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Mpegucnosue

1 PASPABOTAH ABTOHOMHOW HEKOMMEpPYEeCKoi opraHu3saumeli «LieHTp HHOBaLUMOHHbIX TEXHONMOMWA B
OHkonorum» (AHO «LITO»)

2 BHECEH TexHuyeckuMm KoMUTETOM MO cTaHgapTnsaumm TK 216 «narHocTvka B OHKONOTUU»

3 YTBEPX/EH 1 BBEJEH B JENCTBWE [Mpukazom ®eaepansHOro areHTCTBa no TeXHMYECKOMy pe-
ryiupoBaHuio n Metposiorum ot 1 nona 2016 r. Ne 794-ct

4 BBEJIEH BIEPBbIE

MpaBuna NpYMeHeHNs HACTOSALLEro cTaH4apTa YyCTaHoB/EHbl B cTaTbe 26 dchopanbiioro 3akoHa
oT 29 uoHa 2015 r. Ne 162-93 «O cTaHgapTu3aunm B Poccuiickoin ®egepauun». ViHdopmauns 06 un3-
MEHEHMAX K HACToALLEMY CTaHAap Ty Ny6nKyeTCca B eXerogHom (No cocTOoAHUI0 Ha 1sHBaps TekyLero
roga) UHopmMaLnoTIOM ykaszaTesne «HaunoHanbHble CTaHAapThi», a ouLManbHbll TEeKCT U3MEHEHWI
M NoMpaBOK — B €XeMeCA4YHOM MH(opMaunoHHOM ykasaTene «HauuoHanbHble cTaHgapThi». B cnyvae
nepecMoTpa (3amMeHbl) AN OTMEHbl HACTOALWEro cTaHAapTa CooOTBeTCTBYLLEe YBefloM/IeHe byaeT
ony6/nKoBaHO B GrvkailieM BbIMyCKe OXCMeCs4Y>loro MHOPMaLMOHHOIro ykasaTens «HaunoHasnbHble
cTaHgapTbi». CooTBeTCTBYyWasa nipopmaums, ysefoMNIeHNE N TEKCTbl pasMeLlalnTCca Takke B WH-
(hopMaLMOHHO cMcTeMe 06LLEr0 Nob30BaHNA — Ha oduuManbiloM caiiTe ®BAepanbIlOro areHTCcTBa
Nno TEexHUYeCcKOMy perysiMpoBaHunio 1 meTponorum B ceTu NHTepHeT (wivkv.gost.fiy;

© CraHgapTuHdopm. 2016

HaCTOFILIJ,VIVI CTaHOapT HE MOXeT 6bITb NOMIHOCTBLIO MW YACTUYHO BOCnpounsBeneH, TMpaXnpoBaH u pac-

MPOCTPaHEH B KayecTBe OhULMANbHOTO N3faHns 6e3 paspelleHns defepasibHOr0 areHTCTBa No TEXHNYECKO-
My perynMpoBaHuio U MeTposiorum
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BBepeHue

B HacTosilem cTaHfapTe peasv3oBaHbl OCHOBHbIE HOPMATUBHbIE MOMOXEHUSA 4OKYMEHTOB [1). [2].

CTtaHgapT paspaboTaH AN BHEAPEHUSI B NPaKTUKY 3[4paBOOXPaHEHUsI YHUDULMPOBAHHbIX asifOpUTMOB
1 MEeTOA,0B ANAarHOCTMKN OMyXO0Jsieil YenoBeKa C Lie/iblo ONTMMU3aLmumn 1 cuctemaTnsauny eaTenbHoCTH eveb-
HO-NPOHNIAKTMYECKNX YUPEXAEHUIA U CNeLnanncToB B 061aCTy ANArHOCTUKN OHKOIOTMYECKUX 3a60/1eBaHuii;
ANns aheKTUBHOW 1 CBOEBPEMEHHOW AMArHOCTUKM U MHAMBMAYaNU3aLMN 1e4eBOHOM TakTUKKU, YTO MOBeYeT
3a CO060li yBeNMUEeHNe BbKMBAEMOCTU, CHIKEHNE CMEPTHOCTU, NOBbILUEHNE KayecTBa XWU3Hu, 6yaeT cnocob-
CTBOBaTb MacluTabHoi 60pbbe NPOTUB paka Ha rnobasibHOM, PErMOHaIbBHOM U HaLMOHAIbHOM YPOBHSAX, YKpe-
NSIEHNI0 CUCTEMbI 3[paBOOXPAHEHUSI HA BCEX YPOBHSAX; A5 YYULLIEHNA 4OCTYNHOCTU ANArHOCTUKA U SIeYeHns
nayMeHToB, CTpaAatoLuX OHKOMOTMYECKMMIN 3ab601eBaHNSMU.

HacToswwmii ctaHaapT MOXeT 6biTb UCMO/b30BaH YUPEXAEHUAMU 34paBOOXPAHEHUS U OpraHaMmn rocy-
[apCTBEHHOW B/1AaCTU NpPU CO34aHUN HOPMATUBHbLIX NPABOBbIX aKTOB.

JleyeHune onyxonew Nerknx ABASETCA O4HOW U3 BaXKHeNLWnX NnpobsieM KNMHMYEeCKo oHkonornn. Pewato-
Liee 3HaYeHne B BbIGOpE afieKBaTHOM eveBbHOl TaKTUKN UMEEeT YTOUHEHWE TMCTOIOTMYecKol hOpMbl OMyX0/u
M pacnpocTpaHeHHOCTM OMyxosieBoro npouecca. Mopdosniormyeckuii MeTog SBMSIETCA OCHOBHbIM METOA0M
[ANarHoCTUKN OHKOJIOTMYECKMX 3a60/1eBaHuii 1 UMEHHO OH HeceT Ha cebe rpy3 OTBETCTBEHHOCTU 3a OKOHYa-
TeNbHbIM AnarHos. LUutonoruyecknii Metoal LWMPOKO MCMOMb3YyETCs B AUArHOCTMKe 3a60neBaHnii pasinyHbIX
nokanusaymi.

BBegeHve B NoBCeAHEBHYIO MPaKTVKy COBPEMEHHbIX METOA0B AndhepeHLManbHON ANAarHOCTUKM, Taknx
KaK MMMYHOLMTOXMMUYECKOE Y MMMYHOIMCTOXMMMUYECKOE MCCnefoBaHus, thlyopecLeHTHas, MoIeKynsapHo-
LUUTOreHeTMYECKast ANArHoCTUKa 3HauYMTEIbHO PaCLUMPUT BO3MOXHOCTM MOPXOIOrMUYECKON ANArHOCTUKNA U No-
3BOJIT eLle Ha AoonepauuoHHOM aTane nogobparb afekBaTHY TakTUKy fiedyeHns. IMMyHOLMTOXMMUYEeCKoe
uccnefoBaHue B psife CriydaeB MOXET ObiTb MPeSOXKEeHO B KAYeCTBE asibTepHATMBbLI MMMYHOTUCTOXMMUYE-
CKOMY MeToAy, Hanpumep, B TEX C/lyyasX, Korfja 3aTpyAHEHO UM HEBO3MOXHO A00MNepaLMOHHOEe NoslyYeHne
maTepuasna A1 rmcTo/IorMYeckoro nccnefoBaHus.

ConocTaB/fieHve pe3ynbTaToB onpefe/ieHns 3KCNPeccur MonekynsipHbIX MapkepoB NPy MMMYHOLUTOXK-
MUW Y1 UMMYHOTUCTOXMMUIN AEMOHCTPUPYET XOPOLUYH Koppensuuto (coBnageHune 1o 96 %).

C nosiBNeHUEM XWAKOCTHOW LMTOMOMMN, BO3MOXHOCTU MPUrOTOBJIEHWUS KAaYeCTBEHHbIX MOHOC/IOMHBIX
npenaparoB, MX CTaHAAPTU3aLUM UMMYHOLMTOXMMUA BbIXOAUT HA COBEPLUEHHO HOBLI ypoBeHb. CBeaeHus
06 MCNO/Ib30BaHUN XUAKOCTHON LUTOMOMMN B UMMYHOLIMTOXMMUYECKOM WUCCEAOBaHUM B U3YYEHHOW oTeve-
CTBEHHOW nuTepaTtype eAMHU4YHbl. XXMAKOCTHAA LUTOMOrMS Mo npaBy 3aHWMaeT BaXHOe MecTo cpean me-
TOLOB. HaLe/IeHHbIX Ha YyNy4ylleHuWe kayecTBa LMTOMOMMYECKUX MpenapaTos, NOBblleHWe 3¢hdeKTUBHOCTM
LIMTONIOTMYECKO ANArHOCTUKM. TOHKOC/OWHbIE Npenapathl NMO3BOJISKT UCNO/b30BaTb COBPEMEHHbLIE METO/bI
aBTOMAaTU3MPOBAHHOTO CKPUHUHIA U KOMMNbIOTEPHbIE TEXHOMOMMU, a Takke JalT BO3MOXHOCTb NPOBOANTbL MO-
NeKyNApHO-6M0I0rnyeckne nccnefoBaHus.

[ns apekBaTHOro BbINOJIHEHUSA ANATHOCTUYECKUX U NEYEOHbIX MEPONPUSITUIA, NPaBU/IbHON UHTepnpeTa-
Luun nccnefoBaHuii, a Takke 3adh(PeKTUBHON CUHXPOHU3ALMU NPU B3aMMOAEWCTBUM C MeAUUMHCKUMY paboT-
HUKaMu No6bIX YPOBHEN, NedyebHbIX yupexaeHuii, cneymannsanuii n ctpaH Heo6XxoAMMO 3HaHWe U eauHoe
NoHUMaHWe Lesnei, 3aga4y, BOSMOXHOCTEN ANArHOCTUKM, NpaBui opraHM3aunm 1 anropuTMoB ee NpoBeAeHUst
Ha BCex aTanax, efuMHOe 3HaHWe W MOHMMaHMe aHaTOMWYECKMX, Tomorpadnyeckmx n gpyrux MeauLMHCKMX
TEPMUHOB 1 KNnaccudmkaumii, cTporas 0TYETHOCTb M CUCTEMATUYECKUI KOHTPO/Ib KayecTBa.

MofaHHbIM NUTepaTypbl, YyBCTBUTENbHOCTb LMTONOMMYECKOro nccneaoBarHns (NPOLEHT BbISB/IEHHbIX 3/10Kave-
CTBEHHbIX HOBOO6Gpa3oBaHwuii) konebnetca 8 npegenax 92.7-97.3 %. CneunduYHOCTb, KOTOpas nokasbiBaeT MPOLEHT CO-
BMajeHns pe3y/ibTaToB rMCTONOMMYECKOr0 N LUTONOTYECKOT0 UCCNeA0BaHNA NpU pasnnyHbIX ToKannsauusax u ructono-
rmyeckmx popmax onyxoneit, — 79.0-99.2 %.
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HAUWOHANBbHBWAW CTAHOAPT POCCUMNCKOW SGEALEPALUMN

[varHocTtuka B OHKO/IOTUN
ANTOPNTM ANATHOCTUKWN

ConunaHble oONyxonu BHYTPUTPYAHO/ nokanusayum
Na6opaTopHbIil 3Tan

Diagnostics in oncology. Diagnostics algorithm. Solid intrathoracic tumours. Laboratory stage

[ata eBegeHns — 2017—02—01

106nacTb NpUMEHEHUSA

HacToswwii ctaHgapT pa3paboTaH kak pyKkoBOACTBO MO OpraHusauuy 1abopaTopHOro atana AuMarHocTu-
KW onyxoneli BHyTPUrpy4HOI nokanusawuum, B TOM YUC/E paka Nerkoro, A5 cneyuanmcToB B 06/1acTy opraHu-
3auMmn 34paBoOOXpPaHeHusi, pykoBoauTeneli neue6Ho-NpodnaakTUIeckux yupexaeHuii, naéopatopuii, a Takke
COTPYZAHWMKOB TMCTONOTUYECKUX, LUTONOMMYECKNX, MOJIEKYNSPHO-TEHETUYECKUX WU KIMHUKO-ANArHOCTUYECKNX
nabopartopuii, CBOEBPEMEHHOTO BbISIBMIEHUS 1 MOCTAHOBKU NMOJIHOLEHHOTO pa3BepHYTOro AnarHosa, B Lensix
CHMXEHWA 3a60/1EBAEMOCTU PAKOM 1 CMEPTHOCTU OT HErO, B LieNAX ONTUMU3aLUN 1 NOBbILLEHUS 3KOHOMUYe-
CKOW 3h(heKTMBHOCTM NpodounakTuyeckoi paboTsl.

