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BBeneHue

B HacTosiiem craHgapre peanu3oBaHbl OCHOBHbLIE HOPMAaTUBHbIE NONOXEHUsA A0KyMeHTOB [1], [2].

Crangapr pa3paboTtaH aAnsi BHeAPEHUA B NPaKTUKY 34paBOOXPaHEHUS YHUDULIMPOBAHHbLIX anropuTMoB
M METOZ0B ANArHOCTUKU ONyXONnemn YenoBeka ¢ Lenbio ONTUMU3aLmMmn U CUCTEMAaTU3aLumn AeATENbHOCTU neves-
HO-NPOOUNAKTUUECKMX YUPEXAEHUI N CNeunanucTos B 06nacTu AMarHoCTUKM OHKONorM4yeckux 3abonesanui;
Ansa 3dEKTUBHON U CBOEBPEMEHHOW AUArHOCTUKU W UHAMBMAYaNM3auum ne4yebHON TakTUKKU, YTO NOBREYeT
3a coboi yBenuueHue BLXKMBAEMOCTM, CHUXKEHUE CMEPTHOCTU, NOBLILLEHME Ka4YeCcTBa Xu3Hu, Oyaer cnocob-
cTBOBaTb MacLuTabHoi 6opb6e NpoTuB paka Ha rMo6anbLHOM, permMoHaNbHOM U HAaLUMOHAaNbLHOM YPOBHSX, YKpe-
NAEHUIO CUCTEMBI 3APAaBOOXPAHEHUS HA BCEX YPOBHAX; AN YNyULLUEHUS AOCTYNHOCTU ANArHOCTUKMU U NIEYEHUS
nauMeHToB, CTPAAAIOLLMX OHKONOrMYeckumu 3aboneBaHusamMu.

Hacrosimii craHaapt MOXeET ObiTb UCMONbL30BAH YUPEXAEHUSMU 3PaBOOXPAHEHUS U OPraHaMm rocy-
[ApCTBEHHOM BNACTU NPY CO34aHUU HOPMATUBHbIX NMPABOBbIX aKTOB.

Jleuenue onyxonen nerkux ABNSETCA OAHON U3 BAXKHENLLMX NPOONEM KMMHUYECKOW OHKOnormu. PeLuato-
Lee 3Ha4yeHue B BbiIOOpe afeKBaTHON Ne4eOHON TaKTUKU UMEET YTOYHEHUE MMCTONOrMYECKOn (hOpMbl OMYXOnu
M pacnpocTpaHEeHHOCTM onyxoneeoro npouecca. Mopdonoruyeckuit METoa ABNSAETCA OCHOBHbIM METOAOM
ANarHOCTMKN OHKOMOrU4eckux 3aboneBaHuin 1 UMEHHO OH HeceT Ha cebe rpy3 OTBETCTBEHHOCTM 3a OKOH4Ya-
TenbHbIi AnarHos. Liutonornueckuin Metoa') LUMpOKO ucnonb3yeTcs B AWArHOCTUKE 3a60NeBaHnin pasnuyHbIX
nokanusauui.

BBegeHune B N0BCEAHEBHYIO NPAKTUKY COBPEMEHHBIX METOA0B AuddepeHumanbHON AMarHOCTUKK, TaKUX
KaK UMMYHOLIMTOXMMUYECKOE U UMMYHOTMCTOXMMUYECKOE UCCNEAOoBaHUA, hryopecLeHTHasi, MONeKynsapHO-
LUUTOreHeTnYecKast AMarHoCTUKa 3HAYMTENbHO PacLLMPUT BO3ZMOXKHOCTM MOPChONOrM4eckon AMarHoOCTUKKU U No-
3BOJTUT €LLe Ha A00NEPALMOHHOM dTane nogodpark afeKBaTHYIO TaKTUKY neveHus. UMMyHOLUTOXMMUYECKOE
UCCNea0BaHUe B PAAE CryvyaeB MOXET ObiTb NPEANOXEHO B KA4YECTBE anbTepHATUBLI UMMYHOTUCTOXMMUYE-
CKOMY M€eToAy, HanpuMep, B TEX Cryvasx, Koraa 3aTpyaHeHO UM HEBO3MOXHO A00NEPaLMOHHOE MonyYeHue
mMarepuana ans ruCTonorM4eckoro UCCneqoBaHus.

ConocrasneHune pesynsraTtoB ONpeAeneHna 3KCNPeccumn MoNeKyNAPHLIX MapKePoB NP UMMYHOLIUTOXU-
MWUU U UMMYHOTMCTOXUMUN AEMOHCTPUPYET XOPOLLYIO Koppenauuio (coBnageHue o 96 %).

C nosiBNeHWeM >XUAKOCTHON LIMTONOIMMM, BO3MOXKHOCTU MPUIOTOBIEHUS KAY€CTBEHHbIX MOHOCIOWHbIX
npenaparos, Ux cTaHAapTU3auMm UMMYHOLIMTOXMMUSA BbIXOAUT HA COBEPLUEHHO HOBbLIN ypoBeHb. CBeaeHus
06 MCnonb30BaHUM XXUAKOCTHON LMTONOMMM B UMMYHOLIMTOXMMUYECKOM MCCIIEA0BAHUM B U3YYEHHON OoTede-
CTBEHHON nuTepatype eaAuHWYHbIL. XKuaKoCTHasi LUMTONOrMsi No NpaBy 3aHMMAET BaXHOE MECTO cpeau Me-
TOAOB, HaLEMEeHHbIX Ha YNyylleHWe KavyecTBa LIMTONOrMYecKkux npenaparos, MoBbiLLEHNE 3PdEeKTUBHOCTU
LMTONOrM4eCcKon AMarHoCTUKN. TOHKOCIOMHbIE NpenapaTbl NO3BOMSAOT UCMOMb30BaTb COBPEMEHHbIE METOAbI
aBTOMAaTU3NPOBAHHOIO CKPUHUHIA U KOMMbIOTEPHbIE TEXHONOMMU, a Taikke AaloT BO3MOXXHOCTb NPOBOAUTL MO-
neKkynapHo-6uonoruyeckme nccnesoBaHus.

[na agekBaTHOro BbIMNOMHEHUS ANArHOCTUYECKMX U Nle4eOHbIX MePONPUATUA, NPABUITbLHON MHTEPNpETa-
UuM uccnegoBaHum, a Takke aMEKTUBHON CUHXPOHU3ALMM NMPU B3AUMOAEWUCTBUU C MEQULIMHCKUMU paboT-
HUKaMu NoObIX YPOBHEN, NeYebOHbIX yUpeXxaeHui, cneyuanu3aumi u CTpaH HeoOxoaMMO 3HaAHWE U eIuHOe
NMOHUMaHue uenen, 3aaad, BO3MOXHOCTEW AMAarHOCTUKU, NMPaBuN OpraHu3auum u anroputMoB ee NpoBeAeHus!
Ha Bcex dranax, eauHoe 3HaHWE U NOHMMAHWE aHaTOMUYEeCKUX, TonorpadPuYecKknx u Apyrux MeaMLUHCKUX
TEePMUHOB U Knaccudukauui, cTporas OTYETHOCTb U CUCTEMATUYECKNIA KOHTPONb KayecTsa.

) Mo aaHHLIM NUTepaTyphl, YyBCTBUTENBHOCTb LUTONOMHYECKOTO NCCNefoBaHNs (MPOLIEHT BLISBMNEHHBIX 3roKaue-
CTBEHHbIX HOBOOOpa3oBaHwii) konebnetcs B npepenax 92,7-97,3 %. CneunduyHOCTb, KOTOpas NokasbiBaeT NPOLEHT Co-
BnafleHns pe3ynsraToB rMMCTONOrMYeckKoro U LIMTONOrMYecKoro UCCNeAoBaHNiA NpKU pasnUYHbIX NoKanu3aumax U rucTono-
rmyeckmx opmax onyxonen, — 79,0-99,2 %.

v
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HALWOHANBHBIA CTAHOAPT POCCUNCKON SOERJEPALUMN

JunarHocTuka B OHKONOruu
ANIFTOPUTM AUATHOCTUKN

ConuaHble ONyXonn BHYTPUTPYAHOM foKanu3auumn
JlaGopaTopHbIn 3Tan

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

Dara BBeaeHna — 2017—02—01

1 O6bnactb NpUMeHeHusA

Hacroawmi ctaHaapt pa3paboTaH kak pykoBOACTBO MO OpraHn3auumn nabopaTopHOro arana amarHoctu-
KW OMyxornen BHYTPUrPyAHOI NoKanuaauum, B TOM YMCNe paka Nerkoro, Ans CneuwanucToB B 06nacTu opraHu-
3auuu 3apaBoOXPaHEHNs, pykoBoauTEnen nevebHO-NpodunakTuieckux yupexxaeHun, naboparopuii, a Takke
COTPYAHWUKOB MMCTOMOMMYECKNX, LIMTONOMMYECKUX, MOMNEKYNAPHO-FTEHETUYECKUX N KIMHUKO-AUArHOCTUYECKNX
naboparopuii, CBOEBPEMEHHOIO BbISIBIIEHUSA U NOCTAHOBKW MOMHOLIEHHOTO Pa3BepHYTOro AWarHo3a, B Lensx
CHWXeHns 3a60neBaeMoCTn pakoM U CMEPTHOCTU OT HEro, B LIEMAX ONTUMU3ALMU W NOBLILLEHUA SKOHOMUYE-
CKOW aCpheKTUBHOCTU NPOPUNaKTU4eckon paboTsoi.

Hacrosiuii ctaHaapT pacnpoCTPaHSAETCs Ha Npoueaypbl OpraHu3aumMm OHKONOTMYECKOW NOMOLUM Ha-
CerneHuto, B TOM Yucne:

- Mony4yeHne matepuana ans UCcreaoBaHus;

- NOArOTOBKY, AOCTaBKY Marepuana B naboparoputio;

- AOKYMeHTarnsHoe opopMneHmne Ha BCcex aranax;

- AononHuTensHble nabopaTopHble UCCNeAoBaHWsl, OCYLLECTBNSIEMble B LIeNsX YTOMHEHUS AMarHosa,
onpeaeneHns YyBCTBUTEMbHOCTU OMYXOMM K TOMY MU UHOMY BUAY NEYEHUS, reTepOreHHOCTH Onyxonu, Ha-
nnM4una u cteneHn ne4yebGHoro naromopdosa u T. a.

BcemupHas opraHu3aums 3gpaBooXpaHeHns HaCTOATENbHO PEKOMEHAYET 00paTuTb 0C060e BHUMAHME;

- Ha opraHM3auuio marepuanbHO-TEXHUYECKOro 06eCcneyeHmns u yKOMNNEKTOBAHHOCTb KaapaMu;

- obecneyeHne COOTBETCTBYIOLLErO NPoteCcCMOHaNIbHOrO YPOBHSI COTPYAHUKOB MyTEM OpraHu3auuu pe-
rynsipHOro NOBbILLEHUs KBanuuUkauuy AnNs HAX U KOHTPONS KayecTBa AUArHOCTUHECKUX MePONPUATUN;

- obecnevyeHne TECHOrO KOHTaKTa B paMkax Cry>XeOHbIX B3aUMOOTHOLLEHNI MeXy COTPyAHUKaMu ny-
TEeM OopraHusauumn perynsipHbIX BCTPeY Ans o6CcyxaeHns npodeccnoHanbHbIX BONPOCOB U COBMECTHOMO 06-
YYEHUA ANA YNEHOB KOMaHAbl BHE 3aBMCUMOCTM OT UX Crieyuanusauuu.

