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AHHOTaAMSA

Kak pnoka3zath, 4YTO pe3yabTaT MEIWIMHCKOTO W3fenus Ui
JUArHOCTUKM in  Vitro JeWCTBUTENLHO 3aCiIyKUBAeT HOBepUsi?
XOpomuX aHATUTUYECKUX XapaKTEPUCTUK ISl 9TOTO HEJOCTaTOYHO.
Ommbka B BbHIOOpe OOpaslOB, METOAAa CpaBHEHWs, W3aliHa
WCCIIEIOBaHUsl WM CTaTUCTUYECKOrO TIONXOAAa MOXKET —ClelaTh
yOequTe/IbHbIE Ha TIEPBBIA B3IV PE3YJIbTaThl HENPUTOAHBIMU JIIS
JI0OKa3aTeNNbCTBA 3asIBJCHHOTO Ha3HAYEHU .

DTa KHUra — TPAaKTHYECKOE PYKOBOACTBO MO KJIMHHUKO-
JIA0OpPaTOPHBIM ~ UCIIBITAHUSAM U JIOKa3aTeJbHOH olleHke MU
UBJMl. Ywurarenp mpodgeT Bech IMyTh OT  Ha3HAYECHUS
U3eaMs W HAayyHOM OOOCHOBAaHHOCTM [0  aHAJIMTHUYECKON
W KIMHUYECKOW 3(QeKTUBHOCTH, BbIOOpa [au3aiiHa, pacyera
BBIOODKH, CTATHCTUYECKOH OOpaOOTKM U HTOTOBOTO  BBIBOJA.
OtpenpHO pa3zoOpanbl kciipecc-tecthl, TP, NGS, mukpobuosorus,
MH(EKIMOHHbIE 3a00JIeBaH I, OHKOJIOTYsl, CKPUHUHT ¥ MEAUITUHCKUT
NN. B ocHOBE KHUI'M — IPAKTUYECKUE ITPUMEPBI, PACUETHI, CXEMBI,
TAOJUIIBL U pa300pP TUIMMYHBIX OIIHUOOK.

['MaBHBIA MPUHIMIT TIPOCT: BBIBOA 00 U3JCIUM HE MOXET ObITh
HIMpe JOKa3aTelbCTB, KOTOPHIMU OH MOATBEPIKIEH.
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Kak nocTtpouTh, NpoBeCTH U 3aIUTUTH KJIMHUKO-J1a00-
patopHoe ucnbiTanne UB/I nepen sxcnepTusoii

Bce npaBa 3amminensl. JJaHHasi 31eKTPOHHAS KHUTA TTPEIHA-
3HAY€HA MCKJIIOUUTESbHO ISl YACTHOTO MCIIONb30BaHUS B JIMY-
HBIX (HEKOMMEpPYECKHX) LesIX. DIeKTPOHHAs] KHUTA, €€ YacTu,
(pbparmMeHTBI U 371EMEHTHI, BKJII0YAsl TEKCT U MHOE, HE MOJIekKaT
KOMMPOBAHMIO M JIIOOOMY JIPyroMy MCIOJIb30BaHUIO Oe3 pa3pe-
HIeHUs TpaBooOIaaartesns. B yacTHOCTH, 3ampelneHo Takoe Uc-
MOJIb30BAHUE, B PE3y/IbTaTe KOTOPOrO JIEKTPOHHAsI KHUra, eé
4acTh, (PparMeHT UM JIEMEHT CTAaHYT JOCTYIHBIMU OTPAHUYEH-
HOMY WJIM HEONPEJEJEHHOMY KPYTy JIMlI, B TOM YUCIIE MOCPE-
CTBOM CETH MHTEPHET, HE3aBHCUMO OT TOTO, OyJeT MpeIoCTaB-
JIATHCSI JOCTYII 3a TUIATy WM O€3BO3ME3IHO.

KonupoBaHnue, BOCIpOW3BENEHUE U WHOE HCIOJIb30BAHUE
IEKTPOHHOM KHUTH, €€ 4YacTeil, (pparMeHTOB U 3JIEMEHTOB,
BBIXOJISAILIEE 32 MMpeesibl YACTHOIO HUCMOJIb30BAaHUSI B JIMUHBIX
(HEKOMMEpPUECKHX) TeJIsAX, Oe3 corlacus paBooOIagaTess sIB-
JII€TCSl HE3aKOHHBIM M BJIEYET YTOJIOBHYIO, aIMUHUCTPATUBHYIO
Y TPaXKAAHCKYI0 OTBETCTBEHHOCTD.
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AHHOTa U

Kak 1okazartb, 4To pe3yabTaT MEAUIIMHCKOTO U3JIEMS U1 AU-
ArHOCTHKH in Vitro JeMCTBUTENBHO 3aCTy:KUBaeT AoBepusi? Xo-
POILIMX AHAUIUTUYECKUX XaPAKTEPUCTHK [IJIs STOrO HEAOCTATOU-
Ho. OmmoOKa B BbIOOpe 0OpaslioB, METOA CPaBHEHUs, JU3aii-
Ha MCCJIeIOBAHMSI MJIA CTATUCTUYECKOTO MOAX0Aa MOXKET CACIaTh
yOenuTebHble Ha MEPBHIA B3MJISIT Pe3y/IbTaThl HEMTPUTOTHBIMU
JUJIS IOKa3aTe/IbCTBA 3asIBJICHHOIO HA3HAYCHMSI.

DTa KHUTa — MPAKTUYECKOE PYKOBOJCTBO IO KJIMHUKO-JIA-
OOpaTOpHBIM UCTIBITAHUSM M JIOKa3aTepbHOU orieHke MU VB/I.
Yurarenb npoieT Bech MyTh OT HA3HAYCHUS U3/EIHS U HAy4-
HOW OOOCHOBAaHHOCTH /IO QHAJMUTUYECKOW W KJIMHUYECKON (-
(pexTBHOCTH, BBIOOpa AM3aiiHa, pacuyeTa BHIOOPKU, CTATHUCTH-
YyecKor 00pabOTKU M UTOrOBOro BhiBoAa. OTAeIbHO pa3o0paHbl
skcrpecc-tectsl, [TLP, NGS, mukpobduonorusi, nH(peKIIMOHHbIE
3a00JIeBaHUsI, OHKOJIOT s, CKpUHHHT U MemurmHckui . B oc-
HOBE KHUTU — MPAKTUYECKHUE TPUMEPDI, PACUETHI, CXEMBI U pa3-
OOp TUITMYHBIX OLITUOOK.

["MaBHBIN TPUHIIUTT TPOCT: BHIBOJL 00 U3/IETUU HE MOXKET ObITh
HIMPEe JOKA3aTeNIbCTB, KOTOPHIMU OH MOITBEPK/ICH.



IIpeaucaoBue

KiuHuko-mabopatopHble UCIIBITAHKUST MEAUIIMHCKUX U3/IETUI
JUIA OUArHOCTHUKM in Vitro 3aHUMAIOT 0COO00E MECTO B CHUCTE-
Me MX OleHKM. Takue u3aenusi, Kak MpaBWIo, HE BO3JEWCTBY-
I0T Ha MAallMeHTa HalpsMylo, HO UX Pe3yJbTaT MOXKET OIlpeJe-
JIATH JaJIbHENIIIee MEIULIMHCKOE pellieHNe: TOATBEPAUTh WU UC-
KJIIOYHTH TUATHO3, BHIOPATh Teparuio, OICHUTh JUHAMUKY 3200-
JIeBaHU$1, YCTAHOBUTh MH(PEKIIMOHHBIN CTAaTyC, ONPEIeTUTh 1yB-
CTBUTEJILHOCTh MUKPOOPraHU3Ma K aHTUMUKPOOHOMY Mpernapa-
TY, BBISIBUTh PUCK WJIM HAIPABUTh MALIMEHTA HA JONIOJTHUTEIbHOE
YCCIIEI0OBaHKE.

[Mostomy kymHMKO-1aboparopHoe uctbitanue MU UBJI e
MOXeT OBITh POCTOI JJaAOOpaTOpHOIl MpoBEepKO Habopa peareH-
TOB, aHAJIN3ATOpa, TECT-CUCTEMBI, KAPTPU/IKA, IUTATEIBHOM Cpe-
bl IUCKA C aHTUMHUKPOOHBIM TPenapaToM, MpOrpaMMHOTO MO-
Oyl WIA aIropuTMa. B 1leHTpe Takoil OLleHKM HaXOouTcsl BO-
IPOC O TOM, MOXHO JI JJOBEPATH PE3YJIbTaTy KOHKPETHOTO U3/Ie-
JMSl B 3a5IBJICHHOM IIPUMEHEHHHU, Ha 3asIBJIECHHOM MaTtepualie, y
3asIBJICHHOTO TIOJTb30BATENsl M B 33/IaHHOM KJIMHUKO-1a00paTop-
HOM CLIEHAPHH.

Ha npakTrke UMEHHO 3[1eCb BO3HUKAEeT MHOKECTBO OIMOOK.
W3nenvie uctislThIBaeTCs Ha yIOOHBIX 00pasIiax, a BHIBOJ PACIpPO-
CTpaHsIeTCsl Ha LIMPOKOe Ha3HaueHue. MeTo cpaBHEHMS MpU-
HUMaeTcsl 32 aOCOMIOTHYI0O MCTHHY, XOTS OH CaM HMMeeT Orpa-



HUueHus. HenelcTBUTeIbHBIE, COMHUTEIIBHBIE, IOTPAHUYHBIE U
HEBBIIaHHBIE PE3YyJIbTaThl MCUE3A0T M3 aHanm3a. OOmmid mpo-
LEHT COBIaJICHUI CKPbIBAET c1a0yio padOTy U3/AEUs B KpUTUYE-
CKM Ba)XHOU noarpymme. JlaHHbIE 10 OTHOM MaTpULIE IEPEHOCAT-
s Ha Ipyrylo. Xopolas aHaJIMTUYeCKas XapaKTEpPUCTHUKA OLIM-
OOYHO MPUHIMAETCS 32 TOCTATOYHOE TOATBEPKICHUE KIIMHIYe-
CKOM MPUMEHUMOCTHU pe3yJIbTara.

Hacrosiee n3aHyue HanmmucaHo Kak MPaKTUYECKOE PYKOBO.I-
CTBO IO JJOKA3aTEeJIbHOM JIOTHKE KJIMHUKO-1a00paTOPHBIX UCITBI-
tanni MU NBJI. Ero 3agaya — He 3aMEHUTh HOPMATHUBHBIE JO-
KYMEHTBbI, CTAaHJAPThI UM PETYJISATOPHBIE MPOLIEAYPHI, & TOMOYb
YUTATENIO NTOHATh, KaK BBICTPAUBATh UCIIBITAHUE TaK, YTOOBI €10
pe3y/bTaThl ObLIM TPOBEPSIEMBIMU, UHTEPITPETUPYEMBIMHU U ITPU-
TOJHBIMU J1J151 SKCTIEPTHON OLICHKH.

B Hacrosiiem M3JaHuM MOCEJ0BATENbHO MPOBOIUTCS OAUH
NPUHLMIL UCIBITAHUE JOJKHO MIATH OT Ha3HAYEHUs W3JENus
K JIONycTUMOMY BbiBoy. CHavasna HeoOXOAMMO MOHSTh, KaKOe
NPUMEHEHHUE 3asIBJICHO, KaKyl0 POJIb UIPaeT pe3ysbTaT, Kakou
MaTtepuall UCTIONb3YeTCsl, Kakasi MOMyJIsLus UK rpymnma oopas-
LIOB JIOJKHA OBITH NPEACTaB/IeHa, KAKOW METOJ], CPaBHEHUSI WU
pedepeHTHas paMKa NPUMEHUMBI, KaKHME IOKa3aTeld HYXHO
paccunTath W Kakue KPUTEPHH MPHEMIIEMOCTH JOJIKHBI OBITh
YCTaHOBJIEHBI 3apaHee. TOJBbKO MOCJIE ITOr0 MOKHO T'OBOPUTH O
nporpamMMe MCHbITaHui, 0ObemMe BHIOOPKH, CTATUCTUYECKOM 00-
paboTKe, MPOTOKOJIE, AKTE U IKCIIEPTHOM 3aKJIIOYEHHH.

Ora npakTUYecKas 3ajaya OINpenessieT U CTPYKTypy KHHUIH.



['maBel TOCTPOEHBI 110 €AMHOMY METOANYECKOMY ITPUHILIMILY: T10-
CTaHOBKa METOIOJIOIMYECKOrO MJIU PETYIATOPHOIO BOIIPOCA, Er0
pa30op, MpakTUYECKUE U PacUeTHbIE MPUMEPHI, aHAJN3 XapaK-
TEPHBIX OIIMOOK U (pOpMyY/IMpPOBaHUE BHIBOJOB. Takoe eaAnHO00-
pasue NMo3BOJISIET PACCMATPUBATh pa3HbIE BUAbI U3/IEJIUI U STaIlbl
JOKA3aTeJIbHOY OLIEHKM B COIIOCTABUMOM JIOTHKE, 4 KHUTY MOX-
HO UCTIOJB30BaTh KaK I NOCIE0BATEIbHOIO YTEHU, TaK U B
KauecTBe CIPaBOYHMKA, 0OPAILasCh HAMPSAMYIO K HYKHOM I1aBe.

PucyHKH, cXemMbl U Apyrue MOBTOPAIOIIUECS IEMEHTH Bbl-
HOJHAIOT Ty ke (pyHKIMI0. OHM CITy’KaT HABUTALIMOHHBIMY 1 aHa-
JIMTUYECKUMU UHCTPYMEHTAMU: CXEMBI ITOKA3bIBAIOT I10CJIEA0BA-
TEJILHOCTb JIEVCTBUIA U PELLIEHUI, TO3BOJISIIOT CONIOCTABIIATD TPE-
O0BaHU, MOKA3ATENN U JOKA3aTeIbHbIE CUTYAINH, & PACUETHBIE
IIPUMEPBI IEMOHCTPUPYIOT IPUMEHEHUE PACCMATPUBAEMBIX ITOJI-
xomoB. Takoe eanHOOOpaszue oopMIIeHUsI NOMOraeT Mpocie-
JUTh JIOTUKY aHAJIU3a OT MCXOIHOrO BOIPOCA JO AOIYCTUMOIO
BBIBOJIA: UTO OLIEHUBAETCS, KAKUMHU JAHHBIMU 3TO MOATBEPKAA-
eTcsl, KaKre OrpaHuYeHrsI HEOOXOIMMO YUUTHIBATh U KAKOH BBI-
BO/I IIO3BOJIAIOT CAIEJATh OJIyYEHHbIE JOKa3aTeabCcTBa. I1pu sTom
KOHKPETHOE COJIEpKaHHE KAk I0M IVIaBbl OIIPEAETIAETCS Ha3HAYE-
HUEM M37EJMA, TUIIOM PE3YJIbTaTa U KIMHUYECKUM KOHTEKCTOM
€ro IpUMEHEHUS.

W3naHue OpreHTUPOBAHO Ha CHELHAINCTOB, KOTOPBIM HE00-
XOAMMO BBIIOJIHUTB JIJAOOPATOPHYIO PaOOTY 1 OJIHOBPEMEHHO I10-
HUMaTh €€ JI0Ka3aTesIbHbIA CMbICI. B KIMHHUKO-Tab0paTOpHBIX
ucnsiTanuax MY NBJI npaBuiibHas OCTaHOBKA UCCIIENOBAHUA



¥ KOPPEKTHOCTh PacyeToB MMEIOT 3HAUYeHHe TOJbKO B COCTaBe
MPOC/IEKUBAEMOI J0KA3aTeIbHON LEMOYKU: OT Ha3HAYEHUSI U3-
JeNUsl U KJIMHUYECKOTO MaTepuaa 10 CTaTUCTUYEeCKOTO aHAJIM-
3a, y4yeTa MpoOJeMHBIX Pe3y/IbTaToB, OTPAHUYEHUN U UTOTOBOTO
BBIBOJIA.

ABTOp HajieeTcs1, 9To U3aHue OyJeT MoJIe3HO CIIeHaIiCTaM
UCTIBITATeJIbHBIX JTa00paToOpuil, TPOU3BOAUTENSAM, Pa3padOTIU-
KaM, 9KCIIepTaMm, CIIeIUAIUCTaM O PErUCTPAIIUK, KTMHUYECKUM
J1a00paTOPHBIM CIIEIIUAIMCTaM, BpayaM JJadOpaTOpHOM JIMarHo-
CTUKH, MUKPOOUOJIOTaM, MOJIEKY/ISIPHBIM OHoJIoramM, OuonHMOp-
MaTUKaM, CIIeIMaIiCTaM 0 KayecTBY, IIpenoiaBaTesisiM U 00y-
YaloIMCsl, a TaKXkKe BCeM, KTO YUacTBYeT B MIOITOTOBKE, MPOBE-
JeHUH, TOKYMEHTUPOBAHUU M OIIEHKE KJIMHUKO-Ta00PATOPHBIX
WUCTIIBITAHUI MEIUIIMHCKUX U3MIEJINI 11 JUATHOCTUKM 1N VItro.



Yacrs 1. MexayHapoaHbie
1 METOJO0JOrH4ecKune
OCHOBBI HCIILITAHUI

AHHOTAIMA YaCTH

Yacte [ BBOOUT uMTaTesNsl B I0KA3aTEIbHYIO JIOTUKY OLIEHKU
MEIUIIMHCKUX M3AEJIMA JIsT JUarHocTuky in vitro (MU UBJI).
JlJ1sl TaKUX U3JENIMI HEAOCTaTOYHO MTOKA3aTh, YTO peareHT, Mpu-
60p, IPOrpaMMHBII MOYJIb UJTH TECT-CUCTeMa TEXHUUYECKH CIIO-
COOHBI MOJTyYUTh JAOOPATOPHBINA Pe3y/IbTaT. BaskHO MOHSTH, Ka-
KO€ MEUIIMHCKOE 3HAYeHNE UMEET ITOT Pe3y/IbTaT, [I0UEMY Bbl-
OpaHHBIN AaHAJIUT CBSI3aH C ONPE/ICJICHHBIM COCTOSTHUEM VUTU KJTH-
HUYECKOH 3ajjaueli, HACKOJIbKO HA/IeKHO KOHKPETHOE U3JIeNue
MOJTy4YaeT pe3y/bTaT U MOXKET JIM 3TOT PE3YJIbTaT UCIIOIb30BaTh-
sl B 3a5IBJICHHOM KJIMHUYECKOM CLICHAPUU.

OCo0EHHOCTh U3AEIUI IS JUACHOCTUKM in Vitro COCTOUT B
TOM, YTO OHU OOBIYHO HE BO3ACUCTBYIOT Ha MAIlMEHTa HAMPSMYIO,
HO UX pe3yJIbTaT MOXET ONpelessATh JajbHeullee MEIUIIMHCKOe
peteHue. [TonoXUTeNbHBIN, OTPULIATENIbHBIN, KOJTMUECTBEHHBIN,
MOJIEKYJISIPHBIM, MOP(POIOTNYECKUI WM AJITOPUTMUAYECKUN Pe-
3yJbTAT MOXET TOBJIMATh HA TIOCTAHOBKY JIMArHO3a, MUCKJ0Ye-
HUe 3a00JieBaHus, BBIOOP Teparuy, MOHUTOPHHT JIEYeHHs], TTPO-
THO3, CKPUHUHT, SMUAEMHUOJIOTMUECKOE PElIeHUe WM Mapuipy-
Tu3anuio nanyedTta. [loatomy peryiastopHast OIleHKa TaKUX W3-



JIeJTUI He MOKET OIpaHUYMBATLCSl TPOBEPKOW TexHonoruu. OHa
JOJDKHA OTBEYaTh Ha OoJiee MMPOKUI BOITPOC: MOKHO JIU JOBE-
PATH Pe3y/IbTaTy U3eUsl KaK OCHOBAHMIO 17151 3asIBJIEHHOTO Me-
JULIMHCKOTO MTPUMEHEHUSI.

B aT0M yacTn paccmarpuBaeTcst 001as cucTema MoHsATuM, 6e3
KOTOpPOW HEBO3MOXHO KOPPEKTHO IJIAHUPOBATh KJIMHUKO-JIA00-
patopuble ucnibitanuss MU UB/] 1 roToBuTh HOKa3atenpHylo Oa-
3y. CHauasa onuchBaeTCs MEXyHapoaHas U eBpa3HiicKas JIo-
TMKa peryupoBaHus U3JENN IS AMArHOCTUKM in Vitro, 3aTemMm
packpbiBaeTCsl 3HAYeHUE HAa3HAUEHUs W3/eNHs, JOoKa3arelbHas
MOJIeJTb OIIeHKH, KU3HEHHBIN ITUKJI U3/Ie/IUsl, UICTOUHUKH JOKa-
3aTeJIbCTB U POJIb JIUTEPATYPHOT'O MOMCKA. 3aBEPILAET YACTh pa3-
JIMYeHre TPeX BUIOB JAOKa3aTebHON padoThI: JOKYMEHTHUPOBA-
HUS YK€ UMEIOITUXCS JAaHHBIX, IEMOHCTPALIMU UX TTPUMEHUMO-
CTU Y T€HepaIlii HOBBIX JOKA3aTeIbCTB.

ean yactu

Lestb HACTOSIIIIEN YaCTH COCTOMT B TOM, YTOOBI C(hOPMUPOBATH
y uiTaTess eJOCTHOE MPEICTaBIeHNE O I0KA3aTeIbHOM OIIeHKe
MEIUIIMHCKUX WU3/IeUNA ISl TMarHOCTUKM in Vitro ¥ mokasarb,
KaKoe MECTO B 9TOH OIIeHKE 3aHUMAIOT KJIMHUKO-T1a00paTopHbIe
UCTIBITAaHUSI.

[locne u3ydeHrs: 3TOM YacTU YMUTATENb AOJKEH MOHUMATh,
MOYeMY UCXOJHON TOUYKOW OIEHKU SIBJISIETCS] Ha3HAUEHHUe U3/e-
JIMST; KaK CBSI3aHbI MEXKIAY COOOM Hay4yHasi OOOCHOBAaHHOCTb, aHA-
nutrndeckas 3p¢eKTUBHOCTh U KIMHUYECKask 3(PPEeKTUBHOCTD;
KaKue UCTOUYHUKHU JIAHHBIX MOTYT UCIIONb30BAThCsA 117151 (DOPMHU-



POBaHUsI KIMHUYECKUX JOKA3aTeIbCTB; MOYEMY JIMTEPATypHbIE
JaHHbIE, AaHAJIMTUYECKUE UCCIIEOBAHUS U KIIMHUKO-JIa00paTop-
HbI€ MCTIBITAHUS BBITIOJIHSIOT pa3Hble JOKa3aTe/ibHble (PyHKIUM;
¥ KakuM 00pa3oM Me:XJyHapojHas JOKa3aTebHasl JIOTUKA COOT-
HOCHUTCS C TIOATOTOBKOM JIOKYMEHTOB B €BPa3UMCKON U POCCUM-
CKOU PETYJIATOPHOU MPaKTHKE.



I'naa 1. Me:xxayHapoHasi
CHCTEeMAa PeryJaupoBaHus

Pesyabrar MU UB/Il kak ocHOBaHHe MeJUIIMHCKOIO
peleHmsl.

Me:xayHapoqHas cucreMa peryaupoBaHus MEAULIMHCKUX W3-
JIeNIAA ISl AMarHOCTUKM in vitro chopMHrpoBaach BOKPYT OCO-
00l ponu 1abOPaTOPHOTO pe3yibTaTa B MEIUIIMHCKOM pele-
HUM. B oT/IM4me oT UMITTaHTUPYEMOTO U3/CTIHS, XUPYPrUUeCcKO-
ro MHCTPYMEHTA, ammapara JJis Teparvy WA CPelCTBa, HEeIo-
CPEACTBEHHO BO3JEUCTBYIOLLETO HA OPraHU3M MallMeHTa, U3/e-
JIe 17151 IMarHOCTUKY in Vitro yaille BCero He M3MEeHsIeT COCTO-
sTHYE TIaIeHTa camo 1o cede. Ero BnusiHue BO3HUKAET Onocpe-
JOBaHHO — 4epe3 MH(POpMaLMI0, KOTOPYIO MOJIydaeT Bpad, Ja-
OOpaTOPHBIN CMEIUATUCT, MAIMEHT WM CUCTEMa 3[PaBOOXpa-
HeHus (puc.l.l). mMeHHo 3ta nH(pOpMaLKs MOXKET CTaTh OC-
HOBAaHMEM ISl TIOCTAHOBKU JIMarHo3a, UCKJIIOUYeHUs 3a00jeBa-
HUS$1, BBIOOpa Tepanvu, MOHUTOPUHTA JIEUYeHHUs], OLIEHKU ITPOTHO-
32, CKpUHMHIa, MapLIPYyTU3aLMU MAlIMEHTA U UAEMHUOJIOT -
YECKOr'o perieHusl.



| U |B|[ L2500 G

K n, y K Uexon
3apava vea vea B KOHTEKCTE pelenve ANs naunenTa

Onpegenene Bei6op MeToaa, ucnosoe unm YeT KnuHmueckoii BLIGOp TaKTUKM BAusAHue pewenns
KAVHA4ECKOM nonyuenve Kareropuanshoe KapTUKB, APYFUX AvarHocTuKa, Ha 3p0poBbe
npoGnems! 1 uen pesynsTata 3Hauenve B@HHBIX 1 HAYUHOI neverme, MOHMTOPUHT nayventa
c c i wm v pesynsTatel
Kauectea & npepenax metona nevenits

| O6partHas cBAsb |
| i/ OueHKa pesynbTaTos, NEPECMOTP 3aAaum,
'

YynyuUieHve METOR08 W npoleccos

Pucynok 1.1. Pe3ynbrar 1a60paTOpHOTO MUCCIIEIOBAHUS KaK
OCHOBA MEJUIIMHCKOTO pellIeHHUS].

OTa 0COOEHHOCTH JIeNIAaeT PEeryJMpoBaHUe W3JEIV IS IU-
arHOCTHKH in Vitro caMocTOsITeNIbHOW oOnacThio. Ha mepBblit
B3IJISA] MOKET ITOKA3aThCsl, YTO TaKKe U3JIeNvst Oe30macHee MHO-
TUX APYTUX MEIUIMHCKUX U3JEJINiA: OHU UCTIONb3YIOTCSI BHE Op-
raHu3Ma JejioBeka, paboTaloT ¢ 00pasIoM, a He C MalueHTOM, 1
HE OKa3bIBAIOT HEMOCPECTBEHHOTO (PU3UIECKOTO BO3/ICHCTBUSI.
OnHaKO peryisiTopHast JJOTMKa UCXOAUT HE TOJBKO M3 XapaKTe-
pa KOHTakTa c¢ manyeHToM. OHa YYMTBIBAeT MOCIEICTBUS pe-
3yibTata. OmuOOoYHbIH JIJAOOPATOPHBIA BHIBOI MOKET IPUBECTU
K TIPOIYCKY 3a00JIeBaHMsI, HEHYKHOMY JICUSHHIO, HETPABUIIHHO-



My BBIOOpY Tperapara, 3a/iepXkKe Teparnuy, HeOOOCHOBAHHOMY
TIOBTOPHOMY BBI3OBY IAIMIEHTa, HEBEPHOM OIEHKE SITUIEMHUOJIO-
TMYECKOM CUTYyaIluy WJIM OIUOOYHON MapIIpyTU3alluK KJIMHK-
geckoro ciydas. [Tostomy mis w3nenvid Uisl AUarHOCTHKH in
Vitro pucK 4acTo CBsI3aH He C CaMKMM IPOLIECCOM MCCIIeIOBaHUS,
a C TeM pellieHueM, KOTOpoe MPUHUMAETCS Ha OCHOBAaHUU pe-
3y/bTaTa.

VIMeHHO MO3TOMY Takoe W3Jejie Hellb3sl OLCHUBAThH TOJNb-
KO KaK TeXHHYEeCKyl cuctemy. EciM TecT-crcTema INpaBWiib-
HO OTpeqessieT aHAJNT, MPUOOp CTAOMIIBHO PErMCTPUPYET CHT-
HaJI, a MporpaMma KOpPpeKTHO (pOPMHUPYET UYHCIIOBOW pPe3yiib-
TaT, 9TO elle He O3HAyYaeT, YTO WM3JeNIUe MPUTOIHO IS MeIu-
IIMHCKOTO MpuMeHeHusl. TexHudeckass padoTOCIIOCOOHOCTD SIB-
JISIeTCs HEOOXOMMBIM YCJIOBHEM, HO OHA He PaBHA KJIMHUYECKOU
npurogHocTy. st peryasiTOpHO OIIeHKH BasKHO TOHSATh, KAKOW
MEVIIMHCKUA CMBICT UMEET Pe3yJIbTaT, HACKOJIbKO HaJIe)KHO OH
TIOJTyYaeTCs IAHHBIM M3JICJTEM M MOXKET JIM OH HCIIOb30BAThCS
MMEHHO B TOW CUTYAIIUH, JJIsl KOTOPOU M3Jese 3asiBIEHO U3T0-
TOBHTEJIEM.

Meouuunckoe uzoeaue 0as1 ouazHocmuku  in vitro
— 9mo uzdenue, NPEOHAZHAUEHHOE U320MO8UNenem ONsl UCce-
008aHUsl in  Vitro o0pasyo8 GUON0UMECKUX MATNEPUANO8 HenO-
8€Ka C UeNbio NONYHEHUs. UHPOPpMAUUL O PUUON0ZUMECKOM UM
namono2uecKkoOM COCMOSIHUU, 3a00Ne8aHUU, NPEOPACNONONCEH-
HOCHIU K ONPeOeneHHOMY COCIOSIHUIO, COBMECIUMOCTU MKAaHell,
NpozHO3e peaKyuu Ha Mepanuio, 8bl0ope NeHeHUs U KOHMpo-



ne neuenust. K maxum uzoeausim omHocsimes peazeHmol, Kaauo-
pamopbl, KOHMPONbHBIE MAMEPUANbL, NPUOOPDL, AHAAUZAMOPYL,
HAaOOopbl peazenmos, NPopamMmMHoe obecneueHue U uHsle U30enus,
ecau OHU NPeOHA3HAUEHBL 0N NOAYUEHUSL MEOUUUHCKU 3HAUUMOT
uUHgopmMauuu npU UCcAe008aHUU 0OPA3U08 UeN08EUECKO20 NPOUC-
XOXHCOEHUSL.

Kaunuueckas poav pezyavmama  — pynkuus, Komo-
DPYIo pe3ynbmant MeOUUUHCKO20 U30eaust ONsi OUAZHOCIMUKU  IN
VItro 8bINOAHsIem 8 3A516NeHHOM MEOUUUHCKOM NPUMEHEHUU: OU-
AZHOCMUKA UAU UCKAIOYEHUE COCMOSIHUS, CKPUHUHZ, MOHUMO-
pUHe, NpoeHO3, CMpamuuKayusi puckda, 8bloop mepanuu, au-
00 uHas npedycmompentas HasHauenuem 3aoava. Kaunuueckas
poab onpedensiem KOHMEKCH UHMEPNpemauul pe3yavmama u
eauslem Ha xapakmep 0OKA3amenbCms, HeOOXOOUMbBIX 05l NOO-
MBePIHCOeHUsL 3A518NEHHO020 NpuMeHeHus: uzoeaus. OOun u mom
JHce AHAAUM MOJHCEN UMeMb pasHvle KauHuueckue poau. Ilosmo-
MY O00KA3amenvbCmea, noayueHHvle 05t OOHOU Poau pe3ynvma-
ma, He Mo2ym asMOMAMUYecKU NePeHOCUmsvCs Ha opyeyio 0e3
OUEHKU UX NPUMEHUMOCU.

KiioueBbIM 0OOBbEKTOM OLIEHKH B IMArHOCTUKE in Vitro cTaHo-
BUTCS KaK METOJI, TAK U Pe3yJIbTaT B €ro KJIMHUYECKOM KOHTEK-
cre. OnyH 1 TOT ke TaOOPaTOPHBIN CUTHAJI MOKET MMETh Pa3HOe
3HAYEeHHE B 3aBUCUMOCTH OT TOTO, IJIe M 3a4eM OH HCIIOJIb3YeT-
csi. Hanmpumep, BbIsiBIIeHHE HYKJIEMHOBOIM KUCIOThHI UH(DEKITMOH-
HOT'O areHTa y MaryeHTa ¢ BBIPaKEHHBIMU CUMITTOMAMU OCTPOM
uH(peKInu, y 6eCCUMITTOMHOTO JIOHOpA, y TAIlUeHTa TIOCIie Jie-



YEHHUS WIM B paMKax SMHUJIEMHOJIOTHIeCKOro MOHUTOPUHIA He
SIBJISIETCSI OHHOM M TOU K€ JIOKa3aTeIbHOM cuTyanuen. B nepsom
cllydae pe3y/bTaT MOMOTaeT MOATBEPAUTh KIMHUUYECKOE TOJ0-
3peHue U NMIPUHATH pellieHue o iedeHnu. Bo BTopoM — KcCIosb-
3yeTcs JIJIs 3alTUThl PEIUIMEHTAa U CUCTEMBI JIOHOPCTBA, IJIE 11e-
Ha TMPOITyCKa CIy4yasi OCOOEHHO BbICOKAa. B TpeTbeM — MoOxeT
OTpakaTb OCTATOYHBIN CJieJ], IEPCUCTEHIINIO WJIM HEaKTUBHBIN
nporiecc. B yeTBepToM — CITyKHUT HE CTOJIBKO WHAMBHIYaTbHO-
MY KJIMHUYECKOMY PEIIeHHIO, CKOJILKO OOIIECTBEHHOMY 3]PaBO-
OXPAHEHMIO.

AmnHajiornyHasi JJoruka AeWCTByeT B OHKOJIOTMU. BbisiBieHue
MyTallMM B OIyXOJIEBOM Marepuajie MOXeT MMeTh JUArHOCTH-
9YecKoe 3HaueHHue, MOMOraTh YTOUHUTh MOJIEKYJISIPHBIN TTONTHUIT
OITyXOJIH, CITy’)KMTh OCHOBaHHEM J|JIsl BHIOOpA TAPreTHOM Tepariu
WJIA UCTIONIb30BAThHCS /1711 MOHUTOPUHIA MUHUMAJILHON OCTaTOY-
Hou 6ose3Hu. POPMATTBHO pedb MOKET UATH 00 OHOM U TOM Xke
MOJIEKYJISIPHOM COOBITUH, HO JIOKa3aTesibHasl 3a/1a4a MEHsIETCS B
3aBUCUMOCTH OT KJIMHUYECKOUN poiu pesyJsibrata. Ecnu pesysib-
TaT BIAMSET HA BHIOOP Teparuu, peryasTopHasi OlEHKa JIOMKHA
YUUTBHIBaTh CIMIOCOOHOCTb TECTa OOHAPYKUTh BapUaHT, a TaKkKe
TO, YTO UMEHHO STOT BapHaHT UMEET 3HAYCHHE ISl TEPalleBTH-
YECKOro pellieHusi B TaHHOW HO30JIOTMH, MaTepuase U MomyJisi-
L.

[TosToMy B MeXIyHApOIHOW METOMOJIOTHU JIOKa3aTeIbHOU
OLIEHKHW W3JEJVMiA [UIsl IMAaTHOCTUKM in Vitro yIOOHO BBIIEISTDH
TPU B3aUMOCBSI3aHHBIX Borpoca. IlepBriii — mouemy onpene-



JISIEMbIA aHAIUT WA UHOW OOBEKT UCCIIEIOBAHUS MEET Me[Tu-
LIMHCKOE 3HaYeHHe. BTOpoM — MOXKET JIn KOHKPETHOE U3JIeNne
HAJIeKHO BBISIBIISITh, U3MEPATH WM XapaKTepU30BaTh ITOT 00b-
eKT. TpeTuil — MpUrofieH M MOJIyYaeMblil Pe3y/bTaTr IS 3a-
SIBJICHHOT'O MEIMLIMHCKOIO NMPUMEHEHUs. DTUM BOIPOCaM CO-
OTBETCTBYIOT TPU B3aMMOCBSI3aHHBIX 3JIEMEHTa HOKA3aTeJIbHOU
OLIEHKH: Hay4YHasi 0OOCHOBaHHOCTb, aHATUTHYECKas 3PPeKTUB-
HOCTb U KJIMHWYECKasl 3(P(PEKTUBHOCTb.

Takast TpPEeXKOMIIOHEHTHAsI MOZIENb MPEJICTaBIIsIeT cOO0N Me-
TOZIOJIOTMYECKYI0 PaMKy OLEHKHM JIOKa3aTeJIbCTB U HE JIOJKHA
BOCIIPUHUMATBCS KaK JOCIOBHOE BOCIIPOW3BEIEHUE TEPMHHO-
JIOTUM KaXJIOTO HOPMAaTHMBHOTO aKTa. B KOHKpETHOU I0pUCIUK-
IIUY OHA peasli3yeTcs Yepe3 YCTaHOBJICHHbIe TpeOOBaHUs K 0e3-
OMACHOCTHU, KAY€CTBY U 3(P(PEKTUBHOCTH U3JIEHS, €T0 AHATUTH-
YECKUM M KJIMHUYECKHMM JAHHBIM U COCTaBY PErUCTPALMOHHOIO
JIOChE.

OTH TpU YPOBHS HEJIb351 OAMEHATH IpYT ApyroM. B atom co-
CTOMT OJHA W3 IIaBHBIX IIPUYMH, [0 KOTOPOM MEXIAYHApOJHOE
peryauposanve MU UBJI ynenser takoe BHUMaHUE Ha3Hayde-
HUIO U3JEHsl, KIIMHUYECKOW POJIX pe3yJibTaTa U IpaHulaM J10-
KazaTteJbHOW Oa3kbl.

Me:xayHapogHast rapMOHM3ALMs PETYJINPOBAHUS MEIULH-
CKHUX M3J1e1ui pa3BuBasach uepe3 aesarenpHoctb GHTF u 3atem
IMDREF. 2Tu cTpyKTypbl HE 3aMEHSIOT HallMOHAJIbHbIE WU pe-
TMOHAJIBHBIE PETYJIATOPHBIE CUCTEMBI U HE BBIIAIOT Pa3pELCHUS
Ha oOparienue n3zenuii. VIx 3HaueHne COCTOMT B IPyrOM: OHH



(opmupyoT 00U METONOTOTUYECKUN SI3BIK PEryIMpPOBAHUSI.
brnarogapsi Takum JOKyMeHTaM pa3Hble IPUCIUKIIMN UCTIONb3Y-
10T CXOIHbIE MOAXOMABI K KJIACCU(DUKAIIUYN U3/CTIHIA, OIIEHKE PHUC-
Ka, KJIMHUYECKUM JI0Ka3aTeIbCTBaM, CCTeMe MEHeKMEHTa Ka-
4eCcTBa, JKU3HEHHOMY IUKJTY, TOCTPErCTPallMOHHOMY Ha0Omoze-
HMIO U OLIEHKE N3MEHEHU.

GHTF — Mescoynapoonas yenesas zpynna no 2apmMoHu3a-
UUU pezyauposanus meouyurckux uzoeauii. Ona cghopmuposana
0a306vble N0OX00bl K KAACCUDPUKAUUU, OUEHKE COOMBEmCmaeUsl,
cucmeme MeHeOHCMeHMa Kauecmad, KAUHUMECKOU OyeHKe U Hao-
30pY Ha puiHKe.

IMDRF — Medcoynapooubvlii hopym pe2ynsamopos meou-
yunckux uzoeauii. OH pazeusaem u OOHOBASEN MEHCOYHAPOOHbLE
NOOX00bl K Pe2YAupo8aHur0 MEOUUUHCKUX U0eAUL, BKAOUAS U3-
Odeaus 05 ouaeHocmuxu in  vitro . IMDRF ne 3amensiem na-
UYUOHANBHBLE U PEUOHANbHDIE PEYNSIMOPHbLE CUCHEMbL, HO €20
OOKYMEHMbBL UCNOALIYIOMCS. KAK MemOO0N0UMECKUTl OPUESHIUD
npU NOCMPOEHUU MAKUX CUCTEM

Puck omm604HOro pesyibrara.

st M3Aenuil A IMarHOCTUKU in Vitro OCOOEHHO BaXeH
PUCK-OPHEHTUPOBAHHBIA XapakTep peryanpoBaHus. B atoit 06-
JIACTU PUCK OMpeeNsieTcs Kak (PpU3nYecKuM BO3JEHCTBUEM U3-
JeJIVsl, TaK U TIOCJIEICTBUSIMU OIIMOOYHOTO pe3yibTata. JIOKHO-
OTPUIIATENILHBIN pe3y/IbTaT TecTa Ha WH(MEKIUI0 MOXKET TpuBe-
CTH K 3aJIepKKe JIeYeHUsI WK JaJTbHEHNIIeMy pacpOCTpaHEHHUIO
3aboneBanusl. JIOKHOMOIOKHUTENBHBIN Pe3yIbTaT MOXET CTaTh



NPUYMHOIN HEHYKHOU M30JISIIIMHU, TPEBOTH, TOBTOPHBIX MCCIE0-
BaHUI 1M HEOOOCHOBAHHOTO JieueHus. OmuoKa Tecta Jyis Moj-
060pa OHKOJIOTMYECKOM Teparuy MOKET JMIIUTh MaleHTa Moj-
XOASAILETO Mpenapara Uil, Hao0OpOT, HalPaBUTh €ro Ha Jeye-
HHE, OT KOTOPOTO OH HE MOJYYHUT OKMIAeMOM Mojb3bl. Ommo-
Ka B HEOHATAILHOM CKPWHHMHIE MOXKET MPUBECTH JIMOO K IpO-
MYCKY COCTOSIHUSI, [JIe paHHEEe BMEUIATeIbCTBO KPUTUYHO, JTUOO
K HEOOOCHOBAaHHOMY ITOBTOPHOMY BbI30BY CEMbU M Harpy3ke Ha
CHUCTEMY TOATBEPKAAIOIIEH JUArHOCTUKHY.

KimHn4yeckne noka3aresbCTBa KAaK OCHOBA OLEHKH
MU UB/]

[TosTomy 00BbEM HOKa3aTENbCTB JIOTAKEH COOTBETCTBOBATh PO-
71 pe3yibTata. Tect a1 OpueHTUPOBOYHOTO JJAOOPATOPHOTO UC-
NOJIb30BaHUS], CKPUHUHIOBAsI CUCTEMA JJIsl IOHOPCKOM KPOBH,
MOJIEKYJISIPDHBI TECT JJisl BIOOpa TapreTHOM Tepanmuu U Mpo-
I'PaMMHBII aJITOPUTM, aBTOMAaTUYECKH OTHOCSINMI oOpasel K
KaTeropuy pHcKa, He TPeOylT OIMHAKOBOTO IOKAa3aTesIbHOTO
obovema. Ho BO Bcex cimydasix JEeHCTBYeT OfHA U Ta K€ JIOTHKA:
pe3ysbTaT JOJKeH ObITh HAy9HO OOOCHOBAH, aHAJTMTUYECKH Ha-
JeXeH Y KJIMHUYECKH IIPUTOIEH /111 3asIBJIEHHOTO IIPUMEHEHU .

Orta MeXAyHAapoaHas JIOTUKA UMEET MpSMOE 3HAaueHue s
€BPA3UICKOTO M POCCUMCKOro peryaupoBanusa. HopmarusHbe
aKThI ¥ YCTAaHOBJIEHHbIE (DOPMBI OITPEIEIISIIOT, KaK JOJKHBI OBITh
IpeJICTaBJIeHbl MPOrpaMMa MCIIBITAHUM, Pe3y/IbTaThl UCCIIeI0Ba-
HHI, PETMCTPAIIMOHHOE JI0Che M MaTepuasibl MO KJIMHUYECKUM
nokazaresnbcTBaM. OfHaKO Haymuue (pOpMbl HE O3HAYAET aBTO-



MaTHYeCcKOM JoKazaTenbHOCTH. PopMa 3a/1aeT CTPYKTYpY, a yoe-
JUTEIBHOCTh BO3HUKAET TOrJa, KOrJa B HEW IOCIIEN0BATENIBHO
packpbiTa CBS3b MEXAY HA3HAYEHUEM W3JENNs, KIMHAYECKOU
pOJIBIO pe3y/bTaTa, UCIONb30BaHHBIMUA MCTOYHUMKAMU JAHHBIX,
IPOBEJEHHBIMU MCCIIEJOBAHUSAMYU U UTOTOBBIM BBIBOJIOM.

[TosToMy Tipy MOATOTOBKE MPOTPaMMBbI KIIMHUKO-T1a00paTop-
HBIX WCHBITAHUN HEJb3s HAYMHATh TOJBKO C MEpPEYHs Mpolie-
ayp. CHauasia HEOOXOIMMO IOHSATh, YTO UMEHHO 3a51BJIEHO B Ha-
3HauUeHUU u3zenus. Eciam uspenue npegHa3HaueHo ISl CKpH-
HUHTa, IPOrpaMMa JOJIKHA YYATBIBATh CKPUHUHIOBYIO MOITYJIS-
LIMI0, MapUIPyT MEPBUYHO IMOJIOKUTEIBHOIO pe3yJibTaTa U MOJ-
TBEpKJALM 3tan. Eciv nzaenue npegHa3sHauyeHo 1)1 MOHM-
TOPHUHTA, IPOrpaMMa J0JKHA YUUTHIBATh TMHAMUKY pe3yJibTara
BO BpeMeHU. Ecim u3fenue BKIIIOYAeT IPOrpaMMHBIM aITOPUTM,
HE0OXOAMMO OHUMATh, SIBJISIETCS JIM POrpamMma TOJIbKO TEXHU-
YECKMM IOMOIIIHMKOM WJIM OHA (POPMUPYET KITMHUYECKU 3HAYM-
MBI BBIBOJI. DTU BOIPOCHI BHITEKAIOT U3 MEKAYHAPOIHOM JIOKA-
3aTeJIbHOM JIOTUKH, HO MIPAKTUYECKU PEAU3YIOTCA YXKE B CTPYK-
Type KOHKPETHBIX JOKYMEHTOB, MPEACTABIISIEMbIX IPU OLIEHKE
COOTBETCTBUS.

Me:xayHapoaHas JOrHKa J0KAa3aTeJbHON OIeHKH.

Muaue roBops1, MexIyHapOHas CUCTEMA PETYIMPOBAHUS Me-
JULIMHCKMX W3JEJIMH JJI IMarHOCTUKH 1n VItro BaXKHa HE TOJIb-
KO KaK BHEUIHss1 HopMaTuBHas cpeda. OHa 3a1aeT crnocoO MblIii-
JIeHUs1 O JloKaszaresnbCcTBax. M3aenue olieHMBaeTcss He Kak Tex-
HOJIOTHS B OTPBIBE OT MEAMIIMHEL, a4 KAK UCTOYHMK pe3yJIbTaTa,



CIOCOOHOTO MOBJIMATHh HA KJIMHUYECKOE, Ta00paTOpPHOE WJIH Op-
raHW3aIMOHHOE pelleHre. DTa JIOTWKa OyleT MPOXOAUTh Yepes
BCE TOC/IEAYIOIMEe pa3esibl U3JaHus: OT HayYHOW OOOCHOBAH-
HOCTU aHAJIUTA U AHATUTUYECKON 3(P(PEKTUBHOCTU A0 KJIMHU-
KO-JTA0OPATOPHBIX MCIBITAHUIA, TPOrPAMMHBIX aJITOPUTMOB, pe-
TUCTPAIMOHHOTO JIOChE U TIOCTPETUCTPAIIMIOHHOTO HAOITIO/IEHMSI.

Hror ruasbl

MesxyHapoaHasi cucTeMa peryJupoBaHus U3AEIUI ISl ua-
THOCTHKHY in Vitro UCXOAUT U3 TOTO, YTO JJAOOPATOPHBIN Pe3yJib-
TaT JIOJUKEH ObITh TEXHUYECKU TIONyUYeH, a TaKkKe MEIUIIMHCKU
3HAYMM, HAJIeKEH U MPUTOIeH 7Sl 3asBJICHHOTO MPUMEHEHHUSI.
[TosTomy HokazaTesbHast OlIEHKA CTPOUTCSI BOKPYT CBSI3U MEXTY
Ha3HaYeHUEeM W3[eNHsl, KIMHUYeCKUM CMBICIIOM aHaJIMTa, aHa-
JIMTUYECKOW HAIEKHOCTHIO KOHKPETHOTO M3JIENUsI U KJIMHUYe-
CKOW TIPUTOIHOCTBIO pe3ysibTaTa. IMEHHO 3Ta JIoTUKa JISKUT B
OCHOBE COBPEMEHHOH OLIEHKM MEAUIIMHCKUX U3AeIUN I Tua-
THOCTHKH 1n Vitro.



I'naBa 2. MeTtogoaornueckas
paMKa peryJauapoBaHUs

Kananueckne nokasareabcTBa (popMHPYHOTCS Ha
HECKOJIbKUX YPOBHSIX.

Kimanueckre aoka3aresnbeTBa 11 MEAMLIMHCKUX W3OETUN
JUIS1 IMarHOCTUKH in vitro (popMUPYIOTCSI HE TOJIBKO KaK pe3yJib-
TaT OTAETbHBIX HcbITaHuid. OHU SBJISIOTCS YacThio OoJiee MIv-
POKOHM METOIOJIOTMYECKOM JIOTUKH, KOTOPast CJIOKWIACH B MEXK-
JYHapOJHOM MPAKTUKE PEryIMPOBaHMUSA MEJULIMHCKUX WU3/EIUN
U 3aTeM ObUIa BOCIIPUHSTA PETMOHATIBHBIMU M HAIIMOHAJIBHBIMU
CUCTEMaMU PETyJIMpOBaHUs. [[J1 NOHMMAaHWS 3TOM JIOTUKY BaX-
HO CHayajla pacCMOTPETh, ITOYEMY MOSABUIMCH MEXKTyHAPOIHbIE
VWHUIMATUBBl 110 FAPMOHM3ALIMM PETYIMPOBAHUSA, KaKyl0 pOJIb
ceirpayii GHTF u IMDREF, a 3arem noka3artb, Kak 3TU MOIXO-
Ipbl oTpaxatTcs B peryauposannn EA9C u Poccuiickoit ®ene-
pauuu.

Bo BTopon nonoBuHe XX BeKa MEAULIMHCKUE U3IEJINS AKTUB-
HO Pa3BUBAIUCH TEXHOJOTMYECKH U OBICTPO BBIXOIWIM HA MEX-
JyHapoAHble peIHKU. ITpr 3TOM pa3Hble CTpaHbl UCTIOIb30BAIA
COOCTBEHHBIE TOIXO/IbI K PETYIMPOBAHMIO: OTJIMYAIIKCH TPaBUIIa
KJIaccupuKanuu, TpeOOBaHUs K CUCTEMe KayecTBa, COCTaB pe-
TUCTPALMOHHBIX MAaTEPUAJIOB, TIOAXO/bI K KIIMHUYECKOU OLIEHKE,
MOCTPErUCTPALIOHHOMY HAOMIOAEHHIO ¥ KOHTPOJIIO M3MEHEHHUH.



J1s1 mpon3BoaMTeNel 3T0 03HAYAJI0 HEOOXOIUMOCTh TOTOBHUTh
CXOJIHBIE 10 CMBICITY, HO pa3Hble 10 (hopMe MaTepuasbl AJs pa3-
HBIX PbIHKOB. JIJ151 PeryasiTopoB — TPYAHOCTH MPH COMOCTABJIE-
HHU TOJXOJI0B M OOMEHE OIBITOM.

MexyHapOaHbIN YPOBEHb: METOX0JOTHYECKUH SI3bIK
JI0Ka3aTeJbCTB.

Ha stom ¢pone 6pu1a coznana GHTF — Global Harmonization
Task Force, MexayHaponHas 1eeBast rpynna o rapMOoHH3a-
LMK PeryJIMpoBaHus MeMUMHCKUX u3aenuid. Ee 3agaya cocro-
sla He B CO3[IaHMH €AMHOTO MHPOBOTO PEryjsiTopa, a B cOmu-
eHur npuHuunos peryauposanusi. GHTF oO0beaunsina npea-
CTaBUTEJIEN PETYJIATOPHBIX OPraHOB U PETYJIMPYEMON OTPaCv U
pa3padarbiBaia JOKYMEHTBHI, IIOCBAIIEHHbIE OOIIMM MOAX0AaM K
KJIacCU(PUKAIMK MEJULIMHCKUX U3/IEJINiA, OLIEHKE COOTBETCTBUS,
CHCTeME MEHE)KMEHTa KauecTBa, KJIMHUYECKOW OLIEHKe, HaJ30-
py IocJIe BBIBO/IA U3/IENNS HA PHIHOK U JEVCTBUSAM IIPU BbISIBIIE-
HUM MpoOieM Oe30MacHOCTH.

3nauenrie GHTF coctosiio B ToM, 4TO OHa TpeioxKuia 00-
HIMA S3BIK PEryJIMpOBaHUS MEAUIMHCKUX u3aeauid. B ee noky-
MEHTAaX 3aKperuisuiach ujiesi, YTo 00beM J1I0Ka3aTeIbCTB U IIyOu-
Ha OLIEHKM JOJIKHBI 3aBUCETh OT HAa3HAUYEHWs W3EIUS, PUCKA,
XapakTepa pe3yJIbTaTa U BO3MOKHBIX MOC/IeCTBHIA OIMIMOKH. []71s1
MEUIIMHCKUX W3/IENTUI 1711 JUarHOCTUKY in Vitro 3T0 0COOEHHO
Ba)KHO, [TOCKOJIbKY PUCK TAKUX U3JEJIMH YaCcTO CBA3aH HE C HETlO-
CPE/ICTBEHHBIM BO3JEHICTBUEM Ha MALMEHTA, A C MOCJIEICTBUSAMU
OIIMOOYHOTO Pe3yNbTaTa: MPOIyCKOM 3a00JeBaHM s, HEOOOCHO-



BaHHBIM JIeYeHUEM, HEBEPHBIM BHIOOPOM Tepariuu, HelpaBUIb-
HOUW MapIipyTu3alyei manyeHTa, OMMMOOYHbBIM CKPUHUHTOBBIM
pEIIEHUEM UM 33AEPKKON METUITUMHCKOU ITOMOIIIH.

[To3nnee pazBuTHe 3ToM padoTsl mpomomkual IMDRF —
International Medical Device Regulators Forum, Mexnynapon-
HbIIA (hopyM perynstopoB MeauiiHCKux m3zaenuit. IMDRF 6bit
CO3/IaH KakK IUIOIIAIKAa B3AUMOJIEUCTBUS PETYJISITOPHBIX OPraHoOB,
pasBuBawoias noaxoapl, paHee 3anoxeHHole GHTF. IMDRF
OPUEHTHPOBAH MPEXIE BCEro Ha B3aUMOJEICTBUE CAMUX pe-
T'YJISTOPOB M HA COBPEMEHHBIE 3aJa4yd PEryJIMpPOBAHUs: IPO-
rpaMMHOe oOOecrieyeHrue Kak MEeIUIIMHCKOE W3JeNue, HCKYC-
CTBEHHBII UHTEJUJIEKT, KJIMHUYECKHUE J1I0KA3aTe/IbCTBA, YHUKATIb-
HYI0 UICHTU(DUKALIAIO U3JE]TUH, TIOCTPErHCTPAIMOHHOE HAOJI0-
JIeHue, yTIIpaBJIeHUe U3MEHEHUSIMU, KHOepOe30acHOCTh U MEXK-
JOyHapojHoe cOnvxeHne TpeOOBaHUI.

Hoxymentst GHTF u IMDRF He siBiisitoTcsi perucrpaivio-
HBIMU [TPaBUJIaMU KOHK PETHOW CTPaHbl WM peruoHa. OHu He 3a-
MeHs10T rpaBoBble akThl EADC wim Poccuiickon ®eaepanum u
camu 110 ceOe He AT pa3pelieHus Ha oOparieHue usaeus. Mx
POJIb METOJIOJIOTMYECKAsl: OHM MOMOTAlOT PEryisiTopam, Ipou3-
BOJIUTEJISIM, UCIIBITATEIbHBIM OPraHU3alusaM U SKCHepTaM OfiU-
HAKOBO MOHUMATh, KaK1e JaHHbIe HYKHBI 1JIs1 OEHKU U3eus,
KaK CBSI3aTh JIOKA3aTeNIbCTBA C HAa3HAYEHUEM, KaK YUYUTHIBATh
PUCK M KaK MOAJIEP)KUBATh JI0Ka3aTesIbHy0 0a3y B TEUEHHE KU3-
HEHHOTO LIMKJIA U3JEJHSI.

B nacmosiwmem uzoanuu neodXooumo pazauuams mMemooono-



2uMecKUll YposeHb OOKA3AMENbHOU OUEHKU U FOPUOUUEecKU 00si-
3amenvHbvle MpPeOOBAHUSI KOHKPEMHOL Pe2YyAsiMOPHOLL CUCHEMDbL.
THonsmust u mooeau GHTF, IMDRF , mexcoyHapooHvix cman-
0apmos u npoghecCUOHANbHBIX PYKOBOOCHE UCNONLIYIOMCSL ONSl
00BACHEHUSL NOUKU (DOPMUPOBAHUSL U OUEHKU 0OKA3AMENbCE.
FOpuouueckue obs3aHHOCMU U320MO8UMENS], 3A518UMENS, UCNbL-
MAamenvHoll OP2aHU3AUUY U UHBIX YUACMHUKOE ONPEeOensiioncs
NPUMEHUMBIMU HOPMAMUBHBIMU npagosvbimu akmamu EAIC uau
Poccuiickouii @edepayuu. Ilosmomy ucnonv3yemvie daree hopmy-
AUPOBKU O HEODXOOUMOCHIU ONPEOeNeHHbIX OKA3AMENbCME CAe-
oyem NOHUMAMb ¢ Y4emom ux UCmouHuKka. B oonux cayuasx co-
omeemcmayrouiee mpebosae HenoCPeOCMeeHHO YCMAHO8AEHO
HOPMAMUBHBIM AKMOM, 8 OpYeUXx OHO NPeocmassient coooti me-
MOO0N02UMECKUTT NPUHUUN, NO3B0ASIOUUIL 0O0CHOBAMb 0OCMA-
MOYHOCb U NPUMEHUMOCHb OOKA3AMENbHOU 0a3bl.

s MU UBJI mexayHaponHass METONOJIOTUYECKasi pamka
0COOEHHO BakHA TIOTOMY, UTO TaKHe W3JENs OIIEHUBAIOTCS HE
TOJILKO Kak JiabopaTopHasi TeXHojorus. M3penue MoxeT Kop-
PEKTHO BBISIBJIATH AHAIUT, PETUCTPUPOBATH CUTHAIT I (DOPMHU-
pOBaTh YMCJIOBOM PE3Y/IbTAT, HO 3TOTO HEJOCTATOUHO JIJ151 BHIBO-
Ja 0 METUITMHCKON MpUrogHocTr. HeoOXoauMo MmoHsATh, Kakoe
MEIUIIMHCKOE 3HAUEHNE UMEET Pe3yJIbTaT, HACKOJIbKO HA/IEeKHO
OH (hopMUpyeTCs] KOHKPETHBIM U3JIEIUEM W MOXKET JIM UCIIONb-
30BaTbCsl B TOM KJIMHUYECKOM CIIEHApUH, KOTOPbIM 3asIBJIEH U3-
TOTOBUTEJIEM.

Kak ObU10 ykazaHo B riaBe 1, gokasarenbHyio orneHKy MU



NBJI MOXHO peCcTaBUTh YEPE3 TPY B3AUMOCBSI3aHHBIX JIEMEH-
Ta: HAyYHYI0 0OOCHOBAaHHOCTb, aHATTUTHUECKYIO 3(P(PEKTUBHOCTH
U KJIMHUAYECKYIO 3(P(PEKTUBHOCTb. DTa MOJEIb Jajlee UCIONb-
3yeTcsa Kak MeTOofloJIornyeckas paMmka usnanus. OHa mo3Boiis-
€T paclpelessaTh pa3IUuyHble UCTOYHMKM JJAHHBIX 110 MX JIOKa-
3aTeJIbHOM (DYHKLIMY M OJTHOBPEMEHHO COIOCTABJIATh MEKAyHa-
POIHBIE OIXOAbI C KOHKpeTHbIMU TpedoBanusiMu EADC u Poc-
cuiickout Pepeparum.

GHTF / IMDRF / MexayHapopHble CTaHAapTbl U pyKoBOACTBa
: i N i % i
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Pucynok 2.1. YpoBHu popMupoBaHMs KIMHUYECKUX JIOKa-
3aTeJIbCTB



EBpa3mniicknil ypoBeHb: HOpMaTHUBHAs1 (popma JoKa3a-
TeJbCTB.

B eBpa3uiickoM peryjampoBaHuU 3Ta JIOTMKA OTpaxaercs 4e-
pe3 HecKoJbKo KimoueBbix OnokoB. Pemenne Coera EDK No
29 3aj1aeT paMKy MPOBEIEHNUs] KIMHUYECKUX U KIMHUKO-T1a00-
PaTOPHBIX KCOBITAHUM MeAUIMHCKUX n3aemuu. s MU UBJ]
nporpaMma KJIMHUKO-1a00PATOPHBIX UCITBITAHUI BHITIOHSIET HE
TOJIBKO OpraHu3alMoHHy10 pyHKIMo. C JOKa3aTeJbHOM TOUYKHU
3peHuUsI OHa TPEJICTABIISIET COOOU MepeBo] Ha3HAYCHU ST U3EITHS
B MCCJIEIOBATEJIbCKUM TU3AKH: 3a5BJIEHHOE TPUMEHEHHE OIpe-
JieJisieT BRIOOP KJIIMHUYECKOTO MaTepraa, UCCelyeMOu MOMmyJisi-
LIMM, METOAA CPABHEHUsI UM pedepeHTHOM PaMKH, OLEHUBae-
MBIX TOKa3aTesieid, CTAaTUCTUYECKOro MOAX0a U I'PaHMI] Moce-
JYIOIIETO BBIBOAA.

Pemenune Coera E9K Ne 46 cBs3aHO ¢ perucrpanyen 1 dKc-
NEePTU30i MEIMLMHCKUX U3AEINi. B KOHTEKCTe KIMHUYECKUX
JIOKA3aTeNIbCTB €ro 3HaYeHUe COCTOUT B TOM, UTO JOChE JOTKHO
TIPE/ICTaBUTh JIOKA3ATENbHYIO 03y KaK COTJIACOBAHHYIO CHCTEMY.
DKCHepT OLIEHUBAET KaK HAIMYHUE OTAEbHBIX TOKYMEHTOB, TaK U
TO, HACKOJIBKO OHU MOATBEPXKJAI0T 3asIBJIEHHOE HA3HAYEHUE U3-
nenusi. Ecnu B ocke UMEIOTCSL JIUTEPATYPHbIE JaHHBIE, AHAJIU-
TUYECKUE OTUYETHI ¥ PE3YJIbTAThl KIIMHUKO-JIA00PATOPHBIX UCTIhI-
TaHWI, HO OHU OTHOCATCS K pa3HbIM MaTepuasiaM, pa3HbIM MO-
OYJISILMSAM WA pa3HbIM BepCUSIM U3JIeNus, JoKa3aTenbHas 6aza
Oy/IeT BOCIIPUHUMATHCS KaK pa3pO3HEHHASI.

Penrenrie CoBera E9K Ne 27 3amaer oOmue TpeboBaHms Oe3-



ornacHocTd U 3¢ dextuBHOCTU. [T MBI AMArHOCTUKM in
Vitro 3T TpeOOBaHMSI IOTKHBI IOHUMAThCS Yepe3 pe3ybTar u3-
Jenusl U MOCJEACTBUS ero npuMeHeHust. bezonacHocts U 3¢-
(beKTUBHOCTH 3/1€Ch HE CBOASITCA TOJNBKO K OTCYTCTBHIO (pU3U-
4yeckoro Bpeaa oT uzfenus. OHU BKIIIOYAIOT BOMPOC O TOM,
HACKOJIBKO PEe3yJIbTaT MOXET ObITh MCIIOb30BaH O€3 CO3IaHus
HeIpUEeMJIEMOT0 PHCKa OIMMOOYHOTO MEAUIIMHCKOTO PEeIIeHHMS.
Wnave roBopsi, olMOOYHBIN JTaA0OPATOPHBIN pe3yJIbTaT caM CTa-
HOBUTCSI ICTOUHMKOM PUCKa, KOTOPBIH JIOJKEH ObITh YUTEeH TIPU
(popmupoBaHUM JOKA3aTEbCTB.

Metonuueckre pekomeHgaimu EADC 1o KIMHUYECKUM J10-
Ka3aTeabCTBAM U YCTaHOBJIEHHbIE (DOPMBI JOKYMEHTOB BaXKHBI
MOTOMY, UYTO MEPEBOASAT 3Ty OOIIYIO JIOTUKY B MPAKTHUYECKYIO
cTpykTypy. OnnHako opma cama 1o cede He rapaHTUPYyeT Kade-
crBa. OIMH U TOT K€ pa3jie MOXKeT OBbITh 3aroHeH (POPMaTbHO
WM ToKazartesibHo. PopMasibHOe 3aroTHEeHNe epeyncIsieT CBe-
nenust. JlokazatenpHOE 3aroTHeHUe TIOKa3bIBAeT CBS3b: UTO 3a-
SIBJICHO B HA3HAUYEHUH, KAKHUE IaHHBIE 9TO MOATBEPKIAI0T, KaKKe
OrpaHUYEHUSI OCTAIOTCS ¥ IOUYEMY UTOTOBBIN BBIBOJI HE BHIXOAUT
3a mpefienbl (PAKTUYECKH TIONMYyUYEHHBIX UM OOOCHOBAHHO IMPH-
MEHUMBIX JAHHBIX.

VimeHHO 31ech BO3HMKAET MpaKTU4YecKas 3ajava AJisl UCIIb-
TaTeJbHOW OpraHM3aluu U pazpadorurka. Heooxoaumo He noa-
TOHSITh HMCCliefloBaHue Nof (hOpMY, a BHICTPOUTh UCCIIEJOBAHNE
TaK, 4ToObl (pOopMa OTpaxkasa peasbHyI0 0KA3aTebHYIO JIOTH-
Ky. Ecim uznenuvie 3asBiieHo 151 ONpeieIeHHOTO KJIIMHUYECKOTO



Marepuasia, mporpaMMa JIoJKHa BKJIIOYATh 3TOT MaTepuas Win
00OCHOBBIBATh KMCIOJIb30BAHUE WHBIX UCTOUHUKOB JIaHHBIX. Ec-
JIM U3JeN1e 3asIBJICHO Uil ONpeIesIeHHOW MOMyJIsSLUM, JaHHbIE
JOJDKHBI OBITh MPUMEHUMBI K 3ToW nomyisimu. Eciu pe3yib-
TaT UCIONB3YeTCs ISl BRIOOpA Teparuu, J10Ka3aTelbCTBa JOJK-
HBI OBITH CBSI3aHBI HE TOJILKO ¢ OOHApYyKEHHEM MapKepa, HO U C
€ro TepaneBTUYECKUM 3HAYEHUEM.

Poccuiicknii ypoBeHb: HaIMOHAJbHAsI MNpoIeaypa
OIICHKH COOTBETCTBHS.

B Poccuitckor Penepanii HalMOHAJIbHAsA TpoOLIEAypa Tro-
CYIapCTBEHHOW PEruCTpalliy METUIIMHCKUX W3AeUi ompese-
nsiercs [IpaBunamMu rocygjapCTBEHHOM PervcTpalvii MeaulvH-
CKUX W3JIeJNiA, YTBepKIEHHBIMH MocTaHoBIeHueM [IpaButesb-
crBa Poccuiickoit eneparu ot 30 HOos0pst 2024 1. Ne 1684.
[TpaBuia ycTaHaBIMBAIOT NOPSIIOK MPEICTaBJICHUs pErUCTpaly-
OHHBIX MaTepUaJIOB, SKCIEPTU3bl KauecTBa, 3PPEKTUBHOCTH U
6€30MacHOCTH MEUIIMHCKOTO W3JIeNusl, TIPOBECHUsI PErucTpa-
IIMOHHBIX MPOLIEAYP U BHECEHUsI U3MEHEHUI B JOKYMEHTHI pe-
TUCTPAIMOHHOTO Jloche. TpeGoBaHMS K TPOBEICHUIO COOTBET-
CTBYIOIIMX BUJIOB UCTILITAHUI KOHKPETU3UPYIOTCSI HOPMATUBHBbI-
MU akTamMu MuHHCTEpCTBa 3paBooxpaHeHus Poccuiickoin de-
Jepauyy. Ha MOMEHT MoAroToBKM HACTOSIIETO U3/1aHUS IPOKUC-
XOOUT OOHOBJIEHHE HOPMATUBHOUM OCHOBBI 3TO Mpouexypsl: ¢ 1
ceHTs10ps 2026 roga BcTymaeT B cuiy npuka3 Munzapasa Poc-
cun ot 13 mast 2026 r. Ne 4211, ycTaHaB/IMBAIOLIUI HOBBIW MOPSI-
JIOK MPOBE/IEHUSI OIIEHKU COOTBETCTBUSI MEIULIMHCKUX U3/IEIIHI



B (popMe TEXHUUECKUX UCTIBITAHUI, TOKCUKOJIOTUYECKUX UCCIe-
JOBAHWMU Y KJIMHUYECKUX UCIIBITAHUM B LIENSIX TOCYAAPCTBEHHOU
peructpaiu. OTHOBPEMEHHO yTpaunBaeT CHITy paHee JeCTBO-
BaBIMiK npuka3 Munszapasa Poccuu ot 30 asrycra 2021 r. Ne
885H. J1J1s1 OlIEeHKU COOTBETCTBU S, 3asIBJICHUS O MPOBEACHUH KO-
TOPOU ObUTH MPENICTaBJICHBI JJO BCTYIJICHUsI HOBOTO TIOPSI/IKA B
CHITY, TIPETyCMOTPEHbI TIePEXOHbIE TOIOKEHUS.

JU1 MEJUIIMHCKMX U3JEJIMI 1J1s1 TUarHOCTUKY 1n Vitro Hauo-
HaJlbHas MpOLieypa ONpeAesseT YCTAHOBJIEHHbIN MOPSJIOK MPO-
BEICHUS UCIIBITAHUN U O(pOPMIIEHUSA UX pe3yJbTaToB. OgHAKO
HOpMaTHBHas (popma JIOKyMEHTa He 3aMeHsIeT JOoKa3aTelbHON
JIOTUKM HccnefoBanus. [IporpamMma, nepBuyHbIe JaHHBIE U UTO-
TOBBIE JIOKYMEHTHI JOJKHBI TIO3BOJISATh MPOCIEANTD CBSA3b MEXK-
JIy Ha3HAUYE€HUEeM U3/eJIHs1, UCCIeJOBAHHBIM KJIMHUYECKUM MaTe-
pUasioM, MOMyJsIUed, METOIOM CpaBHEHHMS, TTOJTYYEeHHBIMU Pe-
3yJbTaTaMU U CAEJaHHbIM BbIBOJIOM.

KpuTtnuecku BaXHO pa3ndyarTh HaJUMYME JAHHBIX U HaJM-
Jre JJOKa3aTeJabCTB. JJaHHbIe TPUOOPETAIOT TOKA3aTeIbHOE 3Ha-
YeHUe TOJIbKO B OTHOIIIEHUH KOHKPETHOTO BOMpOca, /Jisl pellie-
HUSI KOTOPOrO OHU OBbLIM TOJTYyYeHbl UM MPUMEHUMOCTh K KO-
Topomy Obuta 06ocHOBaHa. [TyOnuKammsi MOXeT MOATBEPK/IaTh
CBSI3b QHAJIUTA C 3200JIEBaHNEM, HO He pabOTy KOHKPETHOTO M3-
Jenus. AHATUTHYEeCKOE UCCIeOBaHNE MOXET MOATBEPKIATh Xa-
PAKTEpUCTUKU METOJa, HO HE 3aMEHSIET OLEHKY KJIMHUYECKON
sappexkTrBHOCTH. KNnMHMKO-1a00paTopHOE MCIBITAHUE, B CBOIO
ouepe/ib, MOATBEPKAAET TOIBKO Ty 00JIACTh MPUMEHEHH s, KOTO-



pasi (paKTHMUECKU OXBaueHa ero AM3aifHOM U TIOJTyYeHHBIMH JIaH-
HBIMU.

[TosToMy KJIMHMYECKHE JOKa3aTelbCTBA HYXKHO paccMaTpH-
BaTh KaK JIMHUIO PACCYKAEHHS, 4 HE KaK MEXaHUYECKYyl0 CyM-
My TOKYMEHTOB. DTa JIMHUS HAUMHAETCS C HA3HAUYEHU I U3AEIHSI.
3areM NOKa3biBaeTCsl KIIMHUYECKUI CMBICIT aHAIUTA WA OObEeK-
Ta uccrnenoBanus. [lanee noaTeBepikaaeTcs, YTo0 KOHKPETHOE U3-
Jeie HaJIe:KHO TosyJaeTt pe3yibrar. [locie 3Toro nokasbiBaer-
Cs1, UTO pe3yJbTaT MPUTOICH /IS 3asIBJIEHHON MEIUITUHCKOM 3a-
nauu. Y Tonpko B KOHIIE (DOPMYJIMPYETCsl BBIBOJL O IOCTATOUHO-
CTU JIOKA3aTeJIbCTB, KOTOPBIN JOJIKEH ObITh He IMpe (PakTude-
CKU MOATBEP:KAEHHOTO MPUMEHEHU .

Takou moaxoa 0COOEHHO BAXKEH [UIA CIOKHBIX U3AETAN: MO-
JIEKYJISIPHBIX TIaHEJIeW, CUCTEM BBICOKOMPOU3BOJUTEIBHOTO Ce-
KBEHUPOBAHMS, OHKOJIOTMUECKUX COMPanion-TecToB, W3JEIUi
JUIsl HEOHATAJIbHOTO CKPUHUHTA, MUKPOOUOIOTMYECKUX TECTOB
CO CJIOKHOU pedhepeHTHOM paMKOW U MPOrPaMMHBIX aJITOPUT-
MOB. B 3Tux cimyvasx mokazarenbHast 0a3a modt Bceraa op-
MUPYETCs U3 pa3HBIX KICTOYHUKOB. YacTh CBE/ICHUI MOXET OBbITh
B3SITA U3 JIMTEPATYypPbl, YaCTh — U3 AHAJIMTUYECKUX MCCIIE/I0Ba-
HUIA, 4aCTh — W3 KJIMHUKO-JTA00OPATOPHBIX UCIIBITAHUH, 4acThb
— W3 apXUBHOTO MaTepualia, CleluasbHO C(POPMUPOBAHHBIX
naHesiell WM JaHHBIX peaJibHOW MPaKTUKU. MexayHaponHas,
eBpa3uiiCcKasi U POCCHUIICKasi JIoKa3aTesbHasi JIOTMKa MOMOraet
pacnpesieiuTh T UCTOYHUKH TI0 UX JJOKa3aTeJIbHOW (DYyHKIUU
Y He CMEIIMBATh Pa3Hble YPOBHU MOATBEPKICHMUS.



Hanpumep, uzienre MOXeT ObITh MpEAHA3HAYEHO ISl BbI-
sIBJIEHHUsI UH(PEKIIMOHHOTO areHTa y MallMeHTOB ¢ CUMITTOMAMU
3aboneBanusi. B aTom ciydae nokasatenbHasi 3ajjada CBsi3aHa
C TIOATBEPXK/EHUEM pe3y/bTaTa B COOTBETCTBYIONIEH KJIMHUYE-
CKOWl MOMYJISAIMU U 3asIBJICHHOM Marepuaie. Eciu 1ot %ke Tect
3asBJISIETCS JUISI CKPUHHMHTA OECCUMIITOMHBIX JIMII WM JOHO-
pOB, JOKa3aTesIbHAs 3aj1aua MeHsieTcsl. BaxHee craHOBsTCS crie-
1U(UYHOCTD, JIOKHOMOJIOKUTEIIbHASL HArPY3Ka, MOATBEPKIAI0-
MM MapIIPYT U TOC/ISCTBUS MPOIYCKA CTydast. AHATIUT MOXET
OBITh TEM ke, HO KJIMHUYECKasl POJib pe3yJIbTaTa OyaeT WHOM.

AHajiornyHasi CUTyalsi BOHUKaeT B OHKojoruu. Hannuue
MyOJIMKALMA O CBSI3M MYTAllMK C OIyXOJIEBBIM HPOIIECCOM MO-
XKeT HOATBEPKIATh HAYYHYI0 0OOCHOBAaHHOCTb, HO HE JIOKa3bIBa-
€T aBTOMATUYECKH IIPUTOIHOCTh KOHKPETHOTO U3/IEIHS IS BbI-
6opa Teparu. s TaKOro Ha3HAYEeHHsI HEOOXOIMMO MOKa3aTh,
4TO M3/IENNe HAJIeHKHO BBISIBJISIET COOTBETCTBYIOIIEe N3MEHEHUE
B 3asBJICHHOM MaTepualie, YTo pe3y/ibTaT UHTEPIPEeTUPYeTCs B
HY’KHOM KJIMHUYECKOM KOHTEKCTE M YTO 3Ta HaXOIKa JeWCTBH-
TEJILHO MMEET 3HAUeHHUE /ISl TeParieBTHUECKOTO PEIleHHSI.

KiH1yeckye NoKa3aTenbCTBa CBS3aHbl C JKM3HEHHBIM IIHK-
soM uzzenusi. [Ipy MepBUYHON PErrcTpaluu OHU OOOCHOBBI-
BAIOT BO3MOXXHOCTb OOpAIlleHUsI U3JeHs B 3asBJIEHHON 00na-
ctu npuMenenust. [Tociie perucrpalyu OHM KCTIONb3YIOTCS TPU
OlleHKe M3MEHEeHHH, OOHOBJICHUU WHCTPYKIIMH, aHAIIM3E %KaJlo0,
HOCTPErUCTPALIMOHHOM KOHTPOJIC M HAKOIUICHWH HOBBIX JIaH-
HbIX. Eciin MeHsieTcst T MaTepriaa, 1iesieBast MoIyJIsIysl, aJIro-



PUTM MHTEPIIPETAIIMH, TTPOrpaMMHasi BepCcHs, Imopor, 0a3a 3Ha-
HUM WIM KJIMHUYECKUN KOHTEKCT MPUMEHEHUs, HeOOXOIUMO
OLICHUTb, COXPAHSIETCS JIM PUMEHUMOCTb paHee MpeCTaBJIeH-
HBIX JIOKQ3aTeJIbCTB.

3TO He 03HAYAET, UTO MPU KAKJAOM U3MEHEHUH TpeOyeTcs HO-
BOE KJIMHMYECKOe ucnblTanre. OObEM JONOIHUTEILHON OLEH-
KM 3aBUCUT OT XapaKTepa M3MEHEHWs W ero BIMSHUS Ha pe-
3yabTar. IHOTJa 1OCTAaTOYHO JOKYMEHTHPOBAHHOTO OOOCHOBA-
HUs Wi Bepudukanuu. MHorna Tpedyercsl JAOMOMTHUTETbHBINA
aHaJIN3 UMEIOIIUXCS JaHHBIX. MIHOrma HeoOXOOUMO HOBOE KJIM-
HUKO-J1ab0paTopHOe UccieoBanue. [JTaBHBIN MPUHIIUATT OCTAeT-
Csl IPEKHUM: JIOKa3aTesIbCTBA JOKHBI COOTBETCTBOBATH (haKTU-
YECKOMY U3JIEJIMIO Y €ro 3asiBJIEHHOMY IMPUMEHEHUIO.

B urore mex1yHapogHas METOJOJIOT M, EBPA3UKCKOE PETYIIH-
pPOBaHKE U POCCUMCKAs HAIIMOHAJIbHAS MIPOLIEAYPA CAeIyeT pac-
CMaTpYBaTh KaK pa3Hble YPOBHU OJHOM MPAKTUYECKOM 3a7auu.
Me:x1yHapoaHble JOKYMEHTHI JAI0T MOHATUMHYIO U METOM0JIO-
TMYECKYIO PAMKY JoKa3areabHou oueHku. [Ipasuia EA9C ycra-
HABJIMBAIOT TPeOOBaHUS K OOpAICHUIO, PETUCTPAIVH, IKCIIEP-
TU3€ U KJIMHUKO-JIAOOPATOPHBIM UCTIHITAaHUSAM B paMkax Coro-
3a. Poccuiickoe 3aKOHOAATeNbCTBO OIpeIesisieT HAIMOHAIbHYIO
MpOLEypy TOCYAAPCTBEHHOM PErMCTPAlUM U OLIEHKH COOTBET-
CTBUS B Tpefiesiax ee MpUMeHeHHUsl. DTU YPOBHU pa3IMyaloTcs
0 I0PUIUYECKOMY CTaTycy U cpepe AeUCTBHUSI, HO MPHU OLICHKE
MM UBJI cxonsTcst B IJIaBHOM MPAKTUYECKOM BOITPOCE: TTO3BO-
JISIOT JA TIPEJICTABJICHHBIE JTaHHbIE 0OOOCHOBAHHO TIONTBEPIUTD



0e30IMacHOCTh, KaueCTBO 1 3(PPEKTUBHOCTh KOHKPETHOTO M3Ie-
JIMs B IIpeJesiax 3asiBJICHHOTO Ha3HAYEHUS.

Hror riaBbl

Me:xiyHapogHasi METOIOJIOTMYECKasi paMKa, cpopMUpOBaH-
Hag GHTF, IMDRF, mexayHapoaHbIMU CTaHAApTaMu U PyKO-
BOJICTBAMHU, 3aaeT OOIIMK SA3bIK JOKA3aTEeJIbHON OLEHKH MEIU-
LIUHCKUX m3aesmi g guarHoctukH in vitro. GHTF 3anoxwnna
0a30BbIe MOAXOAbl K TAPMOHU3AIMUA PETYTUPOBAHUS] MEIUIIMH-
ckux mznenvid, a IMDRF npomomkun 3Ty paboTy ¢ akiieHToM
Ha COBPEMEHHBIE PETYJATOPHbIE 3a/1a4i. B eBpa3uickon mpak-
THKE 3Ta Jioruka orpaxaercs B Pemenunsax Cosera E9K Ne 29,
Noe 46 u Ne 27, MeTonuyecKux peKkoMeHaanusx u ¢popmax Jo-
kymeHTOB. B Poccuiickoii denepaiiin oHa peanusyeTcs yepe3
HAIIMOHAJILHYIO MPOLEAYPY PETUCTPALlMU, ITPOBEIEHUS UCTIbITA-
HUM, 0OPMJIEHUSI PE3YJBTATOB U IKCNEpTU3bl. JlokazaTeabHas
6aza MU MB]] nomkHa MoATBepXaaTh O€30MacHOCTh, KAYECTBO
1 3PEKTUBHOCTb U3/ENUS B Mpeesiax 3asBJSHHOIO Ha3Hayue-
HUS U OCTaBaThCSl COITIACOBAHHOW C (DAKTMYECKUM W3JEIIMEM,
WHCTPYKIIMEH, U3MEHEHUSIMUA U JTAaHHBIMU TTPUMEHEHUs B Teue-
HUE KM3HEHHOTO IMKJIA.



I'naBa 3. HazHauenue u3aejus
1 ero KJIMHAYEeCKast poJib

Ha3znaueHue onpejeJisieT J0Ka3aTeJbCTBA.

Hasnauenne uznenus sIBIsSETCS MCXOMHOM TOYKOM JOKa3a-
TEJIBHOM OIEHKU MEOUIIMHCKOIO M3AENNS I JUArHOCTUKHU in
vitro. IMEHHO U3 Hero CTaHOBUTCS MOHSATHO, KAKOW pe3ysbTar
JOJKHO BbIIaBaTh M3JENE, B KAKOM Marepuayie 3TOT pe3yib-
TaT MOJTYYaloT, JIJIs1 KAKOH TPYIIITHI MAIUEHTOB WA 00CIeyeMBbIX
JIMII OH TIpeJHa3Ha4YeH, KTO OyJeT MCIIOb30BaTh U3/IeIe U Ka-
KOE€ MEIUITMHCKOE pellieHre MOXKET ObITh MPHHATO Ha OCHOBA-
HUM pesyinbTara. [losToMy HazHaueHHe HeJb3sl BOCIPUHUMATH
KaK KpaTkyio popMasibHylo ¢pa3y U3 UHCTPYKIUMU. B nuarHo-
CTUKE in Vvitro OHO (paKTUYECKM 3a7aeT I'PaHHUIIbl BCeW JoKa3a-
TEJILHOM Oa3Hbl.
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Pucynok 3.1. Haznauenvie uzaenusi Kak HEHTP JOKa3aTesb-
HOW OLIEHKU

OpHa ¥ Ta e TEXHOJIOTUS MOXET UMETh COBEPLIEHHO Pa3-
HOE [IOKA3aTeJIbHOE 3HAYEHHE B 3aBUCHMOCTH OT TOTO, KaKylo
KJIMHUYECKYIO poJib €l pujaer usrorosurens. Hanpumep, mo-
JIEKYJIIPHBIA TECT 111 BBIABJIEHU S MH(PEKIIMOHHOIO areHTa Mo-
KET UCTIONb30BAThCA AJIs1 AMATHOCTUKM OCTPOM MH(EKIIMY Y Ta-
LIMEHTA C CUMIITOMaMH, JUIs1 CKPUHUAHIA JOHOPOB, IJIS IOATBEP-
KJEHHSA pe3yJsbTara Ipyroro MeToja, JJisi MOHUTOPUHI A TEpPAIin
WM JUIs SnueMuosiornyeckoro HaOmoaeHus. Bo Beex ciyuda-



X JabopaTropHast MUIIIEHb MOXKET ObITh OTHOM U TOH K€, HO JI0-
KazaresbHas 3amada OyaeT pazHou. [l AMarHOCTUKY y CHUMII-
TOMHOTO MaIMeHTa BaXXHO MOKa3aTh MPUTOTHOCTh pe3yJbTraTa B
COOTBETCTBYIOLLEH KJIIMHUYECKON CUTyaluu. [ CKpruHUHTa J10-
HOPOB OCOOEHHO 3HAUMMBI BBICOKAsI YyBCTBUTEILHOCTD, CTIEITH-
(paHOCTH M MOCTEACTBUS MPOITyCKa ciy4asi. [lJisi MOHUTOpUHTA
Tepanuy Ba)KHa KaK JETEKIM, TaK U BOCITPOU3BOAUMOCTD JJUHA-
MUKHM pe3ysibTaTra BO BpEMEHH.

VIMeHHO 103TOMY Ha3HAYEHUE WU3/IE/IUsI CBS3bIBAET TEXHUYE-
CKO€ OIMCAHME U3Je/Us ¢ MEJULIMHCKOU 3a1aded. Ecim B 1OKy-
MEHTAIIMM YKa3aHO TOJIbKO, YTO W3JENUE “NpeIHA3HAYeHO IS
BBISIBJIEHUSI” OIPEJEJIEHHOTO aHAJIUTA, ITOTO YaCTO HEOCTATOU-
HO TSl TOKa3aTeabHO! orieHKU. HeoOxoaumMo nmoHuMars, 3auemM
9TOT aHAJIUT BBISBJISIETCS: /17151 TIOCTAHOBKU JUArHO3a, UCKJTI0Ye-
HUs 3a00/eBaHKsl, CKPUHUHIA, MOHUTOPUHTA, MPOTHO3a, CTpa-
TU(UKAIMUA PUCKA, BBIOOPA Teparnuy WK JPYroil KJIMHUYEeCKOU
¢yskimu. Iloka 3Ta ponbp He onpeneneHa, HEeBO3MOXHO KOp-
PEKTHO BBHIOpATh KJIMHWUYECKUI MaTepual, TOMYJISINI0, METON
CpaBHEHM S, KOHEYHbIE TOUYKU Y CTATUCTUYECKUI TJIaH.
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+ OAREPKKA PELIeHN/E O UHTEHCHBHOCTH
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+ OueHKa AONTOCPOUHOrO MPOrHO3a

+ MoagepxKa pelenwii o suinvcke,
peabunutauum u HabnoaeHun

+ VHpopMuposakue nauuenTa

000 N PesynbTar VBA 0BLeKTUBHYIO,
GQD LIeHHOCTb ANA KNMHUYECKON NPaKTUKN ANA NPUHATUA
Y CBOEBPEMEHHBIX KNMHUMECKIAX PeLeHui

Pucynok 3.2. Knuanueckue ponu pesyiabrata MU UB]]

He Bcsakoe npuMeHeHue yxxe JOKA3aHO.

JlnA goKa3aTesbHOM OLEHKM HAa3HAYEHWE W3JEIMUA JOJDKHO
OBbITh C(hOPMYJIMPOBAHO C JOCTATOYHOU KOHKPETHOCTBIO, [I03BO-
JIAIOLIEN ONPENENIUTh MPAaHULIBI 3asIBJIEHHOTO NpuMeHeHus. s
MU UBJI HEAOCTATOYHO YYUTHIBATH TOJBKO AHAJIUT U MPUH-
un Meroaa. CynecTBEHHOE 3HAY€HUE UMEIOT TUII UCCIIEAYEMO-
ro odpasua, LeseBas MOMyJIALMs, IperoaraeMblii MoIb30Ba-
TeJlb, YCIIOBUSA NIPUMEHEHU, (popMar pe3y/ibTaTa U €ro KJIMHU-
yeckas ponb. Hanipumep, usnenue a1 onpeneaeHus IoKo3bl B
BEHO3HOM IJ1a3Me B YCIIOBHSIX KJIMHUKO-AUArHOCTHUECKOU J1a00-



paTopuu M U3JeIue s CAMOCTOSATEIbHOTO KOHTPOJIS TJIIOKO3bI
MAIMEHTOM JIOMa PEIaloT Pa3Hble 3a/auu, Jaxe eciu 00a CBs-
3aHbl C OTHUM aHAJIUTOM. B mepBoM ciiyyae OCHOBHOE BHHMMa-
HUe Oy/IeT yAesAThCs Ja0OpaTOPHOM HAJE)KHOCTH pe3ysbTaTa U
€ro COOTBETCTBUIO KJIMHUYECKOMY IPUMEHEHUIO B METUIIMHCKOM
opranu3anuu. Bo BTopoM — 100aBIsIOTCS BOIPOCH! TMOJTH30Ba-
TeJIs1, YCJIOBUM CAMOCTOSITEIbHOTO IPUMEHEHH S, UHTEpIPEeTalluy
pe3yJibTaTa U pUCKa HEMPABWJIBHOTO JEMCTBUS MallMeHTa.

To ke OTHOCUTCSI K OHKOJIOTHUECKUM U3Je/IusM. TecT, BhIsIB-
Jsmoni m3MeHenre B reie EGFR, MoskeT mcnosb30BaThes IS
MOJIEKYJISIPHOW XAPAKTEPUCTUKU OIYXOJIU, ONpPEeICHUs KJIU-
HUYECKH 3HAYMMOIO BapuaHTa, MOAJEPKKU BHIOOpA TapreTHON
Teparvy, BBISBICHUS MEXaHU3MOB PE3UCTEHTHOCTU WJIM MHOW
3asBJIEHHOM 3a/1a4d. DTU NMPUMEHEHUs HEJb3 CUUTATh JIOKa-
3aTeIbHO SKBUBAJIEHTHBIMU TOJILKO IMOTOMY, YTO OIpeNesieTcs
OJIMH U TOT K€ I'eH.

Ecnu pe3ynbTar npenHazHaueH AJis UCIIOJIb30BaHUSI TIPU BbI-
Oope Tepanuwu, ToKa3arelibHast 6a3a JIOJKHA TIOATBEPKAATh €ro
3as1BJIEHHYIO MPEJAUKTUBHYIO POJib B COOTBETCTBYIOIIEM KJIMHU-
YECKOM KOHTeKCTe. [IaHHBIX O TOM, YTO ONpeAeSICHHbI BAPUAHT
BCTPEYAETCsl IPU COOTBETCTBYIOLIEM THUIIE OMYXOJH, AJIsl STOrO
HemocTatouHo. HeoOxoqumo 000CHOBATh KJIMHMYECKOE 3Haue-
HUE BBISIBJISIEMOIO BapyaHTa JJIsi COOTBETCTBYIOILIETO TeparieB-
TUYECKOTO pelleH s U TIOATBEPIUTh CIOCOOHOCTh KOHKPETHOTO
W3JIENS HAJIeKHO ONPENesIsATh STOT BAPUAHT B 3asBJICHHOM Ma-
Tepuaje U nomyyasauuu. Takad cBA3b Mexay pesyiabraroM MU



NBJI v TepaneBTUYECKUM PEIIEHUEM CTAHOBUTCS YaCThIO CAMO-
IO Ha3HAYEHU s U3JEJHS U, CJIeJOBATEIbHO, 10JKHA YUYUTHIBATh-
cs mpu (POPMUPOBAHNH JIOKA3aTeIbHON 0a3bl M JU3aiiHa COOT-
BETCTBYIOIIMX UCCIIEIOBAaHU.

Knunuveckast posb pe3ysbTaTta OCOOEHHO BaskHa IOTOMY, UTO
OHa ormpenesseT eHy ommMOKH. JIOKHOOTpHUIIATEIbHBIN Pe3yIib-
TaT CKPUHUHTOBOI'O TECTa JIIs1 TSKEJIOrO COCTOSIHUSI MOXKET MPU-
BECTM K TNPOIYCKY MallMeHTa, KOTOpPOMY TpeOyeTcss CpouHOe
BMENIATebCTBO. JIOXKHOMONOKUTEbHBINA PE3y/IbTaT B MACCOBOM
CKPMHUHIE MOKET CO3/1aTh 3HAUUTEJIbHYIO HArpy3Ky Ha CUCTEMY
TIOTBEPIKTAIOIIEH TUArHOCTUKY Y TIPUBECTU K HEOOOCHOBAHHOM
TpeBore. OmmoOKa Tecta AJis BLIOOpa Teparnuy MOXeT U3MEHUTD
neyeOHbI MappyT. Onmmoka MOHUTOPUHIOBOTO TECTa MOXKET
NIPUBECTH K HEBEPHOU OIIEHKe JUHAMUKH 3a0oneBanus. [Toato-
MY OJIHO U TO k€ 3HaU€HHe 4yBCTBUTEIbHOCTHU, CIELIM(PUUHOCTH
WJIA BOCITPOM3BOIMMOCTHY MOKET OLIEHMBAThCS NIO-Pa3HOMY B 3a-
BUCUMOCTH OT HA3HAUEHU s U3JIENHSI.

KTo0, rie m Ha kKaKkoM MaTepuaJje HCIOJb3yeT U3/ieJue.

Hasnauenue Takxke omnpejensier, KakvMe 10Ka3aresbcTBa MO-
ryT OBITh MIEPEHECEHB, & KaKUe JOJIKHBI ObITh MOTy4YeHbl 3aHO-
BO. Eciiu aHa/IMT XOpOI1IO M3y4eH B OAHOUN KJIMHUYECKON POJH,
9TO HE O3HAYAeT, YTO OH aBTOMAaTU4YeCKM OOOCHOBaH Ui APY-
roi. CBsI3p Mapkepa ¢ 3a00JIeBaHUEM MOKET OBITh JIOCTATOUHOM
JU1s1 AMarHOCTUKM, HO HEIOCTATOYHOM 1151 TPOrHo3a. JlaHHbIE 1O
MAlMEeHTaM C yKe YCTaHOBJIEHHBIM 3a00JIeBaHUEeM MOTYT He TOJI-
XOAWTH AJIsI CKpUHUHTA OECCUMITTOMHOM NomyJsiimu. Pe3ysbTa-



ThI, TIOJIyYEHHBIE HA CBIBOPOTKE, HE BCET/Ia MOKHO MEPEHOCUTD
Ha TUIa3MY, 1IeJIbHYI0 KPOBb, CyXO€ MSATHO KPOBU, TKAHEBOU Ma-
Tepuasl WK 1udpoBoe n3o0paxenue. Kaxaplii Takol nepeHoc
TpeOyeT 0OOCHOBaHMS.

B aTOM cMbIcnie Ha3HaUeHWe W3IENTUs SIBIISIETCS ONMMCAHUEM
IPEAINOSIAraeMoro NpUMeHeHH s, a TakKe WHCTPYMEHTOM Orpa-
HUYEHHUs JJoKa3aTeIbHBbIX BHIBOAOB. Eciu ucnbitanue mposese-
HO TOJILKO Ha OJJHOM THIIe MaTepuasia, UTOrOBbIN BBIBOJ HE JI071-
JeH 0e3 JIONOJHUTEILHOIO 0OOCHOBAHUSI PaCIPOCTPAHATHCS Ha
apyrue matepuaibl. Eciu uccinenoBaHa TOMBKO OnpeiesieHHast
TIOMTYJISAILM S, HEJIb3sl aBTOMAaTHUUECKU 3asIBJISATH OoJiee MIMPOKUI
KpYT NOJIb30BaTenieil nin naiueHToB. Eciu ucnonb3oBanach of-
Ha Bepcusl MPOrPaMMHOTO aJITOPUTMA, JI0KA3aTeIbCTBA JOJIKHBI
OBITH CBSI3aHBI IMEHHO C 9TOU BepCUel WIIH IOJIKHO OBbITh MOKa-
3aHO, YTO U3MEHEHUS He BIMSIOT Ha KIIMHUYEeCKU 3HAYUMBII pe-
3yJIbTar.

OcoOeHHO HAIJISIIHO 3TO MPOSIBISETCS B U3EIHAX C IPO-
IPAaMMHBIM WM aJTOPUTMUYECKUM KOMMOHeHTOM. Eciu mpo-
rpaMMa TOJIbKO TNepelaeT pe3yibTaT B JJadopaTopHy0 UHMOP-
MAIIMOHHYIO CUCTEMY WJIM Te4aTaeT OTYeT, ee POoJb BCIIOMOra-
tenbHasi. Ho ecnu oHa (pwiibTpyeT BapuaHThl CEKBEHUPOBAHUS,
paccuuThIBaeT UHJIEKC PUCKa, KiIaccuuiumpyer u3o0paxkeHue,
BBIJIEJISIET TMOJIOKUTENIbHBIE KJIETKUA WJIM aBTOMAaTHYEeCKH OTHO-
cut oOpasel] K Kateropud “Hopma’, “IOBTOPUTH” WM “TIONO-
JKUTEJbHBINA, €€ (DYyHKLIMSI CTAHOBUTCSI YaCTblo (pOPMUPOBAHUS
KJIMHMYECKM 3HAUMMOro pe3yJbrara. B TakoMm ciydae Ha3zHave-



HHE JJOJDKHO OTpaXkaTh JJA0OPATOPHBIN ITaM, a TaKXkKe POJib MPO-
rPaMMHOTO KOMITOHEHTa B (popMHUpoBaHUU BhIBOAA. MHaue no-
Ka3areJibHasl OLIEHKA OKaXeTCsl HETOMHOM.

L7151 TporpaMMbl KJIMHUKO-1a00PATOPHBIX UCTIBITAHUIA Ha3HA-
YEHUE U3/IENM S BBIIOIHSET POJIb UICXOIHOIO TEXHUYECKOTrO 33/1a-
HUSA. VIMEHHO M3 HEero BHITEKaeT, Kakue 00pa3iibl Hy>KHO BKIIIO-
YUTh, KaKWe TPYMIIbl MAIMEHTOB JAOKHBI ObITh MPEICTABIICHBI,
KaKOU METOJl CpaBHEeHUs1 WK pepepeHTHasi paMKa OyleT yMecT-
HOW, KaKue IMOKa3aTesid HYKHO PacCUMThIBaThb U KaKUE BBIBO-
Ibl MOKHO Oynet czenatb. Ecim Ha3Hauenue chopMyIMpoOBaHO
PacCIUIBIBYATO, TIPOrpaMMa MCIIBITAHUA HEM30EKHO CTAaHOBUTCS
ya3BUMoOr. OHa MOXET ITPOBEPUTH HE TO PUMEHEHUE, KOTOPOE
(pakTHUECKM 3a5BJIEHO, WM TIOYYUTh JAaHHbIE, KOTOPBIE HEMb351
YBEPEHHO CBS3aTh C UTOTOBBIM BBIBOJIOM.

JlJIsT perucTpalMoOHHOTO JI0Che 3HaueHWe Ha3HAueHWs elle
mmpe. Jlocke TOMKHO MOKa3blBaTh, UTO BCE JIEMEHTHI JI0Ka3a-
TEeJIbHOW 0a3bl OTHOCATCSI K OJHOMY U TOMY ke 3asBJIEHHOMY
npuMeHeHuo. JluTeparypHble JaHHbIE JOJIKHBI TOATBEPKAATh
KJIMHUYECKUI CMBIC] aHAJIMTA UMEHHO B 9TON poid. AHAJIUTU-
YecKHe UCCIIeOBaHUS IOJKHBI ObITh BBITIOTHEHBI HA PEJIeBAHT-
HOM MaTepHalie U B YCJIOBHUSIX, COOTBETCTBYIOUIMX TPUMEHEHUIO
uznenvs. KiimHudeckue Wiv KJIMHUKO-Ta00paTOpPHbIE UCIIBITA-
HUS TOJDKHBI OXBaTHIBATh 3asBJICHHYIO MOMYJISAIIAI0 U KJIMHUYE-
CKUH crieHapuil. ITOroBblil BHIBOJ IOJKEH OBITh HE HIMPE, YeM
(pakTHUECKM MOATBEPKICHHbIE JAHHBIE.

I'panunbl Ha3HAYEeHUSA — 3TO rPaHMIbLI BHIBO/1A



[TosTomMy upe3MepHO HMIMPOKOE HA3HAYEHUE W3/ETUS 4acToO
CTAQHOBUTCS ICTOYHUKOM METOJOJIOrnYecKux mpodnem. [Ipous-
BOJUTENIb MOXET CTPEMHUTbCS OMUCATh U3JE/IMe MAKCHUMaJIbHO
HIUPOKO, YTOOBI paCIIMPUTh 00JaCTh puMeHeHus1. Ho uem -
pe Ha3HaueHue, TeM OoJIbIIIe I0Ka3aTeIbHast Harpy3ka. Ecim uz-
JeJie 3asBJIEHO ISl HECKOJIbKMX MaTepuaioB, HECKOJIBKHUX TO-
MY/, HECKOJIBKUX KJIMHUYECKUX POJIed WM Pa3HbIX YCIIO-
BUI PUMEHEHM 1, KaXKJasi U3 TUX COCTABJISIONIMX JI0JKHA OBITh
TOATBEPIKICHA JTUOO HETIOCPEACTBEHHO, TMOO0 Yepe3 000CHOBAH-
HBI MIEPEHOC TaHHBIX. B MPOTUBHOM Cilyyae BO3HUKAET pa3phiB
ME3K]Ty 3asiBJIEHHBIM IPUMEHEHUEM U JJOKa3aTeIbHOW 0a301.

Bonee cuibHOM cTpaTteruei 4yacTo siBjisieTcsl TOUHOe U J0Ka3a-
TEJIbHO YCTOWYMBOE HazHaueHne. OHO MOXeT OBITh YKe 1O 00b-
€My, HO JIy4lle MOAJIePKaHo JaHHBIMU. Takoe Ha3HaueHUe Jierye
NiepeBecT B IPOrpamMmy MCIBITAHUM, JIerye CBA3aTh C KJIIMHUYe-
CKMM MaTepuajioM U MOMYJIsIIUeN, Jierye 3alUTUTh B ©”TOTOBOM
OTYeTe U PEruCTPAIIMOHHOM JIocke. B manbHeliem, mpy HaKom-
JIEHUW HOBBIX JIAHHBIX, 00JIACTh TPUMEHEHU ST MOXET OBITh pac-
HIMPEHa, HO TAKOE PACIIMPEHUE JOJIKHO COIIPOBOXKIATHCS COOT-
BETCTBYIOIIUM J0Ka3aTeIbHbIM OOOCHOBAHUEM.

Nuadve roBopsi, Ha3HAYEHHWE U3JIEINS B IMAarHOCTHUKE in Vitro
UTpaeT pojib JOKA3aTeJbHOro LeHTpa. OHO CBA3BIBAET aHAJIMT,
METOoJl, MaTepua, MOJIb30BaTeNsl, MOMYJIALMIO, KIMHUYECKUN
cueHapuii, popmar pesyibTata U MeIulMHCKoe nenctue. OT
HEro 3aBHCHUT, KaKue JAaHHble OyIyT CUUTATHCS PesIeBAHTHBIMH,
KaK#e HCCIIeJOBaHMS HEOOXOIUMO MPOBECTH, KaKKMe OrpaHude-



HUS JIOJDKHBI OBITh YKa3aHbl U KAKOW MTOTOBBIN BBIBOJ MOXET
ObITh czienaH. [TosTomy pabota Haj JOKa3aTeIbHON 0a30i HAYM-
HaeTcs1 He ¢ BbIOOpA TaOMUIIBI 11 OTYeTa U He C pacueTa YyB-
CTBUTEJIBHOCTH, a C TOYHOI'O IOHMMAaHMsI TOTO, JIs1 Yer0 UMEHHO
MPEIHA3HAYEHO M3JIe/IMe W KAKyl0 POJIb €r0 Pe3ysbTaT JIOIKEeH
UrpaTh B MEUIIUHCKOU MTPAKTUKE.

Hror riaBbl

HaznaueHue u3zenus onpeeseT rpaHullbl BCEH TI0Ka3aTesb-
HOU OLIEHKU MEIULIMHCKOrO U3EJU U1 JUArHOCTUKH 1n VItro.
OHO NOKa3bIBaeT, KAKOM pe3yybTaT MOyJyaeT U3/Ie/ie, B KaKoM
Marepualie, JIisl KakOU MOIyJISAIMN, KaK|M ITOJIb30BaTesIeM, B Ka-
KHX YCJIOBHSIX M JIJII KAKOTO MEAMIIMHCKOTO pereHus1. OqHa u ta
K€ TEXHOJIOTHSI MOXKET TpeOOBaTh Pa3HbIX JOKA3ATE/ILCTB B 3aBH-
CHMOCTH OT KJIMHUYECKOU poiu pe3yibrara. [TosTomy rporpam-
Ma MCIBITaHWHA, PErHCTPAIIMOHHOE J0Che M MTOTOBBIM BBIBOJ O
KJIMHUYECKUX JTI0OKa3aTeIbCTBaX JOJKHBI CTPOMTHCS OT Ha3Have-
HUS U3JICNMSI U HE BBIXOIUTH 3a Mpejiesibl (paKTUIECKH ITOATBEP-
KJICHHOTO TIPUMEHEHHSI.



I'maBa 4. Jloka3zareabHas
MO/1eJIb OI[€HKH

Joka3aTeJibCTBA JOJKHBI CKJIAAbIBATHCS B CHCTEMY.

JlokazaTeibHasI OLIEHKA MEIULIMHCKOTO U3Ie/Is IS TUarHo-
CTHKH in Vitro CTPOUTCSI He BOKPYT OTHOTO MCCJIEIOBAaHUS U HE
BOKPYI' OJHOTO YHCJIOBOTO Moka3arens. OHa ImpeacTaBiIsieT co-
6011 TocIie1oBaTesIbHoe 00OCHOBAHKE TOTO, UYTO PE3Y/IbTaT U3/e-
JIVISl UMEeT METMIIMHCKUIN CMBIC]T, TTOJTy9aeTCsl HaZeKHO U MOXKET
UCIIOJIb30BAThCS B 3asIBJIEGHHOM KJIMHUYECKOM crieHapuu. [1o3to-
My B LIEHTpE OlLIEHKH HaXOAUTCS HE TOJBKO TEXHOJIOTHS, a CBSI3b
MEXIy Ha3HAUeHUEM U3JIeIUsI, OTpeeisieMbIM 00bEKTOM, aHa-
JIMTUYECKOW pabOTOM M3/1e/vsl M KIIMHUYECKUM 3HauYeHWeM pe-
3yJIbTaTa.

B npakTHKe HepeaKo BO3HMKAeT COOMa3H YIPOCTUTH ITY JIO-
ruky. Eciii aHaimT 1aBHO M3BECTEH M BKJIIOUEH B KJIMHUYECKHE
PEKOMEHIAIINH, KQXKETCsI, UYTO U3/IEIHE yXKe JOCTATOUHO 0OOCHO-
BaHO. Ecii MeTon mokassiBaeT XOPOIITYI0 BOCIPOM3BOANMOCTh
Y HU3KUH Tipezie]l OOHapyKeHMsI, MOKeT BOSHUKHYTh BIeUatye-
HHe, YTO ero KJIMHUYECKas MPUroqHOCTh oueBraHA. Eciu B uc-
IIBITAHUH TIOTyYeHbI BHICOKME UYBCTBUTEJIBHOCTh U CIICIDUYI-
HOCTh, MHOT/Ia CYMTAIOT, YTO BCE BOMPOCHI JOKA3aTeJIbHON Oa-
3bl 3aKpbIThl. OJHAKO ISl M3JEIUNA AUArHOCTUKM in Vitro Ta-
KHe YIPOIIeHUsI onacHbl. Kak bl U3 9TUX 3JIEMEHTOB OTBEUYaeT



TOJIBKO Ha CBOW BOIIPOC U HE 3aMEHSET OCTaJIbHBIE.

Tpu Bonpoca 1oKa3aTeJbHON OIl€eHKH.