HacTosiwumii cTaHfapT pacnpocTpaHsieTcsi Ha npoueaypbl OpraHM3aunnm OHKOJIOTMYEeCKOol MoMOoLLM Ha-
CEeNIeHUI0. B TOM YuCne:

- nonyyeHve mMatepuana ans uccnefoBaHus;

- NOAroTOBKY, AOCTaBKy MaTepuana B naboparopuio:

- LOKYMEHTaNbHOE 0hopM/IEHNE Ha BCEX 3Tanax;

- JonosnHWTenNbHble nabopaTtopHble UCCNefoBaHUs, OCYLECTBASEeMble B LEeNsX YTOYHEHUs] AMarHosa,
onpefesnieHns YyBCTBUTENBHOCTM ONYyXO/IM K TOMY WX WHOMY BUAY JSIeUEeHUs, reTeporeHHOCTM OMyXosun, Ha-
NMYKA 1 CTeneHn neye6HOro natomopgosa u T. 4.

BcemupHas opraHusauus 34paBoOXpaHeHUst HacToATeIbHO PEKOMEHAYET 06paTuTb 0c060e BHUMAaHUE;

- Ha opraHu3auuio MaTepuasibHO-TEXHUYECKOro 06ecneyeHns 1 yKOMMNIEKTOBAHHOCTb Kajpamu.

- o6ecrneyeHre COOTBETCTBYIOLLENO NPOECCMOHANLHOTO YPOBHS COTPYAHUKOB MyTEM OpraHusauuu pe-
ryNISAPHOTO MOBbILIEHNSA KBANMMKALMM ANS HAX U KOHTPOIA KayecTBa AMarHoCTUYeCKUX MeponpusTuii;

- obecneyeHne TECHOTO KOHTaKTa B paMKax C/yXe6HbIX B3aMOOTHOLUEHWUI MeXAy COTPyAHMKamu ny-
TEM OpraHusauuy perynspHbIX BCTPeY Ans 06CyXAeHUs NpoeCcCMOHaNbHbIX BONPOCOB U COBMECTHOIO 06-
y4YeHuss ANS YI1EeHOB KOMaHAbl BHE 3aBUCHMOCTH OT MX Cneuuanmsaumu.

2 HopmaTuBHbIe CCbINKU

B HacToALem cTaHAapTe UCMO/b30BaHbl HOPMATUBHbBIE CCbIJIKM Ha Criegylolme cTaHiapThbl:
FOCT P 57004 [jmarHoCTUKa B OHKONOMUWU. ANropuT™M AnarHocTuku. Leika maTku. JlabopaTopHbIi aTan
FOCT P 57005 [narHocTrka B OHKO/IOTUN. CKPUHUHT. Pak Lueikn MaTku

NMpumeuanne — Tlpu NONb30BAHWM HACTOSALWMM CTAHLAPTOM LE1ecoo6pasHo NpPoBepuUTh AeiiCTBUE CCbl-
JIOYHBIX CTAHAAPTOB B MH(OPMALMOHHON cUcTemMe O6LLEero nofib30BaHUs — Ha ouuuanbHOM cailiTe ®efepanbHoro

N3paHue oduymansHoe
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areHTCTBa N0 TEXHUYECKOMY PETY/IMPOBAHUIO U METPOIOTUN B CETU VIHTEPHET WU MO €XErogHOMY WH(OPMaLUOHHOMY
ykasaTteno «HauuoHanbHble CTaHAapTbl», KOTOPbI ONy6IMKOBaH NO COCTOSHUIO Ha 1 AHBaps Tekyliero roga, v no Bbl-
nyckam €XemMecsiyHOro MHOPMaLMOHHOTO yKkasaTens «HaluuoHanbHble CTaHAapThbi» 3a Tekywwuit rog. Ecnu 3ameHeH
CCbINOYHbI/ CTaHAApPT, Ha KOTOPbI/ AaHa HeAaTUpPOBaHHAs CCbiNka, TO PEKOMEHAYEeTCs UCNOb30BaTb AelCTBYHOLLYIO
BEPCUIO 3TOr0 JOKYMEHTA C YY4ETOM BCEX BHECEHHbIX B AHHYI0 BEPCUIO U3MEHEHUA. ECNM 3aMEHEH CCbINIOYHbIN CTaH-
[apT. Ha KOTopbIi faHa AaTupoBaHHasA CCblnka, TO PEKOMEHAYETCS UCMNO/b30BaTh BEPCUIO 3TOTO CTaHapTa C ykasaH-
HbIM BbILLE TOAOM YTBEPXAEHUS (NPUHATUS). ECNM Nocne yTBEPXAEHUS HACTOSILEro ctaHAapTa B CChIIOYHbIN CTaH-
[apT, Ha KOoTopblii flaHa faTupoBaHHas CCblNka, BHECEHO W3MeHeHMWe, 3aTparvBaloliee nosioXeHue, Ha KoTopoe AaHa
CCblNIKA, TO 3TO MNOJIOXEHUE PEKOMEHAYETCS NPUMEHATL 6€3 yyeTa [aHHOTO W3MEHeHMsl. ECnM CCbiNoYHbIl cTaHaapT
OTMeHeH 6e3 3aMeHbl, TO NOJIOXEHNE, B KOTOPOM [aHa CCblfIka Ha Hero, pekoMeHayeTcs NPUMeHATb B YacTW, He 3a-
TparnBawlLLe 3Ty CCbIKy.

3 TepMUHbI, ONpeAesieHNss N COKpaL,eHUs

3.1 TepMuHbl 1 onpeaeneHus

B HacTosLem cTaHgapTe npumeHeHsl TepMmuHbl no FOCT P 57004. TOCT P 57005, a Takxke crnegytowime
TEPMUHBI C COOTBETCTBYIOLLMMUN ONpeAeneHns Mn:

3.1.1 6uoncua: MpuKN3HEHHOE NCCeYEHNEe KycOUKa TKaHU Wan opraHa /19 MUKPOCKOMMYECcKoro uccne-
[0BaHNA B AMArHOCTUYECKUX LieNsX.

3.1.2

Brana: KoHTellHep C repMeTUYHON KPbILWKOM, coAepXKalunii TPAHCMOPTHYIO XWUAKOCTb, MpefHa3Ha-
YEHHbI AN XpaHEHNUSA U TPAHCNOPTUPOBAHMS KNETOYHOrO Matepuana.
[FTOCT P 57004, ctatbsa 2.1.2]

3.1.3

XWAKOCTHasA umutonorusa: Cnoco6 npobonoaroToBku Matepuana Aas LUToN0rM4eckoro uccnesosa-
HUSI. UMeloLKIA onpeAeieHHble NPeMMyLLEecTBa Mo CPaBHEHMWIO C KTacCMYECKUM METOLOM 1 NpefocTaBns-
toLmnii 6onee WMPOKME BOZMOXHOCTMW A/151 ANArHOCTUKM.

[FTOCT P 57005, ctatbs 3.1.4]

314

ma3ok: lNpenapart, NpuroTaBIMBaeMblil NyTEM HaHECEHWA W PaBHOMEPHOro pacnpefeneHns (pasma-
3bIBaHWA) 6ruonornyeckoro matepuana.
[FOCT P 57004. ctatbs 2.1.3]

3.1.5

uuTonoruyeckuii npenapat: KNeTouHblli MaTepuan, nosyyeHHbIi No6biM CNoco60M, HaHECEHHbI
Ha NpefMeTHOe CTeK/0 A1 MUKPOCKOMUYECKOro MccefoBaHus.
[FOCT P 57005. ctatbsa 3.1.6]

3.1.6

TpaHCNopTHas XUAKOCTb: CrneunanbHasa XUAKOCTb, UCMOMb3YOLWAACH B XUAKOCTHON LUTOMOTMK
[ONA COXpaHEHUA WU TpaHCMOPTUPOBaHUSI MaTepuana. Kak npaBunio, npefctaBnseT co60i N30TOHUYe-
CKMWIA pacTBOp C KOHCEpBaHTaMu, OMKCUPYIOLLMIA 1 NPeaoXpPaHAoLLMIA KNeTkn OT 6bICTPOro pacnaja.
[FOCT P 57004, ctatbsa 2.1.5]

3.1.7

nabopaHT uMTOoNOrnYeckoin nabopatopuun; penbawiep-nabopaHT; LUTOTOXHUK; LUTOTEXHOSOT:
Creunanuct co cpefHUM crneuyasnbHbiM MeANLMHCKUM 06pa3oBaHNEM, UMEIOLLMI A COOTBETCTBYHOLLYIO KBa-
nudukaumio.

[FOCT P 57005. ctatbsa 3.1.11]
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3.1.8

uutonatonor; uutonor: Cneumnasnucr, pa60Tar0u4V||7| B CcucTtemMe 34paBOOXpaHeHud, ﬂOI'IyLIVIBLIJVIVI

BbiCcLlee npocheccuoHanbHoe obpasoBaHMe, MMEOLW Ml NOArOTOBKY UM NepenoAroToBKy Mo cneumasibHo-
CTU «K/MHMYeckan nabopaTopHas AMarHoCcTMKa», MpolleAwnii NoAroToBKY MO KAWMHUYECKOW LUTOMOMN.
naBHO hyHKUMOHAIbHO 0643aHHOCTbIO SIBNSETCS NPOBeAEHNE ANarHOCTUYECKOro UCC/1e0BaHNs LUTo-
JIOTMYECKOTO MaTepuana, pe3ysibTaToM KOTOPOro SIBASEeTCA LUTOMOrMyeckoe 3akioyeHume.

(FOCT P 57005. ctatbs 3.1.12]

3.1.9

ID (identification): YHMKanbHbIA MAEHTUMKATOP, KOTOPLIA NpUucBanBaeTCs CUCTEMOI KaxAolh oT-

,u,eanon 3anncuy nnn Kaxxaomy naymneHTy.

[FOCT P . ctatbsa 2.1.8]

3.2 CokpalieHus

B HacTosLLeM cTaHgapTe UCMO/b30BaHbl CeAyoLLMe COKPALLEeHUS:

AL — apTepuanbHoe aBneHue;

BO3 — BcemupHasa opraHusauus 3apaBooXpaHeHus;
AHK — [e30KCMpnBOoHYyKNenHoBas K1CcnoTa,;

Ky, — XWAKOCTHaA uuTosorus;

nc — WH(bopMaLMoHHasA cuctema;

nrx — VIMMYHOTUCTOXUMUS,

M — MMMYHOMOpdoI0rnyeckoe ncecnefoBaHue;
nux — WUMMYHOLMUTOXUMUSA,;

KT — KOMMblOTepHas Tomorpadms;

NNMMC  — nabopartopHas MHOPMaLVNOHHAsA MeHEeIKMEHT-CUCTEMA,;
nnc — nabopartopHas MHhopMauroHHas cucTema;
nny — neyebHO-NpodhmiakTnyeckoe yupexaeHue;
MKAT  — MOHOK/IOHa/IbHbIE aHTUTEenNa;

MKB-10 — MexgayHapoaHas knaccudmkaums 6onesHein 10-ro nepecMmoTpa;
MupP — nosiMmepasHas uenHas peakuus;

PN — pak ierkoro;

PHK — pWBOHYKNEenHoBas KncnoTa,;

T — TpaHcTopakasbHaa NyHKUns;

Y3n — YNbTPa3ByKOBOE UCC/ieloBaHNE,;

[u]7[e) — (hamnnunsa nmMa oT4ecTBO;

XOB/l — xpoHuyeckas 06CTPyKTUBHAs 60Ne3Hb NErkux;
OKI — 3/1eKTpoKapauorpamma.

4 Martepuan ona nccnepfoBaHusa

[na nccnegosaHna MoxeT ObITb MCMO/Ib30BaH MaTtepuan, I'IOI'Iy'-IeHHbII?I no6bIM AO0CTYNHbIM crnocobom

N3 NaTos1IorM4eckoro oyara.

4.1 buoncuitHbli matepuan

BroncuiiHbiii Martepuan ucnonb3yeTcda anda ruCtosiorn4eckoro nccnenoBaHna n ABNAeTcA Hanbonee no-

CTOBEPHbIM METOAOM YCTaHOB/IEHUA AMarHo3a B OHKOJ/1I0OrMK, nosy4vaeTca nytemM ucceyeHusa KyCouka TKaHu
nnun opraHa ona MMKpPOCKONM4YeCcKoro nccnenoBsaHna B AnarHOCTUYECKUX Lenax.

