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MNpeaucnoBue

Lenv v npuHumnel cTaHaapTusaummn B Poccniickon Pegepavumm yctaHoBneHbl PefepanbHbiM 3akOHOM OT
27 nekabps 2002 r. Ne 184-93 «O TexHW4YecKoM perynMpoBaHun», a npasuna npuMeHeHus HauMoHanbHbIX
ctaHaapTtoB Poccuitickon Pegepaunmm — FMOCT P 1.0—2004 «CtaHgapTtusaumsa B Poccuiickon degepaumn.
OCHOBHbIE MONOXEHUA»

CBegeHus o cTaHpapTe

1 PA3PABOTAH Jlabopatopuein npobnem KnnHuko-nabopatopHoi gnarHocTukM MockoBckon meau-
umnHcKkon akagemunn um. .M. CeuveHosa Poczgpasa, otTaenom cepTudmkaum n KOHTPOISA Ka4ecTBa KNuHU4ec-
kux  nabopaTopHbIX  MccnegoBaHui  [ocyaapCTBEHHOrO  HayyYHO-MCCNeAoBaTenbCKoro  LeHTpa
npodunakTn4eckon MeamumnHel PocMmearexHonorui, kadeapon 6uoxmmun Poccruinckon MeanumMHCKon akage-
MuM nocneauniomHoro obpasosanus Pocsgpasa

2 BHECEH TexHn4eckum koMUTeTOM Mo cTaHaapTusauum TK 466 «MeauuuHckmue TeXHONornmmny

3 YTBEP>XOEH W BBEAEH B JEWCTBWE Tpukasom defepannHOro areHTcTea no TexXHU4eckomy
perynupoBaHuio u meTtponornm Poccuiickon ®egepaumn ot 18 nekabps 2008 r. Ne 557-ct

4 BBEOEH BIEPBbLIE

UHopmayusi 06 usMeHeHUsIX K HacmosiuwemMmy cmarHOapmy nybrnukyemcs e exe200Ho uzdasaeMom
UHGhopMayLoHHOM ykazamerne «HauuoHansHble cmaH0apmbl», a MEKCM U3MeHeHUU U onpasoK — & exemMe-
CAYHO u30asaeMbiX UHGOPMAUUOHHBIX yKasamernsx « HayuoHanbHble cmaHlapmel». B ciiydae nepecmompa
(3ameHbl) Unu ommMeHbl Hacmosiuje2o cmaHdapma coomeemcemayroujee yeedomieHue 6ydem onybnukosaHo
8 eXXeMeCsT4HO U3dasaeMOoM UHGOPMaUUOHHOM yKka3amerne «HayuoHanbHbie cmaHdapmsi». Coomeemcmey-
rowas UHgbopMauyusi, yeeGoMIeHUe U meKkCcmel pasMeuaromces makxe 8 UHGhopMayuoHHol cucmeme obuezo
r1o/1b308aHUsT — Ha oghuyuansHoM catime @edeparbHo20 azeHmemea o MexXHUYECKOMY pe2ynuposaHuio u
Mempoiioeuu 8 cemu lHmepHem
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HAUMWOHANbHBIW CTAHJOAPT POCCUUCKOW @GEOEPALUMN

TexHonoruu na6opaTopHble KNUHUYECKUe
TPEBOBAHUA K KAYECTBY KINTMHUYECKUX TABOPATOPHbIX UCCITIEAOBAHUN
YacTtb 3
MpaBuna oLeHKU KNUHUYECKOW UH(OPMaTUBHOCTU NaGopPaTOPHbLIX TECTOB

Clinical laboratory technologies. Requirements for quality of clinical laboratory tests.
Part 3. Assessment of laboratory tests clinical significance