VIMeHHO 1o3TOMY COBpeMeHHas JoKaszaresibHas mozaeiab MU
WB]l 0o0blYHO paccMaTpUBaeTCsl Yepe3 TPU B3aMMOCBSI3aHHbIX
0JI0Ka: HAy4YHYI0 OOOCHOBAaHHOCTh, AHAIUTHYECKYIO 3(PPeKTHUB-
HOCTb ¥ KIIMHUYECKYI0 3(ppeKTHBHOCT. OHI 00pa3yloT eaHYI0
LEMOYKY, HO KaX/blil OJIOK KIMEET CaMOCTOSITEJIbHOE 3HAUEHHE.

HAYYHAS 2 KJIMHUYECKAS
1 AHAJIMTUYECKAS 3
e S4OTHEHOCTE e el
(XapaKTepuCTUKM n3nenus) puroa| pesyl
uccnepoBaHus) AONA 3a8BNEHHOro anMeHeHMﬂ)
MoKassisaeT HaAeXHOCTE @ MoKasbisaeT NPUroaHoCTL
== Pl o A PabOTHI KOHKDETHOTO peaynsara, nonyuaemoro
= ik 4 et -I=|~|=|-|=|- veaenws: cnocoshocrs O ssenmen am samsnenioro
BN EXIecKM cocTomuert BaBaTL TOuHI, CTAOWTBHbIN O ) QO  knunmeckoro npumenenn
g ¥ BoCNpoM3BORUMI (I L) ¥ moaaepxwn npussus
WA MERUUMHCKOR 33Radei pesynstar MERULUHCKOrO pelweHys
KITIOYEBOM BOMPOC: KIIIOYEBOM BOMPOC: KIIOYEBOV BOMPOC:
3auem 370 onpeaenaTs? HackonKo HagexHo Momoraer i peaynstat
uagenvie nonyuaet pesynsTar? MEALUHCKOMY PeLLeHtio?

!

WHTErPALUA JOKASATE/IbCTB
CorfiacoBaHHas OLiHKa TPeX aneMeHToB
B npeaenax HasHa4YeHus usaenus

‘ @ BE30MACHOCTb, KAYECTBO U 3®DEKTUBHOCTb U3LAENUSA

B NMPEAENAX 3AAIBJIEHHOIO HASHAYEHUSA

Pucynok 4.1. Tpu anemeHTa qoKa3aTeIbHON MOJCTH

[NepBbiii a51eMeHT — Hay4Hasi 0O0OCHOBAHHOCTh — OTHOCHT-
cs K CMBICTy camoro oObekTa uccienoBanus. Ecim mspenue



orpejessieT BUPYCHbI aHTUI'€H, TEHETUYECKUI BapUaHT, KOH-
HEeHTpanuio OMOXUMHUYECKOTO MTOKa3aTeNsl, KJIETOUHYIO XapaKTe-
PUCTUKY, MOP(OJOrMYECKUN MPU3HAK WM BBIUUCIISEMbIA WH-
JEKC, HeOOXOIMMO MOKa3aTh, YTO ITOT OOBEKT CBSA3aH ¢ 3a00J1e-
BaHMeM, (PU3MOJIOTMYECKUM WM MaTOJIOTMYECKUM ITPOLIECCOM,
PHUCKOM COCTOSIHM S, IPOTHO30M, OTBETOM Ha JICUEHUE WA UHOU
MEIMLIMHCKOM 3a/1aueid. be3 Takoi cBs3M pe3ysbTar OCcTaeTcs Ja-
60paTopHbIM (haKTOM, HO HE CTAHOBUTCS KJIIMHUYECKUM JJOKa3a-
TEJIbCTBOM.

Hanpumep, MokHO pa3paboTaTh OY€Hb TOUHBI METOM U3Me-
peHust HoBOro OesikoBoro Mapkepa. Ho ecnm He mokasaHo, 4To
3TOT MapKep YCTOMYMBO CBS3aH C KOHKPETHBIM 3a00JIeBaHUEM
WIN KJIMHUYECKUM pELIEHUEM, aHAJIUTUYECKask TOUHOCTb METO-
Jia He CO3JjaeT MEJULIMHCKOU LIECHHOCTH. B 3TOM CMBICIIe Hay4YHas
00OCHOBAHHOCTh IMPEIIECTBYET BCEM IMOCIEAYIOIIUM IEHCTBU-
aM. OHa OoTBevyaeT Ha BOIPOC: 3aueM BOOOILE OMPEAeIIATh ITOT
OOBEKT y TMallMeHTa WK B oOpaslie.

Bropon anemenT — ananmutnyeckas 3pPEeKTUBHOCT — OT-
HOCUTCS YK€ HE K CAMOMY AaHAJIUTY KaK KJIMHUYECKOMY SIBJIe-
HMIO, @ K KOHKPETHOMY M3Jesmio. [laxe ecnym aHaauT XOpoLlo
W3BECTEH U JABHO MCIIOJIB3YETCs B MEULIMHE, Kak/10€ HOBOE 13-
JeJe JTOJDKHO TO0Ka3arh, YTO OHO HAJEKHO IONyYaeT pe3yib-
Tar. 11 KOJIMYECTBEHHOTO TECTA 3TO MOXKET BKJIIOYATh [IPABUJIb-
HOCTb, IPELIM3UOHHOCTb, AUANa30H U3MEPEHUH, ITPEAE KoInve-
CTBEHHOI'O OIPEAEIIEHUS U ITPOCIIEKUBAEMOCTb. [17151 KauecTBEH-
HOTO TecTa OCOOSHHO BaKHBI TIpe/iesl OOHApYKEeHHU S, Crierdmy-



HOCTb, YCTOMUMBOCTh BOJIM3M MOPOTa U TMOBE/IeHNEe C1a00MoIIo-
JKUATEJbHBIX 00pa3noB. i1 MOJEKyISIpHOTO TecTa — CIOCO0-
HOCTb BBISIBJISITh 3a5IBJICHHbIE BAPUAHTbI, YCTOWYMBOCTb K MaT-
PUKCHBIM BJIMSHUAM, MHTEP(EPEHLIMU U PUCK JIOKHOTO PE3YJIb-
Tara. JlJi MporpaMMHOIO U3/1e/nsi — KOPPEKTHOCTb BBIUMCIIM-
TeIBbHON 00paOOTKH, BEepCHsl alTOPUTMA U YCTOMYMBOCTH KJIac-
cu(UKalUK.

374ech BaKHO HE CMEIIMBATh KJIMHAYECKYI0 3HAYMMOCTD aHa-
auTa ¢ paboTol KOHKpeTHOro m3zenusi. To, 4To BUpYyCcHasi Ha-
Ipy3Ka UMEEeT 3HaYeHUe JJIsi MOHUTOPUHra MH(EKIIMY, elle He
JIOKa3bIBAET, YTO KOHKPETHAS TECT-CUCTEMA MTPABUIIbHO U3MeEpsi-
€T €€ BO BCEM 3asBJIEHHOM Juarna3oHe. To, yTo MyTaius umeer
3HaYeHHWe /7151 BRIOOpa Teparuu, elie He JOKa3bIBaeT, YTO KOH-
KPETHBIA MOJIEKYJISIPHBIA TECT HaJeKHO OOHAPYKHMBAET ee B 3a-
SIBJIEHHOM THIIE OITyXOJIEBOTO Marepuaia. AHanuTh4eckas a¢-
(bekTMBHOCTB JOKHA OBITH MOATBEP:K/IEHA UIMEHHO [1J151 OLIeHU-
BAEMOT0 M3/IEJMsI M1 UMEHHO B T€X YCJIOBUSX, B KOTOPBIX OHO Oy-
JeT IPUMEHSThCS.

Tperui1 anemMeHT — KiaMHUAYecKas 3pdekTuBHOCTS (clinical
performance) — CBA3BIBAET PE3y/IbTAT KOHKPETHOIO W3JENSA
C 3asBJIEHHBIM KJIMHUYECKUM COCTOSIHUEM, (PU3HOIOTMYECKUM
WY TIATOJIOTMYECKUM TIPOLIECCOM JIMOO MHON MEIUITMHCKY 3HA-
YUMOW XapakTepUCTUKOWM. Ha 3TOM ypOBHE OIICHMBAETCS YKe
HE TOJIBKO CIIOCOOHOCTb U3/1eJTH S TIOJTy YUTh AHAJTUTUYECKHUIA CHUT-
HaJI, KaTeropuio WM YHMCIIOBOE 3HAYEHHE, a CIIOCOOHOCTDH pe-
3yJIbTaTa BHIOJHATD 3asIBJIEHHYI0 KJIMHUYECKYI0 (DYHKIIMIO.



KonkperHoe coaepxaHue KIWHUYECKOW 3(PPEKTUBHOCTU
ornpenensieTcs HazHaueHreM u3fenus. s JUarHoCTUYECKOro
TeCTa 3TO MOXKEeT ObITh CIIOCOOHOCTH MPABMIILHO KJIACCU(UITPO-
BaTh HAJIMYME WM OTCYTCTBHE OMpeAeIeHHOro coctossHus. s
CKPUHHMHIOBOTO U3JIeIUsl — CITIOCOOHOCTD BBISIBJISITH JIMII, TPE-
OyIOIIHX TATbHEHINEro 00CIeIOBaHMS], C yYETOM XapaKTePUCTUK
LEJIEBOU MOMYJSAIUUA U MPELyCMOTPEHHOTO MOATBEPKJAM0IIErO
Mapiipyta. {7 MOHUTOPUHTOBOT'O U3/IeTN ST — CITIOCOOHOCTH pe-
3yJIbTaTa HaJIeKHO OTPaKaTh KJIMHUUYECKU 3HAYMMOE NU3MEHEHIE
BO BpeMeHu. s uznenusi, pe3ynbTaT KOTOPOro UCHONb3YeTCs
npu BbIOOpE Tepanuu, KIMHU4YecKas 3(PEeKTUBHOCTD JIOMKHA
OLIEHUBAThCS TPUMEHHUTEIBHO K 3asIBJICHHOU MPEANMKTUBHOMN PO-
JI COOTBETCTBYIOIIETO Pe3yIbTara.

Kaunuueckas sgpdpexkmuenocmo u kAuHuueckasi n01b3a

Kaunuueckyro agpgpexmusrocmo (clinical performance) cae-
oyem omauuamv Oom NOHSMUSL KAUHU4eckol noav3swl (clinical
utility, clinical benefit). Kaunuueckas s¢pgbexmusnocmo xapax-
mepusyem CnOCOOHOCHIbL Pe3yabmama uzoeaust Obimv C8sA3aH-
HbIM C ONPeOeNeHHbIM KAUHUUECKUM COCIOSIHUEM, (duuorozuue-
CKUM UAU NAMONOZUMECKUM NPOUECCOM AUOO UHOTE MEOUUUHCKOTE
XapaKmepucmuKkoil 8 COOmMeemcmsul ¢ HA3HAUEHUEM U30eAUsl.
Kaunuueckas nonvza omunocumcsi K 6onee wmupoKomy 8onpocy
0 NOCAEOCMBUSIX UCNONL30BAHUS NONYUEHHOU OUAZHOCIUUECKOT
uHgbopmauuu 8 MeOUYUHCKO NPAKmuKe: 6AUsient AU Pe3ynvimam
Ha nocaedyioujee 00cNed08amue, 8b100p UM UBMEHEHUE NeUEHUS],
MApUPpYMu3auuio NAUUeHmMa MO0 UHOL INeMeHm MeOUUUHCKOL



NOMOWU U KAKOe 3HAUEHUe UMeem MaKoe UCNoNb308atue ONsl na-
UUEHMA UAU CUCHEMbL 30PABOOXPAHEHUSL.

Omu NOHsIMUSL 83AUMOCBSA3AHBL, HO He ModcoecmeeHHbl. []o-
Ka3amenvbCmeo KAUHUUECKOU NOoAb3bl He caedyem paccmant-
pusamv Kax YHUBEPCANbHbIL CAMOCMOSIMENbHDI Uemeepmblil
aman oyeHKU 3PHeKMUBHOCHU KAHCO020 MEOUUUHCKO20 U30e-
Aust Onst duaznocmuxu in vitro. Heobxooumocmo u xapakmep ee
OUEHKU ONPe0ensiiomcsi Ha3HaueHuem uzoenust, KAUHUUECKol po-
IO PE3YNbMAMA U NPUMEHUMOTL Pe2YyNIMOPHOU PAMKOII.

ITH TPU IEMEHTa CBS3aHbl MEXy COOOH uepe3 Ha3HaueHUe
uznenvsi. HazHaueHue ompezessier, Kakoil aHAJIUT WM OObEKT
UCCJIeJOBAHU S OLIEHUBAETCS1, B KAKOM MaTepua’ie, y Kakou MoIry-
JISALIMK, KAKWM TNOJIb30BaTEIEM U JIJISI KAKOTO KJIMHAYECKOTO pe-
mieHust. [loaromy tokazaresibHasi MOJIEJTb HE sIBJISIETCS a0CTPaKT-
Hou cxemol. OHa Bcer/ia IpUMEHSIETCS K KOHKPETHOMY U3/IEHI0
Y KOHKPETHOMY 3asIBJIEHHOMY [TPUMEHEHMUIO.

Ha npaktuke gokasaresnbHas MOAE/b IIOMOIAaeT YBUAETD Pa3-
PBIBbI, KOTOPbIE MHAYE MOT'YT OCTaThCs CKpbIThIMU. Hanipumep, B
J0Cb€ MOTYT OBbITh XOpOIlINe MyOIMKAIUK O KJIMHUYECKOM 3Ha-
YeHUU MapKepa 1 yOoeuTe bHble aHATMTUIeCKUE JaHHBIE TI0 U3-
JIeJIAI0, HO OTCYTCTBOBAaTh KJIMHAYECKHE JIAHHBIC, OTHOCSIIIHE-
Cs1 K 3asIBJICHHOU MOMYJIALMU. B qpyrom ciiydae KJIMHUKO-71a00-
PaTOPHOE UCTIBITAHUE MOXET OBITh MTPOBEIEHO Ka4eCTBEHHO, HO
TOJIKO Ha OJTHOM THIIE€ MaTepUaa, TOrna Kak MHCTPYKLIUS 3asiB-
JII€T HECKOJIBKO MaTepuaioB. B TpeTbeM cityuyae n3zenne MOoxeT



OBbITh UCITBITAHO B OIHOW BEPCUU MTPOTPAMMHOTO OOecrieyeHusl, a
B PErMCTPAIIOHHBIX MaTepuaiax (PUrypupyer yxe apyras Bep-
CHSl AITOPUTMA, CIIOCOOHAST U3MEHUTD KJIACCU(UKAIUIO PE3YIb-
Tara.

OpuH THI I0KA3aTeJLCTB He 3aMeHsIeT APYroil.

Takue cuTyalu He BCEraa O3HAYAIOT, YTO U3JENIUe HerpH-
rogHo. Ho oHu mokaseIBaioT, 4To JOKa3aTe/bHas TUHUS HEMOJ-
Ha wiu Tpebyer orpaHuveHusl. B cuimbHON NOKazatenbHOW Oa-
3¢ KaxIbplii OJOK BHINONHSIET cBOW yHKIMIO. Jluteparypa
¥ PEKOMEH/IAIMM MOTYT TOATBEPXKAaTh HAYYHYI0 OOOCHOBAH-
HOCTb. AHAJIMTUYECKUE UCCIICOBAHUSI TTOATBEPKIAIT CIIOCO0-
HOCTb KOHKPETHOTO W3/eus Moiyyarh pe3yabrar. KimHude-
CKHE U KJIMHUKO-JIAOOPATOPHBIE WCIBITAHUSI TTOKA3bIBAOT MPH-
TOJHOCTbh pe3yjibTara B 3asBJIEHHOM KJIMHUYECKOM CIIEHAPUU.
JlaHHBIE peasTbHOW MPAKTUKW MOTYT TOAJICPXKUBATh YCTOMUU-
BOCTh BBIBOJIOB TOC/E BHe/peHus. Ho 9TW MCTOUHUMKU Henb3s
MPOCTO CJIOKWUTH B OIMH MaccuB. HyXHO moka3arh, Kakod BO-
MIPOC 3aKPhIBAET KAXIbI UCTOYHHK M KaK BCE OHU BMeECTe TOJI-
Jep)KUBAIOT HA3HAUEHUE U3/ICIHS.

Cxema 4.1 — Yto qoka3bIiBaeT KaKAbIi DJIEMEHT JJOKa-
3aTeJbHON MOeJIn

— Hayuynas o6ocHoBaHHOCTL — Ymo noomeepycoaem:
Kaunuueckuii cmvicn avaiuma uau 00vekma UCCAe008aHUSL
Yem ne siensemcs: He ookazvieaem pabomy KoHKpemHozo u3-
Oenus.

— Anajutndeckas 3¢ pekruBHocts — Ymo noomeep-



acoaem: Haoexxcnocmv noayuenust pesynomama KOHKPEnHbIM
uzoenuem; Yem ne siensiemcs: He Ookasvleaem agmomamuuecku
KAUHUYECKYIO NPU2OOHOCHb PEe3YAbInama .

— Kumnnyeckass 3pcexktuBHOCT — Ymo noomeep-
acoaem: CnocooHocmv pe3yavmama KOHKPemmozo uz0enust oni-
pasxcamsv 3as181eHHOE KAUHUMECKOEe COCMOSIHUE UNU UHYIO MeOU-
UUHCKU 3HAYUMYIO XAPAKMEPUCTUKY U 8bINOAHSINb NPEOYCMON-
PEHHYIO HA3HAYeHUeM KAuHuuecKyio pymnkyuto ; dem He seasem-
cs: He 3amensiem nayunyro 0O0OCHOBAHHOCHb U AHAAUMUYECKUE
OGHHbBIE, € MONCOECMEEHHA KAUHUYECKOI NOAb3E .

— J/lanHble peaJbHOI MpakTUKU — Ymo noomeeporcoa-
em: [losedenue uzdenust nocae 6HeOpeHust u YCMouMU8OCMs 8bl-
600086; Yem ne sagasiemcsa: He ucnpasnsom caadwlii UcXxoOHbli
OU3atiH UCNBIMAHUIL.

— HTOoroBelili 0TYET MO KJIHHHYECKHM [0Ka3aTejb-
crBaM — Ymo noomeepicoaem: Css13b 8cex 00KA3AMENbHBIX
010K06 ¢ Hasnaueruem uzoeaus, em ne asasemcsa: He oonorcen
pacuupsims 6v1800bl 3a Npedenvl OAHHBIX .

OObeM U xapakTep KJIMHUUYECKUX JOKA3aTeNIbCTB 3aBUCAT OT
Ha3HaueHUs U3JeNusl, KIMHUYECKON PO pe3y/bTaTa U CBSI3aH-
HBIX C OIMMMOOYHBIM PE3yJIbTaTOM PHUCKOB. s m3/1enus ¢ orpa-
HUYEHHOW BCIIOMOTaTeIbHON POJIBI0 JOCTAaTOUYHBIM 0ObEeM JaH-
HBIX MOJKET ObITb OTHOCUTENILHO HeOombIuM. [l uznenus, pe-
3yJITaT KOTOPOTO HCIIOJB3YeTCsl MPU BBIOOpE Teparvu, CKpH-
HUHIE TSIKEJIOTO COCTOSIHMS, 0OecliedyeHMH Oe30MMaCHOCTU J0-



HOPCKOro MaTepuasia WIu MPUHATHA UHOTO KPUTHUECKU 3HAYM-
MOTO pellieHus], J0Ka3aTeIbHas Harpy3Kka, Kak MpaBwuio, CyIe-
CTBEHHO BBIIIIE.

BobiBo/ He MOZKeT OBITH IIMPE I0KA3ATEJIbCTB.

[Tpu 3TOM MOzenb He TpeOyeT OIMHAKOBOro Habopa Hcciie-
JOBaHU 11 Beex m3zenuit. OHa TpeGyeT Ipyroro: 4toObl 00b-
€M UM XapakTep JOKa3aTeJbCTB COOTBETCTBOBAJIM Ha3HAYECHUIO U
pucky. Eciu ioka3aresibCTBa Mojy4eHbl KOCBEHHO, HY)KHO 000C-
HOBaTh MX MPUMEHUMOCTb. ECITU MCIOb30BaHbl apXUBHBIE 00-
pa3iibl WK CHelUaIbHbIE TIAHENW, HYKHO TI0Ka3aTh UX POJb U
orpannueHus. Eciiu yacTb 3asBJIEHHOTO Ha3HAYCHUSI HE TTOKPbI-
Ta JIaHHBIMHM, 3TO JIOJDKHO OBITh OTPaXE€HO B BBIBOJIE, MHCTPYK-
IIUM WU TUIAHE JOIOJIHUTEILHBIX UCCIIEJOBAHMUN.

WTorom noka3aTeibHOW OILIEHKU JIOJDKEH ObITh He MepedyeHb
TIOJIOKUTENILHBIX PE3YJIbTaTOB, & 0OOCHOBAHHBIN BBIBOJI O JIOCTA-
TOYHOCTH KJIMHUYECKUX JOKa3aTesbCTB. Takol BBIBOJ JOJIKEH
OBbITh MPUBSI3aH K HA3HAUCHMIO W3NS s KAKOro aHaJIuTa,
Marepuasia, MoIMyJISIAN, TIOJTb30BaTeNsA, YCJIOBUU TPUMEHEHU S,
BEPCUM M3JIENUs U KJIMHUYECKON POJIM Pe3yJibTaT MOKHO CUM-
TaTh NOATBEPKACHHBIM. EC/M 3Ta pUBs3Ka OTCYTCTBYET, JAaXKe
OOJIBITION 00bEM JaHHBIX MOXET He 0Opa30OBbIBATh YOEIUTEIb-
HOW JIOKa3aTeJIbHOM Oas3bl.

Hror raaBbl

JlokazatesibHast MOZIE/Ib OLEHKU MEIUIIMHCKOIO U3JETUs ISk
JMArHOCTHMKHU in Vitro CTPOUTCS HA TPeX B3aMMOCBS3aHHBIX Jie-
MEHTAaX: Hay9HON 0OOCHOBAHHOCTH, aHAJTMTUIECKOM (p(PeKTUB-



HOCTH Y KJIMHUUYECKOU 3(P(HEKTUBHOCTU. DTU JIEMEHThI OTBEYA-
I0T Ha pa3Hble BOIPOCHl U HE 3aMEeHSIOT Apyr apyra. Hayunas
00OCHOBAaHHOCTh TOKAa3bIBAET, MOYEMY OIpeJessseMblil aHAIUT
WIM WHOU OOBEKT UCCIEeJOBAHMS MMEET MEIUIIMHCKOe 3Have-
Hue. AHaymTdeckas 3(p@eKTUBHOCTh MOATBEPKAAET CIIOCO0-
HOCTb KOHKPETHOTO M3J1eJIUsl HAJEKHO IMOMy4aTh 3asiBICHHBIN
pe3ynbrar. Kilmanueckas 3¢ppeKTUBHOCTh XapaKTEPU3yeT CBA3b
pe3ysbTaTa KOHKPETHOTO U3/IENHS C 3asBJIEHHBIM KJIMHUYECKUM
COCTOSIHUEM WJIA MHOW MEIMIIMHCKU 3HAYUMOU XapaKTEepUCTU-
KOW M €ro CrocOOHOCTh BHITIONHATH MPEAYCMOTPEHHYIO Ha3HA-
YeHreM KJIMHu4YecKylo (ynkimio. CuibHas qoKaszatenbHas Oa-
32 BO3HUKAET TOrJ1a, KOI/la BCE TPU JIEMEHTA COIIACOBAHBI C HA-
3HAYEHUEM U3JIeNUsl U MOICP:KUBAIOT BbIBOJ B Mpefesax ak-
TUYECKU MOATBEPKAEHHOTO TPUMEHEHUSI.



I'naBa 5. ZAKu3HeHHbBIN IUKJ 31U

Jloka3aTrebCTBA He 3aKAHYNUBAKOTCSA Perucrpamuei.

ZKM3HEHHBIH UMKJI MEIUIUHCKOTO U3/EUs 1711 AUArHOCTU-
KM in Vitro OXBaThIBA€T BECh MYTh U3JEJIMS: OT EPBOHAYAIBHON
uzien v (popMyIMpPOBaHUS Ha3HAUEHUS 10 Pa3pabOTKU, UCTIbITA-
HUH, PETUCTPALIMH, BHEAPEHUS B TPAKTUKY, NOCTPETUCTPALIMOH-
HOT'0 HaOJTIO/IEH S, BHECEHUSI U3MEHEHUH U TTpeK palieHus oopa-
nieHus. s noka3areabHON OLUEHKH 3TO UMEET NMPUHIUITNAIb-
Hoe 3HaueHue. KiimHnyeckue JoKa3aresbCTBa He BOZHUKAIOT OfI-
HOMOMEHTHO B KOHIIE pa3paOO0TKU U HE UCUEPIBIBAIOTCS OJHUM
otuetoM. OHU (POPMUPYIOTCS, YTOUHSIIOTCS, MOAJIEPKUBAIOTCS U
IIpY HEOOXOMMOCTH TIepECMaTPUBAIOTCS Ha TTPOTSKEHUN BCETO
NIEpUOAA CYLLIECTBOBAHUS U3IEIIHS.

Ha paHHewm 3Tarne ’KM3HEHHOrO LIMKJIA KJIIOUEBbIM pEIIEHUEM
CTaHOBUTCSl (POPMYJIMpPOBAHUE Ha3HAYEHUs u3Aenusi. VIMeHHO
37IeCh ONpeeNseTCs], KAKOW aHAIUT WM UHOW OOBEKT MCCIe0-
BaHMs OyIeT ONpenessAThCs, B KAKOM KJIMHUYECKOM MaTepHase,
JUIsl KaKOU TOMYJISILIMY, KAKUM TI0JIb30BaTesleM, B KaKMX YCJIO-
BUSIX U JIJIs KAKOrO MEIMLIMHCKOrO peieHusi. Eciu Ha3HaueHue
C(hOpMYJIMPOBAHO CIIMIIKOM IIIMPOKO WJIN HEONPEAEJIEHHO, I0-
crenyiomas qokaszartesbHas padoTa CTaHOBUTCS ysa3BUMOI. [1po-
rpamMMa UCTIBITAHUI MOXET HE OXBATUTh BCE 3asIBJICHHBIE CLICHA-
pUH, aHATIMTUIECKHE XapAKTEPUCTUKH MOTYT ObITh BRIOpaHHI O€3
yueTa peajibHOTO PUCKa, & KIMHUYECKUE JaHHbIe MOTYT OKa3aTh-



Cs1 HEIPUMEHUMBIMU K TOMY UCIIOJIb30BaHUIO, KOTOPOE YKA3aHO
B JIOKYMEHTAIHH.

Ara npobieMa Jacto mposiBisercs: He cpa3y. Ha srtarne pas-
paboOTKH MmHpoKasi GopMYJIMPOBKA HA3HAYECHHUSI MOKET Ka3aThCs
yIOOHOW: OHA OCTaBJISIET M3/IEIUI0 OOJIbIIE BOSMOKHOCTEH ISt
npuMeHeHus. Ho mpu moaroroBke mporpaMMsbl UCTTBITAHUN CTa-
HOBUTCSI SICHO, UTO KaXkJI0€ paclIMpeHHe Ha3HaYeHUs TpeOyer
JOKa3aTesIbeTB. Ecin u3aeine 3asBIeHO 1719 HECKOJIBKHUX TUIIOB
Marepraa, Hy)KHO IoKa3aTh IPUMEHUMOCTh K KaKIOMY U3 HUX
WM 0OOCHOBATH MEPEHOC TaHHBIX. Ecii u3nenve npeiHa3zHave-
HO JISl Pa3HBIX KJIMHUYECKUX POJICH, HAITPUMED JIISl MarHOCTH-
KM ¥ MOHUTOPUHTA, JIOKa3aTe/bHas 0a3a JOJIKHA MOICPKUBATh
o6e posu. Ecim usnesnue BKITI0YaeT MporpaMMHbIi MOJTYJTb, BIIU-
SIONIWI Ha Pe3yJIbTarT, ero Bepcus u (byHKIIUSI TAaKKe CTAHOBSITCS
YaCTBIO JOKA3aTeJIbHON UIEHTUYHOCTH U3IEIIHS.

OBpaTHas CBA3b 1 AaHHSIE U3 PEANbHO/ NPAKTUKI
VHULUADYIOT YIyNWIHVS 1 NEPEOLIeHKY

[ =] YNPABIIEHVE AAHHbIMM

&

= AT




Pucynok 5.1. Kuznennsiii ukn MU UBJ]

Ha xaxx10M 3Tane Hy>KHbI CBOH J10Ka3aTeJbCTBA.

Ha stane pa3paboTtku ¢opmMupyercsi TeXHUYeCKasi U aHAJIU-
THYEeCKasi OCHOBa m3fenusi. [IpowsBoauTesh BHIOMpPAET MPHUH-
IIUIT METOJa, peareHThl, KaTMOPaTOphbl, KOHTPOJIbHbIE MaTepra-
JIbl, TPUOOPHYIO YacTh, MPOrpaMMHOE OOecreyeHue, MpaBuia
MHTEpIpEeTaLUY PE3Y/IbTaTa U KPUTEPUU TPUTOIHOCTH KJIMHUYE-
CKOro mMartepuaia. Yke 371ech OyayIasi Joka3aresibHast 0a3a Ha-
yurHaeT npuodperars hopmy. Hanprmep, BbIOOp nmopora 1711 Ka-
YEeCTBEHHOTO TeCTa ONpPEAEIUT, Kakue oOpasiibl JOIKHBI OBbITh
BKJIIOYEHBI B OIIEHKY TTOPOTrOBO# 30HBI. BrIOOp Tnana3zona u3me-
pEeHUll [JisI KOJIMYECTBEHHOTO TeCTa OIMpPEJe/UT, KaKue YPOBHHU
aHaJIMTa JOJDKHBI OBITH TOATBEPXkJICHBL. BrIOOp anropurMa 00-
pPaOOTKM JIaHHBIX OMPENENUT, KaKie BXOAHBIE aHHbIE U KaKue
BEPCUM NMPOrPAMMHOTO KOMITOHEHTA JIOJIKHBI OBITh UCITBITAHBI.

Jlanee )KxM3HEHHBIN IIUKJI IEPEXOIUT K MOATBEPKACHUIO HayU-
HOI 0O0ocHOBaHHOCTH. Ha 3TOM 3Tarne ycraHaBnmBaeTcs, moyemy
BBIOpaHHBIN AaHAJIUT UM OOBEKT UCCIIEIOBAHU S UMEET KJIMHUYe-
CKUM CMbICA. [IJIsT XOpOIIO M3yUYEHHOIO aHAINUTA 3TA YacTh JI0-
Ka3aTteJbHOW 0a3bl MOXKET OIMUPAThCs HA JIUTepaTypy, KJIMHAYE-
CKHE PEKOMEH/IallH, CUCTEMAaTHUYeCK1e 0030Pbl U YCTOSIBIIYIOCS
npakTuKy. Hanpumep, kiiMHM4YecKoe 3HaueHre ITTI0KO3bI [P Ha-
pyIIeHUsIX yrieBogHoro oomena wiu HBsAg ripu BupycHoMm re-
natute B He TpeOyeT moHoro JoKa3arenbcTBa 3aHOBO. Ho maxe



B TaKMX CIIy4yasix HEOOXOOMMO IMOKa3aTh, YTO U3JIENIUE UCIIONb-
3yeT W3BECTHYIO CBSI3b UMEHHO B TOM Ha3HAYeHUH, KOTOPOE 3a-
siBNIeHo. Eciu ke peub uaeT 0 HOBOM MapKepe, HOBOM aJITOpHT-
MHUYECKOM MH/IEKCEe UM HOBOM KJIMHMYECKOM MPUMEHEHUU 13-
BECTHOTO aHaJIMTa, HayyHasi 0OOCHOBAaHHOCTh MOXET TOTpe0o-
BaTh OTJIEJILHOTO aHAJIM3a U JIOTIOJTHUTEIbHBIX TAHHBIX.

[locne 3toro moaTBepxkaeTcs aHanuTUyeckas 3(pdekTus-
HOCTb. 3/1eCh OIIEHUBAETCsl, CIOCOOHO JIM KOHKPETHOE M3Zesne
HAJIe)KHO TIONyvaTh pe3ysbTar. st OqHOro m3aenusi KpurTude-
CKM BaXXHBIM OyZIeT Ipeies1 OOHapyKeHus, ISl APYroro — mpa-
BUJIBHOCTb U MPOCJICKUBAEMOCTh U3MEPEHU, TSI TPEThEro —
YCTOMUYUBOCTb KJIACCU(PUKAIIUM OKOJIO TOpOra, ISl YeTBEepTO-
ro — uHTepdepeHIus, CTaOMILHOCTh WM BOCIPOU3BOIUMOCTD
MeXay cepusiMi. B ’KU3HEHHOM IUKJIe aHAIMTHYecKas 3pdek-
TUBHOCTb HE JIOJIKHA TIOHUMAThCS Kak (hOpMaJIbHOE MCIIBITAaHKE
OIMH pa3 U HaBcerjaa. Eciu nmo3nHee MEHSIIOTCS peareHThl, Ka-
MOpaTopsl, MPUOOPHAS YacCTh, aJITOPUTM 0OPaOOTKH WIIU YCIIO-
BUsI IPUMEHEHUsI, HEOOXOIUMO OICHUTh, COXPAHSIOT JIU TIPEXK-
HUE aHAJIMTUYECKHE JIaHHbIe CBOIO TPUMEHUMOCTb.

Knunuveckast 3¢ppeKTUBHOCTh MOATBEPKIAET MPUTOJHOCTh
pe3yabTara /sl 3asiBJIEHHOTO MEIUIIMHCKOTO MpuMeHeHus. Ha
9TOM 3Tare pe3y/IbTaT MU3AENUs COOTHOCUTCS C KIMHUYECKUM
CTaTyCOM, CpaBHHUTEJBHBIM METONOM, pedepeHTHON pPaMKOWH,
KJIMHUYECKUM MapIIPyTOM WM MHON OCHOBOM MHTEPIPETAIH.
JIJ1s1 MMarHOCTUYECKOTO TeCTa 3TO MOXKET OBbITh MOATBEPKACHUE
CIIOCOOHOCTH pa3iMyaTh HAIMYKE U OTCYTCTBHE COCTOSTHUSA. J{7st



CKPUHUHIOBOTO M3/€EJHsI — CIIOCOOHOCTh MPABUJILHO BBIIEIATh
rpyriy, TpeOyIoIIyIo JalbHEeHIIero moaTsepxaeHus. [1yis MoHu-
TOPUHIOBOT'O M3/IEJIMsI — MPUTOAHOCTD Pe3y/IbTaTa [Jisl OLCHKH
AMHaMUKK. [[J1st u3enusi, BIUAOIIEr0 Ha BHIOOP Tepanuu, —
CIOCOOHOCTh pe3yJibTata MOIeP/KUBATh COOTBETCTRYIOIIEE Jie-
4yeOHOE pellieHre.

Perucrpanust ¥ BBOJ U3/eUs B OOpallleHHe He 3aBEpIIAioT
JKU3HEHHBIH [IMKJT JOKa3aTebCTB. OHM (DUKCUPYIOT, YTO HA MO-
MEHT OLIEHKH IPE/ICTABJIEHHBIE JJAHHBIE TIPU3HAHBI JOCTATOUHbI-
MHU TSI 3asIBJIeHHOTO npuMeHeHus1. Ho mociie BHeipeHus usjie-
JIie HaYMHAeT padoTaTh B OoJiee pa3HOOOPa3HOM cpefie, YeM Ta,
KoTOpasi ObLIa Mpe/ICTaB/IeHa B UCHIbITAHUX. MeHstoTCs1 1abopa-
TOPHH, TIOJIb30BATENH, CTPYKTYpa MOCTYMAIOIINX 00pa3IioB, Ya-
CTOTA MMOIPAHUYHBIX PE3Y/IbTATOB, KIMHUUYECKHE MAPIIPYThI, Me-
TO/bI CPABHEHH I M MHOT/Ia CAMO TTOHMMaHHE KJIMHUYECKON POJIH
aHayurta. [103TOMy MOCTpPErucTpalMoHHOe HAOMIOCHNE He sIB-
JISIETCS TOJIbKO aJIMUHUCTPATUBHOW 00s13aHHOCTBI0. OHO MO3BO-
JISIeT TIPOBEPSITh, COXPaHSETCsI JIU JI0OKa3aTelibHast 0a3a B pealib-
HBIX YCJIOBUSIX MTPUMEHECHUSI.

Oco0eHHO OTYET/IMBO 3TO BUIHO HA MPUMEpe U3IETUi s
CKpUHHUHIa. B pamMKax UCHBITAHHIA MOKET OBITh IMOKAa3aHO, YTO
TeCT HaJeKHO paboTaer Ha BBHIOpaHHOW BhIOOpKe. Ho mocie
BHEJIDEHMsI B MAaCCOBYIO IMPOTrpamMMy TMOSIBJISIIOTCS pealibHble
BapHaIlMi: HEOJMHAKOBOE KavyecTBO OOpaslioB, pasHble CpO-
KU TPAHCIIOPTUPOBKH, HEOMHOPOTHOCTD MOMYJISALINH, N3MEHEHHE
PacIpOCTPAHEHHOCTH COCTOSIHMSI, OLIIMOKH TIOJIb30BAaTeNsl, I10-



BTOPHBIE WCCJIEIOBAHUs, TTIOTPAaHUYHbIE PE3YJbTaThl. JTU JaH-
HBIE BaKHBI [IJI1 KOHTPOJISI KA4eCTBa, a TaKXke /171 IOHUMaHUS
TOr0, HACKOJIbKO UCXOJIHAS JOKa3aTe/IbHasl KOHCTPYKIIMSI COXpa-
HSIETCS B MIPAKTUKE.

Emme 6osee 4yBCTBUTEIbHBIM CTAHOBUTCS KU3HEHHBIN 1TAKJI
MPOrPAaMMHBIX U AJITOPUTMUYECKUX U3Aeuil. B TpaguiimonHon
peareHTHOM CHCTeMe 3HaYMMOe U3MEHEHHEe YacTO CBSI3aHO C CO-
CTaBOM peareHra, Kaauoparopom, MpruOOPOM WM WHCTPYKIIM-
eil. B mporpamMmHo cucteMe KJIMHUYECKH 3HAYMMO€E U3MEeHEH e
MOXET BO3HUKHYTh IPH OOHOBJICHUH BEPCUU AJITOPUTMA, H3Me-
HEHUU (PUITBTPAIK JAHHBIX, OOHOBJICHUH Oa3bl BADHAHTOB, KOP-
PEKTUPOBKE IpaBuia KjaaccuduKaiv, U3MEHEHUH TOpora uiu
(opmara oruera. JlabopaTopHasi 4YacTb U3JENUSI MOKET OCTATh-
Cs PEKHEU, HO UTOTOBBIN KJIIMHUYECKUW BBIBOJ U3MEHUTCS. [1o-
TOMY BEPCHSI TPOrPaMMHOTO 0OeCTICUeHH S IOJKHA pacCMaTpH-
BaThCsA HE KaK TEXHUUYECKasl MeJIoUb, a KaK 3JIEMEHT JOKa3aTeIb-
HOM UJIGHTUYIHOCTH U3JIEJINSI.

loxkazameavnas uoeHmMuuHOCMb U30€AUT  — COBOKYN-
HOCMb XapaKmepucmuk MeOUyUHCKo20 usoeaust Onst OUazHOCmu-
KU in Vitro , onpeoensitouux NPUMEeHUMOCIb NONYUEHHBIX ONsl
Hezo dokazamenvcms. K num omuocsmest naznauerue uzoenus,
onpedensiemvlii. AHaAMUm UAU UHOU 00BEKN UCCAe008aHUsl, CO-
cmas u KoHguzypauust uzoeausi, mun KAUHUUecKozo0 Mamepua-
14, ueneeast NONYAsIUUsl, NPeonoNazaemvlil N0AbL308aMeNdb, YCao-
8USL NPUMEHEHUS, NPABUNA (POPMUPOBAHUS U UHIMEPNPEMAUUU
pe3yavmama, a Onsi U30eauli ¢ NPOZPAMMHLIM KOMIOHEHNOM —



makdice 8epcusi NPOZPAMMHO20 obecneveHusl, an20pumma, 06a3ol
3HAHULL U UHbLE INeMEHMbl, UBMEHEHUe KOMOPbIX CNOCOOHO No-
GAUSMb HA KAUHUUECKU 3HAUUMDBLIL Pe3YAbManm.

Hzmenenue snemenma O00KaA3aMeENbHOU UOCHMUUHOCIU He
o3Hauaem asmoMamuuecKi HeoOXoOUMOCMU NPOBEOEHUS HOBO-
20 KAUHUKO-1a00pamoprozo ucnvimanusi. OHo o3Hauaem Heoo-
XOOUMOCTL OOKYMEHMUPOBAHHO OUEHUMb, COXPAHSEMCSL AU NPU-
MEHUMOCb paHee NONYUEHHBIX 00KA3AMENbCME K UBMEHEHHOMY
uzoenuro.

‘ AOKASATE/IbHAAl UAEHTUYHOCTb U3AENUA ’

MNoar Tor0, UTO wanenue HO o Bcem
1M XapaKk Ha 3OEKTUBHOCTb M 6e30MACHOCTb
1 AHATMTHYECKAS 2 TEXHONOTMYECKAS | | 3 K/IMHUYECKAS 4 PETYNATOPHAS 5 3KCTIYATALMOHHAS
VIEHTUYHOCTb WEHTUYHOCTb MIEHTMYHOCTb WAEHTUYHOCTb WAEHTUYHOCTb

B | < | s || B | &

ConocTasumocTs.

Conocrasumocts ConocTasumocTs ycnoswit

Conocrasumocts KIHIECKO Conocrasumocts it et
aHanuTUeCKIX d nokasaHvi , 06y!
XBpaKTEpUCTHK M PaBouMX Bt Y NPUFOAHOCTH pesynsTaTa K MPUMEHEHIO 1 yCoBUi fanssoRaTenci u
"
napameTpos R e ANs 3aRBNeHHOrO npiMeHeHIs NORAEPXKY

KauecTea skcnnyatauum

npUMeHeHms

[ [ I

: i
WHTErPUPOBAHHAS OLIEHKA 3KBUBAJIEHTHOCTU
KOMNNEKcHas OlieHka A0KA3ATENLCTE MO BCEM aCTIeKTaM WAGHTUNHOCTH 1
OTCYTCTBUE KAMHAYECKN 3HAUNMBIX PaSAMUMiA

‘ @ [NOKA3ATE/bHAS UAEHTUYHOCTb MOATBEPYKAEHA ’

CpaBHWBaEMOe H3AEAME CHMTAETCA IKBUBANEHTHIM PEGEPEHTHOMY
NS 3ABIEHHOTO NPUMEHEHWA

Pucynok 5.2. JlokazarenbHast HASHTUIHOCTD U3ACIHS

Ecin oguH U3 3THX 3JIeMEHTOB CYIICCTBEHHO HU3MCHACTCA,



HEOOXOIMMO OIIEHHUTb, COXPAHSIETCS JIM CBSI3b MEXK/1y paHee Io-
Jy4eHHbIMH J0Ka3aTeIbCTBAMU U (DAKTUYECKHU OOpAIAIOIIMCS
U3/IeSTMEM.

N3menenne u3jaesns MOKeT H3MEHHTH J0Ka3aTeJb-
CTBa.

W3meHeHrs B KU3HEHHOM IIMKJIE MOTYT OBITh Pa3HBIMH TIO
3HaunMMOCTH. OJTHM M3MEHEHUs He BIMSIOT Ha KJIMHUYECKH 3Ha-
YUMBIHA pe3YJbTaT U MOTYT ObITh TOATBEPKIEHB TEXHUUYECKUM
o0ocHOBaHMEM. [Ipyrue 3aTparvBaloT aHAIMTHYECKYI0 paldoTy
W31 WM UHTEPIPETAINIO pe3yabTaTa U TpeOyIoT AOMOTHH-
TeJbHOUM MpOBepKH. TpeTb (PAKTUUECKHN PaCIIMPSIOT Ha3HAYe-
HHe M3[eHs U NOTOMY TpeOyIoT HOBOW JI0Ka3aTesIbHON Oasbl.
Hanpumep, m1o6aBieHrne HOBOTO THIIA MaTepuasa, Mepexoj OT
7abOPATOPHOTO MPUMEHEHUSI K PUMEHEHHIO Y TIOCTE ! MallieH-
Ta, pacIIMpeHre MOMyJISAIMY Ha OECCUMITTOMHBIX JIUIT UJTA U3Me-
HEHMe aJITOPUTMA KJIaCCU(HKAIMU He JOJKHBI aBTOMATHUECKU
CUMTATHCS TEXHMYECKUMHU YTOUHEeHUsMHU. Kask/ioe u3 Takux u3-
MEHEHUI MOET U3MEHUTh PUCK U JI0Ka3aTesIbHbIe TPeOOBAHMS.

[Ipy M3MeHeHMn Ha3HAueHWsI OCOOEHHO BaKHO HE TMepeHo-
CUTb IIPEKHUE JOKa3aTeNbCcTBa MexaHnyecku. Ecim n3nenue Obl-
JIO TIOATBEPKEHO /TSl JUArHOCTHKH y TIAIMEHTOB C CHMITTOMA-
MH, 9TO HE O3HA4YaeT, YTO OHO ABTOMATUYECKH MPUTOAHO IS
CKpUHHHTa 6€CCUMITOMHON momynsiiii. Ecii Tect ObUT UCTIbI-
TaH Ha CBIBOPOTKE, ITO HE MOATBEPKAAET Oe3 JOMOTHUTETHHOTO
aHaJIM3a MPUMEHEHNE B CyXOM IISITHE KPOBH MJIM TKAHEBOM Ma-
Tepuasie. Ecrm anroputm ObuT 0Oy4YeH M MPOBEpEeH Ha JAaHHBIX



O71HOM J1TaA0OPaTOPUH, €ro MEPEHOC B APYTYIO CPELy MOXKET MOTpe-
60BaTh BHEIITHEW MPOBEPKH. /KM3HEHHBI ITUKJT TEM CaAMBIM TIO-
CTOSIHHO BO3BPAILIA€T OLIEHKY K UCXOIHOMY BOITPOCY: OTHOCATCS
JI1 MMEIOIIMECs A0KA3aTeIbCTBA K TEKYIEMY ITPUMEHEHUIO U3-
nenna?

Hay4Hoe nmoHMMaHue aHaJIMTa TaKke MOXET MeHATbCA. s
pA/la MapKEpOB CO BPEMEHEM YTOUYHSETCS KJIMHUYECKAS POJib,
NOSABJISAIOTCS HOBBIE PEKOMEH/IALIH, MEHSAIOTCS IIOPOTOBBIE 3HA-
YEHUs1, BbISBIIAIOTCS HOBbIE MHTEP(EPEHTHI, IEPECMATPUBAIOTCS
KPUTEPUH KJIACCU(PUKAIMN BAPUAHTOB MJIM OOHOBJISIIOTCS TIPeI-
CTaBJIEHHUSI O 3HAYMMOCTU OMOMapkepa AJisl Tepanvu. B Takux
Cllyyasx JJaxe HEM3MEHHOE U3JE/IMe MOKET OKa3aThbCsl B HOBOU
JoKa3atesbHou cutyaii. OHO MPOAOIIKAaeT TEXHMUECKH pado-
TaTh TaK XK€, HO KJIMHUYECKUN CMBICI pe3yJIbTaTa WU IpaBuiIa
€ro MHTEPIpETallMi MOTYyT U3MEHUThCA. [103TOMY KU3HEHHBIN
LMKJI BKJIIOYaeT KOHTPOJIb (PU3MUECKOTO M3JEIMsA, a TAKKE Ha-
OmofieHe 3a U3MEHEHHEM HAay4HOTO M KJIMHUYECKOrO KOHTEK-
cra.

B pamkax cucrtembl MEHE)KMEHTAa KauecTBa, YIPAaBJICHUS
PUCKaAMH U PETYJIATOPHOTO CONPOBOKAEHUA N3TOTOBUTENb 1071
KeH oOecreurBaTh JOKYMEHTHPOBAHHYIO OLIEHKY W3MEHEHWH,
CMTOCOOHBIX TIOBJIHUATh Ha 0€30MacHOCTh, 3(PPEKTUBHOCTD, HA-
3HAYCHWE WM JOKa3aTelibHylo0 0a3y u3zenus. [Ipu Takoi oreH-
K€ HEOOXOIMMO OIPEAEIUTD, 3aTparuBaeT JIM U3MEHEHNe aHaIu-
TUYECKYIO WM KJIMHAYECKYIO 3(h(pEeKTUBHOCTh, TUI MaTepuaa,
LIEJIEBYIO MTOMYJIALMIO, IIPABUJIA UHTEPIIPETALIMM, TPOrPAMMHBIN



KOMITOHEHT JIMOO MHOM 3JIEMEHT JIOKA3aTeIbHON MIEHTUYHOCTH
U3JIENNs Y KaKKMe JOIOIHUTENBHBIE IEACTBUS HEOOXOIUMEI JIJIsT
TIOTBEPIKICHUsI COXPaHEHHUST paHee C/IEaHHBIX BHIBOJIOB.

[MepBuyHas oOlleHKA XapakTepa W TOCIEICTBUN W3MEHEHMS
OTHOCHUTCS K OTBETCTBEHHOCTM H3TOTOBMTENSA M JIOJDKHA OBITH
000CHOBaHa U JOKyMeHTHpoBaHa. [1pu 3TOM clieTaHHBIN N3rOTO-
BUTEJIEM BBIBOJ] O COXPaHEHUH MTPUMEHUMOCTH paHee MOydeH-
HBIX JIOKA3aTeJIbCTB MOXET MOUICKATh PEryIATOPHON MM IKC-
NIePTHOM OLICHKE B CIIy4asiX, MPeJayCMOTPEHHbBIX MPUMEHUMOM
npotieaypoit. [Toatomy cyiecTBeHHOCTh U3MEHEHHSI OTpe/IesIs-
€TCs1 He TOJIbKO €ro TEXHUYECKUM MacIlTaboM, HO Mpex/e Bee-
IO BO3MOXXHBIM BJIMSIHUEM Ha 3asIBJICHHBIN pe3y/IbTaT, PUCK €ro
OILIMOOYHON MHTEPIIPETALIMHI Y TPAHULIBI paHee MOATBEPK ICHHO-
0 MPUMEHEHHUSI.

PeaqbHoe mpuMeHeHHE YTOYHSET J0Ka3aTeJbHYI0 0a-
3y.

He MeHee BakHO pasiuvuarh MOJEPKaHUE I0KA3aTEIbCTB U
pacimpenue nokasaresbetB. [lomaepkanue qOKa3aTe/bCTB Ha-
NPABJICHO Ha TMOATBEPXKAECHHUE TOTO, YTO M3JIE/IUE MPOIOIKAET
paboTath B Mpejieliax yxke 3asBJIeHHOro mpuMeHeHus1. Pacimpe-
HME JIOKa3aTeJIbCTB TpeOyeTcsl Torja, Korjua u3aesne HaunHaeT
NpeTeHI0BaTh Ha HOBYIO 00JIACTh: IPYroi MaTepuall, Ipyryio mo-
NYJISIHIO, HOBYIO KJIMHUUYECKYIO POJib, HOBBIM aITOPUTMUYECK Ui
BBIBOJ] WJIM HOBYIO Cpelly NPUMEHEHUs. DTU CUTYyallud HeJIb3sl
cMenuBarth. ITomaepikanue MOXKET ONMUPAThCS Ha MOCTPErucTpa-
IIMOHHOE HAOMIONICHNE, KOHTPOJIb CTAOUIFHOCTH, aHAIU3 PeKJIa-



MaIlliii ¥ COMOCTaBUMOCTh Bepcuil. Pacimpenue oObraHO Tpeoy-
et Gosee comepkaTebHOrO0 0OOCHOBAHMS |, TIPH HEOOXOIUMO-
CTU, HOBBIX MCCJICIOBAHUIA.

Ku3HeHHbII 1IUKJI TECHO CBSI3aH C YIPaBJIEHUEM pPUCKAMU.
B MU MBI puck 4acTo MPOSIBISAETCA Yepe3 OIMMOOYHBIN pe-
3ylbTaT M Tocienyiomee aeicteue. [loatomy moboe m3MeHe-
HUE JJOJKHO OLIEHUBATHCS HE TOJIBKO M0 TEXHUYECKOMY TTPU3HA-
Ky, HO U TI0 BOMPOCY: MOXET JIU OHO M3MEHWUTh BEPOSTHOCTD
WIN TIOCTIEICTBHS JIOXKHOIONIOKHUTENLHOTO, JIOKHOOTPHUIIATE b=
HOT'O, HEBEPHO KOJIMUECTBEHHOTO, HEOIIPE/IEIEHHOTO I HeMpa-
BUJIBHO MHTEPIIPETUPOBAHHOTO pe3ynbTata? Eciu oTBeT moso-
KUTEJIbHBIN, MPEXKHsIS I0Ka3aTenbHasi 6a3a JOoJIKHA ObITh Mepe-
CMOTpEHA W JIOTIOJTHEHA.

Takoil Togxo 0COOEHHO BaXKeH ISl BHICOKOPUCKOBBIX W3-
JeJIVA: TECTOB ISl OE30IMacHOCTH JIOHOPCKOW KPOBH, MOJIEKY-
JISIPHBIX W3JEIUN 1)1 BBIOOpa OHKOJIOTMYECKOUW Teparuu, CH-
CTEM HEOHATAILHOTO CKPUHHHI'A, TECTOB VISl BHISIBJICHUSI OTIAC-
HBIX UH(PEKLIUNA, U3AEJTUH )11 MOHUTOPUHTA KPUTUYECKH 3HAUU-
MBIX COCTOSTHMI U TTPOrPAMMHBIX CUCTEM, AaBTOMAaTUYeCKH (hOp-
MUPYIOIIUX KIMHUYECKUIA BBIBOM. 11 HUX U3MEHEHUS BEPCHH,
Marepuasia, mopora Wiv aJropuTMa MOTyT UMETh 3HAYMMBIE T10-
CJIE/ICTBUS, 1aXe €CJIM BHEIIIHE U3/IeJINe OCTAETCS TEM Ke.

B uTore *KuU3HEHHBIN UK MEIUIIUHCKOTO W3/CHS AJIsl Tua-
THOCTHKH in Vitro mokaspiBaeT, 4To JoKa3aTeabHas 0a3a He sIBJIs-
eTCsl CTAaTHUHBIM apXuBOM. OHa JIOJKHA OCTaBaThCSI COTNIACOBAH-
HOU C (haKTHUECKU 0OpaIaoIMCs U3/IeUEM, er0 Ha3HAUeHH-



€M, BEpCHUeil, MHCTPYKIIMEH, KIMHUYECKOW MPaKTUKOW U YPOB-
HEM Hay4yHoro 3HaHus. Eciiu 3Ta cornacoBaHHOCTb COXpaHseT-
csl, paHee MOJy4YeHHble AO0Ka3aTeIbCTBa MPOJOIKAIOT MOIEp-
KuBaTh u3zienue. Ecam oHa Hapymaercsi, BO3HUKAeT HeoOXou-
MOCTb B JOMOJHUTEIEHOM OOOCHOBaHMH, OIPaHUYEHUH Ha3Ha-
YeHMs1, OOHOBJIEHNH JOKYMEHTAITNH UJIH TTPOBEJCHUH HOBBIX HC-
CJIEJOBAaHUM.

Hror riasbl

7Kv3HEeHHbI MK MEIULIMHCKOTO U3JeNus AJs AUarHoCTu-
KM in Vitro oxBaThiBaeT pa3paboTKy, MOATBEPXKIEHNE HAyYHOM
00OCHOBAaHHOCTH, AHAIMTUYECKON M KJIMHUYECKOUN 3(eKTuB-
HOCTHU, PETUCTPALMIO, IPUMEHEHUE B MTPAKTUKE, TOCTPETUCTPA-
IIMOHHOE HaOJo/IeHne 1 u3MeHeHus usaenus. Kimmanueckue no-
Ka3aTeJbCTBa JOKHbI MOAJEPKUBATHCS HA MPOTSKEHUHU BCETO
9TOro uukJja. Eciy MeHsoTcsl Ha3HaueHre, Matepuall, OomyJis-
11$1, BepCUsl MPOrpaMMHOI0 0OecIieueHusl, alrOpUT™, IIpaBKIa
MHTEPHpETalyy WM KIMHIYECKUI KOHTEKCT, HEOOXOIUMO Olle-
HUTb, COXPAHSETCS JIM MPUMEHUMOCTb PaHee MOJTyYEHHbIX J10-
Ka3aresabcTB. [109TOMy KM3HEHHBIN LMK SBJISETCS M TEXHUYE-
CKOM IOCJIEIOBATENBHOCTBIO ITANIOB, U BAKHOW YacThbIO JJOKa3a-
TEJIbHOW apXUTEKTYpPbl U3JIENU.



I'naBa 6. UcTOuHNKHN J0Ka3aTeJdbCTB:
HCCJEeJOBAHNUS U MPAKTHKA

HNcTouynnku qoKa3aTeJbCTB HMET Pa3HYI0 POJib.

KimHnyeckue moka3arenbCcTBa I MEOUIIMHCKOTO M3JICIIHS
JUIl TUarHOCTUKHM in Vitro peako ¢OpMHUPYIOTCS U3 OJHO-
ro McToYHMKa. OOBIYHO OHM CKJIA[bIBAIOTCSI U3 HECKOJIbKHMX
TPYNI JIaHHBIX: OIMyOJMKOBAHHOHN JIMTEPATyphl, KJIMHHUUECKUX
pEKOMeH/Ialli, aHAIMTUYECKUX HCCIIEOBAHUM, KIMHUYECKUX
U KJIMHUKO-TA00PaTOPHBIX WCIBITAHWM, apXUBHOTO MaTepHa-
Jla, OMOOAHKOB, CIICIUAIBHBIX IaHeJIeH, TaHHBIX 0 aHAJIOTMY-
HBIM M3JESUsIM, JaHHBIX peasibHOM npaktuku (real-world data,
RWD), (popMupyemMbIx Ha MX OCHOBE JOKA3aTeJIbCTB PealbHOU
npakTuku (real-world evidence, RWE), a Takxe IaHHBIX MOCT-
perucrpairoHHoro Haomonenuss. Ho BaxkeH He caM mepedeHb
UCTOYHUKOB, a TO, KaKyI0O I0Ka3aTeJbHYI0 (DYHKIIUIO BBITOIHSIET
KaKIbIA U3 HUX.



OCHOBHbIE UCTOYHUKU [IOKA3ATEJ/IbCTB B
[lokasatenscTea ¢opMmpymca s paanux TUNOB AHHIX, OXBATHIBAIOLLUX aHANUTUYECKHE,
0BbIe aCNeKTbl U3AenUs
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OBOCHOBAHHbIE BbIBO/IbI
©OPMIUDOBAHHE OBOCHOBAHHBIX BHIBOROB ANA MIDUHSTUA PErYNATOPHBIX 1 KAMHAUECKIX
pewermin

Pucynok 6.1. OcHOBHbIE HICTOUHUKHM JIOKA3aTEIbCTB

B perynstopHOil U SKCiepTHOW paboTe 4acTo BCTpevaeTcs
ommoOKa: OONBIION 00beM COOpaHHBIX MaTepHaoB BOCIIPHHU-
MaeTcsl Kak CHJIbHasl JoKasartesbHas 6a3a. Ha mpaktuke 3To He
Bcerna Tak. ecAaTky myOMMKaiui, HECKOIbKO aHATMTHYECKHUX
OTYETOB U MACCUB KJIMHUYECKUX JAHHBIX MOTYT OCTABAThCS Clia-
OBIMU JJOKa3aTeNIbCTBAMH, €CII OHHM He CBSI3aHBI C Ha3HAYCHU-
eM u3zeus. Y1 Hao6opoT, Goee KOMIAKTHBIA HAOOp JaHHBIX
MOKeET ObITh YOSIUTEIbHBIM, €CITH KakKJbIi UCTOUYHUK 3aHHUMAaeT
HOHSITHOE MECTO B JIOKa3aTeJIbHOIN MOJIENI: OIMH MOJITBEPK/1aeT



HAay4YHYI0 0OOCHOBAHHOCTb, APYTOll — aHATUTUUYECKYIO I(PeK-
TUBHOCTb, TPETUN — KJIMHUYECKYIO IPUTOAHOCTh pe3yJIbTara B
3asIBJICHHOM CIICHAPUH.

[To3TOMY MCTOYHMK IAHHBIX CTAHOBUTCS JOKA3aTeIbCTBOM
TOJIBKO TOTJIa, KOT/Ia SICHO, KAKOU BOITPOC OH 3aKpbiBaeT. [Tyomm-
KaIys O CBSI3M Mapkepa ¢ 3a00JieBaHUEM MOXET MOATBEPK/1aTh
Hay4HYI0 0O0OCHOBAaHHOCTb, HO HE JIOKa3bIBaeT PadOTYy KOHKPET-
HOTo u3enusi. AHAJIMTUYECKOE UCCIIeIOBAaHUE MOXKET MOKa3bl-
BaTh BOCIPOU3BOIMMOCTb METO/Ia, HO He TIO/ITBEPXKJaeT aBTOMA-
TUYECKU KJIIMHUUYECKYIO PUTOTHOCTb pe3ynbraTta. KimHnko-ma-
OOopaTOpHOE UCTIBITAHUE MOXKET ObITh BBITIOJIHEHO Ka4eCTBEHHO,
HO He TMOAJEpPKUBATh BCE 3asBIEHHOE HAa3HAYEHUE, €CId OHO
MIPOBEICHO Ha JIPYroy MOMYJISIIUY, APYTOM MaTepuaie Wiu B 00-
Jiee y3KOM KJIMHUYECKOM CIIEHAPUU.

OHu 1aHHBbIE 0OBACHAIOT CMBICJ pe3yJbTaTa, Ipyrue
MOATBEPKAAIT PadoTy H3/1eHsl.

JI71s1 MeAUIIMHCKOTO W3/IeNHsI 1151 TUarHOCTUKH in Vitro Heoo-
XOJVIMO TTOHUMATh, TIOATBEPK/IAET JIM UICTOUHUK HAyYHYIO0 000C-
HOBAaHHOCTh aHAJINTA, AHAJMTUYECKYI0 3((PEKTUBHOCTh KOH-
KPETHOTO M3JeNusl, KIMHUUECKYIO0 (P(PEeKTUBHOCTb pe3yibTaTa,
PUMEHUMOCTH K OIpeAesIeHHOMY MaTeprasy WA MOMYISIIN,
OO0 OrpaHUYEHHMS 3asBJICHHOTO HAa3HAUEHHMSI.

Jlutepatypa yaine Bcero MCHoib3yeTcs IS IOATBEePKACHUS
Hay4HOM 000cHOBaHHOCTU. OHa MO3BOJISET MOKa3aTh, YTO aHA-
JIMT, MapKep, MUKPOOPTaHU3M, TeHETUIECKUI BAPUAHT, KJIETOY-
Hasl XapaKTepUCTHKA UM MHON OOBEKT UCCIICJOBAHUS JICHCTBY-



TEJIbHO CBS3aH C KJIMHMYECKUM COCTOSIHUEM, MaTOJIOrHYeCKUM
IIPOLIECCOM, TIPOTHO30M, OTBETOM Ha JISUEHHE WU IPYTOil Me/In-
IIMHCKOW 3aiaveid. [IJis XOpoIo M3y4YeHHbIX aHAJIMTOB JIUTEepa-
Typa, KJIMHUYECKUE PEKOMEH/IAIuU 1 TPO(heCCHOHATbHBINA KOH-
CEHCYC MOTYT COCTaBJISITh OCHOBY JIOKa3aTeJIbHOM 0a3bl 10 KJIU-
HUYECKOMY CMBICITY aHaimTa. Ho jiuteparypa 1omkHa ObITh PH-
MEHMMA K Ha3HAUCHUIO M3JIeTMs: BAXHO, YTOOBI COBITA 1IN U Ha-
3BaHKE MapKepa, U KIMHUYECKasH pojib, MATEPUAJI, TIOMYJISIMS 1
NPaBWJIO MHTEPIIPETAIINH.

Haripumep, TaHHBIE O KJIMHUYECKOM 3HAYSHUU MapKepa B JIU-
arHOCTHKe 3a00JIeBaHMsI HE BCEra MOTYT HMCIOb30BaThCS IS
00OCHOBaHMS €ro NMpUMEeHeHHs] B CKpuHUHTe. [lyOnukanuu o
3HaUeHNH OWMOMapKepa TMpU OJHOUM OIMyXOJMM He 00s3aTebHO
TIO/ITBEPXKJAIOT €r0 3HaUeHWe Tpu Apyrou. [laHHbie 0 pe3ysbTa-
Te B CBIBOPOTKE HE BCErJIa MEePEHOCSITCS Ha CyXOe MATHO KPOBH,
TKaHeBOW Matepua uim nudposoe nzodpaxenue. [lostomy u-
TepPaTypHbIH UCTOYHUK HYXKHO OIIEHMBATh He N0 (DaKTy yIoMu-
HAHUs HY)KHOTO aHAJIUTA, a TI0 €ro MPUMEHUMOCTH K 3asiBJICH-
HOMY TPUMEHEHHIO U3/eIIHSI.

KimmHnueckre peKoMeHAAlMd ¥ KOHCEHCYCHBbIE JOKYMEHTHI
3aHUMAIOT 0coO0e MecTo. OHM MOKAa3bIBAIOT, KaK TOT WM UHOU
pe3yJbTaT UCHONb3yeTCs B MEUIIMHCKON MPAKTHUKE, KAKOe Me-
CTO OH 3aHMMAaeT B JAUArHOCTHYECKOM WJIU JIe4eOHOM MapIipy-
Te, KaKhe pelieHrs] MOTyT NMPUHUMAThCS Ha ero ocHose. [l
XOPOIIIO U3YyYEHHBIX aHAJTMTOB 3TO MOXET ObITh CHJIbHBIM TOJI-
TBEpP)K/IEHUEM KJIMHUYECKOW poim pe3yibTata. OmHaKko peko-



MEH/IalluU He 3aMEHSIOT JOKA3aTeIbCTB M0 KOHKPETHOMY U37e-
0. OHK MOTYT OOBSICHUTB, TIOueMy onpenenenre HBsAg, Bu-
pycnon Harpy3ku, EGFR, HER2, BCR::ABL1, ¢enunananvusa
w1 TREC nMeer MeAMIIMHCKUI CMBICIT, HO HE IOKa3bIBAIOT, YTO
KOHKpETHasl TECT-CHCTeMa HaJIe’KHO U KJIMHUYECKU MPUTOAHO
MOJTy4aeT COOTBETCTBYIOIIHI PE3yIbTar.

AHanuMTHYeCcKre UCCIeJOBAHUSI BHIMOMHSIOT APYryi0 (pyHK-
0. OHM MOKa3bIBAIOT, HACKOJBKO HAJEKHO KOHKPETHOE W3-
JieJIue MoyvyaeT pe3yybTar. 3/1eCh OLEHUBAIOTCS MTPaBUIIbHOCTD,
MPEIU3UOHHOCTD, TIPe/ie OOHAPYKEHWU S, TIPe/IeT KOMMIeCTBeH-
HOTO OmpefAesieHus], JTUHEHHOCTh, JWana30H U3MEpeHul, aHa-
aUTUYecKasl crielupuIHOCTb, UHTepdEepeHIns, CTaOMIbHOCTD,
BOCIIPOU3BOJUMOCTb, MPOCIECKUBAEMOCTb U MHBIE XapaKTEPU-
CTUKU, €CIM OHM MPUMEHUMMBI K JaHHOMY uzfenuio. s ka-
YECTBEHHBIX TECTOB 0COO0OE 3HAUEHHE MMEET MOBEAEHUE OKOJIO
1opora; 1yl KOJIMYECTBEHHbIX — JIMANa30H U BOCIIPOU3BOAU-
MOCTb; [IJ151 MOJIEKYJISIPHBIX — CIEIM(PUYHOCTh MULLIEHU U TIPe-
Jen oOHApYKEeHUsT; IJIs1 IPOTPAMMHBIX — YCTOWYMBOCTb 0Opa-
OOTKU JaHHBIX W BEPCHS AITOPUTMA.

Ho ananutnyeckue uccneioBaHus He J0JIKHbI UCTIOIb30BaTh-
s KaK 3aMeHa KiamHuveckor apdektuBHoCcTU. [laxke ecum uzge-
Jie AEMOHCTPUPYET OTIMYHYIO MPELU3UOHHOCTb, HU3KUI TIpe-
Jen oOHapyXeHUsl M OTCYTCTBHE 3HAUMMBIX WHTEp(EepEeHIIHIA,
9TOr0 HEJJOCTATOYHO, €CJIM HE MOKAa3aHO, YTO Pe3YJIbTaT MPUro-
IIEH U1 3asBJIEHHOU KJIMHUYECKOU 3aJaui. AHAJIMTUYECKas Ha-
JIEKHOCTh CO3/Ia€T OCHOBAHUE IIsl AOBEPUSl K PE3YJbTaTy Kak



JabopaTtopHOMy (paKkTy, HO HE OTBEUAeT MOJTHOCTHIO HA BOMPOC
0 €ro KJIMHUYECKOM IIPUMEHEHHH.

KnmHnueckue v KIMHUKO-Ta00paTOPHbIE VCTIBITAHMUS CBSI3bI-
BAIOT Pe3y/IbTaT M3AENUs C KIMHUYECKUM CTaTyCOM, CPaBHH-
TEJIbHBIM METOAOM, peEepeHTHOM PaMKOW WIA KIMHUYECKUM
MapuipyToM. VIMEHHO MO3TOMY OHU SIBJISIIOTCS OJHUM M3 LIEH-
TPaJIbHBIX MUCTOYHUKOB KJIMHUYECKON 3pdeKTuBHOCTU. OHa-
KO U 3[I6Ch BaKHbBI I'PAHUIIBI IPUMEHUMOCTH. VCTIbITaHue JOMIK-
HO COOTBETCTBOBATh HA3HAYECHUIO M3/IEIUS: MaTepual, TOMmyJis-
1Msl, YCIOBUS PUMEHEHM s, M0JIb30BaTeNb, KJIMHUYECKAs! pojib
pe3yJbrata U METOJ, CPaBHEHHUSI JOJKHBI ObITh PEJIeBAHTHBIMU.
WHave 1axe KOPPEKTHO MPOBEJEHHOE UCCieJoBaHne OyIeT Moj-
TBEpKJAaTh TOJBKO Ty CUTYalluio, KOTOopas (pakThuecku Oblia
U3ydeHa, a He BCI0 00JIaCTh, 3asIBICHHYIO B MHCTPYKIIHUH.

ApXUBHBI KIMHUYECKUN MaTepran U OMOOAHKH OCOOEHHO
TIOJIE3HBI B CUTYAIIUSIX, IIe TPYJHO MOMYYUTh JOCTATOYHOE YUC-
JIO TIPOCTIEKTUBHBIX CITy4aeB. DTO XapaKTEPHO ISl peIKUX 3a00-
JIEBaHUi, peIKUX F€HETMUECKUX BApPUAHTOB, OTAEIbHBIX OHKO-
JIOTUYECKUX MYTalMi, HEOHATAJbHOIO CKPUHMHIA, HEKOTOPBIX
MH(EKIIMOHHBIX CIIEHApPUEB U MPOBEPKU AJITOPUTMOB Ha CIIOXK-
HBIX CTyvasix. Takue Marepualibl MOTYT CYIECTBEHHO YCHITUTD
JOKa3aTesbHyIo 0a3y, ecii N3BECTHBI TPOUCXOXKAEHHE 00pasiia,
YCJIOBHSI XpaHEHU sI, KpUTEPUH TTPUTOIHOCTH, KIIMHUYECKUH CTa-
TYC ¥ CBsI3b C pehepeHTHO olieHKoi. Ho apXuBHBIE MaTepuaibl
HE JJOJDKHBI HE3aMeTHO TIOIMEHSITh PeasIbHYIO 1IEJIEBYIO TIOMYJIs-
LMI0, €CJIM Ha3HauYeHHe W3JeNMs MpPEeArosaraeT NpuMeHeHue B



TEKYIIEM KJIMHUYECKOM MOTOKE.

CrenajibHble TaHEIM UM MCKYCCTBEHHO ChOPMHUPOBAHHBIE
00pasIbl PUMEHSIIOTCS TOr/a, KOraa OOBIYHBIN KJIMHUYECKHUH
MIOTOK He TI03BOJISIET TPOBEPUTD BaXKHbIE, HO PEKUE U KPUTH-
Jeckue cuTyaiid. Hanpumep, OHU MOTYT MCIIOJb30BaThCS 15T
OLICHKM HU3KHUX KOHIIEHTPAIMi aHaJIMTa, PEJKUX BapUaHTOB,
CIIa00MOIOKUTEIBHBIX PE3Y/IbTATOB, HHTEP(EPEHTOB, CMEIIIaH-
HbIX MH(EKIUI WK MOrpaHUYHBIX Cly4aeB. VIX EeHHOCTh CO-
CTOMT B TOM, YTO OHH TIO3BOJISIOT LieJIEHAIIPABIEHHO ITPOBEPUTH
ysI3BUMbIe ydacTKu Metofa. OIHAKO Takue MaTepuaibl UMEIT
OrpaHMYEHMS: OHM HE BCErja BOCHPOU3BOIAAT BCIO CJIOKHOCTh
PEaIbHOTrO KJIMHUYECKOro 0Opasiia M He 3aMEHSIOT JaHHBIE 110
(bakTHYECKOH MOMYJISIUN TPUMEHEHHSI.

KocBeHHbIEe HCTOYHHKH TPEOYIOT OCTOPO’KHOrO MpH-
MeHEeHHsI.

JlaHHbBIE TI0 aHAJIOTMYHBIM H3/IC/HMSIM TaKKe MOTYT HCIIOJb-
30BaThCsl KaK MOJICPKUBAIONINIA UICTOUHUK. OHKM IOMOTAIOT TI0-
Ka3aTh, YTO OIpPEIC/ICHHBIH TEXHOJOTUYECKUI MOIXOJ, aHAJIUT
WIN KJIMHUYECKAst POJib yXKe MMEIOT JOKA3aTe/IbHYI0 MCTOPHIO.
Ho niepeHoC Takux JJaHHBIX TpeOyeT ocTopoxxHOCTH. Ecii HoBoe
U3JIe/e MMEET JPYTroM MPUHIIUIT METO/A, IPyro MOpPOr HHTEP-
IpeTaluu, IPyrol MaTepuat, Jpyryio MporpaMMHYI0 00padOTKY
WK Ipyroe Ha3HauYeHKe, JaHHbIe 10 aHAJIOry He MOI'yT aBTOMa-
TUYECKU CUMTATHCS MPUMEHUMbIMU. B Takux ciiydasx HeoOXo-
MO OOBSICHUTD, YTO MMEHHO COIOCTABUMO, a Ijie TpeOyIoTCs
COOCTBEHHBIE JIAHHBIE.



JlaHHBIE peaTbHOM MTPAKTHKU CTAHOBSITCS BCe Oojiee BaXKHBIM
MCTOYHUKOM JIOKa3aTesibcTB. OHM MOKA3bIBAIOT, KAK U3JIETUE pa-
60TaeT mocie BHEIPEHMS: B Pa3HbIX J]a00OpaTOpUsX, ¥ pa3HbIX
MOJIb30BaTeNiel, B HEOAHOPOIHBIX MOTOKAaX 0Opa3IloB, MPH pe-
QJIBHBIX MTPEaHATUTUYECKUX YCIIOBUSIX U KIMHUYECKUX MapIpy-
Tax. Takue JaHHbIE MOTYT BBISBJISATh YaCTOTY HEBAJIMIHBIX pe-
3yJIbTATOB, MOBE/ICHUE MMOTPAHUYHBIX CIIy4aeB, Pa3INnUUsl MEK-
Ny TUTOIIAJKaMU, peAKUe OIMTMOKH, MpoOIeMbl HHTEepIpeTauu
U BIIMSTHUE W3MEHEHUN MpakTUKW. I MporpaMMHBIX M ajro-
PUTMHYECKUX M3/ENTUI IaHHBIE PEeATbHOW MPAKTUKKA OCOOEHHO
BaXKHBbI, IOTOMY YTO OHH MO3BOJISIOT OTCJIEKUBATH YCTOUUNUBOCTh
MOJIEJI B cpejie, KOTopasi MOXeT OTJIMYAThCS OT CPelIbl pa3pa-
OOTKHM 1 UCTILITAHHH.

/lannwvie peanvnoit npaxkmuxu (real-world data, RWD) —
9MO OaHHble, BOHUKAIOUUE NPU PEANbHOM NPUMEHEHUU U30e-
AUSL U OKA3AHUU MEOUUUHCKOLL NOMOUWU 6HE CNEeUUANbHO Op2a-
HUB0BAHHO20 UCCNE008AHUSL MO0 Hapsdy ¢ Hum. [locae Haone-
JHcamezo coopa, aHau3a U UHmepnpemauuyy maxkue OaHHble Mo-
2ym ghopmuposams 00Ka3amenbCmea peanbHoil npakmuku (real-
world evidence, RWE), ucnonvzyemvie 0nst nOOmeepicoeHus uau
YMOouHeHUsl 861860008 0 padome uz0enust 8 YCAo8UsIX NpaKmuve-
ckoz2o npumenerusi. RWD u RWE ne seasiomcsi CUHOHUMAMU:
HaAuuue Maccuéa OaHHbIX PeaNbHOL NPAKMUKU eue He O3HAUA-
em Haauuust dokazamenvcms. /lokazamenviioe 3HAUeHUue 803HU-
Kaem moavKo nocae OUeHKU NPOUCXONHCOEHUSL OAHHBIX, UX Kaue-
Ccmea, NOAHOMbL, PeNeGaHMHOCU, BO3MONCHBIX CUCIeMamuye-



CKUX CMEU|eHUTi U NPUMEHUMOCMU K KOHKPEMHOMY BONPOCY OUeH-
KU.

[Ipu 3TOM HaHHBIE peanbHOW MPAKTUKHU TPeOyIOT KpUTHUYe-
CKOM oneHKH. OHM 4acTo MeHee KOHTPOJIMPYEMbl, YeM CIIeIH-
QJIbHO CIUIAHUPOBAHHOE UCCIIEIoBaHue. B HUX BO3MOXHBI MPO-
MYCKH, HEMOJIHOTa, CMEIIeHNsI, HEOJUHAKOBbIE TTPAaBUJIa BKJIIO-
YeHUsI, Pa3InyMsl B KauecTBe MaTeprasia, HEOMHOPOIAHbIE METO-
bl CPaBHEHUSI U cJ1a0ast POCIeKMBAeMOCTh KJIIMHUUYECKOTO CTa-
Tyca. [loaTOMy Takue J1aHHbIE MOTYT ObITh OYEHb LIEHHBIMHU, HO
TOJILKO €CJTM TIOHSITHO, KaK OHU COOpaHbl, HACKOJILKO OHU TIOJI-
HBI, KaK CBSI3aHBl C KOHKPETHBIM U3JIEIMEM U KaKhe OrpaHuye-
HUS UMEIOT.

B cxeme 6.1 npuBeeHa 06001TIeHHAs XapaKTEPUCTUKA OCHOB-
HBIX HCTOUYHUKOB JIOKa3aTesbCcTB. Ee 3a/1aua He B TOM, YTOOBI 3a-
MEHHUTH MOIPOOHYIO OIIEHKY KaKI0r0 UCTOYHMKA, a B TOM, YTO-
Obl TIOKA3aTh UX PA3IUYHYIO J0KA3aTEIbHYIO POJIb.

Cxema 6.1 — OcHOBHbBIE NCTOYHUKH J0KA3aTeJbCTB H
HX JI0Ka3aTeJbHas PoJib

— Ony6ankoBaHHasA JuTepaTtypa — OcHosHas 0oKa3a-
meavHas poaw: [loomeeporcoerue HayuHoU 0OOCHOBAHHOCHIU U
KAuHUu4eckol poau ananuma ; Ocnognoe ozpanuuenue: He ooka-
3bl6aeN aAMOMAMUUECKU pabomy KOHKPEMHO20 U30eNUs. .

— Kunnnueckne pekoMeH anuu U KOHCEHCYCHbIE J10-
KyMeHTbl — OcHo6Has 0oka3amenvnas poaw: I[loomeepoicoe-
HUe Mecma pe3ynbmama 6 MeOuyuHcKol npaxmuke ; OcHoeHoe
ozpanuuenue: He zamensiom ananrumuueckue u KAUHUUECKUE



OaHHbIE NO UB0EAUTO.

— AHaJnTHYECKHe HccaeaoBaHusd — OcHogHas 00Ka3a-
meavHas poaw: [loomeepoicoerue HaA0eHCHOCIU NOAYUEHUSL pe-
3yavmama KoHkpemuvim uzoenuem ; OcHogHoe ozpanuuerue: He
00KA3bI8AIOM ABMOMAMUUECKU KAUHUMECKYIO NPU2OOHOCTb pe-
3yabmama.

— KunHnyeckue M KJIMHHKO-1a00paTOPHbIE MCHBITA-
HUsA — OcHoeHas 0okazamenvHas poawv: [loomeepoicoenue
KAuHUu4ecKoil aghgbexmusrocmu 6 3as61eHHoMm cyeHapuu ; OcHos-
Hoe ozpanuuenue: Ozparuuervl MamMepuaiom, NOnYasuuel, ou-
3aiHOM U pedhepeHmHbIM NOOXOOOM .

— ApxuBHBbII MaTepuaa n 0u00aHkn — OcHO8HA S 00Ka-
3amenvHas poaw: [loodepoicka okazamenvcme npu peoKux co-
CMOSIHUSLX, BAPUAHMAX U CAONHCHBIX cayuasx ; OcHO8HOe 02paHu-
uenue: Tpebyrom noomeepicoeHus: NPuzoOHOCHIU U NPOCAEHCU-
eaemocmu Mamepuand.

— CrnenuaJibHble IaHeJH U HCKYCCTBEHHO ccopmupo-
BaHHbIE 00pa3ubl — OcHO8HASL 00KaA3ameavbHas poaw: [1po-
8ePKa peOKUX, HUSKOYPOBHEBLLX, NOZPAHUUHBIX UAU MPYOHLIX CU-
myayuii; OcnoeHoe ozpanuuenue: He ecezoa ompadicarom pe-
ANbHBUL KAUHUYECKULE NOMOK .

— JlaHHBIEe O AHAJOTUYHBIM H3JeJusAsM — OCHO8Has
00KazamenvHas poawv: [looodepicusaroujee 000CHOBAHUE MEXHO-
Ao02ul, anaauma uau nooxooa; Ocnoenoe ozparuuenue: Tpeoy-
10m 00KA3amenvbCcmea COnoOCmMagUMOCHIU.

— JlaHHBIe M J0Ka3aTeJbCTBA peajibHON NPAKTHKH



(RWD/RWE) — Ocnosnas dokazamenvnas poawv: Ouyenka
NOBEOeHUsT U30eNUsl 8 YCAOBUSIX PEaNbHO20 NPUMEHEHUS, NOO-
meepaicoerue UM YmouHeHue panee COenaHHwvlx 6v180008; Oc-
HOBHOe ozpanuuenue: Heoornopoornocme, HenoaHoma, 603mModic-
Hble CUCMEMAMUUECKUe CMEUEHUs. U HeoOX0OUMOCb NOOMEEp-
HCOEHUSL Kauecmea U NPUMEHUMOCHIU UCXOOHBIX OaHHDbIX .

Ha npakTuke cuiibHasi okaszaresbHast 0a3a (popMupyeTcs He
32 CYeT MEXaHWYECKOTO HAKOIUIGHWsI WCTOYHHMKOB, a 3a CYeT
UX MPABWIBHOTO paclpe/ieieHus M0 JoKa3aTeabHOU (PYHKIIUU.
OavH WCTOYHMK MOXET TOATBEPKAaTh HAyYHYI0 OOOCHOBaH-
HOCTb, IPYrOl — aHAJIUTUYECKYI0 3(P(PEeKTUBHOCTD, TPETUNA —
KJIMHUYECKYI0 3((EKTUBHOCTh, YETBEPThIII — YCTOMUYMBOCTh
pe3ysbTara nocie BHepeHus. Eciu 3Tu UCTOUHMKH COrlacoBa-
HBI C HA3HAYEHNEM M3JIeINS U MEK]ly COOO0M, OHU 00pa3yIoT J0-
Ka3aTesbHYIo JIMHU. ECM jKke OHM OTHOCSTCS K pa3HbIM Mate-
puasam, pa3HbIM TMOMYJISIUSAM, PA3HBIM BEPCUSAM U3/ICUS WIN
pa3HbBIM KJIMHUYECKUM POJISIM, UX CYMMHUPOBAHUE HE CO3JAeT
yOeIUTEILHOTO BBIBOJIA.

BaxxHO mpsiMO yKa3blBaTh OrpaHUYEHHUs] KaxXJOro UCTOYHU-
ka. Jluteparypa MoxeT ObITh yCTapeBIIeW WJIM OTHOCHUTBHCS K
JPYTOU MOy, AHATUTUYECKOE UCCIIeJOBAaHME MOKET OBITh
BBITIOJIHEHO Ha MOJIEJIbHBIX 00pasiiax. KilmHuueckoe ucrnbiTaHue
MOXET He BKJIIOYaTh JIOCTATOYHOE YMCJIO MOTPAaHUYHBIX CIyda-
€B. ApXUBHBIN MaTepyal MOKET He MOTHOCTHIO BOCIIPOU3BOIUTD
YCJIOBHSI TEKYIIero npuMeHeHus. [laHHble peanbHOl MPaKTUKU



MOT'YT COZIEPXKaTh HETIOJHbIE CBEEHUSI O KIIMHUUYECKOM CTaTyce.
Takue orpanmueHrst He 00SI3aTENIBHO JEJal0T NCTOUYHHUK HEIpy-
TOJHBIM, HO OHU JIOJKHBI YUUTBIBATbCS NIPU (DOPMYJIMPOBAHUN
UTOTOBOTO BHIBOJA.

HcTouHnk qo/keH ObITh CBSA3aH C 10Ka3aTeJIbHbIM Bbl-
BOJOM.

CrnenoBatenibHO, pad0OTa ¢ UCTOUHUKAMU J0Ka3aTeNIbCTB Tpe-
OyeT cOopa JaHHBIX, a TAK:KEe UX KPUTUUECKOTO pa3MelleHusl B
JoKazatesabHor Monenu. HykHO MOHMMaTh, 4TO UMEHHO TO[-
TBEPKIAET KaK/Ablii UICTOYHHUK, K KAKOMY JIEMEHTY Ha3HAYEHUs
OH OTHOCHUTCSI, KAKMe OIpaHUYEHHUs] UMEET U MOXKHO JI1 Ha ero
OCHOBaHWH MOJIEPKATh 3asIBJICHHBIN BIBOJ. TONIBKO MPU TAKOM
nozixojie HAbOp MaTepUAIOB MPEBPAIIAETCS B KIMHUYECKHUE JI0-
Ka3aTeJbCTBa.

Hror ruasbl

KnuHuyeckue nokazaTenbCcTBa MEIUIIMHCKOTO W3/eNus IS
JUArHOCTUKM in Vitro (pOpMUPYIOTCSI U3 Pa3HBIX HUCTOYHUKOB:
JIMTEPATypbl, PEKOMEHAALMI, aHAIMTUYECKUX MCCIIEI0BAHUM,
KJIMHUYECKUX U KJIMHUKO-JTa00paTOPHBIX HWCIIBITAHWN, apXUB-
HBIX MaTepUaJIOB, CHIEIIUANIbHBIX MaHesIel, TaHHBIX 110 aHAJIoraM
¥ JIaHHBIX peasibHOM MpakTuKu. OIHAKO TOKa3aTebHAs CUJIA UC-
TOYHHMKA ONPEAENSAETCS HE €r0 Ha3BaHUEM, a TeM, KaKOi BOIpoC
OH 3aKpPbIBa€T Y HACKOJIBKO OH MPUMEHUM K Ha3HAUEHUIO U3[e-
musi. CusibHas ToKaszartesibHast 6a3a BO3HUKAET TOrja, Korjaa pas-
HbIe UICTOYHHMKH COTJIACOBAHBI MEKIY COOOM M 00pas3yIoT mocJe-
JOBATEJIbHYIO JIMHUIO OT KJIMHUYECKOTO CMbIC/Ia aHAJIUTA K aHa-



JIUTUYECKON HAJe)KHOCTU M3MENUS U KIMHUYECKON MPUTOJHO-
CTH pe3yJibTara.



I'maBa 7. Kputnueckas oneHka
U B3BelIMBaHMeE J0KA3aTeJIbCTB

JlaHHBIE ele He SIBJSAIOTCA J0Ka3aTeJbCTBAMH.

Hanuune gaHHBIX caMo IO ceOe elle He O3HAYaeT HaJIudue
KJIMHAYECKUX JOKa3aTeIbCTB. [ MeaUIIMHCKOrO U3EINs IJIst
JUArHOCTUKH in Vitro BaKHO HE TOJBKO COOpaTh MyOJIMKAIAH,
pe3yJabTaThl AHATMTUIECKUX HCCIIEIOBAHUM, TPOTOKOJBI UCTIbI-
TaHWH, OTYETHI, CBEICHUSI O METOJaX CPaBHEHW S, IAHHBIC TIOCT-
PErMCTPAIIMOHHOTO TIPUMEHEHUS WM MaTepyalibl TI0 aHaJI0ruy-
HBIM m3AeusaM. HeoOXxoqumMo mokasaTh, 4TO 3T JAHHBIE JIEH-
CTBUTEJIBHO OTHOCSITCSI K 3asIBJICHHOMY Ha3HAYEHUIO W3JIENHs,
TIOJTyYeHbl HaJIeKHBIM CIIOCOOOM, TOCTaTOYHBI IO 00BEMY, CO-
IJ1aCOBaHbI MEXIy COOOM ¥ TIO3BOJISIIOT Clie/IaTh MMEHHO TOT BbI-
BOJI, KOTOPBIH 3asIBJISICTCS B JIOKYMEHTAIIMU.

KnuHuveckue noka3aTenbCTBa HE OIEHUBAIOTCS IO TPUHIIN-
Iy MPOCTOTrO HAKOIUICHUS] MaTepHuasioB. Bolbiol oObeM JOKY-
MEHTOB MOXET He TOATBEPKIaTh U3Je/IHe, eC/I JaHHbIe OTHO-
CATCSI K IPYroM MOMYJISIKM, APYTOMY THITy OHOJIOTMUYECKOro Ma-
Tepuasa, IpyroMy KJIMHUYECKOMY CIIEHAPHIO, APYTOl POSU pe-
3yJIbTaTa WM MHOMY CIocoOy mpuMeHeHus. HarmpoTtus, MeHb-
I 110 00bEMY, HO XOPOIILIO CIUVIAHMPOBAHHBIM U PeJICBaHTHBIN
HaOOp JaHHBIX MOXET UMETh OOJIBIINI JOKa3aTeIbHBIN BEC, €C-
JIV OH MPSIMO OTBEYAET Ha BOMPOC O MPUTOITHOCTH U3JCTUS IS



3a51BJIEHHOTO ITPUMEHEHMU 1.

JlaHHbIE CTAHOBATCA AOKA3aTeJIbCTBAMHU TOJIBKO TOIAA, KO-
rJa MOHSTHO, KAKOE MMEHHO YTBEPXKICHHE OHM MOATBEpXK/a-
1oT. Haripumep, nyOGnukaimuy o cBsizu Mapkepa ¢ 3a0ojieBaHueM
MOT'YT TOJICP)KUBATh HAYYHYID OOOCHOBAHHOCTh OIpPE/IEICHUS
9TOro Mapkepa. OgHaKO OHM HE JOKa3bIBAIOT aBTOMATHYECKH,
YTO KOHKPETHOE M3/IENINE HAZIEKHO OIPEeIIsieT MapKep, 4To pe-
3yJIbTaT MPUTOZIEH 11 KJIMHUYECKOU KJIACCU(PUKALIMU MAllUEeH-
Ta WIK 4YTO U3JeNue padoTaeT B 3asBJICHHOM THUIlE OMOJIOTUYe-
CKOro Marepuayia. AHAJIMTUYECKUE UCTIBITAHUS MOTYT MIOATBEP-
KJATh MPABUIBHOCTD, TPEIU3UOHHOCTD, Mpeie] OOHApYKEHUS,
JIMHEHHOCTh, CTAOMJILHOCTh WJIM YCTOWYMBOCTh K MHTEPgEpeH-
UM, HO TH JIaHHbIe TaKXke JAOJIKHBI ObITh CBSI3aHBI C KJIMHUYE-
CKMM Ha3HauY€HUEM U3JIENHUS.

JLJ1s1 KaUECTBEHHOIO TECTA Ba)KHO HE TOJIBKO MOKa3aTh, YTO U3-
JieJIue AT MOJIOKUTEIIbHBIN M OTPULIATEIIbHBIN pe3yJibraT. Hyxk-
HO MOJATBEPAUTD, UTO TAKOE PA3/IEJIEHUE COOTBETCTBYET KJIMHU-
YEeCKOMY CTaTyCy, METO[y CpaBHEHUsI WM MHOW OOOCHOBAHHOM
pedepeHTHOM paMKe. IS KOJMMYECTBEHHOTO TECTa HEI0CTATOU-
HO TOKa3aTh BOCIIPOM3BOJMMOCTh YUCJIOBOTO Pe3yJsibTara; Heoo-
XOIMMO MOHUMATb, UCTIONb3YETCS JIU PE3Y/IbTaT AJIsl JUArHOCTU-
KW, MOHUTOPHHIA, BHIOOpA TEpaIuM, MPOrHO3a WM MHOU Me-
JULIMHCKOM 3ajauu. [l MOJNeKyIspHOro TecTa BaXHO pas3iu-
YaTh OOHapyKEHHEe MOCIIeI0BATEIbHOCTH, BbISIBJICHUE KJIMHUYE-
CKM 3HAYMMOIO BAapWaHTa W UHTEPIPETAlUIo pe3ysbrara s
KOHKPETHOTO KJIMHUYECKOTO PEIIEHUS.



Kputnueckas oneHka 10Ka3aTesIbCTB Hy)KHa UMEHHO 15 TO-
o, 4TOOBI OTIENUThH JaHHbBIE, KOTOPbIE JEHCTBUTEBHO MOAIEP-
’KMBAIOT 3a51BJICHHOE HA3HAUYEHUE, OT JaHHBIX, KOTOPbIE UMEIOT
TOJILKO KOCBEHHOE, BCIIOMOTaTeIbHOE WM OrPaHUYEHHOE 3Ha-
yeHue. B 3Toil OlleHKe YUUTBIBAIOT HE TOJIBKO UTOTOBBINA PE3YJIb-
TaT UCCJIEJOBAHUS, HO U €ro UCTOYHUK, AU3aiiH, KaueCTBO Bbl-
MIOJIHEHHU 1, COCTaB BbIOOPKH, METOJ1 CPABHEHU S, CTATUCTUYECKYIO
YCTOMUUBOCTb, IPUMEHUMOCTb K PEAJIbHOM IPAKTUKE U OTPaHU-
YeHUs NIepeHoca BbIBOJA.

CuibHOe 10Ka3aTeJbCTBO JOJIKHO NIONAa aTh B HA3HA-
yeHmue.

['maBHBIA KpUTEPUIA AOKA3aTEIbHOM LIEHHOCTU JAHHBIX — UX
COOTBETCTBHE 3asIBJIEHHOMY Ha3HAYeHUI0 u3zienus. Jlokazaresnb-
CTBO MMEET BEC TOJIBKO B MPEAEIaX TOro Ha3HAYEHU, K KOTOPO-
My OHO OoTHOcHUTCsl. Eciii 1aHHbIe MOTy4YeHbl B Ipyroi NOmyJisi-
MU, APYrol MaTpulie, APYIOM KJIMHUYECKOM CLIEHapUH, y Ipy-
rOro NOJIb30BaTeNIsl UM U1 IPYTOM POJIM pe3y/ibTara, UX JI0Ka-
3aTeJIbHAsA CHJIa OTpaHUYEHA.

[1pu olieHKe peneBaHTHOCTH HEOOXOAUMO COTIOCTABUTH JaH-
HBIE C OCHOBHBIMU 3JIEMEHTAMU HA3HAYEHUS: ONPEAEISIEMbIM
AQHAJIMTOM WJIM OOBbEKTOM UCCIIEIOBAHN S, KIIMHUYECKUM COCTOSI-
HHEM, 11eJIEBOH MOIYJISIIMeH, TUIIOM OMOJIOTMYECKOro MaTepua-
J1a, IpeAToaraéMbIM MOJIb30BATENIEM, YCIIOBUSAMU TPUMEHEHU S,
KJIMHUYECKOH pOJblo0 pe3ysbTaTta M ClocoOOM MHTEpIpeTalyy.
Ecnu xoTs1 ObI OUH U3 3TUX JIEMEHTOB CYIIECTBEHHO OTJIMYaeT-
cs1, TpedyeTcst OTAeIbHOe 000CHOBaHUE PUMEHUMOCTHU JAHHBIX.



Hanpumep, ecnu uznenuve 3asBiaeHO 17151 JUArHOCTUKU OCTPOI
VH(EKIMKA Y CUMIITOMHBIX MAlKMEHTOB, TaHHBIE, MOJYyYEHHBIE
TOJIBKO Ha apXMBHBIX 00pa3ilax ¢ BHICOKOW KOHIIEHTpAIel BO3-
Oynutens, OyoyT MUMETh OIPAaHUYEHHYIO JOKa3aTeJbHYI0 CHITY.
Ecnu u3nenve 3asBiaeHO 1J1s1 CAaMOTECTUPOBAHUS, PE3YJIbTAThl,
MOJTyYEHHBIE TOJIBKO MPO(GECCUOHATIBHBIMU TOJIb30BATENSIMUA B
JIA0OPATOPHBIX YCJIOBUSIX, HE MOTYT TOJIHOCTBIO MTOATBEPIK/IaTh
3asiBIeHHOe TIpuMeHeHue. Eciu Habop peareHToB 3asiBlieH s
HECKOJIbKUX TUTIOB OMOJIOTMYECKOr0 MaTepUaia, JAHHBIE TOJIBKO
10 OJTHOMY THITy MaTe€phaJia He JOJKHbl aBTOMAaTUYECKU Tepe-
HOCUTBLCS Ha OCTAJIbHbIE.

OmvH M TOT k€ aHaJUT MOXKET MMETb Pa3HOE J10Ka3aTesib-
HOE€ 3HAYEHHE B Pa3HbIX KJIMHUYECKUX poisix. Mapkep Moxker
OBITH MPHUTOJIEH JIsI MOHUTOPUHTA, HO HEOCTATOYEH [ISl TIep-
BUYHOU AUAarHOCTUKU. OH MOXET OBITh IMOJIe3eH Isl CTpaTudm-
KalluK pHCKa, HO He /sl IOATBepXkaeHus 3a0oneBaHus1. OH Mo-
KET UMETh 3HAUEHUE B OTHOU MOIYJISIMHA, HO He ObITh MPOBe-
peHHbIM B Apyrou. [1oaTomy npu KpUTUYECKOM OLICHKE BaXHO
OMpEeeIIUTh, KAKUE JIeMEeHThl HA3HAYeHU I TOATBEPKACHBI Mpsi-
MO, KaKue MOATBEPKIEHb KOCBEHHO, a KAaKM€ OCTAI0TCSl HEMO/-
TBEPK/IEHHBIMU.

Ecnu pgokazaTtesbCcTBa OTHOCSTCS TOJIBKO K YacTW Ha3Haye-
HUs, UTOTOBBI BBIBOJ JIOJKEH OBITh OIpaHUYEH 3TOW YacThIo.
Hesb3s paciipsTh BBIBOJ, TOJIBKO MOTOMY, YTO TEXHOJIOTHS U3-
JeNUs1 BBILJISIIUT CXOHOM, aHAJIUT TOT K€, a Pe3yJbTaThl B APY-
roif oOnacTy MpuMeHeHus1 ObuT OnaronpusTHeIMU. [ Meau-



IIMHCKUX U3JIEIUN 711 JUarHOCTUKY in Vitro rpaHMIIbl Ha3HAYe-
HUSI OHOBPEMEHHO SIBJISIOTCS] TPAHUIIAMHU JIOKA3aTEIbHOTO BbI-
BOJIA.

Hane:xxHocTh JaHHBIX Ba)KHA He MeHbIIe HX KOJu4e-
cTBa.

Hane:xHOCTh MCTOUHMKA JOKA3aTeIbCTB ONpENesiseTCs TeM,
HACKOJIKO MOXHO JOBEpATh TMOJTyYeHHbIM JaHHbIM. OHa 3a-
BUCUT OT IM3aliHa MCCIIeJOBaHUS, KAYeCTBA €ro BHIMOTHEHUSs,
KOHTPOJIsI OIMOOK, BBIOOpA METO/Ia CPAaBHEHMSI, MOJHOTHI pe-
TUCTpAIX Pe3y/IbTATOB, MPaBUI 0OpaOOTKY MPOOIEeMHBIX JaH-
HBIX, CTATUCTUIECKOW YCTOMUUBOCTH U ITPO3PAYHOCTH MTPECTAB-
JIeHUs1 BBIBOJIOB.

JI71s1 KIIMHUYECKUX U KJIMHUKO-TTA00PAaTOPHBIX UCTIHITAHUI Ha-
JIeKHOCTh TIOBBIINIAETCS, €CJI UCCIIe[JOBAaHUEe 3apaHee CILIaHU-
pPOBaHO, UMeeT YEeTKHE KPUTEPUM BKJIIOYEHUS M WCKIIIOYCHUS,
UCTIOJIb3YyeT OOOCHOBAHHBIN METOJl CPaBHEHUsI, ITpeaycMaTprBa-
€T MpaBWia yueTa COMHUTENIbHBIX, HEIEUCTBUTEILHBIX U OTCYT-
CTBYIOIIIUX PE3YJIbTATOB, BKJTIOYAET TOCTATOYHBIN 00hEeM JaHHBIX
Y aHAJIM3UPYET Pe3y/IbTaThl B COOTBETCTBUM C 3apaHee OIpe/e-
JIEHHBIMU KPUTEPUSAMU PUEMIIEMOCTH.

HanexHoCTb CHUKAeTCsI, eC/v AaHHbIE MOTyYeHbl Ha yIOOHOM
BBIOOPKE, ecii MpOoOIeMHbIe Pe3y/IbTaThl UCKITIOUeHbl 0e3 00b-
SICHEHUSI, €CJTU OTlepaTop 3HaJI pe3y/IbTaThl METO/Ia CPABHEHHS U
MOT' TOBJIUSITh Ha MHTEPIIPETAIIMIO, €CJIM UCTIONb30BaH CIa0blii
WA HEeNOAXOASAUMI peepeHTHBIN MOAXO0M, €C/IU OTCYTCTBYET
aHaJIM3 TIOATPYIIIT WIK €CJM Pe3yJIbTaThl OOBbEJUHEHBI TaK, YTO



CKPBIBAIOT CJIa0ble YUYACTKY MPUMEHEHU T N3IEITHSI.

Il mUTepaTypHbIX JAHHBIX HAAEKHOCTh 3aBUCUT OT Kaue-
CTBa MyOJIMKAIMK, TU3aiiHa BKJIIOYEHHBIX WCCJICIOBAHUM, PO-
3pavyHOCTU METOJIOB, COMIOCTABUMOCTH MOMYJISIIIUNA U OTCYTCTBUS
OUYEBHHBIX CUCTEMATUYECKUX OMUOOK. /{151 TaHHBIX 1O aHao-
TMYHBIM U3JIEIUSIM BaXHO MOATBEPIUTH, YTO AHAJIOTUSI ICUCTBU-
TeJIbHO 0OOCHOBaHA W HE TIOIMEHSET UCIBITAHUST KOHKPETHOTO
uzaenus. [J1si mocTperucTpaliMoHHbIX IaHHBIX MMEeT 3HaueHue
NoJHOTa ¢O0pa, KAYeCTBO UCTOYHUKA, BO3MOXXHOCTh TIPOBEPKHU
U OTCYTCTBUE BBIOOPOYHOTO TPEJICTABICHUS TOJIBKO OIaronpu-
SITHBIX Pe3yJIbTaTOB.

[Tpu oreHke onmyOIMKOBAHHBIX UCCIIEIOBAHUI MOTYT UCIIONb-
30BaThCSl CTPYKTYPUPOBAHHBIE MHCTPYMEHTHI OLIEHKU PUCKA CH-
CTEMaTUYeCKUX OIMMUOOK U nmpuMeHumMocTu. Harpumep, st uc-
CJIEIOBAaHUI TUArHOCTUYECKOW TOUYHOCTH IIMPOKO MPUMEHSIET-
cst QUADAS-2, no3BOJISIOIIMI CUCTEMAaTUUECKH OLIEHUBATD OT-
O0p NalMeHTOB, MHAEGKCHBIN TeCcT, pepepeHTHBIA CTaHIaPT, T0-
TOK YYaCTHUKOB M CPOKU UcclenoBaHus. Vcronbp3oBaHue Tako-
ro MHCTPYMEHTa He 3aMeHsieT MPo¢eCCUOHATBHOTO CYXIEHUS,
HO JIeJIaeT KPUTUYECKYIO OLIEHKY HCTOUHUKOB OoJiee MocieioBa-
TEJILHOW 1 TTPO3PAYHOM.

[MomHoTa JTOKa3aTebHOM Oa3bl O3HAYAET, YTO IMPECTaBJICH-
HblE JaHHBIE TOKPBHIBAIOT OCHOBHBIE 3JIEMEHTHI 3asIBJIEHHOTO
Ha3HAYeHUs1 M KJIIOYEBbIE PUCKM HENPaBUJIbHOTO pe3ysbTaTa.
HenocraTouHo mokasars XOpOIIMEI pe3y/ibTaT B Haubomnee Omna-
TONPUSATHBIX ycJoBUSIX. HyXHO OLIEHUTD, MOATBEPKICHBI JIU T



YCJIOBHS1, B KOTOPBIX M3/esIe OyeT peajbHO MPUMEHAThCS: 11e-
JieBasi MOMYJISIMS, TAN OMOJIOTMYECKOTrO MaTepuaa, KIMHuYe-
CKM 3HAUMMBIH IMana3oH 3Ha4YeHUi, 00JIaCTh OKOJIO IOpOra Mpu-
HATUSA pELLEHNs, 3asBJICHHbIE MULIIEHH, 3asBJICHHBIE M10JIb30BA-
TEJIM, YCIOBUS IPUMEHEHHU 1 M IOATrPYIIIIbI, I11€ BOZMOXKHBI OT/IH-
qrsi pabOTHI U3/IETHS.

Ocoboe 3HavyeHWe TIOJHOTa JOKa3aTebHOW 0a3bl MMeeT
Ul M3AENANA C HECKOJIBKMMU 3asBJIEHHBIMA HA3HAuYCHUS-
MU, HECKOJbKMMM MMILIEHSAMM, HECKOJIBKMMHU MaTpULIAMU WU
HECKOJIbKMMH TPYIIIaMu Tofib3oBatenei. Bricokas oOmas qyB-
CTBUTEJIBHOCTh MYJIBTUIUIEKCHOIO TECTA HE JOKA3BIBAET OJMHA-
KOBYIO 3(p(PeKTUBHOCTb MO Kax[0i MullleHdu. Boicokoe oOiee
COIVIaCHE MOXKET CKpbIBaTh HU3KOE MOJIOKUTEIBHOE COITIacHe.
Xopomun pe3yJspTar y Mpo(eCCHOHAIBHBIX MOIb30BaTENIEN HE
NOATBEPXKJAET aBTOMATUYECKU INPUMEHEHUE W3/EINSA HEINpo-
(peccroHaTBHBIMU NTOJIL30BATENISAMMU.

Ecnu nokazarenbHasi 6a3a HENojHA, 3TO HE BCerza O3Haya-
€T HEBO3MOXHOCTb IOJIOKUTENIBHOTO BbiBoga. Ho Takoi BeIBOX
JOJDKeH ObITh orpaHudeH. HeoOXommMo 4YeTko ykasaTb, Kakue
9JIEMEHTbl Ha3HAYE€HUs INOATBEPKAEHBI, KAKUE IMOATBEPKIECHBI
YaCTUYHO, a KaKKe TPeOyIOT AOTOTHUTENbHBIX JAHHBIX.

Jloka3zaTeJibCTBa JOJKHBI ObITH COIVIACOBAHBI MEKY
co0o0ii.

KivHnyeckue fokasaresnbcrBa  4acTto (pOpMHUpYIOTCS U3
HECKOJIKMX HMCTOYHMKOB: JIMTEPATYPHBIX JAHHBIX, aHAJIUTHUYE-
CKMX HMCTBITAHUH, KJIMHUKO-IA00PaTOPHBIX MCIBITAHUH, KIIMHH-



YECKMX JJaHHBIX, JAHHBIX 10 METO/ly CPABHEHUS], TOCTPETUCTPa-
LMOHHOTO OIbITa W CBE/IEHUI 10 aHAJIOTMYHBIM U3/ENUsAM. DTU
MCTOYHUKHM JIOJIKHBI HE MPOCTO CYIIECTBOBATh PSJOM, a COIJia-
COBaHHO MOJJIEPKUBATh OJVH JOKA3aTeJIbHBII BBIBOLI.