4.2 Llutonornyecknini matepuan

B kauecTBe LMTONOrMYECKOro MaTepuana MoryT 6biTb UCNO/Ib30BaHbI;

- 0TNeyvyaTok ¢ 6uoncuiiHoro maTepuana, Nosly4eHHoro f6bIM U3 CNoco6oB;

- cOCKob c broncuitHoro marepuana, nosly4eHHoro 6bIM U3 cNOCO60B C Aas/bHENLMM NepeHeceHnem

mMaTepuasna Ha NpegMeTHOe CTEK/0 B C/lyyae MCnosib30BaHNs KMaccu4Yecknx MeToA0B NpoGONoAroTOBKMA MU
B TPAHCMOPTHYIO XMUAKOCTh B C/lyyae UCMNo/b30BaHus metoda XKL

- CMbIBbI, acnupartbl;
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- MaTtepuasn, NonyyYeHHbl nocpeacTBoM Gpatibuoncum:

- MYHKTaTbl. B TOM YMCne mMatepuan, nosyyYeHHbIi Npu TpaHCTopakaabHOM NyHKLMK.

4.2.1 Matepwnan, NONy4YeHHbIR Npu 6GpPOHXOCKONUN

C60p maTepuasia npu 6POHXOCKONUN OCYLLLECTBASIETCA Pas3/IMyYHbIMKU cnocobamu.

4.2.2 MaTtepwuan, NoNy4YeHHbIN Npu TpaHCTOpaKasibHON MyHKL UK

MpasBuna cbopa maTepuana npy TPaHCTOPakasbHON NYyHKUMW ANA NPOBEAEHUS LUTO0TMYEeCcKoro mnc-
cnepfoBaHvsa NpvBefeHbl B NPUIOXKeHUN A.

4.2.3 MokpoTa

Mpasuna c6opa MOKPOTbI AN NPOBEAEHNS LIMTONIOTMYECKOTO UCCIefA0BaHNsA NpUBEAEHbI B MPUIOXeHUN b.

5 MoarotoBka n ohopmaeHne matepuana

MonyyeHHbIi MaTepmasl NePeHOCUTCS Ha NpeAMETHOE CTEK/I0 B C/lyyae MCNOJ/Ib30BaHMSA KacCUYecknx
MeTOA0B NPO60OATOTOEKN UM B TPAHCMOPTHYHO XUAKOCTL B C/lydyae MCNosib30BaHust meToga XL,

MeToAbl NPUroTOBMEHUSI NpenapaToB, KoTopble 6yAyT UCNOMb30BaTbCs B KAXAOM KOHKPETHOM cryyae,
[O/KHbI 6bITb 3apaHee YeTKO corniacoBaHbl Mexay nabopaTtopuei U BCEMU OTAENEHUSMU U NMPUKPENIEHHbI-
My JINY. 4TO AO/MKHO BbITb OTPAXEHO B COOTBETCTBYIOLEM AOKYMeHTe (Mpukase no J/IMY unm Ha ypoBHe opra-
Ha yrnpaB/ieHNs 34paBOOXPaHEHNEM, KOrga pedb AET O LeHTpanm3auum nccnefoBaHuii u/wnm npukpenaieHnm
K nabopatopwun gpyroro J1My).

ABCOMOTHO HELOMNYCTUMbIM SBNSIETCA:

- UCNOJIb30BaHME 3arpsi3HEHHbIX, NOBPEXAEHHbIX NPEAMETHbIX CTEKON;

- CMOJIb30BaHNE 4151 MapKUPOBKU NpenapaToB cTeknorpadoB-kapaHgallei ctaporo obpasya, Mapke-
POB Ha BOAsIHOl OCHOBE:

- oTnpaBka Ans UccnefoBaHNs HEMapKMpPOBaHHOIO MaTepuana.

- oTnpaBka MaTepuana 6e3 ConpoBOXAAOLLNX LOKYMEHTOB;

- oTcyTcTBME B JIMY [OKYMEHTaslbHO 0(DOPMJ/IEHHOTO «MPUKPENEHNA» K KOHKPETHOIN nabopatopuu ¢
yKasaHWEM COrNacoBaHHbIX B3avMHbIX NPaBu U TpeboBaHWiA, KacalwWwmuxcs noslydyeHns martepuana, npuro-
TOB/IEHNSI MpenapaToB, 0hopM/IeHUs, AOCTaBKU Matepuana gas uccnefoBaHusi, CPOKOB AOCTaBKM, MOBTOP-
HbIX UCCNEeA0BaHWUI, CPOKOB NPOBEAEHUS UCC/Ief0BaHNUS 1 NPeoCTaB/IEHUS 3aK/TOUYEHNIA 1 OTYETOB, NOpPsAKa
HanpaBfeHusi NaUMEHTOB C BbISIB/IEHHOW NaTonorueit Ans AanbHelwero o6¢nefoBaHust U neyeHust.

6 Mpob6onoaroToBka

6.1 TpagMUNOHHBINA (K1accuyeckuin) MeTop,

6.1.1 Ecnu nabopartopusl, B KOTOPYI0 OTMpaBnseTcs marepuas, UCMonb3yeT MeToAbl OKpacku mate-
pvana no ManneHreiimy. no JlefiumaHy. No POMaHOBCKOMY, TO Matepuasn HeobxoAuMO HaHecTu Ha npeg-
MeTHOe CTek/10, cTapasiCb paBHOMEPHO pacnpefenvTb ero no npenapaty 478 NOAyYeHWs MakCcMMmasbHO
paBHOMEPHOTrO TOHKOro cnos (MOHOC/05), BO3A4epXMBasCh NpY 3TOM OT CU/ILHOTO AaBfieHMs Ha npenapar
BO n3bexaHune pasfasnveaHus n/wnu gedopmanun knetok. OcTaBuTb npenapaT «OTKPbITbIM» 418 NOACY-
LUMBaHUS.

6.1.2 MapkvpoBartb (nognucartb) npenapar, NCnosb3ys NPOCTON KapaHAall (ecnv CTeKN0 UMeeT cnewm-
anbHO 06paboTaHHbIl Kpaii), TylWb UM NepMaHeHTHbI Mapkep.

Mpy mapknposke ykasbiBaetca PO nauynenTa u/vnm ero ID (B ciyyae, ecnv COTPYAHVK, MPOBOAALLMIA
3abop maTtepuana Ans uccnefoBaHus, U LuTonormyeckas naboparopus MCNob3yT eAnHy MHPOPMaLMOoH-
HYl0 cucTemMy). BO3MOXHO 1Cnosib30BaHne LWTPUX-KOLO0B 1 HOMEPOB, NPUCBaNBaEMbIX UCCNIEL0BaHNI0 MHAOP-
MaLMIOHHOW CMCTEMOM, eCIM UCNOSb3YeTCs LUTPUXKOAUPOBAHME.

B nto6om cnyyae MapkupoBka [0/MKHa ObITb YETKON, YUNTAEMOW, HafeXHO 3akpenseHHoN Ha cTekne, He
CMblBaeMoii BoAoiA.

6.1.3 O6sa3aTenbHO NOACYLUMBaHME BO U3bexaHne NoBpeXaeHnsa u/uam cknenBaHusa npu nepeBoske.

6.2. MeToA XUAKOCTHOW LUTONOrNN

6.2.1 HenocpencTBEHHO NOC/e NosydeHUsi MaTepuas ¢ Kaxkaoi otTaensHoli Touku 3a6opa Heo6XoAMMO
MOMECTUTb B OTAE/bHYIO BUATY C TPAHCMOPTHOW XMAKOCTLIO Y TOPMETUUHO 3aKPbITb KPbILIKY C LeSIbI0 UCK/TI0-
UEHUs BO3MOXHOCTM NPOSIMBAHUA U UCTIAPEHNSI COAEPXKMMOrO.
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6.2.2 MapkmpoBka Buan NpoBOAMTCS B NpoLefypHOM kabvHeTe HemnocpeAcTBEHHO nocne 3abopa 6uo-

martepuana.

[na MapknpoBku Byas HEOH6X0AMMO MCMOb30BaTh MPOCTOM KapaHAall, pyyky (Mpy Haamuun y Buasbl by-
MaXKHOW 3TUKETKM) AN NepMaHeHTHbI Mapkep. Mpu MapknpoBke ykasbiBaetca @O nauyueHta u/vnu ero ID
(B cnyyae, ecnv COTPYAHMK, NOAyHaOLWMIA MaTepuan ANa uccnefoBaHnsa y nauveHTa, 1 nabopatopus Ucnonb3y-
10T eMHYI0 MHOPMALIMOHHY0 cucTemy). Bo3MOXHO 1Cnonb3oBaHne WTPUX-KOA0B 1 HOMEPOB, NprcBavBaeMbixX
nccnefoBaHnio MHopMaLMOHHOW CMCTEMOM, ecn NCNOoNb3yeTCs WTPUXKOANPOBaHMe. B nobom ciyyae map-
KMPOBKa A0/MKHA ObITb YETKOW, YUNTAeMOW, HaAEXHO 3aKpensieHHON Ha Buase. He CMblBaeMoli BOLON.

7 OTnpaBKa U TpaHcnopTMpoBaHWe mMaTepuana B nabopaToputo

7.1 Matepwarn, HanpasnsieMblil B 1abopaTopuio, CONPOBOXAAETCS 3ano/IHEHHbIM HanpasfeHneM Ha uc-
cnefioBaHuve.

7.2 B HanpasfieHuun, npunaraeMomMm K Matepuasy, Ao/bKHa cofepXatbCa Kak MUHUMYM cnegytolas uH-
hopmauus:

- hamunus, UMs. 0TYECTBO MauueHTa:

- flaTa poxaeHus;

- HOMep nctopun 6one3Hn/ambynaTopHOl KapTbl/Apyroi HomMep, MAEHTUULMPYIOWNIA NauneHTa:

- HaMMeHOoBaHVe 3anpaLlrBaeMoro UcciefoBaHus (HanprMep, «UUToNorM4yeckoe nccnefoBaHne MOKpOTbI»):

- NpU4MHa o6CcnefoBaHNa UNN AUarHos;

- KO/IMYeCTBO MpenapaTtoB WX BUaN C MaTepuasoM W AaHHble, Kakoi M OTKyAa KOHKPeTHO (M3 Kakux
y4yacTKOB) MaTepuan B HUX COAEPXMTCSH, B Cnyyae LITPUXKOAMPOBaHWSA npenapaTos/Buan ata uHdopmMaums
yKa3blBaeTCA B Hamnpas/ieHUN HaNPOTUB KaXAoro WTPUX-koaa;

- Aata n Bpemsa cbopa matepuana;

- hamunna 1 KoopamMHaTbl HanpaBMBLLETO Matepuan Ha uccriegoBaHue.

7.3 HanpasrieHvie MOXeT 6bITb 0CDOPMIEHO B 3/1EKTPOHHOM Buae npy Hanmuum JINC ngonxHo fasats AOCTyn
K ykazaHHOV MHchopMaLmmn B paMkax npas JOCTyna K MHopMaLmy Kax[aoro KOHKPETHOro MeAULMHCKOro paboTHYKA.

7.4 Mprem MaTepuana go/HKeH OCYLLEeCTBAATLCA OTBETCTBEHHbLIM COTPYAHMKOM flabopatopun nog pac-
MUCKY C yka3aHeMm faTbl U BpeMeHU focTaBku. MopaAoK 4OoCTaBKu U NpuemMa Takke fo/KeH OblTb cornacosaH
mexgy JINY v nabopatopueil, 4To [O0/MKHO 6blITb 0CDOPMIEHO AOKYMEHTaIbHO.

8 TabopaTopHbI 3Tan

8.1 Tpe6oBaHUs K MEAULUHCKOMY MepcoHany

8.1.1 MeAMLMHCKO NepcoHars, OCyLLeCTBAALWMIA AMAarHOCTUKY NO LUTONOTMYECKAM npenapaTtam, Aof-
XeH 6bITb MpeABapuTeNIbHO NOArOTOB/EH M OGYYeH AMAarHOCTUPOBaHWIO MO Mpenaparam, OKpalleHHbIM Mo
1cnosb3yemMoi B nabopatopuv MeToguke.

