onTumMu3npoBaTth nuaunpyowmin Oydep ANa aTtana pacllenneHnsa npoTenHasow W no-
crnefyrLllero aTana HarpeBaHus.

MpumevyaHue — CraHoapTHeIWM Nepuog pacluenneHnsa npotemMHason K coctaensert oT 1 4o 18 4 npu Temnepa-
Type ot 37 °C po 60 °C.

c) Tennosas uHkybauus B TedeHne 1 4 npu Temnepatype He Bbiwe 90 °C ans yoaneHws Gonbluei ya-
CTW MEeTUNornbHbIX 40BABOK M YCTpaHeHUA NepeKkpecTHLIX CBA3EN.

MpumevyaHue — bonee gnutenbHaa MHKybauus unu bonee BoicoKas Temnepartypa UHkybauum MoryT npuee-
CTU K Boneblen coparmeHTaumm JHK.

d) OononHuTeneHasa dyHKUMA: ecnu TpebyeTtca reHomHas [OHK, He cogepxawasa PHK, Heobxogumo
npoBecTu uHkybauuo ¢ PHKazon A.
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MpumeyaHue 1— [Ona mMeTodoBs, pazpaboTaHHbIX B Nabopatopuu, MoxeT noTpeGoBaThca BKIIOMEHUE CTagun
pacwenneHua PHKa3zol, ecnu YpeamepHo Bonblioe konudectso PHK, Melwatowee nccnegoBaHuio, oYMLLEEeTCs BMECTe
c OHK.

MpumeuvaHune 2— CoBMecTHO ouuleHHaa PHK, oaxe nocne paclenneHusi, MOXeT NPpUBECTU K NPEBLILLEHUIO
3Ha4eHus konuyecTBeHHoro pesynetata [AHK cnektpodotomeTpuyeckumn metogamun. [peBbllieHne 3Ha4YeHUs Konude-
CTBEHHOro pesynerarta u paktudeckoe npucytcteme PHK BnvAOT Ha pesynbTathl MCCNEAOBAHUS.

e) Jkctpakuma OHK u3 nusata, HanpyMep MeTogammn Ha OCHoBe heHona/xnopodopma Unn ¢ UCNoMb-
30BaHMeM HabopoB npoussoauTenein ana ounctkm AHK ns tkanm FFPE.

6.9 WUccnepoBaHue Konu4yecTBa U KadecTBa BblgeneHHon OHK

KonunuyectBo v kadvectso [HK cnegyet npoBepATs B COOTBETCTBUU C MHCTPYKUMAMU NPON3BOAUTENS W3-
Oenui ons MomnexkynapHon OUarHOCTUKM UMW B COOTBETCTBMW C NPOBEPEHHLIMW U BanuaupoBaHHbLIMUK MPO-
LegypaMmu nabopaTopyMy C NOMOLLBbID ODLLENPUHATBIX (PM3NYECKMX, XMMUYECKNX U BMOXMMUYECKMX METOLOB.
Takve MeToObl MOTYT BKIMKOYATL OQHO UMM HECKONbKO UCCIed0BaHWUN:

a) KONMUYECTBEHHYI OLIeHKY nyTeM namepeHusa norrnoweHunsa (A260), cnekTpodnyopMMeTpum unu cne-
uncmryeckoro ansa reHoma konudecteeHHoro MNUP [20];

b) wcnbiTaHue HAa YACTOTY NYTEM M3MEPEHUS NOMMNOLUEHNUs (HanpyMMep, CKaHMPOBAHWE MO AMNWHE BOMHbI,
oTHoweHne A260/A280);

C) TecCT Ha LenocTHOCTb 1 aMmnuduumnpyemocte AHK (Hanpumep, ¢ noMoLbo anekTpodopesa, Xxpoma-
TOrpatOUHECKNX UMM MONEKYNSPHbLIX METOAO0B, TAKUX Kak AnggepeHUnansHoe OTHOWEHWE ANMHBI aMMNUKOHA
[21]. [22]);

d) TecT Ha Hanuuue WHTepEPUPYIOLLNX BELLECTB, UCNOMb3Ys 3K30reHHble KOHTponu (4obaBneHHble B
kKoHTponu OHK) unu anannaunpys Kpueble oTkNMka konudecteeHHon NUP Ha npegMmeT Hanwyva aHomanuin.