CornacoBaHHOCTb O3HAYAET, YTO Pa3HbIE UCTOUHUKH JIAHHBIX
HE MPOTUBOpEYAT JIpyr APYry WX UYTO BBISIBJICHHBIE PACXOXK[E-
HUS1 00bsICHeHbI. Hanpumep, uTeparypHble JaHHbIE MOTYT TOI-
TBEPXKJATh KIIMHUYECKYIO 3HAYMMOCTb aHAJIUTA, aHAJTUTUIECKHE
UCTIBITAHU I — CIIOCOOHOCTB M3/IENHS HAZIEKHO ONPENENIATh STOT
AHAJIUT, a KIIMHUKO-JIA00paTOPHbIE UCIIBITAHNSI — TIPUTOTHOCTb
pes3yJbTaTa Jijis 3asiBJICHHON KJIMHUYECKOW 3aauu. B Takou cu-
Tyallu UICTOYHMKH BBINOJHSIOT pa3Hble (PYHKLMH, HO pabOTaloT
Ha OOILUI BBIBOI.

Ecnu ke nuteparypa MOATBEP:KAAET TOJIBKO OOIIyI0 OHOJIO-
T'MYECKYIO CBSI3b MapKepa ¢ 3a001eBaH1EM, aHATUTUYECKHE JIaH-
HbI€ MOJTy4YeHbl Ha MCKYCCTBEHHbIX 00pasliax, a KIMHUKO-1a00-
PATOPHBIE UCTIBITAHUS MTPOBEJIEHBI B IPYroy IMOIMYJIALMH, TOKA-
3aTenbHasA 0a3a CTAaHOBUTCS (pparMeHTHpoBaHHOW. OToenbHbIe
MaTtepraibl MOTYT OBITh MOJIE3HBI, HO OHU He 00pa3yloT yoenu-
TEJIbHOM JINHUM JJ0KA3aTeJIbCTB 11 KOHKPETHOrO Ha3HAUYEHMU .

[TpoTrBOpEUMs Mek/1y UCTOUHUKAMU HEJb3s1 UTHOPUPOBATb.
Ecnm ananuTryeckre XapakTepUCTUKH M3/IeNUs BRITIIAIAT yoe-
JWUTEJIbHO, HO KJIMHUKO-Ja00paTOpHBbIE JaHHbIE IMOKA3bIBAIOT
HM3KYIO YyBCTBUTEJIBHOCTh B PEaJIbHON BHIOOPKE, UTOTOBBII BbI-
BOJ, JIOJKEH YUYMTHIBaTh UMEHHO 3TO orpaHuyeHue. Eciam naH-
HbIE 110 AaHAJIOTMYHOMY M3[EJIUIO OTarorpusTHhI, HO Pe3y/IbTaThl



UCTIBITAHUI KOHKPETHOTO M3/ienus cnadee, MPUOPUTET JIOJIKEeH
OBITH OTJIAH MPSIMBIM JIAHHBIM TI0 OllEHUBaeMoMY u3fienuio. Ec-
JIV TIOCTPETUCTPAITMOHHBIN OMBIT BBISBIISET IPOOIEMBI, KOTOPHIE
He ObUTM OOHAPYKEHbl B PETMCTPALIMOHHBIX UCTIBITAHUSX, TOKA-
3atesibHas1 0a3a JOJIKHA OBITh IEPECMOTPEHA C YIE€TOM TUX CBE-
TIEHUM.

OrpaHuveHus1 JI0Ka3aTeIbCTB JOJIKHBI OBITh OITUCAHBI SIBHO.
OrpaHuyeHue He SIBJISIETCS HeTOCTaTKOM CaMo I10 cede, ECJIM OHO
KOPPEKTHO MPU3HAHO U yUTEeHO B BhiBOJIe. [Ipobiema BO3HUKaeT
TOIJa, KOT/AA IaHHbIE OTPAaHUYEHBI OJHOM MAaTpPHIIEH, OHOU MO-
MYJISIIAEH, OTHOW CTafuelt 3a00/ieBaHKsl, OJIHAUM YPOBHEM KOH-
HEHTPAIUK, OJHOH TIOMIAKON WM OHUM THUIIOM TOJIb30BaTe-
7151, a BBIBOA (hOPMYJIUPYETCs TaK, Oy/ATO MOATBEPKICHO BCE 3a-
SIBJICHHOE Ha3HAYCHUE.

T METUITMHCKUX W3/IEAN JIJISl TUarHOCTUKH in Vitro oco-
OEHHO oOlaceH MepeHOC BhIBOJA IMpe (PAKTUYECKU H3yUeH-
HBIX JIaHHBIX. Henb3si aBTOMaTUYeCKy MEPEeHOCUTh Pe3yJIbTaThl
C TUIA3MBI HA CBIBOPOTKY, C BEHO3HON KPOBH Ha KaMJUISIPHYIO,
C CHMIITOMHBIX TAIIMEHTOB HAa CKPWMHUHTOBYIO TIOMYJISIIUIO, C
popeCcCUOHAIBHOTO MOJIb30BaTeNsl Ha HEMPO(hECCUOHAIBLHOTO,
C Ta0OpaTOPHBIX YCIIOBHMI Ha BHEJIAOOPATOPHBIE, C OHON MUIIIe-
HU MYJITUTUIEKCHOTO TeCTa Ha BCe MUIIIEHU TlaHeu. Takou me-
PEHOC BO3MOXKEH TOJILKO MTPU HAJIMYMK OOOCHOBAHUS U TIOATBEP-
KJAIOIUX JaHHbIX.

Bec nokazaresnCTB onpejelisieT CHIY BHIBO/IA.

[Tpu B3BeMMBaHUM JOKA3aTeIbCTB MOJIE3HO pa3inyarh Mpsi-



Mble U KOCBeHHbIe JlaHHbIe. [IpsiMble TOKa3aTeIbCTBa MOy YeHbI
IUTsI OLICHWBAEMOTO WM3/IeNUsl, B 3asBJIEHHOM Marepuae, Iese-
BOU TOMYJISAIIUN U COOTBETCTBYIONIEM KJIMHUYECKOM CIIEHAPHH.
KocBeHHbIe J1I0Ka3aTebCTBa OTHOCATCS K aHAJIOTUYHOMY H3Jie-
JIMI0, MHOW TIONYJISIWHU, APYroMYy MaTepually, MUHOH BEepCUU W3-
TSI WM CMEKHOMY KJIIMHMUYECKOMY TTPUMEHEHUIO U TpeOyIoT
OTIEJIHEHOr0 0OOCHOBAHUS TIEPEHOCA.

KocBeHHBII XapaKkTep JaHHBIX He JeJlaeT MX aBTOMATUYECKH
HerprieMeMbiMu. OIHAKO YeM OOJIbIlle SJIEMEHTOB Ha3HAYEHU ST
OTJIMYAIOTCSI OT YCJIOBHIA, B KOTOPHIX JTaHHBIE ObUIMA TIOTyUYEHBI,
TeM OoJiee CyIeCTBEeHHbBIM CTAHOBUTCS BOTIPOC UX MPUMEHUMO-
CTU U T€M OCTOpOXHee HO/KeH (hOPMYJIMPOBATHCS UTOTOBBIM
BBIBOJI.

B3BenmBanvie KIMHUUECKUX J0KA3aTeTbCTB O3HAUAET OLIEHKY
OTHOCHTEJIHOM CHJIBI Ka)0r0 MICTOUHHUKA B OOIIel JOKa3aTesIb-
HOU Mopenu. Pa3Hble MCTOYHMKH He UMEIOT OIMHAKOBOTO Beca.
[MpsiMble TaHHBIC UCTIHITAHUN KOHKPETHOTO W3/Ie/Us B 3asIBJICH-
HOM ITPUMEHEHUH OOBIYHO UMEIOT OOJIBIIINI BEC, UeM KOCBEHHbIS
JaHHble. J[JaHHBIE 10 AHAJIOTMYHBIM M3JICJIUSM MOTYT OBITh TO-
JIe3HBI, HO TpeOYIOT 0OOCHOBaHM S COMIOCTABUMOCTH. JIuTeparyp-
HbIe JIaHHbIE MOTYT MOJJICPKUBATh HAYyUYHYI0 OOOCHOBAHHOCTH,
HO HE 3aMEHSIIOT TIOJTBEPXKJCHUE PadOThl KOHKPETHOTO W3[e-
nust. TlocTperucTpaliMoOHHbIe IaHHbIE MOTYT YTOUHSATH JIOKa3a-
TeJIbHYI0 0a3y, HO UX 3HAYEHUE 3aBUCHUT OT MOJHOTHI, IIPOBEpsie-
MOCTH M CUCTEMHOCTH cOopa.

Bec nokazartenbCcTB 3aBHCHUT OT TOTO, HACKOJIBKO HMCTOYHHK



OTBEYaeT Ha KJIIOUEBOW BOMPOC OmeHKU. Eciu Hy:KHO moaTBep-
JIMTh HAYYHYI0 OOOCHOBAHHOCTh AHAJIUTA, BaKHBI ITyOIUKAIINH,
KJIMHUYECKUE PeKOMEH AU, KOHCEHCYCHbIe TOKYMEHTHI U JJaH-
HbIE O CBSI3U aHAJIUTA C MEAMIIMHCKUM cocTosiHueM. Ecitu HyXHO
MOATBEPIUTh AHATUTUYECKYIO 3(P(PEKTUBHOCTD, PELIAIOIIIEE 3HA-
YeHUEe UMEIOT UCIIbITAHUSI KOHKpeTHOro uzzaenus. Eciau HyxHO
TIOATBEPIUTh KJIMHUYECKYIO 3(P(PEKTUBHOCTh, OCOOEHHO Ba)KHBI
JaHHbBIE, TIOTyYEeHHbIE HA PEJIEBAHTHOM KJIMHMYECKOM MaTepu-
ajie ¢ 000CHOBaHHOW pedepeHTHON paMKOW M 3apaHee omnpee-
JICHHBIMU KPUTEPUSIMU OLICHKU.

[Tpu B3BeNIMBaHNHM JI0OKA3ATEILCTB HEOOXOMMO YUUTHIBATH U
CHUJTY OT/IEJIbHBIX UICTOYHUKOB, U UX COBOKYITHOCTb. O/IUH CUJIb-
HBIA UICTOYHUK MOJKET 3aKpbIBaTh KJIIOUEBOM BOMPOC, HO HE BCE
9JIeMeHThI Ha3HaYeHus1. HecKoJIbKO ¢1abbIXx MICTOYHUKOB HE BCE-
ra CO3/1AI0T CWIBHYIO JOKa3aTesbHyIo 0a3y. bosbioe komnye-
CTBO KOCBEHHBIX MAaTE€PUAJIOB HE 3aMEHseT MPSMOro MOATBEp-
KJICHUSI KPUTUIECKU Ba)KHOTO CBOMcTBA n3zienus. [loatomy uto-
TOBBII BBIBOJI JIOJKEH OCHOBBIBAThCSI HE HA KOJIMYECTBE JOKY-
MEHTOB, a Ha TOM, HACKOJILKO JIOKa3aTeJibHasl 0a3a 3aKphIBaeT 3a-
SIBJIEHHBIE YTBEPKICHUSI.

Cxema 7.1 — TunoBble KpUTEepHHA KPUTHYECKOH OII€H-
KM KJIMHHYECKHX JI0KA3aTeJbCTB

— PeseBanTHOCTL — Ymo ouenusaemcs: Coomeemcmaue
OaHHBIX HA3HAYEHUIO U30enUsl, NONYAAUUU, MAMepuany, nolo-
306amenio U KAUHUMECKOU poau pesynomama ; 3HaueHue 0As
0oKazamenvHoz20 8vleooa: Onpedensient, MONCHO AU UCNONBL3O-



6amwv OarHbvle 0151 NOOMBEPIHCOEHUS. 3ASIBNEHHO20 NPUMEHEHUS .

— Hane:xHoctb — Ymo ouenusaemcs: /[uszaiin uccneoosa-
HUsL, MEMOO CPABHEHUSL, KOHMPONb OUUOOK, NOAHOMA Pe2Uucmpa-
UUU U NPO3PAUHOCIb AHAAU3A; SHAUEHUEe 0151 00KA3AMeAbHO-
20 8b1800a: Onpedensient, HACKONbKO MONCHO Q08EPSINb NOAYUEH-
HbIM OGHHBIM.

— IMoanora — Ymo ouenusaemcs: lloxpvimue ecex cy-
UECBEHHBIX INEMEHMO8 HAZHAUEHUS, MAMPUY, MUULEeHel, noo-
2pynn u ouanazonos; 3Hauenue 0151 00KA3aAmMeAbH020 8bl800A:
Onpedensiem, He ocmaemcst AU HENOOMBEPHCOEHHOU Uacmbv 3d-
S6NEHUS.

— Cornacoannocte — Ymo ouenusaemcsa: Omcym-
cmeue NPOMuUBOPeUti Mexcoy AUMepamypHoviMu, AHAAUMUYe-
CKUMU, KAUHUMECKUMU U UHBIMU OGHHBIMU ; SHAYEHUe 0151 00Ka-
3amenvHo20 8bl8o0a: Onpedensiem, opmupyion A UCMOUHU-
KU eOUHYIO OOKA3AMENbHYIO NUHUIO.

— Orpannvenusi — Ymo ouenusaemcs: I panuyvl npume-
HUMOCMU OAHHBIX U YCAOBUSL, 8 KOMOPBIX 861800 MOJdiCem Oblmb
ocaabnen; 3nauenue 011 00KA3amenbHoz0 8b1800a: Onpedensi-
ent, HACKONbKO UWUPOKO MOJICHO (POPMYAUPOBAINL UNMO20BbILL 8bl-
600.

— Joxka3arebHblil Bec — Ymo ouenusaemcsi: Omnocu-
MeNbHASL CUNA UCMOYHUKA 8 00uell OOKA3amenbHOU Mooeau
3nauenue ona dokazamenvrozo 8vleooa: Onpedensiem, Kaxue
OaHHble OONINHCHBL UMENb NPUOPUMEN NPU (POPMUPOBAHUL 8b1BO-
oa.



TuroBasi ommOKa KPUTUIECKOW OIIEHKH COCTOUT B TIOMMEHE
JIOKa3aTeJIbHOCTH 0ObeMOM JOKyMeHTalu. Hamavie 60s1bI11oro
yucna myOIuMKaiuii, OT4eToB, TaOJMIl U MPUIOKEHUIA He O3Ha-
YaeT, 4To M3/eNue MOATBepkAeHo. [Ipyras pacnmpocTpaHeHHas
onmoOKa — TepeHoC JaHHBIX 0e3 0OOCHOBAHMUS: PE3Y/bTATHI 110
OJIHOU MaTpUIIe, OTHOU MOMYJISIIUY WA OTHOMY CIIEHAPUIO TTPU-
MEHEHUs1 UCTIOJB3YIOTCS [Is1 TOATBEPkKIeHUs OoJiee IMPOKOro
HazHayeHMs. YacTo BCTpevaeTcsl U NMoAMEeHa KIMHUYECKON 3¢-
(peKTMBHOCTHM aHATTMTUYECKOM: U3EINE XOPOLIO U3MEPSIET CUT-
HaJl, HO He TIOKA3aHO, YTO TOT CUTHAJI IPUTOACH IS 3asIBJICH-
HOT'O KJIMHUYECKOTO pelleHHsl.

Eie onna ommoOKa cBA3aHa ¢ UCIHOIb30BaHUEM OOIIMX MOKA-
3atesiell 6e3 aHaM3a KpUTHIeCKuX noarpyni. Oo1asi 4yBCTBH-
TeJILHOCTh, OOIasl CeM(PUUHOCTh WK 00I1iee Corjiachieé MOTYT
BBITVISIIETh BBICOKUMU, HO TPU 3TOM CKpBIBaTh cliadyio padoTy
U3IeNsl B OTIENbHBIX MUINEHSX, MUAra30HaX KOHIEHTpAIi,
THUIAX MaTepuasa, CTaausax 3a00JeBaHusI UK TPYIIaX MMOIb30-
Bateneil. [lJis1 JoKka3aTeIbHOM OLIEHKH BaKeH KaK OOIIUA pe3yJib-
TarT, TaK U TO, KaK u3zenue paboTaer Tam, rae ommoka Hanbosee
3HAUMMA.

WTOoroBeIil TIOKa3aTeNIbHBIA BBIBOM, JOJKEH OBITH C(HOPMYITHU-
POBaH C y4ETOM CHJIbI M OTPAaHUYCHUI BCEeW JOKa3aTeJbHOW Oa-
3bl. OH JIOJKEH OTBEYaTh Ha HECKOJIBKO BOIMPOCOB: YTO UMEHHO
TIO/ITBEPXKICHO, KAKUMU JAHHBIMU 3TO MOATBEPKICHO, HACKOJTb-
KO 3T JIaHHbIe HAJICXKHBI, K KaKOW OOJIACTU NIPUMEHEHUS] OHU



OTHOCSITCSI, KAaKU€ OTPaHUYEHUST COXPAHSIOTCSA U KaKKe JIeMeH-
ThI HA3HAYEHU S TPEOYIOT IOTIOTHUTEIIFHBIX TOATBEP kK IeHni. Ec-
JI I0KA3aTeJIbCTBA JOCTATOUHBI TOJILKO JIJISI YaCTH Ha3HAYEHUSI,
BBIBOJI JIOJIKEH OBITh OrpaHUYeH TOU YacThio. Eciin nokazareb-
CTBa HETIOJTHBI, 3TO JOJKHO OBITh OTPakeHO B OIICHKE U B JIajIb-
HEMIIIeW MTPOorpaMme NOTyYeHH s JaHHBIX.

Hror riaBbl

Kpurnueckas olieHKa U B3BEIIMBAHUE KJIMHUYECKUX JIOKa3a-
TEJILCTB TO3BOJIAIOT MPEBPATUTh HAOOP Pa3HOPOIHBIX MaTepHa-
JIOB B 0OOCHOBAHHBIN TOKA3aTENbHBIN BBIBO/. J1J1s1 MEIUIIMHCKO-
ro M3AEIUs IS JUArHOCTHUKM In Vitro BaXHO W HaJIM4WE JaH-
HBIX, ¥ UX CBSA3b C Ha3HAUCHUEM U3JE/Msl, HaJIe)KHOCTh, MOJTHO-
Ta, COTJIACOBAHHOCTh Y TPUMEHUMOCTh K 3asIBJISHHOMY KJIMHU-
YEeCKOMY cleHapuio. Jloka3zaTesibHblid BEC HICTOYHUKA OIpeessi-
eTCsl TeM, HaCKOJIBKO MPSIMO U yOeIUTebHO OH MOATBEpKAaeT
COOTBETCTBYIOIIIMI 37IeMEHT Ha3HaueHus. MITOroBblii BHIBOJ HE
JOJDKEH OBITH IIMPE MOTYYEeHHbIX JIAHHBIX W JJOJDKEH SICHO OTpa-
JKaTb Kak IMOATBEPKICHHBIE JIEMEHTBI, TAK U COXPAHSIOLIUECS
OrpaHUYEHHUS.



I'naBa 8. /lokymMmeHTHpPOBaHUE
U reHepanusi 10Ka3aTeJbCTB

Tpu Buga 1oKa3arejbHON PadOTHI.

[Ipu popMUpOBaHMM KJIMHUYECKUX JOKA3ATEIbCTB V11 Me-
JULIMHCKOTO M3JENUs ISl TUarHOCTUKY 1n Vitro BaKHO pa3iu-
YaTh TPU BUJIA IOKA3ATEILHOU PaOOTHI: JOKYMEHTUPOBAHUE, JIE-
MOHCTpAIMIO M TeHEepalyI0 JOKA3aTeJIbCTB. JTU JEUCTBUS 4a-
CTO CMEIIMBAIOT, XOTS OHM PEIlaloT pa3Hble 3aJauu. JJokymeH-
TUPOBAHUE OTBEYAET Ha BOIPOC, KAKUE JAHHBIE YK€ CYLIECTBY-
10T. JleMOHCTpaliysi MOKa3blBaeT, MOUYEMY ITH JAHHBIE IPUMEHU-
Mbl IMEHHO K 3asIBJIECHHOMY Ha3HAueHUWIO u3aenus. ['enepauus
O3HAYaeT MOJTYYEHHE HOBBIX JAHHBIX, €CJIU UMEIOIINXCS CBE/Ie-
HUI1 HETOCTATOYHO J7Is1 0OOCHOBAHHOT'O BBIBOJIA.

Pa3nienenue Ha TOKYMEHTUPOBAHUE, TEMOHCTPALIMIO U Te€He-
paLMIo JOKA3aTEIbCTB UCIIOIb3YETCS B HACTOSIIIIEM U3/IAHUU KAK
NpaKTUYecKass MOJEIb OpPraHM3alUK JOKa3aTeJIbHOW pabOTHI.
OHO He 03HaYaeT CyniecTBOBaHM A TpeX (hOpPMajbHO YCTaHOBJIECH-
HBIX PETryJATOpHBIX cTaauid. Ero 3ajaua — noMoub onpeaeauTb,
KaKue CBEICHUS yKe UMEIOTCS, 1T KAKMX YTBEPKACHUN UX IIPU-
MEHUMOCTH JIOJDKHA OBITh CIIEIMaIbHO 0OOCHOBAHA U KaKue J0-
KazareJibHble MPo0esbl TPeOYIOT MOMYyUYeHUsI HOBBIX JaHHBIX.

Takoe paznuumre uMeeT npakTuyeckoe 3HaueHue. He kaxmoe
u3zienve TpedyeT OIMHAKOBOTO 00beMa HOBBIX MCCIIEJOBAHUM.



JIJ1s1 XOpOIIo M3yYeHHOTO aHaJIMTa YacTh JOKa3aTeJIbHOW Oasbl
MOXeET ObITh yke c(hOpMUPOBAHA JINTEPATYyPOU, KITMHUIECKUMU
PEKOMEHIalMSIMU U YCTOMYMBOM METUIIMHCKOW MPaKTUKOU. B
9TOM CJIy4yae 3ajaya COCTOMT HE B TOM, YTOOBI 3aHOBO JOKa-
3bIBaTh OUEBUJIHYIO KJIMHUYECKYIO CBSI3b, & B TOM, YTOOBI KOP-
PEKTHO €€ JOKYMEHTUPOBATh U MOKA3aTh IPUMEHUMOCTb K KOH-
KpetHomy uznenuio. Ho ecnu u3zaenue ucnosb3yeT HOBbIM aHa-
JIUT, HOBBIM MaTepuall, HOBYIO KJIMHUYECKYIO POJIb WJIA HOBBIU
QJITOPUTM UHTEPIIPETAIUN, OJJHOTO IOKYMEHTHUPOBAHU ST OOBIYHO
HenoctaTouHo. Torma HeoOXoAMMO TOTydYaTh JOTIOTHUTEIbHbIC
JIaHHBIE.

1 OOKYMEHTUPOBAHUE 2 AEMOHCTPALUA 3 TFEHEPALUSI JOKASATE/IbCTB
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Pucynok 8.1. JIokymeHTHpOBaHMEe — IEMOHCTpAIUsl — TeHe-



panus 10Ka3areabCTB

JTOKyMeHTHpOBaHHe He Co03JaeT HOBBIX JI10Ka3a-
TeJbCTB.

JIOKyMEHTUPOBaHUE A0KA3aTeIbCTB HAYMHAETCS C aHaIu3a
yXe JIOCTYITHBIX UICTOYHUKOB. DTO MOTYT OBITh OITyOIMKOBAaHHBIE
UCCIIE/IOBAHUsI, CUCTEMAaTU4ecKre 0030pbl, KJIMHUYECKHE PEKO-
MEHJAllM1, KOHCEHCYCHbIE JIOKYMEHTBI, JaHHBIE 10 aHAJIOTM4-
HBIM U3/IE/IMSM, paHee BBIIIOJIHEHHBIE aHAJTUTUYECKUE UCCIIENI0-
BaHUs, apXUBHBIE MATEPUAIbl WM CBEIEHUS PEAIbHOM ITPAKTH-
ku. O1IHAaKO JOKyMEHTUPOBAHUE HE O3HAYAET MEXaHUUYECKOE T1e-
pevnciieHre UCTOYHMKOB. Kaaplil MICTOUHMK J0JTKeH OBITh OIu-
CaH C TOYKHU 3PEHMS TOr0, KaKOW BOIIPOC JI0Ka3aTeIbHOM MOZIENN
OH 3aKpbIBACT U KAKUE OTPAHUUYEHUS UMEET.

Hanpumep, ecim uzgenue NpenHa3HAu€HoO Jis Onpenelie-
HMS XOPOILO U3BECTHOrO MapKepa, JInTeparypa MOKET IOATBEP-
KJaTh CBS3b TOr0 Mapkepa ¢ 3aboneBanrem. Ho B 1okasaresn-
HOHM JOKYMEHTAIlM HYKHO TOKa3aTh HE MPOCTO HAJIM4He Mmyo-
JIMKAIMK, a UX OTHOILLIEHUE K Ha3HaYeHMIo u3aenus. Eciu uzne-
JI€e 3asBJIEHO U1l IMarHOCTUKM, JIMTepaTypa JOJKHA MOAJep-
KMBATh IMArHOCTUYECKYIO posib. ECM 1711 MOHUTOPHHIA — MO-
HUTOpUHTOBYI0. Ecim 11 BRIOOpa Tepaniyu — MpeAnKTHBHYIO
WIA TEpareBTUYECKU 3HAYUMYIO pojib. be3 Takoro yrouHeHus
JOKYMEHTUPOBAHUE OCTAETCS HETIOJIHBIM.

JdeMoHCTpaUA CBA3bIBAET JaHHbIE ¢ KOHKPETHbIM U3-
JeJieM.



JleMOHCTpalusi JOKa3aTeNibCTB SIBISIETCS CIISAYIONIMM ITia-
rom. OHa OTBEYaeT Ha BOMPOC, MOKHO JIM HCIIOJNb30BaTh yXKe
MMeIoIIMecs: JaHHble /151 KOHKpeTHOro u3nenus. Jlaxe HaJaex-
Hble MMyOJIMKAIMY, KAYeCTBEHHbIE PEKOMEH/IAINK WM JIAHHBIC
0 AHAJIOTMYHBIM U3/I/IUSIM He BCEr/a MPUMEHUMbI HATIPSIMYIO.
HyKHO MpoBepuTh, COBNAJAIOT JIM AHAUT, KJIMHUYECKasi poJib,
TUI MaTepuaJia, MOMyJIAIHS, 0Ib30BaTellb, YCJIOBUs TPUMEHe-
HHUsI, METOJI UHTEPIpETAlluy U, MPU HEOOXOOUMOCTH, BEpCHsI
porpaMMHOro odecriedenusi. Eciii 9TU a1eMeHTbl pa3inyaioT-
cs1, TpeOyeTcst 0OOCHOBaHME MEPEeHOCA JAHHBIX WM TONTy4YeHUe
HOBBIX JIOKa3aTeJIbCTB.

Hanpumep, 1aHHbIE O KIIMHUYECKOM 3HAYEHUH aHAJIUTA B Chl-
BOPOTKE He BCErjia aBTOMATUYECKU MPUMEHUMBI K CYyXOMY TISIT-
HYy KpoBH. [[aHHbIE 110 TAIIMEHTaM C BHIPAKEHHON KJIMHUYECKOW
KapTUHOM He BCer/ia MPUMEHUMBI K CKPUHUHTY O€CCUMITTOMHBIX
sl [TyOnukanmu no oAHOMY METO/LY BBISIBIICHHSI TeHETUYECKO-
ro BapUaHTa He BCeria MOATBEPK/IAI0T U3JIeNHe C IPYTUM aliro-
puT™MOM (prTbTpaIK U UHTepIipeTauu. [loaToMy nemMoHcTpa-
sl JI0Ka3aTeNIbCTB — 3TO He (DOPMAIBHOCTh, & KPUTUIECKHIA
9Tal, Ha KOTOPOM ONPE/IENseTCs], MOTYT JIM yXe MMEIOIIUecs
CBeJICHMsI ISWCTBUTEIIHO MOICPKUBATD 3asIBJICHHOE PUMEHe-
HHE.

I'enepanms JoKa3aTeJbCTB 3aKPbIBAeT MPOOeEJIbI.

['eHepatius 10Ka3aTeNbCTB TPeOyeTCs TOr/a, KOr/a CylIecTBY-
IOIIUX JIAHHBIX HemocTarouHo. OHa MOXKET BKJIIOYATh aHaJIH-
TUYECKHE VCCIIeI0OBAHN I, KIIMHUIECKHEe ¥ KIIMHUKO-1ab0opaTop-



HBIC UCTIBITAaHUS, UCCIIEIOBAaHKS HA apXUBHOM Martepuaje, Ouo-
OaHKax, CIeNMaIbHBIX TTAHEJISIX, POBEPKY MPOrPAMMHOTO KOM-
TIOHEHTA, BHEIIHIOI OIIEHKY aJITOpUTMa Wi cOOp JaHHBIX pe-
aJIbHOW TIPaKTHKU. | eHepalms 10Ka3aTeabCTB JOKHA ObITh Ha-
TIIpaBJicHa He Ha TIOJTyYeHue “JI0OBIX JIOTIOHUTEIbHBIX JAaHHBIX
a Ha 3aKpBITHE KOHKPETHOTO JIOKA3aTeIbHOTO Mpodera.

Paznuunie Mex 1y 3TUMU AEUCTBUSMU OCOOEHHO XOPOITIO BU/I-
HO Ha MpUMepe XOpOILO M3YyYEeHHBIX aHaIMTOB. Eciu uznenve
MpeIHA3HAYEHO ISl KOJIMUECTBEHHOTO OMpPeIe/IeHUs] CepIeuHO-
IO TPONOHMHA B JIMArHOCTUYECKOM AJITOPUTME OCTPOrO MOBpE-
KIEHUST MUOKap/a, KIMHAYECKOe 3HaUeHHe caMoro OMomapke-
pa MOXeT ObITh JOKYMEHTHPOBAHO HA OCHOBAHUM HAKOTUIEHHON
HAyYHOW U KJIMHUYECKOW 0a3bl. OMHAKO MPUMEHUMOCTh 3THX
3HAHUM K KOHKPETHOMY M3/EJIMI0 U KOHKPETHBIM MIOpOram Mpu-
HATHUS pelieHust TpeOyeT OTAeIbHOIO 0OOCHOBAHUSI, a AHAJIUTH-
YECKUE U KJIIMHUYECKUE XaPaKTEPUCTUKU KOHKPETHOW CUCTEMbI
JIOJIKHBI TIOITBEPKIaThCSI COOCTBEHHBIMU JIAHHBIMU.

WHas cutyarusi BO3HMKAeT MPU HOBOM Onomapkepe. Eciu
MapKep TOJIbKO HAYMHAET U3Y4YaThbCsl U €r0 CBSA3b C KIIMHUYECKUM
COCTOSTHUEM IMOJTBEP:KIEHA OrPAaHUYEHHBIM YUCJIOM HCCIIEI0BA-
HUA, JOKyMEHTHPOBAHKE yXke UMEIOIUXCsl MyOnuKanuii Oyaer
JIMIIb HAYAJIbHBIM 3TAroM. JleMOHCTpanus MX MPUMEHUMOCTH
MOJKET BBISIBUTH CEPbE3HbIE OrPAaHUUEHUSI: MaJIble BHIOOPKH, OT-
CYTCTBHUE HE3aBUCUMOTI'O MOATBEPXKIEHHU I, HEOJJHOPOHBIE MOIMY-
JIALMM, Pa3Hble MOPOru MHTepnperanyu. B Takom ciydae s
TIOITBEPIKICHU I HAYYHOW 0OOCHOBAaHHOCTY U KIIMHIYECKOU (-



(beKTMBHOCTH MOKET MOTPEeOOBATHCS FeHEPALMs HOBBIX JAHHBIX.

Ta ke norvka JefCTBYeT NpU pacIiMpeHNH Ha3HAYCeHUs W3-
nenvsi. Ecim tect ObLT MOATBEPIK/IEH JIJIS1 IMATHOCTUKY Y TIAlT-
€HTOB C CUMITTOMaMH, a 3aTeM 3asiBJISIeTCs JIIsl CKPUHUHTA Oec-
CHUMIITOMHO! TIOMYJISILIMH, TIPEKHUE JTAHHBIE MOJKHO JIOKYMEHTH-
pOBaTh, HO VX PUMEHUMOCTb K HOBOH POJIM JJOJKHA OBITh CIie-
IIUAJILHO MPOJieMOHCTpUpoBaHa. Eciiu Takol iepeHoc Heyoeu-
TeJIeH, HY)KHbl HOBbIE MCCJieJOBaHHs. VHaye BO3HMKAET PHCK,
4TO M3JIe/e OyJeT 3asiBJICHO MIUpe, YeM (PAKTUYECKH MOATBEP-
KJICHO JTOKA3aTeJIbCTBAMH.

JIst TporpaMMHBIX M aJITOPUTMUYECKUX M3JICJIUI pasrpaHu-
YeHUe TUX JIEUCTBUI MMeeT 0coboe 3HayeHue. MOXKHO JIOKY-
MEHTUPOBATh KJIMHUYECKOE 3HAUCHHE BXOIHBIX MApaMETPOB aJl-
roput™Ma. MOXHO MPOJIEMOHCTPUPOBATh, YTO OHU OTHOCATCSI K
3asBJICHHOM MEJIMLIMHCKOW 3ajade. ECIM KJIMHMYECKU 3HAYM-
MBIA pe3ybTaT (hOPMUPYETCsI HOBOM MOJIEIbIO, MHIEKCOM, Tpa-
BUJIOM KJIacCH(UKAIIMY UJIM MHBIM aJITOPUTMHUYECKUM ITpeodpa-
30BaHUEM, JIOKa3aTe/IbHasl OLIEHKA JOJIKHA OTHOCHUTHLCS K BXOJI-
HBIM MapaMeTpam, a TaKkKe K UTOrOBOMY pe3y/IbTaTy aJlTOpUTMa
B IIpe/ie/iax ero 3asiBIICHHOM KJIMHUYECKoW posi. B 3aBucumocTu
OT Ha3HAYEHUsI 3TO MOXKET MOTPeOOBATh HE3ABUCUMOM MPOBEPKHU
MOJIeJH, OLIEHKW Pa0OThl Ha BHEIIHUX JaHHBIX, aHAJIM3a TI0Tpa-
HUYHBIX CJTy4aeB, yCTOWYMBOCTU K BapHaIld BXOTHBIX JAHHBIX
Y KOHTPOJISI BEPCUM aJITOPUTMA.

Cxema 8.1 — IIpumepsnl pazanunsi MeKay TOKyMeH-
THPOBaHUEM, JeMOHCTpalueil W reHepamueil jJoka3a-



TEeJbCTB

— Xopomio u3y4eHHbIH aHAJUT B CTAaHAPTHOH POJIH
— Ymo moorcno doxkymenmuposams: Jlumepamypy, pekomen-
oauuu, Ycmossyrocs KAUHUUECKYIo poav;, dmo HydcHo npo-
oemoncmpuposamn: [IpumeHumocmes K HAHAUEHUIO UZ0eNUS
UYmo moorcem nompedosamo 2enepayuu OAHHLIX: AHa umuYe-
CKYI0 U KAUHUUECKYIO IPDEKMUBHOCIb KOHKPEMHO020 U30eNUS] .

— Xopomo u3yuyeHHbIil aHAJUT B HOBOH poaun — Ymo
MOJCHO 0OKYMeHmuposamu: /larnmHvie no npexicHemy npumere-
Huto; 9mo HyscHo npodemoncmpuposamsv: OOOCHOBAHHOCHb
neperoca Ha Hogyio poav; dmo moxcem nompedosams 2enepa-
yuu OaHHwbIX: JlanHvle No HOBOU KAUHUUECKOU PYHKUULL .

— HoBbiii anaiutT — Ymo moorcno 00Kymenmuposams:
Tpeosapumenvhuvie nyoaukauuu u OUON0UUECKYIO NPABOONO000-
Hocmb;, Ymo HyxucHo npodemoncmpuposams: Haoexxcrnocmv u
NPUMEHUMOCb UMelouuxcsi OanHvlx; Ymo moxcem nompeoo-
eamv zeHepayuu 0aAHHLIX: /latHbvle 0 C853U ¢ KAUHUUECKUM CO-
CMOsIHUEM U KAUHU4ecKol 3¢hghexmusHocmu .

— HoBbiil Tun Mmatepuaiga — Ymo mooxcno dokymenmu-
posamw: /larnvie no ananumy 6 opyeom mamepuane ; dmo nyorc-
HO npodemoncmpuposamsv: OOOCHOBAHHOCHb NEPEHOCA HA HO-
evlii mamepuan; Ymo moxcem nompedosamo 2enepauuu OaH-
Holx: [annvie 0 mampukcHulx 3¢hgpexmax, cmadurbHOCMU U
NPUMEHUMOCIU Pe3YAbINAMA.

— AJropurMuYeckui nokasareiab — Ymo moorcHo 0o-
Kymenmupogamu: Kaunuueckoe 3naueHue 6xoOHwvix napamem-



pog; Umo HysxncHo npodemorncmpupodams: Cesi3b GXOOHbIX OGH-
HbIX ¢ 3as6neHHoll 3a0aueli; Ymo modxcem nompedosamsn 2eHe-
payuu 0anuwvix: /larHvie no umozo8omy An20pUMmMUUECKomy pe-
3yabmamy.

— Pacmupenune HazHauenuss uzaesuss — Ymo mooucno
0oKymenmuposamy: /Joxazamenbcmea no UCXOOHOMY HA3HAaAue-
Huto; Ymo Hyocno npodemoncmpuposamuv: Conocmagumocno
HOB0Il obracmu npumerenus; 4dmo modxcem nompedosams 2e-
Hepauuu O0aHHbIX: /latHble N0 HOBOU NONYASUUU, MAMEPUANy
UNU KAUHUYECKOMY CUEHAPUIO .

[IpaBusIbHOE pa3rpaHUYEHUE ITUX JIEUCTBUM MIOMOIAeT palu-
OHAJILHO TJIAHUPOBATh MPOrPAMMY KJIMHUKO-TTA00PATOPHBIX UC-
nbeiTaHuid. Eciu 4acTh BOMPOCOB yXke HA/IEKHO 3aKPbITA JOKY-
MEHTUPOBAHHBIMU U MPUMEHUMBIMH JIaHHBIMU, UCTIBITAHUE HE
JOJKHO UCKYCCTBEHHO IMOBTOPSATH MX 0e3 HeoOxoaumoct. Ho
€CJIM OCTAIOTCS1 HE3aKPBIThIE BOMPOCHI, TPOrpaMMa JIOJKHA OBbITh
HarpaBJieHa UMEHHO Ha HuX. Hampumep, ecim Hay4yHast 060cC-
HOBAHHOCTb QHAJIMTA XOPOILIO YCTAHOBJIEHA, OCHOBHOE BHMMa-
HUE MOXET ObITh MepeHeceHO Ha aHATUTHUYECKYI0 W KJIMHUYe-
CKYyI0 3(p(peKTUBHOCTb KOHKPETHOro usaenus. Ecnu ke Hayd-
Hast 0O0OCHOBAaHHOCTh COMHUTEJIbHA, HAYMHATD TOJIBKO C TEXHH-
YeCKOI POBEpKU MeTofia Oy/IeT METOO0IOTMUYECKH HEI0CTaTOU-
HO.

DTO pa3iIMune BaXHO U JJIS PETUCTPALIMOHHOTO J10Che. [locke
JOJDKHO TIOKa3bIBaTh M HAOOp MCTOYHUKOB, U WX (pyHKIHMIO. B



HEM JIOJI)KHO OBITh TOHSATHO, KAKWe CBe/IEHHS ObUIN TOKYMEHTH-
POBaHbI, KaKue JIaHHbIe ObUTM MTPU3HAHBI TPUMEHUMBIMU TIOCIIe
JeMOHCTpAIU, KaKie HOBbIE JIAaHHbIe ObUTU TIOJyUCHBI U KaKue
BOIPOCHI OCTAIOTCS OrpaHnyeHusAMU. Eciu 3tu ponu He pasze-
JIEHBI, SKCTIEPT BUJIUT MACCUB MAaTEpUaJIOB, HO HE BUJUT JI0Ka3a-
TEJIbHOW JINHUMU.

Ha npakTtuke cnaboe 1oche 4acTo BO3HUKAET HE M3-3a MOJ-
HOT'O OTCYTCTBUS AAHHBIX, & U3-32 HEMPABUJIBHOTO paclpeeie-
HUsI MX JIOKa3aTeIbHOU ponu. JluTeparypy UCHONb3YIOT Kak 3a-
MEHY UCITBITAHUSM KOHKPETHOTO U3/IEUs1. AHATMTUYECKUE 1aH-
HbIE MOJAIOT KaK MOATBEPXKACHUE KIMHUYECKOU 3((EKTUBHO-
cry. JlaHHbIe IO OTHOMY MaTepuaiy MepeHoCAT Ha JIpyrou Oe3
oObsicHeHus1. Pe3ynbTaThl 10 cTapoii BEpCUu aropuTMa pacripo-
CTPaHSIIOT Ha HOBYIO BepcHIo Oe3 aHaym3a u3MeHeHuil. Bee 3tu
OIIMOKYU CBSI3aHBI C TEM, YTO JTOKYMEHTUPOBAHUE, AEMOHCTpPA-
1S ¥ TeHepalys I0Ka3aTesIbCTB He ObUTU pa3/iesieHbl.

CuipHas JoKazatesibHas crparerus crpourcs nHadye. CHava-
Ja popMyJIMpYyeTCs Ha3HAYEHHUE U3JENNs. 3aTeM aHAIU3UPYeT-
Cs1, KaKue 3HAHUS yKe CYIIECTBYIOT U MOTYT ObITh TOKYMEHTHUPO-
BaHbl. [locsie 3Toro olieHUBaeTCs, HACKOJIbKO OHU IPUMEHUMBI K
KOHKpETHOMY m3zienuio. [lasiee BHISIBISIIOTCS TPOOEITbI, KOTOPbIS
TpeOYyIOT HOBBIX JaHHBIX. TOJBKO MOCIE 3TOrO pa3padaThBaeTCs
MporpaMma UCIbITAHUM WJIM UHOTO UCCTieIoBaHus1. Takor nopsi-
JIOK MO3BOJISIET M30€eKaTh ABYX KPaHOCTEN: M30BITOYHBIX HCCIIe-
JOBAaHUH TaM, TA€ BOIIPOC YKE HAJIE)KHO 3aKPBIT, U HEAOCTATOU-
HOW JIOKa3aTeJIbHOCTH TaM, IJI€ JIMTepaTypa WU aHAIOTWYHBIE



JAHHBIE HE MOTYT 3aMEHUTh COOCTBEHHbIE JJAHHBIE 10 U3/IEITHIO.

B wurtore gokymeHTHpOBaHUWE, JAEMOHCTpAllMsl U TeHepalusi
JIOKA3aTeNIbCTB SBJISIIOTCS HE OT/AEbHBIMU OIOPOKPATHUECKUMU
Taramu, a JIOTMKOW paboThI ¢ JoKa3aTeIbHOM 0a30i. OHM 1M03-
BOJISIIOT MOHSATh, YTO YK€ U3BECTHO, UTO TPUMEHUMO K JAHHOMY
U3JIENIMIO, A UTO ellle HYKHO MOMY4YUTb. [ MEIUIMHCKUX U3-
JeTUI JJTs IMarHOCTUKH in Vitro 3T0 0COOEHHO BaXKHO, IOTOMY
YTO JI0OKA3aTe/IbCTBA MOYTH Beerja GOpMUPYIOTCS U3 Pa3HbIX UC-
TOYHHMKOB M JIOJDKHBI OBITh CBSI3aHBI C KOHKPETHBIM Ha3HAYCHHM-
€M, MaTepruaJioM, MOMYJISIUEN, KIMHUYECKON POJIbIO U PUCKOM
MIPUMEHEHHUSI.

Hror raaBbl

JloKyMeHTUpOBaHUE, JAEMOHCTpAIMsl M TeHepalys JI0Ka3a-
TEJIbCTB MOMOTAIOT OPTraHMW30BaTh JIOKA3ATENLHYI0 paboTy Tpu
OIIEHKE MEIMIIMHCKOrO U3 I JUArHOCTHUKM in vitro. [o-
KYMEHTUPOBaHHKE MOKa3bIBAET, KAKUE JIAHHBIE YK€ CYIIECTBYIOT.
JleMoHcTpaIist 0O0CHOBBIBAET X IIPUMEHUMOCTb K KOHKPETHO-
MY U3JIeJIVIO ¥ eT0 Ha3HaueHMIo. [ eHeparus obecreunBaeT moiy-
YeHKe HOBBIX JJAHHBIX, €CJI MMEIOIIMXCS CBEAEHUI HEJOCTATOY-
HO. [IpaBuiibHOE pasrpaHryeHue ITUX JIEUCTBUI MO3BOJISIET pa-
IIMOHAJIBHO TJIAHUPOBATh KJIMHUKO-TA00paTOPHbIE WCIBITAaHUSA,
HE MOBTOPATH YK€ JOKA3aHHOE Y He TIOIMEHSATh TaHHbIE TIO0 KOH-
KPETHOMY M3JICJIUI0 OOIIUMHU JINTEPATYPHBIMU CBEICHUSIMHU.

Hrorm Yactu 1

Yactp [ 3agana o0y METOIOIOIMUYECKYI0 OCHOBY JOKa3a-
TEJILHON OLIEHKM MEAUIIMHCKHMX W3HEIUN 1T JUArHOCTHKM in



vitro. I J1aBHas uaest 9TOW 4YaCTU COCTOUT B TOM, UYTO TaKUE U3JE-
TSI OIIEHUBAIOTCS HE TOJIBKO KaK JIAOOPATOPHBIE TEXHOJIOTHH, &
KaK UICTOYHMKHU Pe3ysbTaTa, CHOCOOHOTO MOBIUATh HA MEIUIIVH-
CKoe, TadopaTopHOe WM OpraHu3aliMoHHoe pelenue. [Toatomy
JIOKa3aTesibHasl OLEHKA JOJIKHA HAYMHATHCS C HA3HAUYEHU s U3/1e-
JIYsl U KJIMHUYECKOW POJIM pe3yJibTara.

B yactu nokazaHo, 4TO JOKa3aTelbHasl OIEHKA MOXKET OBbITh
IIpeJCTaB/IeHa Yepe3 TPU B3aUMOCBSI3aHHBIX JIEMEHTA: HAYUHYIO
00OCHOBAaHHOCTh, AHAJIMTUYECKYI0 3(PPEKTUBHOCTh M KIIMHH-
Jyeckylo 3gekTuBHOCT. HayuHasi 000CHOBaHHOCTh OOBSICHS-
€T MEIMIIMHCKOE 3HAYEeHUE ONPEIEIsIeMOro aHaJIUTa WM UHOTO
o0beKTa uccienoBaHus. AHamuTu4Yeckasi 3(p(heKTUBHOCTh MO~
TBEPKJAeT CIIOCOOHOCTh KOHKPETHOTO M3/IeTNs HaJIe:)KHO TIOMY-
yarb 3asBJICHHBIN pe3yabraT. Kimmanueckas 3(ppeKTUBHOCTD Xa-
PaKTEpU3YET CBSA3b pPe3y/IbTaTa KOHKPETHOTO U3/IENHsI C 3asIBJICH-
HBIM KJIMHUYECKUM COCTOSTHUEM WJIM MHOW MEAMIIMHCKY 3HAUU-
MOW XapaKTEPUCTUKOW W €r0 CIOCOOHOCTh BBIMIOMHSATH MPEIy-
CMOTPEHHYI0 Ha3HAu€HHEM KJIMHUYECKYI0 (DYHKIMIO. DTU 3Je-
MEHTBHI He 3aMEHSIOT APYT Jpyra U JOJKHBI OBITh COTJIACOBAHbI
Mesxay coOOil U ¢ Ha3HAYEHUEM U3/IeITHSI.

OtnenbHOE 3HAUEHUE UMEeT KU3HEHHBI UK uzaenus. Jlo-
Ka3aTeJbCTBA HE 3aKaHYMBAIOTCSl PErvcTpalvel: OHU JOJIK-
HbI NOJJIEP)KUBATbCS TP U3MEHEHUH Ha3HAUYeHUs, MaTepuaa,
MOMYJISIIIMY, BEPCUM TIPOrPaMMHOI0 0OecrieyeHusl, aropuTma,
MPaBUJ UHTEPITPETALIMM WU KJIMHUYECKOH MpakTUKU. [losatomy
JoKa3aTesbHast 0a3a JOJKHA OCTaBaThCs CBA3AHHOM C (pakThde-



CKM 00Opamialommmcs u3/e/iMeM Ha BCeX Tarax ero CymecTBO-
BAHUSL.

Yacrs [ Takoke nokasasa, 4To UICTOYHUKH JAHHBIX CAMM IO Ce-
Oe el1le He SIBJISIOTCS JOKa3aTeabcTBaMu. JIuteparypa, peKoMeH-
Jallu¥, aHAIMTHYECKUE MCCIIEIOBAHUS, KIIMHUKO-JIa00paTOpHbIe
VCTIBITAHK S, ADXUBHBIM MaTeprall, ClIEUAJIbHbIE MTAHEIH U 1aH-
Hble peaJlbHON TMPAKTUKW MPUOOPETAI0T OKA3aTEeJIbHYIO CHITY
TOJIBKO TOI/Ia, KOI/la MOHATHO, KAKOM BOIPOC OHU 3aKPBIBAIOT U
HACKOJIBKO OHY TPUMEHHMMBI K HA3HAYEHUIO U3/EIIHA.

B nanpHeiimeM sTa MeTononornyeckast paMka OyneT nocieso-
BATEJIbHO Pa3BEepHYTA B CIEAYIOIIMX YACTSIX U3JAHUs: IIPU pac-
CMOTPEHHMU HAyYHOI 0OOCHOBAHHOCTU aHAJTUTA, AHATTUTUYECKOU
3(pPEeKTUBHOCTH U3AEIHS, CTATUCTHUECKOW OOPaOOTKH IaHHBIX,
KJIMHYECKON 3(P(HEKTUBHOCTU, OCOOEHHOCTEN OT/IENTbHBIX TH-
nos MU UB/I, kiuHnyeckux oonacTei, mporpaMMHBIX U ajro-
PUTMUYECKUX TEXHOJIOTUH, A TAKKE IIPAKTUKU MOATOTOBKU MPO-
IpPaMMbl UCTILITAHUIA U PETUCTPALIMOHHOTO JOChE.



Yacts I1. Hayunast 000CHOBaHHOCTb

AHHOTAIUA YaCTH

Yacrts I mocesieHa HaydHON 0OOOCHOBAaHHOCTH aHAJIATA KaK
MIEPBOMY COAEPKATEIILHOMY JIEMEHTY KJIMHMYECKMX JOKa3a-
TEJIbCTB MEIUIIMHCKOTO M3JEIUSA I AUArHOCTUKM 1n Vitro.
[Ipexae yemM oreHUBaTh MPABUWILHOCTh, TPELIM3UOHHOCTD, Mpe-
Jen OOHapyKeHUsl, TUarHOCTHYECKYI0 YyBCTBUTEILHOCTh WJIH
crierpUIHOCTh KOHKPETHOTO U3JIeNHsl, HEOOXOIMMO OTBETUTD
Ha OoJiee paHHUI BOITPOC: TIoYeMy BOOOIIe MMeeT MEAUIIMHCKUN
CMBICJT OTIPENIeNIATh JAaHHBIM aHAUT WM UHOW OOBEKT UCCIIeI0-
BaHUS.

JU1s i31e7Mi AMAarHOCTUKM 1n Vitro 3TOT BOMPOC UMEET MPUH-
LUITMaJIbHOE 3HaYeHre. MOXKHO CO3/1aTh TEXHUYECKU COBEPIIICH-
HBIW TECT, KOTOPBIA OyeT TOYHO M BOCIIPOU3BOAMMO U3MEPATH
roKa3areJib, He MMEIOIIAA JOCTATOYHOrO KJIMHUYECKOro 3HaJe-
HUS JIUIS 3asBJICHHOM 3a/1aud. TakoW TECT MOXET OBbITh yCIIellI-
HBIM KakK JJabopaTopHasi TEXHOJIOTHsI, HO C1a0bIM KaK MeJUIINH-
ckoe u3nenue. [loaromy HaydHast 0OOCHOBAaHHOCTh HE SIBJISCTCS
BTOPOCTETIEHHBIM JIMTEPATYPHBIM MPUJIOKEHUEM K aHAIMTHYe-
CKHMM U KJIMHUYECKUM HccieoBaHusAM. OHa 3aJa€T CMBICIIOBYIO
OCHOBY BCell MOCJIEAYIOLIEN T0Ka3aTeIbHON OLIEHKH.

B aT0ii yacTu paccMaTprBaeTcs, 9TO O3HaYaeT HayyHast 000cC-
HOBAHHOCTb, KaK YCTAHABJIMBAETCSl CBSI3b AHAINUTA C KJIMHU-
YECKHUM COCTOSTHUEM, (PU3HOJOTMYECKUM WJIU MATOJIOTMYECKUM



MPOLECCOM, YeM OTJIMYAETCS XOPOIIO M3YyUYEHHBI aHAJIUT OT
HOBOT'0, KAKM€ UCTOUYHUKU JAHHBIX MOTYT UCHOJIb30BATHCS IS
TIOATBEPKICHUS] HAYYHON OOOCHOBAaHHOCTHU UM KaK TaKWe JaHHbIE
JIOJDKHBI KPUTUYECKHU olleHuBaThcsl. OTAebHOe BHUMAHUE yjie-
JISIETCS JIMTEPATYPHOMY TOMCKY, CUCTEMATHYECKUM 0030pam U
JOKYMEHTUPOBAHHIO HAYYHOU OOOCHOBAHHOCTH B COCTaBE JIOKA-
3aTeIbHON TOKYMEHTAIUH.

Oco0oe 3HaueHre UMeeT CBSI3b HayUyHOW OOOCHOBAHHOCTH C
HazHayeHreM m3aeivs. OIUH U TOT e aHAJIUT MOXET ObITh XO-
pOIIIO OOOCHOBAH ISl AMATHOCTUKH, HO HEJJOCTATOUHO OOOCHO-
BaH /I CKPUHUWHTA; IPUMEHUM JJIsi MOHUTOPUHTA, HO HE IS
BBIOOpa Teparviu; UMETh 3HAYCHUE B OJHOU TOMYJISAIMU, HO He
B apyroi. [Tostomy Hay4yHass 0OOCHOBAaHHOCTh JIOJKHA OIIEHH-
BaThCsl HEe “BOOOIIE”, a MPUMEHUTETHHO K KOHKPETHON KJIMHU-
YEeCKOW poJiu pe3y/ibTara, TUIYy MaTepualia, MOMYISIUA U YCIIO-
BUSIM TIPUMEHEHU S U3JIETHSI.

IMeas yacTn

Llenb HacTOSIIEH YaCTH COCTOUT B TOM, YTOOBI C(POPMHUPOBATH
y 4uTaTelisl MOHMMaHUEe HayYHOW OOOCHOBAHHOCTH Kak IEPBO-
ro 0053aTeJILHOTO YPOBHSI JOKa3aTeIbHOM OIIEHKU MEJUIIMHCKHIX
W3AEJINA TS MUATHOCTUKH 1n Vitro.

[locne u3ydeHrs: 3TOM YacTU YMUTATENb AOJKEH MOHUMATh,
royemy JoKazaresibHas padoTa He MOXKET HAUMHATHCS TOJIBKO C
AQHAIUTUYECKUX XapaKTePUCTUK U3AEIHs; YeM KIMHUYECKH 3Ha-
yrMasi CBSA3b aHAJIUTA OTIIMYAETCS OT MPOCTON OMOJIOrMUYECKOn
MIPABIONONOOHOCTY WM €IMHUYHON CTATUCTUIECKOW accolua-



IIUH; TTOYEMY XOPOIIO M3yYeHHbIE U HOBbIE aHAIUTHI TPeOyIOT
pa3HbIX OKa3aTeJIbHBIX CTpATeruil; Kakue MCTOUHUKU TAHHBIX
MOT'YT TIOJITBEPKJaTh HAYYHYI0 0OOCHOBAHHOCTD; U KaK BBHIBOJI O
HAy4YHOU 0OOCHOBAHHOCTH JIOJKEH OBITh CBSI3aH C Ha3HAYEHUEM
U3JIeNMS U TIOCTIEYIOIIEN OLIEHKOM aHAJTMTUYECKOW U KJIMHUYe-
cKoM 3(P(PEKTUBHOCTH.



I'naBa 9. Ilonsitue
HAYYHOH 000CHOBAHHOCTH

Hayuynast 000CHOBAHHOCTb OOBSICHSIET MeIHI[HHCKUH
CMBICJI pe3yJibTaTa.

Hayunasi 000CHOBaHHOCTb SIBJISIETCSI TIEPBBIM COJIEpKaTeb-
HBIM BOITPOCOM JIOKAQ3aTeIbHON OIEHKH MEAUIIMHCKOTO U3[e-
JMSl J1s1 TMarHOCTUKY in vitro. OHa MOsIBIsIETCS paHbIlie, YeM
o0CyXJIeHre 4YyBCTBUTEJIILHOCTH METOa, BOCIPOU3BOAUMOCTH
Pe3yJIbTaTOB, IUArHOCTUYECKON 3(hPEKTUBHOCTH WJIM AU3alHA
KJIMHUKO-JIA00paTOPHOTo UCTIbITaHusA. [l0 TOro Kak OlleHUBaTh,
HACKOJIBKO XOPOILO W3/IeIHe BBISIBIISET WIM U3MEpsieT aHaJINT,
HEOOXOIUMO TIOHSITh, TOUEMY STOT aHAIUT BOOOIIe MMeeT MEe/IN-
IIMHCKOE 3HAYEHHe.

B mexmyHapoqHOl TEpMUHOIOTHY STOMY TTOHSITUIO COOTBET-
CTBYET TepMUH scientific validity. B HACTOSAILEM W3JaHUU Jasiee
UCTIOJNIB3YEeTCS] PYCCKUI TEPMUH — Hay4yHast 0O0OCHOBAHHOCTb.

Hayunaa obocnosannocmv  — 3mo O0OKA3aHHASL CE53b
MeAHCOY onpedensiemMblM AHANUMOM UAU UHBIM 00BEKIMOM UCCae-
008AHUSL U COOMBEMCMBYIOUUM KAUHUUECKUM COCIMOSTHUEM, (DU~
3UON0ZUMECKUM UNU NATNON0ZUMECKUM NPOUECCOM MUOO MEOUUUH-
cKoll 3a0aueli, 0nsi Komopol npeonasHaueno uzoeaue. Ona om-
eeuaem He Ha 8ONPOC O NMOM, HACKOALKO XOPOULo pabomaem me-
Mmoo, a Ha 8ONPOC O MOM, UMEEN AU MEOUUUHCKULE CMbICA onpe-



oenerue 0aHH020 00BeKma 6 PaAMKAX 3AAB/NEHHO20 HA3HAYEHUS

U30enusl.
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Pucynok 9.1. Hayunass 000CHOBaHHOCTh KaK TIEpPBBIH ypO-
BEHb JJOKa3aTeJIbHON OICHKU

TouHbIll TecT eme He BcCerga SABJIsSETCS KINHHUYECKH
000CHOBaHHBIM.
IlIsT TMarHOCTUKM in Vitro 3TO pa3inyue OCOOEHHO Bak-
Ho. JlaGoparopHasi TEXHOJIOTUSI MOKET ObITh TOYHOU, YIOOHOM,
OBICTPOW, ABTOMATU3UPOBAHHON U BOCIPOM3BOAUMOMN, HO €CIU



U3MepsEMbIN MOKa3aTesb He UMEeT I0Ka3aHHOTO KJIMHUYECKOTO
CMBICIIA JIJIS 3asIBJICHHOM 3a/1auy, TaKasl TEXHOJIOTHsS He 00pasy-
€T MOJIHOLIEHHOM J0Ka3aTeIbHOM 0a3bl MEIUITUHCKOTO U3AEIHS.
W Hao60pOT, €c/iv aHAJTUT XOPOIIIO U3BECTEH U KJIMHUYECKH 3HA-
YKM, 9TO ellle He JOKA3bIBAET, UTO JTI000e U3Iene, Orpeessio-
1iee 3TOT aHAJIWT, MPUTOJHO 11 MEAUIIMHCKOTO MTPUMEHEHHMS.
HayuHast 000CHOBaHHOCTh OOBSICHSIET CMBIC]T BBIOOpA aHAJIUTA,
HO He 3aMeHSsIeT MOATBEePKAeHUE PaOOThl KOHKPETHOTO U3/IEIHSI.

VIMeHHO 371eCch TPOXOAUT OJIHA U3 MPUHIMUIHNAIBHBIX [PAHUI]
JIOKa3aTeJIbHOM OIEHKH. Pa3paboTunk u3aenvs MOXeT HavaTh C
TEXHOJIOTUU: UMEETCS] AHTUTEJO, PaiMeEpPBbl, CEHCOP, aJITOPUTM,
n300pakeHue WM BO3MOKHOCTb U3MEPUTH OMPEJIEIEHHBIN CUT-
Has1. Ho perynaropHas oruka Ha4MHaeTCs He ¢ BOIpoca “MOx-
HO JIM 9TO U3MepUTh?”, a ¢ BOIpoca “3a4eM 3T0 U3MEPSATh B Me-
JUIMHCKUX 1enisix?”. Ecu Ha 3TOT BOIIPOC HET YOeTUuTeIbHOTO
OTBETa, MOCJIEAYIOIINE aHAIUTUYECKUE U KIMHUYECKUE UCCIe-
JIOBaHUs1 TEPSIOT MPOYHYIO OCHOBY. M31€111e MokeT JeMOHCTpU-
poBaTh XOpoIue JadopaTOpHbIe XapaKTEPUCTHUKU, HO €ro pe-
3yJIbTaT Oy/IeT HeJJOCTaTOYHO OOOCHOBAH KaK MEIMITUHCKH 3Ha-
YUMBIIA.

Haripumep, cBsI3b IITIOKO3bI C HAPYIIEHUSIMU YTJIEBOJHOTO 00-
meHa, HBsAg ¢ BupycubiM renmarutom B niim BCR::ABL1 ¢ xpo-
HUYECKUM MUEJIONIEMKO30M He TpeOyeT Kak/Iblid pa3 I0Ka3biBaTh
3aHOBO C HYJIfl. DTU aHAJIUTHl UMEIOT YCTOSBLIYIOCS KJIMHUYE-
CKylo ocHOBy. Ho ecnu uzroroButenb 3asiBisieT U3Aeaue i
KOHKPETHOW KJIMHUYECKOU POJIH, OH JOJDKEH MOKA3aTh, YTO UC-



NIOJIb3YET YKe U3BECTHYIO CBSI3b MIMEHHO B TeX Mpejienax, B KO-
TOPBIX OHA MOATBep:kAeHa. OnpenesieHue aHaIuTa IS JUarHo-
CTHMKH, MOHUTOPHHTA, ITPOrHO3a, CKPUHHUHTA UJIM BHIOOpa Tepa-
MM — 3TO HE BCErJa OJJHA U Ta ke JJOKa3aTesbHasl CUTYallusl.

L7151 TTIIOKO3BI KPOBU KJIMHUYECKasl CBSI3b C HAPYIIEHUSIMU YT-
JIEBOTHOTO OOMEeHa OYEeBU/IHA U JABHO 3aKperUieHa B MeIUIINH-
ckol mpakTuke. OIHAKO M3JieNue il JaOOPaTOPHOrO KOJIMJe-
CTBEHHOT'O OIpe/eIeHUs ITIOKO3bI, TIIIOKOMETp ISl CaMOCTOsI-
TEJIbHOTO KOHTPOJISI K CEHCOP HEMPEPHIBHOTO MOHUTOPUHT A TITI0-
KO3Bl ONUPAIOTCS HA OHY U Ty XKe 0a30BYI0 HAy4YHYI0 OOOCHO-
BaHHOCTh, HO PEaJIM3yIOT €€ B Pa3HbIX KIIMHUYECKUX U TOJTb30Ba-
TeJbCKUX clieHapusix. [ToatoMy HayuHasi 0OOOCHOBAaHHOCTh aHa-
JIMTa MOKET OBITh OOIIIEH, a ToKa3aTe IbHasI OIIEHKa KOHKPETHOTO
u3/Iensl — pa3InyHOi. B oJHOM citydae OCHOBHOM BOMpoC OY-
JIeT CBS3aH ¢ JJaAbOpaTOPHOI TOYHOCTHIO, B JPYroM — ¢ Oe30mac-
HOCTBIO CAMOCTOSITEJTbHOW MHTEpPIPETalluu pe3yibTaTa, B Tpe-
TheM — C IPUTOAHOCTHIO TUHAMUYECKOTO CUTHAJIA TSI KOHTPO-
JIS COCTOSIHUSI BO BPEMEHH.

[MToxoxast cutyaiyst BO3HHKaeT B MH(PEKITMOHHOM IUarHOCTHU-
ke. Hammure HyKJIEMHOBOW KHMCIOThI BO3OYAUTEINSI MOXKET OBITh
HAay4HO 0OOCHOBAHHBIM MapKEPOM MH(EKITNH, HO KJTMHUYECKUI
CMBICIT pe3yJibTaTa 3aBUCUT OT (pa3bl 3a00JIeBaHusI, MaTepraia u
Ha3HavyeHus uzgenusa. OIUH U TOT e TMOJIOKUTEIbHBIA Pe3yJib-
TaT MOXET MOATBEPXKIATh AKTUBHYIO MH(EKIHIO, OTPakaTh OCTa-
TOYHOE MPUCYTCTBUE HYKJIEMHOBOW KUCJIOTHI, YKa3bIBaTh HA HO-
CHTEJILCTBO WJIM TPeOOBaTh COTIOCTABJICHUSI C KITMHUYECKOM Kap-



trHOM. [losTOMY HayuHasi 0OOCHOBAaHHOCTh MPSIMOTO TECTa Ha
BO30Y/IUTENS TOJKHA YUUTHIBATH HE TOJIBKO caM (DAKT CBS3H MH-
IIeH! ¢ MH(EKITMOHHBIM areHTOM, HO U TO, KaK pe3y/ibTaT Oyaer
VMHTEPIPETUPOBATHCA B 3a5BJIEHHOM KJIMHUYECKOM CLIEHAPHUH.

B oHkonoruu Hay4Hasi 000CHOBaHHOCTh OCOOEHHO TeCHO CBSI-
3aHa C KJIMHWYECKOW posbio Onomapkepa. OQWH U TOT ke MO-
JIEKYJISIPHBIA TIPU3HAK MOXET MMETh JUarHOCTHYeCKOe, IMPOo-
THOCTUYECKOE WU MPEIMKTUBHOE 3HaueHue. [lnarnoctuyeckas
pOJIb TIOMOTAEeT YCTAHOBUTh WJIM YTOUHUTH 3a0oneBaHue. [Ipo-
THOCTUYECKAsl POJib CBA3aHA C BEPOSTHBIM TeUeHHeM 3a0071eBa-
Hus. [IpeArKTUBHAS pOJb yKa3biBaeT HAa BEPOSITHOCTh OTBETA Ha
KOHKpETHOe JieueHre. Ecim 311 ponu cMmelmars, J0Ka3aresibHas
0a3a CTAaHOBUTCSI METOJOJIOTMUECKH CJIa00M. [IaHHBIE O TOM, UTO
MapKep CBsI3aH C HeOIaronpusITHBIM ITPOrHO30M, HE BCET/Ia MOJI-
TBEPKJAIOT €r0 MPUTOHOCTh JIJIS1 BLIOOPA OMPeJIeIEHHOTO Tpe-
napata. JlaHHble 0 HAJIMYMK MYTAllUY B OITyXOJIM HE BCETAa O3HA-
YaloT, YTO TECT MOXKET UCTIONIb30BAThCS KAK COMYTCTBYIOIIAS U-
arHoCTHKA Oe3 JIOTIOJTHUTEITbHBIX JJOKA3aTe IbCTB.

BaxxHo ycTaHOBUTH, Kakasi HIMEHHO CBSI3b MOJATBEp-
JKJIeHa

Hayunasi 060CHOBaHHOCTb HE CBOIUTCS K TOMY, UTO aHAJIUT
“nMeeT OTHOIIeHNe” K 3a00JieBaHMI0. B TOKa3aTenbHON OleHKe
BaXHO YCTAaHOBUTh, KaKass UMEHHO CBSI3b MOATBEpXKJeHA. AHa-
JIUT MOXET OBbITh CBSI3aH C HAJIMYMEM 3a00JIEBaHUS, TSKECTBIO
Mpolecca, PUCKOM Pa3BUTUSI COCTOSIHUS, TPOTHO30M, OTBETOM
Ha Tepanuio, (pa3or MH(PEKIUU, aKTUBHOCTBIO MATOJIOTMYECKO-



IO IMpolecca WK MPUHAIJIEKHOCTBIO K OIpe/ieIeHHON OUOJIOTH-
yeckoy moarpynme. Kaxaast u3 aTux poneit iMeeT COOCTBEHHOE
JIOKa3aTeIbHOe 3HAYeHUE U He JOJIKHA aBTOMATUUECKU TIepeHO-
CHUTBbCS Ha JIpyTUe POJIH.

Hanpumep, mapkep MoxkeT OBITh TIOJIe3€¢H J1JIsI MOHUTOPUHTA
TeueHusl 3a00J1eBaHNsl, HO HEe TIOMXOAUTH ISl TIEPBUYHON Tha-
THOCTHKU. J[pyroii Mapkep MO eT UMETh IIPOrHOCTUYECKOE 3Ha-
YeHHe, HO He ObITh OCHOBAHUEM [IJIsl BHIOOpPA KOHKPETHOTO Jie-
KapCTBEHHOTO Tipernapara. Tperuid MoxkeT OBITh BaXeH B yxke
YCTaHOBJIEHHOUN KJIMHUYECKOW TpyIre, HO He UMETh JI0CTaTo4-
HOW IIEHHOCTH JIsl MaccoBOro ckpuHuHra. [loatomy HayuyHast
00OCHOBAaHHOCTD BCEr/ia I0JKHA pacCCMaTpPUBATHCS BMECTE C Ha-
3HaYEHHUEM U3JIE/N.

Buojiornueckast npaBAoNnog00HOCTb B acCoUaNus He
PaBHBI HAYYHO 000CHOBAHHOCTH.

Oco0eHHO YacTo Hay4yHyld OOOCHOBAaHHOCTh CMEIIMBAIOT C
OHMOJIOTMYECKOM TTPaBIOIIOJOOHOCTHIO. bronornueckast mpaBJio-
MOJOOHOCTD MOKA3BIBAET, YTO CBSA3b AHAJIUTA C COCTOSTHUEM BO3-
MOJKHA C TOYKHU 3pEeHUsI MeXaHU3Ma. DTO BaXXKHBIN JIEMEHT pac-
CYKJeHHS, HO HEe OKOHYaTeJbHOe TOKa3aTeabCcTBO. [[nsa meam-
LIMHCKOI'O U3JIeI1sl HEOOXOAMMO I0Ka3aTh, YTO CBSI3b U BO3MOK-
Ha, W TMOATBEePK/IeHA TaHHBIMU, BOCIIPOM3BOIUMA, KIIMHUIECKU
3HAYMMa ¥ IPUMEHUMA K 3asIBJISHHOMY HUCIOJIb30BaHUIO.

He meHee BaxHO OTIMYaTh HAYYHYIO OOOCHOBAHHOCTH OT
€IMHUYHOU CTAaTUCTHUUYECKON acconuanuu. MccienoBaHue Mo-
KET TIOKa3aTh, YTO OIMpPEJENICHHBIN MOKa3aTellb CTATUCTUIECKH



OTIMYaeTCs y MalMeHTOB ¢ 3a0ojieBaHrueM U Oe3 Hero. Ho Ta-
KOl pe3y/ibTaT ellle He O3HAyaeT, 4To MoKa3aTesb MPUrojieH
JUIsl TUArHOCTMKHU, CKPUHWHTA WM MporHo3a. HyXHO y4uuThi-
BaTh BeIUUMHY 3(PeKTa, KAYeCTBO MCCIIEIOBAHNUS, HE3ABUCH-
MoOe€ MOATBEPKICHNE, KIMHUYECKUI KOHTEKCT, MOMYJISLIMIO, Ma-
Tepual, MIOPOrd UHTEPIPETALIMU U BOCPOU3BOIUMOCTh PE3YJIb-
taroB. CTaTUCTUUYECKasi 3HAUMMOCTh HE BCEr/ia O3HaYaeT Me/Iu-
LUHCKYIO 3HAYMMOCTb.

Ha cxeme 9.1 npuBeeHbl OCHOBHBIE IOHATHSA, C KOTOPBIMU HE
ClielyeT CMelIMBaTh HAYYHYI0 OOOCHOBAHHOCTb.

Cxema 9.1 — Uro He ABJIsIETCS HAYYHOIT 000CHOBAHHO-
CTBIO CaMo Mo cede

— DbBuoaornueckas npasaonoaooHocrs — Ilouemy
3mozo Hedocmamouno: OO0BACHSEM B03MONCHBIL MEXAHUIM
C6513U, HO He OOKA3bleaem ee KAUHUYECKYIO NPU2ZOOHOCHTb .

— Enuanynas cratucruueckas acconuamuss — Iloue-
MY 3mo20 HedocmamouHo: Mooicem Oblmb CAYUAIIHOT, HEBOC-
NPOU3800UMOUL UAU KAUHUMECKU HEZHAUUMOTL .

— TexHogoruvyeckas BO3MOKHOCTh u3mepenusi — Ilo-
uemy 3mozo Hedocmamouno: Ilokazvieaem, 4mo aHaNUN MOHiC-
HO UBMEPUNb, HO He 0OBACHSIEM, 3aUeM MO 0enamv 8 MeOUUUH-
CKUX Uensix.

— Bbicokas anajquTH4YecKasi Y4yBCTBUTEJIbHOCTh METO-
na — Ilouemy 3mozo nedocmamouno: [loomeepocoaem cno-
COOHOCMb MemoOa Bbls18ASIMb HUSKULL YPOBEHb AHANUMA, HO He
00Ka3b18a€Mm KAUHUMECKULL CMBICA Pe3yabmama .



— Vnomunanne Mapkepa B nyOaukamusx — Ilouemy
3mozo nedocmamouno: He nokazvlieaem asmomamuuecku, 4mo
Mapkep npuzooer Onst 3a61€HHO020 HA3HAUEHUS U30EAUS] .

— KunHnyeckasi ”3BeCTHOCTh aHAJINTA B IPYroil po-
au — Ilouemy 3mozo nedocmamouno: He noomeepoicoaem oe3
000CHOBAHUSL HOBYIO PONb, MAMEPUAN, NONYAAUUIO UM NPABUNO
UHmMepnpemayuu.

['panuIly Mexay OMOJIOTMYeCKOU TPaBIOIIOAOOHOCTHIO | JIO-
CTAaTOYHOW HAayYHOW OOOCHOBAHHOCTBIO HE ClIEIyeT TMOHUMATh
Kak OObEKTHBHO BBIYMCIIUMBIN TIOpor. Ha mpakThke 3T0 KOHTH-
HYYM, ¥ pelIeHHe O JA0CTATOUHOCTU JAaHHbIX OCTAETCs MpeaMe-
TOM 3KCIIEPTHOTO CY:K/IEHHUSI, 3aBHUCSIIIETO OT KJacca pUcKa u3-
Aenvs U KJIMHUYECKUX TOCTEACTBUI OMMOOYHOTO Pe3yibTara:
IUISl U3AEUIA C CePbE3HBIMU TOCIEACTBUSIMU Pe3yJIbTara Mmopor
JOKa3aHHOCTY OOBIYHO BBIIIIE, YEM /151 U3/EINI OPUEHTUPOBOY-
HOT'O WJIM BCIIOMOTaTeJIbHOTO Ha3HAYEHMSI.

Xopomo u3ydyeHHbIe 1 HOBblEe AHAJUTHI TPEOYIOT pa3-
HOH JI0Ka3aTeJbHOI CTpaTernu.

JI7151 XOpOILIO N3yYEeHHBIX aHAJIMTOB Hay4YHasi 0O0CHOBAHHOCTb
Yaiie BCEero MOATBEPXKIAETCsS Yepe3 JOKYMEHTHpPOBaHHE U Jie-
MOHCTpALIMI0O TPUMEHUMOCTH YK€ HMMEIOIIMXCS JAaHHBIX. DTO
O3HAYAET, YTO M3rOTOBUTENb WM Pa3padOTUUK JI0KA3aTeIbHOM
JOKYMEHTAMKU He 00s13aH 3aHOBO NPOBOAUTH (DyHAAMEHTaIb-
HbIE UCCIIEIOBAHMS O CBS3U IVTIOKO3bI C CAXapHBIM JUA0ETOM MU
HBsAg ¢ BupycubiM renaruroM B. Ho oH gosmkeH nokasars, 4to



3asIBJICHHOE M3/IC/IME HE BBIXOMMT 32 MPee/Ibl IPU3HAHHOTO KJIH-
HUYECKOTO TIPUMEHEHHS WM UTO TAaKOe PACHIMPEHUE JOTIOTHH-
TEJILHO 0OOCHOBAHO.

31ech BaXKHO HE CIYTaTh JIBa pa3HbIX YpoBHS. [lepBbiil ypo-
BeHb — OOIIasi KJIMHMYECKAass 3HAYMMOCTh aHajaMTa. Bropoi
ypOBEeHb — MPUMEHUMOCTb 3TOW 3HAUUMOCTH K KOHKPETHOMY
Ha3HavyeHuto usnenus. Ecim musnenue onpenensier HBsAg ms
JMarHOCTHKYU BUPYCHOT'O rernarurta B, HayuyHast 0O0CHOBaHHOCTD
MOXET ObITh B 3HAUUTEJBHOM CTENEHU JOKyMeHTHpoBaHa. Ho
€CJIM 3asIBJISIETCS] MHASl POJib pe3y/ibTaTa, MHOW THIT MaTepuaa,
WHasI IOMYJISLIYSI VUIM UHOM KJIIMHUYECKUIA MapIipyT, OJHOTO 00-
miero 3Hanust 0 HBsAg yxe Hemocratouno. TpeOyeTcst oka3aTh,
YTO M3BECTHAS KJIMHUYECKAS CBA3b COXPaHSIET 3HAUCHHE UMEH-
HO B 9TOM ITPUMEHEHUH.

JI1s1 HOBBIX aHAJIMTOB CHUTYyalust apyras. Eciv kimHudeckoe
3HAUeHWe MapKepa TOJbKO (opMUpyeTcs, pa3fes O Hay4YHOU
000CHOBAHHOCTH CTAaHOBUTCS OoJiee CJIOKHBIM. B HEM HE00X0-
JIMIMO aHAJTM3UPOBATH HE TOJILKO HAJIMUUE MyOTMKAIIK, HO U Ka-
YeCTBO JIaHHBIX, YCTOMUMBOCTh CBSI3U, HE3aBUCUMOCTh TIO/ITBEP-
KJEHH s, TIPUMEHUMOCTb K 1IeJIEBO MOMYJISIIIAN U KIMHUYECKYIO
3HAYMMOCTD pe3y/ibTaTa. B HEKOTOPBIX CTydasix MOXKET MOTPe0o-
BaThCsI TeHepallvsi HOBBIX JIaHHBIX, IOTOMY YTO JIUTEpaTypa He
3aKPBIBACT BOMPOC O CBSI3HM AHAJIUTA C 3asIBJICHHOW METUIIMHCKON
3a7auent.

HoBrle aHauTBl OCOOEHHO YacTO MOABIAIOTCA B O0JACTHX,
r7ie OBICTPO pa3BUBaeTCs OMOMapKepHasl HayKa: OHKOJIOTHUSI, Te-



HEeTUKa, MeTadO0JIOMUKa, MTPOTEeOMUKA, UMMYHOJIOTHS, 1UPpO-
Basl MaTOJIOTUS M aJITOPUTMUYECKAsl AMarHocTuka. B aTux Ha-
NpaBJIEHUsIX paHHUE MyOJIMKAlMK MOTYT BBIIJISIIETh MHOTOOO€-
HIAI0I1IE, HO OHU HE BCerJa JOCTATOUYHBI /1J1s1 PETYISTOPHOIO Bbl-
Bofa. MccnenoBanusi MOTYT OBITh BBITIOTHEHB! HA MAJIBIX BHIOOD-
Kax, B OJHOI KJIMHUYECKOI Ipynre, ¢ HEOAHOPOAHBIMU KpUTE-
pusMu 3a0oneBaHus1, 0e3 He3aBUCUMOTO TIOATBEPKICHUS WM
6e3 sCHOro MOHMMAaHMS TOTO, KaK pe3yJbTar OyJeT MCIOIb30-
BaThCsl B MEIMIIMHCKOM Mapipyte. [I03ToMy HOBBII aHAIUT Tpe-
OyeT OoJiee OCTOPOKHOM JOKa3aTeIbHON CTPATETHH.

OtaenbHOro BHUMaHUS TPeOYIOT U3/1eNusl, B KOTOPBIX pPe3yJib-
TaT (pOpMUPYETCS HE OAHUM AHAJIMTOM, & COBOKYITHOCTBIO ITPU-
3HAKOB. DTO MOTYT OBITh MYJIbTHUIUIEKCHBIE MAHEH, aJITOPUT-
MUYECKHE MHAEKCHI, pe3yJbTaThl CEKBEHUPOBaHUS, LU(poBas
MOpP(OJIOTHS WA CUCTEMbI MICKYCCTBEHHOTO MHTeJUIeKTa. B Ta-
KHX CIydasix HayyHasi OOOCHOBAHHOCTb JOJIKHA OTHOCUTBCS K
OT/IEJIbHBIM BXOAHBIM MapamMeTpaM, a TaKXke K UTOTOBOMY pe-
3ynbrary. Ecnm mporpamma oObeuHsIeT HECKOJIBKO TOKa3are-
Jieid U BbIIaeT KaTerOpuIo PUCKa, HY)KHO MOKa3aTh KIMHUYECKUA
CMBICJI UMEHHO 3TOU KaTETOpPHUH, a HE TOJBbKO KaXkJOro MOKa3a-
TeJIsl 110 OTAEJbHOCTH.

Harnpumep, eciu ajropuT™ UCIOIb3yeT BO3pacT MallUEeHTa,
HECKOJIBKO JTaOOPaTOpPHBIX TOKa3areneld u 1udppoBOl MpU3HAK
n300pakeHus1 AJisl pacueTa BEpOSITHOCTU COCTOSIHUSI, Helb3sl
CUUTATh €ro HAy4YHO OOOCHOBAHHBIM TOJIBKO IOTOMY, YTO KaX-
Il OTAEJBHBIM MOKa3aTelb KOIMA-TO U3Y4asCs B JIMTEpAType.



WITOrOBBIN MHJIEKC SBIISETCS CAMOCTOSITEIbHBIM OOBEKTOM JIOKA-
3aTesibHON OleHKU. HyXHO moka3aTth, YTO UMEHHO TaKasl KOM-
OWHAIMS TPU3HAKOB U TAKOE MPABUIIO UHTEPIPETAIIMU CBSI3aHBI
C 3asBJIEHHOM MEJUIIMHCKOM 3a7ayeil ¥ AT KJIMHUYECKU 3Ha-
YUMBIN pe3yJIbTaT.

Hayunasi 0O0OCHOBaHHOCTH BBITIOJNHSIET €Ile OHY BaXHYIO
(pyHKIMIO: OHA OrpaHMYMBAET MOCJeayIoImue BbiBOAbL. Eciu
CBSI3b AQHAJIUTA C KJIMHUYECKMM COCTOSIHMEM JI0OKa3aHa TOJbKO
JU1s1 OIIPEJeJICHHOM MOMYJIsILMY, TUTIA MaTepyaia Wi KJIMHUYe-
CKOU POJIH, TO aHAIMTUYECKAs] U KJIMHUUYECKasl OIIeHKa U3/eus
HE JOJUKHBI He3aMETHO BBIXOJIMTH 3a 3TH Ipenenbl. Hanmpumep,
JaHHbIE O MapKepe B OMYXOJIEBOM TKAaHU HE BCEr/a NMPUMEHU-
Mbl K nupkynupytouien onyxoneBoit JJHK B mna3zme. [lanHble o
B3POCJIBIM MAIIMEHTaM He BCErjia MPUMEHUMbI K HOBOPOXKEH-
HbIM. JlaHHBIE TTO CUMITTOMHBIM TAlIUEHTaM He BCer/ia MPUMEHU-
MBI K CKPUHUHTY O€CCUMITTOMHOM MOMYJISIUY.

[TosTomy pasnen o Hay4yHON OOOCHOBAaHHOCTH B JIOKa3aTellb-
HOU JTOKyMEHTAITNH JI0JIKEH 3aBEPIIaThCs He OOIIMM YTBEPKIe-
HUEM “aHaJINT KJIMHUYECKU 3Ha4YUM”, a 00JIe€ TOYHBIM BEIBOIOM.
B Hem OKHO OBITh YKa3aHO, C KAKMM COCTOSIHUEM WJIM MeJIH-
IIMHCKOM 3ajaueld CBSI3aH aHAJIUT, KaKasi KIIMHAYECKasi PoJjib MOJI-
TBEPK/IeHa, Ha KAKUX JIAHHBIX OCHOBAH BBIBOJI, K KAKOH IMOIYJIsI-
[IUU U MaTepualy 3TU JaHHbIe MPUMEHUMbI U KaKUe OrpaHuye-
HUsI COXPaHSIOTCS. Takou BBIBOJ, CTAHOBUTCSI OCHOBAaHUEM [Is1
nepexofa K OleHKe aHATMTUIECKOW M KJIMHUYeCKor 3(PPeKTHB-
HOCTH.



Hror riaaBbl

Hayunast 060CHOBaHHOCTB TTOKa3bIBAET, ITOUYEMY OIIpe/ieisie-
MBI aHAJIUT WJIM MHOM OOBEKT MCCIIEIOBAHUS UMEET MEAUIIH-
CKUM CMBICJ JJIs1 3asIBJIGHHOro Ha3HauyeHus usaenusa. OHa He
paBHa OMOJIOTMYECKOM IPaBIONOA0OHOCTH, TEXHOJIOTMYECKOM
BO3MOKHOCTH U3MEPEHUsl, aHATUTUYECKON YYBCTBUTEIBHOCTU
MeTOJIa WUIM €AMHUYHOM CTAaTUCTUUYECKOW accouuanu. J1is xo-
POIIO M3YYEeHHBbIX aHAJMTOB OCHOBHAs 3aJaya COCTOMT B KOpP-
PEKTHOM JOKYMEHTMPOBAHUU U AEMOHCTPALIMU TPUMEHUMOCTH
y’Ke W3BECTHBIX JIaHHBIX. [IJIs HOBBIX aHAJIHUTOB Tpelyercs: 00-
Jiee pa3BEpHYTOE MOATBEPKACHUE KJIMHUYECKON CBS3M U, TIPU
HEOOXOIMMOCTH, TIOJy4YeHHe JOTIOTHUTENIbHBIX JaHHbIX. Hayd-
Hast 000CHOBAHHOCTh TaK:Ke 3a/IaeT TPaHMIIbI JIaIbHEHIIEl JoKa-
3aTeJIbHOM OLEHKU: AHAJIMTAYECKasA U KJIMHUYECKas 3P(PEeKTrB-
HOCTh HE JIOJKHBI BBIXOJIMTh 32 MPeJIesibl TOW KJIMHUYECKOW PO-
JI, MaTepuasa v MOMmyJIsilivuu, JJIsl KOTOPbIX CBSI3b aHAJIUTA C Me-
JTUITMHCKOM 3a/1auell IeMCTBUTENILHO TTOATBEPKICHA.



I'maBa 10. CBa3p aHajura ¢
KJINHUYECKHM COCTOSIHUEM

CBs3b aHAJHNTA C COCTOSTHHEM JI0JI’KHA OBITh KOHKPET-
HOM.

CBs13b aHAJIMTA C KIIMHUYECKUM COCTOSIHUEM, (pr3noIoruye-
CKHM WJIA TIATOJIOTMUYECKUM TIPOIIECCOM SIBJISICTCS COfiepKaTeb-
HBIM SIIPOM HayYHON 0O0CHOBAaHHOCTU. VIMEHHO 3Ta CBS3b 00b-
SICHSIET, TIOYeMY pe3yJIbTaT METUIIMHCKOTO W3Jeus IJis Jua-
THOCTHKHU in Vitro MOXXeT MMeTh MEAMIIMHCKOE 3HaueHue. Ecim
Takas CBSI3b HE YCTAHOBJICHA, OIpeJc/ICHHe aHaJMTa OCTaeTCs
TOJIBKO TEXHUYECKOW BO3MOKHOCTBIO: €r0 MOKHO U3MEpUTb, 3a-
PEruCTpUPOBaTh, KJIACCU(PHUIIMPOBATh WM BBHIYUCIUTH, HO €Il
HEJIb3s1 CYMTATh JIOKA3aHHBIM, YTO TaKOW pe3y/IbTaT HYXKeH IS
MEIUIIMHCKOTO PelieHHUS.

[lpm sTOM BBIpaKEeHHE “aHAJIMUT CBsA3aH C 3a0oneBaHuEM”
CJIMIIKOM OOlIee IS JOKa3aTeabHOR oueHKH. OHO He IMOKa-
3bIBa€T, KaKash UMEHHO CBSI3b MMEETCSI B BUJy, HACKOJIBKO OHA
YCTOWYMBA, B KAKOW MOMYJIAMU MOATBEPKEHA, B KAKOM MaTte-
puaJie MposIBJISIETCS U U151 KAKOW KJIIMHUYECKON PO MOKET UC-
MOJIb30BaThCS. BaskHO KakAblil pa3 YTOUHSATh: aHAIUT IMOMOTa-
€T TIOATBEPAUTD 3a00JieBaHUEe, UCKITIOUUTh COCTOSTHUE, BBIJIETUTh
IpYIITy PUCKa, KOHTPOJMPOBATh AMHAMUKY ITpOIIecca, OICHUTh
MPOTHO3, BBIOPATh TEPAIMIO WM CTPATU(UITMPOBATH MAIlMEHTa



JUTSI TAJTBHEHINEro METUITMHCKOTO MapIipyTa.

B wspgenuax misg OUArHOCTHUKHU in VItro Imoj aHaJIMTOM dYa-
CTO MOHUMAIOT HE TOJILKO U3MepsieMOe XMMUYECKOe BEIECTBO.
OOBEKTOM UCCIEeJOBAHUS MOXKET ObITh OEJIOK, aHTUTEeH, aHTUTe-
JI0, HyKJIEMHOBAS KMCJIOTa, TeHETUIECKUI BAPHAHT, MUK POOpra-
HU3M, TOKCUH, KJIETOYHASI TOMYJISLNS, MOP(OJIOrMYeCKUid TTPU-
3HaK, 1¢POBOE N300paKeHUE, CUTHAJ PUOOPA WIIN BHIYUCIIS-
€MBbIIl aJITOPUTMOM TOKa3aresb. [109ToMy npH OlleHKe Hay4YHO
00OCHOBAaHHOCTH BaXXHO CMOTPETh He Ha (popMy OOBEKTa, a Ha
€ro KJIMHUYECKUM cMBICI. Borpoc Bcerga onuH: noyemMy UMeH-
HO 9TOT OOBEKT UMEET 3HAUYEHUE U151 3aABJICHHON MEIUIIMHCKON
3agaun’?
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Pucynok 10.1. Cs3pb aHamTa ¢ KJIMHAYECKOU 3a1a4eit

Mexay aHAJIUTOM U BHIBO/IOM €CTh HECKOJbKO 00s513a-
TeJbHbIX MIEPEX0/10B.

Dra cxeMa MOKa3bIBaeT IJIaBHOE: HayYHast 0OOCHOBAaHHOCTh HE
3aKaHUYMBAaEeTCs Ha YCTAHOBJIEHUH (PaKTa, UTO aHAJTUT “UMeeT OT-
HolleHrne” K 3a00J1eBaHmI0. Mesxay aHaIMTOM M JJOKa3aTeIbHBIM
BBIBOJIOM €CTh HECKOJIBKO 00sI3aTeNIbHBIX TIepexoioB. HysKHO 1mo-
HSATh, KAKYIO KJIMHUYECKYIO POJib BBHITIONHSIET Pe3y/IbTaT, B KAKOM
MaTepuajie OH OIpeessieTcs, y KaKOUu MOMYJISAIUY TPUMEHsIeTCs



U TI0 KaKOMYy TIpaBwIly UHTEpIipetupyercs. Ecim xotst 6bl 0nHO
U3 9TUX 3BEHbEB HE OMPE/ICICHO, CBSI3b aHAJIUTA C MEIUIIMHCKON
3a/1aueil OCTaeTCs HETOJTHOM.

CBs13b aHAJTUTA C COCTOSIHUEM MOXKET ObITh TIPSIMOM WJIA KOC-
BEHHOW. B MH(EKIIMOHHON HMarHOCTUKE BBISIBIEHUE HYKJIEU-
HOBOW KHUCJIOTHI BO3OYIMTENsI OOBIYHO ONMKe K MPSIMOMY 00-
HapyXeHUI0 MH(PEKIIMOHHOTO areHTa, HO Jake 3[1eCh KJIMHUYe-
CKMI CMBICJT Pe3y/IbTaTa 3aBUCUT OT KOHTEKCTa. [TooKuTeTbHbIN
PE3y/IbTaT MOXKET O3HAYaTh aKTUBHYI MH(EKIIMIO, OCTATOUYHOE
MPUCYTCTBHE T€HETUYECKOr0 MaTepuasa, HOCUTEIbCTBO, KOJO-
HU3AIUIO WX KOHTAMUHAIIMIO, €CJTU PeUb UJIET O HECTePHIILHOM
nokyce. [Toatomy HaydHast 0OOOCHOBAaHHOCTb TAaKOTO TeCTa IOJIK-
Ha yYUTHIBaTh (DAKT CYIIECTBOBAHUS MUIIIEHU, A TaKkKe KJIMHU-
YeCKyl0 MHTEpITpPeTalnio ee OOHAPYKEHUsI B KOHKPETHOM Marte-
puaje U KOHKPETHOUM CUTYallUU.

Ceposiornyeckue TeCTbl OKa3bIBAIOT JPYTYIO0 IPUPOY CBS3H.
AHTHUTENA HE BCerJa CBUETENILCTBYIOT O TEKYILEM HAJTMYMU UH-
(pextimonnoro arenra. OHM MOTYT OTpakaTh NEPEHECEHHYIO UH-
(pexnmio, BakMHAIMIO, TIO3IHIOW a3y 3a00neBaHKS, UMMYH-
HBIA OTBET WM XPOHUUYECKUM nporiecc. [Toaromy TecT Ha aHTU-
TeJIa HE MOKET OLIEHUBATLCS IO TOU JKe JIOTUKE, 4TOo TecT Ha PHK
wm [ITHK Bo36ynutens. Hayunast 000CHOBaHHOCTB ceposioriye-
CKOT'O pe3y/ibTaTa JOJKHA OObSCHSATh, KAKOM MMEHHO KJIMHUYE-
CKMI BOIIPOC OH 3aKPbIBAET: MOATBEPKIAET JM (paKT KOHTAKTA,
MOMOTAEeT JIM YyCTAHOBUTH (pa3y UH(EKIINHU, UCTIONB3YETCS JIU 11
CKPUHMHIA, OLUEHKA UMMYHHOIO CTaTyca WJIM WHOW MEJUIINH-



CKOM 3a/1ayu.

B oHKoJI0rMYM CBA3b aHAINTA C KJIMHUYECKUM COCTOSIHUEM Ya-
CTO ellle ciokHee. Buomapkep MOXET UMETh JUarHOCTUYECKOe
3HAYEHUE, €CJIM TIOMOIaeT YCTAHOBUTD TUIT OMYXOJU WM MOJIe-
KyJIsipHbIA noaTurl. OH MOXKET UMETh MPOTrHOCTUYECKOE 3Have-
HIE, €CJTH CBSI3aH C BEPOSITHBIM TeUeHHeM 3a00IeBaHsI He3aBH-
CHUMO OT BbIOpaHHOTO JieueHus1. OH MOXET UMETb MPEeAUKTHUB-
HOE 3HaYE€HUE, €CJIM YKa3bIBAET HA BEPOSTHOCTb OTBETA HA KOH-
KpeTHYI0 Teparnuio. OH MOKEeT UCHOJIb30BaThCs AJ1s1 MOHUTOPUH-
ra, €CJIM MO3BOJISIET OTCIIEKUBATH OCTATOYHYIO O0JIE3Hb, PEI/IB
WIY TOSIBJIEHUE PE3UCTEHTHOCTU. DTHU POJIU HEJIb351 CMEIIMBATb.
JlaHHbIE O TPOrHOCTUYECKOM 3HaYeHUH OMOMapKepa He JI0Ka3bl-
BAIOT aBTOMAaTHUYECKH €r0 MPUrOJHOCTH JJIsI BHIOOpa Tepanuu, a
JAHHBIE O TEPANEBTUYECKOI 3HAUMMOCTH B OTHOM HO30JIOTHH HE
BCer/a MPUMEHUMBI K IPYTOW.

Ocob6enno nokazatenen npumep HER2, EGFR. B kaxaom
cllyyae KJIMHUYECKHMI CMBICI pe3y/ibTaTa 3aBUCUT OT 3a0o0JeBa-
HMS, MaTtepuaia, MeToja, opora MHTepIpeTaluy U KJIMHUYe-
ckoro gevictBusA. HER2 npu pake monounou xenespl, HER2
npu pake xemnyaka, skcnpeccuss HER2 no uMMmyHorucroxumummn
¥ aMIUTUKAIMS TeHa TI0 TUOPUIM3AITUOHHOMY METOIY — 3TO
HE TOJIHOCTBIO B3aMMO3aMEHsIEMBIE JJOKA3aTesIbHbIE CUTYalUH.
EGFR B onyxoseBoM TKaHU ITPU HEMEIKOKJIETOYHOM paKe Jier-
koro 1 EGFR B nupkynupymomeit onyxoneson JJHK B miazme
TakXe TpeOyIoT pa3HbIX PacCykJIEHUN O Martepuase, YyBCTBU-
TEJIbHOCTH, KJIMHUYECKOM MaplLIpyTe U OrpaHUYEHUSIX PEe3yJib-



TaTa.

I KOJIMYEeCTBEHHBIX H MOPOTOBBLIX TECTOB Ba’KeH He
TOJILKO CaM aHAJIHUT.

J1s1 KOJIMUeCTBEHHBIX TECTOB CBSA3b aHAJIMTA C COCTOSIHUEM
YacTo BEIpaKaeTcs Kak yepe3 caM (hakT HATMIKS aHAIMTA, TaK 1
yepe3 ypoBeHb, AUANa30H, JMHAMUKY WU opor. BupycHas Ha-
rpy3Ka Ipy XpOHUUYECKOW MH(PEKITUN MMeeT 3HaUeHUe He Kak Ou-
HApPHBIN OTBET “€CThb/HET”, a KaK KOJMYECTBEHHbIN MOKa3aTelb,
UCTIOJIb3YEeMBIH 111 MOHUTOPHHIA aKTUBHOCTH TIPOLIECCa U OT-
BeTa Ha Tepanuio. Konnentpaims peHnnaniaHuHa B HEOHATAb-
HOM CKPHHUHI€ UMEeT 3HaUeHHe KaK MEPBUYHBIN CUTHAJ PUCKA,
KOTOPBIN JIOJKEH MPUBECTU K TIOBTOPHOMY WJIM TTOATBEPXKIAI0-
memMy stamny. KoHrieHTpaius ropMoHa, MeTadoJInTa Wi JieKap-
CTBEHHOI'O BELIECTBA MOXET ObITh KIIMHMYECKH 3HAYUMOM TOJIb-
KO B OIpeJeSICHHOM MHTEPBAJIE, MPU OMPEAECHHBIX YCIOBUSIX
oTOopa MaTepraa u ¢ y9eToM BpEMEHHU UCCIIeJOBAHMS.

[MoporoBbie 3HaUeHM S TPEOYIOT OTAEIbHOrO BHUMaHMs1. Heb-
351 CUMTATh HAYYHO OOOCHOBAHHBIM TOJIBKO CaM aHAJIUT, eCIv
KJIMHUYECKOE pellieHue NMpUHUMaeTcs 1o nopory. HyxHo noHu-
MaTh, NOYEMY BHIOpaH UMEHHO 3TOT MOPOT, JIJII KAKOW TMOIYJIsI-
IIUM OH MPUMEHHM, KaK OH COOTHOCHUTCSI C YYBCTBUTEIFHOCTHIO
U CrieriupUIHOCTHIO, KaK BEIYT ceOsl pe3y/IbTaThl B TIOrPaHUY-
HOW 30HE U YTO ITPOUCXOIUT C MAIIUEHTOM TOCJIe MTOJIOKUTETBHO-
T'0 WM OTPUIIATEIFHOTO pe3yabTaTa. B cCkpuHMHTE TOpOr MOXKeT
ObITH BBIOpAH TakK, YTOOBI MUHUMHU3UPOBAThH MPOITYCK CIy4aeB,
HO 3TO YBEJIMYUT YUCIIO JIOKHOMOIOKUTEIBHBIX pe3yabTaToB. B



TIOATBEPKJAIOIIEH JUarHOCTHUKE JIOTMKA MOKeT ObITh MHOH. Clie-
JIOBAaTeJIbHO, HAy4YHAss OOOCHOBAHHOCTh BKJIIOUAET W CBSI3b aHa-
JIUTA C COCTOSIHUEM, U KJIMHUYECKUI CMBICTT TTpaBUJia MHTEPIIpe-
Taluu.

Ora cxema 0COOSHHO BaKHA JIJIs1 KAUECTBEHHBIX U MOPOTOBBIX
TecToB. B Takux m3aenusx KIMHUYECKUI BBIBOJ YacTo (hOpMHU-
pyeTrcsi He CaMHMM YMCJIOBBIM CUTHAJIOM, a MPABUJIOM €ro repe-
BOJa B Kareropuio. [Toatomy HayuHasi 0OOOCHOBAaHHOCTb JOJIKHA
BKJIIOYATh OOOCHOBAHUE W aHAJIUTA, ¥ TOTO, IOYeMy BHIOpaHHOE
MPABUJIO UHTEPIPETALIUY COOTBETCTBYET 3asIBJIEHHON MEUIINH-
CKOW 3ajaye.

Cxema 10.1 — OcHoBHBIE THIIBI CBSI3M AHAJIUTA C KJIH-
HHYeCKOH 3ajauen

— [dnarnocruueckass — Ymo oznauaem: Anaaum novo-
2aem noomeepoums UAU UCKAOUUMb Haauuue cocmosius ; Ipu-
Mmep 00KazamenwvHo20 gonpoca: [lozeonsiem au pesyavmam pas-
AUMAMb NAUUEHMO8 € 3abonesanuem u 6e3 Hezo? .

— CkpununroBass — Ymo o3nauaem: Auarum nomozaem
6b10eNUMb MUY, C NOBIUEHHOT 8EPOSMHOCMbIO cocmosinust ;, Ipu-
Mep 00Ka3zamenvHozo eonpoca: [Ipuzoden au pesyavmam ons
nepeuUUH020 0moopa zpynnol, mpeoyoueli NOOMBEEPHCOeHUs? .

— Monuntopunrosass — 4Ymo o3nauwaem: Ananrum om-
paoicaem uzmereHue cocmosiHusi 6o epemenu ; Illpumep doxa3sa-
MmMeabHo20 80npoca: ModCHO AU UCNONL308AMb PE3YNbIMANM ONsl
OUEHKU OUHAMUKU 3A00NE6aHUSL UAU OMBEMA HA NeUeHUe? .

— IIpornocrnueckass — Ymo o3nauaem: Anaaum ceészan



C 8eposIMHLIM meueHuem 3aoonesarnus ; Ilpumep doxazamenw-
H020 8onpoca: Ces13aH AU pe3yabmam ¢ PUCKOM NPoZpeccuposa-
HUSl, PeUuuousa U HeONazonpUsimHo20 Ucxooa? .

— IlpeqnkrtuBHas — Ymo o3nauaem: Anaaum ces3aw
C BePOSIMHOCHIbIO OMBema HA KOHKPEmHOe 8MeuamenbCcmeo
Ipumep ookazamenvnozo eéonpoca: Moodicem au pesynromam
N000ePAHCUBAMD 8bLOOP ONPEOeNeHHOT mepanuu? .

— Crparnduxanmonnass — Ymo o3nauaem: Ananum
pazoensiem NAUUEHMO8 HA KAUHUUECKU 3HAYUMblE NOOZPYNNbl ;
Ipumep ookazamenvnozo éonpoca: Ilomozaem au peaynomam
8b10pamv Mapuipym 00CNe008aHUSL, HAONOOEHUST UAU MAKIMUKY
6edeHus?

Dra cxema MOKa3bIBaeT, NOYeMy OJMH M TOT K€ aHAJIMT He
JOJDKEH aBTOMATUYECKH CUMTAThCSI OOOCHOBAHHBIM JIJISI BCEX
BO3MOXHbIX IpuMeHeHui. CBs3b ¢ 3a00/IeBaHIEM JIOTIKHA OBITh
yTOYHEHA 10 KOHKPeTHO! posin. Eciv uzsiesnue 3asBiIeHO 1151 JTU-
arHOCTHKH, TpeOyeTcst OHO JI0Ka3aTenbHoe oOocHoBaHue. Ecim
1151 CKpuHUHra — apyroe. Ecim 1y1s1 BeiOopa Tepanuiu — Tpe-
Tbe. VIHOr1a 3TH POJTK MOT'YT MOAAEPKUBATHCS OTHUM M TEM Ke
MAacCCHMBOM JIaHHBIX, HO 4Yallle TpeOyeTcsl OTAe/IbHAsT apryMeHTa-
THs.

[MpriBei€HHAS TUIONOTHS CBSI3M AHAJIUTA C KJIMHUYECKOM 3a-
nadert — paGoyvasi CHCTEMAaTU3allisl HACTOSIIETO M3JaHUs [UIst
1eJIed M3JIOKEHHS, a He TEPMUHOJIOTHSI, JIOCIOBHO 3aKPEIlIEH-
Hasl B KAKOM-JIMOO MeXTyHapOIHOM JOKyMeHTe. B 3apyOexHou



JMTEpAType M PETYISITOPHBIX MCTOYHMKAX OMM3KHUE TIO CMBIC-
JIy posu GuoMapkepa Jaire onuchBaTcs Habopom diagnostic /
prognostic / predictive / companion, a cTparuduKaius pyucKa
OOBIYHO paccMaTpUBAETCsl Kak MPOU3BOAHAS KOMOMHAIIMS TUa-
THOCTUYECKOM U IMMPOrHOCTUYECKOM (PYHKIIMH, 2 HE KaK CaMOCTO-
sITeNIbHAsT KaTeropusl.

Honyasiuusi, mMarepuajs W BpeMsi OTOOpPa MEHSIIOT
CMBICJI pe3yJibTara.

He meHee BaxxHa MOMyJisiLMs, B KOTOPOH CBSI3b MOATBEPKIE-
Ha. AHAJUT MOXET XOPOIIO padoTaTh y MAIMEHTOB C BHIPaKEH-
HOM KJIMHUYECKOW KApTUHOM, HO OBITH CJA0BIM B TOMYJISIIAM
C HU3KOM pacHpOCTPaHEHHOCThIO COCTOSIHMA. B rpynne nanm-
€HTOB C CUMIITOMaMU TPEITECTOBAsI BEPOSTHOCTh 3a00JIeBaHUS
BBIIIIE, U TIOJIOKUTEJIBHBINA PE3yJIbTaT MOKET UMETh OJJUH CMBbICII.
B maccoBoM CKpuHHMHIE OECCMMIITOMHBIX JIMIL TOT € MOKa3a-
TeJIb MOXKET AAaBaTh 3HAYUTENIbHYIO JIOKHOIOJIOKUTEIbHYIO Ha-
rpy3ky. [loatoMy 1aHHbIe, TOTyYEHHbIE Y ALIUEHTOB C yXkKe yCTa-
HOBJICHHBIM WJIM BEPOSITHBIM 3a00JI€BaHMEM, HE BCEIZIa MOXKHO
NEPEHOCUTh HA CKPUHUHTOBYIO MOIMYJISIIMIO.

Tun KJIMHUYECKOro Marepuasia TaKkKe BJIMSET Ha HAyYHYIO
00OCHOBAaHHOCTh. AHAJIUT MOXET UMETh JIOKa3aHHOE 3HAUCHHE
B OJIHOM Matepuaje, HO He ObITh CTOJIb K€ MHTEPIPETUPYEMbIM
B IpyroM. Hampumep, MOJEKYJISpHBIA IPU3HAK B OMYXOJEBOU
TKaHU U TOT € MPU3HAK B IJIa3Me KaK [IUPKYJIUPYIOIIAsi OIyX0-
nesast [JHK umeror pasHyio OMOTOrMYecKy0 U aHATUTHYECKYIO
npupony. BeisiBieHre MUKpoopraHu3Ma B KPOBH U BbISIBIEHHE



TOTO € MUKPOOPraHM3Ma B MaTepralie 13 HECTEPUIIbHOTO JIOKY-
ca UMEIOT pasHbId KJIMHUYECKUi cMbIci. OrpeneneHre MeTado-
JIMTa B CHIBOPOTKE M B CYXOM IISITHE KPOBH TpeOyeT yuera pasiu-
YUl MaTpULbl, CTAOUIBHOCTH, MPEAHAJIMTUKY U TIPABUJI UHTEp-
npeTaruu.