8.1.2 CoTpygHukun JIY. oTnpaBnsiowme marepuan s UccrnefoBaHUA B KOHKPETHYK nabopaTopuio,
[OMKHBI 3HaTb, KaKko mMeToA NMPo6OMNOAroTOBKM M OKpaluVMBaHWA UCNO/Mb3yeTcA B abopatopun, Tak Kak 3aTo
BMSIET Ha BbIGOP cnocoba 3abopa, XpaHeHMs 1 TPaHCNOPTUPOBaHUS MaTepuana. dT0 AO/KHO ObITh Npessa-
pVTENbLHO COrIacoBaHO M OrOBOPEHO B Npukase 0 npukpenneHHocTn MY k koHKpeTHol nabopaTopun. MaTe-
pvan ans uccnefoBaHusa AO0/MHKEH rOTOBUTLCA M TPAHCNOPTMPOBAaTLCA B labopaTopuio ¢ yyeTom TpeboBaHuii
MeToAa, Ucnonb3yemoro nabopatopueii.

8.1.3 B pamkax nposefeHNs uccnefoBaHus LUTonornyeckas naboparopusi ocyLecTsseT:

- Npuem martepvana;

- peructpauuio:

- Npo6onoAroToBKy;

- NpoBeeHne uccrefoBaHus;

- OLEeHKy pe3ynbTaToB UCCNeA0BaHus:

- hopMupoBaHMe 3akueHns Wan NnpoTokonall uccnefoBaHna v peKoMeHAaLNiA;

11 MpoTOKON MCCefoBaHUs COLEPXUT onucaHvue Makposnpenapara. cnoco6a npoGonoAroTOBKM. OKPACKM, OLEHKN WH-
(hOpMAaTUBHOCTM (C pa3bsCHEHUSMU B C/lyyae Mas«iMHOPMATUBHOTO MW HEVH(OPMATUBHOTO MaTepUasna): AUarHo3 uam onu-
caHue LMTOMOMMYeckoii KapTuHbl (eC/ HEBO3MOXHA NMOCTAHOBKA KOHKPETHOrO AnarHo3a); Bpems 1 Aaty NpoBefeHHOro ncene-
[OBaHNS; JO/DKHOCTH, (DaMU/IMM 1 NOANUCK COTPYAHUKOB 1a60paTopui, y4acTBOBaBLUMX B MPOBEAEHNN JAHHOTO UCC/IEA0BAHMS.

5
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- pelleHne 0 Heo6X0AMMOCTM NMPOBELEHUS LONONHUTENbHLIX METOAO0B;

- NCCNefoBaHns, a Takke MOSIeKyNSpHO-TeHeTUYecKnii aHanms;

- cucTemaTuyecKunii KOHTPOJIb KayecTBa UccefoBaHuniA.

B pamkax vnccnefoBaHus LUToNorMyeckas n1aboparopus HeceT 0TBETCTBEHHOCTb!

- 3a BeJleHVe JOKyMeHTauumn, B TOM YACNE OTUETHOM;

- CBOEBPEMEHHOCTb M YETKOCTb UCMOJIHEHUSI MPOTOKOOB UCCNEf0BaHW;

* co6/t0ieHNE CPOKOB NPOBEAEHUS UCCef0BaHNi 1 Bblgayun 3akiOUEHW;

- CO6MI0AEHNE COTPYHUKAMM HOPM MEAMULIMHCKON 3TUKUL) U LeOHTONOorMn2).

8.1.4 PykoBoguTenb naéoparopuu MMeeT nNpaBo TpeboBaTb OT BbILIECTOSLMX PYKOBOANTENENR 1 Kypupy-
IOLLMX OpraHn3aunii coneicTBms B OCYLLECTB/IEHNN AeACTBUIA U MePONpUsTAIA, NPON3BOANMBIX N NPOBOANMBIX
B pamKax AUarHoCTHKK.

8.2 Npuem matepuana B naboparopun

Mpvem maTepuana B nabopatopumn OCyLLECTBASETCA HENOCPEACTBEHHO NOC/e ero 4oCTaBKu.

CoTpyAHUK, OTBEYaloLWMii 3a 3TOT pasden paboT, AO/HKEH NPOBEPUTbL COOTBETCTBME NPeACcTaB/EHHOro
marepuasna 3anvMcu 0 HeEM B COMPOBOXAAOLLEM [JOKYMEHTE.

8.2.1 NabopaTopus MOXEeT OTkasaTbCs OT NpuemMa mMarepuana B c/yvyae, ecnu:

- OTCYTCTBYET unu He ohopmieHa Hagnexalum obpasomM conposoXaatoLlas OoKyMeHTauns:

- He MapKupoBaH marepualt;

- KOHCTaTnpyeTCcs HapyLleHne COXpaHHOCTM (LeN0CTHOCTW, repMETUYHOCTM B CyYae, ec/n AocTaBnseT-
CA XUAKOCTb) YNakoBKU UV NPeAMeTHOro CTekna,;

- 0YeBMAHO HapyLleHve ycnoBuii cbopa, XpaHeHsa n/unmu TpaHCnopTUPOBaHUS.

8.2.2 OTKa3 B NpMemMe Martepuasna c ykazaHuem npuynHbl OMKCMpyeTca B OTAENbHOM XypHane u 3aBe-
pseTca noAnucsMn o6enx CTOPOH.

8.2.3 Pervctpauus ocyllecTBiseTCA B XypHane peructpauuu matepuana: B JIMMC wan. npu otcyT-
cteumn UC. B ByMaxXHOM XypHase perucrpauum matepuana.

8.3 Tlpob6onoarotoska

8.3.1 TpaguuMOHHO MPWUrOTOB/IEHHbIE NpenapaTbl OKpalvBalTCA annapaToM A5 aBTOMaTUYecKoin
oKpacku npenapatoB C YeTKUM COGMI0AEHUEM MPOTOKOSA OKpaliMBaHUS (BPEMEHW 3KCnosuuun B dhmkcarto-
pax v KpacuTesnsix, Cpoka rofHOCTV MPUroTOB/IEHHbIX peareHTos U T. A.). HagnexuT ucnosb3osaTb OAUH U3
crnefyloWwmx obLEenpUHATLEIX METOAO0B: OKpawmBaHue no ManneHreimMy. no JleiwmaHy, no PomMaHOBCKOMY,
no ManaHvkonay.

8.3.2 B cnyyae ncnonb3oBaHusa MeToga XKL, npenapartbl okpalwmBatoTCA MO NPOTOKO/Y, YCTaHOB/EH-
HOMY nMpoussoAuTenem Ans UCNonb3yemoro o6opyaosaHua. Cnegyet 06paTuTb BHUMaHWE Ha NepeyveHb
TpeboBaHuii K uCnosib3yeMoMy 060pyA0BaHMI0 1 peareHTam A5 XWAKOCTHOW LMTonorum (CM. npuioxe-
Hue B).

8.3.3 [ins uccneposanus metogom XKLL MOryT 6biTb MCNOMb30BaHbI LIMTOLEHTPUMYIH, OfHAKo cnegyet
yunTbiBaTbh, YTO OHU He obecneumsaloT oxugaemyto oT metoga XKL aBTomaTusaumio 1 ctaHgapTm3aumio Ha
BCeX aTanax npobonoarotosku. MoAroToB/1eHHbIE COOTBETCTBYIOWMM 06pa3oM npenapaTsl ¢ Hanpas/ieHnemM
Ha nccrefjoBaHne nepefaroTca COTPYAHMKAM, OCYLLEeCTB/IAIWMM NMPOCMOTP U OLeHKY MaTtepuana.

1>MexayHapoaHbIl KofeKCc MeAUUVHCKON 3TUKM NPUHAT 3-i FeHepanbHO Accambneeil BcemupHoli MeanumH-
cKoWi accoyuauuu (JToHROH, BennkobputaHus, okTsi6pb 1949 r.), LononHeH 22-ii BcemMupHoit MeauuMHcKoin accam6ie-
el (CungHeli. ABcTpanus, aBryct 1968 r.) n 35-ii BcemupHoli meguumHckoint accambneein (Beneuus. Mtanmsa, okTa6pb
1983 r.).

2) MeauUMHCKOW fleoHToNOrMel HasbiBaeTCsA yYeHre 0 JO/HKHOM MOBeAeHUN MeULMHCKUX PaboTHWKOB, CNOCO6-
CTBYIOLLEM CO3JaHMNI0 Hanbonee 61aronpuUATHON 06CTAHOBKM A5 BbI3[0POBEHNSA 60/1bHOr0. 115 3aMeHbl MOHATUSA «Bpa-
yebHas aTuka» xmpypr H.H. MeTtpos B 1944 r. BBeN B PYyCCKWIA i3blK TEPMUH «MeULMHCKAs [eOHToNorns» (ap.-rpey. inéoy —
[OMKHOE, Haanexalyee; — y4YeHue), pacnpocTpaHuB ee MPUHLKMNbLI Ha feATeNbHOCTb MeANLMHCKNX cecTep.

MepavumMHCKan LeoHTON0rna BKAYaeT B cebs:

- BOMPOCHI COGM0AEHUsI BpauebHOW TaliHbl;

Mepbl OTBETCTBEHHOCTU 3@ XU3Hb W 3[0POBbe 6O/bHBIX:

- Npo6/s1eMbl B3aMOOTHOLLEHW B MeANLMHCKOM COO06LLeCcTBe;

npo67ieMbl B3aMOOTHOLUEHUI C 60/IbHbIMW U UX POACTBEHHUKAMU;

- npasuia OTHOCUTENIbHO UHTUMHbIX CBS3eli Mexay BpayoMm n nauymeHTom, paspaboTaHHbie KomuteToM no aTuue-
CKVMM ¥ NpaBOBbIM BOMpocam npu AMepuKaHCKOW MefuLMHCKOW accoumanuu.
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8.4 Mukpockonus

8.4.1 lNpenapatbl Npu NPOBEAEHUN LUTOSIOTMYECKOTO UCCNefoBaHusa TPaguLMOHHO U3yyalTcs € uUC-
Nno/ib30BaHNEM CBETOBOI MWKPOCKOMWMW B MPOXOAsLLEM CBeETE.

8.4.2 B 3aBMCUMOCTM OT CAeNaHHbIX Nocsie OLeHKM Matepuana BbIBOAOB, CTENEHU AeTanm3aumm LuTo-
NOTMYEeCcKoro AmnarHosa, MHopMaTBHOCTM MaTepuana, Npu Heob6XoAMMOCTY Moc/e corfacoBaHusa C nevya-
LWK1M Bpayom nauueHta HasHauvaTca NLX nccneposanus ¢ onpegeneHHsiMy MKAT.

8.5 OueHka pe3ynbTaTtoB

8.5.1 Lintonornyeckue npenaparbl, NPUroTOB/IEHHbIE K/TACCMYECKUM CMOCO60M, MOFYyT OLeHnBaTb Npo-
LweAwmne cneymanbHyo NOAroTOBKY COTPYAHVKM LUTOMOMMYECKO naboparopun.

8.5.2 CoTpyaHuK fonyckaeTcs K paboTe no oLeHKe LUTON0rMYecknx npenaparoB TO/IbKO N0 pacrnopsixe-
HUIO pyKoBOAWTENS nabopaTopun.

8.5.3 Cpokn xpaHeHusi npenapaToBl) ¢ BbIABIEHHOW OHKOMATO/IOTMEN AO/KHbI COCTaBASATb HE MeHee
10 net (pns nabopaTopuii yupexaeHuii HEOHKOI0rMYEeCKoro Npoduns), He MeHee 25 neT — A/1a yupexaeHuit
OHKoJsiormyeckoro npocuns. Cpokv xpaHeHus npenapartoB 6e3 natonorum (418 KOHTPONS KayecTBa) — He
MeHee 10 paboumnx AHe.

8.6 KauecTBo nccnenosaHus

8.6.1 OCHOBHble MeTObl KOHTPO/IA KayecTBa

8.6.1.1 Mepunogmyecknii GbICTPbIA NPOCMOTP BCEX NPenapaToB, B KOTOPbIX HE HANAEHO NaTO/IOMMYECKNX
N3MeHeHWli 3a BbIGPaHHbI Nepuos BpeEMEHN.

8.6.1.2 TwarenbHoe usyyeHne 10 % cnyyaiiHo 0TO6paHHbIX NpenapaToB, B KOTOPbIX HE Gbl/1I0 BbISBIEHO
N3MEHEHWA.

8.6.2 KOHTpoOsib Mepuoauyecks NpoBoAWUT APYroi LUTONATONOr UM PyKOBOAUTE b nabopatopun. [aH-
Has npoueaypa ycTaHaBNvMBaeTCA COOTBETCTBYIOLUMM JOKYMEHTOM (NMpMKasoM UM pacrnopshkeHnem) no na-
6opaTopum.