DaTta BBegeHnsa — 2010—01—01

1 O6nacTb NnpMMeHeHUs

HacToswuin ctaHaapT ycTaHaBNMBaeT eQuHbIe MpaBuia OLEeHKN KNMHUYEeCKon MHopmaTUBHOCTM Nabo-
paTOPHBIX UCCNEeAoBaHWMI, BbINMOMHAEMbIX B KITMHUKO-AMArHOCTMYE CKUX NabopaTopnsax MeauLMHCKUX opraHn-
3aLMiA B LeNsAX OLEHKN COCTOSAHMA 3A0POBbSA, KITMHNYECKOW ANarHOCTUKN U criexeHns 3a apheKTUBHOCTLIO
neveHns nauMeHToB. HacTosawmi cTanaapT MOXeT UCMONb30BaTbLCA BCEMU OpraHU3aLmMsiMum, y4pexaeHusMm u
npeanpuaATUAMA, a Takke WUHAMBMAYaNbHBIMA MNPeAnPUHUMATENAMN, OEATeNbHOCTb KOTOpbIX CBSI3aHa C
oKasaHneM MeauULMHCKON MOMOLLIU.

2 HopmaTuBHbIe CCbINKN

B HacTosilem cTanaapTe NCMob30BaHbl HOPMATUBHBIE CCISIKU Ha cneayowne ctaHaapThl:

FOCT P NCO 15189—2006 Ilabopatopun meanumHckne. YacTHele TpeboBaHUS K KaYecTBY U KOMMe-
TEHTHOCTU

FOCT P 50779.10—2000 CraTtuctuyeckne metobl. BepoaTHOCTL M OCHOBBLI CTAaTUCTUKN. TEPMUHBI 1
onpeaeneHusi

FOCT P 53022.2—2008 TexHornoruun nabdopaTtopHble KNuHndeckue. TpeboBaHUs K Ka4ecTBY KITMHNYeC-
Kux nabopartopHbIx nccrieqoBaHuii. YacTb 2. OLeHka aHanMTUYecko HaaeXXHOCTU MeTOA40B UccreaoBaHust
(TOMHOCTb, YYBCTBUTENLHOCTb, CNEeUNPUIHOCTD)

MpwvMedyaHwn e — [Npn NonNbL30BaHNM HACTOSILLMM CTaHAAPTOM LiernecoobpasHo NpoBepuUTh AeCTBME CCbINoY-
HbIX CTAHZAPTOB B WHMOPMAaLMOHHON cucTeMe obWero nonb3oBaHusi — Ha oduumnanbHoMm calite PegepanbHOro
areHTCTBa NO TEXHWYECKOMY PErynvpoBaHnIo U METPONOrny B ceT VIHTEpHET Unm no eXxerogHo n3gaBaeMoMy ykasaTernto
«HaumoHankeHble cTaHAapThI», KOTOPbIV ONYBNUMKOBaH N0 COCTOSIHMIO HA 1 STHBaps! TEKYLLLETo roAa v Nno COOTBETCTBYIOLLUM
€XEeMEeCsYHO u3gaBaeMbiM MHPOPMALIMOHHBIM YKa3aTernsim, onyGnvKoBaHHbIM B TeKyLLeM rogy. Ecnv cebinoyHbii cTax-
OapT 3aMeHeH (M3MEHEH), TO MNPV MOrb30BaHUM HACTOSILLMM CTaHAAPTOM CrielyeT pyKOBOACTBOBATLCSI 3aMEHSIOLLMM
(n3meHeHHbIM) cTaHaapToM. Ecnv cebinoyHbIvi cTaH4apT OTMEHeH 6e3 3aMeHbl, TO MONOXeHWe, B KOTOPOM [laHa CCbINKa Ha
HEro, NPUMEHSIETCS B YaCTU, HE 3aTparvBatoLLEel 3Ty CCbISKY.