2 HopmaTuBHbIE CCbINKKN

B HacTosiLeM cTaHaapTe UCNonb30BaHbl HOPMATHUBHBIE CChISIKW Ha CrneayioLue CTaHaapTbl:
FOCT P 57004 [narHocTuka B OHKONOMMW. ANropuTM AUarHoCTUKK. LLlelika maTku. JTabopaTopHeii aTan
FOCT P 57005 OunarHocTuka B OHKONOrMKU. CKPUHUHT. Pak LUEAKM MaTKn

MpumedaHune — T[lpu NONb3OBAHUN HACTOALYMM CTaHAApTOM Lienecoobpa3Ho NpoBepuTe AEWCTBUE CChl-
JIOYHBIX CTaHAapToB B MHPOPMAaLMOHHOR cucTeme obLLero nonb3oBaHUsA — Ha oduunansHoM caiTte deaepanbHOro

U3paHue oduuymansHoe
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areHTcTBa No TeXHUYECKOMY PerynupoBaHuio U METPONOrUun B ceTu MIHTepHET Unun No exerogHomy WHopMaLMoHHOMY
ykasatenio «HaunoHanbHble cTaHgapTbi», KOTOPbIA ONYGNMKOBaH Mo COCTOSHMIO Ha 1 SHBapS TeKyLero roaa, W no Bbi-
nyckam exemecavHoOro uHgopmaLnoHHoro ykasatens «HauuoHanbHble cTaHAapThi» 3a Tekywuid rog. Ecnn 3ameHeH
CCBINOYHBIN CTaHAAapT, Ha KOTOPLIA flaHa HeaaTUpOBaHHAA Cchbifika, TO PEKOMEHAYETCA UCMONb3oBaTh AelCTBYIOLLYIO
BEPCUI0 3TOr0 AOKYMEHTa C Y4E€TOM BCEX BHECEHHbIX B aHHYI0 BEPCUIO U3MEHEHUI. ECNN 3aMeHeH CCLINOYHbIA cTaH-
AapT, Ha KOTOpbIN laHa aTUpOBaHHanA CCbifka, TO PeKOMEeHAYeTCA UCNONb30BaTb BEPCUIO STOMO CTaHAapTa ¢ yKasaH-
HbIM BbllLe rofoM YTBepXAeHUA (NpuHATUA). Ecnn nocne yTeepXKAeHWA HACTOALWEro cTaHAapTa B CCbINOYHLIA CTaH-
AapT, Ha KOTopbli laHa faTUpPOBaHHAA CCbINKa, BHECEHO U3MeHeHWe, 3aTparusaiollee NornoXeHue, Ha KOTopoe faHa
CCbINKa, TO 3TO NOMOXEeHWe PeKOMEHAYeTeA NPUMEHATL 6e3 yueTa JaHHOro U3MeHeHusl. Ecnn ccbinodHblit cTaHaapT
OTMeHeH 6e3 3aMeHbl, TO NONOXEHUe, B KOTOPOM AlaHa Ccbifika Ha Hero, peKoMeHAYeTCA NPUMEHATb B YacTu, He 3a-
TparusatLeil 3Ty CChINKy.

3 TepMuHbI, onpeaeneHns n cokpaweHma

3.1 TepMmuHbl n onpeaeneHun

B HacToswem craHgapre npumeHeHbl TepmuHbl no MOCT P 57004, TOCT P 57005, a Takke cneaytowme
TEPMUHbI C COOTBETCTBYIOLIMMMN ONpeaeneHUsAMU:

3.1.1 6uoncus: MpuxM3HEHHOE UCCEYEHNE KYCOYKA TKaHU UMK opraHa Anst MUKPOCKONMYECKOro uccne-
[OBaHWA B ANArHOCTUYECKUX LensX.

31.2

Buana: KoHTenHep ¢ repMETUYHOMN KPbLILWKON, COAepXKalyuii TPAaHCNOPTHYIO XMAKOCTb, NpeagHasHa-
YEHHbIN ANA XpPaHEeHUS U TPAHCNOPTMPOBAHMS KNETOYHOrO Marepuana.
[FOCT P 57004, cratbsa 2.1.2]

31.3

XuAKOCTHaA uutonorua: Cnoco6 npoGonoAroTOBKM Marepuana Ans LMTONOrMYeckoro Mccrenosa-
HUSA, UMEIOLLNIA ONPEAENEHHBIE NPEUMYLLECTBA NO CPABHEHUIO C KNACCUMYECKUM METO0OM U NPeaoCTaBns-
owmin 6onee LUIMPOKME BO3MOXXHOCTU AN AUATHOCTUKM.

[FOCT P 57005, craTbst 3.1.4]

3.1.4

masok: [Mpenapart, npurotaenMBaemblin NyTeM HaHECEHUSI U PABHOMEPHOrO pacnpeaeneHus (pasma-
3bIBaHKSA) OMONOrMYecKoro matepuana.
[FOCT P 57004, cratba 2.1.3]

3.1.5

uuTONorMyeckuin npenapat: KnetouHbln matepuarn, nonyyYeHHbii niobbiM cnocobom, HAHECEHHbIN
Ha nNpeaMeTHOe CTEKNOo AN MUKPOCKOMUYECKOTO UCCNEeOBaHUs.
[FOCT P 57005, cratbs 3.1.6]

3.1.6

TpaHCMOPTHAA XMUAKOCTb: CreuunanbHas >X1AKOCTb, UCMOMb3YIOWAACA B XMAKOCTHON LMTONOMMM
ANA COXpaHEeHUs u/unu TpaHcnopTUpoBaHua Matepuana. Kak npaesuno, npegcrasnaeTr coboi 3oToHuYe-
CKWiA pacTBOP C KOHCEPBaHTaMu, PUKCUPYIOLLMI M NPEeAOXPaHAIOLLMIA KNETKM OT ObICTPOro pacnaaa.
[FOCT P 57004, cratbsa 2.1.5]

31.7

na6opaHT uMToNoruyeckon nadoparopuu; penbalep-nadbopaHT; UUTOTEXHUK; LUTOTEXHOSIOT:
Cneunanuct co cpeaHuUM crneumanbHbiM MeaULMHCKMM 06pa3oBaHeM, UMEIOLLIMIA COOTBETCTBYIOLLYIO KBa-
nudukaymio.

[FOCT P 57005, cratba 3.1.11]




rOCT P 57003—2016

3.1.8

uuTonarosnor; uuronor: Cneuuanuct, paboTalolmii B CUCTEME 37 paBOOXPaAHEHUs, NONyYUBLUWIA
BbICLLEE NPOECCUOHANbLHOE 00pa3oBaHne, UMEIOLLMIA NOATOTOBKY MNM NEPENOATOTOBKY NO CreunarnbHO-
CTU «KNUHMYECKas nabopaTtopHasi AMArHoCTUKa», NPOLUEALUMIA NOAFOTOBKY MO KIMHUYECKOW LUTOMOTUU.
MmaBHON (PYHKLMOHANbHOW 0053aHHOCTbLIO ABNSAETCA NPOBEAEHNE ANArHOCTUYECKOTO UCCNEea0BaHNUSA LMTO-
NOrM4ecKoro marepuana, pe3ynsratoM KOTOpOro ABNAETCA LMTONOIMYECKOE 3aKIioveHme.

[FOCT P 57005, ctatbs 3.1.12]

3.1.9

ID (identification): YHukanbHbIl naeHTUMKATOP, KOTOPLIA NPUCBAUBAETCA CUCTEMON KaXKaoW OT-
J€enbLHON 3anuCy UMK KaXKaoMy nauueHTy.
[FOCT P, cratbs 2.1.8]

3.2 CokpaweHus

B HacToslLLeM cTaHgapTe UCMONb30BaHbl CNEAYIOLME COKPALLEHUS:

AL — apTepuanbHOe AaBreHue;

BO3 — BcemupHas opraHusauus 3paBoOXpaHEHUS;
OHK — [e30KCUPMBOHYKNENHOBAS KMCNOTA;

Ky — XXUAKOCTHasA LMTONOrus;

nc — UH(popMaLUOHHAsA CUCTEMA;

nrx — UMMYHOTUCTOXMMUS;

MU — UMMYHOMOPAONOrMieckoe nccneaoBaHue;
nux — UMMYHOLIUTOXUMMUS;

KT — KOMMbIOTEPHAA ToMorpadus;

JIMMC — na6opatopHas MHpOPMALMOHHAA MEHEAXKMEHT-CUCTEMA;
Jinc — naboparopHasi UHPOPMAaLMOHHAsA CUCTEMA;
nny — ne4yebHO-NPOMPMNaKTUYECKOE YUPEKOEHME;
MKAT — MOHOKNOHAarbHbIE aHTUTENA;

MKB-10 — MexayHapoaHas knaccudukaumsa 6onesnen 10-ro nepecMorpa;
nupP — nonuMMmepasHas LuenHasa peakuus;

PN — pak nerkoro;

PHK — pUBOHYKNENHOBAs KMCOTA;

TTN — TpaHCcTOpakanbHasa NyHKLMUS;

Y3U — ynbTPa3ByKOBOE UCCIEA0BaHUE;

dNO — dhamunusa nMs 0T4eCTBO;

XOBJ1 — xpoHnueckas o6CTpykTuBHAA BonesHb Nerkux;
3Kl — aneKTpokapauorpamma.

4 Marepwan gnsi nccrnenoBaHusA

[nsa nccnenoBaHnsa MOXET ObITb MCMONL30BAH MaTepuan, NonyYeHHbln MoGbIM A4OCTYMHbIM CNoco6oMm
13 NaTonorM4ecKoro ovara.

4.1 BuoncuiHbIN MaTepuan

BuoncuiiHbIn Matepuan ucnonb3yeTcs Ans ruCToNnorn4eckoro NCCNefoBaHus u ABNsaeTca Hanbonee ao-
CTOBEPHbIM METOAOM YCTAHOBMEHUS AUArHO3a B OHKOMOMMM, MOMYYaETCa NyTeM MCCEYEHUS KyCOYKa TKaHU
Unu opraHa aAnst MMKPOCKOMWUYECKOro MCCNEeA0BaHMA B MArHOCTUYECKNX LIENSIX.

4.2 LluTonornyeckuit Mmatepman

B kayecTBe LUMTONOrMYECKOro Marepuana MoryTt 6bITb UCNONbL30BaHbI:

- oTneyarTok ¢ BUONCUMHOrO Matepuana, nony4eHHoro nobsiM U3 cNOCO6OB;

- cockob ¢ BuoncuMiHoro marepuana, nony4eHHoro nobbiM 13 cnocoboB ¢ AanbHENLUUM NEPEHECEHNEM
maTtepuana Ha npeaMETHOE CTEKIO B CIlyYae MCMOSb30BaHUS KIIACCUYECKUX MEeTOA0B NpoBomnoaroTOBKM Unn
B TPAHCNOPTHYIO XXUAKOCTL B Cry4ae ucnonb3oBanusa meroaa XL,

- CMbIBbI, aCNUpaTbl;
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- Marepuarn, Nnony4YeHHbli nocpeacTsom Gpawbuoncum;

- NYHKTaTbl, B TOM YUCIe MaTepuan, nony4YeHHbI Npu TPaHCTOpaKasnbHOM NYHKUUK.

4.2.1 MaTepuan, nosiy4eHHbIA Npu GPOHXOCKONUN

C6op martepuana npu 6pOHXOCKONUU OCYLLECTBNAETCA Pa3nUYHbLIMU criocobamu.

4.2.2 MaTepuan, nosiy4eHHbIA NPU TPAHCTOPAKANIbHON NMYHKLUMUN

Mpauna cbopa matepuana npu TpaHCTOPaKanbHOW MYHKUMM ANst NPOBEAEHUA LIUTONOIMYECKOro UC-
CneaoBaHusi NPUBEAEHDBI B NPUNOXEHUU A.

4.2.3 MokpoTta

Mpasuna coopa MOKPOTbLI A1 NPOBEAEHUS LIUTONOTUYECKOTO UCCIeA0BaHUSA NPUBEAEHbI B NPUNOXEHUN B.