8.6.3. KOHTpo/b kKauecTBa 06513aTefNieH K NpOBEeAEHNI0 BO BCEX slabopaTopusix.

8.7 dopmupoBaHue 3aKk0YeHns

8.7.1 lMocne oueHKM NpenapaToB COTPYAHWK, OCYLLEeCTBASBLWNI uccnenoBaHne, hopmympyeT 3akio-
YeHune. KOTopoe [Lo/HKHO CoAepXaThb:

- OLeHKy MH(bOpMaTMBHOCTM Npenapara,;

- COOBCTBEHHO 3aK/OYEHUE;

- pekoMeHjauun, ecnm TakoBble UMEKTCS, B TOM YMC/e MO MPOBeAeHUI0 AONONHUTENbHBIX UCcCcneso-
BaHWIA.

8.7.2 3aknyeHne AO0/HKHO 6bITb 0hopMIEHO pa3bopumBo, C 3anosIHEHWEM Bcex rpad v AO/MHKHO co-
AepxaTb nHopmauuio;

- 0 naboparopum, B KOTOPOIi NPOBOAWIOCH UCC/IE40BaHNE;

- MeTofe uccnefoBaHus;

- UCMO/Ib30BaHHbIX MeToAMKax Npo6onoAroToBKM,

- [O/HKHOCTY UCCriefoBaTtens;

- @O nccneposarens.

8.7.3 Mpu HannuumM NONHOLEHHO PYHKUMOHUpYoLeil IMMC B nabopatopuv hOpMMpPOBaHUE 3aMN0/THEH-
HOrO 3aK/0YeHUs MPOM3BOAMTCA aBTOMaTWYeckn Nocne «nognucaHusa» uccrnegosatenieM BHeceHHoW B UIC
MHopmaLuuu.

1>[nsa apxvBMPOBaHWUA NpPenapaToB Ha NPEAMETHbIX CTeKNax B LIUTONOMMYECKUX N1abopaTopusx fOMKHbI GbiTb Bbl-
fleneHbl 3anupaiolymecs nomeleHus, o6ecneyeHHble [JOCTATOYHbIM KOMYECTBOM CTesnaxeli (415 xpaHeHus npenapa-
TOB B fILLMKAX) UM CNEeLUanbHbIX apXMBHbIX LWKadoB. COpTMPOBKa NpenapaTtoB B apxnBe — Mo AataM peructpaumn mate-
puana B na6opatopuu. Mopsgok AoCTyna B MOMeELLEHNe apxuBa, CMMCOK COTPYAHUKOB, KOTOPbIM 3TOT AOCTYN paspeLueH,
a Takke NopsifoK XpaHeHWs, yyeTa, Bblgaun (MPU HaNMYMM NMUCbMEHHOTO 3anpoca), YHUUTOXEHNUSA N0 UCTEYEHUU CPOKOB
XpaHeHWsi oroBapuBaloTCs B MMCbMEHHOM pacnopshkeHun 3aB. nabopatopueii. Mpu HannuMn B nabopaTopun HafexHo 3a-
nuparLLXca MeTanIMYeckUX apxmMBHbIX LWKagoB BO3MOXHO UX Pa3MeLLeHNEe Ha TeppUTOpuK nabopaTtopun BHe OTAENbHO
3anvparLmxcs NoMeLLeHuni.
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9 [lonoNHUTeNIbHbie UCC/Ief0BaHNSA

9.1 MeToA UMMYHOMOPOIOTUN (MMMYHOTUCTOXUMWUUN, UMMYHOLUTOXUMMNN)

Bpay, BbINOMHALWMIA nccnefoBaHne, JO/MKEH GbiTb B PABHOWM CTeneHN KOMNEeTEHTEH Kak B TpaAuLMOH-
HoI anarHocTuke, Tak u B UMX (ULLX) nccnegosanun.

PeweHne o nposegeHun UM, paBHo Kak 1 BbIGOp asiroputMa nccnefoBaHus, NPUHUMaETCS TONbKO Mo-
C/1e BbIMO/IHEHNA MOPAO/IOrMYECcKoro (LUTO/IOTMYECKOTo UK TMCTOSIOrMYECKOro) nccnefoBaHns v NoCTaHOBKU
MOpPdH0NOrMYECKOro guarHosa. J1o peleHne Mopgosor (LMTOA0r/TMCTONOr) AO/MKEH MPUHMMATb COBMECTHO
C KNMHULMUCTOM, Onpefenuns LenecoobpasHocTb BbinonHeHus UMW, To ecTb, ecnv OH npegnonaraet BO3MOX-
HOCTb pas/IMyHbIX BapyaHTOB BeAEeHUsA nauneHTa, B 3aBUCMMOCTU OT onpejenieHHoro pesynstara M.

TakuM 06pa3oM, Bpay AO/HKEH MMETb KOHKPETHbI 1 MOoC/1ef0BaTe IbHbIN NaaH He TONbKo 06cneoBaHus
60/1bHOr0, HO 1 BEPOATHbIE BapUaHTbl €70 /IeYeHNs B caydae NoslyvyeHns Toro Uanm MHOro Moptos1ornyeckoro
UV UMMYHOMOPMOIOrMYECKOTO 3aK/THoHeHns.

Llenecoo6pasHo B 60/bLLMHCTBE C/lyvYaeB UCNOb30BaTh NO3TanHbI anroputm VIMU B 3aBMCMMOCTY OT
cTeneHun getanusauny gmarHo3a, nosiy4eHHoro npu LUMToA0rMYeckoM Uam rucTonorMyeckom nuccnegosaHnnl*

WNMW. BbINONIHEHHOE PYYHbIM METOAOM. — TPYAHO CTaHAApTVU3MpyeMmblil mpouecc2* pelueHne 06 uc-
No/sIb30BaHNN KOTOPOro A0/MKHO O6bITh YETKO COrNacoBaHo ¢ agMuHucTpauueid Jiny.

9.1.1 OcHoBoil NLIX meTofa SiBNSeTCA MMMYHOIOTMYEecKas peakuus aHTureHa u aHtutena.

9.1.2 Ana NUX nccnefosaHns, Hanpas/iEHHOrO Ha YTOYHeHWe AuarHosa, onpefesieHne Xmmumopesu-
CTEHTHOCTM OMyX0/M WX NPOBOAMMOrO C APYroli Lenbilo B MHTepecax nauneHTa uaM B paMkax Hay4yHoro uc-
CNnefoBaHNA. MOXeT 6bITb MUCNOMb30BaH HATWUBHbIVA LUTONOMMYECKU MaTepuan TONbKo B TOM Criyyae, Korga
3apaHee M3BECTHO, YTO B Mnpenaparte MMeeTcs [OCTAaTOYHOE KO/IMYECTBO COXPaHHOro martepuasa, npuyem
WUMEHHO TOro, KOTOPbIN ABNSETCA NPegMeToM WCCnefoBaHus, Npy yCroBMK, YTO MMEKLWEerocs nHopmaTms-
HOro MaTepuana [0/MKHO XBaTUTb (MO MHEHWIO OTBETCTBEHHOTO Bpaya) A1 NpoBeAeHUs NOSHOLEHHOro uc-
crnefjoBaHVA € 3apaHee onpefesieHHbIM aropuTMoMm.

OTum TpeboBaHMSAM B MOSIHON Mepe MOryT COOTBETCTBOBATL TOJIbKO MpenapaTthbl, MPUroTOBIEHHbIE METOA0M
XKL, Ha 060pyfi0BaHNM, 06eCNeunBaloLLEM XOpOoLLee KayecTBO U MAEHTUYHOCTb CePUI MOHOC/IOHbIX NPenapaTos.

9.1.3 MpuHuunuansHaa metoamka WLX nccnegosaHnsa npy oTCyTCTBUMKM B NabopaTopun MMMYHOCTE-
Hepa cnegylwowias:

- thukcaums;

- MapKMpoBaHHble npenaparbl, NPUroTOBEHHbIE /T6bIM 13 CNOCO60B, NOC/e 3aMOPaXnBaHUS UKN cpa-
3y Mocne NpuroToBfEHUSA U MOACYLIMBaAHNA HEOO6XOAMMO (PMKCMPOBATb B OX/1aXAEHHOM B MOPO3W/IbHON Ka-
Mepe aueToHe B TeyeHue 30 c;

- nocne ukcaumn nofcywimsarb B TeyeHune 5 c.

B cnyuyaB ecnu ucnonb3lyeTcs npenapat, NPUroToB/IEHHbIN Knaccnyeckum (pyyHbiM) cnoco6oM, o6BecTn
nuccnegyemoe MuHU-Nnose npenapaTta cneuynasnbHbIM UMMYHOLMTOXMMUYECKUM KapaHfalloM A5 orpaHuye-
HMSA 1 BU3yanusauumn «paboyero nons» npenapara v NnpefoxpaHeHus oT pacTekaHns peakTusoB. [Mpouepypa
MLX okpawmsaHua BbINOIHAETCA NO METoAMKe, NpeasaraeMoil KomnaHueli — nNpou3BOAUTENIEM PEaKTUBOB.

Ctekna, nocse MapkupoBku U dpukcauuu, akTMBHO MpPOMbIBalOT B OydhepHOM pacTBope (Hanpumep,
DAKO TBS, pH 7.2-7,6) B TedyeHue 10 MuH (ecnim MHOE He YCTaHOB/IEHO NPON3BOAUTENIEM PEaKTUBOB).

Tak, Npu OTCYTCTBMM yBEPEHHOCTK (N0 pe3ysbTatam MOopcOI0rMyeckoro UcciefoBaHns) B rMCTOreHese onyxo-
N 1N OJHOBPEMEHHO NPU 3HAYMMOCTMN ITON XapakTepucTukn ANs fanbHelillero BefAeHns naymeHTa LenecoobpasHo Bbl-
NOMIHUTbL UCCNEeAO0BaHUA, KOTOpble MO3BOMIAT MNONYUYNTb OTBET Ha 3TOT Bonpoc. Hanuune akcnpeccun CK 7 nmnn CK 20
No3BO/IUT BbICKA3aTbCA O TOM, YTO Mcciefyemas onyxofib SBAAeTCA ageHoKapLyMHOMOIA. MNpn 3TOM B kneTkax ajeHokap-
LMHOMbI nnerkoro akcnpeccua CK 7 vawe BbipaxeHa, yem CK 20. a akcnpeccua CK 20 npu otcyTcTBum akcnpeccun CK 7
C Hanbo/blUell BEPOATHOCTLIO YKaXKeT Ha MeTacTaTUYecKnin xapaktep afeHoKapLunHOMbl. YTOObI YTOUHUTL OpraHHyo npu-
HafeXHOCTb 3TO ONyX0/n, ecan 3TO CylecTBeHHan HopMauymsa B KOHKPETHOW cutyauumn Ansa onpegeneHns TakTuku
BEleHNs nauueHTa, MOXeT oKa3aTbCA AOCTaTOYHbIM npoBefeHne uccnegosaHnsa ¢ MKAT TTF-1. TTF-1 nonoxuTenbHas
aKcnpeccuss MoxeT HabnAaTbCA B kKneTkax 60/bWLINHCTBA afeHOKaPLUHOM Nerkoro v B k/ieTkax onyxonu LWMTOBUAHOM
xenesbl. ECin MOphonor He MOXET YBEPEHHO UCKIIOUYNTL NMPUHAANEXHOCTL UCC/IeyeMOli OMyXonu K WUTOBUAHOW xene-
3e. LlenecoobpasHo BbINOMHNTL UccnegoBaHne ¢ MKAT TupeornobynvHom. MonoxuTenbHas akcnpeccus rmpeornodynnHa
B 3TOM C/Ny4aB yKaxKeT Ha NMPUHAANEeXHOCTb ONyX0/uN K WWUTOBUAHON Xenese. OTpulatesnbHas aKCnpeccus — K Ierkomy.
2* IMMyHOMOpdhosiornyeckoe uccnefoBaHne — AOPOrocTosAWMiA, ANUTENbHbIA, MHOroaTanHblil npouecc, Tpeby-
1OLMIA NOCTOSSHHOTO NPUCYTCTBUS CreunanncTa, co CBoel cneundurkoii Ha Kaxgom aTane uccnegosanus. Jliob6as HeTou-
HOCTb B MCMOJSIHEHWUW NPOTOKONA UCCNefoBaHNsA BeveT 3a Co60i nckaxeHne pesynbTaToB UCCef0BaHUS U fenaeT ero
6€CCMbICIEHHBIM.
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Ans 6N0KMPOBaAHMA 3HAOrEHHON Nepokcuaasbl BO3MOXHO MCMNOMb30BaHWNE CBEXENPUrOTOB/IEHHOTO
3%-HOoro pacTtsopa nepekucy sogoposa B teyeHne S-10 MUH.