3 TepmuHbI M onpegeneHus

B HacTosiwem ctaHgapTe npumMmeHsoT TepMuHbl no FOCT PUCO 15189uTTOCTP 50779.10 , aTakke cne-
ayoLme TepMUHbI C COOTBETCTBYIOLLUMN ONpeaeneHUsiMu:

3.1 knuHuYeckaa MHdopmMaTUBHOCTL: CnocobHocTb NabopaTopHOro Tecta Ha OCHOBE WHGopMa-
LK, NONyvyeHHoOW B pesynbTaTe MCCNeaoBaHUS OnpedeneHHOoro aHanura B Guonormyeckom martepuane,
XapaKTepu3oBaTb COCTOSIHME BHYTPEHHER cpeabl opraHuamay obcrieyemMoro nuua v BeIIBsATb naTonornyec-
Kne OTKITOHEHWS.

W3panue opmumansHoe
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3.2 KNUHUYeckas (guarHocTuueckas) cneymdpuyHocTs nabopaTopHoro Tecta: Yucno nuu, npa-
BUMbHO KnaccuULMPOBaHHbIX Mo pe3yrbTaTam UCCriedoBaHus, Kak He HaXOAALLMXCS B orpeaesieHHOM CocTo-
AHWW, AeNeHHOE Ha YUCIO BCEX JULL, He HaxoasILMXCA B ONpedenieHHOM COCTOSIHUM.

MpumMeyaHwne— Yncno UCTUHHO OTPULATENBHO KNaccUdPMLMPOBAHHbIX MWL, AeNeHHOe Ha CYyMMY KITMHNYECKN
NnpaBubHO OTpULATENBHO KIacCuULMPOBAHHBIX U KITMHUYECKW NTOXHO NOMOXMTENBHO KNaccnuunpoBaHHbIX.

3.3 knuHu4veckasn (.quarHocmquKaﬂ) YyYBCTBUTENbHOCTb naﬁopaTopHoro TecTta: Yucno nuu, Toy-
HO KraccudULMPOBaHHBIX NO pe3ynbTatamMm UccnegoBaHunsd, Kak Haxogdaumnxca B onpegesieHHoOM COCTOAHUN,
AeneHHoe Ha Y1cno BCcexX L, B 3TOM COCTOAHUN.

MpuMeyaHune— KnMHNYECKM NCTUHHO MOMOXMTENBHO KnaccupuumMpoBaHHbIe, AeneHHble Ha CYMMY KITMHU-
YECKM UCTUHHO MONOXUTENBHO KNacCMPULMPOBaHHbBIX U KITMHUYECKM NTOXHO OTPULATENBHO KNaccudunLMpoBaHHbIX.

3.4 pedbepeHTHbIN UHAUBUAYYM: J1nLo, 0TOBPaHHOE Ha OCHOBAHWUM KPUTEPUER BKIOYEHUS B 340p0-
BYO MONYNSILMIO 1 UCKIIOYEHUSA U3 Hee, ANa hopM1poBaHus petepeHTHOM Nonynauun.

3.5 pedepeHTHbIN UHTepBan: OrpaHWYeHHbln pedepeHTHEIMU Mpegenamm U cTaTUCTUYECKU oXapak-
TepU30BaHHbIA AManasoH 3HaYeHU pesynbTaToB nabopaTopHbIX UCCeJOBaHWA OnNpeaeneHHoro aHanura,
nony4YeHHbIX Npy 06cneaoBaHU 0QHOrO UHANBUAYYMA UK FPYNNbI UL, 0TOBPaHHBIX MO cneyuanbHeIM KpuTe-
puaM, YacTo — WUHTepBar, KoTopbli onpegensieT 95 %-Hul Npegen pedepeHTHbIX 3Ha4YeHW R, NOTyYEHHBIX B
pedepeHTHOM NonynsiLuu.

3.6 pedbepeHTHas nonynauua: KOHTUHreHT pedepeHTHbIX MHOAUBAAYYMOB, 3HAYEHWUS aHanUToB B
KOTOPOW UCMONb3YHTCA A CPABHEHUS CO 3HAYEHUAMU, NoSlydaeMbiMK y BorbHOro, CTpagaoLlero onpeae-
NeHHbIM 3aboneBaHneM; pedepeHTHan Nonynsauusa 4omkHa 6biTe Nogo6Ha, HaCckobKO 3TO BO3MOXHO obcre-
AyeMbIM NMuaM, 3a UcknoueHnem 6ornesHn, kotTopas nccrnegyercs.