Bpems nomyuenns oOpasia Takke MOXKET MEHATh 3HaueHHe
pesynbrata. [Ipy mH(EKIMIX npsMble MapKepbl BO30OyaUTeNs,
AQHTUTEeHBI M aHTUTEJA MOABJISIOTCS U UCYE3al0T B pa3Hble Mepu-
onpl. [1py MOHUTOPUHTE JieueHUsI KIIMHUYECKOE 3HAUeHUE UMEET
KakK aOCOJTIOTHBI YPOBEHb aHAJIUTA, TAK U M3MEHEHNE OTHOCH-
TEJIbHO MPEABbIIYIIMX pe3yJbTaToB. B HeoHaTaaIbHOM CKpPUHMH-
re BpeMsl B3SITUsI CyXOro ISITHA KPOBU IOCJIE POXKIEHUS MOKET
CYILIECTBEHHO BJIMATh HA KOHIIEHTPALIMIO HEKOTOPHIX MAPKEPOB.
[TosToMy CBA3b aHAJIMTA C COCTOSIHUEM YacTO HEJb3sl paccMmar-
pUBaTh BHE BPEMEHHOI'O KOHTEKCTA.

JI7151 reHeTMYEeCKUX TECTOB CBS3b MEX/1y BAPMAHTOM U KJIMHU-
YECKUM COCTOSIHMEM TpeOyeT OCOOEHHO aKKypaTHOTO aHaIM3a.
OOGHapyxeHre BapuaHTa caMo 1o cebe He BCeraa O3HadaeT 3a-
6osieBaHue WM pUcK. Hy)KHO yUMTBIBaTh MaTOr€HHOCTh BapUaH-
Ta, TUI HACJIeJOBaHUs, IIEHETPAHTHOCTb, SKCIPECCUBHOCTD, T10-
NYJSIUOHHYIO YacTOTY, KJIMHUYECKYI0 MHTEPIIPETALMIO U TIpa-
BUJIA KJaccudukamuy. [Ijisi coMaTUYeCKMX BapUaHTOB B OHKO-
JIOTUU JONIOJIHUTENIBHO BaKHO, CBSI3aH JIM BAPUAHT C IMarHo30M,
IPOrHO30M, YYBCTBUTEJIBHOCTBIO WJIM PE3UCTEHTHOCTBIO K KOH-
KpeTHOH Tepanuu. [Toatomy HayuHast 0OOOCHOBAaHHOCTb T€HETH-
YECKOro TeCTa A0JIKHA ONUPAThCsl Ha (PaKT BbISIBJICHUS] BapUaH-



Ta, a TAKXKe Ha MPU3HAHHYIO KJIMHUYECKYI0 UHTEPIIPETAIUIO 3TO-
ro BapHaHTa.

JJ1s1 MyJIbTUTUJIEKCHBIX MaHEIed U BbICOKOMPOU3BOAUTELHO-
ro CeKBEHHpPOBaHUsI mpodieMa craHoBUTCA erle mupe. [lanennb
MOJKET BKJIIOUATh JECSTKU WIA COTHU F€HOB, BAPUAHTOB, MUK-
POOPraHU3MOB UK MapKepoB. HayuHast 000CHOBaHHOCTb TaKOW
TIaHe M He JOJKHA OTPaHUYMBATHCS OOIIUM YTBEPXKISHUEM, YTO
“reHsl CBSI3aHBI C 3a00/IeBaHUEM” WIIN “MHKPOOPTraHU3MBI SIBJISI-
10TCcsl BO3Oynutensimu”. [l KaXao0ro 3asBJIEHHOTO pe3yJibTara
VIV TPYIIIBI Pe3YJIbTATOB JIOJKHO OBITh IOHATHO, KaKYI0 KJIMHH-
YECKYIO pOJib OHU BBITOMHAIOT. MIHaYe naHe b MOKET COAepKaTh
AQHAJIMTUYECKU OOHAPYKMBAEMbIE IEMEHTHI, KIMHUYECKasl UH-
TeprpeTalusi KOTOPbIX AJIsl 3asIBJICHHOTO Ha3HAYEHMsI OCTAeTCs
HESICHOM.

AJsroprTMHUYECKHE TIOKa3aTes TpeOylT OTAETbHOro MOM-
xona. Ecnu uznenue BbIJAeT BBIYMCIISIEMBIA MHJIEKC, KaTero-
pUIO PHCKA WM aBTOMATUYECKYI0 WHTEPIPETAINIO M300paKe-
HUS1, HayYHast 0OOCHOBAHHOCTD JOJI)KHA OTHOCUTHCSI K UTOTOBO-
My pesyibrary ajroputma. HegocratoyHo mokasarb, 4TO Kax-
JbIA BXO[THOW MapamMeTp UMEET HEKOTOPYIO KIIMHUYECKYIO CBSI3b.
HyxHO oka3aTh, YTO UX COUETAHUE, BEC, MPABUJIO KJlaccupu-
KallM U UTOrOBasl KATEropusl JAECVCTBUTENILHO CBA3aHBI C 3asB-
JICHHOW MEJIMLIMHCKOM 33/1a4eld. B MpOTUBHOM Cilyyae alroputMm
MOXET BBIIJISIIETh YOEIUTEIbHO TEXHUYECKH, HO €r0 MeIUINH-
CKUM CMBICJT OCTAHETCS HEIOKA3aHHBIM.

Onucarb CBA3b HEJOCTATOUHO — €€ HY?KHO OII€eHUTb.



CBs3b aHAMNTA C KJIMHUYECKUM COCTOSIHUEM JIOJKHA OBITh
ONKCaHa, a TaKXe KPUTUYECKU OlleHeHa. [y 3Toro BaXHO
YUUTHIBATh KAYE€CTBO UCTOYHUKOB, JIN3alH MCCIICIOBAHUM, 00b-
€M BBIOOPKHU, HE3aBUCUMOCTD TIOITBEPXKICHHU S, pelpe3eHTaTUB-
HOCTh TMOIYJISILIMK, ONpelesieHre KJIMHUYECKOro CraTyca, McC-
MOJIb3YEeMblil MaTepUal U MeTofl cpaBHeHus1. Hanmuue HecKob-
KHX CJIaOBIX WJIM OJHOTHITHBIX MCCJIeJJOBAaHUI HE BCErya co3/a-
€T CIJIbHYIO JOKa3aTesbHylo 0a3y. HampoTus, oquH XOpoIo Bbl-
TIOJTHEHHBIN CHUCTEMaTHYeCKUA 0030 MM HECKOJIbKO HE3aBUCH-
MBIX UCCJIEJIOBAHUI B PEJICBAHTHOU MOMYJISIIUN MOTYT AaTh 0O-
Jiee yOequTeIbHOe OCHOBAHUE TSI BHIBOJIA.

Takke HEOOXOAMMO YYMTBHIBATh MPOTUBOPEUUBBIE JaHHBIE.
Ecnu yacth myOnuKanuii moaTBep:KAaeT CBsA3b aHAJIMTA C COCTO-
SIHMEM, a 4acTh TOKa3biBaeT cabylo WM HECTaOWIIbHYIO CBSI3b,
9TO HeJIb3sl UTHOPUPOBaTh. B Hay4YHOI 0OOCHOBAHHOCTH Ba)KHBI
HE TOJIbKO TMOJIOKUTEJIbHbIE UCTOUYHUKU. HyKHO OOBSCHUTB, TM0-
Yyemy JaHHbIEe Pa3IMYAIOTCS: U3-3a NOMYJISIIUU, METOJa, MaTepU-
aja, mopora, Au3aiiHa UCCIIeI0BaHU 1 W KJIMHUYECKOH POJTU pe-
3yabTata. Eciv npoTuBopeurs CyniecTBEHHBI U HE pa3pellieHsbl,
UTOTOBBIN BBIBOJL JOJIKEH ObITh OCTOPOKHBIM.

B nokazarenbHON TOKYMEHTAIMM CBSI3b AHAMTA C KIMHUYE-
CKHUM COCTOSIHMEM JIOJIKHA 3aBepIIaThCsl SICHBIM BBIBOIOM. Ta-
KOU BBIBOJI HE JOJKEH 3ByYaTh CIUIIKOM 00110. Hegocratouno
HAaIMcarh, YTO “aHaJMT CBsi3aH ¢ 3a0oneBaHuem”. HyxHo yka-
3aTh, C KAKMM COCTOSIHUEM WJIM MPOLIECCOM CBSI3aHA MUIIEHbD,
KaKasi KJIMHUYECKast pojib MOATBEPK/IeHa, B KAKOU MOIMYISAIUN U



Martepualle, KaKMMHU UICTOYHUKAMU 3TO NOATBEPKJAECTCSA U KaKKe
OrpaHMYEHUs] COXPaHSOTCA. VIMEHHO 3TOT BBIBOJ 3aTeM OIlpe-
JeJisieT, Kakue aHaJIUTUYeCKUe U KJIMHUYECKUE UCCIIeI0BaHus
HEOOXOIUMBI 1J151 KOHKPETHOTO U3/IENUSI.

CrnenoBatesibHO, Hay4Hasi OOOCHOBAaHHOCTb CTPOMUTCSI HE BO-
KpYr (popMasbHOrO yIIOMHUHAHUS aHAJIUTA B JIMTEPATYpeE, a BO-
KPYI' KJIMHUYECKU UHTEPIPETUPYeMOil cBs3Uu. UeM TouHee onu-
CaHa 3Ta CBA3b, TEM YCTOWUYMBEE BCSA MOCIENYIONIAs JOKA3aTe b-
Has oueHka. Eciu cBA3b ompejesieHa paciulbiBYaToO, KJIMHUYE-
ckast 3(p(peKTUBHOCTh U3/IENMS TaKke OyIeT TPyIHO MHTepIpe-
Tupyema. Ecim ke cBsI3b SICHO MpUBs3aHa K HA3HAYEHUIO, MaTe-
puay, NomnyJIsAUUA U KJIMHUYECKOMY JEUCTBUIO, OHA CTAHOBUT-
Cs1 HaJIe)KHOW OCHOBOM [IJIsI TAJIbHEUIIIErO MOATBEPKICHUS aHa-
JIMTUYECKOU Y KJIMHUYECKON 3(P(PEKTUBHOCTH.

Hror ruasbl

CBA3b aHAINTA C KJIMHUYECKUM COCTOSIHUEM, (PU3UOJIOTHYE-
CKMM MJIM NIaTOJIOTMYECKUM TPOLIECCOM SIBJISIETCS OCHOBOM Ha-
YUYHOM 0O0CHOBAaHHOCTH. JIJ151 JOKa3aTeabHOM OLIEHKH HEI0CTa-
TOYHO yKa3aTh, YTO aHAIUT “CBsi3aH C 3abosneBanuem”. HeoO-
XOOUMO OIPENEIUTh XapaKTep 3TOM CBA3U: JUArHOCTUYECKUH,
CKPVHHWHIOBBI, MOHUTOPUHIOBBIN, POrHOCTUYECKUM, PEANK-
TUBHBIM WM CTpaTu(UKaMOHHbIM. HyXHO yuuThIBaTH mOITY-
JISIUMIO, TUN KJIMHUYECKOro mMarepuana, asy mporecca, Bpems
orOopa oOpaslia, NOporu MHTEpIPETaluy, MOJIb30BaTels, YCIIo-
BUS IPUMEHEHNS 1 KJIMHUYECKUI MapiupyT. TONBKO Takasi KOH-
KPETU3UPOBAHHASI CBSA3b MO3BOJISIET 0OOCHOBAHHO MEPEXONTH K



OIIEHKE aHAJIMTUYECKON M KIMHNYECKON 3(P(EKTUBHOCTH ME/IU-
LIMHCKOT'O W3NS )11 JUArHOCTUKY 1n VItro.



I'naBa 11. I3yuyeHHBIN M HOBBII
AHAJIUT: I0KA3aTeJbHasl CTPpaTerus

N3BecTHOCTH aHANNTA HE PAaBHA J0KA3aHHOCTH €ro pPo-
JIM.

[Tpu moaTBepkIeHUM HAy4YHONM OOOCHOBAHHOCTH BaXXKHO pas-
JIMYATh XOPOILO U3yUYEHHbIE U HOBbIE AHAJIUTHI. DTO Pa3InyMe He
siBsieTcst (popMalibHOM KilaccuuUKalyen 1o “Bo3pacTty” Mapke-
pa UM BpeMeHU ero MepBoro onucaHus B guteparype. OHO OT-
pa’kaeT CTereHb JAOKa3aHHOCTU KJIMHUYECKOW CBSI3U aHAJIUTA C
KOHKPETHOW MeJUITMHCKON 3ajiaueil. Yem Hajie)xHee U yCTOMIU-
Bee 9Ta CBSI3b MOATBEPKACHA, TeM OOJIbIIIe OCHOBAHUI UCTIONB30-
BaTh y’ke HAKOIUIEHHBIE JaHHbIe. YeM HOBee WM MeHee BOCIIPO-
U3BOJIMIMA CBSI3b, TEM OCTOPOXKHEE JIOKHA ObITh JOKa3aTebHas
cTparerusi.

XOpolI0 U3yYEeHHBIN aHAJTUT — ITO HE IMTPOCTO U3BECTHBIN MO-
Kazaresib. TO aHAJIUT WM WHON OOBEKT UCCIICOBAHUS, KITMHH-
Yeckasi pojib KOTOPOro MOATBEPiK/IeHa JOCTAaTOUHBIM 0ObEMOM
HAJISKHBIX JIAHHBIX U 3aKperuvieHa B MEJUIIMHCKOW IMpaKTHKe,
KJIMHAYECKUX PEKOMEHIAIUSX, CUCTEMAaTHUECKIX 0030pax Win
npopecCHOHATIFHOM KOHCEHcyce. [l Takoro aHamTa OOBIYHO
He TpeOyeTcsl 3aHOBO JTOKa3bIBaTh caM (haKkT €ro CBS3U C COOT-
BETCTBYIOIIMM cOocTosiHueM. Ho 3T0 He o3Hauvaer, 4To usaenue,
oIpeieIsIolIee TAaKOW aHATIUT, aBTOMATUYECKU CUMTAETCS JOKA-



3aHHBIM. VI3roTOBUTEb JIOJKEH MOKa3aTh, YTO UCIIONB3YET U3-
BECTHYIO KJIMHUYECKYIO CBSI3b UMEHHO B TeX Ipejesiax, B KOTO-
PBIX OHa TIOITBEPXK/ICHA.

HoOBblif aHAIUT — 3TO AHAIUT WM OOBEKT KCCIIEIOBaHMS,
KJIMHUYECKOe 3HAUYeHUe KOTOPOro ISl 3asiBJICHHOW MeIUIIMH-
CKOM 3aj1auu ere He sIBJisieTcst ycrosBmumMcs. OH MOXeT OBbITh
OUOJIOrMYeCKHU MPABIONOIOOHBIM, TIEPCIIEKTUBHBIM, OITMCAHHBIM
B HECKOJIbKMX TMyOJMKAIMSIX WIN CBSI3aHHBIM C HOBOW TEXHO-
JIOTHEl, HO 9TOTO HEIOCTATOUHO JIJISl YBEPEHHOT'O PETYJIATOPHO-
ro BbiBozia. [[yist HOBoro aHanuta Tpedyercst 6osiee pa3BepHyTas
OlIeHKA Ka4yeCTBa JAHHBIX, BOCIIPOU3BOIUMOCTH CBSI3U, HE3aBH-
CHMOTO TIOTBEPK/ICHUSI U TIPUMEHUMOCTH K 1IeJICBOM TIOMYJIs-
111708

Xopowo u3yuennwvlili anaaum — 3mMo AHAAUM UAU UHOLL
00BEKM UCCAe008AHUSL, C6513b KOMOPO2O C ONPeOeNeHHOU KAU-
HUUECKOIl 3a0aueli NOOMEEPHCOEHA HAOEHCHBIMU, BOCNPOU3BOOU-
MBIMU U NPUMEHUMBIMU OAHHBIMU.

Hogulii anaaum — smo anaaum uau 00vekm uccaedosa-
HUSL, 0151 KOMOPO20 MAKASL C513b euje He S18ASemcsi O0CMAmo1HO
YCMAHOBAEHHOI U mpedyem OONOAHUMENbHO20 OOKAZAMENbHO20
NOOMBEPHCOCHUSI.



@ AHanuT / 06beKT uccnepoBaHusa
W 3aABNEHHAs KNMHUYeCcKas ponb pesynbtata

KHVIHVI"IeCKaﬂ CBA3b aHanuta
@ c MeAVILWIHCKOVI 3apauven

ycTowmaa n an3HaHa7

Het / HepocTaTouHO

— HoBblili unn HepocTaToOuHO
XOopoLUOo U3YyYeHHbI aHanuT WU3YYEeHHbI aHanuT
(KNMHWYecKas ponb yCTaHOBNEHa) (KNMHWYecKasn ponb He yCTaHOBNEeHa
wnun orpaHMueHai

« [pOBECTU PaCLIMPEHHbIA NUTepPaTypPHbIA
« [lokyMeHTMPOBaTb M3BECTHbIE AaHHbIE nouck

e « lNoKasaTb NPUMEHMMOCTb K Ha3HaYEHMIo + KpUTMYecKn OUeHUTb KauecTso n
v— vapenus (Matepuan, Nonynsuus, pons MPUMEHMMOCTb AaHHbIX
= pesynbTara, NPaBuNo MHTEPNpeTaLMi) « MpoBepPUTL BOCMPOM3BOANMOCTb 1
« MPOBEPUTb, HE BLIXOAUT NI Ha3HaueHNe He3aB1CMMOe NOATBEPX/AEHMe CBA3N
3a Npefenbl NPUSHAHHOTO NPUMEHEHNA  Mpy HEO6X0AMMOCTY NONYYNTL

[AONONHUTENbHbIE AaHHbIE

i ¥
_ WUcnonb3osaTb cyuiecTeyloume MonyuuTb HoBbIE
@ AaHHble @ AOoKazaTenbCTBa

C AEMOHCTPaLMet X NPUMEHNMOCTH ANA NOATBEPXAEHNSA KNMHNYECKOW CBASU

Pucynok 11.1. BuiOop 1oka3ate/ibHOM cTpaTeruu Ajist XOpo-
1110 U3yYEHHOTO aHAJIMTA U HOBOTO aHAJIUTA.

O11H aHAJINT MOZKeT ObITh I0KA3aH B OJHOI POJIM U He
JI0Ka3aH B JIPYyrou.

Ha npakTrke OIMH U TOT K€ aHAJIUT MOXET OBITh XOPOIIIO U3Y-
YEHHBIM B OJIHOW KJIMHUYECKOW POJIU U HEAOCTATOUHO OOOCHO-
BaHHBIM B Jpyroil. Hanprmep, Mapkep MoxkeT ObITh JABHO MPH-
3HAHHBIM JIMATHOCTUYECKUM TIPU3HAKOM 3a00JIeBaHUsI, HO €ro
UCIIOJIb30BaHUE JIJIsl TIPOTHO3a, MOHUTOPUHTA, CKPUHUHIA WU
BBIOOpA TEpaIruy MOKET TPeOOBaTh OTAEIBHOTO JI0KA3aTEIbHOTO
obocHoBaHus. [ToaToMy BOmpoc Beer/ia I0JKeH CTaBUThCS TOY-



Hee: He “U3BecTeH JM aHaJMT?”, a “U3BeCTHA JIM U JOKa3aHa JIU
€ro poJib UMEHHO B TOM HAa3HAYEHUH, KOTOPOE 3asIBJICHO IS U3-
nenusa?”.

3710 0COOEHHO BaKHO [1s1 U3JEJIUI, KOTOPBIE BBIXOAAT 32 Ipe-
JeJIbl TPAIMMOHHOTIO PUMEHEHU s aHauTa. Ecnu tect onpene-
JIIE€T U3BECTHBIN MH(PEKLIIMOHHBIY MAPKEP Y MALMEHTA C CUMIITO-
MaMHu, ToKa3aTesnbHas crparerusi Oyaet onHoi. Ecim ToT sxe map-
KEep UCMONb3YeTCsl ISl CKPUHMHIA OECCUMITTOMHOMN MOMYJISLNY,
JOKa3aTesibHasl Harpy3ka MeHsercs. Eciii M3BECTHBIN OHKOJIOT -
YecKuil OMoMapKep MpUMEHsIeTCs He 111 YTOUHEeHHs IMarHosa,
a 1151 BBIOOpa KOHKPETHOM Teparuu, TpeOyeTcst TOATBEePkKICHUE
VMEHHO INPEJUKTUBHOU poiu. EciaM KoNMMYecTBEHHBIM MOKa3a-
TeJIb UCTIOJIb3YETCS HE AJ1s1 pa30BOM OLIEHKH, a /111 MOHUTOPHUHTIA
JOMHAMUKH, HY’KHO 0OOCHOBATh 3HAUEHNE U3MEHEHUI pe3yJIbTa-
Ta BO BPEMEHHU.

JJIs1 XOpoIIO0 HM3Yy4YeHHOI0 AHAJNTAa HYKHO IOKA3aTh
NPUMEHUMOCTb U3BECTHBIX JaHHbIX.

Jl11 XOpOIIO M3yYEeHHOI'o aHaJuTa OCHOBHASA 3ajada COCTO-
UT B JOKYMEHTUPOBAHUM U JIEMOHCTPALMU TPUMEHUMOCTH yKe
UMEIOIIMXCSA JaHHBIX. JIOKYMEHTUPOBAaHHUE O3HAYaeT, YTo B JI0-
Ka3aTeJbHOW JOKYMEHTALMH OJKHBI OBITh MPEJCTaBJIEHbI HC-
TOYHMKH, TIOATBEPKAAOIIME KIMHUYECKYIO POJIb QHAJIUTA: KJIH-
HUYECKHE PEKOMEHJAIINK, CHCTeMaTHYecKue OO30pbI, KJIoue-
BBIE UCCJIEJOBAaHMS, KOHCEHCYCHbIE JOKYMEHTBHI M YCTOSIBILAs-
s MpakTUKa. JleMOHCTpalys NpuMEHUMOCTH O3HAYAET, YTO ITU
VCTOYHHKH JIOJKHBI OBITh CBSI3aHBI C KOHKPETHBIM Ha3HAUYEHUEM



uznenvsi. HepoctatouHo MpoCTo cocnaThest HA M3BECTHOCTh Map-
kepa. HyHo nokasare, 4To COBNAAAIOT KJIMHUYECKAs POJib, Ma-
Tepual, MOMYJISILUSA, PABUJIO UHTEPIIPETAIIK U YCIIOBUS TIPU-
MEHEHMUSI.

Hanpumep, HBSAg ABisieTcss XOpomo n3y4eHHbBIM MapKepPOM
BupycHoro renaruta B. Ho nokasarenbHas 3agaya Oyaer pasim-
YaThCsl B 3aBUCMOCTU OT TOTO, 3asBJICHO JIM U3/eJIHe IS Jua-
THOCTHKY y TIAlIMEHTA ¢ KJIMHUYECKUM TOJI03PEHHEM, IS CKPH-
HUHTA JIOHOPOB, JIJIS1 TOJTBEP:KAAIOIIEr0 Tara Wi JIsl UCTIONb-
30BaHUSI B OIPEJIeJICHHON JTabopaTopHou cpesie. ba3oBast Hayd-
Hast 0OOCHOBaHHOCTh MapKepa COXpaHsieTCsl, HO 0ObeM JJaHHBIX,
HEOOXOMMBIX JIJ151 KOHKPETHOTO U3/Ie/Nsl U KOHKPETHOTO Ha3Ha-
JeHus1, OyaeT pa3nuyarbcs. To ke OTHOCUTCS K TIIIOKO3€e, BUPYC-
Hou Harpyske, BCR::ABL1, HER2, EGFR, ¢enunananuny, u
JIPYTHUM XOPOIIO U3BECTHBIM aHATTUTAM.

HoBpblii aHAIUT TpedyeT OCTOPOKHOM /T0Ka3aTeJbHOU
CcTpaTeruu.

Tl HOBOTO aHAJIMTa JTOKa3aTesibHAsI CTpaTerus oosee Tpedo-
BaTesibHA. 371eCh HeJb3sl OTPAHUUYUTHCS CCHIIKOW HAa MEXaHW3M
Wi paHHue nyonukanuu. HyXHO OIIeHUTh, HACKOJIBKO CBSI3b
aHaJMTa C COCTOSTHMEM YCTOMYMBA, TOATBEPXKIEHA JIM OHA B
HE3aBHICUMBbIX HCCIIEIOBAHUSIX, HACKOJIBKO PEJICBAHTHBI BHIOOP-
KM, KaK YCTAaHOBJIEH KJIMHUYECKUH CTaTyC, KAaKOBa BeIMUMHA (-
(bexTa, umMeIOTCA M MPOTUBOPEUUBBIE IAHHBIE U MOXKHO JIM UC-
NOJIb30BaTh PE3YJIbTAT B 3asBJICHHOM KJIMHUYECKOM MapIlpy-
Te. Ecii 3T BOMPOCH! OCTAIOTCS OTKPBITHIMU, HAyYHast 0O0CHO-



BaHHOCTbH J0JIKHA (hOPMYIUPOBATHCSI OCTOPOKHO, 2 HA3HAUCHHE
U3JIENIs — HE PACIHIUPSTHCS 3a MPeIeibl UMEIOIIUXCs I0Ka3a-
TEJIbCTB.

HoBble aHaMThI YaCcTO MOSIBISIIOTCS B OBICTPO Pa3BUBAIOIIUX-
cs1 00NacTSAX: MOJIEKYJISIPHON OHKOJIOTHH, TEHOMUKE, TPOTEOMHU-
Ke, MeTabOJIOMUKE, NMMYHOIUArHOCTUKE, IU(MPOBON MaTONO-
T'UU U AJITOPUTMUYECKON AUarHocTuke. B aTux obnactsax nepebie
JaHHBIE MOTYT OBITh MHOTOOOEIIAIIMMY, HO He BCeraa JA0ocTa-
TOYHO 3pesbiMu. MccnenoBaHusi MOryT ObITh PETPOCTIEKTUBHbI-
MU, BBIIIOJTHEHHBIMU B OTHOM IIEHTPE, OCHOBAaHHBIMU Ha MaJIbIX
BBIOOpKAX, BKJIIOYATh OTOOpaHHBIE CIy4YaW WUJIM KCIOJIb30BATh
pasHble paBuia uHTeprperanuu. [loaromy 17151 HOBOrO aHaJM-
Ta BAXHO M HAJTMYME MyOIUKAIUNA, M UX JIOKa3aTe/IbHAs HA/IeK-
HOCTb.

Cxema 11.1 — Pazimuus JoKa3aTeJbHOH CTpaTeruu
JUUIS1 XOPOIIO U3Y4Y€HHOr0 M HOBOTO aHAJUTA

— Cocrosinue 1oKa3aTeabHON 0a3bl — Xopouio u3yuen-
Hbll anaaum: Kaunuueckas pons noomeepicoeHa HaodeHcHbIMU
u npumeHumvimu oannvimu, Hoewlil uau nedocmamouno u3y-
ueHHwlil anaaum: Kaunuueckas poav mpedyem O0onoaHumens-
H020 NOOMBEPIHCOCHUS.

— OcHoBHas 3apauya — Xopowio u3yueHHbvll aHaUM:
Jlokymenmuposamu uzeecmmvie OaHHble U NOKA3AMb UX NPUMe-
HUMOCMb K Ha3HaveHuto usoeaust;, Hoewlil uau neoocmamoumno
u3syuennwvlil anaaum: [loomeepoums cés13b ¢ KAUHUMECKUM CO-
CMOSIHUEM UAU MEOUUUHCKOLL 3a0aveli .



— OCHOBHBIE€ HCTOYHHKH — XO0pOoulo u3y4eHHbulil ana-
aum: Kaunuueckue pexomenoauuu, cucmemamuueckue 0030pbl,
KOHCEHCYCHble OOKYMeHmbl, ycmossuascs npakmuka ; Hoewtil
uAu He0OCMamouHo u3yueHHwvlil anaaum: Ilepsuurvie uccie-
008aHUSL, HE3ABUCUMbBLE NOOMBEPIHCOEHUSL, CODCMBEHHbIE OaHHble
npu HeoOXOOUMOCMU.

— OcHoBHOI1 pucK — Xopouwio U3Yy4eHHbll AHAAUM:
Heobocnoeannoe pacuiuperue HazHaueHus: 3a npeoenvl U3eechi-
Hoix Oannvix, Hoewlil uau Hedocmamouno u3yueHHull aHa-
aum: llpedcoespemerroe npusnanue KAUHUYECKOU 3HAUUMOCTU

— Tunuunas ommoka — Xopowo usyueHHwvlil anaaum:
[leperoc dokazamenbcme ¢ 0OHOU poau, NONYASUUU UAU Mame-
puana Ha opyeyio ez obochosarnus; Hoswlil uau nedocmamou-
HO u3yueHHbll anaaum: Onopa Ha OUON02ZUUECKYIO NPABOONO-
000HOCb U OUHUUHBLE NYONUKAUUU .

— IloTpedoHOCTH B HOBBIX JaHHBIX — Xopouwio u3yuen-
Holil anaaum: OObIYHO HUdICE ONst HAYUHOU 0OOCHOBAHHOCHIUL, HO
coxpansiemcsi 0nsi Konkpemnoeo uzoenusi; Hoewtit uau nedocma-
MOUHO U3yueHHsvlil anaaum: OObiuHO eblite, OCOOEHHO NPU HO-
601l KAUHUMECKOU POAU UAU HeOOCAMOUHOU AUmepamypHoli 0a-
3e.

Pacmupenne npuMeHeHHsA TPeOYeT JONMOJHATEIHHOIO
000CHOBaHHUS.

Jlaxke Korma aHajJuT XOPOIIO M3y4eH, HeoOXOIMMO BHHMA-
TEJIbHO OIIEHWBATh TPAHUIIHI TIPUMEHEHNSI N3BECTHBIX JAHHBIX.



Ecnu nzgenvie 3asBiseT HOBBIM TUI MaTepyala, MPexHsIsA Hayd-
Hasi 0O0OCHOBAaHHOCTh MOXXET OKa3aThCsl HenosHoi. Hampumep,
KJIMHMYECKOE 3HaueHHe MapKepa B ChIBOPOTKE He BCerja rnepe-
HOCHUTCSl Ha CyXO€ IAATHO KPOBHU, MOUY, KaJl, TKaHb, Ma30K WX
g poBoe n3odpaxenue. [Ipu cMeHe MaTteprasa MEHSIIOTCS] KOH-
HEHTPAIMOHHBIN AMANa3oH, CTAOMIBHOCTD, MPEaHATUITUIECKUE
(pakTophl, MaTpUKCHblE 3(PPEKThl U MpaBWIa UHTEPIPETALIH.
[TosTOMYy M3BECTHOCTh aHAINUTA HE OTMEHSET HEOOXOIMMOCTH
00OCHOBaHHMS MaTepHala.

To ke oTHOcUTCS K momynsuuu. JlaHHbIE, MOTy4YEeHHbIE Y
B3pOCIIBIX MAIIMEHTOB C BbIPAKEHHOW KJIMHMYECKON KapTHHOM,
HE BCerja MPUMEHMMBl K JETSAM, HOBOPOXAEHHBIM, OeccHMII-
TOMHBIM JIMLIAM, JOHOpPaM, MalMeHTaM Ha TEpanyvy WM JULaM
U3 TPYIIBl pUCKA. B pasHbIX MOMyJsLMAX MEHSIOTCS Pacnpo-
CTPaHEHHOCTb COCTOSIHUS, CIEKTP KJIMHUYECKUX CITy4YaeB, BEpo-
SITHOCTb JIOKHBIX PE3YJbTaTOB U MOCeACTBUs omuOKu. [Toarto-
My Hay4yHasi 0OOCHOBAaHHOCTb JIOJKHA OBITh COOTHECEHA C aHa-
JIMTOM, @ TaKXke C TOU IPyNIION, AJIs1 KOTOPOU 3asIBJIEHO U3JEIIHE.

Ocoboe BHUMaHUE HYKHO YAEISATh HOBOM KJIMHUYECKON po-
JIM U3BECTHOr0 aHanMTa. Hanpumep, ecim mapkep ucnosbs3yercs
U151 MOHUTOPHHTA, €r0 Hay4YHast 0O0CHOBAaHHOCTb JI0JIKHA BKJTIO-
YaTh 3HAUEHHE U3MEHEHHUs pe3y/ibTara Bo BpeMeHU. Eciu map-
Kep MCTONb3yeTCs IS TPOTHO3a, HEOOXOIMMO MOKa3aTh CBS3b C
ucxonamu. Eciu pesynbrar ucnosnb3yeTcs /17151 BbIOOpa Teparnuu,
HY’KHa MPEIMKTUBHAS CBS3b C OTBETOM Ha KOHKPETHOE BMEIla-
TeabcTBO. Henb3st aBTOMaTuyecky NepeHoCUThb J10Ka3aTesIbCTBa



C IMarHOCTUYECKOM POJIA HA MPOrHOCTUYECKYIO WIIY MTPEIUKTHB-
HYIO.

JlisT arOpUTMUYECKUX M MHOTOMApaMEeTPUYeCKUX Hu3Jie-
JIMI TIOHATHE “HOBBIM aHATMT  TPUOOPETAET JOMOIHUTETHHbIN
cmbici. ITOroBelil MHAEKC, KAaTErOpUsl PUCKA WK aJITOPUTMHUYE-
CKUH BBIBOJ] MOTYT PacCMaTpPUBAThCS KaK HOBBIM OOBEKT JIOKA-
3aTeJIbHOM OIEHKH, JaKe €CJTU BXOJIHBIE MapaMeTPhbl XOPOIIIO U3-
BecTHBl. Ecm nporpamma oObeJUHSIET HECKOJIBKO J1abopaTop-
HBIX TOKa3aTesel, JaHHble N300paXeHsI U KJIMHUIEeCKUe MPH-
3HAKH, TO HayYHast 0OOCHOBAHHOCTD JIOJDKHA OTHOCUTBCS K ITO-
roBoMy pesynbTaty. HyXHO mokaszarh, YTO UMEHHO 3Ta KOMOU-
HallMsl IPU3HAKOB, BECOB U MPABUJI MHTEPIIPETALIMA UMEET KJIU-
HUYECKOE 3HaUEHUE.

Harmipumep, otenbHBIE TOKa3aTend MeTabOIMYEcKOro IMpo-
(pusist B HEOHATATLHOM CKPUHUHIE MOTYT OBITh JIABHO M3BECT-
Hbl. Ho ecnu nporpaMMHbIi MOIYJIb UCHIONB3YET UX COUYETaHUE
JUIST aBTOMAaTUYECKOW KiaccrduKayuyu odpasiia Kak MepBUYHO
MOJIOKUTENIBHOTO WJIM OTPULIATESIHHOTO, T0Ka3aTeIbHOU OLIEHKe
MIO/IJIEKUT YK€ HE TOJBKO KaXK/Iblid MOKa3aTesb, HO U cama JIo-
r'vKa Kjaccu@uKaluuu. AHAJIOTUYHO B IM(POBOM MATOJIOTHU U3-
BecTHOCTh Mapkepa PD-L1 win HER2 He nokaspiBaeT aBTOMa-
TUYECKU KIIMHUUYECKYI0 0OOCHOBAHHOCTh KOHKPETHOTO JITOPUT-
Ma, KOTOPbI CerMeHTUpYeT N300pakeHne, BHIOMpAeT KJIETKU U
PacCUMTBHIBAET UTOTOBYIO KATETOPHIO.

Cxema 11.2 — Koraa xopoio n3y4eHHbII aHAJUT TpPe-
OyeT IONMOJHHUTEJHLHOT0 000CHOBAHUS



— Hogas kauHuveckast pojb — Ilouemy mpedoyemces 00-
ROAHUMEAbHOE 000CHO8aHUe: JlarHble No OUAZHOCIUKE He NOO-
MBEPHCOAroN A8MOMAMUUECKU NPOZHO3, MOHUMOPUHZ UAU 8b100D
mepanuu.

— HoBblil TN KJMHHNYeCKOro marepuana — Illouemy
mpeodyemcst 00noHUmMeAbHOE 000CHOB8aHUe: Mensiiomcs mam-
puKcHule 3¢hghexnol, CMadUNbHOCb, KOHUEHMPAUUU U UHMep-
npemauust pe3yavmama.

— HoBas neaeBas nonyasimusa — Ilouemy mpedyemcs
00noAHUmMeNbHOe 000CHO8aHUe: Memnsiiomcsi pacnpocmparen-
HOCMb COCMOSIHUSL, CNEKMP CAYUAe8 U BePOSIMHOCHb OUUOOUHO-
20 pe3yavmama.

— Hosb1il nopor uarepnperauun — Iouemy mpeoyem-
¢ 00noAHUmMeAbHoe 000cHosanue: Hyoicro noxazame Kaunu-
UeCKUll CMbICA GbIOPAHHO2O NOPO2a U NOBEOEHUe Pe3ynbmama
OKON0 Hez0.

— HoBbiil anroputm 06padotrku — Ilouemy mpeoyem-
¢ 0onoaHumenbHoe 000cHo8anue: Hmozoevwiii pe3ynvmam mo-
JHcem UMemv UHOU KAUHUUECKULE CMbICA, UeM OMOenbHble 8X00-
Hble OaHHble.

— Pacmiupenue HazHauyeHust uzaejuss — Ilouemy mpe-
oyemcst O0onoaHumeavHoe 000CHOB8aHUe: /lokazamenbcmea
O00NIICHBL NOKPBLIBAMb BCHO 3ASIBNEHHYIO 00NACTb NPUMEHEHUS .

J1J151 HOBBIX aHAJIMTOB OCOOEHHO Ba)KHO HE 3aBHIIIATH BHIBOJIBI.
Ecnu nmerorrecst myOIMKaliy MOKa3bIBAIOT TOJBKO MIPEIBAPH-



TeJIbHYIO CBSI3b, Pa3/iesl HAyYHOU 0OOCHOBAHHOCTH JIOJKEH TaK U
OTpaXkaTh: TAaHHBIE SIBJISIOTCS MHOTOOOCIAOIIMU, HO OTPaHH-
YEHHBIMU; TpeOyeTCs He3aBUCUMOE TOATBEePIKICHHUE; KJIMHUYE-
CKasl poJib IOKa YCTAaHOBJIEHA He MOJTHOCTHIO; Ha3HAYEHHE.

HoBbIil aHATUT MOXET OBITh TPUHST B IOKA3aTEbHYIO MOJIENb
TOJIBKO TOT/a, KOI/a ero CBsI3b ¢ MEAUIIMHCKON 3aJauel oIuca-
Ha JIOCTATOYHO sicHO. HeoOXoauMo moHuMarh, Kakod pe3ysibTar
OXKHJIaeTCsl, KaK OH OyJIeT MHTePIPETUPOBATHCS, UYTO U3MEHUTCS
B KJIMHAYECKOM MapIIIpyTe U KaK1e PUCKHU CBS3aHBI C OITMOKOM.
Ecnu 5111 BOpOCH! HE pellieHbl, TaTbHENIINe aHATUTUUECKUE UC-
CJIEIOBAHK ST MOTYT TMOATBEPAUTD TOJIBKO TEXHUUYECKYIO BOBMOXK-
HOCTh U3MEPEHHsI, HO He METUITMHCKYI0 3HAYMMOCTb pe3yJ/IbTara.

[MpakTuvecku pa3nuyuie MEXIy XOpOIIO M3Y4YeHHBIM U HO-
BbIM AHAJIUTOM JIOJZKHO OTPAKAThCSI B CTPYKTYpe JOKA3aTeIbHON
JOKyMeHTar . [1Jis1 XopoIo n3y4eHHOro aHaJIMTa pa3zes Hay4-
HON 0OOCHOBAaHHOCTH MOKET OBITh 00Jie€ KOMITAKTHBIM, HO OH
JOJDKEH SICHO TTOKa3bIBaTh MPUMEHUMOCTh U3BECTHBIX JAHHBIX.
JI7151 HOBOTO aHaJTMTa pasziest JOKeH ObITh O0Jiee pa3BEepHYTHIM:
C OIMCAHWEM JIMTEPATypHOrO TOWCKA, KPUTHYECKOU OIEHKON
WCTOYHUKOB, aHAJIU30M MPOTUBOPEUM, OOCYKIEHUEM OTPaHU-
YEHUH 1, TIPA HEOOXOAMMOCTH, 0OOCHOBAHHUEM JOTIOTHUTETbHBIX
HCCJICIOBAHUM.

B urtore paznunuune Mex/1y XOpOIlo U3y4eHHBIM U HOBBIM aHa-
JIUTOM TIOMOTaeT PaIMOHAJILHO pacIpele/iuTh JI0Ka3aTesIbHbIe
yernusl. He Hy)KHO 3aHOBO JOKa3biBaTh TO, UTO yXke€ HAJIEKHO
ycTaHOBJIeHO. Ho HeJtb3s1 pUKphIBaTh OOIIUMY 3HAHUSIMU HOBOE



WK pacIIipeHHOe MpUMeHeHre. 3a1ada COCTOMT B TOM, YTOOBI
ONPENEIIUTh, KAKUE TAaHHBIE YKE MOKHO UCIOIb30BaTh, ITIE TPe-
OyeTcs JeMOHCTpalvs TPUMEHUMOCTH, a Tie HeOOXOIUMO TOJTY-
YUTh HOBBIE JIOKA3aTeIbCTBA.

Hror riaaBbl

Paznnure mexay XOpouio M3yYeHHBIM U HOBBIM AHAJIUTOM
OTpeieNisieT XapakTep MOATBEPXKACHUS HayYHOU 0OOCHOBAHHO-
ctu. [I7151 XOpoIIio n3yuyeHHOro aHaIMTa OOBIYHO JOCTAaTOYHO JI0-
KyMEHTUPOBATh M3BECTHBIE JIaHHbIE W TOKa3aTh UX MPUMEHU-
MOCTb K Ha3HaueHMIO u3aenus. s HoBOro miyd HegOCTaTOYHO
W3yUYEHHOTO aHaJInTa TpedyeTcs Oojiee pa3BepHyTasi OIICHKA CBsI-
34 C KJIMHAYECKUM COCTOSTHUEM, KaueCTBA UICTOYHUKOB, BOCITPO-
M3BOJMMOCTH JIAHHBIX U OrpaHuyeHuil. [Ipy 3TOM OfMH U TOT ke
AQHAJIMT MOXKET OBITh XOPOIIIO N3YYeHHBIM B OTHOW KJIMHUYECKON
POJI ¥ HEIOCTATOUHO OOOCHOBAHHBIM B Jpyrou. [Toatomy noka-
3aresibHasi CTpaTerusl BCerjaa OnpeieisieTcsl Kak caMuM aHalu-
TOM, TaK M Ha3HAYEHWEM W3JeJIsl, TUIIOM MaTepuasa, MoIyJisi-
1MeN, MPABWJIOM UHTEPIPETALMU U KIIMHAYECKUM PUCKOM.



I'naBa 12. UcTOYHNKH JAHHDBIX
VIS HAy9HOH 000CHOBAHHOCTH

HNcToyHNK OOKEH O0BACHATHL MEAUIMHCKHHA CMBICJ
aHaJMTAa.

Hay4nast 000CHOBaHHOCTb YCTAHABJIMBAETCSI HE OHUM YHH-
BepCaJbHbIM UCTOYHUKOM, a COBOKYITHOCTBIO JJAHHBIX, KOTOPBIE
MOKA3bIBAIOT CBSI3b AHAJIMTA WJIA MHOIO OOBEKTA MCCIICHOBAHUS
C KJIMHUYECKUM COCTOSTHUEM, (PU3MOJIOTMYECKUM WJIA MATOJIO-
TMUYECKUM TTIPOIIECCOM JIMOO METUITMHCKON 3aaadeit. [1pu sTom
Ba)XHO NIOHUMATh, YTO UICTOYHUKH JAHHBIX JIJI1 HAYYHOH OOOCHO-
BAaHHOCTH OTJIMYAIOTCS 10 CBOEH (PYHKIIMU OT UICTOYHUKOB, TOJI-
TBEPKJAIOIIUX aHATUTUYECKYIO WU KJIMHUYECKYIO 3(P(PEKTUB-
HOCTb KOHKpeTHOro u3zaenus. Ha 3ToM sTane rimaBHBIA BOIPOC
COCTOUT HE B TOM, HACKOJIKO XOpOIIO paboTaeT TeCT-CHCTeMa,
npruOOp WM MPOrPaMMHBIN MOAYJIb, & B TOM, ITOYEMY BBIOpaH-
HBII aHAJIUT UMEeeT MEIUIIMHCKUN CMBIC]I.

JlJisi XOpoIlIO M3YYEHHbIX aHAJIMTOB TAKUMH HMCTOYHUKAMMU
OOBIYHO SBJISIOTCSA KJIMHWYECKHE pPEKOMEHJAIMH, CUCTEMaTH-
Jyeckre 0030pbl, PYKOBOACTBA MPO(ECCHOHATBHBIX OOIIECTB,
KPYIHbIE KJIMHUYECKUE HCCIIEIOBAHUS, KOHCEHCYCHBIE [IOKY-
MEHTHI ¥ YCTOSIBILIAsICS IPAKTUKA MTPUMEHEHU s pesysibraTa. st
HOBBIX aHAJIUTOB JOKa3aTejbHas Oa3a dJallle CKJIaJbIBaeTCs W3
MEPBUYHBIX MCCIEIOBAHUM, UCCIIEJOBAHUI acCOLMAIUMN C KJIU-



HUYECKMM COCTOSIHUEM, JITAaHHBIX O OMOJIOTMYECKOM MEXaHU3ME,
HE3aBUCHUMBIX TIOATBEPKACHNH, paOOT MO KIMHAYECKON UHTEp-
npeTaryy pe3yabTara v, pr HeOOXOIMMOCTH, COOCTBEHHBIX HC-
caefoBaHuil pazpadorurika. Ho B 00oux ciyyasx MCTOYHUK J0J1-
’K€H OLIEHUBATbCS YEpe3 OfIVH U TOT K€ BOIPOC: MOATBEPKAAET
JI OH CBSA3b AHAJIATA C TOM KJIMHUYECKOU POJIBIO, KOTOpas 3as1B-
JIEHA JUISl U3JIENUs.

Henb3s cunrtarh A0CTaTOUHBIM JIIOOOH UCTOUHMK, B KOTOPOM
IPOCTO YIIOMUHAETCS HYKHBIN aHauT. [TyOonukarms Moxer no-
Ka3bIBaTh, YTO IIOKA3aTeNIb OTIMYAETCA Y MALMEHTOB M 3[0pO-
BBIX JIULI, HO HE OOBSACHATD, IPUTOJEH JIU OH ISl TMarHOCTUKU.
HccnenoBaHrue MOXET OIMUCBIBATh MEXAHU3M 3a00JIeBaHMS, HO
HE MOKa3blBaTh KJIMHUYECKYIO IPUMEHHMMOCTb pesynbTara. Pe-
KOMEHJIALMA MOKET YIIOMUHATh MAapKep B OHOM KJIMHUYECKOM
MaplIIpyTe, HO U3/IeJIMe MOXET ObITh 3asIBJIEHO VISl APYToi po-
mu. IToaTOMy MCTOUHMK JIaHHBIX JJI1 HAYYHOW OOOCHOBAHHOCTH
JOJKEH ObITh TEMAaTUYECKH CBSI3aH C aHAJMTOM, a TaKKe JIOKa-
3aTeJIbHO IPUMEHUM K HA3HAUYEHUIO U3JIENINS.

Kimmnnyeckne pekoMeHJaly MOKa3bIBAIOT MECTO pe-
3yJbTaTa B IPAKTHKE.

OnHuM 13 HanOosee CUITbHBIX NCTOYHUKOB JJIS1 XOPOIIO U3Y-
YEHHBIX QHAJIMTOB ABJIAIOTCA KJIMHUYECKHE peKoMeHjaimu. Mx
3HAYEHUE COCTOMUT B TOM, UYTO OHU OTPAKAIOT HE TOJILKO HAJIH-
YK€ Hay4YHBIX JAHHBIX, HO U MECTO PE3yJIbTaTa B MEAULMHCKOU
npaktuke. Eciu aHaIuT BKIIOYEH B JUATHOCTUYECKUM, CKPH-
HUHI'OBbIY, MOHUTOPAHTOBBIM WJIM T€PAlEBTUYECKUN MapLIpyT,



9TO OOBIYHO TOBOPUT O TOM, UTO €r0 KJIMHIUYECKas poJib MPU3HA-
Ha ipohecCHOHaTBbHBIM cooOmecTBoM. Harmpumep, pekomena-
M1 MOTYT [OKa3bIBaTh, KOI/A CJEIYyeT OIMpeessTh Onpe/leeH-
HbI UTH(EKITMOHHBIN MapKep, KAKOW pe3yJIbTaT CYMTAETCS OCHO-
BaHMEM JIJIs1 TIONTBEPKAAIONIETO Tana, Kak MHTePIPeTUpPyeTcs
MOJIEKYJIsIpHasl HAX0/IKa B OHKOJIOTMU UJIM KAKOM MOKa3aTelib Uc-
NOJIb3YEeTCs AJ1s1 MOHUTOPUHTA OTBETA Ha JIeYeHHeE.

OnHaKo KJIMHUYECKHE PEKOMEHAAIMM TOXE HYKHO YUTaTh
Kputrniecku. OHU MOTYT OTHOCUTBCS K APYrOMY MapilIpyTy Ma-
LMEHTA UM IpyroMy MeTofy ucciepoBanus. VHorna pekoMen-
Jauusi MOATBEPKAAET KIMHUYECKUI CMBICIT aHAJIUTA, HO HE Ka-
caeTcsi KOHKPETHOro TUIa MaTepHasa Ui TexHosoruu. [losro-
My PEKOMEHJAIMU PEIKO SIBJISIIOTCS €JUHCTBEHHBIM HMCTOYHH-
KOM Hay4JHOW 000cHOBaHHOCTH. OHM OCOOEHHO CHJIBHBI TOTTIa,
KOTJIa COIJIaCYIOTCSl C CUCTEMAaTMUECKUMK 0030pamMU, KJIMHUYE-
CKMMHU UCCIIEIOBAHUSIMU U IPAKTUKON TPUMEHEHUSI pe3yJibTaTa.

O0630pbl M NepBHYHbIE HCCJIEJOBAHUS MOKA3BIBAIOT
YCTOMYHMBOCTH CBA3M.

Cucrematrueckue 0030pbl M METAaHAIMU3bl TAKKEe 3aHUMAIOT
Ba)kHOE MeCTO. VX IeHHOCTh COCTOUT B TOM, YTO OHU 0O0OIIIAI0T
HECKOJIbKO UCCJIEIOBAHUI U TIO3BOJISIIOT OIIEHUTh YCTOUYMBOCTD
CBSI3Y aHAJIMTA C KJIMHUYECKOU 3a1adyen. Ecim pasHble uccneno-
BaHM S, BBITIOJIHEHHBIE B Pa3HbIX IPYIIAX, MOKA3bIBAIOT CXOTHYIO
CBSI3b MapKepa C COCTOSTHUEM, 3TO YCUJIUBAET HAy4YHYI0 0OOCHO-
BaHHOCTh. Ecin ke 0030p BBISIBIISIET BBIPAKEHHYIO HEOJHOPO/I-
HOCTb, TIPOTUBOPEYHS, CIadble AU3aiHBI WM HECTaOMIbHOCTh



pe3yJIbTaToOB, 3TO TaK)Ke BaXXHO: TaKWe JIaHHbIC HE BCerja IMo3-
BOJISIIOT C/ENaTh YBEPEHHBIN BBIBOI M MOTYT TpeOoBaTh Oolnee
OCTOPOXXHOTO Ha3HAYEHUSI U3/ETIHSI.

JI71s1 HOBBIX aHAJIMTOB 0COOOE 3HAUYEHHE MMEIOT TIePBUYHBIC
KJIMHUYecKue uccienoBaHus. OHUM MOTYT TOKa3biBaTh CBSI3b
aHanMTa ¢ 3a00NeBaHMEM, CTaJuel mporecca, MPOrHO30M, OT-
BETOM Ha Tepanuio Wik APYyro MeAUIIMHCKOM 3aqaded. Ho ta-
KHe MCCIIe/IOBaHMS HYKHO OLICHUBATh 10 KayecTBy. BakHo, Kak
cchopmupoBaHa BHIOOPKA, KaK YCTAaHOBJICH KIIMHUYECKUH CTaTyC,
ObLT JIN HE3aBUCUMBIA KOHTPOJIb, HACKOJIBKO JOCTaTOUEH O0b-
€M JIaHHBIX, KAKOBbI KPUTEPHH BKJTIOUEHHS Y UCKJIIOUCHUSI, KaK
OITpe/IENISUTICh TIOPOTH, TIPOBOJMIIACH JIM BHEIITHSS TIPOBEPKA U
BOCIPOM3BOIMTCS JIM PE3YJIbTAT B IPYTMX MCCIeA0BaHUSAX. Yem
MeHee 3peJblii aHAJIUT, TeM OOJIbIIIe 3HAYCHUE UMeeT KpUTHYe-
CKad OIIEHKAa TaKUX JeTaJIei.

Mexanu3m mo/jjiep:KuBaeT 000CHOBaHHE, HO HE 3aMme-
HSIeT KJINHUYeCKHUe JaHHbIe.

JlaHHBIE O OMOTOTMYECKOM MeXaHU3Me MOTYT MOIePKUBAThH
HAay4YHYI0 OOOCHOBAaHHOCTb, HO OOBIYHO HE 3aMEHSIOT KJIMHUYe-
CKHMe naHHble. MexaHHCTUYeCcKoe 0ObsICHEHHE MOKa3bIBAET, T10-
yeMy CBsI3b aHAJIUTA C MPOIECCOM BO3MOXHA. Hampumep, skc-
TIPecCHsi OTPEIENICHHOTO OeJTka MOXeT OBITh CBSI3aHA C CHTHAJTb-
HBIM ITyTEM OITyXOJIH, MyTallusI — C MEXaHU3MOM PE3UCTEHTHO-
CTH, METabOJIUT — C HapylieHreM (DepMEeHTHOTO IyTH, aHTH-
Teja — ¢ UMMYHHBIM oTBeTOoM. Ho Ouonornyeckast mpaBaomo-
JIOOHOCTB caMa 1o ce0e He TOKa3bIBAET, YTO Pe3y/IbTaT MPUrOAeH



JUTSl KJIMHAYECKOoro npuMeHeHrs. OHa JIoJKHa OBITh CBSI3aHA C
JAHHBIMU, MTOKA3bIBAIOIIMMHU BOCIIPOU3BOAUMYIO U KJIIMHUYECKH
3HAYUMYIO CBSI3b.

OcoOy1o rpynmy COCTaBJISIIOT KOHCEHCYCHbIE JOKYMEHTHI U
9KcnepTHble MHEHHA. OHM 4acTO KCHOJIBb3YIOTCSA B OHKOJIOTUH,
reHeTuKe, WH(EKIIMOHHOW JTMarHOCTUKE, PEIKUX 3a00JIeBaHM-
X W jaboparopHoi MeauiimHe. VIX 3HaueHue oCOOEHHO Beju-
KO TaM, e IpsiMble KJIMHUYECKUE UCCIIEIOBAHUS OTPAHUYEHBI,
a MHTEepIIpeTanys pe3ysbrata Tpedyer mpodecCHOHAIBHOTO CO-
rnamenus. Hanpumep, knaccuprkanyss reHETUYECKUX BapyaH-
TOB, YPOBHU KJIMHUYECKOM 3HAYMMOCTHM COMATUYECKHX MYyTa-
MK wid podeCCUOHAIbHbIE PEKOMEHIAllMK 10 UHTepIpeTa-
U1 MOP(OJIOTMYECKUX MPU3HAKOB MOTYT UTPaTh BAXKHYIO POJIb
B Hay4HOW oOOcHOBaHHOCTH. Ho M 371ech HEOOXOIUMO yUUTHI-
BAaTh, HACKOJIKO JIOKYMEHT aKTyaJIeH, Ha KaKMX IAHHbIX OCHOBaH
KOHCEHCYC Y IIPUMEHUM JIM OH K 3asIBJICHHOMY Ha3HAUYEHUIO U3-
TSI,
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Pe3synbTat Ans Hay4YHOi 060CHOBaHHOCTH

VICTOUHMK AaHHBIX GOPMMUPYET OCHOBY ANS 0GOCHOBAHNA KOro CMbICna

% [ocToBepHasn U y6eauTenbHas CBA3b aHaNUTa C K/IMHUYECKOI 3apaveit

Pucynok 12.1. Kak uCTOUHMK JaHHBIX MOAJEPKUBAET HAYy4-
HYI0 0OOCHOBaHHOCTb.

JI7151 HEKOTOPBIX M3/IENUI ICTOYHUKOM Hay4YHOW 0OOCHOBaH-
HOCTH MOTYT OBITh JaHHBIE O KJIIMHUYECKOM MapIipyTe. ITO 0Co-
OEHHO Ba’)KHO /7151 CKPUHMHIA, MOHUTOPUHIA U U3JEJIUI, Pe3yiib-
TaT KOTOPBIX 3aIyCKaeT MOC/Ienyollee AeUCTBUE. B Takux ciy-
yasgx HYXKHO IOKa3aTh U CBA3b AHAJIUTA C COCTOSTHUEM, U MECTO
pe3yJsbTara B IENOYKE MEIULIMHCKUX perienui. Harpumep, niep-
BUYHO TOJIOKUTENIbHBIN PE3YJIbTaT B HEOHATAJIbHOM CKPUHMHIE
HE SIBJISETCS OKOHYATEeJIbHBIM JIMarHO30M, HO HAyYHO OOOCHO-
BaH KaK CUTHaJI JJIs1 IOBTOPHOTO WX NOATBEPKAAOILIETO JTara.
Takast posb JOKHA TIONTBEPKAATHCS M OUOTOTMUYECKOU CBSI3BIO



Mapkepa ¢ 3a001eBaHiEM, U JAHHBIMU O TOM, YTO PaHHEe BbIsIB-
JICHHE U MOCIIENYIoIIee ASUCTBUE UMEIOT MEIULMHCKUU CMBICII.

Ha pucynke 12.1 noka3zaHo, 4TO OAWH U TOT K€ UICTOYHUK MO-
’K€T UMETh Pa3HbIil JOKa3aTeJIbHbIA BEC B Pa3HbIX KOHTEKCTaXx.
Hanpumep, cucremarnyeckuii 0030p 1Mo AUarHOCTUIECKON TOY-
HOCTU MapKepa MOXeT OBbITh CUJIBHBIM HCTOUYHUKOM JUISl JTha-
THOCTUYECKOI'O Ha3HAuY€HMs, HO HE 3aKpbIBaTh BOIIPOC O IPO-
rHO3e WM BbiOOpe Tepanuu. KimHuueckas pekoMeHarus Mo-
JKET NOATBEP:KAATh MECTO pe3y/IbTaTa B CTaHJAPTHOM MaplpyTe,
HO He 0OOCHOBBIBATH HOBBIW THIT MaTepraia. [leppuuHoe ucce-
JOBaHHE MOXET OBITh YOCJAUTEJIbHBIM ISl OHOM TOMYJISIIIAN U
HEMPUMEHUMBIM 151 Apyrou. [103ToMy MCTOUHMK TaHHBIX BCe-
rJa HY)KHO “NpUBS3bIBATh” K KOHKPETHOMY BOIIPOCY Hay4YHOM
00OCHOBAaHHOCTH.

BaxHBIM HCTOUHUKOM MOTYT OBITh JIAaHHBIE TIO AaHAJIOTUYHBIM
JUArHOCTUYECKUM TNoaxoaaM. Eciiu orpenieneHHbIN aHaIUT yke
UCTIOJIb3YETCS B KJIMHUYECKOW MPAKTUKE, JaHHbIE MO CYIIECTBY-
IOIIMM U3JEHSIM, METOJaM WM JIAOOPaTOPHBIM TOAXO0IaM MO-
I'yT NOAAEP/KUBATh HAYYHYI0O 0OOCHOBAaHHOCTh. OJJHAKO UX POJIb
HYKHO orpaHnuuBarb. OHM MOMOIalT MOATBEPAUTH KJIMHUYE-
CKUI CMBICJT aHAJIUTA WU TIO/IXOIa, HO HE JIOKA3bIBAIOT ABTOMa-
THYECKH 3(PHEKTUBHOCTh HOBOTO M371eusl. OCOOEHHO OCTOPOK-
HO CJIElyeT UCIIOIb30BaTh TAKUE JaHHbIE, €CJIU HOBOE W3JIENINe
uMeeT JPYroil TWIl MaTepuasa, UHOW MPUHIMI OOHAPY:KEeHUs,
MHOM NOPOT, IPYrylo MPOrpaMMHYI0 UHTEPIPETAIMIO WU 3as1B-
asiet GoJee MUPOKYI0 KIMHUYECKYIO POJTb.



JJIs airopuTMHU4YECKOro pe3yjbTaTa HY»KHO 000CHO-
BbIBaTh UTOTOBbIi BHIBO/I.

JI71s1 aIrOpUTMUIECKUX M TIPOTPAMMHBIX U3 HICTOUHUKN
Hay4YHOU 000CHOBAaHHOCTU MMEIOT CBOM ocoOeHHocTH. Eciu uto-
TOBBIA Pe3y/IbTaT (POPMUPYETCS AJITOPUTMOM, UCTOUHUKH JIOJIK-
HBI TTOATBEPK/IaTh HE TOJIBKO KJIMHUYECKHIA CMBICIT BXO/IHBIX T1a-
paMeTpoOB, HO U KJIMHUYECKOE 3HAUECHHE UTOTOBOTO BhiBOfa. Ha-
npuMep, eci MOJeb OObEIUHSIET HECKOJIBKO JTaOOPaTOPHBIX
TIOKa3aTeliel 1 BhIIaeT KaTerOpUI0 PUCKa, JIMTepaTypa Mo Kaxo-
MY OTAEIPHOMY TIOKA3aTestio He SBJIsieTcs JocTatouHoi. HyKHbI
JaHHBIE, TOKA3BIBAIINE, YTO UMECHHO KOMOMHAIIUS TIPU3HAKOB
Y TIPaBWIO KJIACCU(PUKAIIMY CBSI3aHbI C MEIMIIMHCKON 3aj1aueil.
3TO MOXKET ObITh OIMyOJIMKOBAHHAS Pa3paboTKa MOJIENN, HE3aBH-
cUMasi TIPOBEPKa aJITOPUTMA, KJIMHUYECKOE MCCIIEIOBaHNE WJIH
BHEIITHSISI BAJIMJIAIMS HA PeJIeBaHTHOW BBIOOPKE.

B penkux 3a005eBaHUsX, HEOHATAILHOM CKPUHUHIE U HEKO-
TOPBIX OHKOJIOTMUECKHUX CUTYAIIUSIX PSIMbIE IAHHBIC MOT'YT OBITh
orpaHvueHbl. B Takux ciyvasix HaydHast 0O0OCHOBAaHHOCTh YacTO
opmupyercss U3 HECKOIBKUX MCTOYHUKOB: JTAHHBIX O IATOTre-
He3e, KJIMHUYEeCKUX OIMMCAHUM, PErrMCTPOB, KOHCEHCYCOB, OMO-
OGaHKOBBIX MAaTepPHUAJIOB, aPXUBHBIX MOATBEPKACHHBIX CITyYaeB 1
MPAKTUKU CHEUATM3MPOBAHHBIX IIEHTPOB. Takas JoKa3artesib-
Hasi 6a3a MOKET OBITh IPUEMJIEMO, HO OHA JIOJKHA OBITh YECTHO
ornrcana. Heo6xomumo ykaszarh, Kakue JJaHHBIEC SIBJISIOTCS MpSi-
MBIMH, KaKue MOJePKUBAIOIIMMH, KaKKE UMEIOT OrPaHUUCHUST
Y KaKue BOIPOCH OCTAIOTCSI OTKPBHITHIMHU.



Cxema 12.1 — OcHoOBHBI€ HMCTOYHHKH JAHHBIX JIsI
YCTAHOBJIEHUSI HAYYHOII 000CHOBAHHOCTH

— Kiunnnueckue pexkomenganuu — 4Ymo mooxcem noo-
maeporcoams: [IpuzHantyo KAUHUMECKYIO PONb AHAAUMA U Me-
cmo pe3yavmama 6 meOuuuHckom mapuipyme ; OcHoeHwle ozpa-
HuueHusi: Mozym He OMHOCUMbCSL K KOHKPEMHOMY MAmepuany,
NONYASUUU UAU HOBOMY HAZHAUEHUIO .

— Cucrematnyeckue 0030pbl 1 MeTaaHAIN3bl — Ymo
MOXHCEN NOOMBEPHCOAmy. Y cmouuueocms 853U AHAMMA C CO-
CcmosiHuem uau KauHuueckoii 3adaueli ; OCHO8HbLE 02PAHUUEHUSL:
3asucsim om kawecmaa u 0OHOPOOHOCHIU BKAIOUEHHBIX UCCNE)0-
B8AHUIL.

— IlepBuyHbIe KJIMHHYECKHE HCCJOeA0BaHUA — Ymo
Moxucem noomeaepycoams: IIpsmyro cés13v6 anacuma ¢ cocmo-
SHUEM, NPOZHO30M, OMEEMOM HA MEPAnuIo UM UHOU 3adaueil
OcnogHble ozpanuuenusi: Mozym 0vimo oepanuuervl OU3AHOM,
8bI00PKOTl, CMEULEHUSIMU U OMCYMCMBUEM BHEUHe20 NOOMEep-
JHCOEeHUSL.

— KoHceHcycHbIE TOKYMEHTBHI U SKCHEePTHbIE KJIacCH-
dukammu — Ymo moxcem noomeepycoams: Ilpuznannyio
UHMEPNPEMAyUI0 pe3ynbmama Uil KAUHUYECKYO 3HAYUMOCHb
npusraxa; OcHoeHble ozpanuuenust: Tpedyiom oueHku akmy-
ANLHOCMU U OCHOBAHUSL KOHCEHCYCA .

— JlanHble 0 OHOJOTHYECKOM MexaHusmMe — Ymo
Moxucem noomeepicoams: buonozuueckyro npasdonooodHocms



ces3u ananuma c npoveccom; Ocnosnvie ozpanuuenus: He 3a-
MEHSIOM KAUHUUECKOe NOOMBEPHCOEHUE .

— JlanHble MO aHAJOrMYHBIM noaxogam — Ymo mo-
aocem noomeepxcoamn: [1000epicKy KAUHUMECKO20 CMbICAA
ananuma unu memooa; Ocnosnwle ozpanuuenusi: He ooxasviea-
10 A8IMOMAMUYECKU NPUMEHUMOCTb K HOBOMY U30EAUIO .

— PerucTpsl U JJaHHBbIE CHENUAIU3HPOBAHHBIX I€H-
TPOB — UYmo mooxxcem noomeeporcoamn: Ceederusi no peoKum
COCMOSIHUSIM, 8APUAHMAM U KAUHUMeCKUM cueHapusim ; OCHO8-
Hble 0zpanuuenusi: Boamooicnvl Henoanoma, cenekyus cayuaes
U 02PAHUMEHHAS, NEPEHOCUMOCTTD .

— JlaHHble peanbHOll NPakTUKN — Ymo moodcem noo-
maepycoams: Pakmuueckoe UCNONbI0BAHUE PEYAbIMAMA 8
Kaunuueckom mapuipyme;, OcHosHnvle ozpanuuenus: Tpeoyiom
OUeHKU Kauecmea, NPOCAeHCUBAEMOCU U NOAHOMbL OAHHbBIX .

— JlaHHBIE 0 ANTOPUTMHYECKUM MOeJsiM — Ymo mo-
acem noomeepoicoams: Kaunuueckoe 3nauenue umozo8ozo um-
Oexca uau kamezopuu pucka; Ocrnoenule ozpanuvenus: Hysxcna
He3a8UCUMAsL NPOBEPKA U OUEHKA NPUMEHUMOCTIU K UeAe8Ol NOo-
nYASUUL .

Hanuume ucTouyHMKa U3 TOI CXeMbl HE O3HAYaeT aBTOMATH-
YeCKOW JOCTAaTOYHOCTH HAay4yHOW 0OOCHOBaHHOCTH. Hampumep,
KJIMHUYECKasi PEKOMEHJallsi MOKET ObITh CHJIbHBIM HMCTOYHM-
KOM, €CJIM OHA MPSIMO OTHOCUTCS K 3asIBJIEHHOMY MTPUMEHEHUIO
uzaenus. Ho ecnu usnenue 3asBiieHO 1J1s1 HOBOW POJIM PE3yJib-



TaTa, Takas PEeKOMEHJAIMsI MOXET BBIIIOJHATh TOJBKO MOAAEp-
)uBaoIyio ¢pyHknuio. [leppruuHoe mccienoBaHne MOXET ObITh
Ba)XHBIM, €CJT OHO PEJIEBAHTHO M KAYeCTBEHHO BBHITMIOJIHEHO, HO
c1abbIM, €ClT OCHOBAHO Ha MaJjioll BHIOOpKE U He MOATBEpke-
HO He3aBUCHUMO. [laHHBIe peasbHOM MPAKTHKHA MOTYT OBITh LIeH-
HBIMU, €CJIM OHU MPOCTICKUBAEMBI U OTHOCSTCSA K (DAKTUYECKO-
MY KJIMHIYECKOMY MapIIpyTy, HO HEOCTATOYHBIMU, €CJTA B HUX
HEesICHO oIpe/iesieH KJIIMHUYECKUI CTaTycC.

OreHKa MCTOYHMKOB JIs HAQyYHOH OOOCHOBAHHOCTH JIOJIK-
Ha yYUTHIBATh aKTyaJbHOCTb. B OBICTPO pa3BUBAIOMIMXCS 00-
JIaCTAX JAQHHBIE MOTYT yCTapeBaTbh. DTO OCOOEHHO XapaKTEpHO
IJ1S1 MOJIEKY/ISIPHOM OHKOJIOTMM, TeHETUKH, MHTEPIIPETaluy Ba-
PUAHTOB, MH(PEKIIMOHHON TUarHOCTHKH U aITOPUTMUYECKUX CH-
creM. Mapkep, KOTOpHIii paHee pacCMaTpPUBAJICS KaK HepCreK-
TUBHBII, MOKET YTPATUTh 3HAUSHUE TIPY TIOSIBJICHUY HOBBIX JaH-
HbIX. HanmpoTuB, nmokaszaresb, KOTOpBI paHbIlle MMeJ OrpaHH-
YEeHHYIO POJIb, MOXET TMOIYy4UTh OoJiee CHIIbHOe OOOCHOBaHME
TIOCJIe TIOSIBJICHUSI HOBBIX KIIMHMYECKHUX MCCIESIOBAHUI WM pe-
koMmeHpanui. ITostomy Hay4Hasi 0OOCHOBAaHHOCTb JJOJI)KHA OIH-
paThCsi Ha aKTyaJIbHBI MAacCHB JIAaHHBIX, 4 HE TOJIBKO Ha UCTOPH-
Jyeckue MmyOIMKaIum.

Eme omHa BaxHas 3amaya — pa3nnyaTh MCTOYHHMKH, TOM-
TBEPIK/IAIOIIUE CaMy CBSI3b aHAIUTA C COCTOSTHIEM, U UCTOUYHUKH,
HOATBEPKAAIOIIME TIPaBUIIO MHTEpIpeTaly pesynbrata. MHo-
I7la aHAJTUT KaK TaKOBOW XOpOIIO OOOCHOBaH, HO IMOpPOT, Ka-
TErOpHsl WM AITOPUTM MHTEPIPETAUU TPEOyIOT OTIETBHOTO



noATBepxaeHUs. Hanmpumep, ypoBeHb ToKazaTessi MOXET ObITh
CBSI3aH C 3200/IeBaHUEM, HO KOHKPETHBIN AUarHOCTUYECKHIA TIO-
pOT JIOJKEeH ObITh 000CHOBAH OT/IEIbHO. MyTarysi MOKeT UMETh
KJIMHUYECKOE 3HAY€HHWE, HO TMPaBUJIO BKJIIOUEHUs €€ B OTYeT
JOJKHO YUUTHIBATh KJIaCCU(DUKALIMIO BAPUAHTA U KJIMHUYECKUIA
KOHTEKCT. AJITOPUTM MOXKET MCMOJIb30BaTh U3BECTHHIE MTAPAMET-
pbl, HO UTOTOBasi KaTeropus prcka TpedyeT OTACTBHOU MPOBEP-
K.

[Tpn moAroToBKe A0Ka3aTebHON JOKYMEHTAIUA MCTOYHUKU
JaHHBIX JUISI HAYYHON OOOCHOBAaHHOCTH HYKHO HE TPOCTO Tie-
pEUuCATh, a TPYNIUPOBATh MO JoKazaTeabHou (pyHkimu. O-
HU WCTOYHUKH TOATBEPKIAIOT OMOJIOTMYECKYI0 OCHOBY CBSI3HU,
Jpyrue — KJIMHUYECKYIO pOJib pe3yJibTara, TPETbd — MPUMEHU-
MOCTbh K KOHKPETHOW MOMYJISIIIUK, YeTBEPThle — 3HAUEHHUE TO-
pora wiv npaBujia UHTepPHpeTalluy, MAThie — MECTO pe3y/ibTara
B MapiipyTe naruenTa. Takasi rpynmnupoBKa AejiaeT BbIBOJ Ooee
MIPO3PAavYHbIM 1 TIOKA3BIBAET, KAKUE IEMEHThl HAyYHOH 00OCHO-
BAaHHOCTH TMOATBEP:KACHbI HAZIEKHO, 4 KAKKUe OCTAIOTCSI OTPaHU-
YEHHBIMU.

BaxHO Takke He CKphIBaTh cjadble U MMPOTUBOPEUMBHIC JTaH-
Hele. Ecu B jmrepatype MMEITCS WCCIEA0BaHUs, KOTOpbIE
HE MOATBEPKAAIOT CBA3b aHAINWTA C 3asBJICHHOM 3a[1a4ei, OHU
JOJDKHBI OBITh PACCMOTPEHBbI. VITHOpHpOBAaHWE TaKWX JAHHBIX
Jenaer oOOCHOBaHUE CeJeKTHMBHBIM. KoppekTHee OOBSCHUTSH,
MOYEMY pe3yJIbTaThl Pa3IMYyaloTCs: BO3MOKHO, MCCIIEI0BAHMSA
BKJIIOUAJIM pa3Hble TOMYJISAIUN, MaTephasibl, METO/bl, MOPOru



WY KJIMHWYEeCKe poiu. Ecii mpoTuBOpeunst HEeBO3MOKHO 00b-
SICHUTb, 9TO JOJDKHO OTPAaHUYMBATH CUJTY BBIBOJIA O HAYYHOU
00OCHOBaHHOCTH.

B wurtore BHIOOp HMCTOUHMKOB ISl YCTAaHOBJIEHUS HAy4HOMN
00OCHOBAaHHOCTH 3aBUCHUT OT 3PEJIOCTH aHAJIMTA U 3asIBJIEHHOTO
Ha3HAYeHUs U3/ieusl. [{71s1 XOpoIo N3y4eHHOTO aHATUTA JIOCTA-
TOYHO HAJIeKHOTO IOKYMEHTHPOBAHUS U IEMOHCTPAIIH TIPUME-
HUMOCTHY MPU3HAHHBIX UCTOYHUKOB. [lJIs1 HOBOTO aHajIMTa Tpe-
Oyetcs Oojiee TITyOOKHWI aHAIM3 IIEPBUYHBIX JAHHBIX 1, BO3MOX-
HO, TeHepallvsi HOBHIX JIOKA3aTeNIbCTB. [[sl allropuTMU4YecKoro
pe3yJbTaTa Hy’KHO TIONTBEPKIAaTh HE TOJBKO BXOJIHBIC MapaMeT-
Pbl, HO ¥ UTOTOBBII BBIYKCIIsIEMbI BBIBOA. Bo Beex ciyyasix uc-
TOYHHUK JTAaHHBIX JIOJKEH OTBEYaTh HA KOHKPETHBIM BOMPOC: T0-
yeMy pe3yJIbTaT M3/Ie/vst UMeeT MeIUITUHCKUN CMBIC]T UMEHHO B
3asIBJICHHOM NPHMEHECHUY.

Hror riaasbl

VIcTOYHMKY TaHHBIX 1S yCTAHOBJICHUSI HAYYHOW OOOCHOBAH-
HOCTU JIOJDKHBI TIOATBEPXKIATh CBSI3b QHAJUTA WM WHOTO 00b-
€KTa WCCJIeJIOBAaHUS C KJIIMHUUYECKUM COCTOSIHUEM, (PU3UOJIOTH-
YEeCKUM WJIM MATOJIOTMYECKUM IPOIECCOM JTMO0 MEeIUITMHCKON
3agaveil. K TakuM MCTOUHMKAM OTHOCATCS] KJIIMHUUYECKHE PEKO-
MEHJIAIUY, CUCTeMaTuYecKue 0030pbl, TIEPBUYHBIC MCCIIEIOBA-
HUS1, KOHCEHCYCHBIE JOKYMEHTBHI, JaHHbIe O OMOJIOTMUYECKOM Me-
XaHU3Me, JIaHHbIE 110 aHAJIOTUYHBIM TOJIXO/1aM, PETUCTPHI, JaH-
Hble peaJbHON MPAKTUKU U MaTepHuasbl M0 aJrOPUTMUYECKUM
Mozensam. VX okazarenibHasi CHJla ONpeiesisieTcs He Ha3BaHM-



€M UCTOYHHKA, a €0 IPUMCHHUMOCTBIO K HA3HAYCHUIO U3ACIINA,
KJIMHUYECKOU POJIn pe3yJibTaTa, TUITY MaT€pualia, Momyjadiun 1
MMpaBUJ1y UHTCPIIPETALIUUA.



I'naBa 13. /IutepaTrypHbIil NOUCK
1IJIsl HAYYHOHl 000CHOBAHHOCTH

JIuTepaTypHbIii NONCK J0JLKEH OTBeYaTh HA KOHKPET-
HBII J0Ka3aTeJIbLHbII BOMPOC.

JlutepaTypHBIf TTOUCK MPH YCTAaHOBJIEHUHM HAyYHON OOOCHO-
BAHHOCTH OTJIMYAETCS OT OOIIETO ITOMCKA KJIMHUYECKUX JOKa3a-
TenbeTB. Ero 3amaua coctouT He B TOM, 4TOOBI COOpaTh BCE BO3-
MOJKHBIE CBEIEHHS 00 U3JEINHU WA METOJIE, a B TOM, YTOOBI OT-
BETHTh Ha OoJiee KOHKPETHBIA BOMPOC: TOATBEPXK/ICHA JIU CBS3b
aHaJINTa WIA MHOTO 0OBEKTA UCCIIENOBAHNS C KIMHUYECKUM CO-
CTOSTHUEM, (PUBUOTIOTMIECKUM WJTH MATOJIOTMIECKUM MTPOIIeCCOM
00 MEIUIIMHCKON 3afauel, 3asBJIeHHON 1151 usaenus. [1osto-
MY TaKOH MOMCK JOJKEH CTPOMTHCS HE BOKPYT TEXHOJIOTHMM Kak
TaKOBOM, a BOKPYT KJIMHUYECKOTO CMBICIIA OIPEAEIsAEMOro 00b-
eKTa.

Ha mpaktuke 310 paznmuume 4acto TepsieTcs. Paspaborumk
MOXET MCKaTh MyOJMKAIMK 10 HA3BaHUWIO aHAJIMTa, TeHa, Oel-
Ka, MUKPOOPraHM3Ma MM METOAa M IOJIydaTh OOJIBIION Mac-
CHB MCTOYHMKOB. HO 3HauMTenpHas 4acTh TaKUX IMyOJTMKAIANA
MOXET He OTBeYaTh Ha BOIPOC HaydyHOW 0O0CHOBaHHOCTH. Of1-
HU pabOThI MOTYT OBITH TIOCBSAIIIEHBI AHAJIMTUYECKON METOIMKE,
apyrue — (pyHIaMeHTaIbHOMY MEXaHU3MY, TPETbH — IKCIIEPH-
MEHTaJIbHBIM MOJIEJISIM, YeTBEPThIE — JIPYTOW MOMYJISIIUY WA



apyromy Matepuaiy. I[loatomy pe3yabTaTUBHOCTb IOMCKA OIpe-
JeJIsSieTCsl He KOJIMUECTBOM Hal/IeHHBIX MyOJIMKaIUid, a TeM, Ha-
CKOJIKO TOYHO C(POPMYJIMPOBAH BOIPOC.

Bonpoc noncka Heab3si CTPOUTH TOJbKO BOKPYT Ha3Ba-
HHUS aHAJIUTA.

Jnsg HayyHOW OOOCHOBAaHHOCTH BOMPOC TIOMCKA JIOJIKEH
BKJIIOYATh HE TOJIBKO AHAJIUT, HO U KJIMHUYECKYIO POJIb PE3YJIbTa-
Ta. Eciiv aHamMT ucnosnb3yercs AJ1s AMarHOCTUKU, HY)KHO UCKATh
JAHHBIE O €r0 CBSI3U C HAJIMYUEM WA OTCYTCTBUEM COCTOSIHUSI.
Ecnu oH ucnonb3yercs 1711 CKPUHUHIA, HYKHBI JaHHBIE O BO3-
MOXHOCTH BBIJISJIUTh TPYIITY, TPEOYIOIIYIO AaTbHEHIIEro Moj-
TBepKJIeHUs1. Eciiu pe3ynbTar nmpeiHa3HayeH /151 MOHUTOPUHTA,
Ba)KHA CBSA3b C JMHAMMKOMW MPOIIECCca WM OTBETOM Ha JieUeHUe.
Ecnu nznenue 3asBi1eHo JI71s1 BHIOOpa Teparvu, KJII0YeBbIMU CTa-
HOBSITCS JaHHBIE O TPEIMKTUBHOM poJiv aHanuTa. OJIMH U TOT ke
AQHAJTUT B 9THX Pa3HBIX POJISAX TPeOyeT pa3HbIX MOMCKOBHIX CTpa-
TErUi.

Hanpumep, Nouck no MoJIeKy/IspHOMY MapKepy B OHKOJIOTUA
MOJKeT JAaTh MyOJIMKAI|K O €ro YaCTOTE B OMYXOJISX, CBSA3H C MPO-
THO30M, POJIM B BHIOOpE TEpaIiu, MEXaHU3Me PE3UCTEHTHOCTH,
MeTofax OOHApyKEeHUs U JaHHBIX 10 pa3HbIM THIIaM MaTepHa-
na. Bce 3TH UCTOYHUKY MOTYT OBITh TIOJIE3HBI, HO HE OIMHAKOBO.
Ecnu uzienvie 3asiBieHo 1151 BLIOOpa Teparnuu, rIaBHBIMU Oy1yT
JTaHHbIE, CBA3BIBAIOIIIME PE3Y/IbTAT C OTBETOM Ha KOHKPETHOE Jie-
YeHHE WJIM BKJIIOUEHUEM MallMeHTa B ONpe/ie/IeHHbIN TepareBTu-
YecKUd mMapuipyT. Eciiv u3nenue 3asBiaeHO 11 TUArHOCTHKU,



NPUOPHUTET OYyNIET Y TAHHBIX, MOATBEPKAAIONINX CBSA3b MapKepa
¢ 3a001eBaHUEM WJT MOJIEKY/ISIPHBIM TIOATHTIOM.
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Bonpoc noucka:
«MopTBepXxaeHa nu cBA3b [aHanuT] ¢ [kNMHKMYecKasn 3apaval
ansa [ponb pesynbrara] B [MaTepuan] y [nonynauyusal]?»

Pucynok 13.1. ®opmupoBaHue 3anpoca JUTEpaTypHOro Mo-
UCKa ISl HAyYHOI 0OOCHOBAaHHOCTHU

Ecim wu3 BOIIpOCa HMCKJIIOUYCHbBI MaTepuall, IOIyJIAluss H
KJIMHUYECKaA pOJib, HaﬁHCHHLIC ny6n1/11<au1/11/1 MOT'YT OKa3aTbCA



CITUIIIKOM Pa3HOPOAHbIMU. Takol MaccuB OyJeT TPYAHO UCTIONb-
30BaTh ISl UTOTOBOTO BBIBOJIA, TIOTOMY UTO OH OYJIET COflepKaTh
JJaHHbIE O Pa3HbIX MEJUIIMHCKUX CHUTYAlUSIX, KOTOPbIE HENb3s
MeXaHU4YEeCKH OOBETUHST.

Ocoboe 3HaueHre UMeeT TUTT KIIMHIYECKOro Matepuaia. [1pu
YCTaHOBJICHUH HAYYHOW OOOCHOBAHHOCTH BaXXHO ITOHUMATh, T7Ie
MMEHHO OIpeJeNseTCs] aHAIUT M Kak 3TO BJIUSET Ha KIMHUYE-
CKUM CMBICJ pe3y/ibTaTa. [JaHHbIe 10 CBIBOPOTKE HE BCEr/a MpHU-
MEHHUMBI K IJIa3M€, 1I€JbHOW KPOBU, MOYE, Kally, CyXOMY IST-
HY KPOBU, TKAHEBOMY MaTepHajy Wiu mudpoBoMy HU300pake-
HUI0. B MOJIEKyJISIPHON OHKOJIOTMY JAHHBIE 11O OITyXOJIEBOM TKa-
HU HE BCEI/1a MOXKHO NIEPEHOCUTh HA LIMPKY/IUPYIOIILYIO OITyX0JIe-
By1o IHK B ruiazme. B muk pobuosnorum oOHapykeHre MUKPOOP-
raHr3Ma B CTEPWIBHOM M HECTEPUJIBHOM JIOKYCE UMEET Pa3HbIU
KJIMHAYECKUI cMbIc. [ToaToMy MaTtepuat JI0JKeH ObITh yUTeH
yke Ha 3Tane )OpMHUPOBaHUs IOUCKOBOTO 3aIIpoca.

LleneBas momysisMs Takke BJIMSET Ha NMOUCK. Ecim uzne-
JIvie TIpeIHA3HAYCHO IS MAIUeHTOB C CUMITTOMAaMHU, ITyOJIMKa-
MU TI0 YK€ JAUArHOCTUPOBAHHOM WJIM KJIMHUYECKU MOHO03pPU-
TeJIbHOM TPyIIe MOTyT ObITh pejieBaHTHBIMU. Eciu uznenve 3a-
SIBJIGHO JUIsl CKPUHUHIA, HY)KHO MCKATh JIaHHbIE MO MOMYJISILIN-
SIM C HU3KOM PacpOCTPAHEHHOCTBIO COCTOSIHUSA, 110 MEPBUYHO-
My OTOOpY M MOATBEpXkIaoIeMy MapiipyTy. Ecim peus uger o
HOBOPOX/IEHHBIX, IETSIX, OepEMEHHBIX, UMMYHOKOMITIPOMETHPO-
BaHHbBIX MAIMEHTaX, JOHOPaX WJIM MallMeHTax Ha TEPAIu, TOUCK
JOJDKEH YIUTBIBATh UMEHHO 3Ty rpymity. MiHade HayyHast 00oc-



HOBAaHHOCTh OyJIET OMUpaThCsl Ha JaHHBIE, KOTOPbIE HE TOJIHO-
CTBIO COOTBETCTBYIOT HA3HAUEHUIO U3JIENHSI.

IMouck M0/2KeH OBITH BOCIPON3BOUMbIM

[Touck AOMkKEH YYUTHIBATh W MPABWIIO MHTEPIIpPETAIlK pe-
3ysbTara. [Jisi KoM4YeCTBEHHBIX MOKa3aTe/iel BaKHO MCKATh KaK
CBSI3b AHAJIUTA C COCTOSIHUEM, TaK U TJAHHbIE O TOPOrax, IMarna3o-
Hax, JUHAMUKE U KJIMHUYEeCKOM 3HaueHUH u3MeHeHui. [{ns ka-
YECTBEHHBIX TECTOB BaJKHBI JIAHHBIE O TOM, KaK TIOJIOKUTETbHBIMN,
OTPUILIATEIIbHBIN, COMHUTEIbHBIA WM MOTPAaHUYHBINA PE3Y/IbTaT
CBSI3aH C KJIMHUYECKUM BBIBOJIOM. /151 alrOpuTMUYEeCKUX U3ze-
JIVIA HY’KHO MCKaTh JIAHHBIE U TIO OTAEIbHBIM BXOJHBIM TTapaMeT-
pam, ¥ TI0 UTOTOBOMY MHJEKCY, KaTeTOPUU PUCKA WJIM TIPABUITY
KJIacCU(DUKAIIUH.

Cxema 13.1 — DuemMeHTHI NOUCKOBOIl CTpaTeru npu
YCTAHOBJIEHIH HAYYHON 000CHOBAHHOCTH

— AHAJUT WIH 00beKT ucciaeqoBanusas — Ymo ciaedy-
em yuumwleamuw: Hazearue, cunonumbwl, ycmapesuiue 0003Have-
HUSL, MeAHCOYHApoOHble obo3Hauenus ; Ipumep ymounenus: be-
NOK, 2€H, 8apPUAHM, MUKPOOP2AHU3M, AHMUZEH, AHMUMENO, UH-
oexc.

— Kiunuveckoe cocrostnue uiam npouecc — 4Ymo cae-
oyem yuumuleamsv: 3abonesarue, CUHOPOM, PUBUONOUUECKOE
cocmosiHue, namonoeuueckuii npouecc ; Ilpumep ymounenus:
Ungpexuus, onyxonv, memabonruueckoe HapyuieHue, UMMYHHbIL
omeemn.

— Kunnnueckas poab pesyibrata — Ymo caedyem



yuumuleamsw: /[uaznocmurd, CKpUHUHz, MOHUMOPUH2, NPOZHO3,
6b100p mepanuu, cmpamugpuxauusi;, [lpumep ymounenus: /ua-
2HOCIUKA, CKPUHUHZ, MOHUMOPUHZ, NPOZHO3. .

— Tun matepuana — Ymo caedyem yuumwieamno: Mam-
puya u ycrosus noayuerust oopasua ; Ipumep ymounenusi: Col-
6opomKa, naazma, MKamsv, cyxoe NIMHO Kposu, Ma3okK, u3oopa-
JHcerue.

— onynssuuss — Ymo caedyem yuumwvieams: Bozpacm,
KAUHUMEeCKAs 2pynnd, cmaous, Cmamyc AeueHusl, pUcK-zpynna;
Ilpumep ymounenus: Hosopooicoerntvie, 0OHOPbL, CUMNMOMHbLE
nayuenmvl, NayUeHmvl Ha Mepanuu .

— IIpaBuno untepnperamun — Ymo caedyem yuumot-
eambu: [lopoz, kamezopus, unoexc, ounamuxa, arzopumm; Ipu-
mep ymounenusi: Cut-off, risk score, variant classification, fold
change.

— HUcrounuku gaHHbIXx — Ymo caedyem yuumuwvieamo:
ba3zvl dannvix, pekomenoauuu, 0630pel, nepsuutbvle UCCAE008d-
Hus, KoHceHcycol;, IIpumep ymounenus: PubMed, pexomernoa-
uuu obuecms, 6a3vl BAPUAHIMOB8, Pe2UCTIPbL.

BbIOOp MCTOYHMKOB 3aBUCHT OT 3pesoCTH aHaiuTa. i xo-
POIIIO M3YYEeHHBIX aHAJMTOB Ba)KHOE MECTO 3aHUMAIOT KJIMHU-
YecKHe peKOMEH AN, CUCTeMaTUIecKre 0030Pbl 1 KOHCEHCYC-
Hble TOKyMeHThI. [Iorck B 3TOM ciy4ae JOMKEeH BBISIBUTH, Kak
MMEHHO pe3y/IbTaT UCHOIb3YeTCs] B MEIUIIMHCKON MPAKTUKE U
HE BBIXOAWT JIM 3asIBJICHHOE Ha3HAYEHWE W3JIeHs 3a Mpeesibl
NPU3HAHHOK posi aHaimTa. [[1s1 HoBOrO aHammTa OoJblnee 3Ha-



YeHHe MPHOOPETAIOT MEPBUYHbIE MCCIIEIOBAHMSI, He3aBUCHMBbIE
MOATBEPKICHUSI, IaHHbIE O MEeXaHU3Me, paHHUE KJIMHUYECKUe
pabOThl M KMCCIICIOBAaHMS, MTOKA3bIBAIINE CBA3b pe3yJbTara C
MEIUIIMHCKON 3aa4en.

[Tpu moucke 1Mo HOBBIM aHAJIMTAM OCOOEHHO Ba)KHO HE Orpa-
HUYMBATHCS MMOJIOKUTEIFHBIMU MyOUKalusaMu. PanHue nccie-
JOBaHMS YacTO JIEMOHCTPUPYIOT MHOTOOOEIIAIONINE Pe3yJIbTa-
THI, HO TIO37Hee 3(PEeKT MOKeT oKazaTbes crnadee, HeCTAOWIIb-
Hee WM OrpaHUYEHHBIM onpeAeseHHou noarpymnmnoi. [losromy
TIOUCK JIOJDKEH OBITh TIOCTPOEH TaK, YTOOBI BBHISBIISATH HE TOJIBKO
MOATBEPKJAIONINE, HO ¥ MIPOTUBOPEUUBBIE WM OTpULIATeIIbHbIE
naHHbie. [ HaydHOUM 0OOCHOBAaHHOCTH BaKHO TIOHMMAaTh BECh
MacCHUB CBEJICHUH, a He TOJILKO Hanbosee OnarornpusiTHele myo-
JIAKAIUH.

OTnenbHbIi BOMPOC — MKCIIONb30BAHME CHIEUAT3UPOBAH-
HBIX 0a3 JaHHBIX. B reHeTMKe M OHKOJIOTMM OOJBIIOE 3Haue-
HHE MOTYT UMeTh 0a3bl KIMHUYECKOW MHTEePIpeTallu BapyuaH-
TOB, 0a3bl TEpaIeBTUYECKON 3HAYMMOCTUA MYTAIlUd, PYyKOBOJ-
CTBa MPOeCCHOHATBHBIX COOOIECTB U IKCIIEPTHBIE Klaccuu-
Kaimu. B MH(EKIIMOHHON TUarHOCTUKE MOTYT MCHOIb30BAThCS
JOKYMEHTBI IO AUArHOCTUYECKUM aJITOPUTMaM U KJIMHUYECKUM
pekomMeHganusM. B penkux 3a001eBaHUSAX — PErHCTPHI, IKC-
TIEpTHBIE CETH U TaHHBIE CTIeMATU3UPOBAHHBIX 1IEHTPOB. Takue
UCTOYHUKU HE 3aMEHSIOT KPUTUUYECKOU OLIEHKH, HO TMOMOTaioT
YTOUHUTb, HACKOJIbKO MPU3HAHA KJIMHUYECKAs! POJib AHAJIUTA.

[lpn ¢opMHpPOBaHUM TIOMCKOBOW CTpAaTerWy HEOOXOOMMO



YUUTHIBATh CAHOHUMBI U U3MEHEHU 1 TEPMUHONOTUU. OJJUH U TOT
Ke TeH, OeJIOK, MUKPOOPraHU3M, CHHIPOM WA METOJI MOXKET
0003HAYaThCsI TIO-Pa3HOMY B CTapbIX M HOBBIX MyOnuKanusx. B
OHKOJIOTUU MOTYT MEHAThCS Ha3BaHWSI MapKepoB U Kjaccupu-
Kaiuu oryxoJseid. B mH(peKIIMOHHOM IUarHOCTUKE MOTYT OOHOB-
JIATHCSI HA3BAHUSI MUKPOOPTraHU3MOB U TAKCOHOMUSI. B reHeTrke
MOTYT MCIIOJIb30BaThCS pa3Hble (hOpMaThl OMMCAHUST BAPUAHTOB.
Ecmu 3T 0COOEHHOCTH HE y4ecCTh, MOUCK MOXET ObITh HEMOJ-
HBIM.

BaxHbIM 371eMEHTOM $IBJIsSIeTCSl Mepuo moucka. s ycro-
SIBIIMXCSI QHAJIMTOB MHOT/IA JTOCTATOUHO COCPEIOTOUYMTHCS Ha
COBPEMEHHBIX PEKOMEHJAIMAX U aKTyaJIbHBIX 0030pax, AOMOJ-
HsSl MX KJTIOYeBBIMHM TIEPBUYHBIMU HCCIieIOBaHUAMU. [T HO-
BBIX QHAJIUTOB MOXET MOTPeOOBaThCsl OOJiee TONHBIN TOUCK C
MOMEHTA TOSIBJIEHUsI TIEPBHIX JAHHBIX, YTOOBI TIPOCIIEAUTH Pa3-
BUTHE JOKa3aTebHOM 0a3bl. B OBICTPO MEHSIOMUXCSA 00IacTsIX
BaXXHO YYMTHIBATh aKTyaJbHOCTh MCTOYHHUKOB: JIAHHBIC JECSTH-
JIeTHeW IaBHOCTU MOTYT OBITh HEJJOCTATOUHBI, €CJTM U3MEHWINCh
METO/IbI, KJIacCU(pUKAIK, TepaNeBTUUECKUE TOAXOIbl WU TIO-
HUMaHMe KJIMHUYECKON POl MapKepa.

Kputepuun BKIIIOUEHUS U UCKJTIOUEHUST TTYOJIMKAIIAN JOJIKHBI
COOTBETCTBOBATh BOIIPOCY HAYYHOU 0O0CHOBaHHOCTU. Ecim n3-
Jeivie 3asBJIEHO ISl ONpe/ie/IeHHON KJIMHUYECKON pOJH, IMyo-
JIMKAIUM TI0 IPYrod PO MOTYT OBITh BKJTIOUEHBI TOJBKO Kak
TIOJIJICPXKMBAIOIIME, HO He KaK OCHOBHBIE. Eciv 3asiBiieH onpee-
JICHHBIN MaTepuall, JaHHBIE TI0 JPYroMY MaTepuaty TpeOyIoT OT-



nenpHOTO oOocHOBaHusl. Ecnu nieneBast nonysnsnus y3kasi, myo-
JIMKAIMK 1O HIMPOKOW UM MHOM MOMYJISIIIUKM HY>KHO MCIOJIb30-
BaTh OCTOPOXXHO. Takoi Moaxof momoraeTr u30exaTb CUTYaIuu,
KOTJla pa3/iesl HAyYHOUW 0OOCHOBAHHOCTU BBIMISIUT OOBEMHBIM,
HO (paKTUYECKU ONUPAETCS] HA HEPEJIEBAHTHBIE UCTOYHUKHU.
OT60p NCTOYHNKOB JOJI:KEH OBITH MPO3PAYHbIM.
Pe3ynbTathl MOKMCKa A0JIKHBI ObITh JOKYMEHTHPOBaHBI. B 1o-
Ka3aTeJbHOW NOKYMEHTAIIMKM HYKHO yKa3aTb, Kakue 0a3bl U UC-
TOYHMKHU MCIIOIb30BAIACh, KAKUE KJIIOYEBbIE CIOBA MPUMEHSI-
JIUCh, KaKOW MEpHOl OXBAYEeH, KaKUe KPUTEPUU BKJIIOUEHUS U
MCKJIIOUEHHU I UCTIONIb30BAHBI, CKOJIbKO MCTOYHUKOB OBLIO Haiije-
HO Y KaKMe U3 HUX BKJIIOUEHB! B aHanu3. Ho elie BaxkHee He ca-
Ma TeXHU4ecKasi (pUKcalysi oMcKa, a UTOroBast MHTEPIIpeTalusi:
KakMe JJaHHble JEeVCTBUTEbHO MOATBEPKIAOT CBSI3b aHAJIMTA C
3asIBJICHHOW MEAMLIMHCKOM 3a/1a4eil, Kak1e UMEIOT TOJIbKO MO~
JEp)KMBAIOILIEE 3HAUEHUE, & KAKME OTPAHUYMBAIOT BHIBOL.
JlutepaTypHBIil IOUCK MPH YCTAHOBJIEHUH HAYYHON OOOCHO-
BAHHOCTH JIOJDKEH 3aBEPIIAThCSI HE CITMCKOM MyOIMKaIWi, a ap-
I'YMEHTUPOBAHHBIM BBIBOAOM. B 3TOM BBIBOjIE HEOOXOIUMO I10-
Ka3aTb, NOATBEPK/EHA JIU CBSA3b aHAJIMTA C KIIMHUYECKUM COCTO-
STHUEM, KaKOW TUII CBSI3U YCTAaHOBJIEH, B KAKOH MOMYJISALUU U Ma-
TepuaJie, HACKOJIbKO JJAHHBIE BOCITPOU3BOIUMBI U IPUMEHUMBI K
Ha3HavyeHu1o u3zenus. Ecam naHHble HEOOHOPOIHBI, OrpaHruye-
HbI WM TPOTUBOPEUMBBI, 3TO JIOJKHO ObITh OTPAXEHO MPSIMO.
Tako# BbIBOJ| 3aT€M ONpeaesisieT, MOXKHO JIM IEPEXOIUTh K MOJ-
TBEPKJICHUIO aHAJIMTUYECKOU M KJIMHAYECKOU 3(P(PEKTUBHOCTU



B 3asIBJIEHHOM 0ObeMe UJIN TPpeOyeTCs IOMOTHUTETBHOEe O0O0CHO-
BaHUe.

Hror momcka J0JKe€H MOKa3bIBaTh TPaHHIbI HMeEI0-
IHUXCSI TAHHbIX.

B cBs13u ¢ 3TUM, JIMTEpaTypHBIA TIOUCK JJIs HAy49HOW 000C-
HOBaHHOCTU — 3TO He Onbnmorpaduyeckass paboTa “no Teme”,
a croco0 MPOBEPUTh KJIMHWYECKUI cMbICT aHainuta. OH J1071-
’KeH ObITh JOCTATOYHO HMIMPOKHUM, YTOOBI BBISIBUTH BECh 3HAYM-
MBIl MacCUB JAHHBIX, U JIOCTATOYHO TOYHBIM, YTOOBI HE CMe-
IIUBaTh pa3Hble KJIMHUYECKHE POJIA, MATEPUAITBI U TTOIYJISIIVH.
Ero pe3ysbTaTtoM JIOJKHA CTaTh MOHATHAS JI0Ka3aTe/IbHasI 03K~
IIUS: YTO U3BECTHO O CBS3M aHAJUTA C MEAUIIMHCKON 3aauei,
HACKOJIbKO 3TO MPUMEHUMO K W3/IENUI0 U KaKhe OrpaHuYeHUS
JIOJDKHBI OBITH YUTEHBI B 1A TbHEUITIEM.

Hror rinaBbl

JIutepaTypHbIil IOUCK MPHU YCTAHOBJIEHUH HAyYHON OOOCHO-
BAaHHOCTU HAIpaBJeH Ha TOATBEPXKICHUE CBS3M aHAIUTA WU
WHOTO OOBEKTa UCCIICOBAHUS C 3asIBJIEHHOW MEJUIIMHCKON 3a-
nadeid. Takoi MOKCK JIOJKEH CTPOUTHCS M BOKPYT Ha3BaHU s aHA-
JIUTa, ¥ BOKPYT KJIMHUYECKON POJI pe3yabTara, TUIa MaTepua-
J1a, 1IeJIeBOM MOMYJISIK U TIpaBuiia uHTeprperarmu. Ero 3agava
— BBISIBUThH HAJIe)KHBIE, aKTYaJIbHbIE W TTPUMEHUMbIE HCTOYHU-
KM, KPUTHYECKU OLIEHUTh UX U C(POPMYJIUPOBATH BBIBOJ O TOM,
JOCTATOYHO JIM IaHHBIX JIs1 TIOATBEPKACHUSI HAYYHOU 0OOCHO-
BaHHOCTU. CUJIbHBIN TUTEPATYPHBIN IMOUCK HE TTPOCTO COOMpaeT
nyOJIMKAIINK, a TIOKA3bIBAeT, KAKOW KJIMHUYECKUI CMBICIT UMEeT



PE3YJIbTAT U3JEIIVS U [IE MTPOXOAAT IPAaHULIBl ITOTO BHIBOJA.



I'naBa 14. Cucremarunueckue 0030pbl
1IJIsl HAYYHOHl 000CHOBAHHOCTH

CucremaTnuecknii 0030p Hy:KeH He BCerja, Ho HHOTI1a
OH NMPHHIUITHAJIEH.

CucremMaTrueckuii 0630p 3aHUMaET 0cO00e MECTO B TIOATBEP-
K JIEHUW HayYHON 0OOCHOBAaHHOCTH METUITMHCKOTO U3JCITUS IS
JUArHOCTUKM in vitro. Ero 3amadya coCcTOMT He MPOCTO B TOM,
9T10OBl COOpaTh MyOJIMKAIIMK TI0 AHAJIUTY, @ B TOM, YTOOBI T0-
Ka3aTh, HACKOJIPKO YCTOMYMBA, BOCIIPOU3BOAMMA U TTPHUMEHUMA
CBA3b aHAJIMTA WJIA MHOTO OOBEKTA UCCIIEOBAHUS C 3asBJIEHHON
MeJULIMHCKOW 3agadeid. Ecim oObIYHBIN JTHTEepaTypHBI 0030p
MOXET JIaTh oOI1iee MpeICTaBJICHHE O TEME, TO CHCTEMaTHIeCKU
0030p JIOJKEH J1aTh MPOBEPsIeMbIid OTBET HAa KOHKPETHBIN JOKa-
3aTeJIbHbIN BOIIPOC.

Jlnst HaygHOU 0OOCHOBAHHOCTH 3TO 0COOEHHO BaxHO. CBSI3b
a”HanmuTa ¢ 3a0oyieBaHMeM, MPOrHO30M, OTBETOM Ha Teparuio,
CKPYHUHIOBOM 3a/ladeil WM MHOM KJIMHUYECKON POJIbl0 4acTo
(hopmupyetcs He OTHON MyOMKAITEH, a COBOKYITHOCTBIO UCCIe-
noBanuid. OtienbHast paboTa MOXET MOKa3aTh CTAaTUCTUYECKH
3HAYMMYIO aCcCOIMAINI0, HO TOr0 HEJOCTATOYHO IJis YBEpEH-
HOTO BbIBOAa. HeoOXxomumo MOHATh, BOCHPOM3BOIUTCS JIM 3Ta
CBSI3b B APYIMX HCCIICIOBAaHUAX, COXPAHSIETCS JIU OHA B peJie-
BAaHTHON MOMYJISIIIUK, OTHOCUTCS JIM K 3asIBJICHHOMY MaTepuaiy



¥ HE 3aBUCHUT JIM OT CJIy4alHOro BBIOOpA MOpora, METoja HJIn
KJIMHUYECKOM T'PYIITIHL.

Cucrematuyeckuii 00630p OCOOEHHO TOJIE3eH TOra, KOoraa
AHAJIUT HAXOAUTCS MEXIY JBYMsI COCTOSSHHUSIMU: OH yXe He SB-
JIIETCS TTOJTHOCTHIO HOBBIM, HO €r0 KJIMHUYECKas POJib €Ile Tpe-
OyeT akkypaTtHoro obocHoBaHus. Hampumep, mo mapkepy mo-
KET CYIIECTBOBATh HECKOJIBKO UCCIICIOBAHNI, YaCTh U3 KOTOPHIX
MOKA3BIBAET CBsI3b C 3a00JIEBaHKMEM, a YaCTh JaeT MeHee yoeau-
TeJIbHBIE PE3YJIbTAThI. B TaKOHM CUTYyaIK MPOCTOi HAOOP CChHUTOK
JIETKO CTAHOBUTCS CEJIEKTUBHBIM: MOKHO BBIOPATh TOJIBKO OJ1aro-
NPUSTHBIC YOJMKAIIMK U CO3/IaTh BIICUATIICHUE JI0OKa3aHHOCTH.
CucreMaTHYeCKuii 0030p CHUKAET ITOT PUCK, TIOTOMY UTO Tpe-
OyeT 3apaHee 3aJaHHOTO BOITPOCA, IIPO3PAYHOM CTPATEruH TIOKC-
Ka, KpUTEPHEB BKITIOUYEHNS 1 KCKJTIOUSHHUsI, OLICHKM KaueCcTBa KC-
TOYHHUKOB M 000OIIEHNS BCEX PEJIEBAHTHBIX JAaHHBIX.