O6pasLpbl akTUBHO YeTblpexKkpaTHO NpoMbiBaTb B Oyd)epHOM pacTeBope B TeueHne 10 MuH.

3aTeM HaHecCTu pa3BeeHHble B COOTBETCTBMM C YKazaHUAMU OUpMbI-NPON3BOAUTENA NEPBUYHbIE aHTU-
Tena B o6beme 50 MK/ Ha 0f4HO MUHK-NOMe npenapaTa. VHKy6auuio NpoBoANTL NPW KOMHATHO TemnepaType
B TeyeHne 30-60 MWH B repMeTUYHOV BNaXHON Kamepe (BO n3bexaHve BbICbIXaHUS peakTusa), ecin npous-
Bogutenem MKAT He ykasaHo WHoe. MapansieflbHO CTaBUTCA OAWH HEraTUBHbLIA W OAWH MO3UTMBHLIV «KOH-
Tposib». 3aTeM npenapatbl akTUBHO MPOMbIBATL MO 5 MUH B YeTblpex CMeHax 6ytepHoro pactsopa.

CucTtemy BM3yanmsaunm Heob6xoAMmMo NPUMEHATb COrNacHO Npuiaraemoi K Heli MHCTPYKLWN.

BbisiBNeHMe NepoKcMaasHol akTMBHOCTU NPOBOAMTL C MCNO/b30BaHWEM chelnanbHblX peareHToB (Ha-
npumep, ¢ JAB Chromogen) win MHOro aHasIorMYyHOro peaxkTusa Apyroro NpousBoauTeNs. TpWKabl NPOMbITL
npenaparbl B UCTUIIMPOBaHHON Boge. Okpacutb remaTokcunuHom Maviepa B TedeHne 20-30 c. Mpenaparsbl
NOACYLNTb, NOKPbITb MOKPOBHBLIM CTEK/IOM (M/IEHKOI), MOC/E YEro OHWU MOTYT ObITb UCCNELOBAHbI.

9.14 OueHka MLX peakunn npoBoAMTCA Ha yyacTkax rnpenaparta ¢ MakCMMasbHbIM OKpallnBaHWeM B
cpefHeM Ha 200 onyxosneBbIX K/1eTkax, HO He MeHee yeM npu 100 kneTkax B npenapare.

Heob6xo4uMOo NpUHMMAaTh BO BHUMaHWUE, YTO:

- AflepHasn peakumns NposBIAETCA MHTEHCUBHLIM OKpallnBaHUeM S4pa,;

- yuTonnasMeHHas peakuns — AMddysHbIM OKpallMBaHMEM LUTOMNAA3Mbl WU OT/IOXKEHWEM rpaHyn B
BuAe rpyobix NATEH 1 3epeHl

- MeMbpaHHas peakuns — A dy3HbIM OKpaluBaHNEM MeMOPaHbI.

Peakuuio cuutartb:

- OTpMLUATENbHOV — NPW NOSIHOM OTCYTCTBUW WM SKCMPECCUM aHTUreHa MeHee YeM B 5 % onyxoneBbIx
KNeToK;

- €nabo NoMIOXWUTENTIbHOW — MPW HanMuun peakumn B 5-25 % kneTok;

- MONIOXUTENbHON — 6onee yem B 26 %;

- Bblp@X€eHHO — 6onee yem B 60 % KIeTok;

Mpu oueHke NpUHMMAaTbL BO BHUMaHWe MHTEHCUBHOCTb U MOJIHOTY OKpallnBaHuUs KNeToK.

9.2 MeTofmMKa UMMYHOLMTOXMMMNYECKOTO UCCNEA0BAHNSA NP HANNYUN
B nabopatopuy MMMyHoOCTeliHepa

NLX npn Hanuuumn B nabopatopuv UMMyHOCTelHepa BbINO/IHATL NO METOAVKE, NPeAnioXeHHOW npous-
BOAUTENEM AaHHOro o6opyaoBaHua Ans UMFX. Ho ¢ aTana «AemackupoBka», ec/im UCnosib3oBasiacb TPaHC-
MopTHas WM KOHCEPBUPYHOLLAA XWAKOCTb, cofepxaiwias OpMasiMH, UM CO CleAyloLwero 3a «AemMacku-
pOBKOIi» 3aTana, ecnu AN coxpaHeHus martepuana opmanvH uam hopMannHcoAepxXallnii KOHCepBaHT He
ucnosib3osascs.

9.3 MeToanKa MMMYHOTMCTOXUMNYECKOIO UccnenoBaHms

MpoBegeHne VIMFX nccnefoBaHusi OCYLLECTBSAETCS B COOTBETCTBUM C MHCTPYKLMEH K 060pyf0BaHMI0 1
MCMOMb3yeMbIM peakTUBaM.

TpakToBKa pe3ynbTaToB WCCMeAoBaHUA OCYLIEeCTBNSAeTCA HEeNoCPeACTBEHHO BPauyoM, BbIMOMHABLINMM
MOpPPOIOTMYECKYIO (LLMTOMOTMYECKYIO MW TUCTONIOTMYECKYH0) AUATHOCTUKY, UK C €50 yYacTUEM.

KpaliHe BaXHO yunTbIBaTb, YTO OCHOBHbIMU OCTaOTCA TPAANLVOHHbIE LIMTOMOIMYECKOe 1 rMcTosornye-
CKoe uccnefoBaHnsa 1 BbIGOP TOTO WV MHOTO anropuTMa ANarHoCTUKU 3aBUCUT OT pe3ysibTaTa UMEHHO 3TOro
nccnepoBaHus.

9.4 MonekynapHo-reHeTu4yeckme nccnefoBaHus

MoA MoneKynspHO-TEHEeTUYECKUMY MeTOAaMM AMarHoCTMKU paka f1Ierkoro nofpasyMeBatoTcsi MeToAbl
BbISIB/IEHUSI KAYECTBEHHbIX M/ KONIMYECTBEHHbIX M3MeHEHWi Ha ypoBHe IHK n PHK ¢ Lenbto npegocTasne-
HUA Nnevallemy Bpady HE06X0AVMMON A5 NeYeHnst NaumeHTa UHopMaLum.

I* LiutonnasmeHHyto peakuymnio faiot 6enox S-t00. BUMEHTUH. leCMUH. TUPEOr/T06Y/INH, Ka/lbLMTOHWUH, LUTOKepa-
TWHbl. CD-45. PSA n HBME-1. OTnoxeHune rpaHyn B Buge rpybbix NATEH 1 3epeH B uuTonnasme 6onee xapakTepHo A4
XpomorpaHuHa A. cuHantocusnHa u HMB-45. Mem6paHHOe okpaluvBaHue HabnogaeTcs nNpu NpoBefeHun peakuun c
oHKonpoTenHom C-erb. B-2 n 3MA.
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Mprmepamy MONEKYNSIPHO-TEHETUYECKUX UCC/Ief0BaHUA SBNAIOTCA BbIsSIBNEHWE aKTUBMPYOLWUX MyTa-
uuii reHa EGFR, TpaHcnokauwuii ¢ yyactvem reHa ALK B o6pasLuax onyxoneBoii TKaHW.

9.4.1 LlenecoobpasHo pacrnonarartb 1aboparopuio, NPOBOAALLYIO MOSIEKYIAPHO-TeHeThYeckne nccnepio-
BaHusa (MUP. meToabl «in situ» rmépnansauny, CEKBEHMpOBaHWE HYKTENHOBBIX KUCOT), B COCTaBe LiUTONOMM-
yeckoin (mopdponoruyeckoii) naboparopum.

9.4.2 Nabopatopus, paboTatLas C BblAeEHNEM N aHA/IM30M HYKNEWHOBbIX KUCIOT, [O/MKHA PYKOBOA-
cTBOBaTbCA nNpasunamu (3) ¢ y4eTom cneumdrkn Mcnosb3yemMbiX MeToA0B, 060pyA0BaHNS U peareHToB.

9.4.3 B KayecTBe UCTOYHWKA MaTepuana Ansa sbigeneHna AHK ons monekynspHo-reHeTuyeckoro aHa-
M3a MoryT 6bITb NCMO/b30BaHbI:

- rMcTonoruyeckre npenapaTtbl (MaTepuan Ha NpeaMeTHOM CTeke);

- 610KK;

- uMTonornyeckne npenapaTtbl (Matepvan Ha nNpegmMeTHOM cTekne):

- UMTO6GNOKM:

- UMTOMOrMYecKknin MaTepran B TPAHCMNOPTHOW (KOHCEPBUPYIOLLEN) XNAKOCTH C KNEeTOYHON B3BECHIO U3
BUasibl. OCTaBLUElCsA Noc/ie NPUroToB/IEHUS LUTOIOTMYECKNX NpenapaTos.

9.4.4 Tpv HanpasfeHNN Ha MOMEKYNSPHO-TEHETUYECKOEe WccnefoBaHune crneunanuctT-mopdonor (Lu-
TONOI/TUCTOON) B 3aKMIOYEHUN [O/IKEH YKa3aTb KO/IMYECTBO OMYXOJIEBbLIX KETOK B npenapaTte B CpefHeEM U
npeanoyTUTENbHBIV AN NCCnefoBaHus npenapat. Ha npenapate npn HE06X04MMOCTH pekoMeHAyeTcs obBe-
CTW uccnefyemMoe MUHU-MOJE NpenapaTa Mapkepom (Ha o6paTHOl CTOpOHe NMpeAMeTHOro CTekna).

Mpy Hannunu BbIGOpa (eCN UMEETCA HECKO/BLKO UAEHTUYHBLIX NpenapaToBs) c/efyeT oTAasarth npeano-
YyTeHue npenapartam, coAepxallum 60/bLIee KONMYeCTBO ONyX0neBbIX KNeTok. PekomeHgyeTca oduumnanbHO
3anpawmsaTh 3Ty UHDOpMAaLMIO Y crieluanicTa-mopdorora.

9.4.5 ToKpOBHOE CTEKNO0 UK MeHKy (MpY Ha/IMumMn TakoBbIX) nepes 3a6opoM matepuana A/t MoJeky-
NAPHO-TeHeTNYeCKOro nccnepoBaHna cnegyeT yaanuTbll Kaxzgoe CTekNo A0/MKHO 6biTb OTAENbHO npomMap-
KMpOBaHO. a Npy Heo6XxoAMMOoCTM oTnpaskn B Apyroe JINY nomMelieHo B OTAENbHYI0 04HOPA30BYH0 YNaKoBKY
(cbonbra, kpadpT-6ymara. NONNITUIEHOBLIN NakeT).

9.5 ®opmupoBaHMEe UTOTOBOTO 3aK/OUYEHUS

Mpu HanuuMM pasHornacuini B TPakToBKEe pe3ynbTaToOB NPOBEAEHHbIX UCCef0BaHU UTOrOBOE 3ak/to-
YyeHune [O0/HKHO 0b6CyxaaTbCa U (OPMYNNPOBATLCS KOM/IernasibHo BCemMy cneumanuctaMmu, NpUHUMaBsLLMMK
ydacTue B UCCNe[0BaHUN.

Mpy HEBO3MOXHOCTU (POPMUPOBAHNS €ANHOIO MHEHUS B 3aK/IOYEHUN yKasbiBaeTcs aguddepeHumnans-
HbIi AnarHos c onucaHnem ocobeHHOCTeln npenapara.

B 3aknoueHnmn Takke ykasblBaroTCA MeToAbl, MeTOAVKM, 06opyfoBaHne 1 MaTepuasbl, UCNONb30BaBLUN-
ecs npu uccrefoBaHun.

B 3aknioyeHnn MoxeT 6bITb YKa3zaHo «0c060e»2l MHeHNe, ec/in TakoBOe NMeeTcs.

9.6 KoHTponb kKayecTBa

B na6opatopuu [O/mKEH MPOBOAUTLCA TEKYLiMiA KOHTPO/Ib KayecTBa NPOBOAVMMbIX WCCNeAOBaHuli ¢
MCMOMb30BaHNEM KOHTPOJ/IbHbIX 06pa3sLoB Y BHYTPEHHEro KOHTPO/SA, B TOM Yucne npefycMoTpPeHHbIX TecT-
cuctemamun. B cnyuvae BbiIBNEHUSs MOIEKYNISAPHO-TEHETUYECKUX HapYLUEeHW oCTaBLIKIicA nocne nccneposa-
HUA GuomaTtepunan (CTekna ¢ MMKponpenaparamMmu. CycneH3us KneTok, uontatsl. BblgeneHHas [HK) coxpaHns-
eTcsa B apxuBe.