3.7 pedepeHTHBIN npegen: BepxHWiA nnu HYWXKHWIA Npeaden pedepeHTHOro nHTepeana (He nAeHTUY-
HbIA C MOPOrOM KITMHUYECKOro peLUeHns).

3.8 nopor KnMHUYecKoro pelueHus: YucrioBoe 3HavyeHve onpedeneHHoro aHanuta, rnpUHAToe Ha
OCHOBaHUWN 3KCMEePUMEHTarnbHbIX AaHHbIX B KA4YeCTBe KPUTEePWUs Hanu4ymus Unn OTCYTCTBUS CYLLLECTBEHHbIX
COBUroB B COCTOSIHUM BHYTPEHHEW cpedbl 1 COOTBETCTBYIOLLUMX KIIMHUYECKUX NPOosiBNEeHUA y obcregyemoro
yernoBeka 1 06 bEKTUBHOrO OCHOBaHWSA A5 NPUHATUSA pelleHUsi 06 oLeHKe COCTOAHWUA NauueHTa U NpUMeHeHnn
neyebHbIX Mep.

MpumedvaHuns

1 Moporv peweHnii MHOrMX TECTOB MMEIOT OTHOLLEHWE K HECKOTbKMM BoneaHsm.

2 B uensix 6onee TOMHOW ANArHOCTUKU KITMHUYECKMX COCTOSIHUI AAnsi TECTa MOTYT ObITb BblAeNeHbl HECKOMNBKO NOpo-
roB peLeHus (00bIHHO Tpw).

3.9 onepaTuBHasa xapakTepucTuka: OyHKLMS, KoTopas onpeaenseT BEpOATHOCTb NPUHATUSA HyNeBon
rMnoTesbl OTHOCUTESBHO 3HAaYEHMIN CKansipHOro napaMeTpa, 06bluHO 0603HaYaemoro Pa.

MpumeyaHue—OnepatMBHasi XapakTepuUCTUKa BCEIJa paBHA €OMHWLE MUHYC 3HauYeHWe KpuTepus mMou-
HOCTM.

3.10 kpuBas onepaTUBHOM XxapakTepucTuku: [pacuyeckoe npeacTaBrneHe onepaTUBHONM xapakre-
PUCTUKM.

MpumedvaHne—/[ns uenen OUEHKN KIMHWYECKOW MHEpOpPMATUBHOCTM naboparopHOro Tecta ucnonb3yercs
KpVBasi B3aMMHOW 32BUCHMOCTU BEPOATHOCTEN NTOXKHOMONOXUTENBHBIX (YYBCTBUTENBHOCTb) U UCTUHHO NONOXUTENbHbLIX
pe3ynbTaToB (€AMHULLA MUHYC CneunduyHOCTb).

3.11 npoueHTUNb: BbipaxeHHbI B NpOLEHTaX p-KBaHTUMb, TO €CTb TO 3HAYEHNE NepeMeHHON, HxKe
KOTOPOro NeXWT p-4ons pacnpeaeneHns.