[nsa Kka4yecTBEHHbIX UCCNEeLOoBaHNA, HANPKUMep Hann4ne/oTCyTCTBUE, CEKBEHMPOBaHWE, N3MEHEHWE YMC-
na KOMun, 4acTo NPMMEHSIIOT UCCreJoBaHUA, NMPMBEAEHHbIE B MepevncrieHunsx a), b) 6.9; ans KonmyecTBeHHbIX
nccrnegoBaHuin MoryT noTpeboBaTtbea nccrneoBaHus, NpuBeAeHHbIE B nepedncnernmsx a)—d) 6.9.

MpumeuvaHne — Pukcaunsa opmannuHoOM oTpMUAaTENBLHO BNMAET Ha uenoctHocTe [AHK » goctoBepHOCTE pe-
synbrata nameperHuin JHK. Xumudeckne mogudhmkaumm, BelaBaHHble hopManbierngom, He mMoryT 6biTb 0BHapyXeHbl B

CTaHOapTHbLIX NCCNefoBaHWAX KOHTPONA Ka4eCTBa, Taknx KakK SJ'IEI{TPOQDDPETVI"IEGKOE naMmepeHwue OrnnHbl CleaFMEHTa OHK,
HO TeEM HE MeHee MOryT noMmewaTtb CbepMEHTaTMBHOMy nccnegoBaHUio.

6.10 XpaHeHue BbigeneHHon JHK

YcnoBua xpaHeHus BoigeneHHon JHK nomkHbl cooTBeTCTBOBATE TPeDOBAHNAM MHCTPYKLIMK, NpefocTaB-
neHHoW NnpounasoguTenem Habopa ans BeigeneHusa JHK. Heobxognmo cobnopats TpeboBaHUs UHCTPYKLMK MO
npoeegeHuto obcnegoBaHMa goHopa/NauneHTa, ecnu oHa cogepXuT bonee cTporve TpeboBaHMs, HanpuMep
k Bonee HU3kOW TemnepaType xpaHeHus BoigeneHHon [AHK, yem TpeboBaHusa MHCTPYKUMWM NpON3BOAMTENS.

MepguuunHckasn nabopaTopust 4OMKHA NPUMEHATL BaNMAUPOBaHHbIE NpoLeaypbl XpaHEHUS BblAENEHHON
OHK B cnyyae oTCyTCTBMSA MHCTPYKLUMIA Npou3BoanTena Habopa ans sbigenedusa JHK unv npyuMmeHeHns pas-
paboTaHHbIX NabopaTtopuein MHCTPYKUMIA ANd BeigeneHua OHK.

Ona pnutensHoro xpaHeHusa OHK cnepyet antovpoBaTte B cnabollenoyHom anoupylollem dydepe, Ha-
npumep bydpep TE, npeacrasnstowuidi cobon 10 MM Tpuc-pacTteop, Bkntovawwmii 1 mM 30TA v goBeOeHHbIR
no pH 8,0 ¢ nomowbto HCI ana uccnegosanna OHK.

MpumeyaHue — B 3aBucumocTh oT npouedypsl BelgeneHns OHK 1 kayecTBa nonyyaemoro antoarta B onpeae-
neHHbIX 0BcToATENECTBAX MOXET ObITh LenecoobpaszHeiM xpaHeHue [JHK npy komHaTHOW TeMnepaType B TEYEHWE KOpOT-
KOro nepuoaa BpeMeHn unu npu Temnepartype ot 2 °C go 8 °C.

XpanuTth BbigeneHHyto OHK ons ponrocpouHbix Lener criegyeT npu Temnepatype oT MuHyc 20 °C n
Huke. TakKe MOXHO UCNOoNb30BaTh APYIrMe MpOoBEepPeHHbIE MEeToObl XpaHeHusa [23].

CnegyeT ucnonb3oBaTth NpegHa3Ha4yeHHbIe 4151 XpaHeHUs eMKOCTW, TakMe KaK KpUOoreHHble hMakoHbl.

[na onutensHOro XxpaHeHwWs cnegyeT Nofy4YvTb anukBoTy BblgeneHHon OHK, yTobbl nabexats NnoBTop-
HOTO 3aMOPaXKMBAHUSA N OTTAUBAHMUSA.

Mpouecc gnutensHoro xpaHeHus eelgeneHHon JAHK gonxeH ObiTb BANMAUPOBAH, 4 EMKOCTb M8 XpaHe-
Hus BbigeneHHon OHK unu nonyyeHHON M3 Hee anuKBOTLI AOMKHA UMEThL YHUKANbHYK MapKUPOBKY.