YKenartenbHO NPOX0X/AeHVe BHELIHEr0 KOHTPOS kayecTBa (OTeYeCTBEHHbIE UK 3apybexHble nporpam-
Mbl BHELUHEN OLEeHKM KauecTBa).

1) ins aToro npenapar 3aMayvBaeTcs B KCUI0/E [0 NMOHOIO OTAENEHNUS MAEHKU UAW NOKPOBHOTO cTekna (06bI4HO
3TO 3aHMMaeT Ao 48 4). 3aTeM Ha 5 MUH CTekna c npenapaTtoM MorpyXalTcs B CBEXUI KCUNON ANSA YAANeHUs 0cTaTkoB
KNesLLero BeLLeCTBa, NOC/e Yero CTekna norpyxarTcsa Ha 5 MUH B 95%-HblIii aTaHON ANA YAaNeHus keunona. flanee crek-
na cnepyeT BbICYLWIUTL Ha BO3ayxe. Pa6oTbl C KCUI0/IOM AO/HKHbI NPOBOANUTHLCS NOJ BbITSAXKKOA.

2>MHEeHINe 0QHOTO CNeunanmncTa, He COrNMacHoro C PeLLEHNEM, NPUHATLIM GO/bLLUMHCTBOM.
10
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Mpunoxexne A
(pekomeHpyemoe)

MpaBuna BbINO/IHEHNUS TpaHCTOpaKanbHOW MyHKUUN

A.1 O6ume nonoxeHns

TpaHcTopakanbHasa NyHKUus obnagaeT 60/1blMMN AUATHOCTUYECKUMMN BO3MOXHOCTAMU. MIHhopMaTUBHOCTb MeTo-
fa pocturaet 70.0-95.0 % 1* u npyMeHsieTca npu nepudeprnyeckom pake Nerkoro2).

A.1.1 CyuwecTByeT ABa BapuaHTa TpaHCcTopakasibHOl UIMOBON GUONCMU: OAUH W3 HUX NpeAycmaTpuBaeT Npous-
BO/CTBO NpoLeAypbl TOHKON UIMOW C MaHAPEHOM W MOJlyYeHne matepuana u3 onyxonu nytem acnupauuu. dta meToanka
TpaHCcTOpaka/ibHON acnupauuMoHHON LMTOGMONCUM gaeT maTtepuan ANA LUTONOrMYEcKoro nccriegoBaHus. TpaHcTopa-
KanbHas NyHKLMOHHaA GUONCUS, NPWU KOTOPOI NPUMEHSIOTCSA UMbl Pa3/IMYHON KOHCTPYKLWMW, NO3BONSAOLNE U3BNEYD U3
naTo/I0rMYecKoro ouara Kyco4ek TKaHu, NCMo/b3yeTca Npu NoslydeHnn matepuana Ans rucTonornyeckoro nccnefjoBaHus.

A.1.2 Mpexpae BCero Heo6xo4MMO OLEeHUTb CTeNeHb OCHaLLeHHOCTU pabouyero mecta A/ NPOBefeHNs XMpyprom
TTM 1 BO3MOXHOCTb BbIMO/IHEHUS CPOYHbIX PeaHVMaLMOHHbIX MEPOMPUATUIA B Cllyyae pasBUTUS OCMOXHEHWIA, a Takke
BO3MOXHOCTb 3KCTPEHHOIO A PEHNPOBAHNSA U PEHTIeHO/I0TMYECKOro KOHTPOS.

A. 1.3 Jleyawunii BpauTopakanbHbIii XMpypr B COOTBETCTBUM C pe3ynbTaTamu NpoBeAeHHOro o6cnefoBaHnsa onpeje-
naeT uenecoo6pasHoOCTb BbINOAHEHNS TTIT M BO3MOXHOCTb MOPCHONOrMyeckoil Bepudukaumm guarHosa no marepuany,
nosiyueHHomy ¢ nomouybto TTI1. ViccnegoBaHne NpoBOAMTCA B Criyyae, ecnv npeanonaraeTcs nposeeHne Toro v MHoro
BUAa NeveHns (B 3aBUCMMOCTM OT NOJIYHEHHOr0 MOPCHOSIOTMYECKOro 3ak/IloUeHNs) Nn ¢ UccnefoBaTesNbCKol Lenblo.

Takum 06pa3om, Bpay A0/HKEH UMETb KOHKPETHbIN 1 nocnefoBaTe bHbI NiaH He Tosbko 06cefoBaHnsa 601bHOr0, HO
1 BEPOATHbIE BapUaHTbl €ro JIeYEHNS B C/lydae noslyyeHns Toro Uam MHoro MopdosiorMyeckoro 3ak/yeHuns, a Takke onpeje-
NNTb NOKas3aHWsA 1 NPOTUBONOKa3aHUA AN BbIGOpa MeTofa ANarHoCTUKM U CTENEHN pUCKa Pa3BUTUA BO3MOXHbIX OCIOXKHEHWIA.

A.1.4 ANropuTt™M NOArOTOBKM K TPAHCTOPAKa/IbHON MyHKLUK:

- onpejenieHne nokasaHwui;

- cbop anneproaHamHesa;

- HasHaueHne OKI 3a 1-2 gHA [0 npoueaypsl;

- B C/lyyae npuema nauneHToM KapAuOTPOMHbIX U TMNOTEH3NBHbLIX NpenapaToB — Ha3HayeHne 0653aTeNlbHOro ux
npviema B leHb NyHKLUW;

- OTMeHa aHTUKoarynsHToB (Mpu nx npueme) 3a 2-3 AHA A0 NpoLeaypbl:

- nsmepeHve A/l HenocpeACcTBEHHO Nepej MaHunynsuunei.

A.2 MeTofuKa BbINOMIHEHNUS TPAHCTOPaKabHOW MyHKLUK

A.2.1 BbINOMHUTb HABMTaLMIO Ha ONYXO/EBbIA ovar B erkoM. Npon3BecT MapkrpoBKY OnepaLMoHHOro Nons.

A.2.2 O6paboTaTb kOXy pacTBopoM 70%-Horo cnupTa.

A.2.3 OcywecTBuTb MECTHYIO NPOBOAHMKOBYIO aHECTE3NI0 pacTBOPOM nngokanHa 2 % unu pacTsopa HoBOKavHa
5 %. Konnuyectso aHecTeTuKa onpefenserca B Kax40M c/yvyae UHAMBUAYaILHO.

A.2.4 TIpoM3BECTU MaHUNYNALNIO CneunanbHbIMU Urnamu (MyHKLMOHHLIMW UM BUONCUIAHBIMU) NOA KOHTPOMEM Ha-
BUraLMOHHOro 060pyA0BaHNsA. Y6eAnBLLINCL B TOM. YTO Ura HaXxoAUTCSA B ONYX0NM, HE06X0AMMO 3achuKcMpoBaTh orpaHu-
YnTesnb UMbl Haj NOBEPXHOCTLIO KOXW (3TO He JonyckaeT 6osee rnyboKoro NpoxXoXAeHUs urbl Braybb, Takum o6pasom
yMeHblUas PUCK pasBUTUSA OCNIOXHEHNI).

A.2.5 MpowussecTn 3a6op matepunana c UCNosb3oBaHneM LWwnpuya obbemom 20 MA (418 acnmpauun) i 6Moncuii-
HOro annaparta f/1s Nosy4eHns rmcTosIornyeckoro matepuana.

A.2.6 i3Bnedb Uray akkypaTHO Mo TPaeKkTopun BBEAEeHUS.

A.2.7 BbINO/IHUTb PEHTIEH-KOHTPO/1b Ha MecTe.

A.2.8 O6paboTaTb KOXY pacTBOPOM @HTUCENTUKA, HAMOXWUTb aCenTUYeCKyto NOBS3KY.

A.2.9 HanpasuTb B n1abopaTopuio NOMyYEHHbIi MaTepnan ¢ onucaHneM noApoGHOro aHamHesa 1 KIIMHUKO-PEeHTreHo 0-
TMYEecKoli KapTUHbI NauyeHTa, a Takke ykasaHueMm npefsapuTesnlbHOro AnarHosa. Matepuan 415 LUTONOTMYECKoro ncecnemo-
BaHWS AO/HKEH ObITb NOMELLEH B TPAHCMNOPTHYH XNAKOCTb C YH4EeTOM 0653aTensHoro npumeHenms XKL, n NLX nccneposaHus.

A.2.10 OnpeAenuTb TakTUKy SieYeHns naymeHTa B COOTBETCTBUM C NOJlyHEHHbIMK pe3yibTaTaMn Mopdo0rnyecko-
ro uccnefoBaHns U MHopMaLumn o CTeneHn pacnpocTpPaHEHHOCTN OMyX01eBOro npoLecca.

MepBble CBeAEHNA O NPUMEHEHWUU AMATHOCTUYECKOW TpaHCTOpakasbHOW MyHKUMM OTHocaTcs k 1901 r., korga
E.A. Ceranosa ykasana, 4To NyHKLUWS TOHKOW UrNOW naTonormyeckoro o6pasoBaHusi MoXeT 6biTb NCMONb30BaHa B kaye-
CTBE MarHoCTUYeCKoro npuema.

Mepudhepuyeckuii pak nerkoro — onyxosb, passuBatoLllascsa u3 anutenvs 6poHxos IV-VI nopsgka. Hanbonee yacto
nokanusaumein B Nerkom saBnsieTcs BepxHasa Aons (70 %). Hepeako ¢ NosoCcTbio pacnajga B LeHTpe. 3Ta aHaTtoMuyeckas opma
paka N1erkoro cnoxHa Ans mopdosiornyeckoil BepudrkaLm guarHo3a, Tak kak valle Bcero HefocTxuma Ans 6poHxocKonu-
yeckoro annapara. B Takmx cnyyasx npuMeHseTcs MasloMHBa3NBHbIA XUPYPruiecknii MeTod — TpaHCTopakasibHas MyHKLUS.
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MpunoxeHne b
(pekomeHpyemoe)

Cnoco6bl nonyyeHns n 06paboTkn matepmana 4Na LUTOOTMYECKOro nccnenoBaHus

B.1 OfHVMM 13 HEO6X0AUMbIX YCNOBUIA ycnexa B NPOBEAEHUN aHann3a MOKpOThl 415 BbISIBNIEHNS B Hell KNeTok ony-
X0/ ABNSETCA CBOEBPEeMeHHas ee o6paboTka. OT MOMeHTa NosyYyeHus A0 UCCNefoBaHus AO/HKHO NPOWTK He 6onee 4 4.
HOIHY0 MOKPOTY HEO6X04MMO nuccnefoBaTb HeMea1eHHO.

B.2 MokpoTy coGupatoT yTpoMm, cpa3y rnocsie npobyxaeHus, Ao eAbl. npuema npenapaToB W YACTKM 3y6OB, npef-
BapuTe/IbHO akKypaTHO MPONO0JI0CKaB NOM0CTb PTa YNCTOV BOAONA.

5.3 B COOTBETCTBUU C KTMHNYECKUMU JaHHbIMW Bpay A0/HKEH 06bSACHUTL 6GObHOMY TeXHUKY U Lenb c6opa MoKpo-
Tbl. MayneHT JOoMKeH HaAcaAHO OTKaLWIATLCA U cobpaTh NOMYYEHHYI0 MOKPOTY B CneLuanbHO BblAaHHY0 eMy 3akpbliBa-
HOLLYIOCSI KPbILIKON €MKOCTb.

B oTAenbHbIX cyyasx, CornacHo KAVHUYECKUM faHHbIM, Bpay JO/KeH 3acTaBUTb 60/1bHOM0 NokalnATb 1 cobpaTtb
MOKPOTY CMyCTA HEKOTOPOe BpeMs Moc/e crneunasbHO NPUAAHHOTO emMy MOSIOXEeHUsA Ha noctenun. MHorga ato 6yget no-
NIOXeHne cnasa ¢ COOTBETCTBYIOLLMM Hak/OHOM, MHOTAA fiexa Ha 3[40poBOM GOKy. 3TO MeponpusaThe NMeeT Lefbio o6e-
CMneynTb CTOK MOKPOTbI U3 NOA03PEBAEMOro yyacTka 6pOHXManbHOro gepesa.

b.4 B cnyyae oTpuuaTtenibHOro pesynbTata aHanunsa TpedyeTca HanpaBnsATb MOKPOTY Ha UccnefoBaHWe NOBTOPHO
He meHee NATU pa3. Ecnv n naTukpaTtHoe uccrefgoBaHve He NpuHeceT NOATBEPXAEHWSA AnarHo3a paka /erkoro, mccne-
[loBaHNe HYXXHO NOBTOPATb B 3aBUCMMOCTU OT CTENEHN YBEPEHHOCTU Bpaya B 3TOM juarHose, co3jablueiics Ha OCHOBe
OCTaslbHbIX AAHHbIX KVHUYECKOro HabngeHus.