4 KnuHunueckas 3Ha4YMMOCTb NabopaTopHOM MH(POPMaLMKN O COCTOAAHUN
BHYTpeHHel cpeabl YenoBeka

4.1 O6wue nonoxeHus

MpoLiecc KMMHUYECKOW ANarHoCTUKU COCTOUT B NOceAoBaTeNbHOM HaKoMeHUN UHopMaLnn ¢ Lenbto
YMeHbLUeHWs (BNSIoTb A0 YCTpaHeHWs) HeonpeaeneHHOCTU B OLIeHKE COCTOSIHUS NauMeHTa, Hanuyina n xapak-
Tepa natonoruumy Hero. KnuHuieckana nabopatopuys npussaHa ymeHbluaTb HeonpeAeneHHOCTb OLeHKN COCTO-
AHWA NauueHTa nyTeM oGHapyxeHus uunu namepeHus B obpasuax Guomatepunanos, B3ATHIX Y NaUUeHTa,
onpeaeneHHbIX 3HAOTEHHBLIX UMM 3K30TEHHBbIX KOMMOHEeHTOB. OnpeaeneHHble KOMMOHEHTbI (hYHKUMOHaNbHO
WU CTPYKTYPHO CBSI3aHbl C HApYLUIEHWEM AeATENbHOCTU (PU3MONOrMIEcKoi CUCTEMBI UMK NOPaXXeHneMm opra-
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Ha, 1 B CUJTy 3TOI CBA3W OTPadKatoT Hanu4uue 1 BbIpakeHHOCTb MaToNorM4eckoro NpoLecca 1 xapakTepusyroT
€ro Npu4nHy, MeXaHU3Mbl BOSHUKHOBEHUS 1 pa3BuTus. KnuHuueckas (guarHoctudeckas) MHpopMaTUBHOCTb
nabGopaTopHbIX NCCreaoBaHWin Tem Bhille, Yem Gonee GnM3koe K UCTUHHOMY NpeacTaBlieHe O HanMyimMmn 1
XapakTepe naTonoruny nayueHTa popMnpyeTcs Ha OCHOBE Pe3yNbTaToB 3TUX UccriedoBaHWUiA. MpUMeHUTE Nb-
HO K LienisiM HazHaueHWs! U BbINOMHEHUS KITMHUYECKMX NaBGopaTopHBIX NCCeqoBaHUiA KNMHUYeckast MHopMa-
TUBHOCTb AIBMSIETCA OAHON U3 OCHOBHBIX XapakTepUCTMK UX KaYecTBa, TO eCTb COOTBETCTBUSA NOTPeBHOCTAM
KIMMHUYECKON ANarHOCTAKA U MOHUTOPUHI A Pe3ynbTaToB NeYeHns.

4.2 dusmnonoruveckue u Guoxmmuydeckue cpakTopbl, BNuAlLINe Ha pe3ynbTaT nabopaTtopHoro
TecTa

Ycnoeuem npaBuiibHOrO UCMONb30BaHUS NabopaTopHOn MHGOPMaLMU B KITUHMYECKON AMarHoCTuKe
asnsieTca 060CHOBaHHaa UHTeprpeTaLusa pesynbTaToB UCCIed0BaHUI C YH4eTOM BIUSHUSI GUOXUMUYECKAX 1
thranonormyecknx MexaH13MoB.

Mpwv UHTepnpeTaLun pe3ynbTaToB NabopaTopHOro UccnedoBaHNs AOMKHbBI GbITh MPUHATHI BO BHAMaHWe
crnegyoLme acnekTbl oMsnonornm u metabonuama:

Ans aHanuTa:

- CTPYKTYpa Unv nprupoaa aHanuTa,

- UCTOYHUK,

- pacnpegeneHne B opraHusme,

- cnoco6 BbIBeAEHUS UMW 3KCKPELIUK,

- BUONOrMYecKnii Nonynepuoa, KnsHu,

- KOHTPOIbHbIE MEXaHU3MBI,

- chusmonormyeckas sapuaums,

AnNs NekapcTs:

- CTpyKTYypa,

- 06bem pacnpeaeneHus 1 apmakoKMHeTHKa,

- CBAI3bIBaHMWE C 6enkoMm,

- aKTUBHble MeTaboNNTLI,

- KIIMPEHC,

- B3aMMOAencTBMe C APYrMMU NlekapcTBamu, KOTopble MOTYT BAIUATL Ha 61MOAOCTYNHOCTb.