5 MogroroBka u opopmneHne marepmana

MonyyeHHbI MaTepnan NEPEHOCUTCA HA NPEAMETHOE CTEKIO B Cry4vae UCNIONb30BAHUS KIAaCCUYECKUX
METO40B NPOoBONOArOTOBKM MW B TPAHCNOPTHYIO XMAKOCTb B CHy4ae MUCMonb3oBaHUA meToaa KL,

MeTtoabl NpUroToBNeHUA npenaparos, KOTOpble ByayT MCMONb30BaTLCA B KAXAOM KOHKPETHOM cnyyae,
AOmKHBI ObITh 3apaHee YeTKO CornacoBaHbl Mexay naboparopueit U BCEMMU OTAENEHUAMU U NPUKPENTEHHbI-
My JTNTY, 4TO AOIMKHO ObITb OTPAXEHO B COOTBETCTBYIOLLIEM AOKYMeHTe (npukase no JIMY unu Ha ypoBHe opra-
Ha ynpasneHus 34paBooXpaHeHUeM, Koraa peyb MAET O LeHTpanu3auuM uccneoBaHuin u/mnu NPUKpenneHumn
k maboparopuu apyroro JIY).

ABGCOMIOTHO HEAONYCTUMBIM SIBRSAETCA:

- UCMONb30BaHNE 3arpA3HEHHbIX, NOBPEXAEHHbIX NPEAMETHbIX CTEKON;

- UCMOMb30BaHNE ANA MapKMPOBKW NpenapartoB creknorpadoB-kapaHaailei craporo o6pasua, mapke-
POB Ha BOASIHOW OCHOBE;

- OTMNpaBKa AN UCCNea0BaHNS HEMapKUPOBAHHOIO MaTepuana;

- oTnpaBka Marepuana 6e3 conpoBOXAaOLLMX [J0KYMEHTOB;

- orcytcTBue B JIMY AOKYMEHTanbHO O(POPMMEHHOrO «NPUKPENnneHusi» K KOHKPETHOM naboparopuu ¢
yKa3aHuem CorrnacoBaHHbIX B3aMMHbLIX NPasun u TpeboBaHUM, KaCalOLLMXCA NOMYyYEHUs Marepuana, npuro-
TOBMEHUs npenaparos, 0hOPMNEHUA, AOCTAaBKM MaTtepuana aAnsi uCCrneaoBaHusi, CPOKOB OCTaBKK, NOBTOP-
HbIX UCCNEeaoBaHWUIA, CPOKOB NPOBEAEHUSI UCCNEA0BAHUA U NPEAOCTABNEHUA 3aKNIOYEHUI U OTYETOB, NOPsiAKa
HanpasneHWs NaLWeHTOB C BbISIBIIEHHOW NaTonoruen Ana aganbHenwero o06cneaoBaHnsa U neveHus.

6 NMpobonogroroBka

6.1 TpaAMLUMOHHBLIN (KNaccu4eckui) meton

6.1.1 Ecnu naboparopusi, B KOTOpYIO OTNpaBnseTca matepuan, UCNonb3yeT MeToAbl OKpacku marte-
puana no MannexHrenmy, no JleMwmaHy, no PomaHoBCKOMY, TO matepuan Heo6xoauMO HaHeCTU Ha npea-
METHOEe CTEeKNno, cTapasicb paBHOMEPHO pacnpeaenuTb ero No npenapary Ans nonyvYeHus MakcumaribHO
pPaBHOMEPHOrO TOHKOTO Crnosi (MOHOCI0S1), BO3AEPXXMBasACb NPU 3TOM OT CUNbHOTO AAaBMEHUs Ha npenapar
BO u3bexxaHue pasgaBnuBaHusi u/unu aedopmaumm knetok. OCTaBuTb Npenapar «OTKPbITbIM» ANSA NOACY-
LUMBAHUSA.

6.1.2 MapkupoBarth (noanucarb) npenapar, MCnonb3ysa NPOCTOl KapaHaaLl (€CNM CTEKNO UMeeT cneuu-
anbHo 06paboTaHHbIii Kpait), TYLUb UK NePMAHEHTHBIH MapKep.

Mpu mapkuposke ykasbiBaerca PUO nauuenta u/mnu ero ID (B cnyyae, ecnu COTPYAHUK, NPOBOASALLUIA
3abop marepuana ans uccneaoBaHus, U LuTonorudeckas nabopartopus CNonb3yoT eAUHYI0O MHDOPMALMOH-
HYI0 cucTemy). Bo3amoxxHO MCMONb30BaHME LUTPUX-KOAOB M HOMEPOB, NPUCBaUBAEMbIX UCCIIEA0BAHUIO MHAOP-
MaLMOHHOIN CUCTEMOW, €CIN UCMONb3YETCA LUTPUXKOAUPOBAHUE.

B nto6om cnyyae MapkupoBKa AOIDKHA ObITb YETKOW, YNTAEMON, HAAEXKHO 3aKPENIEHHON HA CTEKNE, He
CMbIBaEMOI BOAOM.

6.1.3 OBa3arensHO NoacyLLMBaHME BO U3BexaHue NOBPEXAEHUSA U/MNK CKNENBAHUSI NPU NEPEBO3KE.

6.2. MeToa XXUAKOCTHOW LIUTONOIMK

6.2.1 HenocpencTBEHHO Nocne NoNy4YeHUs maTepuan ¢ Kaxaon otaenbHOW To4ku 3abopa Heo6xoaumo
NMOMECTUTb B OTAENLHYIO BUAMy C TPAHCNOPTHOM XMAKOCTLIO U TEPMETUYHO 3aKPbITb KPbILLKY C LIENbLIO UCKIIO-
YEHUs BO3MOXXHOCTU NPONMBAHUA U UCNAPEHUSA COAEPKMMOTO.
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6.2.2 MapkupoBKa Buarn NpoBOAMTCS B NPOLIEAYPHOM KabuHETe HenocpeaCTBEHHO nocne 3abopa Guo-
marepuana.

[ns mapkupoBku BUan HeobxoamMMo MCMonb30BaTh NPOCTON kapaHAaly, pydky (Mpy Hanu4uumn y Buans 6y-
MaXXHOW 3TUKETKM) UNKU nNepMaHeHTHbI mapkep. MNMpu mapkuposke ykasbiBaetca PO naumenTa u/unm ero ID
(B cny4ae, ecnu cOTPyAHUK, NONY4AIOLLMIA MaTepuan Ana UccneaoBaHus y nauueHTa, u naboparopus ucnonb3y-
10T e1MHYI0 MHCHOPMALIMOHHYIO cUCTEMY). BO3MOXXHO MCNONb30BaHWE LUTPUX-KOAOB U HOMEPOB, NPUCBaUBaEMBbIX
MCCNeaOBaHUIO UH(POPMALIMOHHOW CUCTEMOW, €CNM UCNONb3YETCA LWTPUXKOAUpoBaHue. B nio6om cnyyae map-
KMPOBKA A0MKHA ObITb YETKOM, YNTAEMON, HAZIEXHHO 3aKPENNEHHONW Ha BUAarne, He CMbIBAEMOI BOAOW.

7 OTnpaBka u TpaHcnopTUpoBaHue MaTepuana B naéoparopuio

7.1 Marepuan, HanpaenseMblii B naboparoputo, CONPOBOXAAETCA 3aN0NHEHHbIM HANPaBNEHMEM HA UC-
cnefoBaHue.

7.2 B HanpaBneHuu, npunaraeMoM K Marepuany, 40ShkHa coaepXaTbCsl Kak MUHMMYM CrieayloLwas uH-
dopmayms:

- hamunusa, Ums, OTYECTBO NALMEHTA;

- hara poxaeHus;

- HOMEp uctopum Hone3Hu/amoOynaTopHOW KapTbl/aApyron HoMep, UAEeHTUULMPYIOLLUIA NALMEHTA;

- HAUMEHOBAHKE 3anPaLIMBAEMOTO UCCNEA0BAHUSA (HANPUMEP, LMTONOIMYECKOE UCCIIEA0BAaHNE MOKPOTBI»);

- NpuyauHa obcneioBaHUA UNU AUarHos;

- KONUYECTBO NpenapaTtoB UMM BUan C Matepuanom U AaHHbIE, KAKOW M OTKYAA KOHKPETHO (M3 Kakux
y4acTKOB) Marepuan B HUX COAEPXMUTCS, B Cny4vae LWTPUMXKOAUPOBaHMS npenaparoB/sBman ata uHdopmauus
yKa3blBaeTCa B HaNnpaBneHUU HaNPOTUB KaXA0ro WTPUX-KoAa;

- Aarta u Bpems cbopa martepuana;

- hamunua 1 KOOpAMHAaTLI HANPaBUBLLETO MaTepuan Ha UccneaoBaHue.

7.3 HanpaeneHue MoxeT ObiTb 0¢hOPMITEHO B 9MEKTPOHHOM Buae npu Hanuuum JIC u 4omkHO AaBaTh A0CTYN
K YKa3aHHOW MHpopMaLmm B paMkax npas AOCTYNAa K MHGOPMaLMK KaKI0r0 KOHKPETHOTO MEAULIMHCKOTO paGoTHMKA.

7.4 NpuemM MaTepuana AOMmKeH 0CYLLECTBNATLCA OTBETCTBEHHbIM COTPYAHMKOM naboparopuu noa pac-
MUCKY C yKasaHueM Aatbl 1 BpeMeHu AocTaBku. [lopaaok A0CTaBKM U NpUeMa Takke AoIbkeH ObiTb COrnacoBaH
mexay MY n nabopartopueil, YTo AOMKHO ObiTb 0POPMIEHO AOKYMEHTANBHO.

8 abopaTopHbIN 3tan

8.1 TpeboBaHUA K MEAULIMHCKOMY NepcoHany

8.1.1 MeauUMHCKOW nepcoHan, OCyLLECTBASIOLLMIA AUArHOCTUKY NO LIMTONOFMYECKUM NpenapaTam, Aos-
XeH ObITb NpeaBapuTensHO NOATOTOBNEH M 0ByyYeH AMArHOCTUPOBAHUIO MO Npenapatam, OKpaweHHbIM No
UCnonb3yemMoii B nabopaTopum meToauke.

8.1.2 CotpyaHuku JIMY, otnpasnswowme Marepuan Ana UCCneaoBaHUsl B KOHKPETHYIO naGoparopwuio,
JOIMKHbI 3HATb, KAKOW METoA MpoBGoNoAroTOBKM M OKpalLMBaHWUA Mcnonb3yeTca B naGoparopun, Tak Kak 3to
BnusAET Ha BbIGop cnocoba 3abopa, XpaHeHus1 U TPaHCTIOPTMPOBAHUA MaTepuana. 3To AOIMKHO ObITb NpeaBsa-
puUTENbLHO cornacoBaHoO U OrOBOPEHO B Npukase o npukpenneHHocTu JMY k koHkpeTHoW naboparopuu. Mare-
pvan ana nccneaoBaHua JOSHKEH rOTOBUTLCA W TPAHCMIOPTMPOBATLCA B Nabopatopuio ¢ yueTom TpeGosaHui
meToAa, ucnonbL3yemMoro naGoparopuen.

8.1.3 B pamkax nposeaeHuns uccnenosaHusa Lutonorundeckan naboparopusi OCyLLeCTBRSET:
npuem martepuana;

- perucTpaumio;

- Npo6onoaroToBKY;

- NpOBEeAEHNE UCCrea0BaHus;

- OLIEHKY pesynbTaTtoB UCCre0BaHus;

- hOpMMPOBAHME 3aKMIOYEHUsT MNM NpoTokona'!) nccneaoBanna n pekoMeHaaLNi;

1) MpoTokon nccneaoBaHUs copepXuUT onucaHue MakponpenapaTa, cnocoba NpoGoNoAroTOBKK, OKPACKM, OLIEHKU WUH-
hOPMATMBHOCTM (C pa3bACHEHNAMM B Clly|ae MarionHgOpMaTUBHOTO UM HEUHGOPMATUBHOTO MaTepuanay; AnarHos Unu onu-
caHue LIMTONOru4eckoii KapTuHb! (€Crin HEBO3MOXHA NOCTAHOBKA KOHKPETHOMO AvarHo3a); BpeMsi 1 faTy NpoBeeHHOro uccre-
J0BaHUS; JOIMKHOCTY, (haMUUK 1 NOANUCH COTPYAHUKOB NMabopaTopuu, y4acTBOBaBLUMX B NPOBEEHN aHHOMO UCCIe0BaHUS.