1 OnpeaenuTL aHanuT, KIMHUYECKYIO 3aAauy,
Q ®opmynuposka sonpoca —> @ ponb pesynbTata, MaTepuan, NonynALuo

YeTKui 1 CTPYKTYPUPOBaHHbIA BOMPOC noncka Y PABMNO UHTEPMpETaLMM

k2
Mouck nutepatypbl 2 BbibpaTb Ga3bl AaHHbIX, KlOYeBbIe CNoBa,
Cu1CTEMATMUYECKMIA MOUCK BO BCEX PENeBaHTHbIX [P OrpaHuueHus; 3aduUKCUpoBaTL CTpaTeruio
MCTOYHMKAX noucka
v
= OT60p uccnepoBaHuit 3 0Q0 MpUMeHNTb KPUTEPUM BKIKOUEHNS M MCKIIOYEHNS;
CKPWHUHI 3aronoBKOB/pestoMe 1 NOMHbIX TEKCTOB GDD 3a¢ukcmposaThb npouecc otéopa
v
(l;issneqenue A?H:blx 6 4 XapakTepucTuku uccnefoBaHuin, NoNynaLui,
UDH MCTeMATMYECKMi CEOP HEOBXOANMBIX AaHHbIX [P METOR0B, peaynbTaToB
3 BK/IIOUYEHHbIX MCCNeA0BaHIA
v
OueHKa p1cka cucTemaTmyecKon 5
\ [T > Mcnonb3osaTh BanMAMPOBaHHbIE UHCTPYMEHTbI
- KpuTnueckas oleHka KayecTsa Kaxaoro OLIEHKI PUCKa CUCTEMATUYECKON OWMEKIA

vccnefoBaHus

Cnures peayanaToB - 6 D OueHnTb BeNUYMHY adpdeKTa, ero TOYHOCTb
KauecTBeHHBI MM KONMYECTBEHHbIN (MeTa- —> N coiacoRaiiotit LaRay Heonanoeatb Al
aHaan) CUHTEe3 AaHHbIX

v

5 nnrepnperauua IBEIBOJ 7 > OnpepenuTb, NOATBEPXAEGHA N1 CBA3b aHanuTa
HTEPNPETMPOBATL Pe3y/bTaTbl B KOHTEKCTE C KNMHWNYECKON 3aiayeil U B Kakoin cTeneHn
BOMpoca novcka

I

BbiBOf, 0 Hay4HOI 060CHOBaHHOCTH
COI’I‘IaCOBaHHOCTb, BeNnyuHa 3¢¢EKT3 W KayeCcTBO A0Ka3aTeNbCTB NOATBEPXAAOT NN He
NOATBEPXAAKT CBA3b aHanuTa c KNUHUYeCKoW 3apaven

Pucynok 14.1. Jloruka cucremaTriueckoro 0063opa mpu moj-
TBEPKJCHUU HAYYHOU 0OOCHOBAHHOCTU

CxeMa IMoKa3bIBaeT, YTO CUCTEMAaTUIECKUI 0030p T0JIKeH Ha-
YMHATBCSA HE C ITIOMCKA “BCETO 10 aHAJIUTY , & C HA3HAYCHUS U3-
nenvsi. Eciu usnenue 3asiBieHO ISl IMAarHOCTUKU, 0030p JI0J1-
’K€H OTBeuaTh Ha BOMPOC O JAMArHOCTUYecKou cBs3u. Ecnu mis
CKPUHHMHTA — O TPUTOJIHOCTY aHAJIMTA JIJIsI TIEPBUYHOTO O0TOOpa
rpynmsl, Tpedyloiieid moATBepxkaeHus. Ecim 111 MOHUTOpHUHTA



— O CBSI3U pe3yJibTara C TMHAMUKOW COCTOSIHUS UJIM OTBETOM Ha
nedyenuie. Ecim s Beibopa Tepanuy — o MpeAUKTUBHOW POITU
pe3ynbTata. be3 Takoii mpuBsS3Ku 0030p MOXET ObITh (POpMaITb-
HO OOIIIMPHBIM, HO JIOKA3aTEeJIbHO Pa3MbITHIM.

He xaxnplil paznen HaydHON OOOCHOBAaHHOCTH TpeOyeT MoJi-
HOIIEHHOTO CUCTEeMaTU4YecKoro oo3opa. st XopoIo u3y4eHHo-
IO aHajJWTa B CTAHJAPTHOM KJIMHUYECKOM POJIM 4acTO JOCTa-
TOYHO aKTyaJIbHbIX KJIMHUYECKUX PEKOMEHJALU, PU3HAHHbBIX
CHCTEMATUYEeCKUX 0030pOB, KOHCEHCYCHBIX JOKYyMEHTOB U KJIIO-
YeBbIX MCTOUHMKOB, MOATBEPKAAIOIIMX YCTOsIBLIEECS TPUMEHE-
Hrie. Hanpumep, B OOMBIIMHCTBE ClTy4YaeB He HYKHO 3aHOBO ITPO-
BOJUThH CUCTEMATUYeCKU 0030p CBSI3U IJTIOKO3bI C HAPYIIIEHU I~
MU yrieBonHoro oomena uim HBsAg ¢ ungekimeit Bupycom re-
naruta B. Ho ecim 3asgBnseTca HoBas posib pe3yJibTaTa, HOBBIM
Martepuall, HoBasi MOMYJISILUS WIA HOBBII aJITOPUTM UHTEpIIpE-
TaluK, HEOOXOAUMOCTh OoJiee CTPOroro 0030pa BO3pacTaer.

Il HOBBIX M CIIOPHBIX AHAIMTOB CHUCTEMATHUECKUI 0030p
CTAaHOBHUTCS OCOOEHHO BaKHBIM. OH MMO3BOJSIET OTIEIUTH YCTOM-
YMBYIO KJIMHUYECKYIO CBSI3b OT MPEIBAPUTEIIbHBIX WU CITyvaii-
HBIX HAXOJIOK. B OMOMapKepHBIX UCCIIeA0BAaHUSIX HEPEIKO BCTPe-
YaloTCsl paHHME MyOJMKAIMK C MHOTOOOCIIAIIMMYU Pe3yIbTa-
TaMH, KOTOpBIE 3aT€M HE MOATBEPKJAIOTCSA B HE3ABUCUMBIX BbI-
60opkax. ITO MOXKET ObITh CBA3aHO C MaJbIM OOBEMOM HCXO[I-
HOT'O UCCJIEJOBAHUS, CEJIEKIIMEN NAllUEHTOB, PETPOCIIEKTUBHBIM
JW3AHOM, HEOITUMAIILHBIM BBIOOPOM T'PYIIIBI CPABHEHUSI, pa3-
JMYMSIMEA B MaTepuajie Wik MyOIuKanoHHbIM cMetienneM. Cu-



CTEMAaTUYeCKUN 0030p MOMOTaeT YBUJIETh KaK TMOJIOKHUTEIbHbIC
JaHHBIE, TAK W UX OTPaHUYEHHS.

Cxema 14.1 — Korja 10cTaToyHO JUTEPATYPHOTO aHA-
JIM3a, a KOrja sKeJjaTeJieH cucreMaTudeckuii 0030p

— Xopomo H3yYeHHbI AHAJIUT B CTAHJAPTHOH POJIH
— O0bluHbLIL AUMEPAMYPHLLIL AHAAU3 MOJCem ObIMb docma-
mouen: Ecau ponv noomeepoiicoena peKomeHOauusMu, KOHCeH-
cycom u ycmoseutelics npaxmuxoii ; Cucmemamuueckuil 0030p
0co0enHo JHceaamenen: Ecau ecmv npomugopeuusi 8 COBpemer-
HBIX OAHHBIX UAU UBMEHUNOCH HAZHAUEHUE .

— Xopo1io u3y4eHHbI aHAJIUT B HOBOI poun — Oobiu-
HOLIL AUMEPAMYPHBLLIL AHANU3 MOMCEm O0blMb 00CHAMOUeH:
Tonvko kax npedsapumenvHoe obocrosanue; Cucmemamuue-
cKuil 0030p ocobenno xncearamenen: Hyoicen onsi oyenxu npume-
HUMOCHU OAGHHBIX K HOBOU PONUL.

— HoBblil anaauT — OQ0bluHbLIL AUMEPAMYPHLLIL AHAU3
Mmoorcem ovimo docmamouen: Ooviuro Heoocmamouer, Cucme-
mamuuecKuii 0030p 0codeHHO dHceramenen: Kenramenen ons
OUEHKU YCMOUMUBOCMU U KA4eCM8d OAHHbIX .

— Hosplii THN MaTepuaga — O0blunblil AumepamypHulil
anaau3 modxcem ovimo oocmamouen: Modicem onucame 00-
Yo c6s3v anaauma c cocmosuem ; Cucmemamuueckuii 0030p
0c00eHHO dHcenrameneH: Hyowcern Onsi oyenku nepeHoca OaHHwIX
HA HOBbILI MAMEPUAN.

— AJropurMn4YecKuil HHAEKC Wi Mojaeab — Oobiu-
HbLIL AUMEPAMYPHLLIL AHANU3 MOMCem 0blMb 00CMAMOYeH:



Mooicem onucamv KAUHUMECKULE CMBICA 8XOOHBIX NAPAMEMPOS
Cucmemamuueckuil 0030p 0co0eHHO dHceaamenen: Hyoicen ons
OUEHKU UMO0208020 AN20PUMMUUECKO20 Pe3YAbMama .

— IIpoTuBopeunBbie MyoanKanuu — Q0bluHbLIL Aume-
PamypHbulil aHaau3 modxcem Ovimo oocmamouen: Heoocma-
mouen Oe3 anaauza npuuur pacxoxcoenuii ; Cucmemamuueckuil
0030p ocobenHo dHceaameneH: Hyowcer Onst cucmemHoli oueHku
HEOOHOPOOHOCMU U PUCKA CMEULCHUSL .

Bonpoc 0030pa g0/KeH OBITH Y2Ke, Y4eM TeMa aHAJINTA.

[Tpy NMOAroTOBKE CHUCTEMAaTHUECKOro 0030pa BaXKHO 3apaHee
ccopmynmpoBath Borpoc. B omimume oT obmiero oo3opa Te-
MBI, BOIIPOC JIOJIKEH OBITh JOCTATOYHO KOHKpeTHBIM. OH J0JIKeH
BKJIIOYATH aHAJIMT UM OOBEKT UCCIIEI0BAHUS, KIIMHUYECKOE CO-
CTOSIHME WJTU TPOLIECC, KJIMHUYECKYIO POJib pe3yJibTaTa, THUIl Ma-
TepuaJsia ¥ 1eJIeBylo Nonyisanuo. Ecim 0030p cTpouTcs CauIi-
KOM IIIMPOKO, B HETO IMOMAJAI0T MCCIeIOBaHUs C Pa3HBIMU 3a-
Ja4aMu: JUarHOCTHKA, TIPOTHO3, MOHUTOPUHT, BHIOOP Tepariu,
pa3Hble MaTepualibl, pa3Hble METOIB M pa3Hble moporu. Takow
MacCCHB TPYIHO UHTEPIPETUPOBATh, a BHIBOJ] O HAYIHOU OOOCHO-
BaHHOCTH CTAHOBUTCSI HEOIPE/IeICHHBIM.

CucreMaTnuecKni MOUCK JI0JIKEH BBISBJIATL HE TOJb-
KO yJ00HbI€ IMyOJIMKAI[iH.

Cnenyonmii tann — cucteMaruyeckuil nouck. OH J10JIKeH
OBITh BOCIIPOM3BOMMBIM: JIOJKHBI OBITh YKa3aHbl 0a3bl TaHHBIX
Y UCTOYHHKHU, TIEPHO]] TTOUCKA, TTIOUCKOBBIE 3aITPOCHI, CHHOHVMBI,



KpUTEpUH BKJTIOUEHUS 1 uckmoueHusi. [Ipu HeoOxoaumocTH uc-
MOJIb3YIOTCSI KJIMHUYECKUE PEKOMEH/IAIUU, IOKYMEHThI Tpodec-
CHOHAJIPHBIX OOIIECTB, CIeIUATN3UPOBAHHBIC Oa3bl JJAHHBIX, Pe-
TUCTPbI, 623bl TEHETUUECKUX BAPHUAHTOB MM 0a3bl KJTMHUYECKOU
3HAUMMOCTH MOJIEKYJISIPHBIX M3MEHEeHUH. BakHO, 4TOOBI MOMCK
BBISIBJISLJT OJTarONpUsITHBIC MyOJMKAINHY, a TaKXKe JIaHHbIE, KOTO-
pble OrpaHMYMBAIOT WUJIM CTaBSAT TOJ] COMHEHUE CBS3b aHAJIUTA C
3asBJIEHHOU 3a/1a4el.

Kpurnueckas oneHka oTim4aet 0030p OT nepeyvyHs Ju-
TepaTyphbl.

[Mocne 0TOOpa UCTOUHUKOB MPOBOIUTCS KPUTHUIECKAsT OICH-
Ka. IMeHHO 3/1eCb cucTeMaTu4ecKuil 0630p OTIMYaeTcsl OT Mpo-
CTOTO TIEPEUMCIICHUS JIUTepaTyphl. sl KakI0ro BKIIOUEHHOTO
UCCJIeJOBAHUSI HY’)KHO OLIEHUTh PUCK CMEILIEHUS1, TPUMEHUMOCTh
K Ha3HAYEHUIO U3JeJHs1, KAUYeCTBO OINpe/eieHUs] KJTMHUYECKOTO
cratyca, TUIl MaTepuasa, MeToJl CpaBHEeHH I, BHIOOPKY, CTATUCTH-
4ecKylo 00paObOTKY U MOJTHOTY MPEe/ICTaBIeHUs pe3ynbTaToB. Vc-
crefoBaHus, (POPMaIbHO OTHOCSIIIMECS K OTHOMY aHAJIUTY, MO-
TYT CUJIBHO OTJIMYAThCS MO JOKa3aTebHOM purogHoctu. OnHu
Oy/yT NpsIMO MOATBEPKAATH 3a5IBJICHHYIO POJib, IPyTUe — UMETh
TOJIBKO TIO/IJIEPKUBAIOIIIEe 3HAYCHUE, TPEThbU — OBITh HETIPUME-
HUMBIMH U3-32 UHOU TOMYJISLIMU I MaTepuaa.

[Ipu Takoii oleHKe 11eIeCO0Opa3HO UCMONb30BaTh MPU3HAH-
Hble METOIMYECKHe UHCTPYMEHTHI. [[1s1 ucciaenoBaHuil quarto-
CTUUYECKOW TOYHOCTU MOkeT puMeHsAThess QUADAS-2, no3so-
JISIOMIMI CTPYKTYPUPOBATh OIIEHKY PUCKA CMEIIeHUsI U TIpUMe-



HUMOCTH JaHHBIX. Ecu cpaBHUBAIOTCS AUArHOCTUYECKUE TECTBI
MesxLy codoit, MoxkeT ObITh TonieseH QUADAS-C. [11s1 mporHo-
CTUYECKUX WU IPEAUKTUBHBIX Mozesner mpumenuM PROBAST.
[Monxonst GRADE moryT ucronb30Bathes 151 OLIEHKH YBEPEeH-
HOCTH B COBOKYIHOCTH JIOKa3aTeJIbCTB, KOIJIA 3TO YMECTHO IS
nocrasyieHHoro Bonpoca. PRISMA, B cBow ouepenp, CIyKHAT
OPUEHTHPOM ISl ITPO3PAYHOrO IPEJICTABJICHUS CHCTEMaTHye-
CKOro 0030pa, BKJIIOYAsi OMMCAHUE MTOUCKA, 0TOOpa UCTOYHUKOB
Y IPUYMH UCKJIIOYEHU .

BaxHo m oOpaTHOe: ISl YUCTO aCCOIMATUBHBIX, KOTOPTHBIX
WIA MEXAHUCTUYECKUX MCCIIEA0BAHUM — a UMEHHO OHHU 4acTo
COCTaBJISIIOT OCHOBHYIO YacTb JIMTEPATYPbl O HOBOM AHAJINTE Ha
paHHEM 3Tarie, JO MOSBJIEHHS MOJTHOLEHHbIX UAarHOCTUYECKUX
ucciienoBanui, — nomeHsl QUADAS-2 He paccudTaHbl U HE
JOJDKHBI IPUMEHATHCS (POPMATTBHO, TIOCKOJIBKY B TAaKMX padoTax
OTCYTCTBYET «MHJEKCHBIA TECT» B TOM CMBbICJIE, B KOTOPOM €ro
IPEAIOSAraeT TOT UHCTPYMEHT.
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f VHCTPYMEHT BLIGMPAIOT He N0 Ha3BaHUIo METOAa, a N0 TUNY AOKa3aTeNbHOro BoNpoca,
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Pucynox 14.2. BeiOop MHCTpyMeHTa OILIEHKM KayecTBa U
MIPUMEHUMOCTH JIOKA3aTeIbCTB

STU UHCTPYMEHTHI HE TOJKHBI IPEeBpaIlaTh pas/ies HayqHOu
000CHOBAaHHOCTHU B (popMasibHOE yrpaxHeHre. OHU MOMOTaioT
clienaTh OLIEHKY OoJiee TIPO3PaYHOM, HO He 3aMEHSIIOT Coiepika-
TEJIbHOTO BbIBOJA. [JIaBHBI BOIIPOC OCTAETCS MPEKHUM: IMOA-
TBEPKJAIOT JIM BKJIIOYEHHbIE JaHHBIE CBSI3b AaHAJIMTA C 3asIBJICH-
HOW MEIMITMHCKOM 3a1a4eld IMEHHO [IJIs1 TOTO MaTepuaa, roiry-
JISUA U KJIMHUYECKOW POJIU, KOTOpPBIE YKa3aHbl B HA3HAYEHUH
uzaenus? Eciim MHCTpyMEHT OLIEHKM KayecTBa MOKa3bIBAET HU3-
KU PUCK CMEUIEeHUs1, HO UCCIe/IOBAHMUE BBIITOJTHEHO B APYTOi M0-



MYJISIIAW VI [T IPYTOM POJIA Pe3yJibTara, ero MpUMEHUMOCTb
K JJAHHOMY U3JICJINIO BCE PABHO MOXET OBbITh OrPaHUYEHHOM.

Ocoboe BHMMaHUE B CHCTEMATHYECKOM 0030pe yrensieTcs
HEOHOPOIHOCTU AaHHbIX. MccrnenoBaHusl MOTYT Pa3ivyaThes
TIO TOMYJISIIIUY, CTAIMU 3a00JIeBaHM 1, MAaTEPUAITy, METOJLY OIpe-
JEJICHWS aHAJIATA, ITOporaM, pe()epeHTHOM PaMKe U KOHEYHBIM
ToukaM. Takas HEOMHOPOTHOCTb HE BCeraa SABJISETCS HeJOCTaT-
KOM: MHOT/]a OHA TIOKa3bIBAET, UTO CBSI3b aHATIUTA COXPAHSIETCS B
pa3HbIX ycnoBUsX. Ho eciti pe3ysibTarhl CyIecTBEHHO PACcXOsIT-
cs1, HEOOXOIMMO OOBSICHUTh TPUUYNHBL. BO3MOXKXHO, aHAJTUT UMe-
€T 3HaYEeHUE TOJIbKO B OMPEJICICHHOW MOArPYIIe, TOJIbKO MpU
OIpeJIeICHHOM TIOpOre, TOJIbKO B OHOM MaTepHasie Win TOJIbKO
JUTS1 OTHOW KJIMHUYECKOMW POJIH.

MertaaHanm3 MOXeT OBITh TTOJIE3HBIM, HO OH He SIBJISIETCS 0051-
3aTeJIbHOW YacThl0 KaXJOro cuctemMarmueckoro oozopa. B MU
WBJ] uccnenoBaHusi 4acTO HEOTHOPOIHBI IO JU3AiHY, MaTepu-
aiy, moporam M pedepeHTHbIM noaxoaam. Eciu Takue 1aHHbIe
MeXaHU4YECKN OOBEMHUTH, UTOTOBAsT YHCIIOBAsI OIIEHKA MOXET
BBITJISI/IETh YOEAUTENBHO, HO (PAaKTHMUECKU CKPBIBATH METOOJIO-
rudyeckue paznuuus. [lostomy pelieHre o MeTaaHau3e J0IKHO
ObITh 000CHOBaHO. MIHOT 1A KayecTBEHHOE 0000IIEHHE C TTOAPO0-
HBIM aHAJTM30M PA3JINIUI MEX Ty UCCIIeIOBaHUSMU OyaeT Oosee
KOPPEKTHBIM, YeM (hopMasibHOE 0ObeTMHEHUE TTOKa3aTesiei.

It HaygHOU OOOCHOBAaHHOCTU BakeH cpeqHuit 3(pdekT, a
TaK)Xe KJIMHUYECKasi MHTeprpeTupyeMocTh cBsizu. Eciu uccre-
JIOBaHMSI TIOKA3BIBAIOT CTATUCTUYECKU 3HAYMMYIO CBSI3b AHAJIUTA



¢ 3a0ojieBaHreM, HO BeimuuHa 3¢deKra Masa, IOporu HecTa-
OUJIBHBI, TIOMYJISAIIUY PA3IMYAIOTCS, 2 KIIMHUYECKUT MapIIpyT He
orpeJiesieH, BBIBOJI JOJDKEH ObITh OCTOpOXHBIM. Hampotus, ec-
JIM CBSI3b MOATBEPK/IEHA B HECKOJbKUX HE3aBUCUMBIX PadOTax,
COOTBETCTBYET OMOJIOTUIECKOMY MEXaHU3MY, OTPaXKeHA B PEKO-
MEH/IAUsAX U MPUMEHMMA K 3asBJICHHOMY MaTepuay U TOITy-
JIALMY, Hay4YHass OOOCHOBAHHOCTDb Oy[eT 3HAUUTENILHO CHIIbHEe.

OTaenbHBIE BOIPOC BOZHUKAET TMPU OLIEHKE aIropuTMHuye-
CKHX TOKa3aresield U MPOrHOCTUYEeCKUX Mojeneil. B takux ciy-
Yasix CUCTEMAaTUIEeCKUI 0030p JOJIKEeH ObITh HATIPABJIeH HE TOMb-
KO Ha BXOJHbIE MapaMeTpbl, HO U Ha UTOTOBYIO MOJIEJb UM WH-
nekc. Ecnu mognienis 00bequHsIeT HECKOTBKO MPU3HAKOB U BbI/IAET
KaTeropuio pucka, 0030p JOJIKEH OIIEHUBATh, OATBEPXK/ICHA JIN
KJIMHWYECKAsl 3HAYMMOCTb UIMEHHO TaKOW KaTeropuu. 3AeCh 0CO-
OEHHO BaXKHBbI BHEIIIHSISI TTPOBEPKA, PHUCK MepeoOydYeHus], TPH-
MEHUMOCTh BBIOOPKH Pa3pabOTKH K peasibHOM MOMYJISIIH, TPO-
3pavyHOCTb MOJIESTN U YCTOMUUBOCTH pe3y/brara. IMeHHO moaTo-
My JUIsl TAKMX MCCJIEJOBAHUN MOJIE3HbI MHCTPYMEHTHI, OPUEHTH-
pOBaHHbIE Ha OLIEHKY Mopenen, Hanpumep PROBAST.

B cucrematnueckom 0030pe HEOOXOOMMO YUUTHIBATH U MyO-
JIMKAIMOHHOE cMernieHne. [lonmokuTenbHble pe3ynbTaThl Yare
MyOJIMKYIOTCSI, YeM OTpHIIaTeIbHbIe UM HeUTpasibHble. [t HO-
BBIX OMOMapKepoOB 3TO OCOOEHHO OMACHO: PAHHUI MACCUB JIUTE-
paTypbl MOKET BHIITISAAETH OoJiee yOeTuTe bHO, YeM OH SIBJISIETCS
Ha camoM Jiesie. Ecii B 0030pe He paccMaTpuBaroTCsl HeOmyOm-
KOBaHHbIE JaHHbIE, OTPULIATEIbHbIE UCCIIeJOBAHUSI, MaJIble BbI-



OOpKM M OTCYTCTBHE HE3aBHCHUMOTIO TOATBEPKACHUS, BBIBOJ O
HAayYHOW OOOCHOBAHHOCTH MOET OBITh 3aBBIIIICH.

3arnoi03puTh CMeIleHHe MyOTMKAIMT MOXHO BU3yaTbHBIMU U
(popmanbHbIMU MeTOAMHU (Hanipumep, acummeTpust funnel plot,
tect Egger), mpruMeHMMBIMY TIPU HATMYUH JOCTATOYHOTO YKCIA
HE3aBHCUMBIX MCCJIEJOBAaHUN /Il METaaHa/In3a; pacyETHbIE ac-
TIEKTHI STUX METOJIOB HE PACCMATPUBAIOTCSI B HACTOSIIIIEH YacTH 1
OTHOCSAITCSI K 00JIACTH CTATUCTUYECKOTO aHAJIN3a COBOKYITHOCTU
JIOKa3aTeJIbCTB.

00630p 0/KeH 3aBepHIaThCSI BHIBOJOM O HAYYHOH
000CHOBAHHOCTH.

3aBepiarbcsi CUCTEMaTHUECKUi 0030p I0JKeH He (popMaib-
HBIM TIEPEUYMCIIEHUEM HaWJCHHBIX WCCIIEOBAHUM, a Cofepka-
TeJIbHBIM BBIBOJIOM. B 3TOM BBIBOZIE HEOOXOIMMO yKa3aTh, MOJ-
TBEPJXK/IEHA JIM CBA3b aHAJINTA C KIIMHUYECKUM COCTOSTHUEM WJIN
MEIUIIMHCKOM 3a/1a4eid, HACKOJIbKO OHA YCTOMYMBA, B KAKUX I10-
OyJISIUSIX U MaTepuasiaX MoKa3aHa, Kakas KJIMHUYECKas pojib
pe3ysbTaTa MOATBEPKIEHA, KAKOBbI OCHOBHBIE OTPAHUYEHUS U
MO’KHO JIM MCTIOJIb30BaTh 3TU JaHHbIE /JIs 3asBJICHHOTO Ha3Ha-
4yeHust uznenus. Eciiu gaHHbIe JOCTATOUHBI TOJNBKO ISl 4acTU
Ha3HAYeHUs1, ITO JOJKHO ObITh MPSMO YKa3aHOo.

CoOOTBETCTBEHHO, CHCTeMaTU4YeCKWid 0030p B TOATBEpK/ie-
HUM HAYYHON OOOCHOBAHHOCTU BBITIONHSET (DYHKIIUIO (PrIIbTpa
u cuHTe3a. OH OMOraeT OTAEIUTh HaIekKHbIE JaHHbIE OT TIPe/-
BApUTENIbHBIX, YCTOMUMBYIO CBSI3b OT CJIYYaillHOI accolualliu,
MPUMEHUMbIE UCTOUHUKHU OT HEepeJieBaHTHBIX. Ero ieHHOCTh He B



KOJINYECTBE BKJIIOYEHHBIX IMyOIMKAIIHiA, & B TOM, HACKOJIBKO SIC-
HO OH NOKa3bIBACT: UMEET JIM PE3YJIbTAT U3ENHS MEAUIIMHCKUI
CMBICJI B 3a5IBJIEHHOM IIPUMEHEHUM U HACKOJIbKO YBEPEHHO 3TO
MOKHO YTBEPXK/IaTh.

HTor raaBbl

CucremaTruecKuil 0030p SIBJISETCS BAKHBIM MHCTPYMEHTOM
TIO/ITBEPXKICHNSI HAyYHOH O0OOCHOBAHHOCTU, OCOOEHHO ISl HO-
BbIX, CIIOPHBIX WM PACIIMPEHHO MPUMEHSIEMbIX aHAIUTOB. OH
MO3BOJISIET OLEHUTh YCTOMYMBOCTh CBSI3U AHAINUTA C KJIMHUYE-
CKOM 3aJ1a4yel, MPUMEHUMOCTb JAHHBIX K MaTepuasty U MOITyJIsi-
1[MU, PUCK CMEIIIEHH s, HEOMHOPOIHOCTh MCCIIEJOBAaHUI U Orpa-
HUYeHUs BeIBOJA. [[7151 Tpo3payHoro npejcTaBieHus: 0630pa Mo-
I'yT ucnosb3oBarbcsi opueHTUpsl PRISMA, a s kputruueckoi
onieHk" uctouHukoB — QUADAS-2, QUADAS-C, PROBAST
u noaxoabl GRADE. Ilpu 3ToM MeToguyeckue UHCTPYMEHTHI
HE 3aMEHSIOT IJIABHOIO SKCIEPTHOIO BOIPOCA: MOATBEPXKIAET
JIM COBOKYITHOCTh JIAHHBIX HAyYHYI0 OOOCHOBAHHOCTh aHAJIUTA
MMEHHO JJ1s1 3asIBJICHHOIO Ha3HAYEHUS MEIUIIMHCKOTO U3/IEINS
IS JUArHOCTHUKH 1N Vitro.



I'maBa 15. Kputnueckas oneHka
JAQHHBIX 0 HAYYHOIl 000CHOBAHHOCTH

Kputnueckasi onmeHka noka3biBaeT, KaKUM JaHHbIM
MOZKHO JIOBEPSITh.

[Tocne TOro Kak UCTOUHUKU JAHHBIX HAWJEHBI U OTOOpaHHI,
HAUMHAETCS OIMH U3 CAMBIX BaJKHBIX STAITOB MOATBEP:KACHS Ha-
YUYHOIM 0O0OCHOBAaHHOCTH — KpHUTHUeCKasi olieHKa. Ee 3amada co-
CTOUT HE B TOM, YTOOBI ITPOCTO pa3feuTh MyOTUKaIluU Ha “MOjI-
XooAmue” 1 “HENoaXonAIIre”, a B TOM, YTOOBI HOHATh, HACKOJIb-
KO TOJTyYeHHbIC JTaHHbBIC JCHCTBUTENILHO MOATBEPXK/IAIOT CBSI3b
aHAJINTA WM MHOTO OOBEKTA MCCJIEIOBAHUS C 3asIBIICHHOW Me-
JULIMHCKOW 3ajadert. JI1s MequIMHCKOro U3Ae/INs JIJIs THarHo-
CTHKH in Vitro BaXXHO He TOJIKO HAJIMUHUE MyOInKalnid, HO U Ka-
YeCTBO, MPUMEHUMOCTh M HHTEPITPETUPYEMOCTDb ITHX ITyOJIMKa-
LIUH.

Ha npakTrke pasen HayqHOW 0O0OCHOBAHHOCTH YacTo OcJial-
JIleTCSl IMEHHO Ha 3TOM 3Tane. B nokaszarenbHylo TOKyMeHTa-
LIMI0 BKJIIOYAIOT OOJIbIIOE KOJIMYECTBO MCTOYHMKOB, HO HE 00b-
SCHSIOT, KaKWe W3 HUX SBJISIOTCS KJIIOUEBBHIMHU, KaKHe HMEIOT
MOJIJIEpXKUBAIOIIee 3HaUeHNe, KaKre OrpaHUYeHbl M0 MPUMEHU-
MOCTH, a KaKie BOOOIIE He JTOJUKHBI UCIIOIb30BaThC IS 3asIB-
JICHHOTO BBIBOZIA. B pe3yibrate pasien BHIISAUT 00bEMHBIM, HO
HeyOenuTenpHbIM. KpuTrdeckast olleHKa HyXHa /I TOTO, YTO-



ObI PEBPATUTh MACCUB JIMTEPATYPhI U MHBIX IAHHBIX B ApTYMEH-
TUPOBAHHYIO JOKA3aTeJIbHYIO MO3ULIUIO.

Jla:ke KauecTBEHHOE M CCJIeIOBAHIE MOKeT ObITh Hepe-
JIEBAHTHBIM.

[lepBbIii BOIIPOC KPUTUYECKOU OLIEHKH — OTHOCHUTCS JI UC-
TOYHMK K 3a5IBJIEHHOMY Ha3HaueHUIo u3zenus. Jlaxe KauecTBeH-
HOE KCCJIEIOBaHE MOXKET ObITh CIaObIM JJOKA3aTebCTBOM, ec-
JI OHO BBITOJTHEHO B APYTOil MOMYJISIUK, HA JPYrOM Marepua-
Jie, UIsl APYTror KIMHUYECKOW POJIM WU C APYTUM IPABUIIOM WH-
Teprnperauuu pesyisrata. Hanpumep, uccnenoBanue mapkepa y
MAIMEHTOB C yXe MOATBEePKACHHBIM 3200/ IeBaHUEM MOXET OBITh
TIOJIE3HO J1J151 TIOHUMAaHUs1 OMOJIOTMH Mpoliecca, HO He 00s13aTeb-
HO MOAXOIUT /7151 0O0OCHOBAHMSI CKPUHUHTA OECCUMITTOMHOM T10-
nynsud. JJaHHbIe M0 OMyX0/1eBOI TKaHU He BCera MPUMEHUMBI
K TUIa3Me, a JIAaHHBIE 10 AUArHOCTHYECKOM posT OMoMapKepa He
BCer/a MoATBePKAAI0T ero MPeAMKTUBHOE 3HAYeHHUE.

BTopoii Bommpoc — HACKOJIBKO HAJIE)KHO CaMO KCCIIeIoBa-
HUe. 3/Iech OIIEHUBAIOTCS TU3aiH, pa3Mep U CTPYKTypa BBIOOP-
KW, KpUTEPUH BKJIIOUEHU I U UCKJTIOUEHM S, CIOCOO OTpee/ieHH s
KJIMHUYECKOTO CTaTyca, HaJMuue MOAXOASIIEro peepeHTHOro
CTaHJIapTa WM CPAaBHUTENILHOTO MOIX0/IA, KAYECTBO CTATUCTUYE-
CKOTI'0 aHAJIN3a, [OJTHOTA IIPE/ICTABJIEHUS PE3YJIbTaTOB U PUCK CH-
cremMaThyeckou omuoku. MccnenoBanme MOXeT ObITh pejieBaHT-
HBIM 10 TeMe, HO C1a0bIM 10 METO0NIOrMH. B Takom cityuae oHO
HE JJOJDKHO HECTH OCHOBHYIO JIOKa3aTeIbHYIO Harpy3Ky.
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Pucynoxk 15.1. Jloruka KpuTHU4eCcKoil OLIEHKU JaHHBIX O Ha-
YUYHOH 00OCHOBAaHHOCTH

PucyHok 15.1 noka3piBaeT, 4To KpUTHUUECKasi OLIEHKA TOKHA
W/ITH B JIByX HallpaBJIeHUSAX OQHOBpeMeHHO. C OQHOW CTOPOHBI,
HY’)KHO OLICHUTb BHYTpEHHee KauyecTBO uccienoBanus. C npy-
IOl — €ro NPUMEHUMOCTh K KOHKPETHOMY M3JIEHI0. BhICOKO-
KAYeCTBEHHOE MCCIIEAOBAHUE, BBHIIIOJIHEHHOE B HEPEJIEBAHTHOM
MOMYJISIMU, HE MOKET aBTOMAaTUUECKU MOATBEPKIATh 3asIBJICH-
Hoe HasHaueHue. M HaoOopoT, uccnenoBanue, O1M3KOe K HyXK-



HOW KJIMHUYECKOU 3a/a4€e, HO METOIOJIOTMUECKH CIa00€e, MOKET
VMETH TOJIBKO MOJIEPKABAIOIINN BEC.

Puck cmemeHnsi 1 NpUMEHUMOCTh HYKHO OIl€eHHUBATh
OT/IeJIbHO.

OaHUM U3 EHTPAJIbHBIX MOHATUNA KPUTHUYECKON OIIEHKU SIB-
nsieTcst puck cMerenusi. CMerieHrue BOZHMKAET TOra, Korjaa Au-
3alH WJIA BHINIOJTHEHUE UCCIICAOBAHNS CUCTEMATHYECKH UCKaKa-
eT pe3yibraT. Hanpumep, eciiv B ucciieloBaHUE BKJIIOYEHbI TOJIb-
KO OYEBU/IHO TOJIOKUTEIbHbIE U OYEBUTHO OTPULIATEIIbHbIE CITY-
yau, OIIEHKA CBSI3M aHAJITA C COCTOSIHMEM MOJKET BBITJISICTh
OoJsiee yOeUTENILHOW, YeM B peajlbHOM KJIMHWYECKOW TOIyJIs-
uuu. Eciiv KIMHUYECKUI CTaTyC YCTAHOBJIEH HE Y BCEX y4acT-
HUKOB OJIMHAKOBO, BO3HMKAET PUCK HENPaBUJIbHOMN KJacCH(U-
karuu. Ecim mopor uHTEpriperany BHIOpaH MoCie MpoCcMOTpa
JAHHBIX, Pe3yJbTaT MOXET ObITh MepeolieHeH. Eciu uccnenosa-
HUE BBITMOJIHEHO TOJIBKO B OJIHOM LIEHTPE M HE MPOBEPEHO He3a-
BHCHIMO, €T0 TIEPEHOCHMOCTh MOXET OBITh OrpaHMYEHA.

g uccienoBaHUN IUArHOCTHYECKOW TOYHOCTH OCOOEHHO
BaXHO, Kak onpeaeneH pedepeHTHbd crangapT. Ecim pede-
PEHTHBIN TMOJXOJl CaM HETOYEH, HEMOJIOH WM 3aBUCUT OT pe-
3yJbTaTa OLIEHWBAEMOI'0 TeCTa, BHIBOJ O CBSI3M aHAJIMTA C KJIU-
HUYECKUM COCTOSIHAUEM CTAaHOBMTCS MeHee Haje:xkHbiM. B MU
WBJI 310 BCTpevaeTcst 4acTo: He JJIsl BCeX COCTOSIHUM CYIIECTBY-
eT WIeaTbHBIN “30J10TOM cTaHaapT . B MUKpPOOMOIOrMH, OHKO-
JIOTUH, TEHETHKE, PeAKUX 3a00JICBaHUSAX M CKPUHUHTOBBIX ITPO-
rpaMMax pedepeHTHasi paMKa MOXET ObITb COCTABHOW, BKJIIO-



YaTh KJIMHUYECKOe HaOo/IeH!e, SKCIIEPTHOE 3aKJII0UeHHe, TIOJI-
TBEPKJAIONIUI METOJ UM KOMOWHAITUIO IAHHBIX. DTO JAOMYCTH-
MO, HO JIOJIKHO OBITh OITMCAHO U OLIEHEHO.

Oco0oe 3HaueHue UMeeT NMPUMEHUMOCTh JaHHbIX. Mccneno-
BaHME MOJKET OBITh METOIOJIOTMUECKU CHUIIBbHBIM, HO OTHOCUTBCS
K MHOM MEAMIIMHCKOM cuTyauu. Harpumep, naHHble O AMAarHo-
CTUYECKOM TOYHOCTHU TeCTa y TOCUTAIM3UPOBAHHBIX MAIIIEHTOB
C BBICOKOW BEpOSITHOCTHIO 3a00JIeBaHMsI HE BCeraa MPUMEHUMBI
K amOynaTopHO# momynsitiy. JlaHHbIe TI0 B3POCIBIM He Bceraa
MIPUMEHUMBI K HOBOPOXKIEHHBIM. [JaHHBIE 11O CBEKEMY MaTepHa-
JIy He Bcerjia NpMMEHHUMBbI K apXUBHOMY. JlaHHBIE 110 OIHOM Bep-
CUM aJITOPUTMA HE BCerja MpUMEHUMBI K Jpyroil. [Toatomy npu-
MEHUMOCTD JIOJDKHA OIIEHMBAThCSA OTHEIBHO OT METOIOJIOrMYe-
CKOI'0 KauecTBa.

JlJisi CTPYKTYPUPOBAHHOM OIIEHKM KAa4eCTBa MOTYT MCIOJIb-
30BaTbCsl MPU3HAHHBIE UHCTPYMEHThl. OHM HE 3aMEHSII0T aHa-
JIu3a, HO TIOMOTAIOT C/IejiaTh €ro MpOo3pavyHbiM U BOCIPOU3BO-
JUMbIM. B ucciaenoBaHusX TMArHOCTAYECKON TOYHOCTH 4acTo
npumensiercss QUADAS-2. Eciu cpaBHuBaoTCs Ba UM 00-
Jiee TUarHOCTUYECKMX TecTa, MoxeT ObITh nosie3eH QUADAS-C.
JJ1s1 MPOTHOCTUYECKUX U TIPEIUKTUBHBIX MOJENIEN MPUMEHSIeT-
ca PROBAST. /115 OLeHKM yBEPEHHOCTH B COBOKYITHOCTH [JI0-
Ka3aTeJIbCTB MOT'YT UCNOb30BaThCs moaxoasl GRADE. Dtu un-
CTPYMEHTBI OCOOEHHO IMOJIE3HBI, KOTIa pa3/iesl HayuyHOW 00OCHO-
BAHHOCTHU OIUPAETCS] HA HECKOJIBKO MCCIIeIOBAaHUM Pa3HOTO Ka-
YyecCTBa.



Cxema 15.1 — HHCTpyMeHTHI KPUTHYECKON OLEHKHU
JIQHHBIX

— QUADAS-2 — Jlaa uezo npumensemcs: Ouenka uc-
cnedosanuli ouaznocmuueckoli mounocmu ; Kaxk nomozaem npu
OueHKe HayuHou obocHosannocmu: [lomozaem oueHums puck
CMeWEeHUs. U NPUMEHUMOCMb OAHHBIX NO NAUUEHMAM, UHOEKCHO-
My mecmy, pedhepeHmHoMYy Cmanoapmy u NOMoKY UCCAe008d -
HUSL.

— QUADAS-C — /las uez0 npumensiemces: Oyenka cpas-
HUMENBbHBIX UCCACO08aHUTT ouazrHocmuveckux mecmoé , Kak no-
Mozaem npu OueHkKe HayuHoi odocHosannocmu: Ilomozaem
OUeHUMb OaHHble, 20€ BANCHO CPABHUNDb OOUH OUAZHOCIUYECKUTL
nO0X00 ¢ OpyeuMm.

— PROBAST — /[as uezo npumensiemcs: Ouenxa npo-
ZHOCMUUYeCKUX U npeoukxmusHvix moodeneii ; Kaxk nomozaem npu
ouenke HayuHoll o0ocnosannocmu: Ilonezen ons anzopummos,
UHOEKCO8 PUCKA, NPOZHOCIUUMECKUX MOOenell U NPeOUKMUBHBIX
UHCIPYMEHMOB.

— GRADE — /[aa uezo npumensiemcs: Ouenka yseper-
Hocmu 8 co8oKynHocmu ookazamenvcme; Kak nomozaem npu
OueHKe HayuHou odocHosannocmu: I[lomozaem ouyeHumv 00-
UYHO HAOEHCHOCHTb 8bl800A C YUENOM PUCKA CMEUeHUsl, Henpsi-
MOMbL, HEOOHOPOOHOCHIU, HEMOUHOCIU U NYONUKAUUOHHO20 CMe-
uieHusl.

— PRISMA — /[as uezo npumensiemcs: [Ipospauroe
npedcmaegnenue cucmemamuueckozo oosopa; Kak nomozaem



npu ouexke HayuHoil odocHosannocmu: I[lomozaem onucamv
NOUCK, OMOOpP, UCKAIOUEHUE UCOYHUKO8 U CIpPYKmypy 0030pa,
HO He 518AS1emCsi UHCIPYMEHMOM OUEHKU Ka1ecmaed .

BaxHO MoHMMaTh IpaHUIIbl TPUMEHEHUS] ITUX MHCTPYMEH-
TtoB. QUADAS-2 He oTBevaeT Ha BOIIPOC, ABJIAECTCA JIA AHAIUAT
KJIMHAUYECKU 3HAYMMBIM caM I10 ceOe; OH ITOMOIaeT OLIEHUTD Ka-
YeCTBO UCCIIENOBAHUN auardoctuyeckor touHoctu. PROBAST
HE JIOKa3bIBAET MEIUIIMHCKYIO IIEHHOCTh MOJEJIU; OH TTOMOraeT
BBISIBUTH PUCK CMEIIEHHS B pa3pab0TKe ¥ IPOBEPKE MPOrHOCTH-
yeckou win npeaukTuBHou moaesim. GRADE He 3ameHsiet co-
JiepKaTe/IbHbIA BHIBOJ] SKCIIEPTa; OH NTOMOIaeT OLIEHUTh YBEPEH-
HOCTbh B COBOKYITHOCTH JI0Ka3aTeJsibCTB. [109TOMYy MHCTpYMEHTHI
JIOJDKHBI UCTIONTb30BAThCS KK CIIOCOO CTPYKTYPUPOBATh KPUTH-
YECKYIO OILIEHKY, a He KaK MeXaHWu4ecKas Ipoleaypa.

Tun KAMHIYECKOH POJI MeHsIeT KPUTePHUH OIEeHKH.

KpuTtnueckas olieHKa JOMKHA YYUTHIBATh TUI KJIMHUYECKON
CBs13U. [lJ151 AMAarHOCTUYECKON POJTM BaKHBI MOMYJISILINS MAIUeH-
TOB, pepepEeHTHBII CTAaHIAPT, CIIEKTP 3a00IeBaHUS U KOHTPOJIb-
Hbl€ TPyNIbL. {15 CKpUHUHTOBOM POJIM — PacHpOCTPAHEHHOCTh
COCTOSTHUSI, TIOCTIE/ICTBU S JIOXKHOIOJIOKUTETbHBIX U JIOKHOOTPHU-
LATeJIbHBIX PE3YJIbTATOB, MOATBEP:KAAIOIINN MAPUIPYT U MTPUTO/I-
HOCTh JIaHHBIX JJIs IEPBUYHOrO oTOOpa. s MOHUTOPUHTOBOM
PO — JMHAMUKA MOKa3aTesisi, BOCIPOU3BOAUMOCTh U3MEHe-
HUU Y CBSI3b C KIIMHUYECKUM TeueHueM. J1J1si IpOrHOCTUYeCKOn
pOJI — CBSI3b C UCXONAMHU M JUTUTETBHOCTh HaOmoneHus. [l



NPEAUKTUBHON PO — CBSI3b pe3yJibTaTa C OTBETOM Ha KOH-
KPETHOE BMEIIATEIbCTBO.

Hanpumep, uccinenoBanue, NoKas3blBalollee pa3iniue ypoBHs
Mapkepa Mexk 1y NarreHTaMu ¢ 3a001eBaHUEM U 3I0POBbIMU JIH-
[AMU, MOKET OBITh IOJIE3HBIM JIJI51 IEPBUYHOTO MOHUMAHUSI TUa-
rHOCTUYECKOM cBsi3u. Ho OHO He 10Ka3bIBaeT MPOrHOCTUYECKYIO
pOJIb, €CJIM B HEM HE OLIEHUBAJIMCh UCXObl. OHO HE OKa3bIBa-
€T NPEAUKTUBHYIO POJib, €C/IM He ObLIO IAHHBIX O TEPANU U OT-
BeTe Ha Hee. OHO He JOKa3bIBA€T MOHUTOPUHIOBYIO POJib, ECIIU
HE aHaJIM3MpOoBaJIach AMHaMKKa. IloaroMmy kpuTHueckas oleHKa
BCerja JOJKHA COMOCTABJIATh AU3alH UCCAEJOBAHUS C TOW po-
JIbIO pe3yJsibTaTa, KoTopast 3asBJeHa [l U3/Ieusl.

JI1s1 HOBBIX aHAJIMTOB KPUTHYECKAsl OLIEHKA OCOOEHHO BaX-
Ha. PaHHue uccienoBanus 4acTo 3aBblIA0T 3(PPEKT. ITO MOKET
MIPOMCXOINTH M3-32 MAJIOW BHIOOPKH, PETPOCIIEKTUBHOIO OTOO-
pa, OTCYTCTBUSI BHEIIIHEN MPOBEPKH, IyOIUKAIIMOHHOTO CMele-
HU 1, UCTIOIb30BaHM S yIOOHBIX KOHTPOJILHBIX TPYIIIT WJTH BBIOOpA
ropora rocJjie aHajau3a JaHHbIX. B Takux ciiydasx cBsI3b aHAIU-
Ta C COCTOSIHEM MOJKET BHIIJIAJETh YOeIUTeIbHO, HO TIPU He3a-
BUCHUMOW TIpOBepKe OKasbiBaeTcs cnabdee. [ToaToMy s HOBBIX
MapKepoB ClielyeT 0COOEHHO BHUMATENILHO OLIEHUBATh HE3aBH-
CUMOCTb MOATBEPKJICHUS U BOCIIPOU3BOIMMOCTD PE3YJbTaTOB.

JlJ1s1 XOpOIIIO N3yUeHHBIX aHAJTUTOB KPUTHYECKasl OlIEHKa TO-
’Ke HeoOXO[uMa, HO ee aKIIeHT MHOW. 371ech OOBIYHO HE HYX-
HO 3aHOBO JOKa3bIBaTh 0A30BYIO CBSI3b AHAJIUTA C COCTOSTHUEM.
BaxHee oO11eHUTh, HE BBIXOJUT JIM 3a5IBJICHHOE Ha3HAUEHHUE U3/1e-



JIMs1 32 TIpeJielibl IPU3HAHHOTO NpuMeHeHust. Eciu uznenue uc-
TOJIb3YET XOPOIIO U3BECTHBIM aHAJIUT B HOBOW MOIYJISLIMH, HO-
BOM Marepuaie, HOBOM KJIMHUYECKOM CLICHAPUU WA C HOBBIM
AJITOPUTMOM HMHTEPIPETAINH, 1a’e XOPOUIO YCTAaHOBJIEHHAs Ha-
y4Hasi 0OOCHOBAaHHOCTh TpeOyeT JIOTIOJTHUTETHHOU OLIEHKH TIPU-
MEHUMOCTH.

IIpoTuBoOpeyns HeJib3s1 HTHOPUPOBATH

[TpoTrBOpeurBLIE JaHHBIE TPEOYIOT OTAEIbHOTO aHau3a. Ec-
JI OJTHU UCCIIEIOBAHK 1 TIOTBEPKAAIOT CBSI3b AaHAJIUTA C KJIMHU-
YeCKOM 3a/1aueii, a Ipyrue HeT, Heslb3sl MPOCTO BHIOpaTh HAnOo-
Jiee ynoOHble UCTOYHUKHU. HyXHO OHATH, YeM OHM Pa3IyaioT-
cs1. BO3MOXHO, B HUX UCIIOJIb30BAJIMCh Pa3Hble MaTepHalibl, pa3-
Hble TIOPOTH, Pa3Hble CTaauK 3a00JIeBaHUs, pa3Hble KpUTEPUU
KJIMHUYECKOI'O CTaTyca WIN Pa3Hble METOAbI ONPE/ICICHUS aHa-
muta. VlHorna mpoTMBOpeYrs MOKa3blBAIOT, YTO AHAIUT UMEET
3HAYEHUE TOJIbKO B OMpeseeHHor noarpynmne. MHorna — yto
CBSI3b HEJIOCTATOUHO YCTOMYMBA 1Sl 3a5IBJIEHHOTO MTPUMEHEHMUSI.

HeonHopomHOCTh JaHHBIX cama 1o ceOe He BCeraa SIBsIeTCs
HejocraTkoM. Eciy pasHble ucciieioBaHus B Pa3HbIX YCIOBUAX
JAI0T CXOJIHbIE PE3Y/IbTAThl, 3TO MOKET YCUJIMBATh YBEPEHHOCTD
B Hay4HOU 000cHOBaHHOCTU. HO eciii pe3ysbTaThl pacxoasTes, a
NIPUYMHBI HEOTHOPOJHOCTH HESICHBI, BHIBOJ I0JKEH OBITH OCTO-
poxkHbIM. OCOOEHHO OMacHO OOBEMHSATH HEOTHOPOIHbBIE TaH-
HbIEe B O/IH OONIMIA BBIBOA Oe3 00bsicHeHus pazimuuuil. s MU
NBJI 510 KpUTUYHO, IOTOMY YTO MaTepuas, MOMyIsAurs U KJIU-
HUYECKAs pOJib PE3YJIbTaTa HEMTOCPEACTBEHHO BIUAIOT HA MHTED-



TpeTanuio.

Cxema 15.2 — TunoBble OrpaHuYeHUs1 JAHHBIX 0 HAY4-
HOIl 000CHOBAHHOCTH

— HepeaeBantnas nonyiasiuuss — Kak nposieasemcs:
Jannvie noayuenvt y Opyzoii 2pynnsvl NAUUEHMO8 UM 0OCAedy-
emvix auy;, Kak eausiem na 6v1800: Ozpanuuusaem neperocu-
MOCHb 8b1600A HA 3ASI8NEHHYIO NONYAAUUIO .

— Wnoit Tun marepuana — Kak nposeasemcs: Hccae-
008aH OpYy20li OUONOZUMECKUTI MAMEPUAN U POPMAIN OAHHBIX ;
Kak eausiem na 8v1800: Tpebyem 0b60cHo8aHUs NEPEHOCA HAYY-
HOUl 0OOCHOBAHHOCTI.

— Jlpyrasi kiuHu4Yeckasi pojb — Kak nposeasemcs:
Jannvie omnocsimest Kk duazHocmuke, a uzoeaue 3dsi8AeHo Ons
npoeHo3a, MOHUMOPUH2a Uuau 8vloopa mepanuu ; Kax eéausem na
8b1800: He noomeepoicoaem 3as81eHHYIO pOab pe3ynvmama.

— Maubiii 00beM BbI0OOpKN — Kak nposisasiemcs: Hc-
Cned08arue sKarouaenm Hebonvuloe uucno cayuaes ; Kak eausiem
Ha 6b1800: [losviuiaem HeonpedeneHHOCMb U PUCK CAYUALIHOZO
agpgbexma.

— OTCcyTCcTBHE HE3ABHCUMOTI0 NOATBEP:KAeHuss — Kak
nposieasemcs: Cés13b NOKA3AHA MOALKO 8 OOHOL 2pYnne U 00-
Hom uenmpe;, Kak eausiem na 8v1800: Crudicaem yeepeHHoCcnb
8 80CNPOU3BOOUMOCII.

— Hesicublii pecepentnslii noaxon — Kak nposieasiem-
cs1: Kaunuueckuti cmamyc ycmaroenen HenoaHo uau HeOOUHAaKo-
60; Kak eéausem na 8vb1800: Ocaadnsiem 00CmosepHOCb C8513U



aHaauma ¢ COCMosiHueM.

— Br160op nopora nocJje anaan3a ganabix — Kak npo-
aeasiemcs: [lopoz onpedener pempocneKmugHo no ayuuemy pe-
synemamy; Kak eausiem Ha 861800: Moodicem 3asvbuams oua-
ZHOCIUYECKYIO UAU NPOZHOCIMUUECKYIO UEHHOCTb .

— Myoaukanunonnoe cmemenue — Kak nposeasemcs:
JlocmynHtul npeumyuecmeeHHo NOAOHCUMENbHBIE UCCACO0BAHUS ;
Kak eausiem na 6v1800: Mooicem co30a8ame N0HCHOE neuam-
JNeHue YCmouuugol Ces3u.

— HUcrounuk ¢puHaHCHpoOBaHUs U KOH(JIUKT MHTEpe-
coB — Kak nposieasemcs: Hccaeoosarnue npogpunancuposamo
npou38oOUmenem OUeHUBAEMO20 U30eAUs. UMY 3AUHMEPECOBAH-
HOUL CMOPOHOI, KOHPAUKIN UHIMEPECO8 A8MOPO8 He PACKPbIM
Kak eausiem na 861800: Modicem co30asamv CUCmemMamuuecKuti
cO8U2 8 CHOPOHY ONAZONPUSIMHO20 Pe3YAbmama.

— Ycrapesmue nanuble — Kak nposeasemces: Hzmenu-
AUCL Kaaccugukayuu, mMemoowl, KAUHUMECKUE MAPULPYMbL UAU
mepanusi; Kak eausiem na 8v1800: Tpebyem nposepku akmyans-
HOCMU 8b1800d.

Kputnueckass oOneHka [OJDKHA 3aBEpLIATbCs ONMCAHUEM
OTPaHWYECHUN, a TAKXKE OIPEIEICHUEM JOKA3aTEIbHOTO BEca UC-
TOYHUKOB. OIHU UCTOUHUKU MOTYT OBITh OCHOBHBIMU, ITIOTOMY
YTO NPAMO OTHOCATCS K HA3HAYEHMIO M3JEIUSA U UMEIOT XOPO-
mee KayectBo. pyrue MoryT ObITh MOAJEPKUBAIOIIUMU: OHU
TIOMOT'AIOT TIOHATh MEXaHW3M, KOHTEKCT WJIM OOIIYI0 KJIMHUYEe-



CKYIO pOJib, HO HE 3aKPhIBAIOT KJI0UEBOM BONPOC. TpeThu MOryT
OBbITh OrPAHMYEHHBIMY M KCIIOJIb30BATHCS TOJIBKO C OTOBOPKAMH.
HekoTopble HCTOYHUKH MOCIIE aHAIN3a JOJIKHBI ObITh TIPU3HAHBI
HENPUMEHUMbIMH K 3asIBJIEHHOMY Ha3HAYEHHMIO.

Takoit oaxon 0COOEHHO BakeH MPH MOATOTOBKE MTOTOBOTO
BBIBOJIA O HAyYHON OOOCHOBAHHOCTHU. BBIBOI OIKEH OBbITh CO-
pa3MepeH cuiie aHHbIX. ECin CBsI3b IOATBEPIkKICHA HaIeKHBIMU
Y NIPUMEHMMBIMUA MCTOYHUKAMHU, MOXHO (hOPMYJIUPOBAThH yBe-
peHHbIi BbIBOA. ECiM qaHHbIe OrpaHryeHbl, HEOTHOPOIHbBI MK
OTHOCSITCSI TOJIKO K YacTH Ha3HAYeHWsl, BBIBOJ JIOJKEH ObITh
orpaHn4eHHbIM. ECiii JaHHbIe TpeiBapUTebHbIC, POTHBOPE-
YMBbIE WM HEITPUMEHHUMbIE, pa3/esl HayuHOi 0OOCHOBAHHOCTU
He JIOJDKEH CO3/IaBaTh BUAMMOCTD JJOKa3aHHOCTH.

JI1s1 aIrOpUTMHUYECKUX M MTPOrPAMMHBIX U3/IEIUI KpUTHYe-
CKasi OlleHKa JI0JKHA IOMOTHUTENILHO YUUTHIBATD IAHHBIE, HA KO-
TOPBIX Pa3padaThIBAICS M MPOBEPSUICS anroput™. Eciu uroro-
BBI pe3yabTaT (DOPMUPYETCS] MOJIEIIbIO, HEOOXOIMMO OIIEHUTb,
OblTa 7T BBHIOOpKA pa3paOOTKU PErpe3eHTATUBHOMW, OTIEJICHBI
JIM JaHHbIe OOYyYEHHUsI OT JaHHBIX MPOBEPKHU, ObLjIA JIU BHEIIHSSA
BAJIMIAINSA, HET JIM TepeoOydyeHrsi, Kak ajirOpuT™M padoTaeT B
MOTPAHUYHBIX CIIyJasX W IMPUMEHHMM JIM OH K peaibHOM TOIy-
JsMd. 371eCh OCOOCHHO TMOJIE3HBI MHCTPYMEHTBI OLIEHKH TPO-
THOCTUYECKUX M MPEIUKTUBHBIX MOJIEJIEH, HO HTOTOBBIM BOITPOC
OCTaeTCsl TEM JKe: UMEET JI AJITOPUTMUYECKUI Pe3y/IbTaT JI0Ka-
3aHHBIA KJIMHUYECKUI CMBICIT 151 3asIBJICHHOTO TIPUMEHEHUSI.

OneHka 10/KHA 3aBePHIATHCS ONpe/ieIeHueM JJ0Ka3a-



TeJbHOI0 Beca.

Kputnyeckasi olieHKa JaHHBIX O HAyYHOW OOOCHOBAHHOCTHU
JOJDKHA OBITh MPO3pauyHOd. B JoKa3aTebHOW JOKYyMEHTAIMH
JKeJaTeIbHO yKa3aTh UCTOYHUKH, a TAKKe MOKa3aTh, IOYeMy OfI-
HU U3 HUX TIPU3HAHBI KJTIOUEBBIMHU, IPYTHe — MO PKUBAIOIIN-
MU, a TPETbH — OrpaHWYEHHBIMU. Takast Mpo3pavHOCTh 00JIer-
YaeT FKCIEPTHYIO OIIEHKY U CHUXKAET PUCK CIIOpa O TOM, TIOYeMy
KOHKPETHBIE MyOIMKaluy ObUTA BKTIOYEHBI T UCKJTIOYEHBI U3
JIOKA3aTeJIbHOTO BHIBOJA.

B koHeyHOM cuere KpUTUYECKas OlIEHKAa HYXHa JJisl TOro,
YTOOBI HE 3aBBICUTh M HE 3aHU3UTh HAYYHYID OOOCHOBAHHOCTb.
3aBblllIeHre BO3HUKAET, KOTAa MpeJBapUTebHble WA KOCBEH-
HbIE JJaHHBIE MOJAIOTCS KaK OKOHYATEIbHOE JOKA3aTeIbCTBO. 3a-
HIDKEHHE — KOTJ]a XOPOIIIO YCTAHOBJIGHHBIE TaHHbIE HEOOOCHO-
BaHHO TPeOyIOT MOBTOPHOT'O JIOKA3aTeJbCTBA. 3a/laua COCTOUT B
OayaHce: MPHU3HATH TO, YTO YK€ HAJAEKHO M3BECTHO, MOKA3aTh
MPUMEHUMOCTD 3TUX JIAaHHBIX K HA3HAYEHMIO U3/IeUsI U YECTHO
0003HAYUTH BOITPOCHI, KOTOPBIE TPEOYIOT AOTIOTHUTEILHOTO MOJI-
TBEPXKICHUSI.

Hror raaBbl

Kputnyeckasi olieHKa AaHHBIX O HAy4YHOW OOOCHOBAHHOCTHU
MO3BOJISIET OIPEIENIUTh, HACKOJIBKO HAJEKHO U MPUMEHUMO TOJI-
TBEP:KJIEHA CBSI3b aHAJIUTA C 3a5IBJIECHHOM MEIUIIMHCKOM 3aJaueu.
OHa BKJIIOYAET OLIEHKY PUCKa CMENIeHU 1, KauecTBa Ju3aiHa, pe-
JIEBAHTHOCTH TIOMYJISILIUM ¥ MaTepuasa, pepepeHTHOro Moaxoa,
HE3aBUCUMOCTH TOATBEP:KACHHUSI, HEOMHOPOAHOCTU U TTPOTUBO-



peunii. Uncrpymentet QUADAS-2, QUADAS-C, PROBAST,
GRADE u PRISMA mnomoraioT CTpyKTypupOBaTh 3Ty padoTy,
HO HE 3aMEHSII0T SKCIEPTHOTO BBIBOJA O MPUMEHUMOCTHY JAHHBIX
K Ha3HAYEHUIO KOHKPETHOIO MEJULIMHCKOIO M3JEIUs U1 Jua-
THOCTUKH in vitro. CUJIBHBIN pa3zien HaydHOH OOOCHOBAaHHOCTH
JOJIKEH HE MPOCTO MEPEYUCTIATh UCTOUHUKH, a TIOKa3bIBATh UX
JIOKa3aTesIbHBII BeC, OTPAaHUYEHUsI U TPAHULIbI UTOTOBOTO BBIBO-
Ja.



I'naBa 16. /lokymeHTHpPOBaHUE
HAYYHOI1 000CHOBAaHHOCTH

JToKyMeHTHpOBaHUE JOJKHO MOKAa3bIBATh JOTHKY Bbl-
BO/JIA.

JloKyMeHTHpOBaHWe HAyYHON OOOCHOBAHHOCTH SIBJISIETCS 3a-
BEPINAOIINM 3TAlloM pabOThI C MEPBBIM JIEMEHTOM KJIMHUYE-
CKHUX JIOKA3aTeJIbCTB MEIUIIMHCKOIO U3ACIUS A1 AUATHOCTUKM
in vitro. Ha npeapinymuyx 3tanax ycTaHaBJIMBAETCS, YTO Tpe-
CTaBJIsIeT COOOM aHAJIMT WJIM MHON OOBEKT MCCIIEIOBAHUS, C Ka-
KUM KJIMHUYECKUM COCTOSTHUEM WJIA MEOUILIMHCKOM 3aJavueid OH
CBSI3aH, KAKME UCTOYHUKHM MOATBEPKIAIOT ITY CBSI3b, HACKOJIBKO
OHM HAJIEKHBI U IPUMEHUMBL. B TOKa3aTeIbHOM TOKyMEHTaluu
BCE 3TO JIOJUKHO OBITh MPEJICTaBJICHO He KaKk Ha0Op pa3po3HEH-
HBIX CCBUIOK, a KaK CBSI3HASl apryMeHTaIlusl.

['maBHast 3a/1a9a pasjenia 0 HayYHOH OOOCHOBAaHHOCTH COCTO-
UT B TOM, YTOOBI MTOKA3aTh, IOYEMY pPe3y/IbTaT U3JIC/IUs UMEeT
MEAWIIMHCKUI CMBICIT B TIpe/iesiax 3asiBJICHHOTo HazHaueHusl. [1o-
9TOMY TaKOM pa3JieN JIO/DKeH HAYMHATBHCS He ¢ TepeyHs myOm-
KallWil ¥ HE C ONIMCAHMS METO/IA, a C SICHOTO YKa3aHWs Ha Ha3Ha-
YEHUE U3JIENNS U KIMHUYECKYIO POJib pe3yibTara. ToJbKo nocie
9TOTr0 MOXHO 0OOCHOBAHHO OOBSICHATh, KAKWE JaHHBIE TOITBEP-
JKIAI0T CBSI3b aHAJIUTA C COOTBETCTBYIOIMM COCTOSTHUEM, ITPO-
11I€CCOM WJIM MEIUIIMHCKOM 3a1aueid.



Ha npakTrke cnabocTh pasjena 0 HayqHOUW 0O0OCHOBAaHHOCTH
9acTo CBsI3aHa C HEMPABUJIBHOM MOC/IENOBATEILHOCTHIO U3JI0XKe-
Hus1. CHavasa mMprUBOIUTCS 0030p JIUTEPATyphl, 3aTeM Hepedrc-
JISTIOTCS XapaKTEPUCTUKH METOJIa, 3aTEM JINIaeTCs OOIIHIA BHIBOI
0 KJIMHMYECKOW 3HauYMMOCTH aHaiurta. Ho mpu 3TOM ocraercs
HESICHBIM, OTHOCUTCSI JTA 3Ta JIUTEPATypa K 3asiBIICHHOMY Ha3Ha-
YEHUIO U3JIeJIHs, TOMY e MaTephasty, TOW e MOMYJISIMA U TOW
Ke KIIMHUYECKOU posu. Takoi pas3ziesl MOXKeT BHIISIIETh 00beM-
HBIM, HO He BBINIOJIHATH JJOKA3aTeNIbHYI0 (DYHKIIHIO.

Cuauasna Ha3HaAYeHHe, 3aTeM AHAJNT U KJIMHHYECKast
PoJIb.

[MpaBunbHas jgoruka odparHas. CHavyasa HyXKHO ONPE/eIUTh,
YTO MMEHHO 3asIBJICHO JUIsl U3/eusl. 3aTeM — KaKOW aHaJuT
WM OOBEKT MCCIIEOBAHNUS JISKUT B OCHOBE pe3yibTara. [lanee
— KaKyI0 KJIMHUYECKYIO POJIb BHITIOJHSIET 3TOT pe3yJibTar. [locie
9TOr0 — KaKWe MCTOYHUKHU TOATBEPKIAI0T COOTBETCTBYIOIIYIO
CBs13b. U TOJIBKO 3aT€M — HACKOJILKO TU UCTOYHUKHU HAJICKHBI,
MIPUMEHUMBI ¥ IOCTATOYHBI JIJISI BBIBOJIA.
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Pucynok 16.1. JIokymeHTHpOBaHHE HAYIHOW 0OOCHOBAHHO-
CTU Kak JIOKa3aTesibHasl JIUHUS

PucyHok 16.1 nokassiBaeT, 4T0 JOKYMEHTUPOBAHUE HAYYHON
00OCHOBAHHOCTH JOJKHO OBITh IOCTPOEHO KakK JIOKa3aTeslbHast
munus. Ecnu u3 Hee BbIMagaer XoTs Obl OAHO 3BEHO, BBIBOJ CTa-
HOBHUTCA yA3BUMbIM. Hantpumep, MOKHO XOPOILIO ONUCATh CBA3b
aHayMTa ¢ 3a00/IeBaHNEM, HO HE yKa3aTh, YTO U3/IENINE 3asIBJICHO
JU1s1 MOHUTOPHHI'A, & HE IS AMarHOCTUKU. MOXKHO IPUBECTH Ka-



YeCTBEHHbIE MyOIMKAIIUY 110 CHIBOPOTKE, HO HE OOBSICHUTD, T10-
YeMy OHU IPUMEHHMBI K CyXOMY MSITHY KpOBU. MOXHO IMOKa-
3aTh KJIMHAYECKOE 3HAYEHHUE BXOJHBIX MTAPAMETPOB aIrOpPUTMA,
HO He 000CHOBATh UTOTOBBIM MHIEKC WA KaTeTOPUIO PUCKA.

Pa3znen no/okeH onuchiBaTh HE TOJIBKO AHAJIWT, HO M
ero KJIMHUYECKYI0 POJib.

Paznen o HayyHON OOOCHOBAaHHOCTHM [IOJKEH $ICHO OITUCHI-
BaTh aHAJIMT WM UHON OOBEKT ucciaenoBanus. s Kiaccuye-
CKHX JIAOOPAaTOPHBIX TECTOB 3TO MOXKET ObITh OEJIOK, TOPMOH,
MeTa0OInT, AaHTUTEeH, aHTHUTEJIO, HyKJIEMHOBAsA KHCIIOTA, MHK-
pPOOpraHM3M WM IeHeTudeckuid BapuaHt. s Mmopdosoruye-
CKUX U HU(POBBIX U3/AENUN OOBEKTOM MOKET ObITh KJIETOYHbIN
MIPU3HAK, 30HA OKPAIIUBAHUS, CTPYKTYpa U300paKeHUs UK KO-
JIMYECTBEHHBIN MOpP(pOMETpUYECKMI TTOKa3arteb. 11 anropur-
MHUYECKUX M3JEMiA OOBEKTOM JI0KA3aTeJIbHON OIIEHKH MOXKET
OBbITh BBIYMCIISIEMBIN MH/IEKC, KATETOpHs PUCKa, aBTOMATHYECKast
KJIacCU(PUKAIHS WM UHOU PE3yNIbTaT MPOrpaMMHOUN 0OpaOOTKH.

BasxHO He orpaHMYMBATHCS HA3BaHWEM aHauTa. HykHO 00b-
SICHUTb, IOYEMY MMEHHO 3TOT OOBEKT CBSI3aH C MEAUIIMHCKOM
3agauer. Hanpumep, eciu uznenue ornpenensier UH(EKIMOH-
HBII MapKep, Clie[lyeT MoKa3aTh, YTO ero OOHapyKeHUe UMeeT
CMBIC/I B JAHHOM MaTepuajie U KJIMHUYECKOM cueHapuu. Eciu
U3JIeNue OmpeessieT OHKOJIOTUIECKU OMoMapKep, HeoOXoIu-
MO yKa3aTb, SIBJISIETCS JIU €r0 POJib JUATHOCTUUECKOU, MPOTHO-
CTUYECKOM, MPEIMKTUBHOW WM MOHMTOpUHroBou. Eciu uzne-
Jme (popMUpYeT AJITOPUTMUYECKHIA BBIBOJL, HYKHO I10Ka3aTh, 4TO



MMEHHO MTOrOBasi KaTeropusi pe3yibTaTa MMeeT KJIMHHUYECKOe
3HAYeHUeE.

Crnenyonmi 3JIEMEHT — ONUCAHUE KJIMHUYECKON POJIM pe-
3y/bTaTa. TO OOUH U3 Hanbosee BaXHbIX (PparMeHTOB paszera.
dopmynpoBKa “aHaTUT CBs3aH ¢ 3a00eBaHreM” HeJOCTaTOu-
Ha. HeoOxoaumo yka3aTh, UCTIONB3YETCs JIM Pe3YJIbTaT ISl TIOI-
TBEPXK/IEHUSI WIM UCKJIIOUEHUS] COCTOSIHUS, MEPBUYHOTO CKPU-
HUHIA, MOHUTOPHHIA TMHAMUKH, MPOTHO3a, BBIOOpA TEpanuu,
cTpatupUKaluy pUCKa WM MapHipyTu3anuu narpeHTa. Ecim
KJIMHUYECKasl poJib HE OIpe/iesieHa, HEeBO3MOXHO OLEHUTh, J10-
CTaTOYHBI JIU MPUBE/ICHHBIE HICTOYHUKHU.

JlJ1s1 XOpoIlIo U3y4eHHOTo aHAIUTa pasesl HayqHOW 0OOCHO-
BAaHHOCTHU MOKET OBbITh OTHOCUTEJILHO KOMITAKTHBIM, HO He (pop-
MaJbHBIM. B HEM JOCTaTOYHO MOKa3aTh, YTO KJIMHUYECKAS POJIb
aHaJIUTA YCTOSUIACh, TIOITBEPIK/IeHA PEKOMEHAAIIUSIMU, CCTeMa-
TUYECKUMU 0030paMK, KOHCEHCYCHBIMH JIOKYMEHTaMU UJIH JIJTH-
TeJIbHOUN MpakTUKOW. OIHAKO Jaxe B TAKOW CUTyallUM HYXHO
00s13aTeJIbHO yKa3aTh, YTO 3asBJICHHOE HA3HAYCHUE W3JIE/Us He
BBIXOJIUT 3a TIpeJielibl 3TOW ycTosiBIIeics: ponu. Ecniu BeIxoaur,
TpedyeTcst JONOIHUTEIbHOE OOOCHOBAHUE.

7151 HOBOTO MJTM HEIOCTATOYHO M3YUYEHHOTO aHAJIMTa PasJiel
JOJDKeH ObITh OoJlee pa3BepHYTHIM. B HeM HE0OXOIUMO omnucaTh
JIUTEPaTyPHBIN TIOUCK, UICTOUHUKH JIAHHBIX, XapaKTep CBS3U aHa-
JIUTA C COCTOSIHUEM, KaueCTBO WCCJIeOBAaHUM, BOCIPOU3BOIU-
MOCTh Pe3yJIbTaTOB, MPOTUBOPEUMs, OTPAHUYCHUS U TTPUMEHH-
MOCTh K 3asIBJIEHHOMY Ha3HaueHulo. B Takom ciydae mpocto-



r0 YTBEpKJCHUsI O MEPCIEKTMBHOCTA MapKepa HEeIOCTATOYHO.
HykHO moka3aTh, YTO CBSI3b MMEET JIOCTATOYHYIO JJOKA3aTellb-
HYIO OTIOpY JIISI TOW POJIM, KOTOPYIO U3JIENIUE JIOJDKHO BBITION-
HSATh.

HcTouHuKY T0JKHBI OBITH MPeCTaBJeHbI KaK I0Ka3a-
TeJbHBIE 0JJOKH

Ocoboe BHUMaHUE ClIeIyeT YAeasATh HICTOYHUKAM JIaHHbIX. B
pazjielie HayYHOM 0O0OCHOBAHHOCTH OHU JIOJIKHBI OBITh ITPECTaB-
JIeHbI He Kak OO IMorpadMuecKuil CIIMCOK, a Kak J0Ka3aTe/IbHbIe
610ku. OJTHY UCTOYHUKHU MOTYT TIOTBEPKIATH OUOJIOTMUECKYIO
OCHOBY CBSI3H, JIpyTe — KJIMHUYECKYIO POJib pe3ysibTaTa, Tpe-
ThU — 3HAYEHHUE NOPOra WK IPpaBujia MHTEPIIPETALUH, YeTBEP-
Thle — MPUMEHUMOCTb K KOHKPETHOM TMOMYJ/ISILUN I MaTepH-
aiy. Takas TpynmupoBKa JiesiaeT TeKCT MOHATHBIM U TTO3BOJISIET
YBUJIETh, KaKKe JIEMEHTH HAy4YHOW OOOCHOBAHHOCTHU MOATBEP-
XKJIEHBI CHITbHEE, a KaKue ciiadee.

Haripumep, 1151 CKPMHUHTOBOTO M3/IE/IUs YaCTh UCTOYHUKOB
MOXET TOATBEPXk/IaTh CBSA3b MapKepa C 3a001eBaHueM, JIpyras
YacTh — 3HAUEHWe PAHHErO BBISBJICHUs, TPEThs — IpaBUIIa
MIEPBUYHOrO 0TOOpPA W MOATBEPXKIA0Iero sramna. st usnenus,
CBSI3aHHOTO C BHIOOPOM Tepariuu, OMHU UCTOYHUKH MOTYT TIO[I-
TBEPKJaTh OMOJIOTHYECKYIO pOJib MapKepa, Jpyrue — CBsI3b C
OTBETOM Ha Ipernapar, TPeTbl — KJIMHUYECKUE PEKOMEH 1Ay
0 UCIIOJIb30BAaHMIO pe3yibTata. [l airopuTMHUYECKOro U3/e-
JIMST HY’KHO OTHEJIbHO TOKa3aTh MCTOYHMKU IO BXOAHBIM Iapa-
MeTpaM U UCTOYHUKH 10 UTOTOBOMY JITOPUTMHUUYECKOMY BBIBO-



my.

IIpMeHNMOCTH JAHHBIX HY>KHO MOKa3aTh SIBHO.

JloKyMeHTUpOBaHUE HAyYHOH OOOCHOBAHHOCTH 00s13aTeJIbHO
JOJIKHO BKJIIOUATh OLIEHKY NMTPUMEHMMOCTH JJTaHHBIX. JTO O3HA-
YaeT, YTO /IS KaXJIOro KJII0YEeBOro OJIOKa MCTOYHMKOB HYKHO
MOKAa3aTh, HACKOJIBKO OH OTHOCUTCSI K 3asIBJIEHHOMY Marepua-
JIy, TIOMYJISLIMY, KIMHUYECKON POJIA Y TIPABUITY UHTEPITPETAIUH.
Eciu 1aHHbIe IOJHOCTBI0 COOTBETCTBYIOT HA3HAUYEHUIO U3JEIHS,
9TO cieAyeT ykaszarh. Eciiu oHU OTMyaioTcst, HEOOXOIUMO 00b-
SICHUTb, IOYEMY MIEPEHOC TOMYCTUM WJIU ITOYEMY BBIBOJL IOJIKEH
OBbITb OTPaHUYEH.

TUNUYHBIA TPUMEp — MEPEHOC TaHHBIX MEXAy MaTepuasia-
mu. [TyOnmukarmu o ChIBOPOTKE He BCera MOATBEPKIAI0T MPH-
MEHEHUE B IUIa3Me, CYXOM IMSITHE KPOBHU, MOYE, KaJle WK TKaHe-
BOM Marepuaje. [JaHHbIe 1O OIyX0JIeBOM TKaHW He BCEraa Mpu-
MEHHUMBI K liupkyaupyoien onyxonesor JIHK. lanHbie no cre-
PWIBHOMY JIOKYCY HE PaBHBI IJaHHBIM 0 HECTEPUJIBHOMY JIOKY-
cy. Eciu takue pa3znuuust ecTh, OHU JIOJKHBI OBITH MPSIMO OTpa-
*KEHBI B pazjiesie HayYHOl 0OOCHOBAaHHOCTH.

To e kacaercs nonyasuuu. Eciy jaHHbIe OyyeHsl y nanu-
€HTOB C BBIPAKEHHOMN KJIMHUYECKOW KapTUHOM, a U3/eUe 3asIB-
JIEHO TSl CKpUHMHTa OECCUMITTOMHBIX JIHII, TPUMEHUMOCTbD HC-
TOYHUKOB OrpaHuyeHa. Eciiv 1aHHbIE MOTy4YeHbl y B3POCIIbIX, a
U3JIeJIME 3asIBJIEHO /11 HOBOPOXKJIEHHBIX WU JETEN, HYKHO J10-
NOJIHUTETbHOE 000CcHOBaHMe. Eciu vccieioBaHus BHITIOJTHEHBI Y
MAIMEHTOB 10 JICYECHHUs], a U3JEJINE UCTIONb3YETCs AJIs MOHUTO-



pUHTa Teparuu, 3TO Takxke TpeOyeT OTAEIbHOrO aHATN3A.

JI71s1 KOJTMYIEeCTBEHHBIX U TIOPOTOBBIX TECTOB HEOOXOAUMO JI0-
KYMEHTHUPOBATh U CBSI3b AHATIMTA C COCTOSTHUEM, U KJTMHUUECKUI
CMBICIT TTopora Win auanasoHa. Eciu pe3ynabrat uHTEpIripeTupy-
€TCs KaK MOJIOKUTEIbHBIN, OTPUIIATEIbHbIN, OTPAHUYHBINA WU
TpeOyIOIINi MOBTOPHOTO MCCIIEIOBAHMSI, Pa3aes HayJYHOi 00oc-
HOBaHHOCTH JIOJKEH OOBSICHATH, IOYEMY TaKOE MTPABUIIO UHTEP-
NpeTaluy UMeeT MEeIUIIMHCKUI cMbIc. [lopor He nomkeH Bbl-
DJISIIETh KaK YMCTO TEXHWUYECKash HACTPOMKA, €CJIM UMEHHO OT
HEro 3aBUCUT KJIMHUYECKOE JEUCTBHE.

IlIsT mporpaMMHBIX U aNTOPUTMHUYECKUX W3JEIUN HYXKHO
(pukcupoBarh, Kakoii UMEHHO pe3yJbTaT SIBJSETCS MpeIMeTOM
Hay4HOW 000CHOBaHHOCTH. Eciu mporpamMma Toibko oopmis-
€T OTYeT WM TIepe/iaeT JaHHble, HayYHass 0OOCHOBAHHOCTh OT-
HOCHUTCS TIPEXJE BCEro K aHAIUTY W MEIUIIMHCKOW POJId pe-
3ynbTata. Ho ecnu mporpamma kiaccuguimpyet n3o0paxkeHue,
(punbTpyeT BapuaHThI, pacCUMTHIBAET MHIEKC PUCKA WM aBTO-
MaTH4ecK (POpMHUPYET KaTeropHio pe3y/IbTaTa, HaydHast 00oc-
HOBAHHOCTb JIOJ’KHA OTHOCUTHCSI K UTOTOBOMY BBIBOJIY JITOPUT-
Ma. Henb3s1 OrpaHUUYMTBLCS CChUIKAMU Ha KJIMHUYECKYI0 3HAYM-
MOCTb OT/IE/IbHBIX BXOJIHBIX JIaHHBIX.

B paznene HayuHOI 0OOCHOBAaHHOCTH TaKke HEOOXOIMMO OT-
pakarb orpaHuyeHusi. OrpaHuYeHust He OCAaONSAI0T JOKYMEHT
ABTOMATUYECKH; HATIPOTUB, OHU JIEJIAIOT BHIBOJL YECTHBIM U IKC-
NepTHO ycToMuMBbIM. ECiti JaHHbIe MPUMEHUMBI TOJIBKO K OIpe-
JeJICHHON MOMyJISILIMK, 9TO HYXXHO YKa3aTh. Eciu cBsi3b moj-



TBEpXKJEHa TOJIBKO [UIsI OTHOTO MaTepraia, Hellb3sl pacpocTpa-
HATH €€ Ha Jpyrue marepuaibl 0e3 obocHoBanus. Eciu posb
aHAJTNTA MOJTBEPXKICHA JJIsl TMarHOCTHKY, HO He JUTsl IPOrHO3a
WJIM BBIOOpA TEPaIuu, 3TO JI0IKHO OBITh MPSIMO oTpaxeHo. Ecin
JaHHBIE 110 HOBOMY aHAJIMTY TpeBapUTENIbHBIE, BBIBOJ JIOTKEH
OBITH OCTOPOKHBIM.

Cxema 16.1 — TunoBbie omMMOKH JOKYMEHTHPOBAHUSA
HAY4YHOIl 000CHOBAHHOCTH

— Ilepeuncienne nyojaukanuii 6e3 apryMmeHTanum —
Kak nposisasiemcs: Pazoen svieasioum Kak oubauozpagpus oe3
ces3u ¢ HasHauenuem uzoenust; Iouemy amo kpumuuno: Heno-
HSIMHO, KAKOU 8b1600 NOOMEEPHCOAIOM UCHOUHUKU .

— O6ocHoBaHue aHaJuTa “Booome” — Kak nposeas-
emcs: Onucana ceési3vb mapkepa ¢ 3a00nesanuem 6e3 ykazamus
Kauruueckoi poau; Ilouemy smo kpumuuno: Henavss oyerums
NPUMEHUMOCMb K OUAZHOCTIUKE, CKPUHUH2Y, MOHUNMOPUHZY UMY
6b100pY Mmepanuu.

— TIlogvena Hay4YHOW 00OCHOBAHHOCTH AHAJIUTHYE-
CKMMH XapakTepuctukamu — Kak nposieasiemcs: Buecmo
KAUHUUECKO20 CMbICAA AHAAUMA ONUCAHbL Npeden OOHapydice-
HUSl, MOYHOCMb UAU 80Cnpouzsooumocmu;, Ilouemy smo kpu-
muuno: He 3axpoim eonpoc, 3auem aHaium onpeoensiemcsi .

— IlepeHoc JaHHBIX HA APYroi MaTepHuaJ 6e3 000CHO-
BaHus1 — Kak nposeasiemces: /lannvie no o0Homy muny oopasz-
ua ucnonvsyromcs 0as opyzoeo; Iouemy smo kpumuuno: Me-



HSEeMCst MAMpUuya, CMadUAbHOCHb U KAUHUYECKAS UHMEPRPema-
uusl.

— IlepeHoc JaHHBIX HA APYIYI0 NOMYJISANUI0 6e3 060c-
HoBannsi — Kak nposieasiemcs: /larnmvie no cumMnmomoIm na-
UUEHMAM UCNOAL3YIOMCSL ONsl CKPUHUHZA OeCCUMNIMOMHbBIX QUL
Iouemy smo kpumuuno: Mensiomcsi pacnpocmpaHeHHOCHb,
npeomecmosasi 8epOSIMHOCHb U PUCK OUUOKU .

— CMelneHue KJIMHNYECKUX poJeit — Kak nposeasiem-
cs: Jlannvie no ouazHocmuke UCNOAb3YIOMcst OAst NPOZHO3A UMY
evioopa mepanuu; Ilouemy smo kpumuuno: Pasnvie poau mpe-
OYrom pasuvix 00KaA3amenbCma.

— UrnopupoBaHue nmopora ujiua npaBmjia HHTepnpeTa-
mnu — Kak nposisasemcesa: Obocrnosan anaaum, HO He 000CHO-
6GHO KAUHUUECKOe 3HaueHue Kamezopuu pesynomama ; Illouemy
3mo KpumuuHo: Henonsmno, nouemy pe3ynvmam 0OANCeH Npu-
600UMb K KOHKPEMHOMY OeliCIeuro .

— O0ocHoBaHNe BXO/JHbBIX MApaMeTPOB BMECTO aJro-
purma — Kak nposisasemcsi: Onucanvt omoenvHble nokasa-
menu, HO He Umozoewlil UHOeKkc uau kameeopusi pucka; Illouemy
3mo Kpumuuno: Kaunuueckuii cmvlca anzopummuveckozo pe-
3YAMAMA OCMAEMcst HeOOKA3ZAHHBIM .

— OTtcyrcTBHe orpannuennii — Kak nposeasiemcs: Bui-
600 chopmyauposar wiupe, uem nozgoasiiom oaumvie ; Ilouemy
3mo KpumuuHo: Boznukaem paspole medicoy 00Ka3amenbcmea-
MU U 3AS6NEHHBIM HA3HAYEHUEM .



HToroBbiii BLIBO/I HE JOJKEH ObITH CJAUIIKOM OOIIHM.

WToroBbIil BHIBOJ, O HAYYHOW OOOCHOBAHHOCTH JIOJIKEH OBITh
chopMyITUpPOBaH OTICIBHO U sicHO. OH He JIOJKEH ObITh CIIWIII-
koM obumM. HenocraTouHo Hamwmcath: “HaydHasi 0OOCHOBaH-
HOCTh NoATBep:kAcHa”. HyKHO ykazaTh, 11 Kakoro aHajiura
Wi 00BEKTa UCCIIeIOBAHUSI OHA TIOITBEPK/ICHA, C KAKOW KJIMHH-
YeCcKOU 3aJjaueil OH CBsA3aH, JIs1 KAKOHW POJIM pe3y/bTara, B KaKOM
MarepHaie U MoIyJsAlry, HA OCHOBAaHUM KaKMX UCTOUHUKOB U C
KAKUMU OIpaHUYEHUSIMU.

Hariprimep, KOppeKTHBIN BBIBOJI MOXET ObITh TIOCTPOEH TaK:
OTpeieNIsIeMbIil aHAIUT UMEET MOATBEPKACHHYIO CBSI3b C COOT-
BETCTBYIOIIUM KJIMHUYECKUM COCTOSIHUEM; 3Ta CBA3b OTHOCHUT-
s K 3asIBJICHHOM TMarHOCTUYECKON WJIM MHOW POJIM pe3yJibTara;
MpUBEJICHHbIE UCTOUHUKU ITPUMEHUMBI K 3a5IBJICHHOMY MaTepu-
ajly W TOMYJISAIUU; UMEIOIIUECs OrPaHUUYEHUs] He TIPEMsTCTBY-
10T UCTIOJIb30BAHUIO ITaHHBIX B MpeAesiax 3asABJIEHHOTO Ha3Haye-
Hust. Ecnu ke yacTh Ha3HaYeHUs He TIOATBEP:KAE€HA, BHIBOJ, JJOJ-
JKEH TIPSIMO YKa3bIBaTh, YTO JIJIST STOM YacTU TPEeOYIOTCS JIOTOJI-
HUTEJIbHBIE JAHHBIE WM OTpaHUYeHUe 00JIaCT TPUMEHEHHUSI.

BaxHO, 4TOOBI BBIBOJ O HayYHON OOOCHOBAaHHOCTH HE TOJI-
MEHSIT BBIBOJIBI 00 aHAJTMTHUECKOW M KJIMHIUYECKOH 3 (heKTHB-
Hoctu. HaydHast 000CHOBaHHOCTD MOKA3bIBAET, UYTO AHAJIUT UME-
€T MEeIMIIMHCKUI cMbIca. OHa He J0Ka3bIBaeT, UTO KOHKPETHOE
U3JIeJIME HAJEKHO €ro ONpelesisieT, U He BCerjaa AOKa3bIBaeT,
YTO pe3yJIbTaT u3aenus KinHuuecku apdextused. [loaromy no-
clie pasjielia HayqHOW 0O0CHOBAHHOCTH JIOJKHBI JIOTUYECKH CJie-



JIOBaTh paszesibl 00 aHaIMTUYeCKor 3 (PEKTUBHOCTH U KJIMHH-
yeckor 3(pPeKTUBHOCTU. VX HENb3s 3aMEHUTH JIMTEPATypPHBIM
OINKCaHWEM KJIMHUYECKOIO 3HAYEHHS aHAJIUTA.

B perucrpaiiioHHOM J10che pasfiesl Hay4HOW OOOCHOBAHHO-
CTU JOJIKEH OBITh CBSI3aH C APYTMMU J0OKyMeHTamu. Eciu B Ha-
3HAYEHUU U3AEIUSA YKa3aHbl ONPEACICHHbIE MATEPUAbl, TOITy-
JISIUUM Y KJIMHAYECKHE POJTH, pa3/iesl HayyHOH 0OOCHOBAHHOCTU
JOJIKEH TIOKPbIBATh UMEHHO UX. EC/IM B MHCTPYKIMM 1O ITpUMe-
HEHUIO 3asIBJICHbl OTPAHUYEHU s, OHU JIOJKHBI OBITh COTJIACOBA-
HBI C BBIBOJIOM O Hay4yHOW 0OOCHOBaHHOCTH. Ecim mporpamma
KJIMHUKO-JTA00paTOPHBIX MCIBITAHUIA CTPOUTCS Ha OMpenesieH-
HOM KJIMHMUYECKOM CLIEHAPUM, OH JOJIKEH COOTBETCTBOBATH TOM
pOJIM aHAJIMTA, KOTOpasi 0OOCHOBAHA B IAHHOM pasierie.

Jl1 XOpOIIO MOATOTOBJIEHHOTO JOChE XapaKTepHa BHYTPEH-
HAA corlacoBaHHOCTb. Ha3HaueHue m3nenus, pasiesn HayyHOU
00OCHOBAaHHOCTH, TPOrpaMMa UCTIBITAHUM, aHATTUTUYECKHE JTaH-
HblE, KJIMHUYECKUE JAAHHBIE Y UTOTOBBIM OTYET 110 KIMHUYECKUM
JOKa3aTesIbCTBAM JIOJKHBI TOBOPUTH 0O OTHOM M TOM e IpHU-
meHenuu. Ecnv HayuHast 0O0CHOBAaHHOCTD TIOATBEPXKIAET OHO,
AHAJIMTUYECKUE UCCIIEJOBAHUS BBIIIOJIHEHBI 111 IPYTOro, a UTo-
TOBBII BbIBOJ, C(POPMYIUPOBAH AJIsI TPETHETO, JOChE CTAHOBUT-
Cs1 METOJOJIOTUIECKH CIa0BIM, IaKe eCIM KX Iblid TOKyMEHT T10
OT/IEJIBHOCTH BBIIVISIIUT KAY€CTBEHHO.

[TpakTuyecku pasnesn HaydyHOM OOOCHOBAaHHOCTH MOKHO
CTPOUTH B CIIEAYIOUIEH JIOTUKE: KPATKOE OMUCAHUE Ha3HAYEHUS
W3/IeNNsT; ONMCAaHKe aHAJMTa WM OObEKTa MCCIIeOBAHUS; Xa-



PAKTEPUCTUKA KIMHUYECKOW POJIM pe3yJibTara; 0030p UCTOYHH-
KOB JITAaHHBIX; KPUTUYECKAsl OLIEHKA Y MPUMEHUMOCTh UCTOYHU-
KOB; aHAJIM3 OIPaHUYEHUI; UTOTOBBIN BHIBOA. Takasi CTpyKTypa
HE JIOJKHA BOCIIPUHUMATBCS KaK KeCTKHI 1a0I0H, HO OHA TIO0-
MoraeT u30exaTh IJIaBHOW OIMMOKW — IPEBPaICHUs] HayYHOI
00OCHOBAaHHOCTH B HECBSI3aHHBIN JINTEPATYPHBINA 0030D.

B pesynbrate NOKYyMEHTHpPOBAHME HAay4YHOW OOOCHOBAHHO-
CTM JIOJUKHO OTBEYaTh Ha IMPOCTOW, HO MPUHIMITMATIBHBIN BO-
MPOC: IOYEMY pe3y/bTaT JAaHHOTO U3AEHsl UMeeT MEAULIMHCKUI
CMBICJT UMEHHO B 3asiBJieHHOM npumeneHnn? Eciu pasznen yoe-
JIUTEIbHO OTBEYAET Ha ITOT BOIIPOC, OH CO3[IAET MPOYHOE OCHO-
BaHUE JIJIs1 JaJIbHENIIEH OLIEHKH aHAJTUTUIECKON U KJIMHUYECKOU
sapdextuBHOCcTU. ECin He oTBevaeT, mocienyomye JaHHbie Oy-
YT BOCIIPUHUMATHLCS KaK HEAOCTATOYHO CBS3aHHbIE C MEUIIVH-
CKOW 3aJauel u3aeius.

Hror raaBbl

JloKyMeHTUpOBaHWE HAy4YHOW OOOCHOBAHHOCTH JIOJKHO
NIPE/ICTABIIATh CBSI3b AHAJIMTA WJIM MHOTO OOBEKTAa WCCIIEIOBa-
HUS C 3asBJICHHOM MEJUIIMHCKOW 3aJadyed KaK CBS3HYIO JIOKa-
3aTesIbHYI0 JIMHUIO. Takol pasfen JOJKEeH HauuHAThCsl OT Ha-
3HAYEHU s U3EJIHS, PACKPbIBATh KIMHUYECKYIO POJib Pe3yJIbTaTa,
MPUBOJIUTH PEJIEBAHTHBIE MCTOUYHUKH, OLIEHUBATh UX KAYECTBO
U TIPUMEHUMOCTh, (PUKCUPOBATh OTPAHUYEHMS U 3aBEpIIAThCS
TOYHBIM BBIBOJOM. HaydHass 0O0CHOBaHHOCTh He JIOMKHA TOJI-
MEHSIThCSl AHAIUTUYECKUMM XapPaKTEPUCTUKAMU, KIMHUYECKON
3¢ (PEeKTUBHOCTHIO MM MPOCTHIM TepeuHeM myonukanuii. Ee 3a-



Jada — TOKa3aTh, MOYEMY Pe3yIbTaT MEJUIIMHCKOTO W3JIeNusI
JUIsl TUArHOCTHKY in Vitro UMeeT MeIUIIMHCKUI CMBICIT B TIpefe-
JIaX 3asIBJIEHHOrO HA3HAYEHMSI.

Hrorm Yactu 11

Yactp Il Obina mocBsilieHa HayYHOUW OOOCHOBAHHOCTU Kak
NIEPBOMY COJIEPKATEJIHBHOMY 3JIEMEHTY KJIMHUYECKHMX JOKa3a-
TEJILCTB MEIUIMHCKOrO M3eus JJIs AUarHOCTUKHM in vitro. B
Hel TTOKa3aHo, YTOo JoKa3aTesIbHas OllEeHKAa HE MOXKET HAUMHATh-
Cs1 TOJIBKO C TEXHUYECKMX XapaKTepucTuK uaaenus. [Ipexae uem
OLIEHUBATh TTPABUIILHOCTD, TPEIU3NOHHOCTb, TIpeiel OOHApYKe-
HUSI, TUArHOCTUYECKYI0 YYBCTBHUTEIIBHOCTh WJIM KJIMHUYECKYIO
3(pPEeKTUBHOCTb, HEOOXOIMMO YCTAHOBUTD, TIOYEMY CaM aHAJIUT
WJIM MHOM OOBEKT MCCIIEI0OBAHN UMEET MEIUIIMHCKOE 3HAUYEHHE.

Hayunast 000CHOBaHHOCTh CTPOUTCSI BOKPYT CBSI3M aHAJIWTA C
KJIMHHYECKUM COCTOSTHUEM, (DU3HOJIOTMYECKUM WJIM TIaTOJIOTH-
YECKUM MpOoIeccoM MO0 MeIUIIMHCKOM 3amaveid. Takasi cBsI3b
JOJKHA OBITh KOHKPETU3UPOBAHA: JIMarHOCTUYECKAasl, CKPUHHH-
roBasi, MOHUTOPUHTOBAsI, TPOrHOCTHYECKAS, IPEIMKTUBHAS WIN
crparudukanmonHas. HenocratouHo ykasarh, 4To aHaJIUT “CBsI-
3aH ¢ 3a0oneBanueM”. Hy)XHO MOHMMATh, JIJI1 KAKOW POJIA pe-
3yJIbTaTa, B KAKOW MOIYJISIIIAY, B KAKOM MaTepualie U Mo KaKomMy
MIPaBUITy UHTEPIIPETAIVN ITA CBSI3b MOATBEPKICHA.

B yacti paccMOTpeHO pa3inure MEXIy XOPOIIO N3yUYeHHBI-
MU U HOBBIMU aHAJIUTaMH. {71 XOpOIIIO M3YYEeHHOrO aHaJIWTa
OOBIYHO HE TpeOyeTcsl 3aHOBO JIOKa3bIBaTh 0A30BYI0 KJIMHUYE-
CKYIO CB$I3b, HO HEOOXOIMMO ITOKa3aTh MPUMEHUMOCTh U3BECT-



HBIX JaHHBIX K KOHKPETHOMY Ha3HaueHWio uaaenus. s Ho-
BOTO WJIM HEJOCTATOYHO M3YYEHHOTO aHaIMTa Tpedyercs Oosee
pa3BepHyTasi JoKa3aTe/ibHasl CTpaTerus, BKJIIOUas KPUTHIECKYIO
OLIEHKY JINTepaTyphl, aHAJIN3 BOCITPOU3BOAUMOCTH, TPUMEHUMO-
CTH U, IPY HEOOXOIMMOCTH, IOJTydYeHHe HOBBIX JaHHBIX.

Hctounrky HaydYHON 0OOCHOBAaHHOCTH MOTYT BKJIIOUATh KJIU-
HUYECKUE PEKOMEH/IAINK, CUCTeMAaTUYeCKUe 0030pbI, NePBUY-
HBIE UCCTIeJOBaHMsI, KOHCEHCYCHBIE JIOKYMEHTBI, IaHHBIE O OWO-
JIOTHYECKOM MEXaHHW3Me, PETHCTPbI, JaHHbIE PeaIbHON MTPAKTH-
KU, MaTEpUAIbl IO aHAJIOTUYHBIM TO/IXO/IaM U UCCJIEIOBAHUS aJl-
roputTMudeckux moaenei. Mx qokazarenbHasi cujia onpeiensier-
Cs HE Ha3BaHMEM HMCTOYHMKA, a TEM, HACKOJIBKO OHM IOJATBEP-
KJIAIOT 3asIBJICHHYIO KIIMHUYECKYIO POJIb pe3ysibTaTa v MPUMEHU-
Mbl K MaTepuaty, MOIMY/ISIUN U YCIOBUSIM UCTIOJIb30BAHUS U3-
JICTNS.

OtnenbHOE 3HAYSHKME MMEIOT JIUTEPaTyPHBIN TIOUCK, CUCTEMA-
TUYECKKe 0030phl M KpUTHYECKas OlleHKa JaHHbBIX. [Touck noin-
JKEH CTPOUTHCS] U BOKPYT HAa3BaHMS aHAINUTA, U BOKPYT KJIMHU-
YeCcKOH 3a/1a4u, MaTepuaa, MoMmyJ/Isluy U paBujia MHTEpIpeTa-
1un. CucteMaTudeckuil 0030p MOMOTaeT OIIEHUTh YCTOMUNBOCTh
CBSI3U aHAJIMTA C MEIUIIMHCKOM 3ajadyent. Kputnyeckas orieHKa
MO3BOJISIET OMPEAEIUTh PUCK CMEIIeHHUs], TPUMEHUMOCTh UCTOY-
HUKOB, HEOMHOPOAHOCTb, TPOTUBOPEYUHUS M OTPAHUYEHUST BHIBO-
na. [Tpn HeOOXOIMMOCTH MOTYT UCIIONb30BATHCA MHCTPYMEHTHI
PRISMA, QUADAS-2, QUADAS-C, PROBAST u GRADE.

['maBHbIM pakTYecKuy BbiBOg Yactu Il cocTouT B TOM, 4TO



Hay4yHasi 00O0OCHOBAHHOCTb JIOJKHA OBITh JOKYMEHTUPOBAHA KaK
JIOKa3aTesbHas JIMHUS, a He KaK Ha0Op JINTepaTypHbBIX CCHUIOK.
OHa J10/KHA 3aBepIaThCsl SICHBIM BBIBOJIOM: KaKOW aHAJIUT WU
OOBEKT MCCJIEOBAHKS MMEET MEAUIIMHCKUI CMBICIT, IS KaKOM
KJIMHUYECKOH POJIM, B KAKOM MaTepuale, AJisi Kakou MOMyJIsiun
Y C KAKUMHU OrpaHrueHusIME. TOJBKO IOCyIe 3TOro MOKHO 000C-
HOBAHHO MEPEXOIUTH K OIIEHKE aHATUTUYECKO 3(P(hEeKTUBHOCTH
KOHKPETHOTO M3JIENIUSI U €r0 KJIMHUYECKOU 3(PPEKTUBHOCTH.



Yacts III. AnaanTndyeckasa
3(PeKTUBHOCTH

AHHOTaLUS 9YaCTH

Yacrp Il mocesimena aHanutrudeckon 3h¢GEeKTUBHOCTU Me-
JULIMHCKOTO M3/IENSA AJISl IMarHOCTUKH 1n vitro. Eciu Hay4yHas
00OCHOBAaHHOCTh OTBEYAET Ha BOIMPOC, IMOUEMY OMpeIesieMblid
AQHAJIMT WIM UHOU OOBEKT WCCIICOBAHUS UMEET MEIUITUHCKUN
CMBICJI, TO aHaIATHYecKasA 3(PPEKTUBHOCTb OTBEYAET Ha CJe-
JYIOIIUIA BOIPOC: CIIOCOOHO JIM KOHKPETHOE U3JIeNIue Halle)KHO
BBISIBJISITh, U3MEPATH, KJIACCU(PUIIMPOBATD WU XaPAKTEPU30BATh
9TOT OOBEKT B YCJIOBUSIX, 3aSIBJIEHHBIX H3TOTOBUTEJIEM.

JUis u3aenuid JUarHoCTUKM 1n Vitro 3TOT ypOBEHb J0Ka3a-
TEJIbCTB UMEET CAMOCTOSITEJIbHOE 3HaueHue. Jlaxe eciau aHa-
JIUT XOPOIIO U3YYEH U €ro KJIMHUYECKasi pOJib HE BBI3BIBAET CO-
MHEHUH, HeJIb3s1 aBTOMATUYECKH CUMTaTh, YTO JIIOOOE U3IeHe,
NpeIHa3HAueHHOE ISl erO OornpezeseHus], OyaeT JaBaTh HalleK-
HBI pe3yabrar. KoHKpeTHasi TecT-cuctema, HAOOp peareHToB,
aHAJIM3aTop, KaIMOpaToOp, KOHTPOJIbHBII MaTepua, MporpaMm-
HBIA MOAYJIb WX AJITOPUTM JIOJIKHBI TOATBEPAUTH CBOM aHAIU-
TUYECKUE XaPAKTEPUCTUKU TPUMEHUTEIIBHO K 3asIBJICHHOMY Ma-
Tepuaily, IMana3oHy, YCJIOBUAM IPUMEHEHHs, TIOIb30BATENIO0 U
MpaBUJIaM UHTEPIIPETALIMM Pe3y/IbTaTa.

B 3T0¥1 yactu paccMaTpuBalOTCSsl OOIIUE TTPUHITUITH TIOITBEP-



JKJIGHUST aHATUTUYEeCKOr 3(P(PEKTUBHOCTU, TTPABUIILHOCTD, Mpe-
IIU3UOHHOCTb, JITHEWHOCTD, IUATIa30H U3MEPEHU, TIpe/ies OOHa-
pyKeHusl, TIpeiesl KOJTMUECTBEHHOTO OIpee/ieHN s, aHAIUTHYe-
CKasl crieliupuIHOCTb, MHTEepEpeHIusl, CTAOUIBHOCTb, BOCIPO-
U3BOJMMOCTb, ITPOCIIEKUBAEMOCTh U KAJIMOPOBKA. DTH XapaKTe-
PUCTUKHU HE JOJKHBI BOCIIPUHUMATHCS Kak (hOpMasIbHBIN Tiepe-
YeHb UCTIbITaHui. VX BBIOOD, ITyOWHA OIIEHKU W KPUTEPUU TTPH-
€MJIEMOCTH 3aBUCAT OT Ha3HAUEHUs U3JEINs, TUMA pe3y/ibTaTa,
KJIMHUYECKOH POJIU, MaTepualia ¥ PUCKa OIMOOYHOTO pelieHusl.

Ocoboe BHUMaHUE yAeNsIeTCs TOMY, YTO aHATUTHIECKast -
(peKTUBHOCTh HE paBHA KIMHUYECKOU 3(P(PEeKTUBHOCTU. XOPO-
11asi aHAIMTHYecKasi padoTa U3AeHsl CO3aeT HEOOXOIUMYIO OC-
HOBY JIJIS1 TOBEPHsI K pe3yJsIbTaTy, HO cama 1o ceOe He BCerja J10-
Ka3bIBAET €ro MPUTrOJHOCTH JJIsi MEIMIIMHCKOro peiieHusi. B to
ke Bpemsl KinHu4ecKask 3(pPeKTUBHOCTh HE MOXET ObITh yoOe-
JUTEJIbHOW, €CJIM AHAJIUTUYECKUE XAPAKTEPUCTUKU U3/EINS He
noarBepxkaeHbl. [Toatomy aHanuTrueckasi 3(pheKTUBHOCTD 3a-
HUMAaeT [EHTPAJIbHOE MECTO MEek 1y HayJYHON 0OOCHOBAHHOCTHIO
aHAJIUTA U KJIMHUYECKON MPUTOJHOCTHIO pe3y/IbTara.

ean yacTu

[enp HacTosiIel 4acTd COCTOMT B TOM, YTOOBI C(DOPMHPO-
BATh y YMUTATEJIs] IOHUMAHKWE AHATMTUYECKOU 3(P(PEKTUBHOCTU
KaK CaMOCTOSITEJIbHOTO U 00s13aTeJIbHOTO 3JIEeMEHTa JJOKa3aTesb-
HOW OLIEHKU MEAMLIMHCKOTO M3JeJusl JUIsl IMarHOCTUKY in Vitro.

[locne u3ydeHust 3TOM YaCTU UYUTATENb JIOJDKEH MMOHUMATh,
MoYeMy aHAJIMTUYECKUE XaPAKTEPUCTUKU TOATBEPKIAIOTCS 11



KOHKPETHOTO M3/e/IHs, a He I MeTojia “BooOIne”; Kak Ha3Ha-
YeHUe W3/Ie/Usl BIIMsIeT Ha BHIOOp aHAJMTUYECKUX HMCCIIEIOBa-
HUI; YeM MPaBUIBHOCTh OTJMYAETCS] OT MPEIM3UOHHOCTH; 3a-
YeM OLEHUBAIOTCS JIMHEWHOCTh, IMaa30H U3MEPEeHUN, Ipeaes
OOHapyKeHUsl U TIpefieNl KOMMYECTBEHHOIO OMpeieNieHHs]; Kak
aHAJIUTUYECKasi Criel(pUIHOCTh U UHTepEepeHIUs CBSA3AHbI C
PHCKOM JIOXKHOTO pe3yJibTaTa; oYeMy CTabUIbHOCTh, BOCIIPOU3-
BOJMMOCTb, POCJIEKUBAEMOCTb U KAJIMOPOBKA UMEIOT 3HAUEHHE
JUIsl HAZIEKHOCTU Pe3yJibTaTa; U ouemy aHanutudeckas s dex-
TUBHOCTH JJOJKHA OBITh COIJIACOBAHA C TUTIOM MaTepHaJia, IMoJjib-
30BaTesieM, YCIIOBUSIMU MPUMEHEHHSI U KJTMHUYECKOU POJIbIO pe-
3yJIbTara.