[omkHa ObITh 0becnedeHa NpocnexnBaeMocTb NPOLECCa XpaHeHWs, Hanpumep 3a c4eT NPUMeHeHus
cunTbieaemblX RFID, 1D- unu 2D-WTpUX-KOOOB UNKM eMKOCTEeN ONS XpaHeHWus C rnpedBapuTeribHO Harneva-
TaHHbIMUW YHUKaNbHbIMW Ko4amMu, NpefocTaBneHHbIMY NPOU3BoaNTENSMIW U3enui, NnpefHasHavYeHHbIMY A5
HU3KWUX TEMMNEPATYP XpPaHEHUS.
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MpunoxeHune A
(cnpaBo4Hoe)

BnusHue TemnepaTypbl XpaHeHUA Ha uenoctHocTk [JHK B 6nokax TkaHu FFPE

A.1 BBegeHwne
XpaHeHue bnokoB TkaHu FFPE npu pasHeix TeMnepaTtypax B TedeHue bonee ANMTensHOro nepuogaa BpeMeHu Bnu-

feT Ha LenocTHocTb BblaeneHHow JHK. XpaHeHre npwu HU3kux Temnepartypax oT muHyc 20 °C go muHyc 80 °C nossonset
BblOenuTL Bonee BbICOKYH CPpeaHIo MonekynapHyto maccy AHK, yem xpaHeHve npu Temnepartypax ot 4 °C 1 Bbilwe.

A.2 Pesynbrathl

LenocTtHocte AHK B TkaHax FFPE 3aBucuT oT npogomkutensHOCTM BPEMEHW U TEMMNEPATYPbI XPaHEHWS.

OHK Beigenanu 13 dpmkcMpoBaHHbIX hopManyMHoM 1 3anuTeix napadguHom (FFPE) TkaHeln KpbiChbl M3 pa3sHbIX UCTOY-
HuKoB: 4 obpasua no4ek, 4 o6pasua ceneseHkn 1 4 obpasua kulle4HuKa. 4 TkaHesbix brnioka FFPE 13 kaxgoro uctovHuka
xpaHwnu go akctpakuum JHK B TeveHwe 72 mec npu pasnuyHbix Temnepatypax (22 °C, 4 °C, munyc 20 °C u muHyc 80 °C).
500 Hr reHomHon [HK 6binv pasgeneHsl B 1 % TAE (Tpuc, ykcycHas kucnota, ATA) arapo3Hbix reneid. Peaynsratsl npu-
BedeHbl Ha pucyHke A.1.

22°C 4°C -20°C -80°C M 22°C 4°C -20°C -80°C M 22°C 4°C -20°C -80°C M

M — M=mapkep nambga Hind Ill; A— nouka; B — ceneseHka; C — KMLLEYHUK

PucyHok A.1 — Bnuaxnue Temnepatypsl XxpaHeHus Ha uernoctHocTe [HK B Bnokax TkaHu FFPE

Ha pucyHke A.1 nokasaHbl peaynbTatel MccnegoBaHua uenoctHocTn OHK metopgom anekTpodopesa arapos3Horo
rens [AHK n3 dwmkcupoBaHHbix hopmanuHoM 1 3anuTeix napadguHom (FFPE) TkaHen kpbicbl: noykn (A), cenesexku (B) n
kuwe4vHuka (C), nocne WecTH fneT xpaHeHusa npu Temnepatypax 22 °C, 4 °C, muHyc 20 °C u muHyc 80 °C. JkcTpakums us
Kaxgoro 6noka TkaHu BbINOMHANACE B TPEX NOBTOPHOCTSX.

OdbekTmBHocTh BbigeneHua JHK metonom MNUP B TkaHax FFPE 3aBucuT oT npoaomkuTensHOCTU M TEMNepaTyphbl
XpaHeHus.