5



rOCT P 57003—2016

- peLueHne 0 HeobxoaMMOCTN NPOBEAEHUS AONONHUTENBHbBIX METOOB;

- UCCNEefoBaHusA, a TaKkKe MONEKYNAPHO-TeHETUYECKMIA aHanus;

- CUCTEMAaTUYECKMIA KOHTPOMb Ka4ecTBa UCCNEeA0BaHMIA.

B pamkax nccneaoBaHus LUTONormyeckas nabopartopus HECET OTBETCTBEHHOCTb:

- 3a BeJleHNe JOoKyMeHTaLuu, B TOM YUCHe OTYETHOM;

- CBOEBPEMEHHOCTb M YETKOCTb UCMOSTHEHUSA NPOTOKONOB UCCIEA0BaHWUN;

- cobnoaeHne CpoKoB NPOBEAEHMS UCCIIEA0BaHNI U BblLAYMN 3AKIIOUYEHNI;

- COBRIOAEHNE COTPYAHUKAMU HOPM MeauLMHCkon aTukn) u neontonornu?).

8.1.4 PykosoauTtens nabopartopuu UMeeT npaso TpeboBaThb OT BbILLECTOALLMX PYKOBOAUTENEH U KypUPY-
IOLLMX OpraHu3auui COAenCcTBUA B OCYLLECTBNEHUN AENCTBUI 1 MEPONPUATUN, NPOM3BOAUMBIX U NPOBOANMBIX
B paMKax ANarHOCTUKK.

8.2 Npuem maTtepunana B naGoparopum

Mpuem maTtepnana B naboparopum OCyLLUECTBNAETCA HENOCPEACTBEHHO NOCHNE €ro A0CTaBKM.

CoTpyaHUK, OTBEYAIOLMIA 3@ 3TOT pasgen paboT, AOMKEH NPOBEPUTL COOTBETCTBUE NPEACTaBIIEHHOIO
marepuana 3anucu 0 Hem B CONPOBOXAAKOLLEM AOKYMEHTE.

8.2.1 NNabopatopusa MOXET 0TKa3aTbCsi OT NpUema Matepuana B cnyqae, ecnu:

- OTCYTCTBYET Unu He 0hOPMIIEHA Hagnexalum o6pa3om ConpoBoXaaloLWasn AoKyMeHTaLus;

- He MapKUpOBaH maTtepuan;

- KOHCTaTMpyeTCs HapyLLEeHWe COXPaHHOCTM (LENOCTHOCTU, TePMETUMHOCTU B Clly4ae, ecnu A0CTaBnsieT-
CS1 )KMAKOCTb) YNAKOBKU UMK NPEAMETHOrO CTeKna;

- 04€BUAHO HApYLUEHME YyCnoBuii coopa, XpaHeHus u/unm TpaHCNopPTUPOBAHUA.

8.2.2 OTkas B npueme marepuana ¢ ykasaHuem npuunHbl GUKCUPYETCA B OTAENLHOM XXypHarne u 3ase-
psieTca noanMcAMU 06enx CTOPOH.

8.2.3 Peructpauus oCyLLECTBNAETCA B XXypHane pernctpauuu matepuana: B JIMMC wunu, npu otcyT-
ctBun VIC, B BymakHOM >XypHamne perucrpauuu matepuana.

8.3 MpobonoaroroBka

8.3.1 TpaauUMOHHO NPUrOTOBMEHHbLIE NpenapaTbl OKPAaLIMBAIOTCA annapaTtoMm Ans aBTOMaTUYECKOW
OKpacku npenapatoB C YETKUM cOOniogeHneM NpoTOKONa OKpalLMBaHUsA (BPEMEHM 9KCno3uummn B dpukcaro-
pax u Kpacutensx, cpoka rogHOCTU NPUrOTOBIIEHHBLIX PeareHToB U T. 4.). Hagnexut ucnonbL3oBatb OAUH U3
cnepyowmx o6LLEenpUHATLIX METOA0B: OkpaluuBaHue no Mannedreimy, no JleliumaHy, no POMaHOBCKOMY,
no Manaxukonay.

8.3.2 B cnyyae ucnone3osanus metoga XL npenaparbl OKpalLMBAIOTCS MO NPOTOKOMNY, YCTAHOBMNEH-
HOMY MpoOWU3BOAMTENEM ANA ucnonb3yemoro obopyaoBaHus. Crieayer obpatuTb BHUMAHWE Ha NepeyeHb
TpeboBaHuin K MCNONBL3yEMOMY 060PYAOBAHUIO U peareHTamM Ansi XXMAKOCTHOW LMTONOrUM (CM. NpUnoxe-
Hue B).

8.3.3 na uccnenosaHua metoaom XKL, MoryT ObiTb UCNONb30BaHbI LMTOLEHTPUMYrU, 0gHako crneayet
YUYUTbIBaTb, YTO OHU HE OGecneunBaloT oxmaaemyio ot meroaa KL, aBTomarn3auumio U craHaapTusaumio Ha
BCex aranax npobonoarotoBku. MoAroToBNeHHbIE COOTBETCTBRYIOLMM 06pa3oM npenaparbl C HanpaBneHmeM
Ha uccneaoBaHue nepeaaTcs COTPyAHUKAM, OCYLLECTBRSIOLMM NPOCMOTP U OLIEHKY Marepuana.

1) MexayHapoaHblil Koneke MeAULMHCKOR 3TUKN NPUHAT 3-if FeHepankHoii Accambneeit BceMUpHOii MeaNLUMH-
cKkoit accoumauum (JloHgoH, BenukoGpuTanus, okTabpb 1949 r.), pononHeH 22-it BceMuUpHOiA MeguLMHCKoin accambne-
et (CugHei, ABcTpanus, asryct 1968 r.) u 35-i1 BcemupHoit MmeguuuHcKoit accambneeit (BeHeuusn, Utanus, oktabpb
1983 r.).

2) MeguunHCKoit AeoHTOMNOMel Ha3bIBAETCA yYeHUE O [OMKHOM MOBEfleHUN MEAULMHCKNX PpaBOTHUKOB, Crnocob-
CTBYIOLLEM cO34aHUI0 Hanbonee GriaronpusTHoW 06CTaHOBKW ANS Bbi3A0POBNeHUst 6onbHOro. [ns 3aMeHbl NOHATURA «Bpa-
YebHas aTukay» xupypr H.H. Metpos B 1944 1. BBEN B PYCCKUI A3bIK TEPMUH «MEAULIMHCKAA A€OHTONOMUSA» (Ap.-rped. déov —
DOMXHOE, Hagnexallee; Adyog — y4eHWe), pacnpocTpaHUB €e NPUHLMMLI Ha AEATENBHOCTb MEAULIMHCKUX CecTep.

MeguUMHCKas eoHTonorvs Brrito4aeT B cebs:

- Bonpocekl cobrogeruns BpadyebHol TalHbI,

- Mepbl OTBETCTBEHHOCTU 3a XWU3Hb U 340POBbE GOMbHBIX;

- NpobremMbl B3aMMOOTHOLLEHUI B MeAULIMHCKOM coobLuecTse;

- Npobrembl B3aUMOOTHOLLEHUIA ¢ BONBHBIMU U UX POACTBEHHUKaMMK;

- npaBuna OTHOCWUTENBHO UHTUMHBIX CBA3EW MeXZy Bpa4doM U nauueHTOM, paspaboTaHHble KoMUTETOM No aTuYe-
CKUM W NpaBoBbLIM BONpocam npu AMepUKaHCKO MeguLMHCKON accouuaLmm.
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8.4 Mukpockonus

8.4.1 MNpenapatbl Npu NPOBEAEHNM LIMTONOTMYECKOrO MCCNEefoBaHUs TPaaULMOHHO U3y4aloTcs C uc-
nonbL30BaHMEM CBETOBOW MUKPOCKONUW B NPOXOASALLUEM CBETE.

8.4.2 B 3aBMUCUMOCTHU OT CAEMAHHLIX NOCNE OLEHKU MaTepuana BbIBOLOB, CTEMEHU AeTanu3auun LuTo-
noruyeckoro guarHosa, MHpopMaTuBHOCTU MaTtepuana, npu HeobxoaAMMOCTM NOCNe COrnacoBaHus C neda-
LWKMm Bpayom nauueHTta HasHayaltea NLX nccneagosaHus ¢ onpeaeneHHoimn MKAT.

8.5 OueHka pesynbraToB

8.5.1 LiuTonornyeckme npenaparbl, NPUrOTOBMEHHbIE KNAacCUYeCKMM CnocoBoM, MOTyT OUeHUBaTb Npo-
LefLune cneunansHylo NoaAroToBKY COTPYAHUKM LIMTONOrMYeckon nadoparopum.

8.5.2 CoTpyaHuK gonyckaercs Kk paboTe no OLEHKE LIUTONOrMYECKUX NpenapaToB TOSNbLKO NO pacnopshke-
HUIO pyKOoBOAMTENA nadoparopuu.

8.5.3 Cpoku xpaHeHus npenapatos!) ¢ BbISBNEHHONH OHKONATONOrMEN ACIKHLI COCTABAATL HE MEHee
10 neT (ans nabopatopuii yupexxaeHuini HEOHKONOrM4Yeckoro Npocuns), He MeHee 25 NeT — ANS yUpeXKaeHuit
oHKonoruyeckoro npodunsa. Cpoku xpaHeHus npenaparos 6e3 natonoruu (AN KOHTPONA KayecTBa) — He
meHee 10 pabounx gHein.

8.6 KayecTBO UccnenooBaHunA

8.6.1 OcHOBHbIE METOAbI KOHTPONA KayecTBa

8.6.1.1 MNepuoagnueckun ObICTPbIM NMPOCMOTP BCEX NPenapaToB, B KOTOPbIX HE HANAEHO NaTONOrMYeCcKux
U3MEHEHUIA 3a BbIBPAHHLIN NEPUO BPEMEHMU.

8.6.1.2 TwarencHoe usyyeHune 10 % cny4anHo oTobpaHHbIX NpenapaTos, B KOTOPLIX HE ObINO BbISIBNEHO
N3MEHEHUIA.

8.6.2 KoHTponb nepuognyecku npoBOAUT APYrow UMTONATONOr UNK pykoBoauTens nabopartopuu. [aH-
Hasa npoueaypa yCTaHaBnMBAETCS COOTBETCTBYIOLUMM AOKYMEHTOM (NPUKA30M NN PacnopsbKEHUEM) MO na-
6opatopum.

8.6.3. KoHTpons kayecTBa ob6sA3aTeneH K npoBeaeHuto BO Bcex nabopatopusx.

8.7 ®opmupoBaHue 3akrnroYeHUA

8.7.1 MNocne oueHKU nNpenapaToB COTPYAHUK, OCYLLECTBNSABLUMIA uccnegoBaHue, hopMynupyeT 3aknio-
YeHue, KOTOpPOoe AOSMKHO COaepXKaThb:

- OLiEHKY MHOPMAaTMBHOCTU Npenapara;

- COGCTBEHHO 3aKMNIOYEHUeE;

- pekoMeHZauuu, ecnm TakoBble MMEIOTCS, B TOM YUCHe NO NPOBEAEHMIO AONOMHUTENbHBLIX UCCNEea0-
BaHMWN.

8.7.2 3aknodeHne fomkHO BbiTb ohopmneHo pa3bopunBo, C 3anN0OfIHEHMEM BCexX rpad U AOIMKHO Co-
aepxarb MHpopmauuio:

- 0 naGoparopuu, B KOTOpPOI NPOBOAUNOCE UCCNEL0BaHUE;

- METOAE UCCNEeA0BaHUS;

- UCNONbL30BAHHBLIX METOAMKAX MPOGONOATrOTOBKM;

- JOMKHOCTU uccneaoeartens;

- ®NO nccnegosarens.

8.7.3 [pu Hanu4yum NonHoUeHHO byHKUUOoHUpYoLwen JTMMC B nabopatopum popMmMpoBaHue 3anonHeH-
HOFO 3aKM4YeHUs NMPOM3BOAUTCS aBTOMATUYECKM MOCNE «MNOANMMCAHUSY UCCreaoBaTenemM BHECEHHOW B UC
nHcopmauum.