I'naa 17. ITpuHiunbI
MOATBEPK/ACHNSA AaHATUTHY € CKOH
3¢ ekTUBHOCTH

Ananutnyeckas 3(p@PEKTUBHOCTh SBISAETCS BTOPBIM KpYII-
HBIM 3JIEMEHTOM JI0Ka3aTeJIbHOM OLIEHKW MEIUIIMHCKOIO U37e-
TS T TUArHOCTHUKY in vitro. Eciim HayyHast 0O0CHOBaHHOCTD
TIOKa3bIBAET, MMOYEMY aHATUT WM WHOM OOBEKT MCCIIENOBAHUS
UMEET MEIULIMHCKUNA CMBICH, TO aHajJuThdecKass 3(p(¢eKTrB-
HOCTb TOKa3bIBAET, HACKOJBKO HAJEKHO KOHKPETHOE W3JIeNne
HOJIy4aeT pe3ysibTaT Mo 3TOMY OOBEKTY. DTO HMPUHLMUITHUAIBHO
pasHble Bonpockl. HaydHast 000CHOBaHHOCTh OTHOCHTCS K KJIU-
HUYECKOMY CMBICITY aHAJIUTA, a aHAIMTA4YECKast 3(P(PEKTUBHOCTh
— K paboTe u3aenus Kak i3MepUTeIbHOM, NETeKITMOHHOM, K1ac-
CU(PUKAITMOHHON WJIA BHIYUCIUTETBHON CUCTEMBI.

JI71s1 MUarHOCTUKY in Vitro Ta rpaHuIia OCOOEHHO BakHA. X0-
POIIO U3BECTHBIN AHAJIUT HE JIEJIAET U3/EIME ABTOMATUYECKH Ha-
nexHbiM. ['mokosza, HBsAg, Bupychas Harpy3ka, EGFR, HER2,
BCR::ABLI1, ¢ennnananus i TREC moryt umers ycroium-
BYIO KJIMHUYECKYIO POJib, HO KOHKPETHOE U3JEJINE TOJKHO MOKA-
3aTh, YTO OHO CIIOCOOHO OMpEAENSTh COOTBETCTBYIONIUNA OOBEKT
B 3asIBJIECHHOM Martepuase, IMana3oHe, YCIOBUsX IPUMEHEHUs U
(popmare pesynprara. [Tosromy anHammTaeckas 3(p(PEeKTUBHOCTb
BCEra NMOATBEPXKIACTCA JJIsI KOHKPETHOIO W3JIENHs, €r0 BEp-



CHMH, COCTaBa PeareHToB, KaJIMOpaTopoB, MPUOOPHOM TLIaT(hOp-
MBI, TPOrPAMMHOTO KOMITOHEHTA U MTPABUJI MHTEPIIPETALIUY.

B stom cwmbicne aHanutrveckas 3(PQEKTUBHOCTb SABJISAET-
Csl CBSI3YIOUIMM 3BEHOM MEXAYy HAyYHOW OOOCHOBAaHHOCTBIO U
KJIMHU4YeCKoN 3 eKTUBHOCTHI0. Eci aHanuTuyeckass ocCHOBa
HEHAJIe)KHA, KIIMHUYECKUI Pe3yJIbTaT He MOXKET ObITh YCTOWYH-
BbIM. Jlaske XOpOIIO CIIAHMPOBAHHOE KJIMHUKO-J1a00paTopHOe
UCTIBITaHUE Oy/IeT TPYIHO MHTEPHpPEeTHPOBATh, €CIU HEU3BECT-
HO, KaK u3Jesve BesieT cebsi OKOJIO Mopora, KakoB IMpeaen 00-
HapyXeHUs, HACKOJIbKO BOCIPOU3BOJUMBI PE3yJIbTaThl, €CTh JIU
uHTepdepeHIms, Kak odecrieueHa MpoCciIekKMBAeMOCTb WU Kak
MEeHsIeTCsl pe3y/bTaT MpU XpaHeHnu oopasia. Kinunuveckas ag-
(bekTMBHOCTB MpeaToNaraeT, 9To aHATMTUIECKUI PEe3YJIbTaT ykKe
UMEET JOCTATOYHYIO HA/IeKHOCTb.

AHaarumuueckas agpgexmusnocmo — 3mo cnOCOOHOCMb
MEOUUUNHCKO20 U30eaust ONsi OUAZHOCMUKU N VIro HAOEJICHO 8bl-
S65Mb, UBMEPSIMb, KAACCUPUUUPOBANb UNU XAPAKMEPUZ08AMND
3A56AEHHBIL AHANUM AUOO UHOT 00BEKIM UCCAe008AHUSL 8 YCMa-
HOBNEHHDBIX YCA0BUSX npumeHeHusi. OHa noomeepicoaem He Kau-
HUMECKULL CMbICA AHAMUMA, A NPUOOHOCHb KOHKPENHO20 U30e-
AUSL ROAYUAMb OOCIMOBEPHBIIL U 8OCNPOU3B0OUMbILL PE3YNbIAM 8
npeoenax 3as161eHH020 HA3HAUEHUSL.

Ha3nauyenue u3ae/iusi Kak UCXOJAHAsI TOUYKA aHAJIHUTH-
YeCKOH OIL[eHKH

[MonTBEprkAeHNe aHATUTUYECKOU 3(PPEKTUBHOCTU HAUMHAET-
csl C HazHaueHus uznenus. VIMeHHO Ha3HaueHue OIpeessier,



KaKMe XapaKTepUCTUKU HYXKHO OLIEHUBATh U HACKOJBKO TIIy0O-
KOW JOJKHA OBITh 3Ta OIEHKA. [{J1s1 KOMM4ecTBEHHOTO TecTa IeH-
TpajbHOE 3HAYEHHWE HMMEIOT MPaBWJIBHOCTh, MPELU3UOHHOCTD,
JIMHEMHOCTD, AMANA30H U3MEPEHUH, NPees KOJTMYECTBEHHOIO
OlpeJeIeHusl U MPOoCIekUBaeMOCTb. I KaueCTBEHHOIO TecTa
BAXHBI TTpe/ies1 OOHApYKEeHUS, aHATTMTHYECKAs! CIEe(PIIHOCTb,
YCTOMYMBOCTh KJIACCU(DUKAIMH, TTOBE/ICHNE CIA0O0IONOKUTEb-
HbIX U TOIPaHUYHBIX 00pa3LoB. [ MOJIEKYJISPHOIO TeCTa 0Co-
60e 3HaueHHEe UMEIOT AHATUTUYECKasl YyBCTBUTEIBHOCTD, CIIe-
(PUIHOCTh MUIIIEHH, MATPUIId, UHIMOUTOPBI, KOHTAMHIHAIIUS
Y BapUaHThl MOCJIE0BATENBHOCTH. 11 MPOrpaMMHOIO KOMIIO-
HEHTa — BXOJIHbIE JIJaHHBIE, BEPCHUS AIrOpUTMa, NpaBuia oopa-
OOTKH ¥ YCTOMUMBOCTh UTOTOBOM KJIaCCU(DUKAITIH.

VIMEHHO O3TOMY HEBO3MOXKHO YCTAaHOBUTH €IMHBIN YHUBEP-
CaJIbHBIN MepeyeHb aHATUTUYECKUX UCCIIEAOBaHUM, OTMHAKOBO
JOCTaTOYHBIN 1S Bcex u3aeauid. OHU XapakTepUCTUKU 00s-
3aTeNIbHbl JUIs OOJBIIMHCTBA U3JEHM, APYyrue 3aBUCAT OT TH-
Ia pesyJsbTara, IpUHLMIIA METOIa, MaTepralla, MoJIb30BaTeNs U
KJIMHUYECKON posu. JIMHEHOCTh MMeeT MPUHIMITMAIbHOE 3HA-
YEeHUE JJI1 KOJIMYECTBEHHOIO TECTA, HO HE SIBJISIETCS LIEHTPAJIb-
HOM XapaKTepUCTUKOM /1711 IPOCTOro KauecTBeHHOro tecta. [1pe-
aen oOHapyKeHUsI KPUTUIECKU BaXKeH ISl TeCTa, KOTOPBIA J1071-
’KEH BBISIBJISITh HU3KUI YPOBEHDb AHAJIUTA, HO MOKET UMETh MHOE
3HauYeHue U1l TecTa, padOTAIOLIEro C BHICOKUMU KOHIIEHTpallu-
samu. MaTepdepeHims nMeeT pa3Hblid pUCK JIsT OMOXUMHUYECKO-
IO aHAJIM3a KPOBU, MOJIEKYJISIPHOTO TECTA, UMMYHOJIOTUYECKOTO



MeToa Win U POBOrO N300PaKEHUS.

1 HA3HAYEHUE 2 KOHKPETHOE 3 ycnosus AHAJTIUTUYECKUE 5 HALEXHbIA
u3genua W3JENUE NPUMEHEHUA XAPAKTEPUCTUKU PE3YNIbTAT
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(na6opatopus) « Npasuna npoueaypb! 1 « nonb3osarensckasn . mgmbmcm Y  OrPaHUYEHNS U PUCKY
uHTepnpeTauuA cpena EneMenn yuTeHs!
b o -
[AOKA3ATE/IbHAS OCHOBA: NpOTOKOMb! UCCNIA0BaHM, OTUETbI, PACHETbI, AaHHBIE UCTILITHMIA, UCNONb3yeMbie
|, KpUTEpUN wn 8b180A08

Pucynok 17.1. Ananutudeckast 3(pQpeKTUBHOCTh KaK MOJ-
TBEPK/IEHUE HAJIe:KHOCTH Pe3yJIbTaTa KOHKPETHOIO U3JeusI 11
IWArHOCTHUKH 1n VItro

Pucynok 17.1 noka3piBaer, 4TO aHAJIUTUYECKAs OIICHKA
JIOJDKHA CTPOUTHCS HEe OT aOCTPaKTHOTO MEepeyHs MoKa3artesiei, a
OT peaJIbHOro NMpUMeHeHUs1 u3nenus. Eciiu uznenve npenHasHa-
YEeHO IS MOHUTOPUHTA, 0CO00e 3HaUEHUEe UMEET BOCIIPOU3BO-
JMMOCTh Pe3yJIbTaTOB BO BPEMEHHU U CIIOCOOHOCTh HAIeKHO OT-
paxars JMHaMUKY. Ecim n3aenve ucnonb3yercs AJ1s1 CKpUHUHTA,
BAJKHA YCTOMUYMBOCTD PE3YJIbTaTa OKOJIO IOPOTa U PUCK JIOKHOTO
OTPUIIATENILHOTO pe3yJibTata. Ecim pe3ynabraT BiusieT Ha BHIOOp
Teparvu, KpUTUYHO MOATBEPAUTH, UTO U3/IEJUE HAJIEKHO BbISIB-
JII€T UMEHHO T€ BAPUAHTHI, MAPKEPBI WM KAaTETOPUM, OT KOTO-



PBIX 3aBHCHUT JiedeOHOE pellieHue.

MarepuaJi, noJjib30BaTeJib H YCJIOBHUSI IPUMEHEHHUS

Ananmutryeckasi 3(pheKTUBHOCTD BCeT/ia CBsA3aHa C KJIIMHUYe-
ckuM MatepuanioM. OUH U TOT K€ METOJl MOXeT padoTarh Io-
Pa3HOMY B CHIBOPOTKE, TUIa3Me, IIeJIbHOM KPOBHU, CYXOM IISITHE
KpPOBH, TKAaHEBOM Martepuaje, Maske, Kaje, Mo4ye WM JIMKBO-
pe. Marpuiia MOXeT BIMATh HA M3BJICUEHUE aHAIUTA, (POH, MH-
ruOMpoOBaHKEe PeaKIuu, CTaOWILHOCTh, UHTEP(EpEeHIInI0, TOPOT
OOHapyKeHUsI ¥ BOCITPOM3BOAMMOCTh. [10aTOMY aHanMTuyeckue
JaHHBIE, TIOTyYeHHbIE Ha OTHOM THIIEe MaTepyasia, He JOJIKHBI aB-
TOMaTHYECKU PaCIpOCTPAHSITLCS Ha APYror Mateprai 0e3 o0oc-
HoBaHMs. Ecnu uznenuvie 3asBiseT HECKOJIbKO MAaTepPUAIOB, Kax-
JbIA U3 HUX JIOJDKEH ObITh MOATBEPXK/IEH HEMOCPEICTBEHHO W
Jyepe3 yoeauTeIbHoe 0O0OCHOBAHUE COTTOCTABUMOCTH.

He MeHblIliee 3HaYeHNE UMEIOT YCJIOBUSI TPUMEHEHUS U TI0JThb-
30Baresb. Vznenve, npuMeHsieMoe B CrielMaIn3UpOBaHHON Jia-
6opaTopuu 0OyUYEeHHBIM TIEPCOHAJIOM, W U3JIeSTUE ISl UCTIONb30-
BaHMS y MOCTEJM TAIMeHTA WM CAMOCTOSITENIBHOTO TTPUMEHe-
HUS TIAIMEHTOM paboTaloT B Pa3HBIX YCJIOBUSAX pUCKa. B mep-
BOM CJIy4ae MOXHO OXHUAaTh COOMIONEHUs TaOOPaTOPHBIX MPO-
1eAyp, KOHTPOJISL KauyecTBa M KBATU(PUITMPOBAHHON UHTEPIIpe-
Taiuu. Bo BTopoM Bo3pacTaeT 3HaueHHe YCTOMUMBOCTH K OINO-
KaM T0JIb30BaTelIsl, MPOCTOTH MHCTPYKIIMU, CTAaOMJILHOCTU pe-
3yJbTaTa B MeéHee KOHTPOJIUPYEMO cpelie U PUCKa HerpaBUJIb-
HOT'O JISHICTBUS TIOCIe TOydeHus pe3ynbrara. [loatomy aHamm-
Trdeckast 3(PGEeKTUBHOCT JIOJKHA OIIEHWBATHCS B YCIIOBHSIX,



COOTBETCTBYIOIIMX MPEAINONAraéMoMy MPUMEHEHHIO.

Kpurepun npuemyieMOCTH ¥ KJIMHHYECKH 3HAYMMAas
OImMnoKa

Kputepuu npueMieMOCTH aHATUTUIECKUX XapaKTEPUCTHK HE
JOJDKHBI YCTAHABJIMBATHCS MPOU3BOIBLHO. OHHU JOJIKHBI OBITH
CBS3aHbl C Ha3HAYEHHWEM U3IEIUs U KIMHUYECKH 3HAYMMOU
omuOKon. g ogHuX U3Aeauil HeOOIbIIOE AHAIUTUYECKOE OT-
KJIOHEHHE MOXET He UMETh CYIIECTBEHHOTO 3HAYEHU S JISI MEIH-
IIUHCKOTO petenus. [IJist Ipyrux naxe HeOobIas OmmoKa OKo-
JIO TIOpOTa MOXET U3MEHHUTh KATeropyio pe3y/IbTata v MPUBECTH
K JIPyroMy MeJIMIIUHCKOMY JIeHCTBHIO. [103TOMY OIleHKa aHaJIv-
THYECKON 3((PEKTUBHOCTH JOJKHA YYUTHIBATh CTATUCTUYECKHE
ITOKA3aTENHN, a TAKKE IMOCJIEACTBUAS aHAIMTHYECKON OIIMOKH.

JI7151 KOTMIeCTBEHHOTO MOHUTOPUHTOBOTO TECTa BaKHO TIOHH-
MarTh, KaKOe M3MEHEHHE Pe3yJIbTaTa CINTACTCS KJIIMHUYECKH 3Ha-
yruMbIM. Eciii aHanuThdeckas BapuaOesIbHOCTh COMOCTaBUMa C
OXU/IaeMbIM KJIMHUYECKUM U3MEHEHHEM, Pe3y/IbTaT TPYIHO KC-
TMOJIL30BATh JJIsI MOHUTOPHUHTA. [IJIs1 KAUeCTBEHHOTO TeCTa Bax-
HO OLIEHUTh YCTOWYMBOCTD KJIacCU(DUKAITK BOJIM3HU MOPOra: CJia-
OOMOJIOKUTENTbHBI 00pa3el] He J0JIKEH Cy4alHO CTAaHOBUTHCS
OTpUIIaTeIbHBIM U3-3a MaJIbIX KojieOaHuii Metosia. 11t MoJieKy-
JISPHOTO TeCTa HU3KWI TIpefiel OOHAPYKEHUsI UMeeT 3HaYeHUe
TOJILKO TOTJIa, KOTJIa OH COOTBETCTBYET KJIMHUYECKOW POJIM pe-
3yJIbTaTa U PeajbHOMY YPOBHIO aHAJIUTA B 3asIBJICHHOM MaTepH-
aje.



Cxema 17.1 — Ca3b THIA H3/1eJIHA € KII0YEeBbIMHI aHA-
JUTHYECKNMH BONPOCaMHU

— KauecTBennblil Tect — Karouegvle anaaumuueckue
eonpocwl: IIpeden ooHapyodicenus, cneyuduuHOCmsb, YCmouuu-
60CMb KAACCUPUKAUUL, NOZPAHUMHBLE U CAADONONOHNCUNENbHBLE
0opasupl.

— KouunvecTtBennblii Tect — Karuesvie anarumuue-
cKue gonpocwl: IIpasunvHocmo, NPeyU3UOHHOCHb, AUHETHOCTD,
OUanazon usmepenuil, npeden KoauuecmeeHHoz0 OnpedeneHus,
NPOCAEHCUBACMOCTb .

— IoaykoanuyecTBeHHbIN TecT — Karouesvle anaaumu-
ueckue eonpocwi: CrmadunrbHocms Kamezopuil, 000CHO8AHHOCHb
nOp0208, B0CNPOU3B00UMOCHTL NEPEXOO08 MENHCOY KAME2OPUSIMU .

— Mouekyasipabiii Tect — Karouegvle anaaumuue-
CKUe 80Onpocul: AHAANUMUYECKAS UYECMBUMENbHOCb, CHeuu-
Puurocms MumeHly, UHZUOUMOPLL, KOHMAMUHAUUS, 8APUAHMbL
nOCAe008aMENbHOCU, MAMPUUA.

— HNmmyHosornyeckuii Tectr — Karuegvle anarumu-
ueckue gonpocul: [lepekpecmuas peakmugHocmo, uHmepgepen-
uusi, hook-agpgpexm, mampuunvie sgpgpexmol, cmaduALHOCMb
peazeHmos.

— Tect pusi Mouutopunra — Karouegvle anaaumuue-
cKue eonpocwvl: Bocnpouzeooumocmv 60 eépemenu, conocmaeu-
MOCMb Cepui, AHANUMUUECKAS BAPUADENLHOCHb OMHOCUNENbHO
KAUHUMECKU 3HAUUMO20 USMEHEHUS] .

— HN3aeque ¢ nporpaMMHbBIM KOMIOHeHTOM — K-



uegvle aHaaumuueckue 8onpocvl: Bepcus anzopumma, 6xoo-
Hble OaHHble, YCMOWUUBOCMb 00PAOOMKHU, 80CHPOUBOOUMOCHTL
Kaaccugukauui, ynpasnenue U3MeHeHUsIMuU .

— CamoTecTnpoBanne WJIH NpPUMeHEHNe BHe Jado-
paropun — Kawuegvle anaaumuueckue gonpocoi: Ycmoii-
UUBOCMb K NOALI0BAMENLCKUM OUUOKAM, YCAO0BUS XPAHEHUS.
U NPUMEHEHUS, UUMAeMOCMb Pe3yabmamd, NpueoOHOCHb UH-
CMpyKyuUL.

Bammpanus, Bepudpukanusi 1 pyTHHHbIN KOHTPOJIb

[Tpu noaTBepkIeHUM aHATUTUYECKON (P(PEKTUBHOCTH BaX-
HO pa3juiyarh BaJMJAlMI0, BEpU(PUKALUMIO U PYTUHHBIA KOH-
Tposb. Banuaanus nokasbiBaeT, 4TO METO, UM U3JIENIUE NPU-
TO/IHBI JIJIS1 3asIBJISHHOTO MPUMEHEHHUs U CIIOCOOHBI 0OecTeyn-
BaTh pe3ysbTaT ¢ TpeOyeMbIMU XapakTepucTukamu. Bepuduka-
LM NTOATBEPKAAET, UYTO 3asBJIECHHBIE XaPAaKTEPUCTUKU BOCIIPO-
U3BOJATCS B KOHKPETHBIX YCJIOBUSX NpPUMEHEHUs. PyTUHHBIN
KOHTPOJb MOAJEPKUBAET CTAOMIBHOCTh PaOOTHI MOCHIE BHEpe-
HUS. DTU JEWCTBUS CBA3aHbI, HO HE 3aMEHSIIOT IPYT JIpyra.

J111 perucTpallMOHHOM U 10Ka3aTeJIbHOM OLEHKH BaKHO I10-
HUMAaTh, KAKME JAHHBIE OTHOCATCA K MCXOJHOMY IOITBEPKIC-
HUIO AHAJIUTUYECKON 3(P(PEKTUBHOCTH, a KaKUe — K TEKYILEMY
KOHTPOJIIO KauecTBa. PYyTMHHBII KOHTPOJIb HE JOJDKEH MOJgMe-
HATH [IEPBUYHYIO aHAIMTUYECKYIO OLIEHKY u3zenus. B To ke Bpe-
Ms1 [TOATBEPKIEHHBIE AHAIMTUYECKUE XaPAKTEPUCTUKU JOJIKHBI
HOJIeP’KUBAThCS TIOCTIE BBIMYCKa U3/Ie/Hs B OOpallleHne yepe3



KOHTPOJIb CEPHiA, KATMOPOBKY, KOHTPOJIbHBIE MaTePHAJIbI, MOHH-
TOPUHT CTAaOWMJIBHOCTU U YTIpaBJieHHE N3MEHEHUSIMU.

CepuiiHOCTb, CTAOMJIBHOCTDH U MPOCJIEKNBAEMOCTh

Ananutryeckasi 3(p(peKTUBHOCTb JOKHA OBITh CBSI3aHA C Ce-
PHITHOCTBIO ¥ CTAOMJTBHOCTBIO M3e/us. [J1s1 HabOpOB peareHTOB
¥ KOHTPOJIPHBIX MaTepUaJiOB BaXXHO TMOKA3aTh, YTO XapaKTepH-
CTUKHM COXPaHSIOTCS MKy CepUsIMHU, B TEUEHHE CPOKa TOTHO-
CTU U TIPY 3a5IBJIEHHBIX YCIOBUSX XPAHEHUSI U TPAHCTIOPTUPOBA-
HUs. s npubopoB HEOOXOOMMO YUUTHIBATH TEXHMYECKOE 00-
CITy’)KMBaHWe, KATMOPOBKY, TPOrpaMMHOE 0OeCTIeYeHre U YCIIO-
BUSI SKCILTyaTaluu. [{71s1 mporpaMMHBIX U3JICJTUI BaXKHbI BEPCHS
QJITOPUTMa, KOHTPOJIb U3MEHEHHI U COMOCTaBUMOCTh Pe3yJIbTa-
TOB 11ocjie OOHOBJIeHUIA. Eciiv 9T 3/1eMeHThI He KOHTPOJIMPYIOT-
csl, aHAJTUTHYECKasi HAJIEKHOCTh MOKET OBITh JOKa3aHa TOJIBKO
JUTsl OTpaHUYEHHOUN KOH(UTYpaIy U3/IEIUsL.

OTaenbHOE MECTO 3aHMMAaEeT METPOJIOrnYecKasi MpoCIeKrBa-
eMOoCTb. JIJIsi KOMTMYECTBEHHBIX M3MEPEeHH pe3yJIbTaT JIOJKEeH
OBITH CBSI3aH C MPHU3HAHHOW pe(epeHTHON CHUCTEMOM, eClu Ta-
Kasl CUCTeMa CyIIeCTBYeT. DTO OCOOEHHO BaXXHO ISl KamuOpa-
TOPOB, KOHTPOJIbHBIX MAaTepUAJIOB U U3JENUI, pe3ylIbTaThl KO-
TOPBIX UCTIONB3YIOTCS JII1 MOHUTOPUHTA UM CPABHEHUSI MEX-
ay nadoparopussmMu. OTCYTCTBUE TTOJTHOW MTPOCIEKUBAEMOCTH HE
BCEr/a JeNaeT U3/ieiue HEeMPUroJHbIM, HO TpeOyeT SICHOTO OIu-
CaHUs TOTrO, KaKk 00ecreyrBaeTcsi CONoCTaBUMOCTh U UHTEPITpe-
TUPYEMOCTh pe3y/bTara.

CBs3b aHamuTH4ecKoNl 3¢ (PeKTUBHOCTH € KJIMHHYeE-



CKOM OLICHKOH

AHnanmutnyeckas 3(p(peKTUBHOCTb HE JOKHA PacCMaTpPUBATh-
Cs1 B OTpbIBE OT MOC/IEAYIOIIE KJIMHUYeCKo olleHKU. Hanpotus,
AHAJIMTUYECKUE JIaHHBIE TTIOMOTAIOT OIpPENENNUTh, KaKUe KJIMHU-
YEeCKHUEe pe3y/IbTaThl MOXKHO OKUAATh U KAKUE PUCKU HYKHO CIIe-
IMaJbHO NpoBepuTh. Eciin aHaiMTUUYECKOEe UCCIeA0BaHUE I10-
Ka3bplBaeT c/ladyio BOCIIPOU3BOIMMOCTh OKOJIO TOpOra, KJIMHU-
KO-JTa00paTOpHOE UCTIBITAHUE JIOJKHO YUUTHIBATH IOTPAHUYHbIE
ciyyau. Ecnv BbIsSIBJIeHBI IOTEHIMAIbHBIE MHTEP(EepeHThI, HE00-
XOJUMO MMOHUMATh, BCTPEYAIOTCS JIU OHU B LIEJIEBOW MOMYJISALIUU.
Ecnu auana3oH u3MepeHuil orpaHUyeH, 3TO BIUsET Ha 3asiBJICH-
HYI0 00JIaCTh PUMEHEHUS] U UHTEPIIPETAIIUIO Pe3YJIbTaTa.

[Tpu 3TOM aHanuTHYeckas 3pHEeKTUBHOCTD HE 3aMeHsIeT KJIH-
HUYECKYI0 3(p(PeKTUBHOCTB. Xopouass MPEeUu3UOHHOCTb, HU3-
KWW TIpefiel OOHAapyKeHHUsSI WA OTCYTCTBHE 3HAUUMOUN WHTEp-
(pepeHIMM MOKA3bIBAIOT, YTO U3/EJIME HAJEKHO IMOTyvyaeT aHa-
TMTUYecKuid pesynbraT. Ho oHn camu o ceGe He JI0Ka3bIBaIoT,
YTO pe3yJbTaTl MPUBOAUT K MPABUJIBHOMY MEIULIMHCKOMY pe-
mieHuio. [ToatoMy aHanMTUYECKHE TaHHbIE I0JKHBI paccMaTpy-
BaThCsl KaKk HEOOXOMMasi OCHOBA KJIMHUYECKOH OLIEHKH, HO He
KaK ee 3aMeHa.

JloKyMeHTHpOBaHHe aHAJTUTHYECKOH 3 (heKTHBHOCTH

B nokazatenbHOl IOKyMEHTAIUU JaHHbIe 00 aHAJTMTHYECKOM
9(p(HeKTUBHOCTH JOJIKHBI ObITh MPEICTABIEHbI KAK 000CHOBaHME
HaJIe)KHOCTU pe3ynbTata. HenoctarouHo ykasarh, 4TO UCHIBITA-
HUS TIPOBE/IEHBI WM YTO XapaKTEPUCTUKU COOTBETCTBYIOT Tpe-



6oBanusiM. HyxHO TOKa3aTh, Kakre XapaKTepPUCTUKH OIIEHEHBI,
MIOYEMY OHHM BBIOpPaHBI, HA KAKOM MaTepuasie, B KAKUX YCIOBHUSIX,
C KaKUMH KPUTEPUSIMH MPUEMIIEMOCTU M KaK MOJy4YEeHHbIE pe-
3yJIbTaThl MOIEPKUBAIOT Ha3HaYeHUe u3jenus. Takoi moaxon
TIO3BOJISIET CBSI3aTh AHAJMTUYECKUI Pa3Jiesl ¢ HayYHOU 0OOCHO-
BaHHOCTBIO Y KJIMHAYECKOU 3(P(PEKTUBHOCTBIO.

TunuyHasg ommoOKa COCTOMT B TOM, YTO aHAJIUTUYECKYIO
3(pPpekTuBHOCTL OOPMIISAIOT KAK HE3aBUCUMbBIA TEXHUYECKUI
OJIOK, He CBSI3aHHBIN C KJIMHUYECKOW POJIbI0 pe3ysibrata. B pe-
3y/lbTaTe B JOKYMEHTAMM MOTYT OBITh MPECTABIEHB MHOTO-
YHC/IEHHbIE aHATUTUYECKHUE MOKA3aTeNIi, HO OCTAETCS HESICHBIM,
no4yeMy MUMEHHO OHM JJOCTaTOYHBI JJIsl 3asIBJIEHHOTO MpUMEHe-
HUS. MOXHO MOAPOOHO MOKa3aTh MPEM3UOHHOCTh, HO HE Olle-
HUTb HMHTEP(MEpPEeHLMIO, 3HAYMMYIO [UIsl LIEJIEBOM MOMYJIALMH.
MosKHO TIONTBEPAUTH Mpeae OOHApYXEeHUsI Ha MOIETBHBIX 00-
pasiiax, HO He MoKa3aTh MOBeJeHUE U3/IeUsl B 3as1BJIEHHON MaT-
putie. MOKHO OIIEHUTD JIMHEWHOCTh, HO He OOOCHOBATH JMara-
30H, B KOTOPOM PE€3yJbTaT UMEET KJIMHUYECKUIA CMBICII.

CnepoBatelibHO, OOUIME MPUHIMITBI TOATBEPKICHUS aHAIU-
THUUYECKON 3(P(PEKTUBHOCTU CBOJATCS K HECKOJIBKUM B3aUMOCBSI-
3aHHBIM TOJIOKEHUSIM. AHUTUTHUUYECKUE XapaKTEPUCTUKH JIOJIK-
HbI TIOATBEPKAATHCS /111 KOHKPETHOTO M3/1eNHsl, B 3a5BJIEHHOM
Marepualie, C y4eToM TUIa pe3ysbTaTa, NoNb30BaTesl, YCIOBUI
NpUMEHEHUs] U KJIMHUYecKon ponu. Kputepuu npuemiemoctu
JOJKHBI OBITh CBSI3aHBI C PUCKOM aHAJIMTUIECKOM OIMOKH U ee
BO3MOKHBIMHU TTOCTIEICTBUSIMU. [laHHBIE MOKHBI OBITH JOCTa-



TOYHBI HE caMH 110 ceOe, a B CBA3M C Ha3HAYEHUEM M3JENNS U
MOCJIEAYIONIEN KJIIMHUYECKOW OLICHKOM.

Hror riaBbl

Ananmutnaeckas 3¢deKTUBHOCTh OKa3bIBAET, HACKOJILKO Ha-
JIe)KHO KOHKPETHOE MEIUITMHCKOE U3JIeJTNe [Tl JUarHOCTUKH in
Vitro BbISIBJISIET, U3MEPSIET, KJIACCU(PUIIPYET WU XapAKTEPU3YeT
3agBJIEHHBIN aHAJIUT MO0 UHON 00beKT ucciaenoBanus. OHa He
JIOKA3bIBAaeT KJIMHUYECKUM CMBIC/ aHAJIUTA M He 3aMeHsIeT KJIH-
HUYECKYI0 3(P(EKTUBHOCTD, HO SIBJISIETCS HEOOXOOUMBIM YCIIO-
BUEM JIOBepuUsi K pe3ysbrary. [lonTBepkieHne aHaIuTUYeCKOn
3(pPEeKTUBHOCTU JOIKHO CTPOUTHCS OT Ha3HAUEHUS W3ETHs,
TUIIA pe3yJibTaTa, KIMHUYECKOro MaTtepuaia, yCJaoBUM TPUMEHe-
HU, TIOJIb30BATEIS M PUCKA OIMMMOOYHOTO pereHus. IMeHHO 11o-
9TOMY aHAJIUTUYECKasl OIIEHKa He sIBiisieTcsl (hOpMaJIbHBIM T1e-
pEeUHEM UCTIBITAHU, a TIPeCTaBIIsieT COOOM JI0Ka3aTeIbCTBO Ha-
JIe)KHOCTH pe3yJibTara B Mpeiesiax 3asBJeHHOrO PUMEHEHHUS.



I'nasa 18. IIpaBHIbLHOCTH
U MPENMU3HOHHOCTD

[TpaBUABHOCT ¥ MPEIM3UOHHOCTh OTHOCSTCS K Oa30BBIM Xa-
PaKTepHCTUKAM aHATUTUIECKON ((PEKTUBHOCTH MEAUITMHCKO-
0 U3JENHS ISl JUarHOCTHKHY in Vitro. 9TU XapaKTepUCTUKH Ya-
CTO paccMaTpUBaIOTCsl BMeCTe, TIOTOMY UTO 00€ CBSI3aHBI C Ha-
JeXKHOCTBIO pesynbrara. OHAKO OHM OTBEYAIOT HA pa3HbIe BO-
IIPOCHI ¥ HE MOTYT 3aMeHSATh APYT Apyra. [IpaBMiIbHOCTb TOKa3bI-
BAET, HACKOJIKO Pe3yJIbTaT OJIM30K K MPUHITOMY OIOPHOMY 3Ha-
yeHuto. [Iperm3noHHOCTh MOKa3bIBAeT, HACKOIBKO OJIM3KHU T0-
BTOpPHBIE PE3y/IbTaThl MKy COOOM MPH TOBTOPHOM MCCIIEIOBA-
HHU OJTHOTO U TOTO € OOBEKTa.

Jls1 oKa3aTesbHOM OLEHKU MEIUIIMHCKOTO U3JeUS TSl -
ArHOCTUKH in Vitro 3TO pas3auyue uMeeT NMPUHIMITHAIbHOE 3Ha-
yenue. M3nenme MoxeT cTabuiIbHO 1aBaTh OMM3KKE APYT K APYTY
pe3yabTaThl, HO BCe OHU OYIyT CMEILEHbl OTHOCUTEJILHO OMOp-
HOro (MCTUHHOTO) 3Ha4YeHus1. B TakoM citydyae mertos OyzeT rpe-
IIM3UOHHBIM, HO HENpaBUJIbHBIM. BO3MOXHa M Jpyras cuTya-
IVST: CPETHUM pe3ybTaT CeprH M3MEPEHH OIM30K K OTIOPHOMY
3HAYCHUIO, HO OTAEIbHbIC Pe3y/IbTaThl CHIIBHO pa3opocaHsl. To-
I/1a METO/I MOXET ObITh MPUEMJIEMBIM T10 CPEJHEMY 3HAYECHUIO,
HO HEJOCTATOYHO TMPELU3UOHHBIM ISl IPAKTUYECKOrO MpUMe-
HEHUSI.



W B TOM 1 B ApyroMm ciiydyae BO3HUKAET PUCK /Jis UHTEPIIpe-
Tauuu pesyibrara. CHCTEMAaTHYeCKU CMEILEHHBIA Pe3yJIbTaT MO-
KET YCTOMYMBO MPUBOAUTH K HEMPABUJIBHOW OLIEHKE KOHILIEH-
Tpali aHAJIUTA, HEBEPHOIM KATErOpuy ManeHTa UK omooy-
HOW TuHaMuKe. Herpeln3uoHHbIN pe3yibTaT MOKET MEHSITh UH-
TEPIIPETALINIO TIPH TOBTOPHOM HCCJIEIOBAHNH: CErOfiHs 00pasell
OKaXeTCsl BBILIE MOPOra, 3aBTPA HUXKE, XOTs PEAJbHOE COCTO-
SHUE He U3MEHWUJIOCh. [103TOMy NMpaBMIIBHOCTh UM MPEUU3UOH-
HOCTb JIOJI)KHBI OLIEHUBATHCSI COBMECTHO, OCOOEHHO €CJTU Pe3yJib-
TaT UCHOJB3YETCSA OKOJIO KJIMHMYECKOTrO IOpOora, AJIsi MOHUTO-
pUHTIa WM 1151 BBIOOpa MEAULIMHCKOTO AEUCTBUSI.

Ilpasunvnocme — smo 6auzocms cpeoHezo pe3yavmama
UBMEPEHUTL K NPUHSIMOMY ONOPHOMY, pepEePEHMHOMY U amme-
CMOBAHHOMY 3HAUEHUIO.

Ipeyu3zuonnocms — 3mo 6AU30CMb HE3ABUCUMDIX DE3YNb-
Mamoe UMepeHuil Mexcoy coooli npu NOBMOPHOM UCCAEO08AHUU
00H020 U MO20 dHce 00BEKMA 8 YCMAHOBNEHHBIX YCAOBUSIX.

IIpasunvHocme npeumyuiecmeeHHo Ces3ana ¢ cucmemamuue-
CKOUi OUWUOKOLL, a NPEUU3UOHHOCIb — CO CAYUAIIHOU 8apuadenv-
HOCMbIO pe3yabmama.

[TpaBUIBHOCTD U MPEIU3UOHHOCTH YAOOHO OOBSICHATH Yepe3
o0pa3 muieHu. LIeHTp MUIIIeHH COOTBETCTBYET OMOPHOMY (UC-
TUHHOMY ) 3HaYeHUI0. Eciu pe3ynbTarTsl CrpynnipoBaHbl OJM3KO
K IEHTPY, METO/I OJITHOBPEMEHHO MPABUIbHBIN Y MPELU3HUOHHBIN.



Ecnu pesynbraThl CrpyniyMpoBaHbl IJIOTHO, HO J1aJIEKO OT IIeH-
Tpa, METO[| TPELU3UOHHBII, HO UMEET CUCTEMAaTUYECKOE CMelle-
Hue. Eciu pe3ysbrarsl pa30pocaHbl BOKPYT LIEHTPa, CpejHee MO-
KET ObITh OJIM3KUM K OMOPHOMY 3HAUYEHUIO, HO OTAEJIbHbIE W3-
MepeHus HecTaOwibHbL. Eciu pe3ynbraTsl 1 pa30opocaHsl, U cMe-
IIEHbI, METO MMEET MPOOIEeMBI KaK C MPaBUIBHOCTBIO, TaK M C
PEUU3UOHHOCTBIO.

T Bucokannpasunerocts |2 Huaxan 3 s 4 waxan npasunsmocts
BbICOKas NPELM3MOHHOCT BbICOKas HU3Kan b HU3Kas NPELM3NOHHOCTD

PesynbTatsl B CpeAHeM 6HIKH
KUCTUHHOMY, HO CUNIbHO

PeaynbTarbi cMelleHs!

6nn3KN K

 xopowo Ho P SSAREANM ¥ NN0X0 BOCIPOUIBOAMMEI
+ He6onbwoe cmewienve (bias) « Bonblwoe cmewenue (bias) + HeGonbwoe cmeweHve (bias) + Bonbuwoe cMelwenue (bias)
« Hebonbuwoii pasépoc (SD) « Hebonbuoit pas6poc (SD) « Bonbuwoii pasépoc (SD) « Bonbwoit pas6poc (SD)
« Haunyuwwi sapuaT « Tpebyetca « Huskan " 7 BapuaHT
MPaBUABHOCTS (TOUHOCTB) - GAUSOCTS CPEAHErD PesyNbTaTa K UCTUHHOMY
Muwenb: 3HaUeHMIO; OLeHVBaeTCA cMelyeHmeM (bias)
LHTP (Cepblit KpYF) - UCTUHHOE 3HaueHMe
KaX/as TouKa - i pesynbTat - 6au3ocTs APYT K APYY;
CTaHAAPTHBIM OTKNOHEHMeM (SD)

CTb (trueness) oTpaxaeT oTCyTCTBME CHCTeMaT i ownGKk (bias), npeuus cTb (precision) - cTeneHs
0BMMOCTY (NOBTOPSEMOCTY) pesynLTaTos

TMpumeuanne — Mpasir
BoCnpo;

Pucynok 18.1. Yersipe TUIIOBbIE CUTYALIUK: IPABUIIBHOCTD U
IPEeLU3UOHHOCTb

Takas WJLTIOCTpalis MOKa3bIBACT, TOYCMY HEJIB3S NCJIATh BbI-
BOJ O HAACKHOCTU U3ACITIUA TOJIBKO I10 OAHOMY IIOKA3aTeJIto. Xo-



polas MpeUU3MOHHOCTb HE FAPaHTUPYET MTPABUIIBHOCTD, a IPU-
eMJIEMOE CPEIHEE 3HAUCHUE HE IapaHTUPYET YCTOMYMBOCTD OT-
JEJIbHBIX PE3YJIbTaTOB.

PacueTHble nmokasare/n NpaBUJIbHOCTH U NPeU3HOH-
HOCTH

JUI KONIMYECTBEHHBIX PE3YIbTATOB IPABUWIBHOCTh U IIPELU-
3MOHHOCTb OOBIYHO OLIEHMBAIOT C UCIIOJb30BAHUEM HECKOJIBKUX
6a30BbIX pacyeToB. OHU He SABJISIOTCS €IMHCTBEHHBIMU BO3MOX-
HBIMM, HO TIO3BOJISIIOT MTOHATH JIOTUKY aHAJIN3A JAHHBIX.

CpenHee 3HaUEHUE CEPUU U3MEPEHUM PACCUUTHIBAIOT 110 (pOop-
MyJIE:

X = (Z(i=1..n) x;)/(n),

rjae: X — cpeJHee 3HaYeHUE pe3y/bTaTOB U3MEPEHUN; X; —
OTZEJIbHBIM PE3YJIbTaT U3MEPEHUS; N — YUCIIO U3MEPEHUM.

CwMmerieHue pesysbrara OTHOCUTEIBHO OIOPHOTO 3HAYEHUs
PACCUUTHIBAIOT KaK:

Bias = X - x_ ref,

rae: Bias — cmenienue; X — cpejiHee 3HaYeHUE pe3y/IbTaToOB
u3MepeHnit; x_ref — onopHoe, pepepeHTHOE WM aTTECTOBAH-
HOE 3HaYEHNE.

CMellieHre B MPOLEHTaX PACCUUTHIBAIOT O (pOpMYIIe:

Bias(%) = ((X - x_ref) / x_ref) x 100.

[Ipenr3rMOHHOCTh YacTO BBIPAKAIOT YEpe3 CTAHJAPTHOE OT-
KJIOHEHHE:!

SD =( (Z(i=1..n) (x;-%)?) /(n- 1)),

rae: SD — craHgapTHOE OTKJIOHEHHE; X; — OTHEJIbHBIM pe-



3yJIbTaT U3MEPEHUS; X — CPE/IHEE 3HAYEHUE; N — YKCIIO U3Me-
PEHHUI.

Jlnst cpaBHeHUs1 pa30poca Mpy pa3HBIX YPOBHSIX aHAJIUTA UC-
NOJIB3YI0T KO3(D(PULIMEHT BapUaLIK:

CV(%) =(SD/X) x 100

Koadunuent Bapuanuu ynoOeH Tem, UTO BbIpaXaeT pas-
OpOC OTHOCUTENIBHO CpeHero 3HaueHust. OJJHaKO ero HyKHO UH-
TEepIIPETUPOBATh OCTOPOKHO, OCOOEHHO NPU HU3KMX KOHLIEHTpa-
[MSIX QHAJINTA, T/Ie MaJioe a0COMIOTHOE M3MEHEHNE MOKET J1aBaTh
BBICOKHIA MMPOIIEHTHBIN pazOpoc. [1oaTomy A5l HUKHHUX YPOBHEH
Juarna3oHa MHOTJA BaKHee OLeHMBaTh He Toibko CV, HO U ab-
COJIIOTHOE CTaHAAPTHOE OTKJIOHEHHE, YCTOMUMBOCTD KJ1acCU(pU-
KallUM U KJIMHAYECKUI CMBICIT OTKJIOHEHMS.

OnopHoe sHauenue (T) PesyneTatel usmepenuit
Haunyuwee AOCTYNHOE 3HaueHwe, (n = 20)
NpUHVMEMO. 33 MCTHHOE 10 - z+8D
L]
O Cpepnee (X) 100 L4 ° @
cpeanee apuomeTueckoe
HabnopaeMbix pesynbtatos L] L] . . * . L
90 f-mm e & e Z (cpepree)
® e o o .
. . T
<+— Cmeuwenue (bias) o * 4 - bias =& - T
PasHOCTS Mexy cpeaHAm 80 Bl
peaynsi Ap— Az T (onopHoe 3Havere) z-SD
bias =z - T [
70
CranpapTHoe oTknonenue (SD)
XapaKTepusyeT pasbpoc pesynsTatos. 60 -
BOKDYT cpeaHero
Bapuauuu: N — 41cno pesynbTatos
Ko:a¢¢uuueur sapuai (cv) 50 L ( ) X/ oraens pesynsrar
TeNsHan NPeMSUOHKOCTE o (22 5D %
bias=z-T SD= —_ CV(%) ( ) 100% X —cpenee
cv(ﬂ/) (SD/a:) 100% ¥D = R=1>
= T — onoproe aHauenie
OnopHoe 3Hauenue (T) 3HaueHne, Haubonee GNM3KOe K UCTUHHOMY (Hanpumep, 3HaueHune W 3HaueHme)
Cpeptee (X)
Cwmeusenme (bias) TMoKa3bIBaET, HACKOLKO PE3YNLTATH! CUCTEMATUYECKH BBIE (+) N HIKe (-) OMOPHOTO 3HaveHIs
sDucv n pas6poc SD - 8 eauHmuax CV - B NPOLEHTaX, AR CPABHEHNS B PASHBIX AMANA3OHaX

Tpumeuanme — Xopoluas MPasunLHOCTL COOTBETCTBYET MaNIoMy CMelLieHHto (bias = 0); XopoLUas MPeLMSHOHHOCTb - Manomy SD (n CV)



Pucynok 18.2. OnopHoe 3HaueHue, cpeiHee, CMeIleHre U
npeur3ruoHHOCTh (SD/CV)

Ipumep 18.1 — Ouenka cmeweHust u NPeyU3UOHHOCIMU HA
00HOM YpO6He aHaauma

IIpeononoorcum, umo KOHMPOALHBIL MAMEPUAN UMeem ammie-
cmosannoe 3nauerue 100 Eo/ma. Tlpu noemopHbix usmepeHusx
noayuerwl pesynomamot: 96; 98; 97; 99; 100 Eo/ma.

Cpeonee 3nauenue:

X =(96 + 98 + 97 + 99 + 100)/5) = 98,0 Eo/ma

Cmewerue:

Bias = 98,0 - 100,0 = - 2,0 Eo/ma

Cmeuterue 6 npoyenmax:

Bias (%) = (- 2,0)/100,0) x 100 % = - 2,0%

B smom npumepe cpeonuti pesynemam na 2 % Hudice onopHo-
20 3Hauenus. Ecau 3apanee ycmanoaeHHbI Kpumepuii npuem-
nemocmu onyckaem cmeuierue He obonree +5 %, peynomam no
NPABUABHOCIIU MONCHO CUUmMams npuemaemvim. Ecau sce ons
OAaHHO020 U30eNUS. U KAUHUUECKOU 3a0auu OONYCHUMOe CMeUeHue
cocmaensiem moavko x1 %, pezyavmam 6yoem HenpuUemMAeMbIM,
HEeCMOMPsL HA MO MO UBMEPEHUS 8b12AS05IM OOCMAMOUYHO OAU3-
Kumu opye K opyey.

/a5 oyenku npeyusuoHHOCMU paccuumeléaront CMaHoapmHoe
OmKAOHeHUe U Koagpgbuuuernm eapuayuu. B oannom npumepe pe-
3YAbMAMbL PACNON0NCEHbL OAUKO K CPEOHEMY 3HAYEHUI0, No-



amomy modHcHo odxcudams Hesvlcokuii CV . Ho okonuamenvHulii
8b1800 D0NMHCEH 0eNamvCs He BU3YANbHO, a4 HA OCHOBAHUU pacye-
ma u 3apanee YCmaHoBAEeHHO20 KPUIMEPUS. NPUEMAEMOCHIU.

DTOT NpUMep NMOKA3bIBAET BaXKHbIM MPUHLIMIT: YUCJIOBOM pe-
3yJIbTaT caMm 1o cebe ele He TOBOPHT, MpreMyieMa XapaKTepH-
cTuKa nim Het. HeoOxoaum 3apaHee yCTaHOBJIEHHBIN KPUTEPUH.
OH f0/mKeH ObITh CBSI3aH C HA3HAYEHUEM M3/IeNsl, KJIMHIUYECKH
3HAUYMMOM OIMOKOM, TpeOOBAHUSMU K METOY M PUCKOM Herlpa-
BUJIbHOW MHTEPIPETALIUH.

IHoaTBepkaeHNe NPAaBUIBHOCTH

[MonTBepxkaeHre MPaBUIbHOCTU TpeOyeT CpaBHEHUS pe3yiib-
TaTa U3JeJus C HEKOTOPBIM OIIOPHBIM OCHOBaHHEM. TaKuM OCHO-
BaHUEM MOXeET ObITh CTAHAAPTHBIN 0Opasell, pepepeHTHBI Ma-
TepHaJsl, KOHTPOJIbHBII MaTepuas ¢ yCTAHOBJIEHHbIM 3HAYEHUEM,
pedepeHTHasi METOIMKA, TPU3HAHHBIA METOJ CPAaBHEHUsI, MEX-
J1a00paTOpHOE KOHCEHCYCHOE 3HaYeHHEe WM TaHellb OXapakTe-
PHM30BAHHBIX KJIMHUYECKMX 00pa3ioB. BbIOOp OCHOBaHMS 3aBH-
CHUT OT aHAJINTA, JOCTYITHOCTH pe(EepEeHTHON CUCTEMBI, THIIA Ma-
Tepyrasa U Ha3HAUYEHUS U3/IeNusl.

Haubosnee cuiibHbIM BApUAHTOM SIBJISIETCSI CPAaBHEHUE C MaTe-
PUAJIOM WJIA METOJIOM, UMEIOIIIUM METPOJIOrMYecKr 0OOCHOBAH-
Hoe 3HadeHue. Ecim cymectByer pedepeHTHBIN MaTepral Win
pedepeHTHast METOIMKA, UX MCIIOb30BAHUE MOBBIIIAET JOKA3a-
TEJIbHYIO LIEHHOCTh OLIEHKU MTPaBUJIBHOCTU. Eciiv Takoy cuctemsbl
HET, JOIMYCTUMO KCIOJIb30BaTh OOOCHOBAHHBIN CPABHUTENIbHBIN
TIOJIXOI, HO €T0 CTaTyC JIOJKEeH ObITh 0OBsicHeH. Hemnb3s cunrath



MPAaBUIILHOCTD TIOATBEPKIEHHON TOJIBKO TIOTOMY, UTO pe3ysibTa-
ThI COBITAJIH C JIOOBIM JOCTYITHBIM KOMMEPYECKUM HaOOPOM, ec-
JIM HE TIOKA3aHO, MOYeMy 3TOT HAaOOp MOXKET BBITOJIHATH POJb
CPaBHHUTEJBHOTO OCHOBAHMSI.

g MEeAUIIMHCKHMX M3JSIUN JJIs TUarHOCTUKHU in Vitro oco-
OEHHO BaXHO, YTOOBI MPABUIBHOCTH OIIEHUBAJIACH HA PeJIeBaHT-
HOM MaTtepuajie ¥ B 3HAUMMOM Juara3oHe. Martepuasibl HA OCHO-
Be Oydepa, UCKYCCTBEHHO MPUTOTOBJIEHHBIE 00pa3Ibl UM KOH-
TPOJIbHBIE MaTepHaJibl MOTYT OBITh TOJIE3HBI, HO OHU HE BCerja
OTPaXaIOT TIOBE/IEHNE PEaTbHOTO KJIMHUYIECKOro oopasia. Mat-
pHlia MOXET BJIUATH HAa U3BJICUEHNE aHAJINTA, CBSI3bIBaHUE, (DOH,
uHTepdepeHIuo, CTAOMILHOCTh U curHasl. [ToatomMy, ecm uzze-
JIe 3asIBJICHO JIJIsI CBIBOPOTKH, TUIA3MBbI, IIEJIbHOM KPOBH, CYXO-
ro MATHA KPOBU, Ma3Ka, TKAaHU WM JPYroro Marepuaa, OleHKa
MPaBUJILHOCTY JIOJKHA YUUTHIBATh UMEHHO STOT MaTepHuasl TuO0
cojiepkaTb 0OOCHOBaHME TIEpeHOCa JTaHHBIX.

[TpaBUJIBHOCTD TaK’ ke JIOJDKHA OIIEHUBAThCSI HA HECKOJIBKHUX
ypoBHsIX aHayuTa. [IpoBepKa TOIBKO OHOTO yIOOHOTO YPOBHS
HE MMOKa3bIBACT, KaK M3Jie/iie paboTaeT B HUKHEN YacTu Juarna-
30Ha, B 00JIaCTH KJIMHUYECKOTO IMOPOra Win Ha BBICOKMX 3Have-
HUAX. IS KOJMYECTBEHHOIO TeCTa OOBIYHO BaXKHO BKJIIOUMTH
HU3KHUM, CPEIHUN U BBICOKMM YPOBHH, a TaKKE€ YPOBHU OKOJIO
KJIMHUYECKU 3HAYMMBIX pelieHui. s Tecta, UCrojib3yeMoro
JUIS MOHUTOPUHTA, HEOOXOIMMO yUUTHIBATh JIMAa30H OXHUae-
MBIX M3MeHeHUH. [IJIsi CKpMHUHTOBOrO TecTa 0co0oe 3HaYeHUe
uMeeT o0JacTh ropor pemenus (cut-off).



[Tpu cpaBHEHUHM ¢ METOIOM CPaBHEHMSI BaXKHO HE TOJIBKO pac-
cuuTarh cpenHee cMmerieHue. HykHO OlleHUTh, HET JIi MPOTOop-
IIMOHAJILHOTO CMEILIEHH S, KOTOPOE MEHSIETCS] B 3aBUCUMOCTH OT
ypoBHs aHasuTa. Hanpumep, Ha HU3KUX KOHIIEHTPAIUSIX METOJ
MOXET JaBaTh MPUEMJIEMbIE PE3YJbTaThl, 3 HA BHICOKMX — CH-
CTEMATUYeCK! 3aHWKaTh 3HaUeHus. Vmm HaoOopoT, cMelneHne
MOeT ObITh MaJIBIM B CPE/IHEN YaCTH JUana3oHa, HO KpUTUYHBIM
OKOJIO HVKHeW rpaHuiibl. [loaToMy A1t OLIeHKU MPaBUIbHOCTU
YacTO MCHOMb3YIOT HE TOJBKO pacyer bias, HO U rpapyKu CpaB-
HEHM S METO/IOB, AaHAJIU3 PA3IUYUIA 10 YPOBHSIM, PETPECCUOHHBIE
TMIO/IXO/IbI Y OLIEHKY KJIMHUYECKU 3HAUMMBIX 30H.

Ipumep 18.2 — Ouenka npaguavHOCmu N0 KOHMPOALHLIM
Mamepuanam ¢ YcmaHo8AeHHbIMU 3HAUEHUAMU

Jlns oyenku npasuabHOCmU KOAUMECMBEHHO20 U30eAUsl UC-
NOABL306AHBI MPU KOHMPOALHBIX MAMEPUANA C YCMAHOBAEHHbI-
MU BHAMEHUSIMU AHANUMA: HU3KULL, CPEOHUIL U BbICOKULL YPOBEHD.
Kaoicovui mamepuan uzmepsiau 5 paz. Kpumeputi npuemaemocmu
YCMAHOBNEH 3apanee: CMEUWeHUe pe3ynomama He OO0NNHCHO npe-
sviuams £5 % om ycmamno8NeHHo20 3HAUEHUSL.

Cxema 18.1 — Pe3syibTaThl OlleHKH NPABHUJIbHOCTH 110
TPeM YPOBHSM aHAJNTA

— Huskuii — Ycmanosaeunoe 3unauenue, Eo/ma: 20,0,
Pe3zyavmamut uzmepenuii, Eo/ma: 18,8;19,1;18,9; 19,0, 19,2;
Cpeonee 3nauenue, Eo/ma: 19,0, Cmewenue, Eo/ma: -1,0;
Cmewenue, %: -5,0 %; Ouenka: IIpuemnemo Ha eparuye.

— Cpeannit — Ycmanoeaennoe 3uauenue, Eo/ma: 100,0;



Pe3yarvmamut uzmepenuii, Eo/ma: 97,5; 98,0, 98,2, 97,8; 98,5,
Cpeonee 3nauenue, Eo/ma: 98,0; Cmewenue, Eo/ma: -2,0;
Cmewenue, %: -2,0 %; Ouenxa: [lpuemnemo.

— BpIcokui Yemanoenenunoe 3nauenue, Eo/ma: 500,0;
Pe3zyarvmamuor uzmepenuil, Eo/ma: 465; 470; 468; 472; 469,
Cpeonee 3nauenue, Eo/ma: 468,8; Cmewenue, Eo/ma: -31,2;
Cmewenue, %: -6,2 %; Ouenxa: Henpuemnemo.

Pacuem ons cpeownezo ypoersi:

X =(97,5+ 98,0 + 98,2 + 97,8 + 98,5)/5) = 98,0 Eo/mn

Bias = 98,0 - 100,0 = - 2,0 Eo/ma

Bias (%) = (- 2,0)/100,0) x 100% = - 2,0%

Tax kax cmewenue cocmasasiem -2,0 %, a 3aparee Ycmamos-
JNEHHbIE Kpumepuii npuemaemocmu paser +5 %, npasusbHocmy
HA CPeOHeM YposHe Cuumaenmcst NOOMeEEePHCOEHHOII.

/a5 8b1COK020 YpOBHSL:

X"= (465 + 470 + 468 + 472 + 469)/5) = 468,8 Eo/ma

Bias = 468,8 - 500,0 = - 31,2 Eo/mn

Bias (%) = (- 31,2)/500,0) x 100 = - 6,2%

Cumewenue cocmaesnsiem -6,2 %, umo npesviuiaen yYCmaHos-
nennvlil kpumepuii £5 %. Cnedosamenvio, NPASUNLHOCHb HA
BbICOKOM YPOBHE He NOOMBEPHCOEH.

B smom npumepe uzodenue demorcmpupyem npuemaemyio npa-
BUNBHOCMb HA HUBKOM U CPEOHEeM YPOBHSX, HO UMeem Henpu-
emaemoe ompuuamenvHoe cCmeujeHue Ha evicokom yposue. Ta-
KOU pe3yavman Heav3si ONUCbIeams 0oueil (opasoli «npasub-
HOCMb noomeepicoeHa». bonee koppexmubulii 61800 OondceH




ObIMb 0ZPAHUUEHHBIM.:

IpasunvrHocmv uzdeausi NOOMBEPHcOeHa HA HUSKOM U Cpeo-
HeM YPOBHAX AHAAUMA 8 Npedenax YCmaHoBAEHHO20 KPUmepus
npuemaemocmu. Ha evicokom yposte avisi61eHo ompuyamenvHoe
cmeuterue -6,2 %, npegviarouiee kpumeputi £5 %. Tpeoyemcs
AHAAU3 NPUUUH CMEUEHUS, OONONHUMENbHAS NPOBEPKA GEPXHEIl
uacmu OUanas3oHd, 603MONCHOE 0ZPAHUYEHUE OUANA30HA U3Me-
PEHUIl UnU KOPPEKMUPOBKA KANUOPOBKU NPU HAAUMUU 0OOOCHOBA-
HUSL.

DTOT MpUMep MOKA3bIBAET, YTO OIIEHKA MPABUIILHOCTU JOJXK-
Ha MPOBOAUTHCS HE TOJBKO B OJHON Touke. Ecim mpoBepuTh
TOJIKO CPETHUI YPOBEHb, MOKHO OIIMOOYHO C/IENATh BBHIBOJ O
NPUEMJIEMOCTH U3JEMs BO BceM Juana3oHe. [loatomy s Ko-
JIMYECTBEHHBIX U3EJINI BaKHO OLIEHUBATh HECKOJILKO YPOBHEH,
BKJII0YAS KJIMHUYECKU 3HAYMMBble 00JIACTH, HUKHIOKI U BEPXHIOIO
YacTh AMANa30Ha, a TaKKe 30HbI IPUHSITUS PEeIlIeHUH.

IMoaTBepxkAeHHE NPENU3HOHHOCTH

[MonTBepXk aeHNE MPEIM3UOHHOCTH TPeOyeT MOBTOPHBIX U3Me-
PEHUIl OHOTO U TOro ke OOBEeKTa B 3afaHHBIX ycnoBusix. Ho
YCJIOBUSI MOTYT OBITh Pa3HBIMU, U OT STOTO 3aBUCUT CMBICI TIO-
JIY4eHHOro pe3yJsibTata. Eciu Bce M3MepeHusl BBIIOTHEHbI Ofl-
HUM OIIEPaTOPOM, Ha OJHOM MpUOOpE, OAHON Cepreil peareHTOB
U B KOPOTKHI1 IPOMEKYTOK BPEMEHH, OLIEHUBAETCSI nogmopsie-
Mmocmob. Ecnu n3MepeHus1 BbIIOJHSIOTCS B pa3Hble THU, Pa3HbI-
MU OrepaTtopaMiu, ¢ Pa3HbIMU CEPUSMHU PEareHTOB WU KaJno-



POBKaMU BHYTPH OJIHOM JIAOOPATOPUH, OLIECHUBAETCS GHYMPUNA-
bopamopnas npeyusuorHocmo . Ecnm uccnenoBaHnue oXBaTbiBaeT
paszHble JJAOOPATOPUK UJIH TUIOIIA/IKU, peUb UJET O 8OCHPOU3BO-
oumocmiu.

JLJ1st monTBepKACHU S TTPEIIM3MOHHOCTH Ba)KHO 3apaHee orpe-
JeJINTh, KaKe ICTOYHUKHY BapruaOeTbHOCTH JIOJIKHBI ObITh BKJTIO-
YeHbl. DTO 3aBUCUT OT Ha3HaueHus usneus. Ecim uznenve Oy-
JIeT UCTOJIb30BaThCsl B OAHOM JJAOOPaTOPUM Ha OTHOM TIaTdhop-
Me, TOCTaTOYHO OIHOro Au3aiiHa. Eciu uznenve npegHa3zHayeHo
IUTSI IPUMEHEHUsT B Pa3HBIX JIa0OPaTOpUsIX, C Pa3HBIMU Olepa-
TOpaMU U NMAPTUSIMU PeareHToB, HEOOXOIMMO YUUTHIBATh OoJee
mMPpOKUi HaGop ¢pakTopoB. Ecnm uzmenue npenaHazHaueHo i
CaMOCTOSITEJTLHOTO MPUMEHEHH sI, HEOOXOIMMO YUUTHIBATD ITOJTh-
30BaTENILCKYI0 BapruaOeIbHOCTh U BO3MOKHBIE OIMOKM BHITION-
HEHU s POLIETyPhl.

[Tper3noHHOCTh TaK ke He ClIeAyeT MOATBEPKIaTh TOIbKO Ha
OIHOM ypOBHe aHanuTa. i1 KOJTMYECTBEHHBIX TECTOB OOBIYHO
BHIOMPAIOT HECKOJIbKO YPOBHEW: HU3KHM, ONM3KUI K KIIMHUYE-
CKOMY TMOPOTY, CPEIHUN Y BBICOKUM. [IJ1s1 KAYECTBEHHbIX TECTOB
0COOEHHO Ba)KHbI OTPUIIATEIbHBIE, CIA00MONIOKUTETBHBIE U TIO-
rpaHrYHbIe 00pasiibl. [IJIs MOHUTOPHUHIOBBIX TECTOB BaXKHO OI1e-
HUTh YPOBHU, HAa KOTOPBIX Bpau Oy/eT WHTEPIPETUPOBATH M-
HaMUKy pe3yibrara. [lJisi IOTyKOJIMYECTBEHHBIX TECTOB HYKHO
MIPOBEPUTH YCTOMUYUBOCTb KATETOPUH U NMEPEXOIOB MEXK/1y HUMHU.

HepocrarouHasi mpenyM3uOHHOCTh MMEET Pa3HbId CMBICT B
PasHBbIX KJIMHUYECKUX clieHapusx. Ecau tect ucnons3yercs 1uist



rpy0oil OpUEHTHPOBOYHOM OIIEHKH, YMEepPEHHAa sl BApUaOeTbHOCTD
MOXeT ObITh JOmycTUMOU. Ecim pesynbrar vcnonb3yercs s
BBIOOpA Tepanvu, KOHTPOJISI TOKCUYHOCTH, MOHUTOPHHI'A BUPYC-
HOU Harpy3Ku, OlIeHKM MUHUMAITLHOW OCTATOYHOM OOJIE3HH WITH
crpaTiUKAIIU PUCKA, Jake HeOOJBIIOW pa30pOC MOXKET ObITh
3HaUMMBIM. [103TOMY KpUTEeprH MPUEMIIEMOCTH TPEIU3UOHHO-
CTH JJOJKHBI OBITh CBSI3aHBI HE TOJILKO C TEXHUYECKUMU BO3MOXK-
HOCTSIMH METOJIa, HO M C KJIMHUYECKUM MIPUMEHEHUEM Pe3yiib-
TaTa.

Cxema 18.2 — Pazimune npaBWJIbLHOCTH, NPeEIU3NOH-
HOCTH ¥ CBSI3aHHBIX XapaKTEePHUCTHK

— IIpaBuabHOCTL — OcCHO8HOIL 8onpoc: Hackonvko pe-
3yavmam OAU30K K onopHomy 3xnaueruro? ; Ymo ouenusaemces:
Cucmemamuueckoe cmeujeHue pesyaomama ; Tunuunvlil puck
npu HeOOCMAMOUHOCIU: Y CMOTMUBO HEBEPHAS. OUCHKA YPOBHS
anaauma.

— IIpemmzunonnocts — OcHO8HOI 8onpoc: Hackonvko
OAU3KU NOBMOPHbBLE pe3ynbmamuvl mexcoy coooii?; Ymo ouenu-
eaemcs: Cayuaiinas sapuadenvriocmo peyavmama ; Tunuunwlii
puck npu nedocmamounocmu: Hecmabunrvhas unmepnpema-
uusl pesynvmama.

— IloBTOpsiemocts — OcHo8HOUl 8onpoc: Hackonvko
OMUBKU pe3ynbmamol 8 0OUHAKO8bIX ycaosusix?; 4mo ouyeHnu-
eaemcsi: Munumanvhas eapuabenbHOCmv 68 OOHOU cepuu Uau
onuskux ycnrosusix;, Tunuunolit puck npu HedOCMAMOUHOCIU:



Hecmabunvrocmu dadice npu Kpamxo8pemeHHOM no8maope.

— BayTpuiadoparopHasi npenu3noHHOCT — OcHO6-
Holl onpoc: Hackonvko 6ausku pe3yavmamol npu 00bIMHBIX U3-
MeHeHusx eHympu aaoopamopuu?; Ymo ouenueaemces: Baus-
HUe OHell, onepamopos, cepuli, Kaauoposok, npuoopos; Tunuu-
HblIl pucKk npu Hedocmamourocmu: Hecmadunaviocms 6 peano-
HOLL 1aOOPamMopHOLl NPpaKmuke.

— BocnpouzBoanmocts — Ochoenoit onpoc: Hackonvko
OMU3KU pe3ynbmamvl 8 Pa3HbIX AAOOPAMOPUSX UM YCA08UsX? ;
Ymo ouenusaemcsi: Medxcarabopamophvie u MeHCNAOULAOOUHBLE
pazauuusi; Tunuunetii puck npu Hedocmamournocmu: Ozpanu-
UEHHA L NEPEHOCUMOCTTb PEYALINAMA MENCOY YCAOBUSMU NPUME-
HeHUsl.

Ilpumep 18.3 — Ouenka npeyusuonnocmu no Ko3¢gguuyu-
eHmy sapuavuu

Jlnsi ouenKu npeuusUOHHOCIU KOAUUECMBEHH020 U30eAUSsL UC-
NONb30BAH KOHMPONBLHBIL MAMEPUAN CO CPEOHUM YPOBHEM AHA-
auma. Bvinonnerno 10 nosmoprvix uzmeperuii 8 00Hou cepuut. 3a-
paHee YCmaHoB8AEHHbIL KPUMepUil npUemaemMocmu: Kosggpuyu-
enm sapuayuu He oondicer npesvtiams 5 %.

Tonyuenot pesynomamot, Eo/ma: 98; 101; 99; 100; 102; 97;
100; 99; 101; 100.

Cpeonee 3nauenue:

xXT=(98 + 101 + 99 + 100 + 102 + 97 + 100 + 99 + 101
+ 100)/10) = 99,7 Eo/mn



[Ipeononodcum, umo paccuumanHoe CMmaHoapmHoe OmK.AoHe-
HUe COCMagnsien.:

SD = 1,49 Eo/ma

Koagppuyuenm sapuauuu:

CV (%) =(1,49)/99,7) x 100 = 1,49%

Tax kak xo3gpgpuyuenm eapuayuu cocmaensiem 1,49 %, a
Kpumepuii npuemaemocmu Yycmamoenen Kak ne oonee 5 %, no-
8MOPSIEMOCb HA OGHHOM YPOGHE CUUMAEMCsi NOOMBEPHCOEH-
HOI.

OJ1HaKO Tako¥W BBIBOJ] OTPAaHMUYEH TOJIBKO YCJIOBUSIMU IPOBE-
JIEHHOTO WCCJIeJIOBaHMs: OWH YPOBEHb aHAJIMTa, OJHA Cepus,
OJIM3KHME yCIIOBUSI BbINONHEHNs. Ha ocHOBaHMHM 3TOrO mpumepa
HEJTb351 ABTOMAaTHYECKU YTBEPKAATh, UTO MPEIU3UOHHOCTD TOJI-
TBEpKJICHA sl BCEX YPOBHEN aHAJIMTA, BCEX JIHEH, BCeX apTUid
peareHToB, BCEX OIepaTopoB M BCEX YCIOBUM puMeHeHus. s
OoJiee MMPOKOTrO BHIBOJA TPeOyeTcsl TU3aiiH, BKITIOYAIOIIUNA CO-
OTBETCTBYIOIINE UCTOYHUKY BapuaOeTbHOCTH.

3HaueHne Qs KOJHYECTBEHHbIX, KAYe€CTBEHHbLIX H I10-
JIYKOJMYECTBEHHBIX W3/1eJIHil

JI1s1 KOJTMYECTBEHHBIX M3JIC/IMI MPABUIBHOCTD U MPEIIM3HOH-
HOCTb OOBIYHO BBIPAXKAIOTCSI YUCTIOBBIMH TOKA3aTeNISIMUA. 3/1eCh
Ba)KHO OLICHUTH KaK CpeiHee 3HaYeHUe 1 pa30dpoc, Tak U TO, KaKk
OHHU MEHSIOTCS 10 Juana3oHy u3mepeHuid. Eciu pe3ynbraT uc-
TIOJIL3YeTCsI 151 IMArHOCTHKH IO TIOPOr'y, MOHUTOPHUHTA JTMHA-
MUKHU VI KOPPEKIIUU TEPAITUY, aHAJIMTUIEeCKast OIMOKa JJOJIK-



Ha pacCMaTpUBATLCS YEPE3 BO3MOKHOE KJIMHUUYECKOE MOCIe/I-
CTBHE.

JLJ1s1 KaYeCTBEHHBIX TECTOB MTPaBUJIBHOCTb HE BCET/Ia BbIpasKa-
eTCsI KaK CMellleHHe OTHOCUTEJILHO YMCIOBOro 3Ha4eHUs. 3/1eCh
Oosblliee 3HAYCHHUE UMEET corjlache ¢ OOOCHOBAaHHBIM CPAaBHH-
TEJIbHBIM MTOJXOJOM U YCTOMYMBOCTD Kjaccupukanuu. Ecim uz-
JieJiie BbIIAeT pe3y/IbTaT «OOHApYKEHO» WM «He OOHapyXke-
HO», HY)KHO ITOKa3aTh, HACKOJIbKO CTA0OMJILHO OHO KJIacCU(PHIIN-
pYeT OTpHUlIaTeNIbHbIC, OJIOKUTEbHbBIE, CTTA00TOIOKUTENTHHBIE U
norpaHuYHbIe 00pa3ibl. [IperM3nOHHOCTh KaUeCTBEHHOTO TeCTa
(pakTHUECKM TIPOSIBISIETCS KaK MOBTOPSAEMOCTb KAaTEropuu pe-
3yJIbTaTa.

JUIs MOJIyKOJIMYECTBEHHBIX TECTOB M IIKAJI BaXHO OLEHU-
BATh YCTOMYMBOCTb KaTeropuil. ECiu pe3yJibTar BeIpaKaeTcs Kak
«HU3KUW», «CPETHUI», «BBICOKMIT», KaK OajuibHas IKaJia, WH-
JIEKC WJIM KaTeropusi pucka, Hy’KHO IIOHMMAaTh, Kak 4acTo OJIUH
¥ TOT k€ 0Opa3el] py MOBTOPHOM HCCIIEJOBAHUH TIONAJAeT B TY
ke Kateropuio. Ecim nepexon Mex1y KaTeropusiMmu MEHsIET Me-
JUIIMHCKOE JIEUCTBUE, TaKas BapuadesbHOCTh CTAHOBUTCS KJIH-
HUYECKH 3HAYMMOI.

J1J1s1 MOHUTOPUHTOBBIX U3JIEIUN MIPEIIU3MOHHOCT UMEET 0CO-
0oe 3HaueHue. Bpau uHTepnpeTupyer v eAMHUIHOE 3HAUCHKE, U
u3MeHeHue Bo BpemeHu. Eciv aHammTraeckasi BapuadbeIbHOCTh
COITOCTaBMMa C O:KMJAaeMbIM KJIMHUYECKHU 3HAYMMbIM U3MEHEHU-
€M, pe3yJIbTaT TPYAHO UCIOIb30BaTh Ui MOHUTOpHHra. [1oato-
MY B TAKHX U3JEJIMSIX HYKHO OLIEHUBATh, KAKOE U3MEHEHHUE MOX-



HO CUMTaTh PEaJIbHBIM, a KaKOe MOXET OOBSICHATHCS pazdpocoM
METOAA.

It u3aenuii ¢ mporpaMMHBIM WM QJITOPUTMUYECKUM KOM-
MOHEHTOM TMPAaBWJIBHOCTh U MPEHU3UOHHOCTh TpeOyIoT ajar-
TUPOBAHHOW TPAKTOBKU. Ecim mporpaMMa paccuMThiBaeT 4uc-
JIOBOH TMOKa3aresb, OLIEHUBAETCS KOPPEKTHOCTh BBIUUCIICHUIA
¥ BOCIIPOM3BOJIMMOCTh pe3y/bTaTa MpU OJMHAKOBBIX BXOIHBIX
naHHbIX. Ecim anroputm KkinaccudunmpyeT u3o0OpaxeHue, reHe-
THUYECKUI BapUaHT WJIM WHOW OOBEKT, OLIEHUBAETCS YCTOWYM-
BOCTb KJ1acCU(PUKALIMU TP JOMYCTUMBIX BapUAIUSX BXOJHBIX
JAHHBIX, KAYeCTBa U300pakeHusl, TapaMeTpoB 00paOOTKU 1 Bep-
CHH ITPOrpaMMHOTo odecrieueHusi. Ecii obHoBeHre allropuTMa
MeHsIeT KJIAaCCU(PUKAIHIO, TIPEKHUE TAHHBIE O TPEIU3UOHHOCTU
¥ TPaBWJILHOCTH MOTYT TPeOOBATh MEPecMOTpA.

Kpurtepun npuemiieMocTu

Kputepuu npuemiieMocT Ajisi IPaBUIbHOCTH U MPELM3UOH-
HOCTHU JIOJKHBI OBITh YCTAHOBJICHBI 3apaHee. VX Henb3st mogou-
parh Mocje MoxydeHus: pe3y/abratoB. Kputepuu JTOKHBI OBITH
00OCHOBaHbI Yepe3 Ha3HaYeHUEe U3/eus, KIMHUYECKH 3HAUM-
MYIO OHIMOKY, COCTOSIHME TEXHOJIOTMH, TPeOOBaHUS MPUMEHH-
MBIX CTaH/IAPTOB M PUCK HEMPABUJILHOTO PElIeHUsI.

JI71st OTHUX M3AENIA JIOITYCTUMOE CMEITIeHHe MOXET ObITh OT-
HOCHUTEJIbHO IIMPOKUM, €CJId OHO HE MEHsSIET KJIMHUYECKUN BbI-
BoJ. /111 ipyrux naxe HeOOMbIIIOE CMeleHHe OKOJIO TOpOora Mo-
KeT ObITh HeripreMyieMbIM. AHanornddo, CV MoxeT ObITh TeX-
HUYECKU HU3KUM, HO KJIMHUYECKH HEJOCTATOYHBIM, €CIIU pe-



3yJIbTaT UCTOJIB3YETCs JIJIsl OLIEHKW MaJIbIX U3MEHEHUN BO Bpe-
MeHU. [ToaTromy KpuTepuid MpUeMIIEMOCTH JOKEH OTBEYaTh KaK
Ha BOITPOC «XOPOIIIO JIM BHIIJISIUT YUCIIO», TAK ¥ HA BOIIPOC «HE
NpUBE/IET JIM Takas OMMOKa K HeNpaBUJIbHOW HMHTEpIpeTaIvu
pe3yabTarar.

Oco0eHHO BaXKHO 3apaHee ONpeeTUTh KPUTEPHH ISl YPOB-
HEel OKOJIO KJIMHUYECKOTo pellieHus1. Eciu mopor otaenser oTpu-
LATeJIbHBIN Pe3YJIbTaT OT MOJIOKUTETHHOTO, CTAOMIBHOCTh UMEH-
HO 3TOU 30HBI UMeeT OOJblliee 3HAUYEHNe, YeM TIOBe/IEHHEe SIBHO
TIOJIOKUTENTLHBIX UJIH SIBHO OTPHIIATEIbHBIX 00pa3iioB. Ecim n3-
JieJTue UCTIOJb3YeTCs I MOHUTOPUHTA, KPUTEPU AOJIKEH YUU-
THIBATh MUHUMAJIbHOE U3MEHEHHEe, KOTOPOe UMEET KIIMHUYECKOe
3HaueHue. Ecnu u3zenue ucronb3yercs Al BHIOOpa Tepanuu,
KPUTEPUI JIOJDKEH YUUTHIBATh PUCK HEBEPHOTO BKJTIOYEHUS WA
UCKJIIOUEHHU I TAIIMEHTA U3 COOTBETCTBYIOIIETO JIe4e0HOro MapIii-
pyTa.

Yrto npaBUILHO H YTO HENMPABIJILHO IIPH MOATBEP:K/1e-
HHUY NPAaBIWJIHLHOCTH U NP ENN3HOHHOCTH

Cxema 18.3 — TunoBble omMOKH NP MOATBEPKIeHUH
NPaBUWJILHOCTH U NMPEIU3HOHHOCTH

— Onenka npaBuibHocT — IIpasuavho: Henonvsosamo
Mamepuan ¢ YCMaHoB8AEHHbIM ONOPHBIM 3HAUEHUEM UL ODOCHO-
eanmblll Memoo cpasuenusi; Henpasguavno: Cpasnumo pesynv-
mam ¢ A00bIM OOCMYNHbIM HADOPOM O€3 0OOCHOBAHUSL €20 CMa-
myca.

— Bri60op ypoBHeii ananutra — Ilpasuavho: Bxaouumo



HEeCKOAbKO YPOBHel, BKAOUAs KAUHUMECKU 3HAUUMbIE 30HbL;
Henpasuawvno: Ilposepumv monvko 00uH yooOHblIl YposeHb.

— IloporoBslie TecTbl — Ilpasuavro: Ouerumv 00pasibl
o0K0n0 nopoea npunsmusi peuwernusi; Henpasuavrno: Hcnonvso-
6aMb MOALKO S6HO OMPUUATNENbHBIE U SI6HO NONOHCUMENbHDBLE
0opasupl.

— Omnenka npenusnoHHoctTu — Ilpasuavho: Bapvupo-
8aMb YCAOBUSL 8 COOMBEMCMBUU C PEANbHBIM NPUMEHEHUEM U3-
Oenusi; Henpaguavhno: Ozpanuuumvcsi NOBMOPHBLIMU UIMEPEHU-
AMU 8 OOHOIL cepult, ecau uzdenue Oyoem NPUMEHSIMbCSL Uupe .

— Monuropuar — Ilpasuavno: Ouenumov eapuadenv-
HOCMb  OMHOCUMENbHO KAUHUUECKU 3HAUUMO20 USMEHEHUS ;
Henpasuavno: Paccuumame CV 6e3 00vs1cCHeHUsL, 8AUsIEm AU OH
HA UHMePNPemauuto OUHAMUKU .

— Heckoubko matepuanoB — Ilpasuavno: Ilposepumo
Kax#CcOblll 3A5181eHHbIIL Mamepuan U 000CHO8AMb NEPEHOC OaH-
Hoix; Henpasuavno: Iloomeepoums 00un mamepuan u pacnpo-
CMPAHUMb 861800 HA 6CE OCMANbHDIE.

— Kpurtepun npuemunemoctu — Ilpasuavno: Ycmaro-
eumv 3apatee u ooocnosams; Henpasuawvno: Iloooopame xpu-
mepuu nocne NOAYHEeHUs. Pe3YAbmanmos .

— Aurropurmuueckuil pesyiabrat — Ilpasuavno: Oye-
HUMb YCMOoWUUB80CMy UMOo2080U KAACCUPUKAUUU UNU UHOEKCd ;
Henpasuawvno: [Ipogepums monvko 6xooHvle OaHHble, He OUeHU-
8as1 UMO208bllL 8blIBOO.

DT1a cxema MoJsie3Ha JJisl MPAKTUYECKOW OLEHKH MPOrpaMMbl



UCTIBITaHU 1 oTyeTa. OHA MOKa3bIBAET, UTO aHAJIUTUUYECKAs Xa-
paKTepUCTUKA MOATBEPKIAETCS HE caMUM (DaKTOM MPOBEICHUS
U3MEepEeHUId, a KOPPEKTHBIM JIM3aiHOM, MPABWJILHBIM BHIOOPOM
Marepuasa, ypoBHEW, YCIOBUN U KPUTEPUEB PUEMIIEMOCTH.

JNOKyMeHTHPOBaHNeE B 0OTYeTe

B oruere no noATBep:KAEHUIO MPABUILHOCTH U MPELU3UOH-
HOCTU HEOOXOIMMO OMMCAaTh MaTepHasibl, YPOBHU aHAJIUTA, KO-
JIMYECTBO M3MEPEHUI, YCIOBUS UCCIEJOBAHUS, UCTOUHUKU Ba-
puadebHOCTU, METOJl CPABHEHMSI, OTIOPHbIE 3HAYCHUSI, PACUeT-
HBIE TOKA3aTeNId U KPUTEpUM NpuemsieMocTd. Eciam nenonb3o-
BaJICh CTaHJAPTHBIE 00pasiibl Wi pedepeHTHbIe MaTepUabl,
HYKHO YKa3aTb MX XapaKTepUCTUKU U craryc. Ecam ucnonb3o-
BaJICsl METOJ] CPaBHEHUsI, HEOOXOIMMO OOOCHOBATh €ro MpHMe-
HUMOCTb.

JLJ1s TpelM3uOHHOCTY BaXXKHO yKa3aTh, KAKKUE YCJIOBUSI BapbU-
POBAJIKChH: THU, ONIEPaTOpPbl, MPUOOPHI, CEPUU PEAreHTOB, KAJINO-
POBKH, TUIOIIAKA WIA BEPCUU MPOrPAMMHOIO OOeCTieYeHusl.
JI1 KakI0ro YpOBHSI aHAJIUTA CJIEAYET MPEICTaBUTh PE3YJIbTa-
Tl pacuera: cpegHee 3HayeHue, SD, CV wiu vHble NpUMeHU-
Mbl€ TOKa3aTenau. 1 KaueCTBEHHBIX M MOITYKOJIMYECTBEHHbBIX
PE3Yy/IbTATOB HYKHO MPEICTaBUTh YCTOMYMBOCTb KjacCH(UKa-
[IUU U YACTOTY CMEHBI KaTeTOPUHU.

Ecnmu yacth pe3ysbTaToB HE COOTBETCTBYET KPUTEPUSIM IMPH-
€MJIEMOCTH, 3TO He JIOJKHO CKpbIBaThcsl. HeoOxonumo oObsic-
HUTH, KaK 9TO BIIMSIET HA Ha3HaUeHue u3zienus. iHorna Tpedyer-
Cs1 OTPAHUYUTDh JUANA30H MPUMEHEHU S, U3BMEHUTD MPaBUIIO UH-



TeprpeTalyu, YTOUYHUTh UHCTPYKIIUIO, IPOBECTU TOTIOTHUTEb-
HOE WCCJIEJOBAaHUE WJIM MEePECMOTPETh KPUTEPUU MPUEMIIEMO-
CTH, €CJI OHM ObUIM M3HAYaIbHO HeoOocHoBaHHBIMU. Ho mepe-
CMOTp KpUTepUsI TIOCIIE MOTy4YeHUsI HeyIOOHBIX IaHHBIX 0e3 Me-
TOIUYECKOrO OOOCHOBAHUSI SIBJISIETCS] HEIOYCTUMBIM.

B cuibHOI 10Ka3aTenbHON Oa3e MpaBIIbBHOCTD U MTPEIN3UOH-
HOCTb [TOKA3bIBAIOT, YTO U3/IEJIME HAIEKHO MOJTyYaeT pe3y/IbTar B
TeX YCJIOBHSX, B KOTOPBIX OHO OydeT npuMeHsiTbesl. OHM He J10-
Ka3bIBAIOT KJIMHUYECKUI CMBICIT AaHAJIUTA U HE 3aMEHSIOT KJIMHU-
9ecKyI0 9(p(eKTUBHOCTD, HO 0e3 HUX HEBO3MOKHO JJOBEPSITH pe-
3y/IbTaTy Kak OCHOBE MEAMIIMHCKOro perieHus. IMeHHO mo3To-
MY 3TH XapaKTEPUCTUKU 3aHUMAIOT OJHO U3 LIEHTPAJIbHBIX MECT
B MMOJATBEP)KJICHUM aHATTUTUYECKON 3(PPEeKTUBHOCTH.

Hror ruasbl

[TpaBUABHOCTH M TPEIM3UOHHOCTD SIBJISIOTCSI 0a30BBIMH Xa-
PaKTepUCTUKAMU aHAIUTUYECKON 3(P(EKTUBHOCTA MEIUIIMH-
CKOTO W3JeNus ISl JUArHOCTHKHU in vitro. [IpaBuibHOCTD OT-
paxaer OMM30CTh pe3ysbTaTa K ONMOPHOMY 3HAUEHMIO U CBSI3a-
Ha C CUCTEMaTU4ecKOH OIMMOKOM. [Iperm3noHHOCTh OTpakaeT
OJIM30CTh TIOBTOPHBIX PE3YJIbTATOB MEXy COOOH U CBsi3aHa CO
CITy4allHOW BapraOebHOCTBI0. DTH XapaKTePUCTUKU TOATBEP-
KJIAI0TCS Yepe3 CHeUUaIbHO CIIJITAHUPOBAHHBIE UCCIIEI0BAHUS C
UCTIOJIb30BaHUEM PEJIEBAHTHBIX MAaTepUalioB, YPOBHEHN aHAIUTA,
MOBTOPHBIX U3MEPEHUI, BAPbUPYEMBIX YCIIOBHI U 3apaHee yCTa-
HOBJICHHBIX KpUTEepUEB NpuemieMocTu. VX 3HaueHue onpenensi-
€TCsl U TEXHUUYECKUMU PaCcUeTaMU, U BIIMSIHUEM Ha KJIIMHUYECKYIO



UHTEPIIPETAIUIO Pe3yJIbTaTa, OCOOEHHO OKOJIO TIOpOra, pu Mo-
HUTOPUHTE U NPU KJIacCU(PUKAIUY MallUEeHTA.



I'naBa 19. JIuneiHOCTH
1 JMAana30H U3MepeHun

JIuHelHOCTh U JMana30H U3MEPEHUN OTHOCATCS K TeM Xa-
PaKTEPUCTUKAM aHATUTUYECKOU 3(P(PEKTUBHOCTH, KOTOPBIE OCO-
OCHHO BaXKHBI JUIsl KOJTMUECTBEHHBIX U HEKOTOPHIX MOIYKOJIH-
YECTBEHHBIX MEQUITMHCKUX M3JIEINN IS JUArHOCTHUKH in Vitro.
OHU MOKA3bIBAIOT, B KAKUX Ipejiesiax pe3yibTaT U3Ae sl MOXKET
OBITh MHTEPIPETUPOBAH KAK HA/IECKHOE KOJTMUYECTBEHHOE OTpa-
KeHHUe cofiepkaHKs aHaiauTa B obpasiie. Eciu nmpaBuiIbHOCTD U
MPELM3MOHHOCTh OTBEYAIOT Ha BOMPOCH O OJIM30CTH pe3ysibTara
K OMOPHOMY 3HAYEHUIO Y BOCIPOM3BOIMMOCTU U3MEPEHUM, TO
JIMHEWHOCTH U JUATIa30H U3MEPEHUI IIOMOTaI0T MOHSITh, B KAKOM
MHTEpPBAJIC 3TU PE3Y/IbTaThl COXPAHSIOT AHATMTUYECKUI U KJIU-
HUYECKHUI CMBICIT.

JIuHeHOCTh OOBIYHO MOHUMAETCS KaK CIIOCOOHOCTh aHAJIU-
TUYECKOU CUCTEMBI JaBaTh Pe3y/IbTaThl, MPOMOPIIUOHATIBHBIE KO-
JIMYECTBY WM KOHIIGHTPAlMM aHaIWTa B oOpasiie B Ipeaesax
ornpeesieHHOro nHTepBajia. Ecim KoHlleHTpalus aHaJiuTa yBe-
JIMYMBAETCS B JIBA pa3a, pe3y/bTaT METOo/la B IMHEHHOM y4yacTKe
JOJDKEH U3MEHSThCS TIPEICKAa3yeMO U COpa3MepHO. ITO 0COOEH-
HO Ba)XKHO JIJIs1 TEX W3JIEJINI, IJIe YUCIIOBOM pe3yybTaT UCIONb3Y-
€TCsl M JIJIs1 OMHOKPATHOM KJIacCU(DUKAIUMK, U JIJIs1 OLIEHKHU CTe-
MIEHU BHIPAKEHHOCTHU COCTOSIHU I, MOHUTOPUHTa TUHAMUKY, KOH-



TPOJISl TEPAIMU WM CPABHEHUS PE3YJIbTATOB BO BPEMEHHU.

Jlnanas3oH u3MepeHun CBSI3aH C JMHEUHOCThIO, HO HE CBOJIUT-
cs K Hed. Jlnana3oH noka3plBaeT UHTEPBAJ 3HAYEHUI, B MIpEJIe-
Jlax KOTOPOT'O M3JIEJIME MOXET BbIAABATH PE3YJIbTAT C IIpUEMJIe-
MBIMU XapaKTEPUCTUKAMU MPaBUJIbHOCTH, PEUM3UOHHOCTU U,
py HEOOXOAMMOCTH, TMHEHHOCTU. VIHBIMU CJIOBaMU, ana3oH
MU3MEpPEHUI — 3TO He MPOCTO MHTEPBAI, B KOTOPOM MPHOOP
«YTO-TO TIOKa3bIBa€T». DTO 00NACTh, IJIe PEe3YJbTaT MOXHO HC-
MOJIb30BaTh B COOTBETCTBUU C HazHaueHueM uzzenus. Ecim pe-
3yJIbTAT BBIXOJUT 3a MMPEAEIIbl OATBEPKIEHHOIO IUana3oHa, ero
HEJIb351 UHTePIIPETUPOBATh TaK K€, KaK pe3y/IbTaT BHYTPU JHa-
Na30Ha.

Jluneitnocmv ~ — 3mo cnOCOOHOCMb AHAAUMUUECKOU CU-
cmembl 0a8amv pe3yAbmamol, NPONOPUUOHANbHBIE COOEPICa-
HUIO aHaauma 8 oopasuye 6 npedenax YCmaHo8AeHHO020 UHMeP8a-
Aa.

/luana3on uzmepenuil. — 3mo uHmMepean 3HA4eHUll aHau-
ma, 6 npedenax Komopozo uzoeaue odecneuuaem pe3ynoman ¢
Xapakmepucmukamu, 00OCMamouHbIMu 0N 3As18AEHHO20 npUMe-
Henus. /luanason uszmepenuti 00NXHCeH paccmMampueamocs eme-
cme ¢ Ha3HaueHuem U30enust, KAUHUYECKU 3HAYUMBIMU YPOBHAMU
aHaauma u npasuUAaMu UHMepnpemayuu pe3yabmamd.

JJTst METUITMHCKOTO MU3EH S 1711 TUarHOCTHMKH in Vitro mpyH-
IIUNIUAJIBHO BaKHO pa3jiMyaTh TEXHUYECKU HAOIOJAeMbIH IHa-
Ma30H CUTHAJIA U IMANa30H, B KOTOPOM Pe3yJIbTaT MPUTOfeH s



METUITMHCKOTO MPUMEHEHUsl. AHAIMTHUYECKAsT CUCTEMa MOXET
PEerHCTPUPOBATh CHTHAJ 32 Mpe/esiaMy MOATBEePKAeHHON 00a-
CTH, HO 3TO HE O3HAYAET, UTO TAKOW pe3yJbTaT MOKHO BbIIABATh
KaK KOJIMYECTBEHHbI. B HMKHEN yacTu 1uana3oHa BO3pacTaer
HEONPe/IeIEHHOCTh, YXY/IIAETCS MPEIM3UOHHOCTh U TIOSIBIISIET-
CS1 PUCK HECTAOMJIBHOTO pa3iMueHus] HU3KUX KOHIeHTparuii. B
BEpXHEU YacTu Juara3oHa BO3MOXHBI HACHIIIIEHUE CUTHATA, OT-
KJIOHEHUE OT JIMHEHHOCTHU, HEOOXOOUMOCTh pa3BeaeHus1, hook-
3(ppeKT nnm vHbIe ABIEHUS, UCKAXKAIOIUE pe3yJIbTar.

Hasnauenue usnenus onpenesnsier, Kakou Juara3oH sBIISIeT-
cs AoCcTaTO4YHbIM. [ TecTa, UCMOIb3YeMOro il MOHUTOPHH-
ra BUPYCHOW Harpy3KH, JUana3oH JIOJKeH MOKPHIBATh YPOBHH,
UMeEIOIIMe 3HAUYeHHe ISl OIIeHKU JIMHAMUKY M OTBETa Ha Tepa-
nuio. J{715 rOpMOHAJIBHOTO TeCcTa BaXKHO, YTOOBI IUAa30H BKITIO-
YaJl 30Hbl, CBSI3aHHBIE C KJIMHUYECKUMU TMOPOraMu U OXHUae-
MBIMU (PU3HOIOTMYECKUMH WM TIATOJIOTMYECKUMU KOHIIEHTpa-
siMu. J{7151 HEOHATAIbHOTO CKPUHUHTA TUATIA30H JIOJIKEeH OBITh
MPUTOJIEH [IJIs1 HAJIE)KHOTO Pa3IMyYeHUs] 3HAUEHUI OKOJIO TIOpO-
ra nepBUYHOro oTdopa. Jliis TepaneBTUIecKoro JIEKapCTBEHHOTO
MOHUTOpPUHIa OCOOEHHO Ba)KHbI 3HAUEHMS B TEPANIEBTUYECKOM,
cyOTeparneBTHYEeCKOM U TOKCUYECKOM JHana3oHax.

Takum 00pa3zom, Juana3oH U3MEPEeHUil He JOJIKeH YCTaHaB-
JIMBATHCS TOJIBKO U3 yaoOcTBa Metoaa. OH I0/1’KeH COOTBETCTBO-
BaTh KJIMHUYECKOH 3aave. Ecnu uznenvie 3asB1eHO 1J1s1 MOHU-
TOPUHTA, HEJOCTATOYHO TIOKa3aTh, YTO OHO U3MEpseT aHAJIUT B
Y3KOM MHTEPBaJIE OKOJIO OJHOro 3HaueHus1. Ecnu pesynbrat uc-



MOJIb3YETCs1 JJ1s1 BhISIBIEHUSI OY€Hb HU3KUX KOHIEHTpalUi, HUK-
HsIsl YaCTh AMANa30Ha CTAHOBUTCS KpuTuieckoi. Eciu B KMHU-
YeCKOM MPAKTUKE BO3ZMOXHBI OUeHb BHICOKHE 3HAYEHU ST, HEOOXO-
JMMO TIOHUMATh, KaK U3Jie/iue BeJeT ceOs1 B BEpXHel YacTH Jua-
Ma30HAa U 4TO CJIEAYET JIeaTh IPU BHIXOAE pe3ybTara 3a Mpeae-
JIbl U3MEPEHUSL.

Jnana3zoH u3MepeHui JokeH ObITh CBSI3aH C AaHAIUTUIECKON
CUCTEMOM, a TaKke C KJIMHUYECKON untepnperaruent. Eciu qua-
Ma30H He MOKPBIBAET KIMHUYECKHU BaKHBIE YPOBHU, U3JIEINE MO-
KET ObITh AHAJIMTUIECKH paOOTOCTIOCOOHBIM, HO OTPaHNYEHHBIM
JUIS1 3asIBJIGHHOTO TpuMeHeHusl. Eciu npaBuiia uHTepripeTaliuu
PE3yJIbTaTOB BHE JIMana3OHa HE OIMUCaHbI, MOJIb30BaTe/Ib MOXKET
OIMOOYHO BOCITPMHUMATh HEIIPUTOIHOE 3HAYCHHE KaK ITOJHO-
LIEHHBIM KOJIMYECTBEHHBIN PE3Y/IbTaT.

I'pachuueckoe npeacraBjieHue JUHEHOCTH

O1eHKY JIMHEHHOCTU yTIOOHO TIpeacTaBiIATh rpadudecku. [To
ocl X OTKJIAJBIBAIOT OKUJAEMOE WJIM 33/IaHHOE 3HAUEHHE aHa-
JIMTa, a 1o ocu Y — U3MEpEeHHOe 3HaueHue. MneanpHas nruHen-
HOCTb COOTBETCTBYET MPSMOW JIMHUM, TIPU KOTOPOU M3MEPEH-
Hble 3HAUEHHS MPOMOPIIMOHATIBHBI OXUIaeMbiM. DaKTHUYECKUE
PE3y/IbTaThl U3MEPEHUI CPABHUBAIOT C 9TOM JIMHUEH U C 3apaHee
YCTaHOBJIEHHBIMU JIOMYCTUMBIMU OTKJIOHEHUSIMU.
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Pucynok 19.1. JIuHelHOCTD: OXUaaeMoe 3HaYeHUe MPOTUB
U3MEPEHHOTO.

Ecnmu Touku pacnoniokeHsl OJM3KO K 0XKHMIAEMON JIMHEHHON
3aBUCUMOCTH B Mpejeax AOMYCTUMOIO OTKJIOHEHWS, JIMHEU-
HOCTbh MOXET CUMTAThCSI OATBEP:KACHHOW B JAHHOM UHTEpBAJIE.
Ecnu Ha HUKHUX WK BEPXHUX YPOBHSIX HAOJIOACTCS CUCTEMa-
THYECKOEe OTKJIOHCHHE, TUANa30H JOJKEH ObITh OrpaHUYeH WIIN
JOJKHBI ObITh YCTAHOBJICHBI CIIELIMAJIbHBIC TTPABUIIA MHTEPIIpETa-
1yn. [IprHIMNMATIBEHO BasKHO OLIEHWBATh M OOIIWE BUj rpadu-
Ka, ¥ YPOBHU, OJIM3KUE K KIIMHUYECKUA 3HAUUMBIM TTOPOTaM.

MareMaTuyecky JIMHENHYIO 3aBUCMMOCTb 4acTO OIMUCHIBAIOT
YPaBHEHUEM:



y=a+ bx,

rae: — OXUIaeMoe, 33/IaHHOE WU OTIOPHOE 3HAUYEHUE aHAJTH-
Ta; — U3MEpPEHHOE 3HaueHNe; — CBOOOTHBIN YIeH; — HAKJIOH
JIMHUH.

Ecnu crcteMa uaeanbHO COOTBETCTBYET OKUIAEMbIM 3HAUE-
HUSIM, CBOOOIHBIN YJIeH JIOJKEH ObITh OJIM30K K HYJIIO, 2 HAKJIOH
— K enquHule. Ho B peanibHON aHAIMTUYECKOU CUCTEME BO3MOXK-
HBI OTKJIOHeHU 1. [109TOMY MpH OlleHKe TMHEMHOCTH BasKHO aHa-
JIM3UPOBATh HE TOJBKO KOI((UIIMEHTH YpaBHEHUS, HO M IPaK-
TUYECKOE 3HaUeHHe OTKJIOHEHUI Ha OTJEJbHbIX YPOBHSIX.

WHoraa 1151 OlIeHKU IMHeWHOCTH UCTIONB3YIOT KO3 puimeHT
JeTepMHUHAIMK . BbICOKOE 3HaUueHue MOXKET MOKa3blBaTh XOPO-
[IIe€ COOTBETCTBHE JMHENHOW MOJIEN, HO CaMo IO ceOe He sIB-
JISIeTCsl JOCTAaTOYHBIM JI0KA3aTeIbCTBOM MPUTOJHOCTH JIMAa30-
Ha. Jlaxe rpu BBICOKOM OT/Ie/IbHbIE YPOBHU MOTYT UMETh HETIPU-
eMJIeMOe OTKJIOHEHUE, 0COOEHHO OKOJIO HUKHEW TPaHUIIbl Jra-
Na30Ha, BEPXHEW rpaHuIlbl WM KJIIMHUYeCcKOro ropora. [Toatomy
BBIBOJI O JIMHEWHOCTH HEJb3sl CBOAUTH TOJIBKO K OJJHOMY UUCHY.
HyXHO o1ieHrBaTh OTKJIOHEHUSI 10 YPOBHAM U UX KJIMHUYECKUN
CMBIC]I.

Kak noarBep:x/1a10T JUHEHHOCTh

JIMHENHOCTL OOBIYHO MTPOBEPSIIOT HA CEPUN MATEPUAJIOB C Pa3-
HBIMU YPOBHSIMU QHAJIUTA, OXBATHIBAIOIIUMU TTPeIoIaraeMblii
JMara3oH u3MepeHuid. Takue MaTepralibl MOTYT OBbITh TIOTYYeHBI
MyTEM CMEIIMBaHUs 00pa3IOB C BHICOKMM M HU3KUM COMEpXKa-
HUEM aHaJINTA, MIOCJIeJOBATEIbHbIX Pa3BeeHUN, UCTIONb30BAHMS



CTaHJAPTHBIX MaTepUaJIOB, OXapaKTePU30BAHHBIX MaHEIeH WIn
KJIMHMYECKUX 00pa3iioB. BeIOpaHHBIN TOIXOM TOKEH COOTBET-
CTBOBAaTh AHAIUTY, MATPUIIE U HA3HAUEHUIO U3/IEIHS.

[Ipu moaroToBKe cepuu pa3BeJeHU Ba)KHO YUUTHIBATh, UTO
pa3BejieHUe MOXET MEHSITh CBOWMCTBa marpuibl. Eciu oOpa-
3ell pa3BoIAT OyhepoM UM UCKYCCTBEHHOW Cpeoil, TOTyUYeH-
HBIE MaTeprabl MOTYT OTJIMYATHCSI OT PeabHOrO KJIMHUYECKO-
ro oopasiia. B HEeKOTOpeIX MeTO/IaX TO BIMSIET HA BOCCTAaHOBJIE-
HUE aHaJIMTa, (POH, CBSI3bIBaHUE, MHTEPMEPEHINIO MITA CTAOWITh-
HOCTb. [103TOMY JIMHENHHOCTH, TOATBEPKIACHHAS HA MOJEILHOM
MaTtepuaie, He BCeria aBTOMaTUUECKU MEPEHOCUTCS Ha 3asIBJICH-
HYIO KJIMHUYECKYI0 MaTpPHUILY.

OOBIYHO TSI ONEHKHW JIMHEMHOCTH BBIOMPAIOT HECKOJIBKO
YPOBHEl, PaBHOMEPHO WU IIeJ€HANPABICHHO MOKPBIBAIOIINX
3asiBJICHHBI Juana3oH. Oco0oe BHUMAaHUE YAeISIOT HYDKHE!
I'paHUIIE, BEPXHEU I'PaHUIIE U YPOBHSM OKOJIO METUIIMHCKU 3HA-
YUMBbIX peleHud. [ KaxIoro ypoBHSI BBINOJHSIOT MOBTOP-
HbIE U3MEPEHUsI, PACCUMTHIBAIOT CpeHee 3HAUeHNEe, OTKJIOHEHHE
OT O)KUJAEMOT0 3HAYEeHHUSI U OIIEHUBAIOT COOTBETCTBHE 3apaHee
YCTaHOBJIEHHOMY KPHUTEPUIO IPUEMJIEMOCTH.

Kputepuii npremMiaeMocT MOKET BhIpakaThCsl B a0COTIOTHOM
OTKJIOHEHUH, TIPOIIEHTHOM OTKJIOHEHUH WJTH HHOU (hopme, 000C-
HOBAHHOU JIJ1s1 IAaHHOTO aHAJIUTA U Ha3HaUeHus uznenus. Hampu-
Mep, U1 OIHUX MOKa3aTesiell TOMyCTUMOE OTKJIOHEHUE MOXKET
ObITh BBIpaXeHO Kak *+10 %, mist Apyrux — Kak KOHKpeTHast
abCcoMoTHAs BeMYMHA. B HYDKHEW YacTv uara3oHa MpOIeHT-



HOE OTKJIOHEHUE MOXET ObITh MeHee MH(OPMATHBHBIM, MTO3TO-
MY JIOITyCTUMO WCTIONIb30BaTh aOCOMIOTHBIE KPUTEPUU WU CIie-
[IUAJIbHBIE TTOJXOAbI K OLIEHKE HMKHEUW I'paHUIlbl KOJTMUECTBEH-
HOT'O OIpe/Ie/ICHUSI.

Ipumep 19.1 — IIposepka auneiinocmu no cepuu pa3eede-
Huil

Jlasi ouenku AuHelHOCMU KOAUUECEEHH020 MONEKYASIPHO20
mecma UcnoNb308arH 00pasel;, ¢ BbICOKUM COOEPHCAHUEM AHANU-
ma. Hcxoonoe 3uauenue npunsimo kax 1000 konuii/ma. Ilooeo-
moenenvl nocaedosamenvivle pazeedenusi: 1:2, 1:4, 1:8 u 1:16.
Jlnsi kKaxcoozo YypoeHs paccuumano oxcudaemoe 3HaveHue u no-
AYueHo cpednee usmeperHoe 3uauerue. Kpumepuii npuemaemo-
CMuU YCMAaHo8AeH 3aparee; OMKAOHEHUe UBMEPEHHO20 3HAUEHUS]
om 0xcudaemozo He 00AXCHO npesvlutams +10 %.

Cxema 19.1 — IIpumep oneHKH JHHEHHOCTH MO CEPHH
pa3BeeHuil

— be3 pa3Benenuss — Oocudaemoe 3Hauenue, KORUIL/mMa:
1000,0; H3.mepennoe 3nauenue, konuit/ma: 980,0; Omk.aone-
Hue, konuit/ma: -20,0;, Omkaonenue, %: -2,0 %; Ouenka: [lpu-
emaemo.

— 1:2 — Osrcuoaemoe 3nauenue, xkonuii/ma: 500,0; Hzme-
penHoe 3Hauenue, konuit/ma: 510,0; Omk.aonenue, konuii/ma:
+10,0; Omxaonenue, %: +2,0 %; Ouenka: [lpuemnemo.

— 1:4 — Oosrcuoaemoe 3nauenue, konuii/ma: 250,0; Uz me-
pennoe 3nauenue, konuit/ma: 260,0; Omk.aonenue, konuii/ma:
+10,0; Omkaonenue, %: +4,0 %; Ouenka: [Ipuemnemo.



— 1:8 — Osrcuoaemoe 3nauenue, xkonuii/ma: 125,0; Hzme-
peHHoe 3Hauenue, konuit/ma: 118,0;, Omk.aonenue, konuii/ma:
-7,0; Omkaonenue, %: -5,6 %; Ouenka: [Ipuemaemo.

— 1:16 — Osrcuoaemoe 3nauenue, konuii/ma: 62,5, Uzme-
peHHoe 3HaueHue, Konuii/ma: 45,0; Omkaonenue, konuit/ma:
-17,5; Omkaonenue, %: -28,0 %; Ouenxa: Henpuemnemo.

OmKaOHeHUe Om 0XHCUOAeMO20 3HAUEHUST PACCUUMbBIBAIOM
Kak:

A = x_meas - x _exp, 2z0e: — uamepeHHoe 3HaveHue; —
oxcuoaemoe 3HaueHue.

OmKnoHeHUue 8 NPOUEeHMAx paccuumléaronm no popmyane:

A(%) = ((x_meas - x_exp) / x_exp) x 100

Pacuem omxaonenus ons yposms 1:8:

A =118,0- 1250 = - 7,0 konuti/ma.

A (%) =(-7,0)/125,0) x 100% = - 5,6%.

Tak xax omxaoneHue cocmagasiem -5,6 %, a Kpumepuii npu-
emaemocmu ycmaroenen kax +10 %, ypoeenw 1:8 cuumaemcs
NPUEMAEMBIM.

s yposrs 1:16:

A =450-62,5 = - 17,5 konuti/ma.

A (%) =(-17,5)/62,5) x 100 = - 28,0%.

Omkxkaonenue cocmaensiem -28,0 %, umo npesviuiaem Kpume-
puti npuemaemocmu 10 %. CaedosamenvHo, AUHEHHOCMb HA
yposHe 62,5 Konuii/ma He nOOMeepIHcOeHa.

Koppexmuivlii 6618600 no smomy npumepy 00nxceH Oblims 0epa-
HUYEHHbIM.