OHK BblaeneHa vz guKcupoBaHHbIX hopManuHom 1 3anuTbix napadgpuHom (FFPE) TkaHen KpbiCbl M3 pasHbIX MC-
TouHMKOB: 4 obpasua nodek, 4 obpasua ceneseHkn, 4 obpasua kuwedHuKa, 4 obpasua nerkux v 4 obpasua neveHu. 4
TkaHeBblx bnoka FFPE 13 kaxgoro uctouHuka xpaHunu go uasnevenusa JHK B TeueHne 72 mec npu pasHbix TeMnepatypax
(22 °C, 4 °C, muHyc 20 °C n muHyc 80 °C). 2 Mkn passegeHns 1:10 akcTparMpoBaHHbIX anwartos OHK amnnuduyuposanu
C UCNonb3oBaHWeM YeTblpex pasnuyHeix metogos MNP B peansHoM BpeMmeHu SYBR-Green reHa 6eTa-akTvHa KpbIC B Ana-
nasoHe o1 271 go 747 HykneotngoB (nt). Pesynerartel NpMBEAEHbl HAa pyUcyHKe A.2.

Ha pucyHke A.2 nokasaHbl pesynbrathl aHanuia addektvBHocTU BbigeneHna AHK metogom MUP B peansHom
BpemeHn SYBR-Green u3 TkaHn FFPE nocne wectn net xpaHeHwsi npu Temnepatypax 22 °C, 4 °C, muHyc 20 °C u mu-
Hyc 80 °C. 3KcTpakummn u3 Kaxgoro Brnoka TKkaHeW, BbIMOMHEHHbIE B TPEX NMOBTOPHOCTAX, aMnnguUuuMpoBaHbl. 3Ha4eHns
ACT (ACT = CT [FFPE] — CT) nokasaHbl Kak cpegHee 3Ha4eHue +SD (cTaHOapTHOE OTKNOHEHWE) AN NATU PasfMyHbIX
TUMOB TKAHEN (NOYKW, CENE3EHKAa, KULLEYHWUK, NErKMe WU NeYeHsb), amninuUMpoBaHHbIX ANA KaxX 4ol TEMNepaTypbl XxpaHe-
HWA. [laHHble NpuBeaeHbl K cpegHemy 3HadeHuto Cf, nonydeHHoMy ¢ nomoweto 10 Hr IHK 13 akcTpakumin cooTBETCTBYIO-
LLIMX CBEXe3aMOPOXEHHbIX TKaHEN, BbINOMHEHHbIX B TPEX MOBTOPHOCTSAX.
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271 bp 523 bp 650 bp 747 bp

Y — 3Hadenue geneta CT; X — gnvHa amnnvkoHa B napax ocHoBaHwi (bp)

PucyHok A.2 — BnuaHne TemnepaTtypbl XpaHeHUs Ha adhdpekTMBHOCTE BblaeneHnsa OQHK metogom MNLP B Bnokax TkaHu
FFPE

A.3 BbiBoabIi

Mpu xpaHeHun npu Temnepatype MuHyc 20 °C unu munyc 80 °C MOXKHO yBUAETL Bonee YeTKMe BbICOKOMONeKynsap-
Hble MOMOCkl, YeM MpU XpaHeHuu npu Bonee BLICOKMX TeMnepaTtypax, Npu NpUMeEHeHUW MeTofa anekTpodopesa B ara-
posHoM rene. Takum oBpasom, MOXHO caenaTth BelBod, YTo [HK noaBepraetca MeHblLel gerpagauumn npu bornee HU3KUX
TeMnepaTypax XpaHeHuWs.
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Mpunoxenune OA
(cnpaBo4Hoe)

CBe,D,EHVIH O COOTBETCTBMU CCbINOYHbIX MeXAYyHapoaHbIX CTaHOAAPTOB HaluUWOHaNbHBIM CTaHOapTaM

Tabnuuya JAA1

OBo3Ha4YeHUe CCbINOYHOro CreneHb Obo3Ha4eHWe 1 HAaMMEHOBaHWe COOTBETCTBYHOLLErO
MeXOyHapoAHoro craHaapTa COOTBETCTBUSA HauMoHanbHOro cTaHgapTa
ISO 15189:2012 IDT [OCT P 15189—2015 «JlabopaTopvn meguumMHcKkne. YactHele

TpE6OBaHMF| K Ka4eCTBY U KOMNETEHTHOCTU»

ISO 15190 MOD MOCT P 52905—2007 (MCO 15190:2003) «JlabopaTtopun
MeguumnHckune. TpebosaHusa BesonacHoOCTU»

MpumeyvyaHue — B HacTosAwen Tabnuue WCNOMb30BaHbl CrefylolMe YCNoBHble 0003HAYEeHWA CTENeHU
COOTBETCTBUS CTAHAApPTOB:

- IDT — vMaeHTU4YHbIE CTAHAApPThI;

- MOD — mogudumumpoBaHHble cTaHaapThl.
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