B.5 MonyyeHHbIli MaTepnan HanpaBnseTcs B 1a6opaTtopuio B CONPOBOXAEHUN 3aN0/IHEHHOTO HanpasieHNs.

5.6 MokpoTa nocne 06bIYHOr0 OCMOTPa M onucaHusa ee u3nyYecknx CBOWCTB NomeljaeTcs B Yawku MeTpu, ycTa-
HaB/IMBaeMble NOcCnefoBaTeNlbHO Ha Genblii 1 YepHblh PoH (kneeHka, Bymara) Ans nydweil Buyanmsaumm pasinyHbIX
BK/TOUEHWIA.

CuCTeMHbI/i NPOCMOTP MOKPOTbI B TOHKOM C/10€ NO3BO/ISIET BbiGpaTh A5 NPUrOTOBNEHUS LUTONOTMYECKNX npena-
paToB y4acTku, C HaMbonblUe BePOATHOCTLIO CofepXallne 31eMeHTbl ONyX0/n, U NOMeCTUTb UX Ha NpeAMeTHble cTekna
C NOMOLLbI0 MpenapoBasibHbIX UIN UAN APYTMX WHCTPYMEHTOB. Ha ofHO cTekno nepeHocutcs Ao 10 noAo3puTesibHbIX
y4acTKoB MOKpOTbl. OT60p 1 NepeHoc Ha CTeKNo credyeT NpoBoAMTbL 6e3 NnpoMeasieHnii BO nsbexaHme noAcbixaHusi ma-
Tepuana. Ha cTeknie MokpoTa pacnpefensercs pacTarvBaHuem cnsmn 0 TOHKOro cnos (urnamu n wnartenem)l).

b.7 flanee npenapaTbl roTOBATCA N0 06l el meToauke. M3 ofHOI NOPLMUM MOKPOTbI FOTOBUTCA, Kak NpaBu/o, He
60/1ee NATK NpenapaTtoB. Bo3MOXHO NpurotTosieHne 601bLIEro KomyecTsa npenaparos, ecan nabopaTopumsa okpawimsaeT
4YacTb U3 HUX MO Linnio — HunbcoHy (C Lenblo BbigBNeHna 6aunnn Koxa).

Mpu ncnons3osaHnn nabopatopueit metoga XKLL nonyyeHHas MokpoTa nomelyaeTcs B Buany ¢ TPaHCMOPTHOM Xna-
KoCTbi0. [lanee npenapartbl roToBATCA No obuieli meToanke Ansa XL,

11 Han6onee LeHHbIMU B 3TOM CMbIC/1e ABNSIOTCA: 6eoBaTo-cepas ynaoTHeHHas U chopMrpoBaHHas B BUAe TOH-
KMX. KOPOTKMX HUTOYEK CAN3b, 6enoBato-cepoBaTble Y4acTKu C/M3K, MPUMbIKaOLWMe nan nexatine nobamnsoctn ot Kpo-
BAIHbIX MPOXW/OK, a Takke Henpo3payHble cepoBaTble OKPYr/oi MW OBanbHON hOpPMbl YacTULlbl, BblAensilmecs Ha
YepHOM (POHEe U He MeHsaLW e cBoel hopMbl NPK pacTArMBaHUM OKpyXatLieid nx cnusu (rHos). B cnyyae 3atpygHeHui
pasbopa npv KOMNaKTHOW rHOVHOV MOKpOTe cneayeT B yallky MeTpn fo6aBuTb He6oNbLIOe KonnyecTso (2-3 mna) dusno-
NI0TMYeCcKoro pacTeopa; aTM Bbli6op MaTepuana obneryaertcs.
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Mpunoxexvne B
(pekomeHpyemoe)

TpeboBaHNA K 060pYyA0BaHNIO N peakTuBamM, NCMNOb3YyEeMbIM
ANA NpoBeAeHUs LMTONOrMYecKnx nccnepoBaHui,
B TOM YucC/ie aBTOMATU3NPOBAHHbIX

B.1 O6uwme TpeboBaHua

B.1.1 Ha Bce annapartHble CpeAcTBa, NPUHAANIEXHOCTW, peareHTbl 1 pacxofHble Matepuasbl KoMMiaekca Ana ums-
rOTOB/IEHUS 1 OKPACKM LIUTONOTMYECKNX NpenapaToB JO/MKHbI MMETbCS perncTpaunoHHble yaoctoBepeHusa defepasnbHoli
cnyx6bl Mo Hag3opy B cdhepe 34paBoOXpaHeHns 1 CoLuanbHOro passuTus.

B.1.2 K o6opyaoBaHuio B 0653aTe/IbHOM MOPsifKe [O/DKHA npunaratbCs UHCTPYKLUS Ha PYCCKOM A3blke U nogpoo6-
HOe PYKOBO/CTBO Mo/b30BaTess.

B.1.3 Bce KOMMNOHEHTbI 060pYyAOBAHNSA [O/KHbI O6bITb COBMECTUMBI.

B.2 TexHonorusa B3STWA 1 AOCTaBKM 6MONOrMYECKOro matepuana AokHa NnpefocTaBNsaTb BO3MOXHOCTb NCMO/Mb30-
BaHWsA 6e3 noTepb BCEro 6MONOrMYEecKoro marepuana, B3ATOro y naumeHTa.

B.3 TexHonorns npurotosnieHns npenapaTos [o/XHa ob6ecneynBaTb Nosly4eHNEe MOHOCO0S K/1eTOK U ULEHTUYHOCTb
npenapaTtos B Cepuu.

B.4 TexHonorus okpalimBaHus Ao/kHa obecneynBaTb YCTONUMBLIA pe3ynbTar Npu cobaoaeHun TpeboBaHuii UH-
CTPYKUWIA K 060pYOBAHMNIO N peakTuBaMm.

B.5 MpepgnouteHns otgatoTca 060pyJ0BaHNIO, MO3BONALIEMY MakCUMalbHO aBTOMaTU3npoBaTb NpoLecc, MUHK-
MU3MPOBaTh B/IMSTHNE YeI0BEYEeCKOro haktopa Ha pesynbTaT ¥ ONTUMU3NPOBATh AeSATEeNbHOCTL fabopaTopun.
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Mpunoxenune I
(pekomeHpyemoe)

OueHKa MH(hOPMATUBHOCTM LUTO/IOTMYECKOro npenapaTa

1 VIHOopMaTMBHLIM MOXHO CyMTaTb npenapart, B KOTOPOM MMeeTcs He MeHee 100 COXPaHMBLUMXCH U XOPOLIO
BU3yasI3npyemMbIX K1eTOK.

1.1 NHdopmaTMBHOCTL NpenapaTtoB — 3T0 COOTBETCTBME TpeboBaHMAM K HEO6X0AMMOMY KOIMYECTBY BU3yann3n-
pPyeMbIX COXPaHHbIX KNeTOK A8 HAfEXHOW OLLeHKU Npu LUTONOTMYeCcKoM nccnepoBaHnm. OT MHOPMaTUBHOCTN 3aBUCUT
BO3MOXHOCTb U HaA€XHOCTb BbISIB/IEHUSI MaTONOrMYECKUX U3MEHEHWUIA, YyBCTBUTE/IBHOCTb, CNEeLUUYHOCTb U TOYHOCTb
uccnefoBaHus.

1.2 B knaccuyeckoi uMTON0rMM MHGOPMATMBHOCTL MpenapaTa 3aBUCUT B TOM YWC/e OT KayecTBa MOJy4YeHus
martepuana, NpuroToBAeHUs NpenapaTa Bpa4yoMm, NoayuYnBLINM MaTepuas, cofepxalimxcs B npenapare KpoBu Macc kne-
TOYHOTO AeTPUTa U MPOUNX A/IEMEHTOB, 3aTPYAHAOLWMNX BU3yanusaumio. MruHuMmanbHble Tpe60BaHUsA K KONNMYEeCTBY XOPOLLO
COXPaHMBLUMXCA M XOPOLLO BU3Ya/IM3NPYLLNXCSA ONyXO/eBbIX KNeToK — He MeHee 100 B npenapaTe.

1.2.1 MuHumManbHble Tpe60oBaHNA K KOINYECTBY XOPOLLO COXPAHUBLUMXCS W XOPOLLO BU3YyaM3nNpyLLUXCs onyxone-
BbIX KNneTok meTofoMm XKL, co BpemeHemM MOryT 6biTb M3MEHEHbI B CTOPOHY CHVXXEHUS.

1.3 B HeKoTOpbIX Cyyasx v CKyAHOro ob6pasuya MoXeT 6biTb JOCTATOYHO ANSA TOrO, YTOObI YBEPEHHO NpeaAnoso-
XWUTb Ha/Mune KOHKPETHOro naTo/IorMyeckoro npouecca, HO ero MoXeT 6blITb HeA0CTaTOYHO A5 TOr0, YTOObI NOAYUYNTH
6e3anennsAyMoHHOe 3aknoYeHue.

1.4 CkygHble npenapaTtbl U npenaparbl, B KOTOPbIX HE BbiiB/IeHA NaTOM0MMA, He JO/DKHbl HanpaBAsTbCS Ha Ao-
NONHWUTENbHbIE NCCNIeA0BaHNS.

.2 lHdopmaTMBHOCTbL MaTepuana

2.1 HeuHgopMaTuBHbI MaTepuan

O6pasel, JO/KEH CUUTATLCS HEMH(DOPMATUBHBLIM, eCNu:

- matepuan 6bin B3AT HeHaanexalum obpasom;

- OTCYTCTBYeT MapKMpoBKa WK1 OHa He COOTBETCTBYeT MH(hopMaLun B CONPOBOXjatoLLeli JOKyMEeHTaLun:

- HapyLleHbl npasuaa oPopMIeHUs, TPAHCMOPTUPOBaHNSA /MK JOCTaBKN MaTepuana.

Matepuan He MOXeT 6bITb NpeAcTaBneH Kak HEMHOPMATUBHBINA, ecnun OH cofepxaT Kakne-nnmbo gokasarenbLcTsa
HanMuus noaHnyHbIX UK ONyXONEBbIX U3MEHEHWA.

2.2 ManouHopmaTuBHbIi matepuan

O6pasel, JO/HKEH CUMTaTLCA MaIOUHGOPMATUBHBIM, €CN:

- npenapat coAepXuT MmeHee 100 YeTKo BU3yann3npyemblx annTenanbHbIX KNeTok:

- npenapart COAepXu1T KpaiiHe Masioe KoSIM4YeCTBO K/IETOK, O[JHAKO B UMEIOLIEMCA MaTepuane npucyTCTBYIOT BCe Xe
Kakne-nmbo fokasaTenbcTBa HaMuna NOrpaHNyHbIX IM60 ONyX0NeBbiX MSMEHEHW NN, HECMOTPS Ha Masioe KOJIMYecTBo
marepuana, y uccrefoBaresisi BO3HUKAET NPeAnosIOKEHNE O HaNNunmu onyxonu,

- BU3yann3auns 4UarHoCTMUeCKn LEeHHbIX KNeTOK 3aTpyAHEHa 13-3a 3HauNTe IbHO NPUMeCH KPOBU, Macc KIIeTOYHO-
ro feTpuTa n npo4Ynx 3/1IEMeHTOB.
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Bubnunorpadgusn

Matonorua v reHeTuka onyxosieii nerkoro, naespbl, TUMyca u cepgua (MexayHapogHaa knaccudukauus onyxo-
neit) — [Pathology and Genetics of Tumours of the Lung. Pleura, Thymus and Heart (LARC WHO Classification of
Tumours))

MexgayHapofHasa ctatuctnyeckas knaccudumkauymsa 6onesHeli n npobaem, CBA3aHHbIX CO 340POBbEM

MY 1.3.2560-09 «OpraHn3auus pa6oTbl na6opaTopuii, UCNOMbL3YIOLWMX MeToAbl aMnanduKaLun HyknenHo-

BbIX KMCNOT Npu paboTe ¢ marepuasom, cogepxaliMM MUKPOopraHuamebl —IV rpynn nato-
FeHHOCTU»
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