Jluneitnocmv mecma noomaeparcoena é unmepaane om 125
00 1000 konuit/ma. Ha yposne 62,5 xonuit/ma nadoarooaemes
Henpuem.iemoe ompuyuamenbHoe OMK.A10HeHUe, ROIMOMY OaH-
HblIL YPOBEHb He 00NJICEeH BKAIOUAMBCSL 8 NOOMBEPHCOCHHbLIL
JAUHEHBLL 0uana3on 0e3 00noAHUmenbHvlx 0anuslx. Huorc-
HS5l 2PDAHULA AUHETH020 OUANA30HA mpedyem 02PaHuUYUeHUs]
UAU OONOJAHUMENbHO20 NOOMBEPHCOCHUSL.

DTOT NMpUMep TOKa3bIBaeT, MOUYEeMY Hesb3sl JesaTh BBIBOJ O
JIMHENHOCTHU TOJIBKO MO 00IIeMy TpeHIy. BoJbIIMHCTBO ypOB-
HEll MOT'YT COOTBETCTBOBATh KPUTEPHUIO, HO OJIMH YPOBEHb B HUXK-
HEWl YacTH JMaria3oHa MOXET OKa3aThCsl HenmpuemiieMbiM. Ec-
JI1 UMEHHO 3TOT YPOBEHb KJIMHUUECKU BakeH, TpeOyeTcs repe-
CMOTp HWKHEH IpaHUIIbI IUANa30Ha, TOMOJTHUTEIPHOE UCCIIeI0-
BaHMe WM YTOYHEHUE NHCTPYKIIUU.

HwukHsis rpaHuna Juana3oHa

B HmxHe# yacTu Auana3zoHa 0cOOEHHO BaXXHO pa3inyarh 00-
HapyXXeHHe W KOJIMYeCTBeHHOe n3MepeHue. M3nenue Moxer 00-
HApYXUBaTh HAIMYKME aHAJIUTA HA HU3KOM YPOBHE, HO He o0ec-
NIEYMBATh KOJTMUECTBEHHBIA Pe3yJIbTaT C TPUEMJIEMOU MTPaBUIb-
HOCTBIO W MPEIM3UOHHOCTHIO. [109TOMY HWXHSISA TpaHMIIA Jua-
Na30Ha U3MEPEHUH JOJKHA OBITh COIVIaCOBaHA C MPEIEIOM 00-
HAPYXEHUsI U TIPE/IEIOM KOJIMIECTBEHHOTO OMpe/IeIiCHHSI.

[Mpenen oOHapykeHUs MOKa3bIBAET MUHUMAJILHBI YPOBEHb
aHaJIUTAa, KOTOPbIA MOXKET OBITh HaJIE’KHO OTJINYEH OT OTCYTCTBUS
wm (oHOBOro curHajia. Ilpeaen KoIM4ecTBEHHOIO ornpejeie-
HUS TIOKA3bIBAET YPOBEHb, HAYMHAS C KOTOPOTO aHATUT MOXET



OBITh KaK OOHApyXkeH, TaK U U3MEPEH C MpUEeMJIEMbIMU XapaK-
Tepuctukamu. Eciiu u3esnue BbIIaeT YMCIOBbIE PE3YJIbTaThl HU-
€ YPOBHSI KOJIMYECTBEHHOW HAJIe’KHOCTH, MOJIb30BaTE b MOKET
OIMOOYHO MHTEPHPETUPOBATh UX KaK MOJHOLEHHbIE KOJIWYe-
CTBEHHbIE 3HAYEeHHUsI. ITO OCOOSHHO OMACHO JJIsi MOHUTOPHHTA,
e MaJible U3MEHEHUsl pe3ybTaTa MOTYT BOCIIPUHUMATHCS Kak
JUHAMUKA COCTOSTHUSI.

[TosToMy B HMKHEW 4acTH Auana3oHa HeoOXOAWMO OlEHU-
BaTh KaK JIMHEWHOCTb, TaK W MPEIU3UOHHOCTh, MPABUIBHOCTD
W TIpaBWJIa BhIIA4YM pe3yibTata. IHOra KoppeKkTHee yKa3blBaTh
pe3yJIbTaT Kak «0OHapYKEHO HIKE Jana3oHa KOJTMYECTBEHHOTO
orpeJe/ieHUsT» WU «MeHee YeM YCTaHOBJIEHHAsI TPaHUIIa», YeM
BBIIaBaTh TOYHOE YKCJIO, KOTOPOE aHAJIMTUIECKU HEJJOCTATOUHO
HaJIEKHO.

BepxHsisi rpaHuIa [Mana3oHa H HACHIEHHE CHTHAJA

B BepxHeil yacTu AMana3oHa BO3MOXKHBI APYTUe MPOOJIEMBI.
[Tpy BBICOKMX KOHIIEHTpAIMSIX aHAJIWTA CUTHAT MOXKET Tepe-
CTaTh yBEJIMUUBATHCS MPOMOPIIMOHAIBHO KOHIIEHTPAIMH. DTO
MOJEeT MPOUCXOUTh M3-32 HACBIIIEHHUsI JAETEKTOpa, OrpaHuyYe-
HUSI PEaKIIMOHHOW CHUCTEMbl, UCUEPIIaHUsI peareHTa WA UHBIX
CBOWCTB MeTofla. B Takol cuTyauuu pe3ysbTaT HAYMHAET 3aHU-
KaThCsl OTHOCUTENIHO UCTUHHOTO YPOBHSI, a JIMHEHHOCTh Tepsi-
ercsl.



CurHan / usmepeHHoe 3HayeHune

KoHueHTpauusa aHanuta

NuHeliHas obnacTb HacblleHne curHana

Pucynok 19.2. Tlotepst 1MHEMHOCTH IPY HACHIILIEHUN CUTHA-
na

Ha puicyHke BUIHO, UTO B HA4aJIbHOW OOJIACTH CUT'HAJT pacTeT
IPONOPLUUOHAIBHO KOHIIEHTPALMY aHaJIUTa. 3aTeM poCT 3aMe/-
JIIeTCA W BBIXOAUT Ha Tuiato. Ecim oOnacTh HaCHIIEHUs OIIU-
OOYHO BKJIIOYEHA B 3a51BJIEHHbIN IMaa3oH U3MEPEHUI, BRICOKHE
KOHIIEHTPAIIMU MOTYT OBITh MHTEPIIPETUPOBAHBI KaK OoJiee HU3-
KM€, YeM OHM eCTb Ha camoM jene. [loatomy BepxHss rpaHuia
JIMara3oHa JOKHA ObITh MOATBEPXKIEHA IKCIIEPUMEHTAIIBHO.

JI71s1 HEKOTOPBIX UMMYHOJIOTUYECKUX METOI0B OCOOEHHO Ba-
sxeH hook-a¢pexT. I1pu oueHb BHICOKON KOHIIEHTPAIIMU aHAIU-
Ta CUTHAJI MOKET He MPOCTO BBIXOAUTDH HA ILIATO, & CHUKAThCSI.
OcCHOBHasl IPUYNHA COCTOUT B U30BITKE aHAIUTA OTHOCUTEILHO



CBSI3BIBAIONIVMX PEAreHTOB: CBOOOTHBIA AHAIUT HACHIINAET AHTH-
TeJa U MPEMSITCTBYeT 00Pa30BAHMIO TIOTHOIIEHHOTO UMMYHHOTO
KOMIUIEKCA, OT KOTOPOI'O 3aBUCUT CUTHaJI. B pe3ynbraTe upe3Bbl-
YaiiHO BBICOKMI YPOBEHb aHAJIMTA MOXKET J1aTh PE3YJ/IbTar, [0X0-
KU1 HA YMEPEHHBIN WM HU3KUA. BripaxkeHHoCTh hook-3ddexk-
Ta 3aBUCUT OT COOTHOILICHUS aHAJINTA U PEareHToB, a(p(PUHHO-
CTH aQHTUTEJ, BpEMEHU MHKYOAIMHY, TIOpsIIKa JOOABJICHUST KOM-
TIOHEHTOB U pa3BeieHus1 00paslia.
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CurHan nponopuyuoHaneH ﬂ:ﬁ::?ﬂ;: ”:g;mee:':'eewme””" [Py 0YEHb BBICOKOI KOHLIEHTpaLi
KOHUEHTPaLMM aHanuTa. JuHeiiHas il Wi e s aHanuTa HaBMIORAETCH CHIKEHNE
33BUCUMOCTD car:aena Paunm He NpuBoawT k pocTy curnana (Hook-apdexT)
Mpumeyanue — Hook-3¢eKT MoxeT npu K NIOXHO HU3KIIM pes3 aM NpU O4eHb BICOKYX KOHUEHTPALNSX aHanuTa

Pucynok 19.3. Xyk-3ddekr npu oueHb BHICOKON KOHIIEH-
Tpaly aHaJINTa

Hook-3¢pdekt TpebyeT crnienuaibHON MPOBEPKH, €CIU METO-



JOJIOTMYECKUI TIPUHIUIT U3JENHs JIeNlaeT ero BO3MOXHBIM. B
TaKUX CJIyYasix HEOOXOJMMO OIIEHMBATh BBICOKHME KOHIICHTpA-
UM aHAJINTa, ONKCHIBATh MPU3HAKU TOJO3PEHHUS HA Pe3yJIbTar
BHE JMaria30Ha M yCTaHABJMBATh JAEWCTBUS MOJIL30BATEINS: Pa3-
BesieHre 00pasiia, IOBTOPHOE MCCIIEI0BAHNUE, BbIaua pe3yibTa-
Ta «OOJIbIIIe YeM» UM UHBIE POIIETY PhI, IIPETyCMOTPEHHBIE U3~
TOTOBUTEJIEM

Pa3zBenenue 06pa3ion

Ecnu y1s1 BRICOKMX 3HAY€HW MPeayCMOTPEHO pa3BelieHHe
oOpasiia, 3Ta TMpoleaypa JOKHA OBITh MOATBepkAeHa. Hemb-
351 aBTOMAaTMUYECKU CUMTATh, YTO pa3BejieHHe BCera COXpaHs-
€T MPaBWIBLHOCTh pe3ysbraTa. [locie pa3BeaeHust MOXeT hU3Me-
HUTBCSI MaTpHIla, BOCCTAHOBJIEHHE aHaUTa, hoH, MHTepdepeH-
sl WM CTabuIbHOCTh. [To3TOMYy HEOOXOAMMO TIOKAa3aTh, YTO
pe3yJbTar 1ocje pa3Be/IeHUs U IepecdeTa COOTBETCTBYET OXKM-
JaeMOMY 3HAUYEHUIO B Mpe/ieNiaX YCTAHOBJIEHHOTO KPUTEPHS.

B uHCTpYyKIIMU JOTKHO OBITH YKa3aHO, KOrjia TpedyeTcs pas-
BeJIeHVe, KAaKUM PacTBOPUTENIEM WM MAaTePUAIOM OHO BHITION-
HsETCs, KaKOW KO3 PUIIMEHT MTPUMEHSIETCS, KaK MepecunuThIBa-
eTcsl pe3yJbTaT U B KaKUX Ipejesiax TakoW MepecyeT JOMYCTUM.
Ecnu pa3BeseHre NOATBEPXKICHO TONBKO ISl OMPEIETIEHHOTO
WHTEPBAJIa, HEJIb3sl PACIIPOCTPAHSITD €r0 Ha JTI0OBIE BHICOKUE 3HA-
YeHUsI.

AHajquTHYeCKHil THaNa30H M KJIMHUYECKH 3HAYMMasi
00JacTh

AHATUTAYECKUI IAAMTA30H U KJIMHUYECKU 3Ha4nMast 00J1acTh



HE BCErJia COBMAAAINT. AHAIMTUYECKUI UANa30H MOKa3bIBAET,
I7ie U3Jee CoCOOHO BBIIABAaTh HAAEKHBIN pe3ysbTar. Kimm-
HUYECKW 3HaYMMasi 00JIaCTh MOKA3bIBACT, IJIe Pe3y/IbTaT BIIUsI-
€T Ha MeJUIIMHCKOe peleHre. MHorna KJIMHUYeCcKu 3HaYuMast
00JIaCTh yKe aHATMTUYECKOTO AUAa30Ha, U TOrIa He BCe U3Me-
psieMble 3HAUSHUS] IMEIOT OJJMHAKOBOE 3HAYCHUE JIJIST PelIeHUsI.
WHora KJIMHUYeCKH 3HaYrMast 00JIacTh IIIMPE TOATBEPXK ICHHO-
ro JUarna3oHa, U TOrJa Ha3HaueHWe W3/eNus WM MpaBuia UH-
TepHpeTau JOJKHbI ObITh OrPAHUYEHBI.

PesynbTar BHE aMana3oHa He NOKEH WHTEPIPETUPOBATHCS
KaKk OObIYHOE KOJMYECTBEHHOE 3HaueHue. /[ HMKHE! 30HbI
MOXeT TpeOoBaThcsl (POPMYJIMPOBKA «HUXKE Tpesiesia KoJrde-
CTBEHHOTO ONpeJie/ieHus». [{71s1 BepXHel 30Hbl — «BBIIIIE BepX-
HEll TPaHUIIBl TUATla30HA», Pa3BEJCHUE WM MMOBTOPHOE HCCIIe-
noBaHue. Takue nmpaBuiia JOJIKHBI OBITh 3apaHee YCTAHOBJICHBI 1
OTpa’KE€HbI B TIOKYMEHTAIIUH.

TunoBbie npooJieMbl JJMHEITHOCTH U NANa30Ha

Cxema 19.2 — Tunosble po06JieMbl JJUHEHHOCTH H JHA-
NMa3oHa N3MepeHui

— HenoaTBep:kaeHHAas HUKHSAS TPaHMIA JHANA30HA
— Kaxk nposieasiemcs: Hzoeaue evidaem uucnosvle peynbma-
mvl mam, 20e npeyusuoHHocmov Hedocmamoura; Ilowemy 3mo
8AICHO: Bo3HuKaem puck N0XNCHOT KOAUMECBEHHOLI UHImepnpe-
MAayuu HU3KUX 3HAUEHUL .

— Hacpimenne curnana — Kak nposieasemcs: [lpu
BbICOKUX KOHUEHMPAUUSX Pe3YNbmam nepecmaent 603pacmany



nponopuuonanvro;, Ilouemy 3mo easxcno: Bvicoxkuii yposerv
AHANUMA MOXHCEM ObIMb 3AHUNCEH.

— Hook-3¢p ekt — Kak npossasiemes: Ouenv evicokas
KOHUEHMpPAyusi aHaiuma 0aem NO0NCHO HUBKULL pe3ynbmam 6
HEKOMOpPbIX UMMYHON02uuecKux memooax ; Ilouemy smo eaduc-
HO: Bo3zmodicna onacnas HenpaguavHas uHmepnpemauus pe3yno-
mama.

— HekoppekTHoe pa3Benenne — Kak nposeasemcs: Pe-
3YAbMAm nocae pazeeoeHus He COOMEenCcmeyem OHCUOAemMomy
séoccmaroénenuro; Ilouemy smo eadxcno: Ilepecuumannoe 3Ha-
uerue Modicem Oblimb OUUOOUHBIM.

— /Iluana3oH He NOKPbIBAeT KJIMHUYECKH Ba’KHbIE
ypoBun — Kak nposeasiemcs: [loomeepoicoentvlii unmepaan
yorce, uem oonacms npunsmus peuwteruii ; Ilouemy 3mo easxichno:
Hasznauenue uzoenust cmarnosumcs wiupe 00KA3aHHbIX 803MONC-
Hocmell.

— OTKJIOHeHHe OT JMHEHHOCTH 0K0JI0 mopora — Kak
nposieasiemcsi: Pezyaomam necmabunen 8 oonacmu KauHu4e-
ckoeo pewtenusi; Ilowemy amo easrcno: Bozmodcna cmena kame-
20puu pezyavmama.

— Ucnosb30Banne HeMOAXOASAEH MATPHUILbI ITPH MPO-
Bepke — Kak nposeasiemcs: Jlunelinocms noomeepicoena Ha
MOOENbHOM Mamepuane, He Ompax;carouem KAUHUMECKUli oopa-
3ey; Ilouemy 3mo eadxcuo: /lannvie mozym Obimv HENPUMEHUMDL
K 3A5181€HHOMY MAMePUany .

Oco6eHHOCTH [JIS1 MOJIYKOJNYECTBEHHBIX M aJIrOpHT-



MHUYeCKUX U3/1eJuil

JI7151 IOJTyKOJIMYEeCTBEHHBIX TECTOB MOHATHE JIMHEMHOCTH MO-
KET UMeTh OrpaHMYEHHOE 3HAaYeHHe, HO JMana30H KaTeropui
U YCTOMYMBOCTh MEPEXOA0B MEXy HUMU OCTAIOTCS] BaKHBIMU.
Ecnu pe3ynbraT BbIpa)aeTcsl Kak «HU3KU», «CPEOHUI», «Bbl-
COKHUIl» WIA B BUIE OaJJILHOHM IIKaJIbl, HEOOXOAUMO I1OKa3aTh,
YTO KaTeropry COOTBETCTBYIOT OXKHJIAEMOMY U3MEHEHUIO YPOB-
Hsl QHAJIMTa U BOCIIPOM3BOIUMO OTIENSIOTCS ApYr oT japyra. B
TaKUX CJIy4asiX OCHOBHBIM BOIPOCOM CTAHOBUTCSI HE WJeaslb-
Hasl JIMHEeWHAs1 3aBUCUMOCTb, & HaJIe)KHOCTh KJIaCCHU(DUKAIMH TIO
YPOBHSIM U KJIMHUUYECKUI CMBICIT KQXK/I0M KaTerOpuHu.

J1s1 aJITOpUTMUYECKUX U TIPOTPAMMHBIX M3/IEIUN TUara3oH
MOXET OTHOCUTBCSI HE TOJIBKO K KOHIIEHTpAIMM aHaJINTa, HO U
K BXOOHBIM JaHHBIM. Hampumep, anroputm MoXeT ObITh TIPOBe-
PEH Ha M300paKeHUSIX OIPeIeJICHHOTO KauecTBa, (paiiiax cekBe-
HUPOBAHUs C OMNpe/IeIeHHON ITTyOMHON MOKPBITUS, CUTHAIAX B
OTpeIe/ICHHBIX Tpe/esiax, 3HaYeHUsIX JJaOOpaTOPHbBIX MOKa3aTe-
Jiell B OTpeJIeNIeHHOM UHTepBasie. Eciii BXOIHbIE JaHHBIE BBIXO-
JAT 32 Tpejiesibl 001aCTH, Ha KOTOPOU aJIrOpUTM ObLT pa3pado-
TaH W IPOBEPEH, Pe3yJbTaT MOXKET CTaTh MeHee Ha/iexKHbIM. [1o-
9TOMY ISl TAKUX U3/ETUI HEOOXOAUMO OIMUCHIBATH OOMACT JI0-
MYCTUMBIX BXOJIHBIX JAHHBIX U MMPaBUIa 0OPaOOTKU HETIOAXOsI-
IIUX WA TIOTPAaHUYHBIX CTyYaes.

YTo npaBUILHO H YTO HENMPABIJIbHO IIPH NMOATBEP:K/1e-
HHMH JMHENHOCTHU U INana30Ha

Cxema 19.3 — TunoBble oMOKH NP NOATBEP-KIeHUH



JUHENHOCTH U JUANAa30HA U3MepPeHuil

— Bui6op ypoBHeili — IIpasuavho: [loxpeinv eecov 3a-
SI6NEHHbII OUANA30H, 6KAOUAST HUNCHIOIO U BEPXHION0 2PAHULY ;
Henpasuawvno: [Iposepumv monvko cpeoHiorw uacms ouanaszo-
Ha.

— Kuunuveckue moporn — Ilpasuavho: Biaouums
YPOBHU OKONO MEOUUUHCKU 3HauUMbIx peuteruli ; HenpasuavHo:
He nposepsimv oonacme cut-off uau 301y npuHsamust peuteHus. .

— Marepuan — Ilpasuavno: Hcnonvzosams 3as61eHHYIO
Mampuuy uau 000CHO8aAMb MOOenbHbll Mamepuan ; Henpasuao-
Ho: [Iposepumo auneiinocms 8 Oyghepe u asmomamuuecKu nepe-
Hecmu HA KAUHUMECKULL MAmepuan .

— Pa3Benenne — Ilpasuavno: [loomeepoums 60ccmarnos-
neHue nocae paszsederust; Henpasuavno: Cuumams pazeederue
asmMomMamu4ecKu KOppeKmHuIM .

— Bepxussa rpanuna — Ilpasuavno: [Iposepums Hacwl-
uienue, hook-agpgpexm u npasuna evioauu pesynvmama eviule
oJuanazona; Henpaguavho: Bvioasamv moutivie 3HaUeHUs 8blile
NOOMBEPHCOEHHO20 OUANA3O0HA.

— Hwxnssa rpanuna — Ipaguavro: Césizamo ¢ npedenom
OOHAPYIICEHUSL, NPE0eNOM KOAUUECBEHH020 ONPeOeneHUs. U npe-
yusuonrocmoto; Henpasuavho: Bvioasamu uucaa Hudyice YypoeHsi
KOAUYECMBEHHOU HAOEHCHOCHIU .

— Kpurepuit — Ilpasuavno: Oyenusamo omxaoHeHUs NO
YposHam u ux Kaunuueckuii cmoica; Henpasuavno: Cuumamo
BbICOKULL OOCMAMOUHBIM OOKAZAMENbCMBOM .



— IoaykosmyecTBeHHbIN pe3yabTaT — IIpaguavho:
IIposepumuv ycmoriuueocme Kamezopuii u nepexo0o8 Mexicoy Hu-
mu; Henpasuavno: Onucamv kamezopuu 6e3 noomeepiHcoeHust
UX 80CNPOU3BOOUMOCTIU.

— Auroputmudeckuil pe3yiabratr — Ilpasuavno: Onu-
camob 0ONYCcMuUMbli OUana3oH 8xo0HvIx oarnHwlx ; Henpasuavho:
[pumenamo aneopumm K OAHHBLIM 3a NPEOEAAMU NPOBEPEHHOU
oonacmu 6e3 OONOAHUMENLHOL OUEHKU .

JHOKyMeHTHPOBaHNeE B 0OTYeTe

B oruere 1o noATBep:KACHUIO JTMHEWHOCTH Y TMara3oHa u3-
MepeHH HeOOXOIMMO OMKCATh 3asIBJICHHBIN UAIa30H, KIMHK-
YeCKU 3HAUYMMble YPOBHU, UCTIOIb30BaHHbBIE MAaTepHUAJIbl, CIIOCO0
MIO/IFOTOBKY 00PA3IIOB, YHUCIIO YPOBHEM, YKMCIIO TIOBTOPOB, OXKH-
JaeMble ¥ U3MEPEHHBIE 3HAYEHU s, pacuyeT OTKJIOHEHUH, rpapu-
YecKoe Mpe/ICTaB/IeHNe Pe3yJbTaTOB U KPUTEPUU MPUEMIIEMO-
cru. Ecim ucnonb3oBanuck pasBefeHusi, HEOOXOAUMO OIHUCaTh
CXeMY pa3BeJeHUs], MaTPUILy, KOI(P(PULIMEHTHI IIepecyeTa 1 Moj-
TBEPK/IEHUE BOCCTAHOBJICHHUSI.

Takke HYXKHO yKa3aThb, KaKve€ 30HBI AMAra3oHa MPU3HAHBI
MIO/ITBEPXKICHHBIMU, a Kakue TpeOyloT orpaHnueHusi. Eciam Huxk-
HsISl 4acTh JMamna3oHa He OoOecrevyrBaeT KOMMYECTBEHHYI0 Ha-
JIeKHOCTB, TO JTOJKHO OBITh OTPAKEHO B BBIBOJIE U MHCTPYKITUH.
Ecnmu BepxHsisi yacTb TpeOyeT pa3Be/ieHUs] WU BbIJAUd PE3yib-
Tata «OoJIbIlie YeM», 3TO IOJHKHO OBbITh onucaHo. Eciu BhisBIIe-
HBI ITPA3HAKY HACHIIICHHS CUTHaIA uin hook-a¢dekra, HeoOxo-
JIMMO yKa3aTb, KAK OHU KOHTPOJUPYIOTCS.



3asBlIEeHHBIA TUANa30H B MHCTPYKIIMU U PETUCTPAIIMOHHON
JOKYMEHTAIK He JOJIKEH ObITh IUpe MOATBepKAeHHOro. Ecm
(pakTruecku noaTBepxkIeH quana3oH ot 125 no 1000 konui/mi,
HEJb34 3a49BIATh KOMMdecTBeHHBIN quana3oH oT 50 o 1000 ko-
nuit/mil 6e3 JIOTIOJTHUTENbHBIX JaHHbIX. Eciu pesynbrar Huke
HIDKHEW TPaHUIIbl MOXKET ObITh OOHAPYKEH, HO He KOJIMYECTBEH-
HO orpeziesieH, 3TO JIOJDKHO OBITh sICHO YKa3zaHo. Eciu pesyiib-
TaT BhIIIIE BEPXHEU rpaHuIlbl TpeOyeT pa3BeIeHH s, TIOIb30BaTellb
JIOJDKEH TTOHUMAaTh, KOIJIa M KaK TO Je/aTh.

JIMHEeWHOCTh ¥ OWana3oH W3MEpPEeHuH, TakuM 00pa3oM, SB-
JIAIOTCS KaK TEXHUYECKMMHU XapaKTepPUCTUKAMM METOfa, TaK U
YacThIO JI0KA3aTeJbHOM CBSI3U MEKY aHATUTUYECKUM pPe3YJib-
TaTOM U KJIMHUYECKMM npuMeHeHrneM. OHM TOKa3bIBaloT, B Ka-
KHUX Tpefesiax pe3yJbTaT MOKHO CUMTATh KOJMYECTBEHHO Ha-
JIEKHBIM, Tie TpeOyeTcsl OCTOPOKHOCTb, TJie HYKHO MOBTOPHOE
UCCJIE/IOBAHUE WJIM Pa3BeIeHUe, a IJie Pe3y/IbTaT He JOKEeH UC-
TTOJIB30BaThCSA JIJIS 3asIBJIEHHOTO BBIBOJA.

Hror riaBbl

JIMHENHOCTh MOKA3bIBAET CIIOCOOHOCTh AHAJIUTHYECKOU CH-
CTeMbl J1aBaTh PE3YJbTaThl, MPOMOPLMOHAIbHBIE COAEPKAHUIO
aHaJIMTa B TIpeJieiax YCTaHOBJIEHHOTO MHTEpBaia. Jluana3oH usz-
MEpeHUI ompeieNsieT 001acTh, B KOTOPOH pe3yJbTaT U3AEUs
MOET HCMOJb30BaThCsl C TMOATBEPKJICHHON MPaBUIBHOCTHIO,
MPEU3UOHHOCTHIO U MPUTOAHOCTHIO JIs1 3asIBJIEHHOIO MpUMe-
HEHUs. DTU XapaKTePUCTUKU JODKHBI IMOATBEPKIAThCS Ha pe-
JIEBAHTHBIX MaTepuasax, B HECKOJIbKUX YPOBHSIX aHAJINTA, C 3a-



paHee YCTAaHOBJIEHHBIMUA KPUTEPUAMM NPUEMIIEMOCTU U C y4e-
TOM KJIMHUYECKHY 3HAYMMBIX 30H. 3asIBJICHHBIN IUAIIA30H HE J0JI-
’eH OBbITh IIMpPEe MOATBEPKIEHHOTO, a Pe3y/IbTaThl BHE JIMAMa30-
Ha JJOJDKHBI UMETh YETKO OIMCaHHbIe TTPpaBuia 00pabOTKU U MH-
TEPIIPETALIAHN.



I'naBa 20. IIpeaenbl o0OHapy:KeHUA
1 KOJIMYECTBEHHOTO ONpe/ieJeHusl

[Mpenen obHapykeHUs] W TIpeliesl KOJTMYECTBEHHOTO Ompejie-
JIEHUSI OTHOCSITCSI K KJIIOUEBBIM XapaKTEPUCTHKAM aHAJIATHYe-
ckoil 3((HEKTUBHOCTU MEAUIIMHCKUX U3/ETUIN IS TUarHOCTU-
KU in vitro, 0COOEHHO €CJIN U3eJINE JOJKHO BBIABIATH HU3KHUE
YPOBHU aHAJIUTA UK padoTaTh B 0OIACTH, OM3KON K KIIMHUYE-
CKOMY TIOpOT'Y. DTH XapaKTEPUCTUKH ONPEIEISIOT HUKHIOI Irpa-
HUITY BO3MOXXHOCTEH U3/IENSI: T/Ie OHO ellle He OTJIMYaeT CUrHaJl
oT (oHa, T7Ie yKe CoCOOHO OOHAPYKUTh aHAJIUT, U TJe MOXKET
¥ OOHAPYXKUTh, M KOJTMYECTBEHHO U3MEPUTD €ro C MPUEeMIIeMON
HaJEKHOCTBIO.

B mpakTrueckoii paboTe 4acTo CMEIMBAIOT MOHATUS «OOHA-
PYXUTh» U «U3MEPHUTh». [IJIsI KAUECTBEHHOTO TeCTa MOXET ObITh
JOCTATOYHO TOKa3aTh, YTO aHAJMT BBIABIAETCS (OOHAPYKUBA-
eTCsl) TIPU HU3KOW KOHIIEHTPAIMK C YCTAHOBJIEHHOW BEPOSTHO-
cThi0. I KOJIMYEeCTBEHHOrO TeCTa 3TOro HejaoctatouHo. Ec-
JIM M3JIeJTie BBIIAeT YMCIIOBOE 3HaueHWe (M3MepseTcs aHaJIuT),
HYKHO MOKa3aTh, YTO HA IAHHOM YPOBHE pe3y/IbTaT UMeeT MpU-
eMJIeMyI0 TTPaBUJIbHOCTh U MPEIU3UOHHOCTh. [loaTomy mpenen
oOHapyXeHUs U TIpeJesl KOTUIeCTBEHHOTO OIpe/e/ieHUs] OTBe-
YaloT Ha pa3Hble BOIPOCH U JOJKHBI ObITh TIOATBEPKICHBI pa3-
HBIMH ITOIXOJAMHU.



HukHsst 061acTh aHATTUTUYECKOW CUCTEMBI OOBIYHO OITHUCHI-
BAETCS Yepe3 TP CBA3AHHBIX MOHATHS: MPEIES XOJOCTOM MPO-
Obl, IpeJes1 OOHapyKeHUsl U MpeJiesl KOJIMYECTBEHHOTO OIpe/e-
nenust. [Ipeaen xonocToil mpoObl XapaKTepusyeT YpPOBEHb CHI-
HaJla, KOTOPbIA MOXET OBbITh TOJIyYeH MPH OTCYTCTBUU aHAJIM-
Ta. [Ipenen oOHapyXeHHs MOKa3bIBACT MUHUMAJILHBIA YPOBEHD
AQHAJIUTA, KOTOPBIA MOKHO HAJIEAKHO OTJIMYUTh OT XOJIOCTOU MTPO-
Ob1 1M (hoHOBOTO curHana. [lpesen KolImyecTBEHHOTO orpe/e-
JIEHUsI TIOKa3bIBa€T MUHUMAJIbHBIN YPOBEHb AHAIUTA, IIPU KOTO-
POM pe3yJIbTaT MOKHO KOJTMYECTBEHHO OLICHUTD C MPUEMIIEMOM
TOYHOCTBIO U MPEIIU3UOHHOCTHIO.

Ipeoen xonocmoii npodbL — 31M0 HAUOOALULULL OHCUOAEMBIL
pe3ynbmam, KOmopwlii Modicen Oblinb NoAy4eH 0ns 0opasua oe3
aHauma npu 3a0aHHOL 8EPOSIMHOCIU OUUOK.

IIpeden oonapyosrcenusi — 5mMo MUHUMANBHBILL YPOBEHD AHA-
AUMA, KOMOPbILL MOJCem Oblib HAOEHCHO OMAUUEH Ol XONO-
cmoti npoobl U PoHOB020 CUzHAAA.

Ilpeden koauuecmeennozo onpedeneHuss  — 3M0 MUHU-
MANbHBIL YPOBEHb AHANUMA, NPU KOMOPOM PEYNbINAI MONCEN
ObIMb KOAUUECNBEHHO UBMEPEH C 3apaHee YCmAaHOBAEHHOU Npu-
eMAeMOU NPABUNBLHOCIBIO U NPEYUSUOHHOCHIBIO.

Huxnsasa 001acTh aHAJINTHYECKOH CHCTEMbI
DTU NOHATHUS OCOOSHHO BaKHBI JIJTSI M3JIE/IAI, paOOTAIOIINX
C HU3KMMU KOHIICHTpAIsMU aHayuTa. Eciiu HUKHAS rpaHuiia



YCTaHOBJIEHA HEMPABWJIBLHO, W3/Ie/IE MOXKET BHIJABATh JIOKHOE
OILIYIIIEHUEe HAJIe)KHOCTH TaM, ]l aHATIMTUYeCcKas cuctema ak-
THUYECKU padoTaeT HecTaOmIbHO. OUeHb HU3KUI YPOBEHb CUTHA-
Jla MOXeET ObITh TIPUHAT 32 HAJIMUWE aHAJIUTA, XOTS OH HE OTJIH-
yaetcs oT (hoHa. Mimm Hao00poT, aHAIUT MOXKET TPUCYTCTBOBATD,
HO U37ieJTie He OOHAPYKUBAET ero C JIOCTATOYHOU BEPOSTHOCTHIO.
JIJ1s1 KOMMYEeCTBEHHOTO U3/IEIH Sl IOTIOHUTETbHBIN PUCK COCTOUT
B TOM, YTO HU3KOE YKCIIOBOE 3HAYEHUE MOXKET ObITh BOCITPUHSITO
KaK TOUHBIN pe3ysIbTaT, XOTsl Ha CAMOM [JieJie BapuaOelbHOCTh B
9TOM 30HE CJIMIITKOM BEJIHKA.

1 [ 1
1 I 1
1 | 1
' I 1
®oH | ' AHanut obHapyxwusaeTcs, ! HapexHoe
1 O6Hapy>xeHue | Py 1 A
(oTcyTcTBME 1 e 3 HO KONMYeCTBEHHas ? KONYECTBEHHOE
aHanura) 1 I OLeHKa HeHaieXHa 1 uamepeHue
1 I 1
1 i 1
1 ' 1
1 | i1
L4 A4 4 >
LoB LoD LoQ
(otcyTcTame
aHanura)
KoHUeHTpauua aHanurta
LoB — npepen 6naHka LoD — npepen o6HapyxeHus LoQ — npefen KonMYeCcTBEHHOrO
(Limit of Blank) (Limit of Detection) onpepenexus
(Limit of Quantification)
HauMeHbLLan KOHUEHTPaLWA aHanwTa, HauMeHbLIas KOHUEHTaUVs aHanwTa,
Hauonbluee 3HaueHue, KOTOPoe MOXeT KOTOPaR MOXET GbiTb OGHapyXeHa KOTOpas MOXeT GbiTb M3MepeHa
6bITb NOAYEHO NPY UIMEPEHUY 0GPa3LOB (cvrHan sbiwe LoB) ¢ 3ananHoi KONMYECTBEHHO C 3aaHHOM
Ges aHanuTa (61aHKOB) C 3a7aHHON BEPOATHOCTBIO (06bINHO 95%), NPELISNOHHOCTEIO U NPABUAIBHOCTBIO
BEPOATHOCTBIO (06bINHO 95%) HO He 06A3aTeNbHO U3MepeHa (Hanpuwmep, CV < 20% 1 cveweHue = 20%)
C AOCTaTONHOM NPEUUIUOHHOCTBIO C 33/,aHHOM BEPOATHOCTLIO (0BbIYHO 95%)
Bbiwe LoB curkan otnuyaetca Bbittie LoD: 06HapyIKeHHE BOSMONHO Bbiwe LoQ: Haie)XXHan KONMYECTBEHHan
oT 6naHka B Py: oueHKa
Mpumeyanms

« LoB, LoD 11 LoQ 3aBUCAT OT MeToaa, MaTpuLibi, 06bema o6pasLia 1 yCoBuii usmepeHms
« OBbluHO: LoB < LoD < LoQ

Pucynok 20.1. Illkana LoB/LoD/LoQ



Pucynok 20.1 mokasbIBaeT, 4To npejes OOHapyKeHHs U Tpe-
JIeJT KOJIMYECTBEHHOTO OIpeIeIeHUs He SIBJISIIOTCS OIHUM U TeM
xe. Mexay LoD u LoQ moxer cyiecTBoBaTh 30Ha, Ijie aHa-
JIMT yXe OOHApYKMBAETCsl, HO KOJIMYECTBEHHOE 3HAYEHUE elle
HE/I0CTATOYHO HA/IEKHO. [[7151 KaueCTBEHHOr 0O U3/eus Takas 30-
Ha MOXET ObITb IPUEMIIEMOM, €CJTM Ha3HAYEHUE CBSI3aHO TOJIBKO
¢ oOHapyxkeHueM. [l KOTMYeCTBEeHHOTO U3/1ersi He0OXOIUMO
SICHO YKa3aTb, IJIe HAUMHAETCs1 00JIaCTh HaJIe)KHON KOJIMUECTBEH-
HOW MHTEPIPETAIIH.

[Tpepen xonocToi MpoOBl BakeH MOTOMY, YTO JIIOOOH aHAIU-
TUYECKU MeTol umeeT (poH. Jlaxke mpu OTCYTCTBUM aHAJIMTA
npuOOp WM peakIMOHHAsI CUCTeMa MOTYT JaBaTh HEOOJBIION
CHTHaJI. DTOT CUTHAJI MOXET ObITh CBSI3aH C IIYMOM TpUOOpa,
HecreUUUIECKUM CBA3bIBaHUEM, (DOHOBBIM (PITyOPECIIEHTHBIM
CUTHAJIOM, 3arpsA3HEHUEM, MAaTPULIEN WU IPYTUMU (PAKTOPAMHU.
[TosTomy Hesb3s1 CUMTATh OO0 HEHYJIEBOW CUTHA JJOKA3aTe Th-
CTBOM Hanmmuusi aHayMTa. CHavasna Hy>KHO MOHSATh, KAKUE 3Have-
HUSL XapaKTePHBI JIJIs1 XOJOCTHIX 00pas3IioB.

[Ipenen oOHapyKeHUsI CTPOUTCS YK€ OTHOCUTESIBHO ITOrO
(ona. OH pomkeH OBITH JOCTATOYHO BBIIIIE XOJOCTOM 3OHBI,
9YTOOBI BEPOSITHOCTD OIMIMOOYHOTO OOHAPYKEHHUS U BEPOSTHOCTb
MPOIyCKa HU3KOTO YPOBHS aHAIMTA ObLIA MpreMyieMbiMu. J{is
Pa3HBIX U3AEJIUI 3TO MOXET MOATBEPKIAThCS PA3HBIMU CIIOCO-
O6amu. B omHMX cITydasix MCHONB3YIOT CTATUCTHYECKYIO OLIEHKY
pacnpe/ieieH|i XOJIOCThIX M HU3KOTIOJIOKHUTEILHBIX 00pa3iioB. B



JIPYTHX — CEPUU Pa3BelICHUI 1 pacyeT BepOsTHOCTU OOHapyKe-
HUsl. B MOJIEKy/ISIpHOU TMarHOCTUKE YacTO OIIEHMBAIOT KOHIIEH-
TpaIuIo, MPU KOTOPOW aHATUT OOHAPYKUBAETCS HE MEHee YeM B
3aJJaHHOM [10J1€ TIOBTOPOB, Harpumep B 95 % ciyuaes.

MnotHocTs Pacnpenenetme Pacnpenenetie
actor XONOCTbIX 06PasLios i HUSKONONOXKUTENbHBIX 06Pa3LOB
ol
]
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' S LoQ
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0 ML PesynbTaT n3mepeHus

(KOHUEHTpaLUs aHanuTa)

Pacnpenenenue xonocTuix (61aHkos) 06pasiios o6 Mg = CPaBiCe SH2NaIS XOMOCTLX CODARIOR
(orcyTcTeue ananuta) Heor

o

g — CTaHAAPTHOE OTKNOKEHHE XOMOCTEIX 06Pa3LOR

"""" i Pacnpepenenite HUSKONONOXWTENbHLIX 06PAZL0B.
i (HM3KaR KOHUEHTPaLYA aHanuTa)

— cTaugaprH
o6pasyos

« LoB (npeen 6nakKa) — SHaueHMe, BbiLUE KOTOPOTO Pe3yNbTaT C 3aAaHHO/ BEPOATHOCTBIO Mpumevanun
(0Bb1HO 95%) OTAMINAETCA OT XONOCTbIX aHaNUTa) « WMpuHa pacnipeaeneHwii 3aBUCHT OT METORa,
MaTpULibl 1 YCAIOBMA M3MEPEHUS

« YMeHbLEHUE NEPEKPITUA MEXAY
pacnpepenennsM ynyuiuaet

« LoD (npepen - aHanwTa, pu KOTOPOI pesynbTar
 381aHHOI BEPOATHOCTBIO (0BbIUHO 95%) Bbiwe LoB

+ LoQ (Npepen KoNMYecTEeHHOro ONPeAENeHNs) — HalMeHbLIAs KOHEHTPALIA AHANUTa, Npn aHANUTUYECKYIO HYBCTBUTENLHOCTL
KOTODO/A PE3yNLTAT MOXET GbiTh U3MEPEH KONMHECTBEHHO C 33/1aHHOM NPELIMSHOHHOCTEIO U « Ha npakTuiKe napameTpel | U 0 oueHmsaloTca
NPaBINBHOCTEHO 110 Cepu Mameperuii

Pucynok 20.2. Pacripenienenue X0on0OCTbIX U HU3KOIOJIOKU-
TeJIbHBIX 00Pa3loB

Pucynok 20.2 mokaspiBaeT OOIIyI0 UIeI0: pe3yIbTaThl XOJO-
CTBIX 00Opa3IOB UMEIT COOCTBEHHBIN Pa3opoc, a HU3KOMOJIOKH-
TeJIbHbIE 00pasIibl JAI0T pacnpesieieHre pe3yJIbTaToB Bhlile (o-
Ha. Eciu 3Tu pacnpenenenusi CUIbHO MEPEKPhIBAIOTCS, HAIEK-



HOe OOHapykeHHe HEBO3MOXHO. YeM Jydiiie OTe/ieHbl HU3KO-
TMOJIOKUTEJTbHBIE PE3YJIbTAaThl OT XOJIOCTHIX, TEM YBEPEHHEE MOXK-
HO YCTaHOBWTbH TIpeJiesl OOHAPYKEHHUSI.

PacueTHble moaxoapl K Ipejaesy X0JIOCTON MPOObI N
npejaery oOHaApY:KeHusI

CymiectByioT pa3Hbie noaxoasl K pacuery LoB u LoD. Kon-
KpeTHasi METOIMKA 3aBUCUT OT TUIMA W3/EJHs, pacrpeae/ieHus
JAHHBIX, KOJIMYECTBAa U3MEPEHUI, BUJIa pe3y/IbTaTa U MPUMEHU-
MBIX CTaH/IaPTOB WJIM PYKOBOJICTB. B y4eOHBIX 1e151X yI0OHO IM0-
Ka3arh OO CTATUCTUYECKUI TTOIXOL,.

Ecnu pe3ysbraThl XOJIOCTBIX 00Pa3IoB MPUOIU3UTETLHO HOP-
MaJIbHO pacrhpeesieHbl, MPeiea XOI0CTON MPOObl MOKET ObITh
OIICHEH KaK:

LoB = X_blank + ¢ x SD_blank,

Tjie: — CpejlHee 3HaueHHe Pe3yJIbTaTOB XOJOCThIX 0Opa3IioB;
— CTaH/IapTHOE OTKJIOHEHHUE Pe3YJIbTaTOB XOJIOCTHIX 00pa3IioB;
— K03 puIeHT, BLIOPaHHBIA B 3aBUCUMOCTH OT 3aJJAHHOU Be-
POSITHOCTH OIIMOKH.

Jlnst IprOTMKEHHOW OIIEHKM YacTO MCHOJB3YIOT KO3(DhUIIH-
eHT okosio 1,645 nisi ofHOCTOPOHHEro 95-T0 MPOLEHTUJIS NPU
HOPMAaJIbHOM pacrpeae/eHUN:

LoB = x_blank + 1,645 x SD_blank.

[Tpenen oOHapykeHUSI MOXKET ObITh OIIEHEH C YYeTOM BapHa-
OebHOCTH HU3KOMOJIOKUTEIBHBIX 00PA3IIOB:

LoD =LoB + ¢ x SD_low

e — CTaHJAPTHOE OTKJIOHEHUE Pe3YJIbTATOB HU3KOMOJIOKH-



TEJIbHBIX 00PA3IIOB.

[Ipu ucnonb3oBanuu Toro ke koagduimenta 1,645 popmyna
MOJeT OBbITh 3aITMCcaHa KakK:

LoD =LoB + 1,645 x SD_low.

B mpaktuyeckoit paboTe BaKHO MOHUMATh, YTO TU (hOpMY-
JIbI SIBJISIIOTCS] HE «MarruecKoy MpoLeypoii», a CIocoOOM olle-
HUTb IPaHUIly MKy (POHOM U HU3KUM ypoBHeM aHanuta. Eciu
JaHHBIE HE COOTBETCTBYIOT PEANOCHIIKAM BBIOPAHHOTO METO/IA,
pacnpezieieHre pe3Ko aCUMMETPUYHO, YHUCIIO HAOMIOIeHN Ma-
JIO WM MaTpUlla He COOTBETCTBYET KJIMHUUYECKOMY MaTepHualy,
pacyeTr MOXeT ObITh METOIOJIOTUIECKH CJIA0BIM.

Ipumep 20.1 — Ycaosnwiil pacuem npedena Xo0a0cmoil
npoovl u npedena OOHAPYIHCEHUS

s ouenku HudicHell obaacmu Memooa Uccredo8an Xono-
cmvle 00pasypl, He cOOepHCAujUe AHANUN, U HUBKONOAOHCUMENb-
Hble 00pasyubl ¢ MANLIM cooepxcanuem ananuma. Ilonyuenvl cae-
oyrougue OaHHwle:

* cpednee 3Hauerue xonocmuix oopaszuos: 0,20 Eo/mna;

* cmandapmuoe omKaoHeHue xonrocmolx oopasuos: 0,05 Eo/
MA;

* CMAHOAPMHOe OMKNAOHEHUE HUBKONOAONCUMENLHBIX 00pPa3-
uos: 0,08 Eo/ma.

[Ipeden xonocmoii npodvl:

LoB = 0,20 + 1,645 x 0,05

LoB = 0,20 + 0,082 = 0,282 Eo/ma.

IIpeden obnapyorcenusi:



LoD = 0,282 + 1,645 x 0,08

LoD = 0,282 + 0,132 = 0,414 Eo/ma.

B smom npumepe pezyavmam nudsice 0,282 E0/ma naxooumcsi
8 30He, 20e OH MOJIcem COOMBEMCma08ams POHOBOMY CUZHANY.
Pezynvmam oxono 0,414 E0/ma u éviute modxicem paccmampu-
8amMbCsl KAK YpPOBEeHb, HA KOMOPOM AHAAUM HAOEHCHO OMAUUA-
emcsi om Xon0cmoii npoodbl Npu 3a0aHHBIX YCA08USIX oyeHkU. O0-
HAaKo smo eue He o3nauaem, umo Hauuras c 0,414 Eo/ma pe3yno-
Mam MONCHO HAOEHCHO 8blOABAMb KAK KOAUUECMBEHHbUI. [ns
9Mozo mpedyemcs NOOMaepHcOeHUue npedena KOMUECHBEeHHO20
onpeoenetusl.

IIpeneJ KOJIN4YECTBEHHOTO ONpe/ieIeHUsI

[Ipenen KOMMUYECTBEHHOTO OIPEENeHNsI UMeeT 0co00e 3Ha-
YEeHUE JJIS U3JEINH, BBIIAIOIIMX YUCI0BOU pesyibrar. OH 1o-
Ka3bIBAET, HAUMHASA C KAKOTO YPOBHS aHAJIUT MOXHO U3MEPAThH
C 3apaHee YCTAHOBJIEHHOM MPUEMJIEMOi MPABUIIBHOCTBIO U TIpe-
IM3UOHHOCTHI0. ECT m3/ienie Toabko OOHApYKUBAET HATMYNE
aHammTa, LoQ MoxeT He ObITh IIEHTPAIBHON XapaKTEPUCTUKOM.
Ho ecin pe3ysbrar 3asBiieH Kak KoaMdecTseHHbI, LoQ craHo-
BUTCS KPUTUUECKU BaKHBIM.

Ha npaktuke LoQ ycraHaBnuBalOT 4yepe3 OLEHKY HHU3KHX
ypoBHe# aHanuTa. [l KaXA0ro ypoBHsI MPOBOIST MOBTOPHbIE
V3MEPEHUS U OLIEHUBAIOT, COOTBETCTBYIOT JIA PE3YJIbTAThl KPUTE-
pUAM NPaBWIBHOCTU M Npelu3uoHHocTH. Hanpumep, npounsso-
JUTENb MOXKET 3apaHee YCTaHOBUTb, YTO Ha ypoBHe LoQ cmerie-



HUE He JI0JKHO npeBbiath 20 %, a k03 UIUEHT Bapraluu
HE JOJKeH npeBblarh 20 %. ITH 3HaAYEHUs TPUBEACHBI TOJb-
KO KaK MpUMEDP: peasibHble KPUTEPUH JIOJKHBI ObITh 0OOCHOBA-
Hbl HA3HAYEHUEM U3JIe/NS1, KIMHUYECKUM CMBICJIOM pe3yJibTara
Y IPUMEHUMBIMU TPeOOBAHUSIMH.

Cxema 20.1 — Pa3auuue LoB, LoD u LoQ

— LoB — Ha kaxoit eonpoc omeeuaem: Kakoii cuznan
603M0dicer npu omcymcemeuu anaauma?; Ymo mpedyemcs ons
noomeepcoenusi: Hzmepenus xonrocmvix oopazuos u oueHka
poHo8020 pacnpedeneHusi.

— LoD — Ha kakoit eonpoc omeeuaem: Kaxoii munumans-
HbUIl YPOBEHb AHAAUMA MONCHO HAOeHCHO oOHapydicumy?; Ymo
mpeoyemcst 0151 noomaepicoenust: Mamepenust HUBKONOA0NHCU-
MeAbHbIX 00PA3U08 U omoeneHue onm PomHa .

— LoQ — Ha kakoit eonpoc omeeuaem: C Kakozo ypos-
H5l QHAAUN MOJNCHO HAOEHCHO KOAUUecmeeHHo usmepsms? ; Ymo
mpeodyemcst 015 noomaepicoenus: [loomeepoicoerue npaguns-
HOCMU U NPEYUSUOHHOCMU HA HUSKUX YPOBHSIX .

BaxHO He 3asBJISITh KOJTMUECTBEHHBIN pe3ybTar Huxke LoQ.
Ecnmu aHanut oOHapyXuBaeTcsl HUXe Tpezesia KOJIMIeCTBEHHO-
O OIpeJesieHrs], TO MOXKET ObITh OMKMCAHO KaK «O0OHAPYKEeHO,
HUKE TMarna30Ha KOJIMYECTBEHHOTO OMpe/eieHus» WA aHaJlo-
rMYHOM (POPMYJIMPOBKOM, €C/id Takash MHTEpIpeTalus Mpery-
CMOTpeHa Ha3HaYeHueM u3eusi. Ho Bblgaua TOUHOro YMCaoBO-
ro 3HayeHus Huxke LoQ MOXeT co3aaTh JIOKHOE BIeYaTIEHUE
HaJeKHOU KOJIMUYECTBEHHOU OLIEHKU.



s LoQ yno6HO hopMyIupoBaTh HE OJHY YHUBEPCAIBHYIO
pacuetHyio (opMyily, a YCJIOBUE MPUEMJIEMOCTU: MUHUMAJb-
HBI ypOBEHb MOKET OBbITh MPUHSIT KaK Mpe/esT KOJINYeCTBEHHO-
IO OIpeesieHUs TOJbKO TOrAa, KOrga OIHOBPEMEHHO BBIIOJHSI-
I0TCS1 KPUTEPUU 110 CMEUICHUIO U MTPELIM3UOHHOCTH:

Bias(%) | < Bias_max

CV(%) £ CV_max.

Ipumep 20.2 — Ycmanogaenue LoQ) no kpumepusm
nPasuAbHOCMU U RPEUUIUOHHOCU

Jas koauuecmeennozo mecma uccae008atvl uemulpe HU3KUX
yposHs anaauma. Kpumepuu npuemaemocmu onss LoQ ycma-
HoBaeHbl 3apanee: cmewenue He oonee +20 %, koagpgpuyuenm
sapuayuu He 6onee 20 %.

Cxema 20.2 — Ilpumep oneHKH npejetia KOJU4eCTBeH-
HOT'O onpejeseHust

— 0,30 — Cmewenue, %: -28 %; CV, %: 32 %; Ouenka:
Henpuemaemo.

— 0,50 — Cmewenue, %: -18 %; CV, %: 24 %; Ouenka:
Henpuemnemo no CV.

— 0,75 — Cmewenue, %: -12 %; CV, %: 18 %; Ouenka:
IIpuemaemo.

— 1,00 — Cmewenue, %: -8 %; CV, %: 12 %; Ouenxa: I[pu-
emaemo.

B smom npumepe MuHuManeHulii YyposeHv, Ha KOMOPOM OOHO-
BPEMEHHO BLINOAHSIOMCS KPUMEPUU NO CMEULEHUIO U NPEUUSUOH-
Hocmu, cocmaensiem 0,75 Eo/ma. Caedosamenvtio, LoQ mo-



acem Obims ycmaroenern kax 0,75 Eo/wma npu ycaosuu, umo ou-
3aliH UCCNEO0B8AHUS, MAMEPUAN U YUCAO NOBMOPOE OOCMANOUHbL
051 MaKozo 8bl800d.

Koppexmmulii 661600 0ondicer Obimob cihopmMyaupoear 0zpani-
UEHHO:

Ilpeoen koauuecmeennozo onpedeneHust NOOMEEPHCOEH HA
yposue 0,75 Eo/ma. Ha yposusx 0,30 u 0,50 Eo/ma xoau-
UecmeeHHAst HA0eHCHOCMb He noomaepiicoena. Pezyarvmamut
Hudice 0,75 E0/ma He 00424CHbL 86b10A8AMbCS KAK MOYHbLE KO-
JAUUecmeeHHble 3HaUeHus 0e3 CNeyUalbHbIX NPasu.l UHmMep-
npemauuu.

Oco0eHHOCTH Ka4eCTBEHHBIX TECTOB

Il Ka4eCTBeHHBIX TECTOB IEHTPAJIBbHBIM OOBIYHO SIBJISICTCS
npeaes oOHapyKeHUs, a He TIpees KOJMYEeCTBEHHOTO Omnpee-
nenus. Ecnu uznienue BbIIaeT pe3ysibTaT «0OHapykeHo/He OOHa-
PYKEHO», 3a/lauya COCTOUT B TOM, YTOOBI IMOKa3aTh, MPU KAKOM
YPOBHE aHAJIUTA MOJIOKUTEJIbHBIN PE3YJIbTaT MOTYYaeTcs C yCTa-
HOBJIEHHOW BEpOSAITHOCTBIO. [Ipy 3TOM BakHO MCHONB30BaTh HE
TOJIKO OJIMH HU3KOIOJIOKUTENIbHBIN 00pa3ell, a Cepui0 KOHIICH-
TpaIMi OKOJIO MPEJIoIaraeMoro rnpejena oOHapyKeHHsI.

1 Ka4eCTBEHHOro TecTa HeJI0CTaTOYHO MOKa3aTh, YTO aHa-
JuT ObLTT OOHApYKEH OAMH pa3 Ha OYeHb HU3KOM ypoBHe. Hyxk-
HO OIIEHUTh BOCIPOM3BOIMMOCTh OOHapyxeHHs. Ecim Ha KOH-
ueHtpaimu 10 konuit/mi pe3yapraT NoNoKUTebHbIN B 1 u3 20
TIOBTOPOB, TAKOHN YPOBEHb HEJIb351 CUUTATH MTPeieioM OOHApYKe-



Hust. Ecin Ha koHueHTpaimu SO KOMuil/Mi1 pe3ybTaT MOJ0KH-
TenbHBIM B 19 13 20 MOBTOPOB, TaKOW ypOBEHb MOKET OBITh pac-
CMOTpPEeH Kak KaHauaaTHeiii LoD mpu ycioBuM, 4To KpUTEpUit
IIPUEMJIEMOCTH YCTAHOBJIEH 3apaHee.

B kauecTBeHHBIX TecTax OCOOEHHO BakHa 30Ha Ookoso LoD.
CnabormonoxuTesbHbIe 00pa3iibl MOTYT OOHAPYKUBATHCS HETIO-
CTOSIHHO. DTO He BCer/ia O3Ha4YaeT OIMMUOKY, HO JJOIKHO OBbITh OT-
Pa’KEeHO B XapaKTepucTuKax uzaenus. [loap3oBarespb JOIKEH MO-
HUMAaTh, YTO Pe3y/IbTaT BOJIM3HM Mpe/esia OOHApYKeHUs IMEeT Be-
POSITHOCTHYIO MPUPOJLY: YeM HUKE KOHUEHTPAIMS aHATIUTa, TEM
BBIIIIE PUCK HETTOCTOSTHHOTO OOHAPYKEeHUSI.

Ocoo6ennoctu 1P

Il MoneKynspHbIX TecToB, BKiodas [P u apyrue mero-
TIbI, TIpefiesT OOHAPYKEHUST YacTO BhIPAKaeTcsl B KOMUSX HA pe-
aKIIMIO, KOMUSIX Ha MIWUTWIUTP, MEXIyHAPOAHBIX €IMHUIAX Ha
MUJUIMJIMTP WM MHOW €IMHUIIE, COOTBETCTBYIOLIEW MaTepuasy
Y Ha3HAUYEHUIO U3/eNHs. 3/1eCh OCOOEHHO BaXKHO SICHO YKa3aTh, K
KaKOMY 9TaIly OTHOCUTCSI 3HAUCHUE: K UCXOTHOMY 00pasily, 9KC-
TPAKTy, pEaKlMy aMIUIA(PUKAIIIY WU TIePECUNTAHHON KOHIIEH-
Tpauuu B KJIMHUYeckoM Marepuaie. IIpu ncnonb3oanuu ['CO
conepxanns konumii [IHK, pa3zpadoranasix BHUUM um. JI.U.
MeHpeneeBa, HEOOXOMUMO TIOKA3bIBaTh CBSI3b ATTECTOBAHHOTO
3HAUEHMS CTaHAAPTHOrO 00pasiia ¢ paCUeTHOW KOHICHTpaIren
KOMUM B 0Opaslie, IKCTPaKTe WM PEAKIIMOHHON CMECH.

JI71s1 MOJIEKYJISIPHBIX TECTOB MpeJies1 OOHAPYKEHUsI YacTO MO/~
TBEPKJAIOT KaK MUHUMAJIbHYIO KOHIIEHTPAIIMIO aHaJINTa, OOHA-



PY:KMBaEMYIO C 33JaHHOI BEpOSITHOCTBIO, Harpumep B 95 % mo-
BTOPOB. DTO CBSI3aHO C TEM, YTO MPU HU3KUX KOHIIEHTPALIMSIX
MOJIEKYJIbl PACIIpeIeIISIIOTCSI BEPOSITHOCTHO, a OTAe/IbHASI peaK-
1IMsI MOKET He MOJTYUYUThb IIeJIEBYI0 KOIUIO JaKe MPU HATMYUU
aHayMTa B ucxonHom Marepuaie. [Tosromy LoD st monekyisp-
HOT'O TeCTa UMEeEeT BEPOSTHOCTHBIN XapakTep.

Cxema 20.3 — IIpumep noarBep:xaeHuss LoD nas ka-
yectBeHHOro NAAT-tecra

10 - Yucao noemopos: 20; Iloaoxcumenvhvix pe3yavma-
moa: 8; /loas oonapyocenus: 40 %.

25 - Yucao nosmopos: 20; Iloaodxcumenvnovlx pe3yavma-
moas: 14; /loaa oonapyorcenusi: 70 %.

50 - Yucao nosmopos: 20; IloaoxicumenvHolx pe3yavma-
moa: 19; /loas oonapyscenusi: 95 %.

100 - Yucao nosmopos: 20; [loaoxcumenvhuvix pe3yavma-
moas: 20; /loas oonapycenusi: 100 %.

B nanHom npumepe koHneHTparus 50 konuid/mMia oOHapyxe-
Ha B 19 u3 20 noBTOpOB, TO €cThb B 95 % cnyvaeB. Ecnu 3apa-
Hee YCTAaHOBJICHHBI KPUTEPU COCTOUT B OOHAPYKEHUU HE Me-
Hee 95 % noBTOpOB, ypoBeHb S0 KOMUIA/MI MOKET ObITh TPUHST
KaK TOATBEPXKICHHBIN mpefies1 oOHapyxeHus. Ypoau 10 u 25
KOIUI/MJI HE COOTBETCTBYIOT KPUTEPHIO.

OpHako Tako# BBIBOJI BO3MOXEH TOJIBKO MPU KOPPEKTHOM -
3aiiHe uccieoBanus. Hy’KHO y9uThIBaTh MaTpUILy, CIIOCOO TOJI-
T'OTOBKH 0Opa3IIOB, SKCTPAKIINIO, 00bEM, BHECEHHBIN B PEAKITUIO,
YKCJIO TIOBTOPOB, MAPTUM PEAreHTOB, MPUOOPHI, OMEePaTopoB U



BO3MOXHbIEe UHTHOUTOPBI. Eciii LoD nonreepkeH ToMbKO B Oy-
(epe, ero Henp3si aBTOMAaTUYECKH NIEPEHOCUTh HA IJIa3My, Ma-
30K, MOKPOTY, KaJl WJIY APYror KIMHUYECKUI MaTeprall.

BepositHocTh 0OHapy:kennst 1 LoD 95

JIns1 ONeHKH BEPOSITHOCTH OOHAPYKEHUsI TPU Pa3HbIX KOH-
HEHTPAIUSX MOXKET MCTIONIb30BAThCS MPOOUT-AaHAINA3 I UHOW
MOJXO/] MOJIEIMPOBAHU I 3aBUCUMOCTHU «KOHIIEHTPALIUASI — BEPO-
SITHOCTh TOJIOKUTENBHOTO pe3yJibTaTax». Takoi moaxon ocoOeH-
HO TOJIe3€H, KOIJla HY)KHO OIIEHUTh KOHLEHTPAIUIO, MIPU KOTO-
PO OkuIaeMasi BEpOSITHOCTh OOHAPYKEHUSI COCTABJISIET, HATIPH-
mep, 95 %.

Pucynok 20.3 moka3blBaeT TUIIMYHYIO JIOTHKY: NP OYEHb
HU3KOW KOHIIEHTPAIIMK aHAIUT OOHAPYKUBAETCS] HETIOCTOSIHHO,
a [Py YBEJIMYECHUN KOHIIEHTPAIIMU BEPOSITHOCTD MOJIOKUTEILHO-
ro pesyibrara Bo3pacraer. LoD95 cooTBeTCTBYeT YpOBHIO, IPU
KOTOPOM OKH/1aeMasi BEPOSITHOCTh OOHAPY:KEeHUsI COCTaBIIsIET 95
%. B oruere BaxxHO yKa3aTb He TOJIbKO o1leHKy LoD95, Ho u j10-
BEPUTEJIbHBI UHTEPBAJI, €CJIM OH PACCUUTHIBAJICS, A TAKXKE JHa-
Ma30H KOHIIEHTPAIMi, Ha KOTOPBIX OCTPOEHA MOJIEIIb.

[TpoOuT-aHaM3 HEe AOMKEH MCHOJIB30BAThCS Kak (POpMaib-
Hasli 3aMEHa XOpOILEro 3KCIEepUMeHTalbHOro ausaiiHa. Eciu
KOHIIEHTPAIIMU BBIOPaHBI HEY/IA4YHO, IMOBTOPOB MaJlo, MaTpHIIA
HepeJieBaHTHA WM Pe3y/IbTaTbl HeCTAOWJIbHBI M3-3a TeXHUYe-
CKUX (PaKTOPOB, MOJEJb MOXKET AAaTh HEIOCTOBEPHYIO OLIEHKY.
[losToMy cratucTrueckasi MOjesb OJKHA OMUPAThCsl HA KOP-
PEKTHO CIUIAHUPOBAHHOE UCCIIEIOBAHNUE.



BeposTHOCTS
oBHapysxeHus, %

100 -
95 -

50 -

0

0 LoDs, LoD, KOHUEHTpaUus aHanuTa
(50%) (95%) (norapummyeckan wkana)

LoDy, (Npeaen obHapyseHus npu 95%) — HauMeHbLLIas KOHLEHTPALIA aHANWTa, NPU KOTOPOV PE3YNbTaT C 33aHHO/ BEPOSTHOCTbIO
(06b14HO 95%) npessiwaer LoB (npepen Gnakia).
ONPEAGNACTCA N0 KCMEPUMEHTANbHBIM AGHHBIM KaK KOHLIEHTPALIUS, COOTBETCTBYIOLIaR 95 % BEPORTHOCTH OBHaPYXeHM

0603HaueHns Mpumeyanus
——  — KPUBAR BEDOATHOCTY OBHaPYXeHUA + LoD COOTBETCTBYET 95%-HOVi BEPOATHOCT TOFO, UTO PE3yNbTAT UaMepeHita
sbiwe LoB
@  — oKCTepUMeHTanbHbIe AaHHbIe « LoDy, (Meavana 50%-Hoit
BEPOATHOCTH
————— — YPOBHM BEPOATHOCTU (50%, 95%, 100%) |« LLikana KOLIEHTPALIM - NOTAPHOMMAYECKaR (0BHI4HO MOPAAOK BenMHb)

+ 3nauerue LoD 33BACUT OT METOAA, MaTPHLbI, 06bEMa 06PasLia 1 yCnoBMi

— onpepenenie LoD, 1 LoDy iy

Pucynok 20.3. BepositHocth 06Hapyx)enusi u LOD g5

MarepuaJj u MaTpuna nNpu oneHKe HUZKHEH IPaHuIbl

Onenka LoB, LoD u LoQ goimkHa BBINOJHATHCA B Mare-
puase, COOTBETCTBYIOIIEM 3asiBJIEHHOMY Ha3HAUEHUIO U3EIIHSI.
Marpuiia MOXET CYIIECTBEHHO BIMATh Ha (POHOBBIA CUTHAI,
WHTUOMPOBAHKE PEeaKINH, N3BJICUCHUE aHAINTa, Hecnieduye-
CKOE CBSI3bIBaHME U CTaOMIBHOCTD. [loaTOMy mipesien oOHapyke-
HMSI, YCTAaHOBJICHHBIA B Oydepe WM MCKYCCTBEHHOU Cpefie, He
BCerjia OTpaxaer Ipezei oOHapyKeHHs B peaJbHOM KJIMHUYE-
CKOM MaTtepuaie.



Ecnu u3zpenue 3asBieHO Jis HECKOJIbKUX MaTepualioB, Ha-
pUMep TUIA3Mbl, CBIBOPOTKH U TI€JIbHOW KPOBU, HEOOXOIUMO
MOATBEPAUTh HUKHIOK I'PAHUILY JJISI KaKJIOro mMarepuajia Wiv
000CHOBATh MEPEHOC AAHHBIX. [{J151 MOJIEKY/ISIPHBIX TECTOB OCO-
OEHHO BaXXHO YUMTHIBATh ITAll IKCTPAKIIMU U BO3MOXKHBIE MH-
ruOUTOPHL. [{711 UMMYHOJIOTIUECKUX TECTOB — MaTpUYHbIE -
(pexThl, NEpeKpecTHbIe peakiiuy U (POHOBBIN CUTHAIL. [{1s1 cyxux
ISATEH KPOBU — TEeMATOKPUT, OObEM MATHA, YCJIOBUS BbICYIIIH-
BaHUs1 U XpaHEHHUs.

TunosBsie omuoku npu noaTrsep:kaAeHun LoD u LoQ

Cxema 20.4 — TunoBble OIMHOKH NPH NOIATBEP:KIe-
HHM Npe/ieJia 00HApPYKeHHs | Mpe/ieJia KOJHIeCTBEHHOTr0
omnpeeJeHUs

— Pazimuenne LoD u LoQ — Ilpasuavro: Omoenvho
YKazams YposeHb OOHAPYHCEHUS. U YPOBEHb HAOEHCHO20 KO-
uecmeentozo usmeperust;, Henpasuavno: Cuumamoe, umo 00-
Hapyicerue agmomMamu4ecKu 03HAUAen 803MONCHOCIb KOAUYe-
CMBEHHO20 UBMEPEHUSL.

— Bo100op marepuana — Ilpasuavro: Hcnonvzosamo 3a-
SBAEHHYIO KAUHUMECKYIO MAMPUUY UAU 0ODOCHOBANb MOOENbHDILL
mamepuan; Henpasuavno: Illoomeepoums LoD 6 oycpepe u ne-
peHecmu Ha KAUHUYeCKUue oopasuvl 6e3 000CHOBAHUSL .

— Ymucao noBTopoB — Ilpasuavno: Hcnoavzoeamv 0o-
CMAMOYHOE YUCNO NOBMOPO8 OKOAO NPEeONoNazaemozo npedend ;
Henpasguawvno: /lenamsv 661800 no 00HOMY UNU HECKONLKUM €0U-
HUUHBIM OOHAPYHCEHUSIM .



— KauectBennblil Tect — Ilpasuavno: Ouenusams 0onto
O00OHAapYdHceHUst Ha HeCKOAbKUX KoHuenmpayusx ; Henpaguawvho:
Ykazvieamo camyro HU3KYo KoHyeHmpayuro, 20e Obln Xomst Obl
OOUH NONONHCUMENBHDLIL Pe3YNbIMam .

— KoanuectBennslil Tect — Ilpasuavno: [loomeepoums
NPABUNBLHOCIb U NPeyU3UOHHOCMb Ha YpoeHe LoQ; Henpasu.ib-
HO: Bvioasamb mourbvle uuca06ble 3HAUEHUSI HUMHCE YPOBHSL KOAU-
UeCMEeHHOU HAOEHCHOCMU .

— NAAT-tect — Ilpasuavno: Yrkazams xonuu/peaxuuio,
KOnuu/ma uau opyeue eouruubl u cnocoo nepecuema; Henpa-
8uvHo: Hesicno yxazvisams LoD 6e3 ces3u ¢ 06vemom oopasua
U 3MAnom peakuyui.

— IHpoout-ananuz — Ilpasuavno: Hcnoavzosams Kop-
PEKMHO 8bIOPaHHbIE KOHUEHMPAUUU U OOCMAmMouHble NOBMOpbl;
Henpasuavno: Cmpoums modensv Ha HeOOCMAMOUHBIX UAU Hepe-
NEBAHMHBIX OAHHDBIX.

— Heckoabko marepuanoB — Ilpasuavno: [loomeep-
Oumsv Kaxcovlii Mamepuan uau 0OOCHO8aMb CONOCMABUMOCHIb
Henpasuawvno: Ilposepumv o0un mamepuan u 3as6ums 6ce
ocmanvHule.

— Hurepnperanusa pesyabrara — Ilpaguavno: Onu-
camwv npasuna «Hudice LoD», «oonapyoicero nudxce LoQ», «Hudice
ouanazona»; Henpasuavho: Bvioasamo nonv3osamenio HeoOHO-
3HAYHblE HU3KUE 3HAUEHUS .

Ara cxema NMOKa3bIBaeT, YTO HUKHSIS IPaHMIIa MeTosia Tpedy-



€T He TOJIbKO pacueTa, HO ¥ MPaBIIbHOM nHTeprpeTaru. Ommo-
KU B 3TOM 00JIaCTH OCOOEHHO OMACHBI, IIOTOMY YTO MOJTh30BaTe b
MOXET MPHUIATh MEIUIIMHCKOE 3HAYEeHUe Pe3y/bTaTy, KOTOPbIN
AQHAJIMTUYECKU HEJJOCTAaTOUYHO HAJIeKEH.

JLOKYMEHTHPOBaHHE B OTYETE

B oryere no noaTBepkaCHUIO Mpeesia OOHAPYKEHHS U TIpe-
JieJ1a KOJIMYECTBEHHOTO OIpe/ie/ieHrs] HeOOXOMMO ONKcaTh Ha-
3HAUeHHe W3JeNNs, TUIl pe3yJbTara, MaTepHasl, UCTOIb3yeMble
00pasipl, CrIocoO MPUTOTOBJICHUS] HU3KMX KOHIIGHTPAIIUi, Y1C-
JIO YPOBHEH, YMCIIO TOBTOPOB, MAPTHUHM PEAreHTOB, MPHOOPHI,
OTIEPaTOPOB, YCJIOBUSI BHITIOJIHEHUS] U CTATUCTUIECKUM TTOJXOI.
Ecnu ncnonp30BasiuCh X0JI0CThIE 0Opasiibl, Hy’)KHO OMKUCATh UX
COCTaB M COOTBETCTBUE 3asiBIeHHOW Marpuile. Eciu ucmonb3o-
BAJIMCh HU3KOMOJIOKHUTENIbHBIE 00pa3iibl, HEOOXOOMMO YKa3arh,
KaK YCTaHOBJIEHBI KX KOHIICHTPAIIVIH.

s LoB HyXHO mpeAcTaBUTh JaHHBIE XOJOCTBIX OOpa3IoB
u pacuet ¢oHoBOM rpanulibl. s LoD — gaHHbIe HU3KOIOJO-
JKUTEJTBHBIX YPOBHEH, pacueT WM MOATBEPKICHHE BEPOSITHOCTH
obHapyxenust. [[nsg LoQ — naHHbIE TIO MPaBWIIBHOCTU M TIpe-
IM3UOHHOCTU Ha HU3KUX YPOBHSIX U KPUTEPUU MTPUEMIIEMOCTH.
it NAAT-TecTOB Hy’)KHO OTIEJIBHO YKa3aTh €AMHUILIBI BBIpaXKe-
Hust LoD, o0beM ucxomHoro Matepuana, 00beM 9KCTpaKTa, 00b-
€M peakIiy 1 Criocod mepecyera, ecliv OH MCIOJIb3YeTCsl.

Ecnu nipenen obHapykeHUs] WM TIpeJes KOJIMYeCTBEHHOrO
orpenesieH!sl TIOATBEPK/IeH TOJIBKO JIJIsl OINpee/IeHHOrO Marte-
puaa, 3To JOKHO OBITh OTpakeHo. Eciu 17151 pa3HBIX MaTepu-



QJIOB TIOJTyYeHbl pa3Hble 3HAYECHU s, HENb3s YKa3bIBaTh OIHO 00-
miee 3HaueHne 6e3 odocHoBanus1. Eciu pesynbrar Hike LoQ mo-
KeT ObITh OOHAPYKEH, HO He JIOJKEH BBIABATHCS KaK KOJIWYe-
CTBEHHBI, 3TO JIOJIKHO OBITH SICHO OMKCAHO B UHCTPYKIIMU U OT-
yere.

3asBlieHUs] B MHCTPYKIMHU [IOJDKHBI COOTBETCTBOBATh MOJ-
TBepKJeHHbIM JaHHbIM. Ecium LoD noarBepikaeH kak 50 Ko-
nuit/mi ripu 95 % oOHapykeHUsi, HeJb3sl 3asiBISITh HAJle)KHOE
obHapy:kenue 10 Kormuii/Mi1 TOJIBKO TIOTOMY, YTO Ha 9TOM YPOBHE
OBbLTM OT/IEJTbHBIE TIOJIOKUTENbHBIE pe3ybrathl. Eciu LoQ moa-
TBepkaeH Kak 0,75 Ep/mi, Henb3sl BblIaBaTh TOUHBIE KOJIMYE-
CTBEHHbIE Pe3y/IbTaThl HUKE 3TOr0 YPOBHsI O€3 TOMOTHUTEIbHBIX
naHHbIX. HkHSA o0nacTh MeTona JI0JKHA ObITh OMKCaHa Tak,
9TOOBI TOJTK30BATEIh IOHUMAJT TPAHUIIBI PE3YIIbTATA.

Hror ruasbl

[Tpenen xonocroii mpoOkl, Mpenes OOHApYKEHUsl U TMpees
KOJIMYECTBEHHOT'O OMpe/IeieHNs] OMMCHIBAIOT HUKHIOK 00J1acTh
AHAIUTAYECKHUX BO3MOKXHOCTEN MEIUIIMHCKOTO U3JEIIVS JIS 1U-
arHOCTHKH in vitro. [Tpejiest XxoocTol mpoOsl XapakTepusyeT ¢o-
HOBBIW CUTHAJI TIPY OTCYTCTBUM aHAJIUTA, MpeJesl OOHapyKeHUsI
— MHUHUMAJIbHBIN YPOBEHb, KOTOPbIA MOKHO Ha/IEKHO OTJIMYUTD
oT (poHa, a npejaes KOJIUYECTBEHHOTO OIpENeIeHUs] — MUHHU-
MaJIbHbI YPOBEHb, HA KOTOPOM AHAJUT MOXXHO KOJMYECTBEH-
HO M3MEpUTh C NPUEMIIEMON MPaBUIBHOCTBIO U MPELIM3UOHHO-
cTbio. JIJIsi KaYeCTBEHHBIX TECTOB IIEHTPAILHBIM OOBIYHO SIBJISI-
eTcsl HaJIe)KHOe OOHApYyKEHUe, JIJIs1 KOJIMUECTBEHHBIX — HA/IeK-



HOE KOJIMYECTBEHHOE U3MEPEHUE. DTU XapPAKTEPUCTUKH JTOJIKHBI
MOATBEPKAATHCS B PEJICBAHTHOM MAaTPULIE, C JOCTATOYHBIM YHC-
JIOM MOBTOPOB, 3apaHEe YCTAHOBJIEHHBIMU KPUTEPUSIMU U SICHBI-
MU MpaBUJIaMU UHTEPIIPETAIIMK pe3yibTaToB HUuxke LoD, okono
LoD u suxe LoQ.



I'naBa 21. AHajauTH4yeckas
cnenqupuIHOCTH M MHTEeP(epeHI s

AHanmuTnyeckas crneurUyHOCTh U MHTEP(PEPEHLIMs] OTHO-
CATCS K TEM XapaKTepUCTUKAM aHAIUTHYeCKON 3(¢eKTrB-
HOCTH, KOTOpBIE ONPENEJISIOT, HACKOJIBKO PE3YJbTAT WU3JEIUS
YCTOMYMB K BJIMSHHIO TIOCTOPOHHUX, OJIM3KUX, COMYTCTBYIOIINX
wii memaonux ¢akropoB. Eciu npaBuIbHOCTb, NPEU3UOH-
HOCTb, JIMHEWHOCTh W TIpe/iesl OOHAPYKEHUS MMOKA3bIBAIOT, Ha-
CKOJIbKO HAJ€KHO M3JEJIME MOyvyaeT pe3yJbTaT MpH 3aJaHHbIX
YCIIOBUSIX, TO aHAIUTUYECKask Ceuu(pPUIHOCTh U UHTEP(EPEH-
1[MsI OTBEYAIOT HAa APYrO¥ BOMPOC: HE MOTyvaeT JIU U3AesIIe OIlIN-
OOYHBII pe3yabTaT U3-3a TOTO, UTO pearupyeT He TOJIBKO Ha 3a-
SIBJICHHBIN QaHAJIUT WX IIOTOMY, UTO Ha pe3yJbTaT BIUSET [IOCTO-
POHHEE BEeIlECTBO, COCTOSIHAE MATPULIbl UM UHOU (haKTOP.

g MeIUIIMHCKUX W3AEJIMA IS THUArHOCTHUKHU In Vitro 9To
UMeeT MPUHIUNHATIbHOE 3HaUeHue. JIOKHOMOMOKUTETbHBIN WIN
JIO)KHOOTPULIATEIbHBINA PE3YJIbTAT MOXKET BOSHUKHYTh HE TOJILKO
U3-32 HEJOCTATOYHON YyBCTBUTEIBHOCTH WJIM IUIOXOM BOCIIPO-
u3BoaMMOCTH. OH MOKET ObITh CBSI3aH C IEPEKPECTHOUM PEaKTHUB-
HOCTBIO, UHTUOMPOBAHUEM PpEaKIMU, MaTPUUHBIM 3eKToM,
JIEKapCTBEHHBIM MpenapaTtoM, SHAOTEHHBIM BEIIECTBOM, OJM3-
KM MUKPOOPTraHU3MOM, CXOJHOM IMOCJIEeJOBATEIbHOCTBIO HYK-
JIEMHOBOW KHUCJIOThI, ayTOAHTUTEIaMU, TEMOJIU30M, JIUTIEMUEH,



BBICOKMM YpPOBHEM OeJiKa, aHTUKOAryJssHTOM, KOHCEPBAaHTOM,
Ka4eCTBOM M300paKeHUsI UM OCOOCHHOCTHIO BXOTHBIX JaHHBIX
anroput™ma. [1oaToMy olieHKa aHATMTUYECKOM CHeluUIHOCTH
1 MHTep(EPEeHIINHU T0)KHA ObITh CBSI3aHA C pealbHbIMU YCJIOBH-
SIMU TIPUMEHEHU S U3JIENHSL.

AHaaumuueckas cneyuduuHocms — 5M0 CNOCOOHOCMb
MEOUUUHCKO20 U30enUst 0Nl OUAZHOCHUKU N Vitro onpeoensims
3A5181eHHbIIL AHAAUM UAU 00BEKM UCCNe008AHUSL €3 HAUUMO2O
GAUSIHUSL CO CIOPOHbL OPY2UX BEULEC8, OP2AHUBMO8, NOCAe008A-
meavHOCmell, NPUHAKO08 UAU PaKmopoas.

Ilepexpecmnas peakmusHocmos — 5mo peakuusi U30eAUst
C 00BeKMAamu, CXOOHbIMU C UENEBLIM AHANUNOM UNU MUULEHBIO,
HO He SBASIIOUUMUCSL 3ASI8NEHHBIM 00BEKNOM ONPEOeNeHUS.

Humepgpepenuyuss — smo enusinue eujecmedq, KOMNOHEH-
ma Mampuupl, 1eKapCmeeHHoz0 npenapamad, PusuoN02UUECK020
COCMOSIHUSL, MEXHUUECK020 (haKkmopa uau UHozo0 YCAo8Uus Ha pe-
3YAbMAN UCCACO0BAHUSL.

ITU NMOHATHS CBSI3aHBI MEXKTy COOOM, HO HE COBIAIAIOT TIOJI-
HocThio. [lepekpecTHast peaKTUBHOCTh OOBIYHO OTHOCHUTCSI K CH-
Tyaluy, KOTrjia U3Je/ie OMMOOYHO pearupyer Ha JAPYrou oO0b-
eKT Kak Ha IieJieBor aHanuT. Hanpumep, aHTUTEN0 B UMMYHO-
JIOTUYECKOM TECTe CBSI3BIBACTCSI CO CTPYKTYPHO CXOIHBIM OeJl-
KOM, a MOJIEKYJISIPHBIN TeCT aMIUTA(PUIIMPYET OIM3KYIO MOCTe10-
BaTEJIbHOCTh JPyroro Mukpoopranusma. Mutepdepenims mu-
pe: Memamwomui (akTop MOXeT He ObITh TOXOKMM Ha aHAJIWT,
HO U3MEHSATh pe3ybraTr. Hampumep, reMonus MOXeT BIUSITh HA



OUOXMMUYECKOe U3MepeHue, OumMpyouH — Ha (oToMeTpude-
CKMI CUTHAJI, TeNapyuH — Ha aMIUIA(UKALIMIO, a BBICOKAs BS3-
KOCTb WJIM KJIETOYHOCTh MaTepuasia — Ha 00paboTKy oOpasiia.

Ananmutndeckas creripuIHOCTb OCOOEHHO BakHA IS Ka-
YECTBEHHBIX U MOJIEKYJISIPHBIX TECTOB, I1le PE3Y/IbTAT YacTO UH-
TepIpeTUpyeTcsl Kak HaJIudue WM OTCYyTCTBUEe oObekTa. Ecim
U3JIeNIMe BBISIBIISIET 3a5IBJICHHYIO MUIIIeHb, a TaKKe OJM3KUIA Op-
raHu3M, OJIM3KYI0 TOC/IeAOBaTeIbHOCTh WJIM CXOHBIA aHTHUTEH,
BO3HMKAET PUCK JIOKHOIOJIOKUTENBLHOTO pesyibrara. s ko-
JIMYECTBEHHBIX TECTOB CHEU(UIHOCTh TAKKE UMEET 3HAUEHHE:
€CJIM MeTOJ] U3MepsEeT U 3asBJCHHBbI aHAJUT, U METaOOJMTHI,
(pbparMeHTHI, POACTBEHHbIE MOJIEKYJIb WJIM JIEKAPCTBEHHbIE Be-
IIECTBA, YUCJIOBOU PE3y/IbTaT MOKET ObITh 3aBBIITIEH UM 3aHU-
JKEH.

Wutepdepenimsa MOXeT MPUBOAUTh KaK K JIOKHOMOJIOXKH-
TEJIbHBIM, TaK U K JIOKHOOTPUIIATEJIbHBIM pe3yibTaraM. B of-
HOM CJly4ae MelIaiiuil (PAKTOp MOBBIIIAET CUTHAT U CO3AAeT
BUJIMMOCTh HAJIMYMS WK OoJiee BBICOKOTO YPOBHS aHasmTa. B
JPyroM — TOJABJISIET PEAKIMIO U TPUBOIUT K 3aHUKEHUIO pe-
3yJbTaTa WM MPOMYCKY aHanuTa. B TpeTheM — yBelnuuBaer
HEOITPe/ICIEHHOCTh M JINIaeT pe3yJbTaT HecTaOuiabHbIM. [10o3TO-
My TIpU OlIEHKe UHTEeP(EePEHITNH BaXXHO aHATTM3UPOBATh KaK Ha-
JIMYMEe CTATUCTUYECKOTO Pa3NInyMs, TaK U KJIMHUYECKOe 3Have-
HUE U3MEHEHUs pe3y/bTaTa.
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Pucynok 21.1. IntepepeHT — BiIMsHAE HA CUCTEMY — U3-
MEHEHME pe3yJbTaTa — KIMHUYECKUI PUCK

Tunel Bausomux (pakropos

[loreHmanbHBIE MHTEP(EPEHTH U IEPEKPECTHO PEeArnpylo-
111Me OOBEKThl BHIOMPAIOT UCXO/S U3 HA3HAYEHUS U3/IeNNsl, MaTe-
puazia, MeTosa U LeJeBOM MOMYIALIUA. YHUBEPCAJIBHOTO CITUC-
Ka, OIMHAKOBOTO TSI BCEX M3/ENUii, He cymecTByeT. [1is ouno-
XUMHMYECKOTO aHaJIM3a KPOBU BaKHbI OAHU (DAKTOPBI, 17151 MOJIe-
KYJISIPHOTO TecTa — APYIUe, Il UMMYHOJIOTMYECKOTO aHaJIN3a
— TPEThU, U151 LIU(PPOBOIo aJIrOpUTMa — YETBEPTHIE.

DHJOreHHbIe UHTEP(EPEHTHl — 3TO BELIECTBA WUJIM COCTOSI-
HUS1, IPUCYTCTBYIOIIME B OpraHU3Me Wiu oOpasie nauuenrta. K



HUM MOTYT OTHOCUTBCSI TEMOTJIOOVH TP reMoJin3e, OUIupyourH
IpY UKTEPUYHOCTH, JIMITUIBI TIPU JIUTIEMUHU, BBICOKHI YPOBEHb
0enKa, peBMaTOUIHBIN (haKTOp, ayTOAHTUTENA, TeTepO(IIIbHBIE
aHTHTENa, SHJOTeHHbIe MEeTaOOIUThI, TOPMOHBI, aHTUTENA TIOCTIe
BaKIMHAIIMY WM MH(EKIIMOHHOrO KOHTaKTa. VX 3HavyeHue 3a-
BUCHUT OT METOJA: OJWH U TOT ke (PaKTOp MOXET ObITh KPUTHY-
HBIM J1J151 OIHOTO M3/IENUS U He MMETh 3HAYEHUS JUIsl IPYToro.
DK30reHHble MHTEP(EPEHTH — 3TO BEIIECTBA, OCTYIAIOIIIEe
U3BHE. DTO MOTYT OBITH JICKAPCTBEHHBIC MPENaparhl, aHTHKOA-
TYJISIHTBI, KOHCEPBAHTbI, KOMIIOHEHTBI TPAHCIIOPTHBIX Cpejl, e3-
UH(PHUIMPYIOIIHE BEIIECTBA, KOHTPACTHBIE Mpenaparsl, OMOTHH,
n00aBKH, BELIeCTBA U3 MPOOMPOK, peareHThl MpoOONOArOTOBKH
WIH 3arpss3HuATeny. s u3ienuii, MpuMeHsieMbIX y MallieHTOB,
MIOJTYYAIOIIUX TEPATHIO, JIEKAPCTBEHHbIE MHTEP(EPEHIINN MOTYT
UMeTh 0co0oe 3HaYeHue. [JIs1 TeCTOB, UCTIONB3YeMBIX B OIpesie-
JIEHHOY MaTpuIie, BAXHBI JOOABKH 1 YCIOBUS TPAHCIIOPTHPOBKH.
K Ononornyecku O1M3KMM OOBEKTaM OTHOCSITCS MUKPOOP-
TaHU3MBI, TIOCJIEOBATEIFHOCTH, AHTUTEHBI, AaHTUTENA WM MO-
JIEKYJbl, KOTOPhIE MOTYT OBITh CXOJHBI C IIEJIEBOM MUIIICHBIO.
B MH(EKIMOHHON TUarHOCTHKE 3TO OIM3KOPOCTBEHHbBIE BUIR,
IITaMMBbI, HETIATOTeHHbIE MPEICTABUTENIM HOPMAIBHON MHKPO-
OWOTHI WJIM OPTaHU3MBI, YaCTO MPUCYTCTBYIOIIAE B TOM XK€ JIO-
Kyce. B MonekyIsipHO# IMarHOCTHKe — CXOJHbIE YYACTKU IeHO-
Ma, TICEBAOTEHbI, POICTBEHHbBIE BAPUAHTBHI, TOC/IEJOBATEILHOCTH
APYrHX OPraHM3MOB. B MMMYyHONOrMYECKHMX TecTax — CTPYyK-
TypHO Onu3Kue O6enku, (pparMeHThl, H30(hOPMBI MM METa00IH-



THI.

Cxema 21.1 — OcHoBHbIe THIIBI (PAKTOPOB, BJAMSIFOIINX
HA aHAJMTHYECKYI0 crienu(puIHOCTh U HHTEP(pepeHuHI0

— JuaorenHble BemecrBa — Ipumepuwi: [ emoznobun, ou-
AUPYOUH, AUNUObL, OenoK, Memaboaumol ; Bozmoxcnoe eausnue:
H3zmenenue cuenana, gpon, mampuunwiii 3¢hgpexm .

— HNmmynosornueckue ¢axkropol — Ilpumepor: [e-
mepogunvhvle aHMumMend, aymoaHmumend, peemMamouoHblil
¢axmop; Bozmodrcnoe sausnue: J1odcHONON0HCUMENbHDIE UMY
NONHCHOOMPUUAMENbHBIIL PE3YNbmanm 8 UMMYHONOZUMECKUX me-
cmax.

— JKk30reHHble BemecrBa — Ilpumepwi: Jlekapcmea,
OUOMUH, AHMUKOAZYASIHMBL, KOHCEPB8AHNbl, MPAHCNOPMHbLE
cpeovl; Bo3zmoorcnoe sauanue: Hckascenue peakuyuu, nooaéne-
HUe CUZHANA, UBMEHEHUE MAMPUUbL .

— bum3kue OwmoJiorndyeckne 00bekTbl — Ilpumepsi:
Poocmeerinvie Mukpoopeanuzmvl, HOPMAAbHASL MUKPOOUOMA,
onuskue anmueervt; Boamooicnoe eausinue: Ilepexpecmmuas pe-
AKMUBHOCHb UAU NOHCHONONONCUMENbHDBLIL PE3YAbMAan .

— Cxoanble nocsenosareabHocTu — Ilpumepor: [lces-
00zeHbl, OAUZKUe YUACKU 2eHOMA, BAPUAHMbL NOCAE008AMENb-
Hocmu;, Bodmoorcnoe sauanue: Hecneyugpuueckas amnaugurka-
UUst UAU NPONYCK MULLEHU.

— Marpuunsie aktopsl — Ilpumepui: Bsazkocme, Kie-
mounocmye, pH, coau, uneubumopwi, deepadauusi mamepuana;
Bo3moorcnoe sauanue: Crudicenue 3¢hgpexmusHocmu peakuuu



UNU HECMAOUALHOCHb PE3YAbIMamd.

— Texunueckne pakropbl — Ipumepor: Kauecmeo uzoo-
padiceHusi, wym cueHana, apmegaxmol, 2AYyOUHA NOKPLIMUSL;
Bo3mooicnoe sauanue: Ouinoka Kaaccugpukayuu U 6bI4UCS-
emozo pesyromamad.

DT1a cxeMa He JI0JKHA MCTIONb30BAThCS KaK YHUBEPCAIbHBIN
o0s13aTeNTbHBIN NiepedeHb. OHa MOKa3bIBaeT HAMPABJICHU ST AHAJIH-
3a. JlJ1s KaXkJI0ro U3/1eusi HY)KHO OIpeNeNnTh, Kakue (haKTOpbl
JeWCTBUTENIbHO BEPOSITHBI U 3HaUYuMbl. Hanpumep, OnotuH Ba-
JKEH /ISl HEKOTOPBIX UMMYHOJIOTUUECKHX CUCTEM, HO HE SIBJISIET-
Csl YHUBEpCAJIbHBIM MHTEP(EPEHTOM ISl BceX MeTOoNoB. I'emo-
T3 KPUTHYEH 7151 psiia OMOXMMUYECKUX TOKa3aTesield, HO Mo-
KT ObITh HE3HAYMMBIM JISI IPYTUX. BIM3KOPOICTBEHHBIE MUK-
POOpPraHU3Mbl OCOOCHHO BaKHBI 1)1 HH(PEKITUOHHBIX TECTOB, HO
UX MepeYeHb 3aBUCUT OT MUILIEHU U MaTepuaa.

IInanupoBaHue UCNbITaAHUSI HHTEeP(epeHINH U CHIelH-
¢puunOCTH

HcnpiTanre aHATMTUYECKOU cIelnpUYHOCTY U UHTEpgepeH-
MM JIOJDKHO HAuMHAThCSl ¢ aHayim3a pucka. CHavana orpene-
JISIOT, KaKMe BEeUIECTBA, OPraHU3Mbl, I10CJIEI0BATEIbHOCTH, MaT-
PUUHBIE COCTOSIHUS WJIM TEXHUUYECKUEe (PaKTOPhl MOTYT MPUCYT-
CTBOBATh B 3asIBJICHHOM MaTepuasie U MOBJIUATh Ha pe3yJibTar.
3aremM BBIOMPAIOT YCJIOBUS UCMBITAHUS: YPOBHM aHAINTA, KOH-
LUEHTpalM1 UHTEP(EPEHTOB, TUIl MaTpPUIlbl, YHCIO MOBTOPOB,
KOHTPOJIbHBIE 00Pa3IIbl M KPUTEPUH MTPUEMIIEMOCTH.

[ockoibKy 9KCIIEpUMEHTATbHAS IPOBEPKA BCEX MOTEHIUAITb-



HBIX HHTEp(EPEHTOB (PU3MYECKH HEBO3MOKHA, OTOOP (DaKTOPOB
1T TIPOTPaMMBbl MCTIBITAHUH 11€JIECO0OPa3HO MPOBOIUTH B 1BA
1iara: cHayajla OIleHUTb BEPOSTHOCTh BCTPEYaeMOCTH (pakTopa
MMEHHO B 3a51BJICHHOH MOIYJISLMU U MaTepuale, 3aTeM — II0-
TEHLIMAIbHYIO BEJIMYMHY €r0 BIUSHUS Ha pe3y/bTaT B KJIIMHUYE-
CKHM 3HaYMMOM 30He. [Ipropurer 1151 SKCiepuMEHTaIbHOU MTPO-
BEPKU OTIAETCs (DaKTOpaM, COYETAIOIIUM BBICOKYIO BEPOSITHOCTD
BCTPEYAEMOCTHU C BBICOKMM MOTEHIIUAJIbHBIM BJIMSTHUEM.

st otieHKM uHTEPQEPEHIMH OOBIYHO CPABHUBAIOT PE3YJIbTaT
oOpasIa ¢ MOTeHIMATBHBIM HHTeP(EPEHTOM U Pe3yJIbTaT COMO-
CTaBMMOT'O KOHTPOJILHOTO 00pasiia 6e3 unrepdepenta. Ecmu us-
JieJIie KOJIMYECTBEHHOE, OLIEHUBAIOT BEJIMUMHY OTKJIOHEeHHUs. Ec-
JIM KQUECTBEHHOE — OIICHUBAIOT U3MEHEHHNE KATErOPUU PE3YJib-
Tara. Eciin nonykonmyecTBeHHOe WM aJITOPUTMUYECKOE — OLe-
HUBAIOT NIEPEX0/l MEXKAY KaTeropusiMu, MHAEKCAMU WM KJlacca-
MHU.

BaxHo npoBepsiTh UHTEP(EPEHLIMIO HA YPOBHSIX aHAJIUTA, I]Ie
BJIMSIHUE MOXKET OBbITh KJIMHUYECKU 3HAUMMbIM. [[71s1 KadecTBeH-
HBIX TECTOB 3TO 00JIaCTh OKOJIO Tpejiesia OOHApYKEeHHS WU TIO-
pora npuHATUA peleHus. [l KoTM4eCTBEHHbIX TECTOB — HU3-
KW, CPeIHUI, BBICOKUI YPOBHU M OOJIACTH KJIIMHUUYECKUX TTOPO-
roB. J1Jis1 MOHUTOPUHIOBBIX TECTOB — YPOBHH, IIe UHTep(depeH-
1151 MOXKET UMUTHPOBATh IMHAMUKY cocTosiHusl. Eci nntepde-
PEHILIMIO IPOBEPUTH TOJILKO HA BBICOKOM YPOBHE aHAJIUTA, MOX-
HO HE 3aMETUTh BJIMSIHUE, KOTOPOE MIPUBOIUT K JIO)KHOMY OTPHU-
LaTeJIbHOMY Pe3y/IbTaTy OKOJIO IIOpora.



KoHnientpaiun nHTepdepeHTOB I0IKHBI OBITh OOOCHOBAHBI.
OHU AOIKHBI OTPaXaTh KIMHUYECKU BO3MOKHBIE WA MaKCHU-
MaJIbHO OXUJaeMble YPOBHU B 3asIBJICHHOU MOMYJISIIUY U MaTe-
puane. Ecny KOHIEHTpalusl CIUIIIKOM HU3Kasi, UCTIBITAHUE He
MIOKaXeT peabHOro pucka. Ecii oHa upe3MepHO BHICOKAs M Ma-
JIOBEPOSITHASI, BHISIBJIEHHOE BIIUSTHUE MOXET OBITh TPY/IHO UHTEP-
npeTupoBath. B moOoM cityyae BHIOOP KOHIIEHTpAIU JIOJIKEH
OBbITh OMKCAH B MTPOrpaMMe UCTIBITAHUIA.

Il OIIEHKM TIepeKPecTHOM PEeaKTHBHOCTU BBHIOMPAOT OOb-
€KThI, KOTOPbIE MOTYT OBITh CXOIHBI C TIEJICBHIM aHAJTMTOM WA
BCTpEYaThCsl B TOM ke Marepuase. B nH(pEeKIIMOHHON TuarHo-
CTHKE 3TO MOTYT ObITh OJIM3KOPOICTBEHHbIE MUKPOOPTraHU3Mbl,
BO30Y/IUTENN CO CXOMHOW KJIMHUKOW WJIM MPEICTABUTENN HOP-
MaJIbHOM MUKPO(IIOPbl COOTBETCTBYIOIIETO JIOKyca. B Moseky-
JIAPHBIX TeCTax — OJIM3KHUE TOCIeA0BATEIbHOCTH, TICEB/IOTEHBI,
BapUaHTHl B 00JIACTH MpaiMEPOB WJIM 30HJO0B. B mMmyHonoru-
YECKHUX TeCTaxX — POACTBEHHbIE OCJIKH, (PparMeHTHI, U30(hOpMBbI
WIY aHTUTeNA K OJIM3KUM aHTUTEHAM.

Pacuer Biausinus narepgepenra

Jl1s1 KONMMYeCTBEHHBIX M3JEHid BIMsHUE UHTepdepeHTa ya-
CTO OIICHMBAIOT Yepe3 MPOIEHT OTKJIOHEHUsI pe3yJIbTarta o0pas-
1a ¢ “HTep(EepEeHTOM OT pe3y/IbTaTa KOHTPOJILHOTO oOpasiia 0e3
uHTepdepeHTa:

Deviation (%) = [(X_test — X_control) / X_control] x 100.

rae: X_test — pe3yJbTar 06pa3ua C NOTEHIINAJILHBIM MHTEP-
(epentom, X_control — pe3ynbTaT KOHTPOJIBHOTO OOpasia 0e3



uHTepdepeHTa.

Ecnu pe3ynbTrar BIpaxaeTcs B JJIOrapu(pMUIECKUX €IMHULIAX,

OTHOLICHUAX, NHICKCAX

WJIM UHBIX HIKAJIaX, IMOAXO4 K pacucTy

JOJKEH COOTBETCTBOBATh TUITY pe3yJbrara. [[jis kauecTBeHHBIX
TECTOB BMECTO MPOIIEHTA OTKJIOHEHUsI MOXKET OIIEHUBAThCS JI0-
71 CMEHBI KaTeropuu: HarpuMmep, CKOJIBKO CIa0OIONOKUTEb-
HBIX 00pa3IIOB CTAIM OTPULIATEIbHBIMM TTPU HAJTMYMU UHTEpde-

peHTa.
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Pucynok 21.2. I'pacduk BausiHUS MHTEpgEpEeHTa OKOJIO KJIU-

HHUYECKOr'o rnopora



Ipumep 21.1 — Ouenka eausnus unmepgepenma Ha Ko-
AUUECMEEHHDLIL pe3yabmam

[Ipu oyenke unmepgbepeHyuu uccredosaru obpasey, ¢ ycma-
HOBAEHHOU KOHUEHMpayuell anaiuma oKono KAUHUUECKO20 No-
poea. Konmponvhwii obpasey 6e3 unmepgepenma 0an cpeoHuii
pesynomam 100 Eo/ma. Obpazey ¢ dooasrenuem nomeHuuaNb-
Ho20 uHmepdgepenma oan cpeoruii pesyavmam 87 Eo/ma. 3apa-
Hee YCMAHOBNEHHDBILL KPUMEPUTi NPUEMAEMOCIIU: OMKAOHEHUE He
0ondicHo npegviutams +10 %.

Pacuem:

Deviation (%) = [(87 — 100) /100] x 100 = —13%.

Omkaonenue cocmaensiem -13 %, umo npegviuiaem Kpume-
puii =10 %. CredosamenvHo, unmepgepeHm oKa3vléaem 3Hauu-
Moe ompuyamenvHoe AUsIHUe Ha Pe3yabmanm npu OAHHOM Ypoe-
He anaauma. Koppexmuwiii 661600 He 00AdICEH 02paAHUMUBANL-
cs ¢ppazoii «unmepgpeperyus gvlenenar. Hyowcno ykasamo, npu
KaKol KOHUeHmpayuu unmepgepenma u Ha KaKom YposHe ana-
AUMA BbISIBAEHO GAUSHUE, MONCEM AU OHO NPUBECTU K KAUHU-
UecKU 3HAYUMOMY UBMEHEHUIO Pe3ynbmama U KaKue ozpauye-
HUSL UAU NPEOYNPeNHCOeHUst OONNHCHBL ObIMb GHECEHBL 8 OOKYMEH-
mayuro.

Ecau mom dice unmepghepenm Ha 6b1CoOKOM YpoeHe anauma
0asan 6vl omK.AoHeHUue moavko -4 %, 3mMo He OMMeEHN0 Obl NPO-
onemy oxono nopoea. Illosmomy ypoenu ananuma npu Ucnvlma-
HUU UHmepghepeHuL OONIHCHBL BLIOUPAINBCSL C YUeMOM KAUHUYE-
CKOll UHIMepnpemauuy pe3yrvmama.



Oco6eHHOCTH HMMYHOJIOTHYECKUX U3 /1eJHil

JIJ1s1 IMMYHOJIOTUYECKUX M3JIEINN XapaKTEPHBI PUCKU Tepe-
KPECTHOU PeaKTUBHOCTHU, MATPUUYHBIX 3(PPEKTOB U BIUSHUS UM-
MYHOJIOTUYECKUX (PaKTOpPOB. AHTHUTENA, UCIIOIb3yeMble B Te-
CTe, MOT'YT B3aMMOJIENCTBOBATh C POACTBEHHBIMU MOJIEKYJIAMU,
(pparmenTamu, n3oopMamMu WM CTPYKTYPHO CXOJHBIMU OeJi-
Kamu. [ 'erepopuiibHbIE aHTUTENIA, PEBMATOUIHBIN (DAKTOP, ayTO-
aHTUTENIA U JIPYTe UMMYHOJIOTMYECKHe KOMIIOHEHTHI 0Opasiia
MOTYT HapylllaTb CBSI3bIBAHME PEAreHTOB U MPUBOAUTD K JIOKHO-
TMIOJIOKUTEIbHBIM WJIH JIOKHOOTPULIATEILHBIM PE3YJIbTATAM.

OtnenpHOE 3HAUEHNE UMeEeT OUOTHH, €CJT METO]T UCTIONb3YeT
OMOTHH-CTPENTaBUMHOBYIO cucteMy. B 3aBucumocTt ot ¢op-
MaTa aHaJIn3a N30BITOK OMOTHHA MOKET ITPUBOAMTH KaK K 3aBbI-
HICHHIO, TaK U K 3aHMKEHMIO pe3yJibTara. [lostomy st Takux
CHUCTEM HEOOXOIMMO OIIEHMBATh BIMSHIE OMOTHHA HA KJIMHUYE-
CKM 3HQUMMBbIX YPOBHSIX aHAJIMTA U YKa3bIBaTh OrPAaHUYEHM S, €C-
JIA OHU BBISIBJICHBHI.

JlJIs IMMYHOJIOTMYECKMX METOIOB Takke BaxeH hook-3g-
(pekT, yxe pacCMOTPEHHBIM B IJIaBE O JUaNa3OHEe W3MEpPEHUHU.
OH cBsi3aH HE CTOJIbKO C MHTEP(EPEHIIMEN BHEIITHETO BEILIECTRA,
CKOJIBKO C OCOOCHHOCTBIO PEaKIIMU MpU OYEHb BBICOKOW KOH-
HeHTpauuy aHanuta. OJHAKO C MPAKTUYECKOM TOYKU 3PEHHUS
OH TaK’Ke SIBJISIETCSI UCTOYHUKOM JIOKHOTO pe3yJsibTara U I0JIKEH
YUUTHIBATHCS MPU OLIEHKE CIIENM(PUIHOCTH U HAJIEKHOCTH U3J1e-
JIVSL.

Oco0eHHOCTH MOJIEKYJIAPHBIX U3 /1eJHuil



Jl1sT MONEKYJISIPHBIX M3[Ee/IMN aHaIUTUYecKas crenuduy-
HOCTh CBSI3aHA TPEXJE BCETO C BHIOOPOM MHUINIEHHU, TpaiMe-
POB, 30HJOB, YCJIOBUHM aMIUIM(PUKALMK, AJITOPUTMOB aHaIU3a
MIOCJIEIOBATENIbHOCTH U YCTOMUMBOCTH K BapraOeIbHOCTH TeHO-
Ma. Tect m0/keH BBISIBIATH 3asBJICHHYIO MUILEHb U HE BbISIB-
JIATh HEPEJIEBAHTHBIE TOCJIEN0BATEILHOCTH. [ MH(pEKIMOH-
HbIX NAAT-TecToB 3T0 0O3Ha4YaeT MPOBEPKY OIM3KOPOICTBECH-
HBIX OPraHM3MOB, OPraHU3MOB C MTOX0KEW KIMHUYECKOW KapTH-
HOW U MUKPOOPraHU3MOB, KOTOPBIE MOTYT IPUCYTCTBOBATH B 3a-
SIBJICHHOM MaTepHaJie.

He MeHee BaxkeH pUCK JIOKHOOTPULIATEILHOTO PE3ybTaTa U3-
3a BapHalMil MOCJeNOBaTebHOCTH B 00JacTU MpaiMepa Win
3oH1a. Ecri myTanus, nenenus Ui reHeTuaecKast Bapradesib-
HOCTb HApyIIaeT CBSI3bIBAHWE, MUIIIEHh MOXET He OOHAPYKH-
Barbcs. [lo3TOMY AJIs1 MOJIEKYJISIPHBIX TECTOB aHAJIMTUYECKAS
crnenrUIHOCTD BKIIIOUAET KaK «HE pearupoBaTh Ha 4yKoe», TaK
U «HE MPOITYCKaTh 3asBJICHHOE» MPH OKUIAEMOIN BapraOeTbHO-
CTH LIEJIEBOU MTOCJIEJOBATEILHOCTH.

