iumm'r

P 1 CT KbIPTBISCTAHJAPT
PABOYHH
| oK3EMmIEP

HAIIMOHAJIBHBIM CTAHJJAPT KBIPTBI3CKOM PECITYBJIMKH

KMCTIOCT P UCO 20166-2:2023

MosiekyJspaAbIK JHATHOCTHKAJIBIK H3WJI1606J16P iR Vilro
MMAPA®OUHAUK BJIOKTOP1O ®OPMAJIMH MEHEH
BEKUTUJITEH TKAHJAPAbI U3NJIIOOHYH
AHAJIN3/166I'6 YEMUHKHU 3TABBIHBIH
INPOLHECCTEPUHE TAJIAIITAP

beayk 2

Be/iyHreH 0e/1I0KTOp

MousiekyJisipHble ITHATHOCTHYECKHE HCCJIeI0BAHMS N Vilro
TPEBOBAHHUA K ITIPOUECCAM
MNPEAHAIMTHYECKOI'O 9TAITA UCCJIEJOBAHUSA
SA®UKCHUPOBAHHBIX ®OPMAJIMHOM TKAHEM B
IMAPA®UHOBBIX BJIOKAX (FFPE)

Yacts 2

BoigeneHnHble OeIKH

(T'OCT P UCO 20166-2-2021)

N3panue opunuanbHoe

Keiprencrangapr

Bunikex



KMCTIOCT P UCO 20166-2:2023

IIpenuciioBue

[lenu, MPUHIUITEL X OCHOBHEIE MOJIOKEHUS cTaHgapruzanuu B Keiprenckoit Pecybmike
yCcTaHOBIeHH! 3ak0HOM KeIprerzckoit PecrryOmiku «O0 0CHOBaX TEXHHMUECKOTO PEryIHPOBAHUA B
Kerprenckoit Pecyomike» u KMC 1.0

Caenmenus o cranmapre

1 IIOAT'OTOBJIEH llenrpom mo crangapTH3alui ¥ METPOJIOTHH Ipu MuHuCTEpCTBE
HSKOHOMUKH 1 kKoMMepumu Keiprerckoit PecyOmuku (Ksiprerzcranmapr)

2 BHECEH KsIpremckuM LEHTPOM akKpeauranuu mpu MHHHCTEPCTBE SKOHOMUKH H
komMepunu Keiprersckoit PecnyOmiku

3 VTBEPXJIEH Y BBEJIEH B JIEMICTBUE npukaszom Llenrpa mo crangapTuzanuu u
METPOIOTUM TP MUHHCTEPCTBE SKOHOMUKY U kKoMMepimH Keiprenckoit Pecydmiku ot 1 aBrycra
2023 1. Ne 27-CT.

4 Hacrosnmwii crangapr uaenrnued 'OCT P UCO 20166-2-2021, MonexynsapHasie
ITUATHO CTHYIECKUE UCCAENOBAHMA in vitro. TpeOoBaHMA K MponeccaM MPeaHaATNTHIECKOTO Tama
HccaenoBaHus 3apUKCHPOBAHHEIX (popMaTMHOM TKkaHel B mapapuuossix Onokax (FFPE). Yacts 2.
Brinenenusie Oenku

5 BBEJIEH Bnepsrie

© Kerprencrangapr, 2023

Hacrosammii crangapr He MOKeT OBITh IMOJTHOCTHIO MJIM YaCTHIHO BOCIIPOU3BEICH,
THPAKMPOBAH U PACIPOCTPAHEH B KaueCTBE OPUIMATLHOTO n3ganus 0e3 paspemenus Llenrpa mo
CTaHJAPTH3AIUH U METPOIOTHH TP MHUHHCTEPCTBE SKOHOMMKH U KOMMepIu KeIpremnckoit
PecnyOmikxu (Keiprerzcrannapr)
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BeeneHue

MonekynsapHasa anarHocTuka in vitro, BKNoYas MONeKynapHyto NaTonoruio, No3eonuna AobuTbes 3Ha4u-
TenLHOro nNporpecca B MeguuuHe. OxkugaeTca ganbHenwmnii nporpecc B 06nacTu HOBbIX TEXHOMOMIN aHanuaa
HYKMNEeWHOBbLIX KWCMOT, BENKoB U MeTabonuToB B TKAHAX W XWOKOCTSX YeroBedveckoro opraHuama. OgHako
B npouecce cbopa, TpaHCnopTUpPOoBaHUA, XpaHeHusa u obpaboTku obpasuos npodunbs U (MNKU) LENOCTHOCTbL
MOneKyn MOXeT NpeTepneTb pagvkanbHble M3MEHEHUR, YTO NPUBEOET K HeHaAeXHOCTU UNW JaXe HEBO3MOX-
HOCTU OAMarHoCTWKW B CBA3W C TEM, YTO pe3ynbTarkl UccnegoBaHua OyaoyT cOOTBETCTBOBATL HE pearlbHoMy
COCTOSHMIO NaUUeHTa, a OTPaKaTb UCKaXKEeHHbIA NPochunb, BO3HWUKLLWIA B pe3yrbTare NPoLeccoB, Npou3owen-
WwmMx ¢ obpasuom 0o NpoBeaeHus UccnegoBaHus.