) Ons apxvBMpoBaHus npenapaTos Ha MPeAMETHbIX CTeKNaXx B LIMTOMNOrMYeckix NabopaTopusix foMmKHel GbiThb Bbi-
feneHbl 3anuparoLyuecs nomelleHuns, obecrneveHHble JOCTaTOMHBIM KOMMYECTBOM CTennaxen (4na XpaHeHus npenapa-
TOB B ALLMKaX) UNK cneLmanbHbiX apxXuBHbIX LWKados. CopTUpoBKa NpenapaTos B apxMBe — M0 JaTam peructpalum mate-
puana B nabopatopuu. Mopsaok AoCTyna B NOMELLEHWE apX1Ba, CrIMCOK COTPYAHUKOB, KOTOPLIM STOT AOCTYN paspeLueH,
a TakKe NopsAoK XpaHeHus, ydeTa, Bblgaqn (NPU HamM4yMm NMCbMEHHOro 3anpoca), YHUHTOKEHUS N0 UCTEYEHUN CPOKOB
XpaHeHUs oroBapuBaroTcA B MMCbMEHHOM pacropsXeHun 3as. nabopaTopueid. MNpu Hanu4uu B nabopaTopun HagexHo 3a-
MUpaLLMXCA METanMUYecknx apxXuBHbIX LLKadhoB BO3MOXHO UX pasMellieHne Ha TeppuTopum nabopaTopum BHe 0TAenbHO
3anuparLuxca NoMeLLeHMNA.
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9 lononHuTternbHbIE UccnegoBaHUA

9.1 Metroa ummyHomopdonormm (MMMyYHOTrMCTOXMMUM, UMMYHOLIUTOXMMUMN)

Bpay, BbINONHAIOLWLMIN UCCNEA0BAHUE, IOIDKEH ObiTh B PABHOW CTENEHU KOMMNETEHTEH Kak B TPaAULMOH-
HOW anarHoctuke, Tak u B UMX (MUX) nccnegosanum.

Pewenue o nposeaeHnu UMW, paBHO kak u BbIBOp anroputma uccrneqoBaHusi, IpUHUMAETCS TONMbKO No-
cne BbINOMIHEHNSA MOPOOrN4EeCKOro (LUTONOrMYECKOro UMM rMCTONOrM4ecKoro) MCCrneaoBaHua n NOCTaHOBKK
Mopdponormyeckoro gmarHosa. 310 pewieHne Mopdonor (UMTONOr/TUCTONOr) AOIMKEH NPUHUMATL COBMECTHO
C KNUHULUCTOM, onpeaenus LenecoobpasHocTb BbinonHeHuss UMW. To ecTb, ecnu OH npegnonaraer BO3MOX-
HOCTb Pa3snU4HbIX BAPUaAHTOB BEAESHUS NAaLUMEHTa, B 3aBUCUMOCTH OT onpeaeneHHoro pesynsrara UMA.

Takum 06pasom, Bpay 40MKEH MMETb KOHKPETHbIA U MOCNEA0BaTENbHbIA NaH He TONbKO 06cneaoBaHus
60NbHOTO, HO U BEPOATHBIE BAPUAHTHI €F0 NEeYEHUs B Cllydae noryyeHusl Toro Unu MHOro Mopconoruyeckoro
NN UMMYHOMOPEONOrMYECKOro 3aKmnHEeHUs.

Lienecoobpa3sHo B 6ONbLMHCTBE CrlyyaeB UCMOMb30BaTh NO3TanHbii anroputm MM B 3aBUCMMOCTU OT
CTENeHM AeTanMsaumm AnarHosa, Nofy4YeHHOro Npy LIUTONOTMYECKOM MK TMCTONOrMYECKoM nccneaosanun’).

VMW, BLINOMHEHHOE PYYHBIM METOAOM, — TPYAHO CTaHAAPTU3MPYEMblii npouecc?, pewenne o6 uc-
Nonb30BaHWMKU KOTOPOrO AOMKHO ObiTb YETKO COMNAacoBaHO C agMUHUCTpaumeii JY.

9.1.1 OcHoBoi ULLX meToaa ABNSeTC MMMYHONOIMYEeCKas peakuusi aHTUreHa u aHturena.

9.1.2 Aina NLUX uccneaoBaHua, HanpaBreHHOrO HaA YTOMHEHWE AMAarHosa, onpeaeneHue XMMUopesu-
CTEHTHOCTM OMyXOMnu UMW NPOBOAUMOrO C APYroM LENbio B UHTEPECcaxX NaLueHTa unm B pamkax Hay4yHoro uc-
cneloBaHns, MOXET 6bITb UCNONb3OBAH HATMBHBIW LIUTONOTMYECKUI MaTepuan TOMbKO B TOM Cryyae, Kkoraa
3apaHee U3BECTHO, YTO B NpenapaTte UMEETCA AO0CTaTOMHOE KONMYECTBO COXPAHHOrO Marepuarna, npuyem
WMEHHO TOr0, KOTOPbLIW ABNAETCA NPEAMETOM UCCNEAOBAHUS, NPU YCIIOBUM, YTO UMEIOLLErOCs UHOPMATUB-
HOro Marepuana AOrmKHO XBaTUTb (N0 MHEHUIO OTBETCTBEHHOIO Bpaya) Ans NPOBeAEHUSA MOMHOLEHHOIO UC-
cnefoBaHus ¢ 3apaHee onpeaeneHHbIM anropuTMOoM.

OTUM TpeBoBaHUSIM B NOSIHOW Mepe MOTyT COOTBETCTBOBATH TOMbLKO NpeENnaparbl, NPUrOTOBMNEHHbIE METO0M
XKL Ha o6opyaosaHuK, o6ecne4msaloLLeM XopoLLee Ka4ecTBO U MAEHTUMHOCTb CEpUM MOHOCTOWHLIX NPENnaparoB.

9.1.3 MNpuHumnuansHasa metoauka VLX nccnegosaHns npu oTcyTCTBMM B naboparopum UMMYHOCTEN-
Hepa cneayoLlas:

- thukcauus;

- MapKMPOBAaHHbIE NpenapaThbl, MPUroTOBMNEHHbIE MoGbIM U3 CNocoBoB, NOcNe 3aMOPaXKUBAHUSA UMK Cpa-
3y nocne npuroToBNeHNs U NOACYLLMBAHUA HEOBX0AUMO (PMKCUPOBATL B OXNaX4EHHOM B MOPO3UIILHOI Ka-
Mepe aueToHe B TedeHue 30 ¢;

- nocne dukcaumm noacyLnBaThb B Te4eHue 5 ¢.

B cniyyae ecnu ncnonb3yetca npenapart, MPUroTOBNEHHbIN KNaccuyecknm (PyYHbIM) cnocobom, o6BecTm
uccnegyeMoe MUHW-None npenapara cneuuanbHbiM UMMYHOLUTOXMMUYECKUM KapaHaallom Ana orpaHuye-
HUA 1 BU3yanusauum «pabodero nons» npenapara u npefoxpaHeHus OT pacTekaHusa peakTueos. MNpoueaypa
MLX okpalumBaHuA BbIMOMHAETCA NO METOAMKE, Npeanaraemoii KomnaHmen — Npou3BoauTEeNeM peakTUBOB.

Crekna, nocrne MapkupoBKM M IMKCaLMKU, aKTUBHO MPOMbIBaIOT B ByhbepHOM pacTtBope (Hanpumep,
DAKO TBS, pH 7,2-7,6) B Te4eHue 10 MUH (ECNK MHOE He YCTaHOBMEHO NPOU3BOAUTENEM PEAKTUBOB).

) Tak, npu oTCYTCTBUN YBEPEHHOCTM (MO pe3ynsTaTamM MopdOriorMieckoro UCCNeoBaHNs) B IMCTOreHese onyxo-
N 1 0QHOBPEMEHHO NPU 3HAYUMOCTU STOW XapaKTepUCTUKKN AN AanbHelillero BeAeHUs nayueHTa LenecoobpasHo Bbl-
NOMHUTL UCCrefoBaHUs, KOTOpble MO3BONAT NONYYUTb OTBET Ha 3TOT Bonpoc. Hanndne akenpeccun CK 7 u/mnu CK 20
MO3BOSMMUT BbICKa3aTbCA O TOM, YTO UCCneayeMasn Onyxonb SBnseTcs ageHokapLUMHoMoi. MNpu 3TOM B KreTkax ageHokap-
LmHoMb! nerkoro akenpecens CK 7 valle BelpaxeHa, Yem CK 20, a akcnpeccus CK 20 npu oTeyTeTBUM akenpeccun CK 7
C HanbonbLUeil BEpOATHOCTBIO YKaXET Ha MeTacTaTU4ecKuii xapakTep ageHoKapLUMHOMEL. YToBbBI YyTOUHUTL OpraHHyto npu-
HaAneXHOCTb 3TOW OMyXOnuW, €CNU 3TO CYLLECTBEHHas MHOPMaLMs B KOHKPETHON cUTyaLWn Ans onpeaeneHns TakTUku
Be[leHUs nauueHTa, MOXET OKa3aTbCs AO0CTaTOMHbIM npoBegeHne nccnegoBanna ¢ MKAT TTF-1. TTF-1 nonoxuTensHasa
3KCMpeccus MOXeT HabnrofaTbes B KreTkax GonblUMHCTBA afeHOKapLMHOM MErkoro W B KNeTkax onyxonu LUTOBUAHON
xenesbl. Ecnn Mopdhonor He MOXeT YBEPEHHO UCKIIOYUTL NMPUHAAMEXHOCTb UCCIeAyeMO OMNyXOomnu K LLIMTOBUAHOW Xere-
3e, Lienecoo6pasHo BbINONHUTL UcecnegoBarune ¢ MKAT TupeornobynuHoM. MonoxutensHas akcnpeccus TupeornodynuHa
B 3TOM CrlyMae YKaxeT Ha NpuHagneXHocTb ONyXosu K LUMTOBMAHOI xenese. OTpuuaTenbHasa 3KCnpeccus — K erkomy.

2 MMMyHOMOpPONOrnYeckoe UCCneaoBaHne — JOPOrocTOSLWMA, ANUTENBHEIA, MHOro3TanHkI Npolece, Tpeby-
IOLLIMIA NOCTOSIHHOIO MPUCYTCTBUSA CneLuanucTa, co CBoei cnelndrKon Ha Kaxaom aTane uccrnegoBaHus. Jiobas HeTou-
HOCTb B UCMOSMHEHWUW NPOTOKONa UCCefoBaHUs BreYeT 3a coboil UCKaXeHWe pesynbTaToB UCCNEAoBaHUS U LeNnaeT ero
6ecCcMbICIIEHHBIM.
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Onsa 6nokupoBaHUsi 3HAOreHHOW NepokcUaasbl BOSMOXHO MCMNONb30BAHWE CBEXENPUTOTOBMEHHOIO
3%-Horo pacTBopa nepekucu Bogopoaa B tedyeHne 5-10 muH.

O0pa3sLbl aKTUBHO YETbIPEXKPATHO NPOMbIBaTh B OyhepHOoM pacTeope B TedeHne 10 MuH.

3aTem HaHeCTU pa3BeeHHbIE B COOTBETCTBUM C YKA3aHUAMU (DUPMbI-NPOU3BOAUTENS NEPBUYHbIE aHTU-
Tena B 06beme 50 Mkn HA ogHO MUHK-NoNe npenapaTa. MHkybaLuuo npoBoAnTL NP KOMHATHON TeMnepaType
B Te4yeHne 30-60 MUH B repMeTUYHON BNadkHON kamepe (BO n3bexxaHue BbICbIXaHUsi peakTuBa), eCru nNpous-
soauteneM MKAT He ykasaHo mHoe. [NapannenbHO CTaBUTCA OAWH HEraTUBHbIA U OAWH MO3UTUBHbIA «KOH-
Tponby». 3aTem npenapaTkl aKTUBHO NPOMBIBaTL N0 5 MUH B YeTbipex cMeHax OydepHoro pacTeopa.