NutepdepeHius B MOJEKY/ISIPHBIX TECTaX 4acTO CBSI3aHA C
MHTUOMTOpaMU aMIUTU(UKAIIMY, CBOCTBAMU MATPHIIbL U TIPO-
6ononroroBkoil. KpoBb, kaj, MOKpoTa, Ma3Ku, TKaHb U Jpyrue
MaTepHuajibl MOTYT COZEpkKaTh BEILECTBA, MOAABJAIOIINE peaK-
uuio. [To3TOMy BHYTpPEHHUI KOHTPOJIb, KOHTPOJIb SKCTPAKIIUU U
KOHTPOJIb MHTUOMPOBAHMSI UTPAIOT BaskHYyI0 posib. Eciiu untep-
(pepeHT mpUBOAUT K JIOKHOOTPULIATESILBHOMY pE3yJbTary, U3/e-
JIvie JOJKHO JTMOO BBISIBJIATH TAKYIO CHUTYAIMIO Yepe3 KOHTPOJIb,



7100 cofiepKaTh OrpaHUYEHH S U [TPaBUJIa TIOBTOPHOI'O UCCIIEIO0-
BaHUsI.

Oco6eHHOCTH OHMOXHMMHYECKHX M XMMHUKO-aHAJINTHYE-
CKHX M3eJIni

JInss OMOXUMHMUYECKUX W XUMHUKO-aHAJUTUYECKUX W3/IETUiI
uHTep(EpEHIMS YacTo CBsA3aHA C SHJIOTEHHBIMU BEIECTBAMH,
JIEKApCTBEHHBIMH TIpenapataMi W MaTPUYHBIMU 3(pdeKkTamu.
['emMou3, TUNEMHS] M UKTEPUIHOCTD SIBJISIOTCS KJIACCUYECKUMU
UCTOYHUKAMU BJIMSTHUS, HO HE UCUYEPIIBIBAIOT ITEPeYeHb BO3MOXK-
HBIX (DAaKTOPOB. B 3aBHCHMMOCTH OT aHAJIMTa MOTYT UMETh 3Ha-
YeHUe METaOOJUTHI, JICKAPCTBEHHBIC BEIIECTBA, AaHTHKOATYJISIH-
ThI, KOHCEPBaHTHI, pH, OCMOJIIPHOCTD, OEJIKOBBIN COCTAaB M MHbIE
CBOMCTBa 0Opas3lia.

Cy1iecTBeHHO BaKHO OIIEHMBATh MHTEP(EPEHIINIO B 00IaCTH
MEUIIMHCKUX pemennii. Hanpumep, eciim OMOXMMHYECKUIA T10-
Kazaresib UCIOJIb3YeTCs I CTpaTu(UKALIMKU MalMeHTa Io T0-
pory, Jaxke yMEpeHHOe CMeIlleHHe MOXET MPUBECTH K Herpa-
BWJIBHON Kateropuu. Ecim moka3aTesnb MCHONB3YeTCs ISl MO-
HUTOPHUHTA, UHTepdEPEeHIUS MOKET UMUTHUPOBATh YITydIlleHHE
WK yXy/AIIeHHe COCTOsIHUA. [103TOMYy KpUTEprii TPUEMIIEMOCTH
JOJDKEH ObITh CBSI3aH C KJIMHUYECKH 3HAYMMbIM U3MEHEHHEM pe-
3yJIbTaTa.

Oco0eHHOCTH MUKPOOHOJIOTNYECKUX N3 1eJIuil

B MHKpOOMOJIOrMYeCKUX M3JCIUAX aHAJUTAYECKAs CIEIIU-
(brIHOCTD 3aBUCUT OT TOTO, HACKOJIBKO TECT CIIOCOOEH OTJIMYATh
IeJICBO MUKPOOPTaHW3M WJIA TPYIITy MHKPOOPTaHU3MOB OT



OJIM3KHX WM COMMYTCTBYIOIIMX BUIOB. 151 Ky/IbTypasibHbIX, OMO-
XUMHUYECKMX, IMMYHOJIOTUYECKAX W MOJEKYJISPHBIX METO/IOB
niepeyeHb MPOBEPSEMbIX OOBEKTOB OyleT pazimmyarbes. BakHo
YUHUTBIBATh U TAKCOHOMUYECKH OJTM3KHUE BUIbl, 1 MUKPOOPraHu3-
MBI, KOTOPBIE YaCTO BCTPEYAIOTCS B TOM K€ KJIMHUYECKOM Mate-
puase.

Hanpumep, Tect a1 BbIsIBICHUsI BO3OYUTENsI B MaTepuase
U3 JIbIXaTeJIbHBIX MyTeW JOKEH yUUThIBATh MUKPOOPraHU3MBI,
KOTOPBIE MOTYT IPUCYTCTBOBATh B 3TOM JIOKYCE KaK HOPMaJIbHasI
MHUKPOOMOTA, KOJIOHU3ATOPHI WM BO30YAUTEM 3a00IeBaHUI CO
CXOTHOM KJIMHMYECKOW KapTUHOM. [1JIs1 HECTEPIIIBHBIX JIOKYCOB
0COOEHHO Ba)XHO Pa3nyaTh KIMHUYECKU 3HAYMMOE OOHapyxke-
HHE U MIPUCYTCTBUE COMYTCTBYIOUIEH (DIIOpHI, €CIIM 3TO CBSI3aHO
C Ha3HAYEHUEM U3JIeNus.

Oco0eHHOCTH AJTOPUTMHYECKHX H IU(PPOBBIX H3e-
JHi

JI71s1 aJIrOpUTMHYECKUX ¥ IM(PPOBBIX U3AENUI MOHSTHUS CIIe-
(PUIHOCTH U HMHTEepepeHIr TpeOyloT aganTanyu. 31ech
«uHTEp(EepeHTOM» MOXKET ObITh HE XMMHYECKOE BEIEeCTBO, a
(bakTop, BIUAIOLIMI Ha BXOIHBIE JAHHBIE WM KJIACCU(UKALMIO:
KauecTBO M300paxkeHusi, apTehakThl OKPAIIMBAHHUs, IIIyM CHI-
Hajla, HEPaBHOMEPHOE OCBEIIEeHNEe, HU3Kas TIyOnHa CEKBEHU-
pOBaHMS, OIMMOKU pa3MEeTKH, HeCTaHAapTHBIN opmar aiina,
HeoOblYHast MOpQOIorus, peaKas KOMOMHAlMs TPU3HAKOB WU
CIOBHI pacIpe/ie/ieHns] JaHHbIX OTHOCHTEBHO OOydalolei Bbl-
OOpKHU.



Ecmu anroput™M kiaccuduimpyeT u3o0paxkeHre, HeoOX0au-
MO OIIEHUBATh, KaK OH PadOTAET NP PA3IUIHOM KaueCTBE U300-
paxkeHus M Hamuuu apredaxToB. Eciu anropurm MHTEpIpeTH-
pYeT JlaHHbIe CeKBEHUPOBAHUsI, BaKHbI ITTyOMHA TMOKPHITUS, Ka-
YeCTBO UTEHUH, OIIMOKY BHIPABHUBAHM S, TICEBIOTEHBI, CIIOKHbIS
Y4YaCTKM I'€HOMa U IpaBuiia (puIbTpatuu BapuanTos. Ecim anro-
PUTM PAaCCUMTHIBAET PUCK HA OCHOBE HECKOJIbKUX TMOKa3aTeleH,
HY’KHO OIIeHUTb YCTOMUMBOCTh pe3yJIbTara K JI0MyCTUMbIM BapH-
aIysiM BXOTHBIX JIAHHBIX.

Jns TakuxX W3IEeNUil aHATUTHYecKas CreluUIHOCTh O3Ha-
YaeT W CIOCOOHOCTh PacIio3HaTh HYXHBIA MPU3HAK, U CIIOCO0-
HOCTb HE PUHUMATb [MOCTOPOHHHUE apTedaKkThl UK HEPeJIeBaHT-
HbIE MIATTEPHBI 3a 11eJIeBOM pe3yibTat. [1oaToMy olleHKa JOomKHa
BKJTIOYATh KaK «H7eabHbIe» TaHHBIE, TaK W PEATUCTUIHBIC T10-
I'PaHUYHbIC U TPYJHbIC CITyYau.

Cxema 21.2 — Ilpumeps! (pakTOpOB 1JIsA OLEHKH HH-
TeppepeHnnu U cnenuUUHOCTH B pa3Hbix THnax MU
NBJ

— NmmyHosiornuyeckuii Tect — Ymo caedyem yuumoi-
eamu: ['emepogdbunvhvie anmumena, peemMamouoHbvlii paxkmop,
ouomuH, poocmeerHvle anmuezenvl, hook-agpgpexm, mampuunvle
aghghexmeoil.

— buoxumuueckuii rect — Ymo caedyem yuumwvieamo:
lemonu3s, aunemusi, OUAUpYoOUH, NeKaApPCMEeHHble NPenapamol,
anmuxoazynsnmol, pH, 6eakoevlii cocmas.

— Mouaekyasipablit NAAT-tect — Ymo caedyem yuu-



muileamo: bauzkue nocaedo8amenbHOCHU, pOOCMeEeHHble MUK-
POOP2aHU3MbL, UHZUOUMOPLL AMNAUPUKAUUL, B8APUAOENLHOCTTD
MUUEHU, KOHMAMUHAWUSL .

— Mukpoouoaorudyeckuii tTect — Ymo caedyem yuu-
muleamuv: bauzkopoocmeentvie 6Udbl, HOPMANLHASL MUKPOOUO-
ma, conymcmayrouue 8030youment, KONOHU3AUUS, HECMEPUNb-
Hble NOKYCbI.

— T'eneruuecknii Tectr — Ymo caedyem yuumvigams:
Icesdozerivl, 20mon02UUHbIE YHACMKU, CAONCHBIE BAPUAHMDL, KA~
uecmeo THK, 2ayouna nokpoimus, npasuia KAaccugpukayuul .

— Iudposoe nim aaropurMmnyeckoe usjaeaune — Ymo
caedyem yuumoleams: Apmeharxmol U300paANCEHUS,, WYM OaH-
HbLX, Kauecmeo ¢haiing, HecmaHoapmHule cayuau, coguz pacnpe-
0eneHust BXOOHBIX OAHHDIX .

Yro npaBHIBLHO U YTO HENPABHJIbHO NP OIlEHKE CIie-
mM(puYHOCTH U HHTEPd epeHIHun

Cxema 21.3 — TunoBble OMOKH NP NOATBEP-KIeHUH
aHAJUTHYECKOH crnenu(PuUHOCTH U HHTepd epeHInn

— Bp160p unTepdepentoB — Ilpasuavho: Buioupamo
eeulecmea u Pakmopol UCX00s1 U3 Mamepuand, memood, nony-
asyuu u HazHavenus; Henpasuavno: Hcnonvsoeamv popmansy-
Hblil YHUBEPCANBHDIIL CNUCOK 0e3 C8513U ¢ U30enUeM.

— KonnenTpanun unnrepdgepentoB — IlpasuavHo:
Ob0cH08amMb KAUHUMECKU BOZMONCHBIE UNU MAKCUMANLHO OXHCU-
Oaemvle koHyenmpauuu;, Henpasuawvno: Ilposepsmo cauuikom



HU3KUE UM HEOOOCHOBAHHbLE KOHUEHIMPAUUU .

— YpoBuu anaaura — Ilpasuavno: Oyenusams eausiHue
OKON0 Nopoea U 8 KAUHU1ecKUu 3Hauumolx 30Hax ; Henpasuavho:
[Iposepsimb moavko 6bICOKULL YPOBEHb AHAAUMA.

— Matpuna — Ilpasuavho: Hcnoavzoeamov 3a561€HHbIIL
KAUHUMECKUTL MAMepUuan unu 000CHOBAMb MOOEAbHYIO MAMPULY ;
Henpasuawvno: Iposepsimv 6 Oyghepe u neperocums 61800 Ha
KAUHUUECKUe 00pa3ybl.

— KauecrtBennsiii Tect — Ilpasuavno: Oyenusams uzme-
HeHUe Kamezopuu pe3ynbmama u CAaOON0N0NCUMeNvHble 00pas-
yvt; Henpasuavno: Ozpanuuumscsi 16HO NOAOHCUMENbHBIMU 00-
pasuamu.

— KounuectBennbii Tect — Ilpasuavno: Paccuumoi-
6amv OMKAOHEHUe U CPABHUBAMb C 3aparee YCMAaHOBAEHHbIM
kpumepuem; Henpasunawvno: /leaamsv 661800 6e3 uucno8020 kpu-
mepusi NPUEMAEMOCHIU.

— IlepekpecTHass peakTHBHOCTb — IIpaguavho: [Ipoge-
PSimb OAu3Kue U KAUHUUeCcKu eeposimivle oo0sekmol ; Henpasuib-
Ho: [Iposepsimb MoAbKo HepenesanmHbvie U CAYHaliHble 00BeK-
mol.

— Mouaekyasipubiii Tect — IIpasuavho: Yuumvisams 6a-
puadenvHocmo mueru u uneuoumopst; Henpasuawvno: Ilpose-
pums moavko in silico 6e3 sKcnepuMeHmanbHo20 noomeepIHcoe-
HUSL, eCAU PUCK mpedyem UCHbIMAaHUsL .

— Auaropurmnueckoe usjaeane — Ilpaguavno: Ilpoge-
psimb pearucmuurvle apmegpaxmol u mpyorvle cayuau ; Henpa-



8ubHO: OyeHusams MoavbKo UOedNbHble BXOOHble OaHHbIE .

— BoiBog — Ilpasuavho: Ykaszvieams ozparuuenust u ycao-
8Usl, npu Komopulx enusinue visenerno ; Henpasuavno: Iucamo
«uHmepghepenuust omcymemaeyem» 0e3 YKazamusi NPOBEPEHHbIX
¢hakmopos u KoHUueHmpauuii.

Omenka cnenmpuIHOCTA W MHTEP(EpeHINN J0KHA OBITh
npeaMetHou. HeqoctaTouHo 3as1BUTh, UTO «MHTEP(EPEHTHI ITPO-
BepeHbl». HyKHO rokazark, moueMy BhIOpaHbl UMEHHO 3TU (haK-
TOpbI, HA KaKUX KOHLEHTpAIUX, B KAKOM MaTpulle, Ha KaKUX
YPOBHSIX aHAJIMTA U C KAKUM PE3YJIbTATOM.

JNOKyMeHTHPOBaHHE B OTYETe

B oruere 1o olieHKE aHAIUTUYECKON CHELU(PUIHOCTU U UH-
TepepeHIIur HeOOXOIMMO yKa3aTh NepeueHb MPOBEPEHHBIX UH-
TepepeHTOB, MEPEKPECTHO Pearupyoinux 0ObeKTOB WIN BIIH-
SIOMX (PAKTOPOB, OOOCHOBAHUE MX BHIOOPA, UCIIOIH30BAHHbIC
KOHIIEHTPALIMK, TUIl MaTepyalla, ypOBHU AHAJIUTA, YUCJIO TIOBTO-
POB, KOHTPOJIbHBIE 00pa3iibl, KPUTEPUH MPUEMIIEMOCTH U TIO-
JIly4YEHHbIE pe3ybTaThl. ISl KOJIMYECTBEHHBIX U3ICIIMU Cey-
€T MPE/ICTaBUTh BEJIMYUHY OTKJIOHEHUS. [l KayeCTBEHHbIX —
JOJII0 CMEHBI KATETOPUM MJIM YACTOTY JIOKHOIOIOKUTEJbHBIX U
JIO)KHOOTPULIATESIbHBIX PE3Y/IbTaTOB. [lJ1s1 aITOPUTMUUYECKUX U3-
JeJIA — U3MEHEHUE KJIacCU(PUKALMU, UHIEKCA UM UHOTO UTO-
rOBOT'O BBIBOJIA.

Ecnu BiusiHMe HEe BBISIBJIEHO, BBIBOJL JIOJKEH OBITh chopMy-
JIMPOBAaH B Ipe/ieliaX MPOBEJEHHOro UcnbiTanusl. KoppekTHo nu-
catb He «uHTepEpeHINsl OTCYTCTBYET BOOOINE», a «IIPU TPO-



BEPEHHBIX BEILECTBAX, KOHIIEHTPALIUSIX, MATPULIAX U YPOBHSX
aHaJIMTa 3HAUMMOTI'O BJIMSIHUS HA Pe3y/bTaT He BbISIBJIEHO». Ec-
JI1 BIIMSIHUE BBISIBIEHO, HY)KHO YKa3aTh €ro XapakTep, BeJIU4u-
HY, YCJIOBUS1 BO3BHUKHOBEHH S M BO3MOKHOE KJIMHUYECKOE 3Haue-
Hue. [Ipy HeOOXOAUMOCTH IOJKHBI ObITh BHECEHBI OTPAHUYEHU S
B MHCTPYKLMIO, MPEeypekAeHNs, paBuiia MOBTOPHOTO HUCCJIe-
JOBaHUS WM TPeOOBAHUS K HEITPUTOAHOCTH 0OpasIia.

BaxHo coryacoBaTh OTYET C MHCTPYKLMEN MO IPUMEHEHHUIO.
Ecnu remonus, nunemusi, OMOTHH, aHTUKOATYJISIHT, HHTHOUTO-
PBl aMIUT(HUKAITIH, Ka9eCTBO M300paKEHH S MITM MHOW (DaKTOp
BJIMSIET HA PE3YJIbTaT, MOJIb30BATENb JOJIKEH 3HATh, KaK 9TO pac-
MO3HATh U YTO JesiaTh. B HEKOTOPBIX CilydasiX JOCTATOYHO YKa-
3aTh orpanuyenue. B npyrux — tpeOyeTcss BCTPOSHHBI KOH-
TPOJib, MOBTOPHOE MCCIIEJOBAHUE, AJIbTEPHATUBHBIA MaTepuall
WJIM TIOATBEPK A0 METO/,.

Ecimu u3zpenue 3asBieHO AJ1 HECKOJIBKUX MaTepuasioB WU
TIOMYJISILIUM, OlleHKa MHTepgepeHIMY ¥ CHelM(pUIHOCTH JOJIK-
Ha TOKPBIBATh UX WM COOAEPKaTh OOOCHOBaHME TMepeHoca AaH-
HbIX. Hanpumep, uHtepgepeHiys, olleHeHHasl B CHIBOPOTKE, HE
BCEI/1a IPMMEHUMA K LIEJIbHOM KPOBHU WJTU CyXOMY MATHY KPOBHU.
CrnierpmyHOCTh MH(EKIIMOHHOTO TeCTa, MPOBEpEHHasl Ha Ofl-
HOM Ha0Ope OpPraHM3MOB, MOXKET OBITh HEJOCTATOYHOU TSI APY-
rOro KJIMHUYECKOro MaTepuaa. YCTOMUMBOCTh AJITOPUTMA, IPO-
BepeHHas Ha U300paKEHUSIX OJJHOTO CKaHepa, MOXKET He Pacrpo-
CTPAHSATHCS Ha IPYTyl0 TEXHUUECKYIO Cpely.

B cunbHOM noKazatenpHON Oa3e pasiesn O CneupuIHOCTH 1



uHTEpEPEHIMU TTOKA3bIBAET, YTO U3MEIHE CTIOCOOHO BHISIBIISITH
3a51BJIEHHBIM QHAJINT, & TAKKE YCTOMYUBO K TEM (pakTopam, KOTO-
pble peasIbHO MOTYT MCKa3UTh PE3YJIbTAT B 3asIBJICHHOM MpUMe-
HEeHUU. DTO JeSlaeT aHAIMTUIECKUI pe3ysibTaT Oosiee HaieKHbIM
Y CHIKAeT PUCK OIMMOOYHON KJIMHUUYECKOW MHTEePIPETAIIUH.

Hror ruasbl

Ananutndeckas cnetipuIHOCTb U UHTEpGEPEHIIN sl TOKa3bI-
BAaIOT, HACKOJIBKO PE3y/IbTaT MEAULIMHCKOIO W3JAEIHs IS Jua-
THOCTUKHM in Vitro 3allMiieH OT BIMSIHUSI MOCTOPOHHUX, CXOJ-
HBIX, COMYTCTBYIOIIUX WJIM MEIIAOMINX (PAKTOPOB. AHAIUTHYE-
CKas CrieriupuIHOCTh CBSI3aHA CO CITIOCOOHOCTBIO M3JIENs OTIpe-
JeNsITh UMEHHO 3asIBJICHHBI aHAIUT WM OOBEKT HCCIenoBa-
Husl. [lepekpecTHasi peakTUBHOCTh OTPa)XaeT PUCK peakluu C
Omm3kuMu oObekTamu. VHTepdepeHIns MoKa3bBaeT BIUSHIES
BEILIECTB, MATPHUIIbI, JIEKAPCTBEHHBIX MpernaparoB, (pU3HOIOTU-
YEeCKHUX COCTOSIHUI, TEXHUUECKUX (PAKTOPOB MJIM OCOOEHHOCTE!
BXOJHBIX /IAHHBIX Ha pe3y/bTaT. ITU XapaKTEPUCTUKU TOJIKHBI
MOATBEPKAATHCS B PEJICBAHTHOM MAaTPULIE, HA KJIMHUYECKHU 3HA-
YMMBIX YPOBHSIX aHAJIUTA, C 0OOCHOBAHHBIM BBIOOPOM (haKTOPOB
Y 3apaHee YCTAHOBJIEHHBIMU KPUTEPUAMU MPUEMIIEMOCTH. BbI-
BOJ] 00 OTCYTCTBMHM WJIM HAJTMYMU UHTeP(EPEHIINH TOTKEH BCe-
I/1a OrPaHUYMBATHCS TPOBEPEHHBIMU YCJIOBUSIMU U OBITH COTJIA-
COBaH C MHCTPYKIIMEW MO MPUMEHEHUIO U3AEIHS.



I'maBa 22. CTaOMJILHOCTH
AHAJIUTHYECKOH MPUTOJHOCTH

CTaOUIbHOCTh OTHOCHUTCS K TEM XapaKTEPUCTUKAM aHAJUTH-
yeckor 3((PEKTUBHOCTH, KOTOPBIE MMOKA3bIBAIOT, COXPAHSET JIN
ME/IMLIMHCKOE U3JeNne JJIs JUarHOCTHKM 1n Vitro 3asBJIEHHYIO
MIPUTOJJHOCTh BO BPEMEHH U MPH YCTAHOBJICHHBIX YCIIOBHSX 00-
pamenus. Ecay npaBMIIBHOCTD M IPELIM3UOHHOCTb OTBEYAIOT Ha
BOIPOC O HAJEKHOCTU PE3yJbTaTa B 3aJAHHBIX YCJIOBHUSX BbI-
TIOJIHEHUSI UCCTIeOBaHUsI, TO CTaOMJIBHOCTh OTBEYAET Ha Jpy-
rOil BOIIPOC: COXPAHUTCS JIM 3T HAJIEKHOCTb MOC/IE XPAHEHUS,
TPAHCIIOPTUPOBAHM S, BCKPBITUS YIIAKOBKH, IMOATOTOBKY peareH-
Ta, XpaHEHUsI KJIMHUIECKOro 00pasiia Wik U3MEHEHUs BEPCUH
POrpaMMHOT0 0OeCIIeUeHuUs .

Tl MEOUIIMHCKOTO WU3[eNusl AJisi JUarHOCTUKU in Vitro 3To
MMeeT MPUHIMIMaIbHOE 3HaueHue. [lomp3oBarens paboTaer He
C MJEAbHbIM U3JEJIMEM B JIeHb pa3padOTKU METOJa, a ¢ KOH-
KPETHOI cepuell peareHToB, KaTMOpaTopoB, KOHTPOJIbHBIX MaTe-
pHAJIOB, PACXOIHBIX KOMIIOHEHTOB M IMPOTrPaMMHOI Bepcuu. Pe-
areHThl XPaHATCS, TPAHCIIOPTUPYIOTCS, BCKPHIBAIOTCS U UCTIOJb-
3yl0TCSl B TeUEHUE 3asiBJIEHHOro cpoka. KimHuueckue oOpasiibl
MOTYT O:KMAATh UCCIIEIOBAHU S, OXJIaXK1aThCsl, 3AMOPAXKUBATHCS,
pa3MOpaXuBaThCsl WM MepeBO3UThbCs. [IporpammHble uzaenus
MOTyYT OOHOBIIATBCS. Bee 311 (hakTophl cHOCOOHBI U3MEHUTD pe-



3yJIbTaT, JaKe €CIM UCXOJHbIE AHATUTUYECKUE XapaKTEPUCTUKHU
OBbLIIV TTOATBEPKJIEHBI KOPPEKTHO.

[TosToMy CTaOMIILHOCTB B JIOKa3aTeIbHOM OIEHKE He JOJKHA
paccMaTpuBaThcs Kak (popMalIbHOE YKa3aHHWE CPOKa FOAHOCTH.
OHa mnoka3bIBaeT, MpU KaKUX YCJIOBUSIX W3JENUE, PEareHT, Ka-
JMOPATOP, KOHTPOJILHBIN MaTeprall, 00pa3ell WU IPOrpaMMHBIH
PEe3y/IbTaT COXPAHSIOT AaHATMTUUYECKYIO MPUTOAHOCTD JJIsI 3asB-
JIHHOTO NpUMeHeHus1. Eciiu Takue yciaoBusl He IOATBEPKICHBI,
MOJIb30BATENIb MOXKET MOJMYUYUTh PE3Y/IbTAT, KOTOPBIN BBIIJISIAUT
TIOJTHOLICHHBIM, HO yXe He TOJJIepKUBAeTCs JOKa3aTeJIbHOW Oa-
301.

CmaodunvHocmv  — 3mMoO CNOCOOHOCMb U30ENUS, PeazeH-
ma, Kaaopamopa, KOHmMpOAbHO20 MAMEPUANd, KAUHUUECKO20
obpasya, sKCMpaKkma uau npopAmMMHO0 pe3yavmama coxpa-
HAMb 3A5161EHHbIE XAPAKMEPUCIMUKU 80 8PEMEHU U NPU YCMAHOG-
NEHHLIX YCAOBUAX XPAHEHUSl, MPAHCNOPMUPOBAHUS. U NPUMEHE-
HUSL.

CBsA3b cTAOMIBLHOCTH C PaHee MOATBEPKAeHHbIMHU aHA-
JUTHYECKNMU XapaKTepPUCTHKAMM

CraOWIbHOCTh He SIBJISIETCS] 3aMEHOU MPaBUJIbHOCTH, Mpely-
3MOHHOCTH, TIpeziesia OOHapyKeHHU s, TMHEWHOCTU WM MHTepde-
PEHIIMOHHBIX MccieaoBaHnd. OHa MPoBepsIeT, COXPAHSIOTCS JI
9TU XapaKTEPUCTUKW BO BPEMEHM W MPU 3asIBJICHHBIX YCJIOBU-
sax. Hanpumep, peareHT MOXeT JeMOHCTPUPOBATh TPUEMIIEMYIO
MPABUJIBHOCTD U MPELIM3MOHHOCTb B HaUajle CPOKa TOAHOCTH, HO
TepPATh YyBCTBUTEIBHOCTD MOCJIE JUIUTEIBHOTO XpaHeHusi. Kon-



TPOJIbHBII MaTepUa MOKET UMETh YCTAHOBJIEHHOE 3HAUYE€HUE, HO
MIOCTETIEHHO M3MEHSThCS MpU XpaHeHnu. KnmHuueckuit oOpa-
3e1l MOKET ObITh IPUTOJIEH Cpa3y MocJje B3ATUS, HO CTAHOBUThLCS
HETIPUTOIHBIM TOCTIe HECOOMIOIEHU ST TEMITEPATYPHOTO pexXrMa.

VIMeHHO 103TOMY CTAaOMIBHOCTD CIIelyeT CBSI3bIBATH C TEMU
XapaKTEePUCTUKAMU, KOTOPble KPUTUYHBI 1J1s1 HA3HAYEHU S U3Jle-
us. [11s KayecTBEHHOro Tecta 0COOEHHO BaXXHO, COXPaHsIETCs
JI1 BbISIBJIEHHE CAaOO0MONOKUTEIbHBIX 00Pa3IoB OKOJIO TMpe/esa
oOHapyxeHust. [[Jis1 KOMMYECTBEHHOTO TeCTa BaKHO, HE BO3HU-
KA€eT JIM 3HAYMMOE CMEILEHUE pe3ybTaTra U He YXYILIAeTCs JI
NPEUU3UOHHOCTh Ha KJIMHUYECKU 3HAYUMbIX YPOBHSIX. s n3-
JeJid C MPOrpaMMHBIM KOMIIOHEHTOM HEOOXOAMMO MOHUMATD,
COXPaHsIETCsl JIU pe3y/IbTaT IPU HEU3MEHHOUN BEpCUU aITOPUTMA
Y KaK BJMsieT OOHOBJICHUE BEPCHH.

B Hacrosimelt riaBe TepMUH «COMOCTAaBUMOCTb pe3y/bTaTa»
UCTIOJIb3YETCS B MPUKJIAJHOM CMBICJIE: KAK COXPAaHEHUE AHAJIU-
TUYECKOTO BBIBOJA NMPU U3MEHEHUU CEPUHM, CPOKA XPAHEHUS,
TPAHCTIOPTHBIX YCJIOBUH, OTKPBHITOTO (pJIaKOHA, KaTMOPOBOYHOM
CHCTEMBI WJIM BEPCUH MPOrpaMMHOro obecrieueHusi. Takas co-
MOCTaBUMOCTb BaXKHa, HO METOJJMUECKH OHa JIOJIKHA OBITh CBSI3a-
Ha JIMOO CO CTaOUJIBHOCTBIO, JTMOO C OIIEHKOW MPEelU3UOHHOCTH,
PacCMOTPEHHOM paHee.

Buabl cTa0MIBLHOCTH

CTtaOWIbHOCTh He SIBJISIETCS] OJIHOW XapaKTepPUCTUKOM. B 3aBu-
CHMOCTH OT W3/Ie/Iis U Ha3HAYEeHUsI TpeOyeTcsl OlEHUBaTh pas-
HbIE BUBI CTAOMIIBHOCTH. [ peareHTHOro Habopa BaXXHO MO[I-



TBEPAUTH CPOK TOAHOCTH B 3aKPHITON YIIAKOBKE U CTAOUIIBHOCTD
nocsie BCKphITUs. s KammOparopa Wi KOHTPOJIBHOTO Mate-
puaja — CTaOWJIBHOCTh YCTAHOBJICHHOTO 3HAUeHWS B TCUCHHE
3asgBJIEHHOrO Tepuopaa. s KJIMHUYecKoro oopasiia — YCJo-
BUSI, TIPY KOTOPBIX aHAJIMT COXpaHseTcs 10 uccaenoBanus. s
TPaHCIIOPTUPYEMOTO 0Opa3Iia — YCTOMYMBOCTh K TEMIIEpaType,
BpPEMEHU U YCJIOBUSM NepeBO3KU. [1J1s 3aMOPOKEHHOTO MaTepu-
aja — BJIMSHUE LUKJIOB 3aMOpPaKMBaHWS W OTTauBaHus. [ljist
MIPOrPaMMHOT0 U3EJHSI — CTaOUIIBHOCTD Pe3y/IbTaTa MpH Her3-
MEHHOU BEPCUU JITOPUTMA U COIMOCTABUMOCTD IOCJIE U3MEHe-
HUH.

JJ1s1 KasKA0ro M3JIeusl Hy;KHO OIpeIeINTh, Kakie BU/IbI CTa-
OWJIBHOCTU JICHCTBUTEIBHO OTHOCSATCS K 3asIBJICHHOMY ITpHMe-
HeHuo. Heslb3s1 MexaHn4ecKy epeHOCUTh OJIMH HaOOP UCTIBITA-
HUI Ha Bce u3aenus. g oqHOPa30BOro IKCIPECC-TeCTa Bak-
HBI YCJIOBUSI XpaHEHHsI, TPAHCTIOPTUPOBAHUS M CTAaOMJIBHOCTD B
TIOJTb30BaTeNIbCKOM cpee. st madopaTopHON CHUCTEMBI C Ka-
TMOpaTOpaMu U KOHTPOJISIMU BaKHBI CTAOMJIBHOCTh PEareHToB,
KaJIMOPOBKHU, OTKPHITOTO (pJIaKOHA M MEKCEepHTHAsI COTIOCTaBH-
MOCTb. JIJIsT MOJIEKYJISIPHOTO TeCTa BaKHbI CTAOUJIBHOCTh HYK-
JIEMHOBOW KHUCJIOTHl B MaTepualie, YCIOBUSl TPAHCIIOPTUPOBKU,
YCTOMYMBOCTb 9KCTPAKTA U BIUSIHUE IUKJIOB 3aMOPAKUBAHUS U
OTTaMBaHUS.

Cxema 22.1 — OcHoOBHBIE BHIbI CTA0OMJIBLHOCTH B N3]1e-
JHUAX IJIA JHArHOCTHKH in vitro

— CTadéuabHOCTh 3aKpbITOro u3aeausa — Ymo oyenu-



eaemcs: Coxpanerue XapaKmepucmuk @ meueHue Cpoka 200HO-
cmu;, Ilpumep eonpoca: Pabomaem au Habop peazeHmog nocae
XpareHust 00 KOHUA 3As181eHHO20 CPOKA? .

— CradnabHOCTh OTKPBHITOro hiaakoHa — Ymo ouenu-
eaemcs: CoxpareHue XapaKmepucmuk nocae 6CKpbimusi ynakos-
ku; Ipumep eonpoca: Moowcro au ucnonvdosame peazenm 30
OHell nocnhe OmKpoimus?.

— TpancnopTHasi cTaduIbHOCT — Ymo ouenusaemcsi:
Bausirue nepesosku u memnepamypruix koneoanuti ; Ilpumep 8o-
npoca: Coxpansitomcest AU XapaKmepucmuku noc1e mpaHcnopmu-
POBAHUSL NPU 3ASIBAEHHBIX YCAOBUSIX .

— CTadmIbHOCTh KJINHHYECKOT0 oOpa3na — Ymo oue-
Husaemcs: Coxparenue ananuma 0o uccredosarust; Ilpumep
eonpoca: Mooicro au xpanums oopazey 24 uaca npu 2-8 °C?.

— CTabWIBLHOCTH MOCJIE 3aMOPA’KHUBAHUS/OTTANBAHNS
— Ymo ouyenusaemces: Bausinue yukA08 3aMOPANCUBAHUSL U OM -
mausanusi; Ipumep sonpoca: Mensiemcs au pezynvmam nocne
08YX UUKN08 3AMOPAHCUBAHUSL? .

— CTabuabHOCTH KAJIHOpaTopa win KOHTpoass — Ymo
ouenusaemcsi: Coxpanenue ycmanoenennozo 3vavenusi; Ilpu-
Mmep sonpoca: Ocmaemcst AU KOHMPONLHBIL MAMEPUAN 8 OONY-
CMUMDBIX Npedenax 8 meueHue cpoKka NPUMeHeHus:? .

— CTadmIbHOCTh POrPaMMHOI Bepcunn — Ymo oyenu-
eaemcs: Coxparnenue pesynomama npu Heusmernoti sepcuu 110
Ipumep sonpoca: Ioayuaem au anzopumm mom dice pe3ynb-
mam npu NOBMOPHOLL 0opadomice mex e OAHHBIX?.



— ConocraBumMocThb nocje usmMeHenuss — Ymo ouenu-
eaemcs: Bausinue oOHoenenus peazenma, npuoopa, cepuu uau
aneopumma; Ipumep sonpoca: Coxpansiemcs au ananumuue-
CKULL 81800 NOCAE CMEHbL 8ePCUL UNL CEPULL? .

ITanbl, Ha KOTOPBIX CTA0MJILHOCTh MOKET BJIUATH Ha
pe3yJabTar

CTaOMIbHOCTh MOXET HapyIIaThCsl HE TOJIBKO MPHU XpaHEHUH
roroBoro uzaenus. OHa MOXET BIMATh HAa pe3yJabTaT Ha pas-
HBIX 3Tarax: MPOU3BOJCTBO, XpPaHEHUE Y MU3TOTOBUTEJISI, TPAHC-
NOPTUPOBAHUE, XPAaHEHHUE Y TIOJIb30BATEIsl, BCKPHITHE YITAKOBKU
WJIY TIO/ITOTOBKA peareHTa, NojydeHre U XpaHeH!e KITMHUYeCKO-
ro oOpasiia, MpoOOIOArOTOBKa, M3MEpPEeHHe, 00padOTKA TaHHBIX
Y MHTEpIpeTaIus pe3yJibrara.

[Tpu mpoBe/iecHUM UCTILITAHUH CJIeyeT YUUTHIBATh YCJIOBHS,
3asiBJICHHbIE B MHCTPYKIIMU IO NMPUMEHEHUIO: CPOKU XpaHEeHUsI
o0paslia ¥ peareHToB, JOMyCTUMOE BpeMsi OT B3SITHS 00pasiia 10
WCCJI/IOBAHMSI, YCJIOBUS TIOATOTOBKM MaTepualia, a Takke Bep-
CHIO TTPOrPaMMHOT'0 00ECTICUEeHU ST UJTH AJITOPUTMA, €CJTH Pe3yJib-
TaT 3aBUCUT OT MPOrPAaMMHOK OOpaOOTKU. DTH MapaMeTphl He
BCEr/ia MOT'yT ObITh MOJHOLEHHO MOATBEPK/ICHBI B pAMKaX KOH-
KPETHOTO UCIIBITAHUS, HO OHU JIOJKHBI ObITh 3a(DUKCUPOBAHBI B
IIPOTOKOJIE Y YYTEHBI TIPU OLIEHKE TIPUMEHUMOCTH TTOJTyYEHHBIX
pe3yJIbTaToB.
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Pucynok 22.1. CtabuibHOCTD pe3ysibTaTa BO BpeMeHH C Ipa-
HUILIAMU [PUEMJIEMOCTHU

Kak noarsep:x1alT cTa0MIbHOCTD

HccnepoBanne cTaOMILHOCTH JIOJIKHO COOTHOCUTBCS C 3asIB-
JICHHBIMU YCJIOBUSIMUA XPaHEHUsI, TPAHCTIOPTUPOBAHUSI U TIPU-
MeHeHus u3zenusi. B paMkax vcrbplTaHUl HEOOXOOUMO (PHKCH-
poBaTh (paKTUUYECKUE YCIOBHS XPAaHEHUsI PEareHTOB W 00pa3-
IIOB, CPOK OT IOATOTOBKM WJIA B3SITHSI 0Opasiia JO MCCIIeioBa-
HMUS, 4 TAKXKe WHbIE TTapaMeTpPhbl, CIIOCOOHBIE ITOBJTUATH HA Pe3YJIb-
tar. [lonHOe noaTBep:KAeHNe CPOKa TOAHOCTH UJIU BCEX YCIOBUI
TPaHCIIOPTUPOBAHM S OOBIYHO OTHOCHUTCS K JIAaHHBIM U3TOTOBUTE-
JI51 ¥ PETUCTPALIMOHHON IOKYMEHTAIIMU; B KOHKPETHOU MPOrpam-



M€ UCTBITAHUI MOTYT TPOBEPATHCS TOJIBKO OT/IEIbHBIE KPUTHYE-
CKHUe YCJIOBUSI, €CIIU 3TO MPEIYCMOTPEHO €€ 11eJIbIO.

CTaOmIbHOCTh OOBIYHO OIIEHUBAIOT BO BpeMeHU. B BhIOpaH-
Hble TOUYKHU U3MEPSIIOT KOHTPOJIbHbIE MaTepuasibl, 00pasiibl Win
peareHTbl M CPaBHUBAIOT PE3Yy/IbTaThl C MCXOAHBIM 3HAYEHU-
€M WIM YCTAaHOBJIEHHbIMU TpefenamMu. BaxHO BKJIOYATh YPOB-
HU aHAJIUTA, KOTOPbIe UMEIOT KJIMHUYECKOEe 3HAUCHHe: HU3KUIA,
ONMM3KUI K MOPOry, CPeAHUN U BBICOKUM. [IJ11 KaueCTBEHHBIX
TECTOB OCOOEHHO BaXXHbI CJIA00TIOIOKUTEIbHBIE 00Pa3Iibl OKOJIO
npeiesna ooHapykeHus. [[1s1 KOTMYeCTBeHHBIX — YPOBHH OKOJIO
KJIMHUYECKUX PelIeHUd U TPaHMUIl AUara3oHa.

Kputepuu npuemaeMocT I0KHBI ObITh YCTAHOBJIEHBI 3apa-
Hee. OHM MOT'YT BbIpaKaTbCsl KaK JIOMYCTUMOE MPOLIEHTHOE U3-
MeHeHHe, aOCOIIOTHOE OTKJIOHEHUE, COXPAaHEHUE pe3yJbrara B
npejesiax KOHTPOJIbHOTO MHTEPBAJIA, OTCYTCTBUE CMEHBI KaTero-
UM WK OTCYTCTBUE KJIMHUYECKU 3HAYMMOTO BIHSHUSA. BriGop
KpUTEpUs 3aBUCUT OT TUIA Pe3yJibTaTa U Ha3HAUEHUS U3JIENIHSL.

ISl KOJIMYECTBEHHBIX PE3Yy/IbTaTOB U3MEHEHUE OTHOCUTEIIb-
HO MCXOJHOTO 3HAYEHUST MOXKET PaCCUMTHIBATHCS 1O (hopMyJie:

A_t(%) = (X_t-X_0)/(X_0)x 100.

rae: A_t(%) — u3MeHeHue pesysbraTa B MOMEHT BPEMEHHU
t OTHOCUTENIbHO UCXOOHOTO 3Ha4eHusl; X_t — pe3ysbTaT B MO-
MeHT BpeMeHH t; X_0 — HUCXOQHbIN pe3yIibTar.

Ilpumep 22.1 — Ouenka cmaduirbHOCMu KOHMPOALHO20
Mmamepuana npu XpaHeHuu

Konumponwvruwiti mamepuan ¢ ucxoonwvim snaueruem 100 Eo/ma



xparuau npu 2-8 ° C . Peayavmamut uzmepsanu 6 Hauane uccie-
O0osanusi u uepes 1, 3, 6 u 12 mecsues. Kpumepuii npuemaemo-
CMU YCMAaHO08eH 3apanee. UBMEHEHUe OMHOCUMENLHO UCXOOHO20
3HaueHust He 001cHO npesvlams +10 %.

Cxema 22.2 — IIpumep omeHKH CTaOHJIbHOCTH KOH-
TPOJBbHOI0 MaTepuaJja

— 0 mecsaueB — Pezyavmam, Ed/ma: 100; Hzmenenue
OMHOCUMENbHO UCX00H020 3Hauenus: 0 %;, Ouenka: Hcxoonoe
3HAUeHUe.

— 1 mecsau — Pezyavmam, Eo/ma: 98; H3menenue ommuo-
CUMEAbHO UCX00H020 3HaueHus: -2 %; Ouenka: [Ipuemaemo.

— 3 mecsia — Pe3yavmam, Eo/ma: 96; H3menenue om-
HOCUMEAbHO UCXO00HO020 3HaueHust: -4 %; Quenka: [Ipuemnemo.

— 6 mecsaueB — Pezyavmam, Eo/ma: 93; Uamenenue om-
HOCUMEAbHO UCXO0H020 3HaueHust: -7 %; Ouenka: [Ipuemnemo.

— 12 mecsaueB — Pezyavmam, Eo/ma: 88; H3menenue
OMHOCUMENbHO UCXOOHO020 3HaueHus: -12 %; Ouenxa: Henpu-
emaemo.

Pacuem ons 6 mecsues:

A _6(%)=(93-100)/100) x 100 = - 7%.

Hzmenernue cocmaensiem -7 %, umo HAxooumcst 8 npedenax
kpumepust £10 %, nosmomy cmadurbHOCmb HAa cpoKe 6 mecsiues
NOOMBEPHCOEH.

Pacuem ons 12 mecsyes:

A_12(%) = (88 - 100)/100) x 100 = - 12%.

Hzmenenue cocmaensiem -12 %, umo npegviuiaem xpumepuii



+10 %. Cnredosamenvtio, cmaduUNbHOCHb HA CpoKe 12 mecsiues
He NOOMEePHCOeHA.

KoppekTHblii BHIBOA:

CTabuIbHOCTh KOHTPOJBHOTO MaTepuaa Mpu XpaHeHU! 2—
8 °C moarBepxkjeHa 10 6 mecsieB BKIouuTeapHO. Ha cpoke
12 mecsueB BbISIBJIEHO U3MeHEHUeE -12 %, npeBblanniee ycra-
HOBJIEHHBIM KpuTepui npuemsieMocty +10 %. 3asBnenue cpoka
CTaOWIILHOCTU 12 MecsIeB Mo JaHHBIM HACTOSIIETO UCCTIeI0Ba-
HUS He 0OOCHOBAHO; TPeOyeTCs AOTIOTHUTEILHOE HCCIIeIOBAaHUE,
V3MEHEHHE CPOKA TOJHOCTH WUJIU MIEPECMOTP YCIOBUM X PAaHEHHUSI.

DTOT NMpUMEP MOKA3BIBAET, UYTO CPOK CTAOMJIBHOCTH HEJIb3s1
3as1BJISITh 10 TIOCJIEIHEN KelaeMOM TOUKe, €C/IM JIaHHbIE ee He
MOATBEPXJA0T. ECin cTaOMIIbBHOCTD MOATBEPkIeHa 10 6 Mecs-
LEB, a Ha 12 Mecsanax pe3yJabTaT HEMPUEMJIEM, BbIBOJ TOJIKEH
OBbITb OrpaHUYEH

YckopeHHasi M peajibHasi CTa0MILHOCTh

Jns monTBepkAeHUsT CTAOMIBHOCTH MOTYT HCIOJIb30BAThCS
WCCJIE/IOBAHUS] B PEAIbBHOM BPEMEHU U YCKOPEHHBIE HCCIEN0-
BaHus. MccnenoBanve B peajbHOM BPEMEHM IMOKa3bIBAET, KaK
U3JeNMe WM MaTepuall BelleT ceOsl pU 3asiBJIEHHBIX YCJIOBU-
X XpaHeHUs B TedeHHe (DaKTUUYECKOro cpoka. DTo HamOojee
IPSIMOM CTIOCO0O MOATBEPKACHHS CPOKA TOAHOCTU. YCKOPEHHbBIE
UCCIIE/IOBAHMSI UCTIONB3YIOT O0Jiee JKeCTKUE YCIIOBHS, HalIpUMeEp
TIOBHIIIICHHYIO TEMIIEpaTypy, YTOOBI MOTYYUTh IMPEIBAPUTENb-
HYIO OIIEHKY CTaOMJIBHOCTH OBbICTpee.

YcKopeHHBIE UCCIIeIOBaHUSI TIOJIE3HBI Ha 3Tare pa3padOTKU



WIA TIPeBApPUTEIILHOIO OOOCHOBaHMS, HO OHU HE BCErja MO-
I'YT MOJHOCTBIO 3aMEHUTh JJAaHHbIE PeajibHOrO BpeMeHu. buoso-
TMYEeCKHMe MaTepualibl, OCIIKM, HYKJIEUHOBbIE KUCIIOTHI, aHTUTE-
Jia, (bepMEHTHI U CJIOKHBIE PEareHTHbIE CUCTEMbI MOTYT JIerpa-
JUPOBaTh HE CTpPOro mpeackasyemo. [loatomy, ecinu cpok roj-
HOCTU U3HAYAJILHO OOOCHOBAH YCKOPEHHBIMU JTAHHBIMU, B J1aJTh-
HeliiemM oOBIYHO TpeOyeTcsi MOATBEPXKICHUE B PealbHOM BpeMe-
HU. BaxxHO paznuuaTh iBa pa3HbIX MPeIMeTa YCKOPEHHbBIX UCTIbI-
TaHUW. YCKOPEHHOE CTapeHue Mo Moesu, aHanornyHo ASTM
F1980 (Standard Guide for Accelerated Aging of Sterile Barrier
Systems for Medical Devices), OTHOCUTCSI K IIEJIOCTHOCTH yTia-
KOBKM M CTEpUJIBHOTO Oapbepa Kak (pU3MUECKOW CHCTeMbl U He
SIBJISIETCS] MOZIEJIBIO TIOTEPY AaHAJTUTUIECKOW aKTUBHOCTH peareH-
Ta. KuHeTnka morepy aKTMBHOCTU OEJIKOBBIX, AHTUTEIBHBIX U
(bepMeHTHBIX KOMITIOHEHTOB OMpeAesseTCs] MHBIMU MEXaHU3Ma-
MU (TepMUYECKasi IeHaTypaliysi, arperaiys) U OlleHUBaeTCs Me-
Togamu, uznoxxeHasiMu B CLSI EP25; equHoro crangapra, aHa-
sgornyHoro ASTM F1980, nns moaenvpoBaHusl IOTEPUA aKTUB-
HOCTU CJIOHBIX OMOJIOTMYECKUX PEareHTOB He CyIecTByeT. B
OTYETE HYKHO YETKO yKa3aTh, KaKKe JaHHbIE SIBJISIOTCS peaib-
HBIMHU, KaKM€ — YCKOPEHHBbIMU, U KaKH€ OrpaHUYEHUs UMEEeT
TaKOH MOIXO/I.



WUccnepoBaHue B peanbHOM BpeMeHu
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3anBieHHbIE YCNOBUA daKTUYeCKuin cpok MpsamMoe noaTBepxaeHNe
XpaHeHus HabnoaeHus cpoka

YckopeHHoe uccnepoBaHne
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YcuneHHble ycnosus MpepBaputenbHasa TpebyeT 060CHOBaHWA 1
BO3AeiCTBUA oLeHKa noATBEPXAEHNSA

YcKOpeHHble faHHble He 3aMEHSIOT faHHble peanbHOro BpeMeHn 6e3 060CHOBaHNA

Pucynoxk 22.2. PeanbHasi 1 yCKOpeHHas1 CTAOMIbHOCTh

CTadtmIbHOCTh KJINHIYECKOro 00pa3ia u npooono/aro-
TOBKH

CTabUIbHOCTh KIIMHUYECKOTO 00pasiia MMEET CaMOCTOSITENTh-
Hoe 3HaueHue. Jlaxe eciiv u3Jie/ive U peareHThl CTAOWITbHBI, aHa-
JIMT MOXXET pa3pyliaThCsl, CBS3bIBATHCS, U3MEHATH (hOpMY, TOJI-
BEpraTbCs JIerpaialiii WM CTAHOBUTHCS HEJOCTYITHBIM JIJIS pe-
aKIIUKM B caMOM oOpa3siie. 1o ocoOeHHO BakHO 11t PHK-murme-
Hel, OEJIKOB, KJIETOYHBIX MapKepoOB, METa0OIUTOB, HECTAOKIb-
HBIX TOPMOHOB, (PEpMEHTOB U MaTepUaioB, YYBCTBUTEIbHBIX K
TeMIeparype Wil BpeMeHH.

Eciu uHCTpYKIUs AOMycKaeT XpaHeHue oOpasiia JI0 Ucclie-



JOBaHMs, TPAHCIIOPTUPOBAHUE, 3aMOPAKUBAHKE, PA3ZMOpPAKH-
BaHUE WM XPaHEHUE IKCTPAKTA, TU YCIOBHS JOJDKHBI OBITh
noaTBepx ieHbl. Henb3sl yKa3biBaTh YIOOHBIN /151 ITOJIb30BATENS
CPOK XpaHeHHUs1 6e3 JaHHbIX. 111 Ka4eCTBEeHHBIX TeCTOB HEOO-
XOZIUMO TPOBEPSITH CIAOO0TONOKUTENBHBIE 00Pa3LIbl, TOTOMY YTO
VMEHHO OHH TIEPBBIMH MOT'YT MEPEUTH B OTPHUIIATENILHYIO KaTe-
TOPUIO TIPH JIerpajjaliviy aHauTa. [{Jisi KOMM4YeCTBEHHBIX TECTOB
BaJKHO OIIEHMBATh CMEIIEHNE W U3MEHEeHUe pe3y/ibTara Ha KJIH-
HUYECKY 3HAYMMBIX YPOBHSIX.

CTa0HIbHOCTH IS KQ4€CTBEHHBIX, KOJIHY€CTBEHHBIX
U MOJIEKYJISIPHBIX U3/1eJuil

JL71s1 Ka4eCTBEHHBIX M MOPOTOBBIX TECTOB CTAOMIIBHOCTH MPO-
SIBJISIETCS Yepe3 CoXpaHeHHe KaTeropuu pesynbrata. Ecim cra-
OOTIOJIOKUTENTBHBIN 00pasel] Mociie XpaHeH!sT CTAHOBUTCS OTPH-
1aTeJIbHBIM, CTAaOWJIBHOCTh HE0CTaTouHa. EC/u morpaHuyHbINi
oOpasel] Mocie TPaHCIIOPTUPOBAHKS MEPEXOAUT Yepe3 MOpor,
9TO MOXET U3MEHUTh MEIMIIMHCKOe perieHue. [loatomy s Ta-
KUX U3JIENINIA KPUTEPUI TIPHEMIIEMOCTH MOXKET BKJTIOYATh U W3-
MEHEHHe CUTHAJIA, U COXpaHEeHHe KiIacCh(UKaIMU pe3ybTara.

JI1s1 KOTMYEeCTBEHHBIX M3JETUI CTaOMIIBHOCTh OOBIYHO Olle-
HHMBAIOT Yepe3 U3MEHEHUE Pe3yJIbTaTa OTHOCHTEILHO UCXOIHOTO
3HAYEHHsI WM YCTAaHOBJIEHHOT'O KOHTPOJBHOrO MHTepBana. Og-
HAaKO MPOLIEHTHOE N3MEHEHHE CaMo o ce0e He BCeryia JIOCTaTou-
HO. Hy’XKHO y4uTBHIBaTh, BIMSET JIM 9TO U3MEHEHUE Ha KIMHUYe-
CKyI0 MHTeprpeTanuio. Ecii pe3ynbrar ucromnb3yercs sl Mo-
HHUTOPUHTA, )K€ YMEPEHHOE CMEIleHUEe MPU XPAaHEHUH MOXET



UMUTUPOBATh AUHAMUKY COCTOSIHMS MAlIUEHTA.

B MoneKyapHBIX H3IeMUAX CTAOUIBHOCTD CBSI3aHA C COXPaH-
HOCTBIO HYKJIEMHOBOM KUCIOTHI, 3(p(PEKTUBHOCTHIO SKCTPAKIIH,
MHrUOMPOBAHUEM, YCJIOBUSIMU TPAHCTIOPTUPOBKH, 3aMOPAKH1BA-
HUEM U OTTaMBaHUEM, a TAKKe XpaHeHueM 3KkcTpakTa. [Insg PHK-
MUIIIeHe! CTaOWJIbHOCTh OCOOCHHO YyBCTBUTENBHA K Jlerpaja-
uuu. s JHK-muieneit Mmoryt ObITh BakHBI (pparMeHTauus,
Ka4ecTBO Marepualia U ycioBus (pUKcaliu, 0COOEHHO MpH pa-
6ote ¢ FFPE-o6pa3namu.

ConocraBumMocTh pe3y/bTaTa NpH U3MEHEHHN CepuH,
YCJIOBHII WM BePCHU

[Mocne noaTBepkaeHUs CTAOMIIBHOCTH Ba)KHO MOHUMATh, CO-
XpaHsIeTCs 1M AHAIUTUYECKUI BBIBOJ NIPU M3MEHEHUSIX, KOTO-
pble HeM30eXKHO BO3HUKAIOT B KM3HEHHOM IUKJIE M3/ENHUs. DTO
MOXeT ObITh HOBasl Cepusl peareHTa, HOBbIi KaauOparop, u3Me-
HEHME YCJIOBUI TPAaHCIIOPTUPOBAHU S, UCIIOJIb30BAHUE OTKPBITO-
ro (pyiakoHa, OOHOBJIEHUE TIPOrPAMMHOIO OOeCIIeYeHUsI VT 13-
MEHeHHe TpaBuiI 00paOOTKM AaHHBIX. Takue n3MeHeHusI He Bee-
I/1a OTHOCSTCS K CTAOMJIBHOCTU B Y3KOM CMBbICIIE, HO OHU BJIUSIIOT
Ha COXpaHEHUE AHATUTUYECKOM MPUTOJHOCTH pe3yJIbTara.

Ecnu HOBas cepust peareHTa JaeT CUCTEMaTUYeCKU MHOM pe-
3y/bTaT, MOJIb30BATENlb MOXET OIMIMOOYHO MPHUHSTH MEKCEePUN-
HOE pazjinyrie 3a i3MEeHEeHUe COCTOsTHUSI NarieHTa. Ecim 0GHOB-
JICHHUE aJrOpuTMa MEHSET KJIACCU(PUKALMIO, MPEKHUE JTaHHbIE
00 aHamMTHUYeCKOW 3(P(PEKTUBHOCTA MOTYT OBITh IPUMEHUMBI
TOJIBKO TOCJIE OLIEHKH COIIOCTAaBUMOCTHY BepCcHi. ECIIN OTKpBITBIN



(pr1akoH nocie HECKOIbKUX JHEW UCTIONIb30BaHU S JaeT MHOM ypo-
BEHb CHTHAJIa, 3TO JOJIKHO OBITh YUTEHO B CPOKE NIPUMEHEHUS
10CJIe BCKPBITHSI.

[TosTOoMy B TOKyMEHTAIIMM Ba)KHO YKa3aTh, KAKMUE U3MEHEHH S
KOHTPOJIMPYIOTCSI I3TOTOBUTEJIEM U KaKWe JaHHbIEe TIOITBEPKIa-
10T COXpaHEHUe pe3yJipTara. [lJisi peareHTHBIX U3JEIUA 3TO MO-
KeT ObITh MEXCEpUIHAsi COMOCTaBUMOCTh U CTaOUJIBHOCTh OT-
KpbITOro (prakoHa. [{ist mpuOOpPHBIX CUCTEM — YCIOBUSI KAJIMO-
POBKHM Y TEXHUUYECKOTO 0OCITyKMBaHUs. [{71s1 TPOrpaMMHBIX U3-
JeTIViA — YIIpaBJIeHUue BEPCUSIMU, OLIEHKA BIUSIHUST OOHOBJICHUIA
Y TIpaBUJIa IPUMEHEHM S TIPEXKHUX JAHHBIX MOCIIe U3MEHEHU S aJl-
rOpUTMaA.

CTaduiabHOCTH MPOrpaMMHON BepCHH

It IpOrpaMMHBIX ¥ aJITOPUTMUAYECKUX W3/ICTUNA CTaOUITh-
HOCTb UMeeT ocoOyio ¢opmy. Ecii Ha BXoj MoaloTcsl OMHU U
Te K€ JaHHble MPU HEM3MEHHON BEPCUU aJIrOpuTMa, pe3yJibTar
JOJKEH ObITh BOCITPOM3BOAMMBIM B OBITOBOM CMBICIIE STOTO CJIO-
Ba, TO €CTh MOBTOPHAsI 0OpabOTKa TeX ke JaHHBIX He NOJKHA
IIPOM3BOJIFHO MEHSATh UTOTOBBIN BhIBOJ. Eciin pe3ynabrar MeHs-
eTcs U3-32 OOHOBJICHUSI IIPOTPAMMHOM BEPCUU, U3MEHEHU ST Oa3bl
3HAHWM, TIOPOTOB, TTPABWIT (PHIIBTPALIAYU VITU MOJIENIM MAITHHO-
r0 00y4YeHusl, HEOOXOMMO OIEHUTh COMTOCTABUMOCTh BEPCHUIA.

B Takux uzgenusax ctaOMiIbHOCTH pe3ysibTaTa 3aBUCHT HE OT
XMUMUYECKOM JIerpajaliuu, a OT yIpaBiIeH!s! BEPCUSIMU, BXOIHbI-
MU JAHHBIMU U TIpaBUIaMu 006padoTku. [ToaTomy B oTueTe HyX-
HO (PUKCHPOBATh, KaKasl BEPCUsI TPOrPaMMHOIO OOECTIeUeHUS



Obl1a MCITOJIb30BAaHA TP aHAJIMTUYIECKON olleHKe. Eciu B oOpa-
IIEHUH HAXOIUTCS Apyrasi Bepcusi, HEOOXOOUMO MOKa3aTh, YTO
M3MEHEeHMe He BIIMsIeT Ha KIIMHUYECKU 3HAUUMBbII pe3y/IbTaT Win
MIPOBECTH JOTIOJTHUTENBHYIO OIICHKY.

Yrto npaBUILHO H YTO HENMPABIWJILHO IIPH MOATBEP:K/1e-
HHUH CTA0HIBLHOCTH

Cxema 22.3 — TunoBble OIMOKH NP MOATBEPKIeHUH
CcTa0MJIbHOCTH U COXPaHEHHsI AHAJUTHYECKOI MPUToHO-
cTH

— Cpoxk roanoctu — Ilpasuavno: Tloomeepoums 3as6-
NEHHBIE CPOK OAHHBLIMU 8 PEANbHOM 8PEMEHU UAU OOOCHOBAHHOUL
npozpammoti cmaodunvrocmu;, Henpasuavho: 3aseumse cpok 6e3
OAHHBIX UAU MOABLKO NO KPAMKOMY HAONOO0EHUIO .

— OrtkpsoiThiil paakon — Ilpasuavho: [Iposepums cma-
OUNLHOCMb NOCAE BCKPLUNUSL NPU 3ASBNEHHBIX YCAOBUSX NPUME-
nenust; Henpasuawvho: Cuumams cpok 3aKpvinozo u30eaust npu-
MEHUMBIM NOCNe OMKPLUNUSL.

— Tpancnopruposanue — Ilpasuavro: Cmooeauposams
3as61eHHble MemnepamypHvie U epemeHmvle ycaosus; Henpa-
8ubHO: He oyenusamo enusinie nepesosku .

— Kunnnuecknii o6pazen — Ilpasuawvro: [loomeepoums
ycaosust xparenust oopasua 0o uccnredosarnust; Henpasuavho:
Ykazvieamo cpok xpanenust oopazuya 6e3 OaHHbIX .

— 3amopakuBanne/orrauBanne — Ilpasuavno: [Ipose-
pumu 3aseaeHHoe uucno yukaos ; Henpasuawvho: Jonycxamo no-
6MOopHble YUKABL 03 NOOMBEPHCOCHUSL.



— Iloporossbie Tectbl — Ilpaguavno: Ilposepsms carabo-
noaodcumenvHvle U nozpanuutsle oopasuul ; Henpasuawvno: Hc-
nOABL306AIMNb MONBKO SIBHO NONONCUMENbHBIE 00PA3UbL .

— Kpurepun npuemiaemoctn — Ilpasuavno: Ceazamo
Kpumepuu ¢ HAa3HAYEHUeM U KAUHUMECKU 3HAUUMOU OWUOKOU ;
Henpasguavno: Oyenusams moavko cmamucmu4ecKoe usmeHe-
HuUe 0e3 KAUHUUECKO20 CMbICAA .

— Vckopennasi ctrabmiabHocTh — IIpasuavho: Omoe-
AsIMb NPe08apUMenvHoe YCKOPeHHoe 000CHO8aHUe Om OaHHbIX
peanvrozo epemenu; Henpasuavno: Ilpedcmaensme yckopen-
Hble OaHHble KAK NOAHYI0 3AMEHY PeanbHOl CMadUNbHOCU 0e3
000CHOBAHUSL.

— IIporpammuas Bepcuss — Ilpasuavno: Puxcuposamo
8epCUIo U oueHUusamv eausiHue ooroenenuii ; Henpasuavno: Cuu-
mamu usmerenus: I10 mexHuuecku He3HAUUMbIMU O3 AHANU3A .

— BoeiBog — Ilpasuavno: Ozpanuuusams 8618600 Nposepen-
HBIMU YCAOBUSAMU, CPOKAMU, Mamepuaramu u eepcusimu ; Henpa-
euavbHo: Pacnpocmpansmo 6618600 HA HENPOGEPEHHbIE YCAOBUSL.

JNOKyMeHTHpPOBaHHE B OTYeTe

B oryere no ctabmiibHOCTH HEOOXOAUMO YKa3aTh, YTO UMEHHO
OIIEHUBAJIOCh: peareHT, Hadop, KaauOpaTop, KOHTPOJILHBIN Ma-
TepuaJl, KJIMHUYECKUIA 00pasell, SKCTPAKT, OTKPHITHIN (DJIaKOH,
TPAHCIIOPTHBIE YCJIOBUSI WM MPOrpamMMHbIN pe3ynbrar. Hyxk-
HO ONKCATh YCJIOBUSl XPaHEHHUs], TEMIEPATYpPY, BJIAKHOCTh MPU
HEOOXOMMOCTH, BpEMEHHbIE TOUKH, YUCIIO CepHii, YPOBHH aHa-
JIUTa, TUM MaTepuaa, YUCjo MOBTOPOB, KPUTEPUU MPUEMIIEMO-



CTU M PE3YJIbTATHI 10 KAXKJIOW TOUKE.

Ecnmu cTabmiibHOCTh TTOATBEPK/IAETCS YCKOPEHHBIM UCCIIeIO-
BaHKEM, 3TO JIOJKHO OBITh YKa3aHO OTAebHO. Heobxoamumo omnm-
caTh MOJIENIb YCKOPEHUs1, YCJIOBUSI BO3JEUCTBUS U OTPAaHUYEHUSI
BBIBOJA. Ecu J1aHHBIE peasibHOrO BPEMEHU ellie MPOJOIIKAIOT
HAKAIUTMBAThCS, ITO JOJHKHO OBITh OTPaXeHO B IUIaHe HaOmozie-
Hus1. Henb3s npecTaBisaTh yCKOPEHHbIE TaHHbIE KaK TIOJTHOCTHIO
9KBUBAJIEHTHbIE PeaTbHOMY CPOKY 0e3 000CHOBaHMUSI.

Ecmu cTaOuibHOCTh WM COTIOCTABUMOCTD pe3yJibTaTa Mojl-
TBEPKJICHBI TOJILKO JIJIS1 OTIPE/IEICHHBIX YCJIOBUH, BBIBOJI JIOJIKEH
ObITH OrpaHnYeHHBIM. Eciii cTaOuIbHOCTh TIOATBEPKICHA TOJb-
Ko 1ipu 2—8 °C, HeJb3s1 3asIBJISITh XpaHEHHUE P KOMHATHOW TeM-
neparype. Eciu cTabunbHOCTD KJIMHUYECKOro 00pasiia MoATBep-
JKJICHA TOJIBKO TSI TIJIa3MBbl, HEJIb3s1 aBTOMATUIECKU TIEPEHOCUTD
BBIBOJI Ha 1IEJIbHYIO KPOBb, CyX0O€ MSATHO KPOBH WJIH JIUKBOP. Ec-
JIM BEpCHsl ajiroOpUTMa M3MEHWJIACh TMOC/e UCTBITAHUM, HYXHO
OLIEHUTh MPUMEHUMOCTb TTPEKHUX JAHHBIX.

B wWHCTpyKIIMM 1O TPUMEHEHUIO JOIKHBI OBITh OTpaxke-
HbI TIOATBEPKACHHbBIC YCIOBUS XPaHEHHU S, TPAHCTIOPTUPOBAHUS,
CPOK TOJHOCTH, CPOK HCIIOJIb30BAaHUS TOC/IE BCKPBITHS, JIOIY-
CTUMBIE YCIIOBUSI OOpalieHust ¢ 00pa3iioM, MpaBriia 3aMOPaKH-
BaHWS W OTTaWBaHUs, TPEOOBAHUS K SKCTPAKTY, OrPAHUICHUS
POrpaMMHOM BEpCUU U JICUCTBUS TIOJIb30BATEIIS TIPU HapyIIe-
HUM yCJIOBUI. BBIBOABI OTYETA M MHCTPYKLIMSI HE JOJIKHBI pac-
XOIUTHCS.

Hror ruasbl



CTaOuUIbHOCTD TMOKA3bIBAET, COXPAHSIET JIM MEIUIIMHCKOE U3-
Aenve IJis TUarHOCTHUKH in Vitro, ero peareHTsl, KaamOpaTopsl,
KOHTPOJIbHbIE MaTepuasibl, KIMHUYECKUE 0Opasiibl, IKCTPAKTHI
WJIY IPOT pAMMHBIE Pe3yJ/IbTaThl aHATUTUUYECKYIO IPUTOJHOCTD BO
BPEMEHU U MPH YCTAHOBJIEHHBIX YCJIOBHSX oOpatieHus. OHa oT-
JIMYaeTcsl OT MPELU3UOHHOCTH: IOBTOPSEMOCTb, BHYTpHIa0opa-
TOpHasl MPEUU3UOHHOCTh M BOCIPOM3BOIMMOCTb OTHOCSITCS K
YCJIOBUSIM OLEHKU MPELM3MOHHOCTU M PacCMOTpeHbl paHee. B
HACTOSIILIEN IJIaBe CTAaOMUJIbHOCTh PACCMATPHUBAETCS KaK JOKa3a-
TEJIbCTBO TOIO, YTO paHee MOATBEPKACHHbIE aHATTUTUYECKUE Xa-
PAKTEPUCTUKU COXPAHSIIOTCSl B TE€YEHUE CPOKA TFOIHOCTH, TOCe
TPaHCIIOPTUPOBAHUS, I1OC/IE BCKPBITHUSA, TPU XpaHeHUU o0pasLa,
NOCJIe 3aMOPAKUBAHUSI M OTTAaMBaHMS, a TAK)Ke MPU yIpaBJisie-
MOM W3MEHEHUHU CepuM WM BepCUM u3jenus. BeiBoasl o cra-
OUJIBHOCTU JOJIKHBI OBITh CTPOrO OrpaHUYEHbl TPOBEPEHHBIMU
YCJIOBUSIMH, CPOKAMHU, MaTepraslaMy, yPOBHSIMHU aHAJIUTA U BEp-
CUSIMU M3/IeNUs1 M JOJDKHBI OBITh COIJIACOBAHBI C MHCTPYKIIMEH
10 IPUMEHEHMIO.



I'nasa 23. Ilpocie:xuBaeMoCTh
1 KaJuOpoBKa

[TpocnexnBaeMOCTh U KaTMOPOBKA SIBJISIIOTCS KJTIOYEBBHIMU
IEMEHTAMU AHAJIMTUYECKOW I(PPEKTUBHOCTH MEIULIMHCKUX
U3JIeJIUIA [T TUarHOCTUKY in Vitro, 0COOEHHO 11 KONMYEeCTBEeH-
HBIX U3MepeHnid. OHU TIO3BOJISIOT TIOHSTh, OTKY/Ia OEpPeTCsl Yuc-
JIOBOE 3HAUEHHUE pe3ysibTara, C YeM OHO CBSI3aHO U HACKOJIBKO
OHO COTIOCTaBMMO C pe3yJIbTaTaMHU, MOJTyYEeHHBIMU B IPYTOil ce-
puM, Ha IpyroM npudope, B Ipyrou JlabopaTopuu WM B APYyroi
crcTeMe u3MepeHuit. bes mpocnexuBaeMocTy U KOpPEeKTHOM Ka-
JTMOPOBKU KOJMYECTBEHHBIN PE3y/IbTaT MOXET BBHIIJISIETh TOY-
HBIM, HO OBITh CJTA00 COMOCTABUMBIM U IIJIOXO MHTEPIpPETHPYe-
MBIM.

J1s MMarHOCTHKH in Vitro 3To uMeeT 0codoe 3HaueHue. MHo-
Tve pe3yJIbTaThl UCTIONB3YIOTCS M KaK pa3oBasi JabopaTopHasi MH-
(popmarus, ¥ Kak OCHOBaHME /JIsi MOHUTOPUHTA, KjIaccu(uKa-
UM MAeHTa, OLIEHKU JUHAMUKH, BBIOOpA Teparnuy Wid CpaB-
HEeHUs ¢ KJIMHUYECKUMHU roporamMu. Eciu pesysbrar IIoKO3bl,
rOpMOHA, BUPYCHOW HArpy3KH, OEJTIKOBOr0 MapKepa, MeTaboInTa
WIN JIEKAPCTBEHHOTO BEINECTBA 3aBUCUT OT MPOU3BOJILHOM Ka-
JTMOPOBKU, MEHSIETCSI ME3K/1y CEPUSIMU UJIU HE CBSI3aH C ITPU3HAH-
HOUW CHUCTEMOW 3HAUEHHU, €ro KJIMHWYECKas HaJeXHOCTb CHU-
xaetcs. [lomp30BaTesb MOXKET MOJIYYUTh YUCIO, HO HE MOHU-



MaTh, HACKOJIBKO OHO COMOCTaBMMO C KJIMHUYECKUM TOPOTrOM
WU TIPEBIAYIIUM PE3YTbTATOM.

Mempoaozuueckas npocaexcueaemocms  — 3mMo C8Oli-
CMeo pe3ynvbmama UMEpPEeHUsl, NPU KOMOPOM pe3yabman Mo-
aHcem Oblms CA3AH C NPUSHAHHOU peghepeHmHOl OCHOBOLL uepe3
OOKYMEHMUPOBAHHYIO HENPEPLIBHYIO UeNnb KAAUOPOBOK UNU CPAB-
HeHUll, Kaxcooe U3 KOMopblX 6HOCUN C8OlL 8KNAO0 8 HEONPEOeNeH-
HOCH1b.

Kaaubposka — smo ycmarnogneHue 3a6UCUMOCHIUL MeNHCOY
3HAYEHUSAMU, NPUNUCAHHBIMU KAAUOPAMOPAM, U CUZHANOM AHA-
AUMUMECKOU CUCTEeMbl, NO3680ASIIOULEe NOAYUATNb PE3YAbINAN U3-
MepeHust 015 HeU38eCMHbIX 00PA3YO8.

Ipocaesrcusaemocmv omeeuaem Ha 6onpoc, K KaKoui cucnie-
Me 3HAUeHULl OMHOCUMCS Pe3yAbmam, Kaiubpoeka — KaKk aHa-
AUMUYECKAsl CUCEMA NEPeBOOUn CUZHAN 8 HUCA080€e 3HAUEHULe,
a HEONPeOeNeHHOCb — HACKOAbKO HAOEHCHO MO 3HAUEHUE Bbl-
pagicaem UMepsemMyto 8eAUMUHY C Y4emom 6Cex CYUleCnBeHHbIX
UCMOYHUKO8 8APUADENbHOCTIUL

[TpocnexuBaeMoCTh He ciieyeT MOHUMATh Kak (hOpMaIbHYIO
CCBUIKY Ha KanmOpatop. BaskHo Hanmmuue kanmbparopa, a Takxe
NPOUCXOKJIEHUE 3HAUEHMs, KOTOPOE €My IMPHUIHUCAHO. 3Haye-
HHE MOXET ObITh CBSI3aHO C MEXIYHAPOIHBIM CTaHIAPTOM, pe-
(pepeHTHBIM MaTeprasiom, pedepeHTHOM METOAMKOM, CTAaHIAPT-
HBIM 00pa31oM, BHYTPEHHEN CUCTEMON U3rOTOBUTENSI MJIA KOH-
CEHCYCHBIM 3HaueHHeM. YeM sicHee M HaJeKHee 3Ta CBsI3b, TEM



CHJIbHEE JIOKa3aTesibHasi OCHOBA KOJIMUYECTBEHHOTO pe3ysbTaTa.
Ecnu mpoucxoxieHre 3HaueHs1 He PACKPBITO, PE3YJIbTaT MOKET
OBbITH TPYAHO COMOCTABUTH C PE3YJIbTATAMU JIPYTUX CHUCTEM.

KanuOpoBka, B CBOIO ouepe/ib, He SIBJISIETCS MPOCTON TeXHU-
YeCKOM Mpolielypoi HACTpOUKu mpuoopa. OHa orpenenser, Kak
CHTHAJI TTpeBpaiaercs B pe3yabrar. Ecim kammOpoBoUHast 3aBy-
CUMOCTb MOCTPOEHA HEKOPPEKTHO, €CIIM KaTMOpaTophl HE OXBa-
THIBAIOT paboOUMil AUATIa30H, €CIM MaTepuall KaruopaTopa He Be-
JeT ceOs Kak KIIMHUYECKUI 00pa3er] Wiv eCii CTaOuIbHOCTh Ka-
JTMOPOBKY He TIOATBEPKJICHA, PE3YJIbTAT MAIUeHTa MOXET OBITh
cMenieH. [TostoMy KaaMOpOBKa SIBJISIETCS YacCThIO JOKA3aTesIb-
HOW 0a3bl aHATUTUYECKON (P (PEKTUBHOCTH.

Jl71s1 GOMBIIMHCTBA COBPEMEHHBIX OETKOBBIX U HYKJIEMHOBBIX
OUOMapKepoB MpPU3HAHHAS MEXIyHapoqHasi pedepeHTHas CH-
cTeMa B HAcToslIllee BpeMsl OTCYTCTBYET — 3TO TUIIMYHAS, a He
UCKJIIOUUTEeNNbHAs cuTyanusi. V3noxkeHHas jajee mojHasi Lerb
MPOCJIEKMBAEMOCTH — OPUEHTHUP, PEasbHO JIOCTHIKUMBIA IS
OrPaHUYEHHOTO KPyra AaBHO CTaHAAPTU3UPOBAHHBIX aHATUTOB;
JUISI OCTJIbHBIX CJTy4YaeB 3a/1a4a COCTOUT He B JJOCTHKEHUU TIOJ-
HOM 1IeNH, 2 B YeCTHOM OIMCAHWU CUCTEMbl 3HAYEHU I N3TOTOBU-
TEJIsI U €€ OrpaHUYCHUI.

MeTtpoJiornyeckasi nenb NpocJjae:KnBaeMoCT

B uneanbHOM ciydae pe3ysbTaT M3MEpPEHHs CBSI3aH C IMpH-
3HaHHOU pedepeHTHON cucTemMon. Takast cucteMa MOKeT BKJTIO-
yatb equauiibl CY, nepBuuHbiil pepepeHTHbIN MaTepual, pede-
PEHTHYI0O METO/IUKY, pedepeHTHYI0 JTadopaTopuio, BTOPUIHbIC



KaJmopaTopsl, padoure KaauOpaTopbl U3TOTOBUTENS M KaJno-
paTopbl, UCMOJIb3YEMBIE MOJIb30BATENEM. B pealbHOM MpaKkTUKE
JUIsl MHOTHX aHAJIMTOB TaKasi MoJTHasi cucTemMa oTcyTcTByer. Oco-
OEHHO 3TO XapaKTEePHO ISl CJIOXKHBIX OMOJOTMYECKUX MapKe-
POB, AHTUTEJ, MOJIEKYJISIPHBIX MUILIEHEH, KJIETOUHBIX IPU3HAKOB
Y HEKOTOPBIX aJITOPUTMHUYECKUX pe3y/ibratoB. Ho naxe B 3THX
Clly4asix HeoOXOIMMO OMKCaTh, K KAKOUM CUCTEMe 3HAUSHUI TTPH-
BSI3aH pPe3y/IbTaT U KaKve OrpaHUYEHMS 9TO CO3/aeT.
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Pucynok 23.1. Merposornyeckas 1elb POCIeKUBaeMOCTH
pe3ynbTaTa

PucyHok 23.1 nokasblBaeT, 4To pe3y/bTaT MalueHTa Haxo-
JMTCS1 B KOHIIE 1IeTH, a He CYIIeCTBYeT caM 1o cede. Eciu Bepx-



HUE 3BEHbsI 1IETIM HAJIE)KHBI, IOKYMEHTUPOBAHbI ¥ TPUMEHUMBI
K JAHHOMY aHAJIUTY, pPe3yJIbTaT JIErye MHTEPIPETUPOBATh U CO-
noctapisATh. Eciu nens pazopBaHa WM HE OMKCaHa, MoJb30Ba-
TeJb (PAKTUYECKU MOJTyYaeT pe3yJIbTaT, IPUBSA3aHHbIA TOJIBKO K
BHYTPEHHEN CUCTEME M3roToBUTeENsA. IHOrAa 310 10MyCcTUMO, HO
JOJDKHO OBITH IPSIMO YKa3aHO, OCOOEHHO €CJIM OTCYTCTBYET MEXK-
JTyHapoaHasi pepepeHTHas cucTema.

Il u3nenui, pe3ysbTaThl KOTOPBIX MCHOJIB3YIOTCSI B MOHU-
TOPUHTE, MPOCIIEKUBAEMOCTh OCOOEHHO BaxkHa. Ecim manveHt
HaOJTI0/IaeTCs BO BPEMEHU, M3MEHEHHEe Pe3y/IbTaTa JOIKHO OT-
pakaTb U3MEHEHHE COCTOSIHUSI, a HE M3MEHEHHe KaTuOpOBOY-
HOW CUCTEMBI, TAPTUM PeareHTa Wiv epecMoTpa 3HaYeHUs Ka-
moparopa. [[ist u3enuii, npuMeHsieMbIX B pa3HbIX JJaOOpaTopu-
SIX, TIPOCTIEKUBAEMOCTh TTOMOTaeT 0OEeCIIEUUTh COMTOCTABUMOCTD
pe3yJbTaToB MeEXay Tuionaakamu. st kaamOpaTopoB U KOH-
TPOJIbHBIX MATEPUAJIOB MPOCIIEKUBAEMOCTD SIBJISIETCS OJHOW U3
LHEHTPAJIbHBIX XaPaKTEPUCTUK, TOTOMY UTO OHU CAMU UCTIONb3Y-
I0TCA 17151 IEPEHOCA 3HAYEHUM.

Kaau6paropbl, KOHTPOJbHbIE MaTepPHAJIbI, CTAHIAPT-
Hble 00pa3ubl 1 pedpepeHTHbIE MaTePHAJIbI

B npaktuke MU MB]I yacto cMemmBaioT MOHATHS Kaauopa-
TOpa, KOHTPOJILHOTO MaTepraJa, CTaHIapTHOro oopasia u pede-
PEHTHOro Matepuasia. dTo co3/IaeT MeToAnUYecKre omuoku. Ka-
TMOPATOP UCTIOJNB3YETCs ISl YCTAaHOBJIEHUS] 3aBUCMOCTH MEK-
NIy CUTHAJIOM U 3HaueHreM. KOHTpoJbHBIA MaTeprall UCTIONb3Y-
eTCs 111 KOHTPOJIsI CTAaOMJIBHOCTUA PaOOThl CHCTEMBbI, HO OOBIY-



HO He TpeTHa3HaveH 151 KaTMOPOBKH, €CJIM 3TO CIEIMAIbHO He
ycraHoBjieHO. CtaHapTHBIN oOpasel] win peepeHTHBIN Mate-
pya UMeeT YCTaHOBJIEHHOE 3HAYeHHE W HEOIpeJesIeHHOCTD, a
€ro CTaTyc ONpeeNseTcs MPOIEAYPON aTTecTallii U Ha3Have-
HueM. TepMuH «pedepeHTHbI MaTeprUat» OTHOCUTCS K MEXTY-
HAPOJIHOW TEPMUHOJIOTUU; B POCCUICKOM TEKCTE ero 11e71ec000-
Pa3HO MOSICHATD Yepe3 MOHSATHE CTAaHJapTHOrO 00pasiia.

Cxema 23.1 — Pazimuue kaandpaTropa, KOHTPOJIbLHOIO
MaTepHaJa, CTAaHIapTHOro odpa3na u pecgepeHTHOro Ma-
Tepuaja

— Kammoparop — OcHnosnoe nHaznauenue: YcmarosneHue
KAAUOPOBOUHOU 3A8UCUMOCTIU MEHCOY CUZHANOM U 3HAYEHUEM
ananuma; 9mo eaxicHo 013 0oxazamenvHoil oueHku: Hcmou-
HUK NPUNUCAHHOZ0 3HAYEHUS, CMAOUNLHOCb, OUANA30H, MAn-
PUUd, NPOCAEHCUBAEMOCTTb .

— KouTpoabHbiili MaTepuaid — OcHo8HOe HA3HAUEHUe:
Konmpone cmabunvrocmu u npuzoonocmu aHasumu4eckou cu-
cmemvl, Umo 6axcHo 04 00KA3amMeAbHOIl OueHKu: Ycma-
HOBAEHHblE KOHMPOAbHbLE NPedenvl, CMADUNLHOCHb, MAMPUYQ,
NPUMEHUMOCTb K MEMOOY .

— CranpapTHbiii 00pa3en; — OcHosHoe Ha3Hauenue: [le-
peoaua uau noOmeepHcoeHue 3HAUeHUs. C YCMAHOBNEHHBIMU Xa-
pakmepucmuxamu; Ymo 8axicHo 0151 00Ka3amenbHOl OUECHKU:
Ammecmosarnoe 3Hauerue, HeonpedeNeHHOCHb, OOHOPOOHOCHY,
CMAOUNBLHOCTb, HAZHAUEHILE .

— PechepenTHblit MaTepuai — OcHO8HOe HA3HAYEHUE:



Mamepuan ¢ docmamouro 00HOPOOHBIMU U CIAOUNBHBIMU CEOLE-
cmeamu 0Asi NPUMEHEHUs. 8 U3MepumenvHom npouecce; 4mo
8AXCHO 0151 0oKa3amenwvHol oueHKu: Kommymamusrnocme,
NPU2OOHOCMb K Memody, 3HAUEHUE U HeONPeOeNeHHOCHb NPU HA-
AUMUL.

— Me:xaynapoaublii cranaaptT — OcHO8HOe Ha3Haue-
Hue: I apmoHuzayus pe3ynbmamos u eOuHul, Onsi OnpedeneHHo-
20 anaauma uau ouonozuueckoli akmuerocmu ; 4mo eaxcno ons
ooxkazamenvHoll ouenku: Cesizb ¢ MENCOYHAPOOHOU eOUHUUell,
001acms NPUMEHEHUS], 02PAHUMEHUST MAMPULBL .

KoHTposbHBIA MaTepuas Hejlb3sl aBTOMAaTHUECKU UCTIONb30-
BaTh KaK KaauOparop, a KamOpaTop Hellb3s pacCCMaTpUBaTh Kak
TIOJTHOIICHHBIN pepepeHTHBI MaTepralt Oe3 MOATBEPKIEHUS ero
craryca. []1s1 Kakoro oObeKTa Hy)KHO IOHUMATh, 1] KaKOH 1ie-
JIV OH TIpeJJHa3HaueH U KaKoe 3HaYeHUe eMy TIPUITHCAHO.

Kaau6poBouyHasi 3aBHCHMOCTbD

KannbpoBka cTpoUTCS Ha Cepum KaauOpaTopoB C N3BECTHHI-
MU 3HAYCHUSIMHA. AHATUTUYECKAs CUCTEMa U3MepsieT X CUTHa-
JIbI, TIOCJIE Yero yCTaHaBJIMBAETCsl 3aBUCHMOCTh MEXJIy 3Haue-
HUEM aHaJMTa W CUTHAJIOM. 3aTeM IO 3TOW 3aBUCUMOCTH pac-
CUMTHIBAIOTCS 3HAUEHM ST HEM3BECTHBIX 00pa3IoB. B mpocretitiem
CIyJae 3aBUCUMOCTb MOXET OBITh JINHEHHOM:

y=a+ bx,

I/ie: X — 3HaYeHUe aHaJINTa; y — CUTHAJ aHAJTMTUIECKOU CHU-
CTEeMBbI; a — CBOOOIHBIN YJIeH; b — HaKJIOH KaJTMOPOBOYHOM 3a-
BUCHUMOCTH.



Opnako B M MBI mMHOrMe mMetoipl UMEIOT HEJIMHENHYIO
KaJTMOPOBOYHYIO 3aBUCUMOCTh. DTO OCOOEHHO XapaKTEpHO IS
UMMYHOJIOTUYECKMX aHAJIM30B, HEKOTOPBHIX (DepMEHTATUBHBIX
peakimi, (IyopecleHTHBIX CUTHAJIOB, XeMUTIOMUHECHIEHTHBIX
METOJIOB U IIMPOKOAMAINA30HHBIX KOJMYECTBEHHBIX cHCTeM. B
TaKMX CITy4yasiX MOTYT UCIOJIb30BaThCs HEJIMHEWHBIE MOJIENH, Ha-
npUMep JIOTUCTUYECKUE KpHUBbie. B ydeOHOM KOHTEKCTe BaKHO
He Ha3BaHWE MOJENH, a MPUHLIMIT: BHIOpaHHask MOJEb JOJDKHA
aJICKBATHO OIMCHIBATH CBSI3b MEX/y CHTHAJIOM M 3HAYEHHEM BO
BCEM 3asIBJICHHOM [Maria30He.

VaMepeHHbiit T e =
curnan (S) @  Touku KanuBpaTopos
(3BECTHBIE KOHUEHTpauun)

——  Kanuposouras kpusas
(annpoxcumaLts)

O Obpasey (wenssecTan

 Smax
(sepxHmit npepen)-f- - - KOHUEHTPauus)

MHTepnonAuvs no Kpueoi

XapaKTepUCTUKM KpUBO

« [nanasox KanuGposKi:
ot C; no C;

+ Pabounin guanasou:
NMHEIHBIZ NN GYHKUVMOHANbHBITA
YUaCTOK KpUBOA

+ So- 6naHKoBbli curHan

* Spc- BEPXHUIA NPeAEN curkana
(Hacsiwenue)

. =5 A

PaBHOMEPHO PACNPEAENEHHBIX N0

o
(6nanKosbiit curHan)

o

aHanura (C)
[Ianason KanuBposKm (paGounit Avanaso) ® % epuHuLie)

K Kpusan 7 KauecTBo KanuGpOBKH OLEHBaIOT N0
33BUCMMOCTb MEXAY USMEPEHHbIM CUrHaNOoM + Ko3GOULMEHTY AeTepmutaLun (R?)
(S) v KoHUeHTpauveit aHanuTa (C) Ha * OCTaTKaM (OTKNOHeHNAM)
OCHOBaHWUW Habopa kanubpaTopos ¢ * CTabunbHOCTH KanubpaTopos
W3BECTHBIMM 3HaNEHNAMM « NIPUEMNEMOCTI GOPMBI KPUBOTt

Pucynoxk 23.2. KanuOpoBouHas KpuBas



KanrbGpatops! JOJKHBI IIOKPHIBATh paOOYMIA TUAra30H U3/e-
nist. Ecm KITMHUYeCKY BaXKHbIE PENeHU T IPUHUMAIOTCS B HYK-
HEl YacTH Jvara3oHa, KaTMOpOBOYHAs CHCTEMa JIOJDKHA OBITh
HaJe:)kHa MMeHHO Tam. Ecnu uzpenue vcnonbiyeTrcst [Uisl Bbl-
COKMX KOHIIEHTpAIIUi, BEPXHSSl YacTh JUANa30HA TaKXke JOJK-
Ha OBITH MOZAEpKaHa KATMOPOBOUYHBIMH TOYKAMU WA OOOCHO-
BaHHOU MoJiesIbl0. HeromycTumMo cTpouTh KaTMOPOBKY TOJIBKO B
Cpe/Hell yacTu uara3oHa, a 3ateM 0e3 MOATBEePKICHUsI UHTEP-
MIPETUPOBATH PE3Y/ILTAThl HA HUKHEN WM BepXHeW TpaHuIle.

Ilpumep 23.1 — Pacuem Konuenmpauyuu Heu38ecmHnozo 0o-
pas3ua no KaAudpPo8oOUHOIL 3a8UCUMOCTIIU

[Ipeononosicum, umo no pe3ynbmamam KaAoposKu nory4eHa
NUHEHASL 3A6UCUMOCTDL!

y=5+2x,

20e Yy — cuzHan npubopa, X — KOHUEHMpauus aHaaumd,
Eo/ma. /las Heuzgecnnozo oopasua noayuer CuzHan:

y = 205.

T020a KOHUEHMPAWUIO MOHCHO PACCUUMAND!

205=5+2x,
2x =200,
x = 100 Eo/ma.

Cnedosamenvho, pacuemnoe 3HaueHue HeUu38ecmHozo oopas-
ua cocmaesasiem 100 Eo/ma.

DTOT TpUMep WILTIOCTPUPYET TOJBKO TMPHUHIIMII Tiepecyera
CUTHaJa B pe3yJbTaT. B peaysbHON aHATUTUYECKOW CUCTeMe
HEOOXOMMO YUYUTHIBATH MOJIEb KAJIMOPOBKH, PadOvMid Tua-



NIa30H, HEOIPEeIEIEHHOCTh KaJIMOPAaTOPOB, MPaBUIbHOCTD, Tpe-
[IM3MOHHOCTh, MATPHILy, CTAOMJIBHOCTh KAJIMOPOBKM M KpHUTeE-
puu ipuemsieMocty. Ecii curHam Hen3BeCcTHOTro oOpasiia BhIXO-
AT 32 Mpe/esibl 00IACTH, TIOK PHITOH KaTMOpaTopamMu, pe3yJIbTaT
HeJIb3s1 aBTOMAaTHUYECKU CUMTATh HAJIC)KHBIM.

KoMMyTaTHBHOCTH MaTepHAJIOB

KoMMyTaTMBHOCTH O3HAYaeT, YTo KanmopaTop, KOHTPOJIbHBIH
Marepran WM CTaHIApTHBIN oOpaserl BeleT ceOs B aHAJIUTH-
YEeCKOM cUCTeMe MOJ00HO peabHOMY KJIMHUYECKOMY 0Opasily.
310 ocoberno BaxkHo A1 MU NBJI, moToMy 4TO HCKYCCTBEHHO
NIPUTOTOBJICHHBIN MaTepuasl MOXKET UMETh TO )K€ HOMHHAIbHOE
3HAYCHUE aHAJINTA, HO B3aMMOJEWCTBOBATh C METOJOM HMHAuye.
Eciu mareprian HEeKOMMYTATHBEH, OH MOXET JIaBaTh IPABUJIb-
HYIO KQJIUOPOBKY it ce0sl, HO CMeIaTh pe3yJIbTaThl KJIMHUYEe-
CKHMX 00pasIioB.

Hanpumep, OeJKOBBI aHATUT B CHIBOPOTKE MAaIliEeHTa MO-
JKET HAaXOAUTHCSI B UHOM MOJIEKYJISIPHOU (pOpMeE, OKPYKEHUU WU
Marpuiie, YeM OUYMIIeHHHI O0eloK B OydepHoMm pactBope. Hyk-
JIEMHOBAs KUCJIOTA B KJIMHMYECKOM 00paslie MOXKET OTINYaTh-
Csl OT CHHTETUYECKOTO MaTepHalia 1o croco0y SKCTPaKIMH, CTa-
OWJIBHOCTH Y B3aUMOJICUCTBUIO ¢ MHTUOUTOpamMu. KOHTpOIbHBIH
Mareprant Ha MCKYCCTBEHHOH MAaTpuIile MOXET OBbITh YAOOHBIM
IUTS KOHTPOJISI, HO HE TIOTHOCTBIO OTpakaTh MOBEJJEHNE peaibHO-
ro oOpasiia.

[TosToMy TIpH OLIEHKE MPOCICKUBAEMOCTH M KaJTMOPOBKH
BA)XHO TIOHUMATh, KAKHE MaTepPHUaIbl CMIOJIb30BAHBI M HACKOJb-



KO OHU NIPUMEHUMBI K 3asiBIeHHOW marpuiie. HekommyTtaTuB-
HOCTh HE BCErja JeJIaeT mMarepua HeMmpUrogHbIM, HO OTpaHU-
YMBAET €ro JoKa3aTeJbHYyl0 poJib. B oTueTte ciemyer ykaszarth,
JUIsl Yero mMatepuas MpUMeHsICS: Jisl KaTuOpOBKHU, KOHTPOIS,
MPOBEPKU JIMHEWHOCTH, OLIEHKH MPABUJIBHOCTU WM BHYTPEHHE!
CTaOUJIPHOCTH.

HeonpeaesieHHOCTD 1 IEPEHOC 3HAYEHMSI

Kaxgoe 3BeHO Lienmu MpPOCTIeKMBAEMOCTH BHOCUT HeoIlpe-
JeJeHHOCTh (u). 3HaueHue pedepeHTHOro marepuaia UMeEeT
Heonpe/ieleHHOCTh. [lepenaua 3HaueHns K pabodemy Kauopa-
TOPY TaKke UMEET HeonpeAeIeHHOCTh. M3amepenust kanuoparo-
POB, CTaOMJIBHOCTh KJIMOPOBOYHOW KPUBOM, MPEM3UOHHOCTD
npudopa 1 MaTpuuHble 3PGEKTH JOOABIAIOT BKJIA/ B UTOTOBYIO
HEOIpeIe/IEHHOCTh Pe3y/IbTaTa. Jisl HACTOSIIIEr0 U3AAHUS BaXK-
HO He TieperpyXkarh 3TOT pa3/esl pacueTaMu HeOopeeIeHHOCTH,
HO HYKHO TIOKa3aTh CaM MPUHIIUII: YUCIOBOU pe3y/bTaT He sIB-
nsieTcst abCOMOTHO TOYHBIM, OH UMEET TPAHUIIbI HAJIE)KHOCTH.

B npaktuueckou ouenke MU MB/I 310 03Havaer, 4to m3ro-
TOBUTEJIb JIOJKEH MOHUMATh M KOHTPOJIMPOBATH OCHOBHBIE MC-
TOYHUKHU HEOTPEAEIEHHOCTH, OCOOEHHO €CIIY Pe3YJIbTaT UCTIONb-
3yeTcsl il KJIMHUYECKUX TMOPOroB Wi MoHWTOpHHra. Ecmm
HEOIpeIeIEHHOCTh Pe3yJIbTaTa BeJIMKA OTHOCUTEIBHO KJIIMHUYE-
CKU 3HAYMMOTO W3MEHEHM S, MHTepIIpeTals JMHAMUKHA CTaHO-
BUTCSI HEHaIe’KHOW. Ecin HeonpeeneHHOCTh OKOJIO Iopora Be-
JIMKA, BO3PACTAET PUCK HEMPABUJIBHOU KJlacCupUKaIIUN.

Kaau6poBka 1 KOHTPOJIb Ka4eCcTBa



KanmmOpoBka ycTaHaBIMBaeT 3aBUCMMOCTh MEX]Iy CHUTHAJIOM
Y 3HAUYEHNEM, a KOHTPOJIb KaueCTBa MPOBEPSIET, COX PAHSETCS JIN
CHCTeMa MPUTOIHOM TOC/Ie KATMOPOBKU. DT JEWCTBUSI CBs3a-
HbI, HO He coBMaialoT. KOHTpOIbHBIN MaTepua He 3aMeHsIeT Ka-
JTMOPOBKY, ecii cuctema TpedyeT kanmmOpoBku. KamOpoBka He
3aMeHsIeT KOHTPOJIb KauecTBa, MIOTOMY UTO TMOCTIe KaTMOPOBKU
CHCTeMa MOXET U3MEHSIThCS BO BpEMEHU, MeXKy CEPUsIMHU, TTPU
3aMeHe peareHTOB WM MPU U3MEHEHUH YCIIOBHIA.

B nokazarenbHON JOKyMEHTAIlMM BaKHO TMOKa3aTh, KAk 4a-
cTo TpedyeTcsi KaTMOPOBKA, KOT/Ia OHA JIOJKHA MTOBTOPATHCS, Ka-
KHe MaTepuaJibl UCTIONb3YIOTCS, KaK KOHTPOJIUPYETCSl IIpUeMJIe-
MOCTb KaJIMOPOBOYHOM KPUBOKM M YTO IPOUCXOAUT MPU HECOOT-
BeTcTBUM. ECnu u3nienue nmocrapiisieTcst ¢ 3aBOACKON KalInOpOB-
KO, HEOOXOMMO OIHCATh, KAK OHA YCTAHABIIUBAETCS, KaK Tepe-
HOCHTCS K TIOJIb30BATEITIO ¥ KAKWE YCJIOBUS JIOJKHBI BBHITTOJTHSTh-
cs1 17151 COXpaHEeHUsI ee AeUCTBUTEIbHOCTH.

Ocob6ennoctu pa3ubix Tunos MU UBJI

I OMOXMMHUYECKUX U UMMYHOXUMUYECKUX KOJTMYECTBEH-
HBIX TECTOB MPOCJICKUBAEMOCTh U KaJTMOPOBKA OOBIYHO MMeE-
I0T LIEHTPaJIbHOE 3HaueHue. Pe3ysbrar BbIpakaeTcsi B KOHIIEH-
Tpalli WM aKTUBHOCTH, a TIOJIb30BATENlb COMOCTABIISIET €ro C
pedepeHCHBIMU WHTEpBAJIAMU, KIMHUYECKUMU TOPOTaMy WA
JVMHAMUKOW TaIreHTa. 3/1eCh BaXKHBI KAIMOPATOPhl, KOHTPOJIb-
Hble MaTepUaibl, CTAOMIBHOCTh KATMOPOBKU, KOMMYTaTUBHOCTD
Y TIPOCJIeKMBAEMOCTh K TTPU3HAHHOW CUCTEME 3HAYEHUI.

JI71s1 MOJIEKYJISIPHBIX KOJTMYECTBEHHBIX TECTOB, HAIIPUMEP BH-



PYCHOW Harpy3KH, MpOCJIeKUBAEMOCTh MOXET ObITh CBs3aHA C
MEJKIyHAPOIHBIMUA CTAHAAPTAMU WJIM MaTeprajiaMH, BbIpakeH-
HBIMU B MEXTyHAPOTHBIX €JUHUIIAX, KOMHUSIX/MJI UJIM MHBIX €11~
HMIIaX. BakHO sICHO yKa3bIBaTh, KaK MEPECYMTHIBACTCS PE3yJib-
TaT, K KAKOMY MaTepuasly OTHOCUTCSI 3HAUCHUE U KaK yUUThIBA-
I0TCSI OKCTPaKITHsI, 00beM 00pasiia u 00beM peakiun. Ecim pas-
HbIe CUCTEMBI MCITOJIBb3YIOT Pa3Hble eUHUIIbI WK KaTuOpOBOY-
HbIe OCHOBBI, PE3y/IbTaThl MOTYT ObITh HECOTIOCTABUMBI.

JIJIs1 KaueCTBEHHBIX TeCTOB KaJIMOPOBKA MOXET ObITh MeHee
3aMETHOM, HO 3TO He 3HAYMT, YTO OHA OTCYTCTByeT. MHOrHe Ka-
YeCTBEHHbIE CHCTEMBI UCIIOIB3YIOT TIOPOT CUTHAJIA, BHYTPEHHUE
KOHTPOJIU, KATMOPOBOYHbBIE HACTPOMKY WJTM TIPOrpaMMHBIE TIpa-
BWIa Kiaccudukaimu. B Takux ciaydasix BaKHO MOJITBEPIWTS,
YTO TIOPOT YCTAaHOBJIEH OOOCHOBAHHO, CTAOMJICH ¥ CBSI3aH C 3a51B-
JIEHHBIM TIPEIE/IOM OOHAPYKEHHS WA KJIMHUYECKUM TPABUIOM
UHTEPIpEeTaINy.

JI71s1 aITOPUTMUYECKUX U3/ICIUI aHAJIOTOM KaJIMOPOBKU MO-
kKeT OBbITh HACTPOMKA Mmopora KjiacCUUKAIIMK, IIKaTbl PUCKA,
MOJIEJT BEPOSITHOCTH WJIM TTPaBuJia MHTeprpeTanuu. Ecim asro-
PUTM BBIIa€T PUCK WJIM KaTerOPHIO, Hy)KHO IOHUMATh, KaK 3TOT
pe3ysbTaT KaIMOPOBaH OTHOCUTEIHO KJIMHUYECKON BEPOSTHO-
CTU WK pepepeHTHON pa3MeTKH. Eciim Moaess cucteMaTu4ecku
3aBBIIIACT WJIM 3aHUKAET PUCK, 9TO AHAJIOTUYHO CMEIIEHUIO KO-
JIMYECTBEHHOTO METO/IA.

Yro NPABUJIbHO N YTO HEINIPABUJIBLHO IIPH IIPOCJICKNBA-



€MOCTH U KaJInOpoBKe

Cxema 23.2 — TunoBble OIMOKH NP MOATBEP-KIeHUH
NMPOCJIEKHBAEMOCTH 1 KAJUOPOBKHU

— Omnucanue npocie:xxuBaemoctu — Ilpasuavno: Yka-
3amo yenv nepeoauu 3HAUEHUs: U UCHOUYHUK NPUNUCAHHO20 3HA-
uenust; Henpasuawvrno: Hanucamo «<npocaexcusaemocms obecne-
uena» 0e3 pacKpbimusl Yenu.

— Hcnoan3oBanne kasmoparopa — Ipasuavrno: Oooc-
HOBAMb 3HAYEHUe, MAMPULY, CMAOUNLHOCTb U 0ONACHb NPUME-
nenusi; Henpasuavhno: Hcnonvzosame kanubpamop 6e3 onuca-
HUSL NPOUCXONHCOEHUSL 3HAUEHUS] .

— Kounrtpoabubiii matepuan — Ilpasuavho: Hcnonwvso-
6amv 0151 KOHMpoAsi cmaduneHocmu cucmemol ; Henpasuavho:
Toomensimes KOHMPOALHBLIM MAMEPUANOM KAAMOPOBKY Oe3 000C-
HOBAHUSL.

— JInana3zon kaiun0poBku — Ilpasuavho: [lokpoims Kau-
HUMeCKU 3HAUUMbLe YPOGHU U pabouuii ouanaszon ; Henpaguavho:
Kaaubposame moavko cpedwioro uacmo ouana3ona.

— KommyratuBHoctb — Ilpasuavrno: Ouernums npume-
HUMOCHb Mamepuana K kaunuueckoui mampuue ; HenpaguavHo:
Cuumamo 110001 UCKYCCMBEHHBIE MAMEPUAN IKEUBANCHIHBIM
KAUHUUECKOMY 00pasuy .

— 3aBojackas kaauoposka — Ilpasuavro: Onucams ne-
peHoc Kaaubposku u ycaosus ee Oeticmeumenviocmu;, Henpa-
euavHo: He ykxazvieams, kKak noavzosamenv KOHMpoAUpyem
NPU2OOHOCHIL CUCEMDL.



— Bepcusa 10 — Ilpasuavno: Yuumoeieame éausnue an-
eopumma u éepcuu Ha pacuem pesynomama; Henpaguavno: Me-
HSIMb AN20PUMM nepecuema 0e3 OUueHKU CONOCMAasUMOCU .

— Eqununpl pe3yasrata — Ilpasuavho: Yrxazams cucme-
My edurnuy, u cnocoo nepecuema; Henpasuavno: Hcnoavsosamo
eOUHUYbL Oe3 00BACHEHUS. UX C8513U C KANUOPOBOUHOU OCHOBOI .

— Orpannvenuss — Ilpasuavno: Ykazamv omcymcmeue
NOAHOU  pegpepeHmHoll  CUCmeMbl, eCA OHA OMCYMCmeyem
Henpasuavno: Cozoasams suoUMoCms NOAHOU NPOCAEHCUBAE-
Mocmu 6e3 OCHOBAHUSL.

JIOKyMeHTHpPOBaHHE B OTYETE

B oruere mo mpociexnBaeMOCTH U KaaMOpPOBKE HEOOXO-
VMO OIHUCaTh UCTOYHWK MPUTMMCAHHBIX 3HAYCHUN KaauOpaTo-
POB, TIeTTb IIPOCJIeKMBAEMOCTH, UCTIONIb30BAHHBIE MaTePHUaJIbl, UX
MaTpuIly, CTAOUJIbHOCTh, HEOIPE/ICICHHOCTDb TTPU HAJIMUHMH, 00-
JIaCTh TMPUMEHEHHS U OrpaHrueHus. Eciiu mpuMeHsIIoTCs: Mex-
JTyHApOJIHBIE CTAaH/IAPTHI, CTAHAAPTHBIE 00Pa3IIbl WK pedhepeHT-
Hble MaTepUaJIbl, HY’)KHO YKa3aTh UX WACHTH(UKAIINIO, Ha3HAYE-
HUE ¥ CrIoco0 mepeiaun 3HaYeHHU .

Il KamMOpOBKKM HEOOXOAMMO OIMMCATh KOJMYECTBO KO-
POBOYHBIX YPOBHEH, X 3HAUEHWMSI, MOJIE)Ib KAIMOPOBOUHOM 3a-
BUCHUMOCTH, pabOUMid JUana3oH, KPUTEPUH TTPUEMIIEMOCTH Ka-
JTMOPOBKH, YaCTOTY KaJIMOPOBKY U JIEWCTBUSI TIPU €€ HelpUeM-
nemocty. Ecnu 3aBUCMMOCTb HeJTMHENHasI, Clie/lyeT yKa3aTh UC-
MOJIb3YEMYIO MOJIENTb W TIOKa3aTh, YTO OHA MPUTOHA JIJIST 3a51B-



JIEHHOTO Jiana3oHa. ECiM MCronb3yroTest 3aBOJCKHE KaTuOpo-
BOUHBIE KO3(D(UIMEHTHI WK MPOorpaMMHasi 00padoTKa, He0O-
XOIMMO yKa3aTh, Kak 00eCIIeYMBAETCsI MX KOHTPOJIb M 3T OT
HEKOHTPOJIMPYEMbIX U3MEHEHUIA.



Konen 03HaKOMUTEJLHOI'O
¢dparmenra.

Tekct npegocraBieH OO0 «Jlurpec».

[IpounTaiiTe STy KHUTY LIEJIMKOM, KYIIUB TOJIHYIO JIETATbHYIO
Bepcuio Ha Jlurpec.

Be3ormacHo oriaTuTh KHATY MOKHO OaHKOBCKOH KapToit Visa,
MasterCard, Maestro, co cuyera MOOMJIBHOTO TesiehOHa, C TiIa-
Te)KHOro TepMmuHaia, B cajoHe MTC wmm Cesa3HoOHM, uepe3
PayPal, WebMoney, Aunexc./lensru, QIWI Komenek, 60Hyc-
HBIMU KapTaMu WK APYTUM YI0OHBIM Bam crioco6om.
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