[NepBoHa4YanbHO cYUTANock, YTO ATO HEBO3MOKHO M3-3a CLUMBAKOLLNX akTUBHOCTEN dbopmMmanbaernaa, B
nocrnegHue rogbl BbIN 3HaYUTENbHO YCOBEPLLEHCTBOBAHbI METOAMKW BblAeneHus 6enkoB U3 TkaHein B napa-
domHoBbIx 6nokax (FFPE), HecMoTpa Ha uaHavanbHble 3aTpyaHeHus 3-3a CLUMBaloLWUX akTUBHocTe hopma-
nuHa. TepMouHOyUMPOBaHHOE peBepcrpoBaHWe WHOYUMPOBaHHBIX dhopManbAernaoM nonepeyHbiX CBA3en
ObINo BaKHLIM LLAroM B npouenypax BolgeneHus 6enka. B HacToswee Bpems BonbLIWMHCTBO ccneqoBarenei
npu3HatoT, YyTo 6ernku, BoldeneHHble U3 TkaHeln B napadmHoBbix 6riokax (FFPE), npurogHsl onga nocnenyoLle-
ro NPOTEOMHOro UCcnenoBaHus.

Benkoeble npodmnu, uenoctHocTb 6enkos U B3aumopencTeue Gernka ¢ 6enkoM B TKaHAX MOryT pesko
M3MeHsITbCA 40, BO Bpems U nocne cbopa (Hanpumep, M3-3a MHOYKUWW FeHOB, PErynauMn CHUWKEHUS FEeHOB,
perpagauuu 6enkoB). KonnyecTso BUOOB Oenka MOXET UBMEHATLCH MO-PasHOMY B TKAHAX OT pasHbIX nauu-
EeHTOB/OOHOPOB. Ha akcripeccuio reHoB MOXET BMNUATL MPOBOAMMOE NeYyeHue UNu BMeLlaTenbeTBo (XUpyp-
rMyeckoe BMellarenbcTBo, buorcus), unu npenapars!, BBoauMble Ans o6e3bonMBaHnA Unu gaxe nedyeHue
conyTcTBytoLero saboneBaHuns, a TakKe pasnuyHbie YCroBUSA OKPYXatoLLel cpefbl Nocne yaaneHusa TKaHu 13
opraHuama.

Kpome Toro, npouecchl hukcauum TkaHu hopManuHoM U 3anueki napaduHoM NpUBOOAT K moaudmka-
LK BenkoBbIX MOMeKyr, YTO MOXET MOBMUATE HA NPaBUIBHOCTL U HAAEKHOCTb Pe3ynbLTaroB UCCregoBaHus.

MoaToMy Ans nocriedytoWwmnx uccnenoBaHuini KpanHe BaXKHO MPUHATL cneuunanbHble Mepbl Ans MUHUMA-
3aUMU ONMUCaHHbIX M3MeHeHUn Benkoeoro Npouna U U3MeHeHU TKaHW.

Heobxoauma ctaHgapTtusaumsa Bcero npouecca or cbopa obpasuoe o uccnegosaHusa 6enka. bBeinm
npoBefeHbl MccnenoBaHusa Ona onpeneneHns rmaeHbliX (hakTopoB, BNUAKOLWMX Ha 3TW npouecckl. HacTosawmin
CTaHOapT OCHOBaH Ha vuccnenoBartenbckux pabotax no kogudukaumm v cTaHgapTusauvMn npoueayp ans Tka-
Hell B napacuHosbix 6riokax (FFPE) B oTHoweHuu uccrnegosaHna 6enka Ha npeaHanuTuyeckom aTane.

B HacTosfwwem cTaHgapTe ucnonb3oBaHbl cnenytowue dopMynnpoBKN:

- «OornxeH/OomkHa/gonKHo» ykasblBaeT Ha TpeboBaHue;

- «crnegyeT» yKasblBaeT Ha pekoMeHaauuio;

- «mor/morna/morrno 6bl» yKasblBaeT Ha paspeLleHue;

- «MmoxeT/criocobeH» ykasbiBaeT Ha cnocobHOCTb UMM BO3MOXKHOCTb.