Cucremy Bu3yanusaumu Heo6xogMMo NPUMEHSTb COFNacHo NpusiaraeMon K Heil MHCTPYKLMK.

BbisiBneHne nepokcuaasHom akKTUBHOCTU MPOBOAUTL C UCMONbL30OBaHWEM CNeluanbHbIX peareHToB (Ha-
npumep, ¢ OAB Chromogen) unu nHOro aHanorMyHOro peakTmea Apyroro NPOU3BoAUTENSA. TPUXAbl NPOMbITb
npenaparsl B AUCTUNNMPOBaHHO Boge. Okpacutb remarokcunuiom Marepa B Teyenme 20-30 c. Mpenapatbl
NOACYLUMTb, NOKPbITb MOKPOBHBLIM CTEKMOM (MMEHKON), NOCNE YEro OHU MOryT ObITb UCCNEAOBAHbI.

9.1.4 OueHka NLIX peakuum NpoBOAUTCS Ha yyacTkax npenapara ¢ MakCUMarnbHbIM OKpaLLUBAHWUEM B
cpeaHeM Ha 200 onyxoneBsbIX KneTkax, Ho He MeHee yem npu 100 kneTkax B mpenapare.

Heobxoaumo NpuHUMAaTh BO BHUMAaHWE, YTO;

- AepHasa peakumsa NPosiIBNAETCA UHTEHCUBHBIM OKpaLLUMBaHUEM SAPA;

- uMTOonnasMeHHas peakums — Auddy3HbIM OKpaLUMBaHUEM LUTONMIA3Mbl UM OTIIOKEHUEM FpaHyn B
BUAe rpy6bix nsiTeH u sepen’;

- MembpaHHas peakuusi — aAndPy3HbIM OKpaLUMBAHUEM MEeMBpPaHbI.

Peakuuio cuntarsb:

- OTPULUATENBHON — NP MOMIHOM OTCYTCTBMM WU BKCNPECCUM aHTUTeHa MeHee YeM B 5 % onyxonesbix
KneTok;

- cnabo NONOXUTENbHOW — NPU HANUYMK peakumn B 5—25 % KNETOK;

- NONOXWUTENbHON — Gonee yem B 26 %;

- BblpaXxkeHHON — 6Gonee 4YeM B 60 % KneTok;

Mpu oueHke NpUHUMAaTbL BO BHUMAHUE UHTEHCUBHOCTb M MOMHOTY OKpaLLMBAHMSA KNETOK.

9.2 MeToaMka UMMYHOLUTOXMMMUYECKOTO UCCIIeA0BaAHUSA NPU HANTMUYUK
B nabopaTtopum UMMyHOCTenHepa

MLUX npu Hannyun B naboparopun MMMYHOCTEHEpa BbINOSHSATL N0 METOAUKE, NPEATOXKEHHON NPOU3-
BOAUTENEM JaHHOro obopyaosaHus ana UMX, HO ¢ aTana «AeMackMpoBKay, €CMM UCMOMb30Banach TPaHC-
MopTHasA MNKU KOHCEPBUPYIOLLAS XUAKOCTbL, coaepxalyas popManvH, unu co Creayowero 3a «AeMacku-
POBKOV» 9Tana, ecnu AnA CoXpaHeHuss Matepuana opManuH unu opManmHCoaep KaLlmi KOHCEPBAHT He
MCNOMb30Barncs.

9.3 MeTooMka MMMYHOIrMCTOXMMUYECKOTO UCCeA0BaHUA

MpoeeaeHune UIMX nccnenosaHnsa OCyLLECTBNSETCA B COOTBETCTBUU C UHCTPYKUMEN K 060pya0BaHUIO 1
UCMONb3yeMbIM peaKkTMBaM.

TpakToBKa pesynsTaToB MCCREAOBaHUS OCYLLECTBISETCA HEMOCPEACTBEHHO BpPayvOM, BbINOMHSABLLUM
MOPEOIOrMYECKYIO (LIMTOMOTMMYECKYIO UM TMCTONOTMYECKYIO) ANArHOCTUKY, UMK C €r0 Yy4aCTUEM.

KpaiiHe Ba)KHO yuuTbIBaTb, YTO OCHOBHLIMU OCTAKOTCH TPAAULIMOHHBIE LIMTONOTMYECKOE U TMCTONOrnYe-
CKO€ 1ccrneaoBaHusa U BbIOOP TOr0 AWM MHOTO anropuTMa AWarHOCTUKM 3aBUCUT OT PeayrnkTata MMEHHO STOro
uccrneaoBaHus.

9.4 MonekynsipHO-reHeTUYeCKue uccrnenoBaHus

Moa MomnekynspHO-reHeTUYeCKUMU MEeToA4aMn AUArHOCTUKW paka nerkoro nogpasymeBaroTcs MeTofbl
BbIABNEHNSI KAYECTBEHHbIX W/UIMKN KONMMYECTBEHHbIX M3MeHeHUI Ha ypoeHe JHK n PHK ¢ uensto npegocraene-
HUA nevallemy Bpadvy He0OX0AMMON AnsA NeYeHus naumeHTa nHdopmauuu.

1) LiuTonnasmeHHyto peakumio gator 6enok S-100, BUMEHTUH, [ECMUH, TUPEOrNoGyNuH, KanbLWTOHWH, LUTOKepa-
TuHbl, CD-45, PSA n HBME-1. OTnoxeHwve rpaHyn B Buae rpybeix NATEH U 3epeH B LuTonnasMe Gornee xapakrepHo ans
XpoMmorpaHuHa A, cuHantodusnHa n HMB-45. MembBpaHHoe oKpalumBaHMe HabnogaeTcs NMpu NpoBeAeHUN peaKkuun ¢
oHkonpoTenHom C-erb, B-2 u SMA.
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Mpumepamu MONEKyNAPHO-reHETUYECKUX UCCNEeaOoBaHUI SBNAIOTCH BbISIBNEHUE aKTUBUPYIOLLUX MyTa-
umin rena EGFR, TpaHcnokauuin ¢ ydactuem reHa ALK B o0pasuax onyxoneBou TKaHu.

9.4.1 Llenecoobpa3Ho pacnonarartb naboparopuio, NpOBOAALLYIO MOMEKYNAPHO-TEHETUYECKUE UCCNENO-
BaHusA (MUP, metoab! «in situy rubpuausaumu, cekBeHUpOBaHNE HYKINENHOBBIX KUCANOT), B COCTaBe LIUTONOIM-
yeckon (Mopdonoruyeckomn) nadoparopum.

9.4.2 NaGoparopus, paboTaoLas ¢ BblAeNeHWEM U aHANM30M HYKINEUHOBLIX KUCIOT, I0IDKHA pyKOBOA-
cTBOBaTbCA Npasunamu [3] ¢ y4etom cneumdmkn MCNOnb3yeMbiX METOA0B, 000PYAOBaAHUSI U PEareHTOB.

9.4.3 B kavecTBe uCTouyHMKA matepuana ana sbigenednsa OAHK ansa MonekynapHo-reHeTM4eckoro aHa-
nu3sa mMoryT ObITb MCNOMNb30BAHbI;

- TMCTONOrMYECKUe npenapartebl (MaTepuan Ha NPEAMETHOM CTeKrne);

- Bnoku;

- uMTOonoruyeckue npenapatbl (Marepuan Ha NPeAMETHOM CTEKMe);

- yuToBnNOoKM;

- LIMTONOrMYECKMIn MaTepuan B TPAHCNOPTHOW (KOHCEPBUPYIOLLIEN) XXMAKOCTU C KNETOYMHON B3BECHIO U3
BUarnbl, OCTaBLUECA NOCIEe NPUroTOBNEHUA LUTONOMMYECKUX Npenaparos.

9.4.4 MNMpu HanpaBneHUM Ha MONEKYNAPHO-FTeHETUYECKOEe nccneagoBaHue cneunanuct-mopdonor (uu-
TONOr/rMCTONOr) B 3aKIMIOYEHUU AOMKEH yKa3aTb KOMMYECTBO OMyXOreBbiX KNETOK B npenapare B CPeaHEM U
npeanoyYTUTENbHbIN AN UCcneaoBaHMA npenapar. Ha npenapate npu He0OX0AMMOCTH pekoMeHayeTca obse-
CTU uccrnegyemoe MUHU-MoNE npenapara mapkepom (Ha o6paTHOM CTOPOHE NPEeaAMETHOrO CTeKNa).

Mpu Hanuuumn BLIOOPa (ECNN UMEETCA HECKONBbKO WAESHTUYHbLIX NpenapaTros) cneayer otaasaTth Npeano-
YTeHue npenaparam, coaepxxawmm 6onbLuee KONUYECTBO ONYXONEBLIX KNETOK. PekomenayeTca opmumnanbHo
3anpawumBarb 3Ty MHpopmauuio y cneyuanucra-mopdonora.

9.4.5 MNokpoBHOE CTEKNO UNK NAEHKY (NPU HaNU4YUK TaKOBbLIX) Nepes 3a6opom maTepuana ans Moneky-
NAPHO-TEHETUYECKOTO UCCNENOoBaHNA cneayeT yaanuTb!). Kaxaoe CTekno AomkHO BbiTb 0TAENbHO NpoMap-
KMPOBaHO, a nNpu HeobxoaumMocTu oTnpasku B apyroe JINY nomeLeHo B OTAENbHYIO 04HOPA30BYIO YNAKOBKY
(chonbra, kpacht-6ymara, NOAUITUNEHOBLIV NAKET).

9.5 ®opMmupoBaHue UTOroBOro 3aKSNYEHUA

MpW Hanuyuu pasHornacuii B TPaKTOBKE Pe3ynbLTaTtoB NPOBEAEHHLIX UCCNEeA0BaHUIA UTOrOBOE 3aknio-
YeHue OOMKHO 06CYxaaTbCs U (POPMYNMPOBATLCA KOMMErManbHO BCEMMU CreLmanucramu, NPUHUMaBLLMMKU
yyacTue B UCCNef0BaHUU.

Mpu HEBO3MOXHOCTU DOPMUPOBAHUA €AMHOTO MHEHUSI B 3aKNiOMEHUM ykasbiBaeTcs audpdepeHuymnans-
HbI AMarHo3 ¢ onucaHneM ocobeHHOCTeNn npenapara.

B 3akntoueHnmn Takke ykasbiBaloTCst METOAbl, METOAUKU, 060pyaOBaHUE U MaTepuanbl, UCNONb30BaBLUM-
€Ccsl Npu UCCrea0BaHUM.

B 3aknioueHnm MoXeT ObITb yka3aHo «0c060e»2) MHEHNe, eCriu TaKOBOEe UMEETCS.

9.6 KonTponb kayectsa

B naGopatopuu AOMKEH MPOBOAMTLCA TEKYLUMI KOHTPOSb KavyecTBa MPOBOAUMbBIX MCCNEAOBaHMWA C
MCMNONb30BaHNEM KOHTPOSbHLIX 006pa3LOB U BHYTPEHHETO KOHTPONS, B TOM YUCME NPeayCcMOTPEHHBbIX TECT-
cuctemamu. B crniyyae BbISIBIEHUSA MOMEKYNSPHO-TEHETUYECKUX HapyLLEHUI  OCTaBLUMICA nocne uccneaosa-
Hust Buomarepuan (cTekna ¢ MUKponpenaparamu, CycneHaus Knetok, buontarsl, BbigeneHHas OHK) coxpans-
€TCH B apxuBe.

KenatenbHO NPOXOXAEHMe BHELLHENO KOHTPONS KayecTBa (OTEYECTBEHHbIE UNK 3apybeXxHble nporpam-
Mbl BHELUHEl OLeHKM Ka4ecTBa).

1) [ins aToro npenapaT 3aMauMBaeTCs B KCUMOMe A0 NOMHOM OTAENEHUS MeHKN UK NOKPOBHOrO cTekrna (0BbiYHO
3T0 3aHWMaeT 0 48 4). 3aTeM Ha 5 MWH cTekna ¢ npenapaToM NOrpy>KaroTCs B CBEXMIA KCUNON AN yaaneHUs oCTaTKoB
KresiLLiero BeLecTBa, Nocrne Yero cTekna norpyxarorcs Ha 5 MyuH B 95%-Helii aTaHon ANs yaaneHua keunona. [Janee cTek-
Na crnefyeT BbICYLWLWTL Ha Bo3ayxe. PaboTkl € KCUNOMOM AOMKHLI NPOBOAUTLCS NOJ BLITAXKON.

2 MHeHM1e 0fHOro creLyManicTa, He COrflacHoro ¢ peLLeHeM, NPUHATHIM GOMbLUMHCTBOM.
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Mpunoxexnue A
(pekomeHayemoe)

MpaBuna BbINOSIHEHUSI TPAHCTOPAKANILHON NYHKLUU

A.1 O6Lwme nonoxeHuA

TpaHcTopakanbHasa NyHKuMsA obnagaet 60nbLUMMKU fNarHOCTUMECKUMU BO3MOXHOCTAMU. NHOPMaTMBHOCTL METO-
na gocturaet 70,0-95,0 %1 n npumeHseTca npu nepudepuyeckom pake nerkoro?).

A.1.1 CyulecTByeT ABa BapuWaHTa TpaHCTOpaKasribHOW WrNoBOA Buoncun: oguH U3 HUX NpegycMaTpuBaeT NpPou3-
BOJCTBO NpoLefypkl TOHKOW UIMOW ¢ MaHAPEHOM U NofyyYeHre Matepuana us onyxonu nyTeM acnupauyuu. 3ta MeToauka
TpaHcTopaKkaneHoW acnupaunoHHol uuTobuoncun gaeT matepuan Ans LMTONOMMYeckoro uccnegoBaHus. TpaHcTopa-
KaneHas NyHKUMOHHaa GUONCKS, NPU KOTOPON NPUMEHSHOTCA UMbl Pa3fnMYHOi KOHCTPYKUWUKU, NO3BONAIOLIUE U3BNEYL U3
NaTonorm4yeckoro o4ara Kycodek TKaHW, MCMornb3yeTcs Npy NoflyYeHnn Matepuana Ans FMCToNornyeckoro uccnesoBaHmsl.

A.1.2 Mpexae Bcero HeobxoAMMO OLEHWUTL CTeNeHb OCHalLleHHOCTU pabovero MecTa ANSA NPOBEASHUSA XUPYProm
TTM 1 BO3MOXHOCTb BBIMOITHEHNS CPOYHBLIX peaHUMaLMOHHBLIX MEPOMNPUATUIA B cnyvae pasBUTUA OCIOXHEHWUN, a TaKkke
BO3MOXHOCTL 3KCTPEHHOMO JPEHUPOBaHNSA U PEHTTEHONOrMYECKOro KOHTPOnsi.

A.1.3 INevalyuit Bpau/TopakanbHbIil XMpypr B COOTBETCTBUM C pe3yrnkratamu NnpoeegeHHoro obcnegoBaHns onpeae-
nseT yenecoobpasHocTb BeINONHEHUs TTI1 1 BO3ZMOXHOCTL Mopdpornioryeckoi sepudukayun guarHoza no matepuany,
nony4YeHHoMy ¢ nomolusto TTT1. MiccnepoBaHue NnpoBognTCS B Criyyae, eCrv npegnonaraeTcs NpoBegeHne Toro Unn UHoro
BWAa NeYeHuns (B 3aBUCUMOCTM OT MOSYYEHHOr0 MOPONOrM4ecKoro 3akmnio4eHna) Unu ¢ NCCNeaoBaTeNbCKO Lienbo.

Takum ob6pa3om, Bpad AOIMKEH UMETb KOHKPETHBIA 1 NOCceAoBaTeNbHLIA MaH He Tonbko o6cnegoBaHns 60nbLHOMO, HO
1 BEPOSITHbIE BapUaHTLl €ro NeYeHns B crydae nory4eHns Toro Ui MHOro MopdponNOr4ECcKoro 3akntoMeHns, a Takke onpese-
NUTb NOKa3aHUs W NPoTUBOMOKa3aHWA A4S Belbopa MeTofa ANarHOCTUKW M CTEMEHN pUcKa PasBUTUA BO3MOXHBIX OCNOXKHEHUA.

A.1.4 AnNropuTM NOAroToBKW K TpaHCcTOpakanbHON NyHKUUK:

- onpefeneHne nokasaHui,

- cbop anneproaHamHesa;

- HasHadeHune OKI 3a 1-2 AHA 40 npouesypel;

- B CcryYae npuema nayuMeHTOM KapAWOTPOMHLIX U MMMNOTEH3UBHLIX NpenapaToB — HasHadeHue o6A3aTenbHOro ux
npuema B AieHb MyHKLWK,

- OTMEHa aHTUKOarynsHToB (Npu UX Npueme) 3a 2—3 AHS 40 NpoUeayps;

- nsmepeHve Al HenocpeaCTBEHHO Nepes MaHunynaumei.

A.2 MeToauKa BbINONMHEHUA TpaHCTOpPaKarnbHOW MyHKLMMK

A.2.1 BbINOMHUTL HaBUraLMIo Ha OMNyXoneBblid ovar B nerkoM. Npon3BecTn MapKUpoBKy onepaLMoHHOro Nosns.

A.2.2 ObpaboTaTb Koxy pactsopoM 70%-Horo cnvpTa.

A.2.3 OcyLLecTBUTL MECTHYIO NPOBOAHUKOBYIO @HECTE3MIO PacTBOPOM nugokauHa 2 % unu pacTBopa HOBOKavHa
5 %. Konn4yecTBo aHecTeTUKa OMNpPEAEnsAeTcs B KaX40M criydae MHAUBUAYaNbLHO.

A.2.4 MNponssecTn MaHUNYNALMIO cneLyuansHbIMU urnamm (NyHKUUOHHBIMUA M GUONCURHBIMM) NOA KOHTPOSIEM Ha-
BUraunoHHoro obopyaosaHus. Y6eamsLUMCE B TOM, YTO UrTa HaxoguTCs B ONyXonu, Heobxoaumo 3acdukcupoBaTb orpaHu-
YUTeNb UMbl Haf NOoBEpPXHOCTLIO KOXW (3TO He JonyckaeT 6onee myboKoro NPoxoxaeHUs UMbl Brry6b, Takum obpasom
YMeHbLUasi PUCK pa3BUTUSA OCTIOKHEHUIA).

A.2.5 MNpownssecTn 3abop MaTepuana ¢ ucrnonb3oBaHeM Lnpuua obvemom 20 mn (ans acnupauum) unm uoncuin-
Horo annapata A8 Nony4YeHUsi TMCTONorM4Yeckoro matepuarna.

A.2.6 M3Bne4b Urny akkypaTHO No TpaeKTopun BBEAEHUS.

A.2.7 BbINONHUTL PEHTrEH-KOHTPOrb Ha MecTe.

A.2.8 ObpaboTaTk KOXY paCTBOPOM @HTUCENTUKA, HANOXUTb aceNTUHECKYIo MOBSA3KY.

A.2.9 HanpasuTb B nabopaTtoputo Nony4eHHbI Matepuar ¢ onucaHueM nogpobHoro aHaMHe3a U KIMHUKO-PEHTTEHOMNO-
rMYecKoi KapTUHbI NaLMeHTa, a TakKe yKasaHueM npeABapuTensHOro anarHosa. Marepuan Ansi LMTONOMMYECKOro UCCNeao-
BaHMWsA JOMKeH BbITb MOMELLEH B TPAHCTMOPTHYHO KUAKOCTb € y4eToM oBsizatenibHoro npumeHenus XKL u ULIX nccneposaHus.

A.2.10 OnpegenuTb TakTUKY NeYEHUA NaumeHTa B COOTBETCTBUM € NOMYYEHHLIMU pe3ynsrataMu Mopdonorniecko-
ro uccrnefoBaHnsa U UHOPMaL KU O CTeNeHn pacnpoCcTpaHEHHOCTU OMyXONeBOro NpoLlecca.

) MepBble cBeAEHNA O MPUMEHEHUM AMArHOCTUYECKOW TpaHCTOpakanbHOA MyHKLMM oTHocsTest k 1901 ., korga
E.A. Ceranosa ykasana, 4To MyHKLWSA TOHKOW UMMOIN NaTonorn4yeckoro obpasoBaHna MoxeT 6bITb UCNonb3oBaHa B Kade-
CTBE ANarHoCTUHECKOro npuema.

2) Mepucheprdeckuit pak Nerkoro — onyxonb, pasBUBaroLLIaACA 13 anuTenns 6poHxos [V-VI nopsaka. Hambonee yacto
riokanusaLmeil B nerkom AenseTcs BepxHasa gons (70 %), Hepeako ¢ NorocTbio pacnafa B LeHTpe. 3Ta aHaTomndeckasi popma
paka nerkoro crnoxHa Ans Mopgonornieckon BepudrKkaLmn Anardo3a, Tak Kak Yallie BCcero HegocTkuma Ans GpoHXoCKonu-
YecKoro annapara. B Takux cry4asix NpUMeHSIETCS MarlonHBa3UBHbIA XMPYPrieckuii MeTog — TpaHcTopakanbHas MyHKUMS.
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MpunoxeHue b
(pekomMeHayemoe)

Cnoco6bI nonyyeHnsa n 06paboTkn MaTepuana ansa LMTONOrMYeCcKoro uccrnenoBaHus

B.1 OfHUM 13 HeoBXo4WMbIX YCMOBUIA yernexa B NPOBEAEHUN aHannsa MOKpOThl AN BLIABIEHUS B HEI KIETOK ony-
XOnu SIBMAETCHA cBOeBpeMeHHas ee o6paboTka. OT MOMeHTa Nony4eHns A0 UCCIef0BaHUs JOMKHO NpoiT He Bonee 4 .
THONHYHO MOKPOTY HEOBXOAUMO UccrneoBaTbh HeMeNeHHO.

B.2 MokpoTy cobupatoT yTpoMm, cpasy nocre npobyXaeHus, 40 eAbl, NpMeMa npenapaTtoB U YUCTKW 3y6oB, npeg-
BapuTenbHO akKypaTHO NPOoMonocKas MonocTb pTa YUCToR BOJON.

B.3 B COOTBETCTBUM C KITMHWYECKUMUW JaHHBIMKU Bpaq AOMKeH 06bACHWTE 60MbHOMY TEXHUKY U Lienb cbopa MoKpo-
Thl. [MaUUeHT JOMKeH HafcaaHO OTKaLLMATLECSA U cobpaTb NONy4YeHHYo MOKPOTY B CneLnarnbHO BelfaHHyr eMy 3aKpblBa-
FOLLIYIOCS KPBILLKOA €MKOCTb.

B oTaenbHbIX criy4qasx, CornacHo KMMHUYECKUM faHHbIM, Bpad AOMKeH 3acTaBuTk 60NbHOro NokawnsaTe u cobpaTs
MOKPOTY CMyCTs HEKOTOPOE BPEMS Mocne cneunanbHo NpUAaHHOro eMy MonoXeHus Ha noctenu. MHorga sto 6yget no-
TNOXEeHNe CUAA C COOTBETCTBYIOWMM HAKIOHOM, MHOTAa fnexa Ha 340poBOoM Boky. 3To MeponpuaTe uMeeT Lenbto obe-
CMeYNTb CTOK MOKPOTEI U3 MOA03PEBAEMOro y4acTka BpoHXnaneHoro fepesa.

B.4 B cnyyae oTpuuaTtensHoro pesynesrata aHanusa TpebyeTcsa HanpasnsaTb MOKPOTY Ha UccrefoBaHue NOBTOPHO
He MeHee MATU pa3. Ecnu u naTUkpaTHoe uccrnefoBaHne He NpuHeceT NOATBEPXAEHUA AUarHosa paka nerkoro, uccre-
[loBaHWe HYXXHO MOBTOPATb B 3@aBUCMMOCTW OT CTEMEHN YBEPEHHOCTN Bpaya B 3TOM fWarHo3e, cosjaBlueiics Ha ocHoBe
oCTanbHbIX JaHHbIX KITMHW4ECKOro HabmMoAeHuUs.

B.5 Mony4eHHbI MaTepuan HanpasnsaeTcs B NabopaTopuio B COMPOBOXAEHUN 3aMOMHEHHOrO HanpaBneHus.

B.6 MokpoTta nocne o6bI4HOTO OCMOTpa M ONUCaHWS ee (PU3NYECKUX CBOWCTB MOMeLLaeTcs B Yallku MeTpu, ycta-
HaBnuBaeMble nocrnefoBaTenbHO Ha Senblil U YepHblid POH (KneeHka, Oymara) ANs nydwlei Bu3yanusayum pasnmnyHbiX
BKNHOYEHWA.

CU1CTeMHBI MPOCMOTP MOKPOThI B TOHKOM Croe MO3BOMA€ET BeibpaTh ANSA NPUrOTOBMEHUS LUTONOrMYeckux npena-
paToB y4acTKu1, ¢ HanbonbLUeln BEPOATHOCTLIO coflepXallie areMeHThl ONyxomnu, U NOMECTUTb UX Ha NPeAMETHbIE CTekna
€ MOMOLLbI0 MpenapoBaribHbIX UMM UK GPYruX MHCTPYMEHTOB. Ha ofHo cTekno nepeHocutes Ao 10 nopospuTenbHbIX
y4acTkoB MOkpoThl. OTOOpP W NepeHoc Ha CTeKNo cnegyeT npoBoguTb 6e3 npomeaneHuit Bo nsbexaHue NoacbIxaHUs Ma-
Tepuara. Ha cTekne MOKpOTa pacrpefensieTcsl pacTArnBaHnem criau 4o TOHKOro cnos (urnamm u wnatenem)!.

B.7 Nanee npenaparbl roToBATCA Mo obLeil MeToanke. M3 ogHOW NOPUUM MOKPOTBI FOTOBUTCSH, Kak MpaBurio, He
Ooree nATY NpenapaTtoB. BoamoxHo npuroToBnexHune 6Gonbluero konu4decTBa npenapaTtos, €CnNu nabopaTtopusi okpaluMBaeT
YacTb U3 HUX no Linno — HunecoHy (¢ uenkto BeigeneHns 6auunn Koxa).

Mpu ncnonb3oBaHwn nabopartopueit metoga XL| nonyvyeHHas MOKpoTa NoMeLLaeTcs B BUany ¢ TpaHCMOPTHOM Xunj-
KocTbto. [anee npenapatbl FOTOBATCA Mo obwwei meToguke ansa XL,

) Haubonee LeHHBIMU B 3TOM CMbICTe ABNAIOTCS: 6en0BaTo-cepas YNNOTHeHHast U chOPMUPOBaHHAs B BUAE TOH-
KMX, KOPOTKUX HUTOYEK crin3b, 6enoBaTo-cepoBatble y4acTku CNW3u, NpUMbIKaloLLMe UMK Nexaliue noGnu3ocTu oT Kpo-
BSIHbIX NPOXWIIOK, @ Takke HenpospayHble cepoBaTble OKPYrnow WNKU oBanbHOW hOpMbl YacTULbl, Bbigensiomecs Ha
YepHOM POHe 1 He MeHsIoLLMe CBoel POPMbI NPU pacTArMBaHUW OKpyXatowleid Ux cruau (rHost). B criyyae saTpygHeHuit
pasbopa Npu KOMNaKTHO MTHONHO MOKpOTe criefyeT B Yawky MeTpu fo6aBuTb HeGOrNbLLOE KONMUYECTBO (2—3 M) dn3uo-
Noruyeckoro pacteopa; 3TuM BLIGOp Marepuana obnervaercs.
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MpunoxeHue B
(pekoMeHayemoe)

Tpe6oBaHMA K 060pPyAOBAHUIO U peaKTUBaM, UCNONb3yeMbIM
Ons NpoBeAeHUs LUTONOIMYeCKUX uccrnenoBaHum,
B TOM YUCIie aBTOMaTU3UPOBAHHbIX

B.1 O6wme TpeGoBaHus

B.1.1 Ha Bce annapatHble cpefcTtaa, NPUHAANEXHOCTU, peareHTbl U pacXofHele MaTepuantsl KoMnnekca Ana nUa-
FOTOBNEHWUS W OKPaCKU LIMTOMOrM4eckUx npenapaToB JOMMKHEl UMETLCS perncTpaunoHHele yaoctoeepeHuns degepanbHoit
cnyx6bl No Haa3opy B chepe 34paBOOXPAHEHUS U COLMANbHOro pas3BUTHUS.

B.1.2 K oBopyaoBaHuto B 06s13aTeNIbHOM NOPSIAKE AOMMKHA NpUnaraTbCa MHCTPYKLIMS Ha PycCKOM si3bike U nogpo6-
Hoe pyKOBOZACTBO Monb3oBaTens.

B.1.3 Bce koMnoHeHTL 06opyfoBaHUS AOMKHBI GbITb COBMECTUMBI.

B.2 TexHonorus B3sTvaA u foctaBku GUonornieckoro Matepuarna JormkHa NpefocTaBnsaTh BO3MOXHOCTb UCNONb30-
BaHWA 6e3 noTepb BCEro GMonornieckoro Matepuana, B3aToro y naumeHTa.

B.3 TexHomnorua npurotosneHns npenapartos AosMkHa oGecneunBars NoslyYeHne MOHOCOS KNETOK U UAEHTUYHOCTb
rpenapaTos B CEpUK.

B.4 TexHonorns okpalumBaHus forkHa o6ecnevnBaTb YCTOWUYMBLIA pesynsTaT Npu cobniogeHun TpeGoBaHWii UH-
CTPYKUMIA K 06OPYyAOBaHNIO U peaKTuBam.

B.5 MNpeanouteHus otgatotest o60py0BaHnio, NO3BOMSIOLEMY MaKCUManbHO aBTOMAaTU3MPOBaTb NPOLIECC, MUHU-
MU3MpOBaTh BNUAHWE YenoBeyeckoro pakropa Ha pesynsraTr U ONTUMU3UPOBaTb AEATENBHOCTL NabopaTopun.
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MpunoxeHue I
(pekomeHayemoe)

OueHka UH(POPMATUBHOCTU LIUTONOINMYECKOro npenapara

"1 MiHpopmaTUBHBIM MOXHO cHUTaTh Mpenapat, B KOTOPOM UMeeTcss He MeHee 100 coxpaHUBLUMXCA WU XOpOLLO
BU3Yyanu3npyemblx KNeTok.

I 1.1 MHdopMaTMBHOCTL NpenapaToB — 3TO COOTBETCTBUE TpeboBaHWAM K HeOBXOAUMOMY KONIUYECTBY BU3yanusau-
pyeMBbIX COXpaHHbIX KIMETOK 418 HafeXHON OLEHKN MpW LUTonorndeckom nccreqosandun. OT UHPOPMATUBHOCTU 3aBUCUT
BO3MOXHOCTb W Ha[eXHOCTb BbIABMNEHUA NaTONOMMYECKUX N3MEHEHWA, YyBCTBUTENBHOCTb, CNeLUdUYHOCTL U TOYHOCTb
nccrefoBaHus.

71.2 B Knaccu4eckon LMTONOrMU UHPOPMaTUBHOCTL NpenapaTta 3aBUCUT B TOM YUCNE OT KavecTBa Mnony4veHus
maTepwuana, MpuroToBneHns npenaparta Bpa4oMm, NoNy4nBLLMM MaTepuar, CoAepXKalluxcs B NpenapaTe KpoBU Mace Kre-
TOYHOrO JleTpuTa U NPOYMX ANEMEHTOB, 3aTPYAHSIOWUX BU3yanusaLmo. MuHumMansHbie TpebGoBaHWs K KONUYecTBY XOPOLLO
COXPaHMBLLUXCS 1 XOPOLLO BU3Yanu3upyLLMXCa OryxorneBbIxX KNeTok — He meHee 100 B npenapare.

I1.2.1 MuHuMarnbHble TpeBoBaHUs K KONMMYECTBY XOPOLLO COXPaHMBLLIMXCS U XOPOLLIO BU3Yanu3upyLLMXCa onyxone-
BbIX kreTok MeTofoM XKL| co BpeMeHeM MOryT BbITb U3MEHEHbLI B CTOPOHY CHIDKEHNS.

1.3 B HekoTopbIX cry4qasx u ckygHoro obpasla MoxeT BbiTb JOCTATOMHO 4118 TOro, YTobbl yBEepeHHO npegnono-
XUTb Hanu4me KOHKPETHOro NaTororM4eckoro npolecca, HO ero MOXeT BbiTb HeOCTaTOMHO NS TOro, YTobbl NONyYUTh
6esanennayMoHHoe 3aKntodeHue.

1.4 CkyaHble npenaparsl U Npenaparsl, B KOTOPbIX HE BbIsiBIIeHa NaTonorus, He [OIMKHbI HanpaBnNATbCA Ha Ao-
MOSIHUTENBHbIE UCCNEOBaHUA.

2 NHdpopmaTMBHOCTbL MaTepuana

2.1 HenndopmaTuBHbIN MaTepuan

ObpaszeL| AOMMKeH CHNTaTLCH HENHGOPMATUBHBIM, €CIIN:

- MaTepuan 6bin B3AT HeHagnexalm obpasom;

- OTCYTCTBYET MapKUpOBKa UMK OHa He COOTBETCTBYET MH(OPMaLMN B CONPOBOX/aloLLel AOKYMeHTaLuu,;

- HapyLLeHbl NpaBuna opopMNEHNUs, TPAaHCNOPTUPOBAHUA W/WNW JOCTaBKU MaTepuana.

MaTtepuan He MOXeT 6biTb NpeACTaBNEH Kak HEMHPOPMaTUBHLIN, €CNN OH copepXaT kakme-nubo AokasaTtenscTBa
Hanuuus NorpaHUYHbLIX UMK ONYXONEBLIX U3MEHEHUN.

2.2 ManouHdcdpopMaTUBHbLIW MaTepuan

Ob6pasel| JormkeH cunTaTbCA ManouHOpPMaTUBHEIM, €CNN:

- npenapar cogepXuT MeHee 100 4eTKO BU3yanusnpyeMblx anuTennanbHbIX KNeToK;

- Npenapar CoAepXMUT KpaiiHe Marioe KOnM4YecTBO KNETOK, OAHaKO B UMEIOLEMCS MaTepuarie NpUCYTCTBYIOT BCE Xe
Kakue-nubo JokasarenbcTBa HaNUYUA NOrpaHUYHLIX IMG0 ONyXoneBbIX USMEHEHWUI MW, HECMOTPS Ha Maroe KonM4YecTBO
martepuana, y uccriejoBatens BO3HUKaEeT NPeANosIoKEHNE O Hanu4umn onyxonw,

- BU3yanu3aumsa AUarHoCTUYECKN LIEHHBIX KIETOK 3aTpyAHeHa U3-3a 3HaYUTENbHOW NPUMECH KPOBU, MaccC KIETOYHO-
ro fleTpuTa n NpoUnX eMeHTOB.
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Bbubnuorpadus

[1] Matonorus v reHeTuKa onyxoneni nerkoro, Nnespel, TUMyca U cepfua (MexayHapogHas Knaccudpukauma onyxo-
nein) — [Pathology and Genetics of Tumours of the Lung, Pleura, Thymus and Heart (IARC WHO Classification of
Tumours)]

[2] MexgyHapoaHasa ctatucTudeckan Knaccudukauus 6onesHein n npobnem, cBsAsaHHbBIX CO 300POBLEM

[3] MY 1.3.2569-09  «OpraHusaums paboTel nabopaTopuil, UCNOMNb3YIOLMX METOALI aMNIUdUKaLn HyKIenHo-

BbIX KWCMOT Mpu paboTe ¢ MaTepuanom, cogepxaliuM MUKpoopraHuambl I—IV rpynn nato-
FeHHOCTN»
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