Mpw oLeHKe BO3MOXHBIX MEXaHU3MOB OTKITIOHEHUS Pe3ynbTaToB NabopaTopHbIX MCCeA0BaHN OT napa-
MeTPOB, CBOMCTBEHHBIX COCTOSIHUIO 3[0POBbS, ClleyeT YUUTbIBaTL BIIUSIHWE NAaTONOrMYecknx hakTopos:

a) MOoBbILEHNE UMW NMOHWXKEHWE MOCTYNINEHUS aHanUTa B AaHHyH G1oXuaKkocTb MoryT GbiTb 06yCroB-
neHbl:

- KOMUYECTBOM TKaHW, B KOTOPOW aHaruT CUHTEe3pYeTCS;

- CKOPOCTbIO CMHTe3a:

- UBMEHEHWEM AOCTYNHOCTA cybeTparTa;

- HapyLleHeM nyTu MeTabonmama;

- U3MEHEHMAIMM B CTUMYTMPYIOLLMX UMM TOPMOSSLLNX KOHTPOMbHBIX MEXaHU3MaX;

- NPOHULL@EMOCTbH KanuImspos;

- MPOHMULLAEMOCTbIO KNETOK (Hanpumep, Npu NoBpeXxaeHUN KNeTok);

- NPAMBIM BNMBaHNEM (BHYTPUBEHHbLIM BBEAEHUEM);

- abcopbLmeit U3 KULLIeYHUKa UM MecTa BBeieHs;

- COCYAUCTBIM UMK NUMPATUYECKUM APEHAKOM TKaHMU;

6) NOBbILIEHWE UMW CHUXKEHWe yaaneHUsl aHanuTa us GUoXKMAKOCTH, B KOTOPOW MPOU3BOAAT U3MepeHue,
MPONCXOAMNT BCNEACTBUE M3MEHEHWIA B CKOPOCTUN KaTabomnMaMa U CKOPOCTM SKCKPELUM;

B) M3MeHeHWe oGbeMa pacrnpeaeneHunsa aHanuTa (Hanpumep, UsMeHeHus B ruapaTtauum nauueHTa);

r) U3MEHeHWs B CTPYKTYPE UM aKTUBHOCTM aHanuTa, BeQyLLUe KyCUIIEHUIO UIW NOHWKEH U0 CTEMNEHN ero
AeTeKUMN aHanMTUYeCcKoi CUCTeMON (Hanpumep, nsmMeHeHue CBA3LIBaHNUSA ¢ Genkom).

5 lMpaBuna paspaboTkn Tpe6oBaHUN K KITMHNYECKOW MH(POPMATUBHOCTH
na6éopaTtopHbIX UCcnegoBaHUN

5.1 Buonoruyeckue 1 natodusmonormieckme 0CHOBbI OLLleHKU KNMHNYeCKOM MHOPMaTUBHOCTHU
na6opaTopHbIX UCCNeAoBaHUA

NHbopMaTBHOCTb KNMHUYECKUX fabopaTopHbIX TECTOB oOnpedensaeTca CTeneHbl YMeHblUeHUs
HeonpeaeneHHOCTU NpeacTasneHns o MU3NMONOrMiYeckoM MNpoLecce, COCTOAHUM opraHa Unu opraHuaMa B

3
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LefioMm Ha OCHOBe pe3ynbTaToB AaHHbIX TECTOB. Onsa KNMMHUYeCcKon gnarHoCTUKK na6opaTopHa;| I/IHCbOpMaLI,I/IFl
npeacrtaBnAaeTCA LeH HOWM B HECKONBbKNX OTHOLLEHUSX:
- KaK cpeCTBO BblABNEHUNA NaTONOrMn, TO eCTb OTKIMOHEHUA OT COCTOAHUA 3O00POBbA,

- Kak crnocob pasnmMueHns Mexay HeoaMHakoBbIMM (hopMamMmU NaToNorn, To ecTh Kak cpeacTso Andde-

peHLuMansHom AMarHoCTUKK;

- KaKk cpeAcTBO HabnoaeH s 3a U3MeHeHneM hyHKLUWIA opraHuama B Xo4e pasBuMTUS NaTonorndeckoro
npouecca 1 ne4eGHoro NpoTMBOOEUCTBUSA eMYy;

- KaK cpeAcTBO onpeaeneHust uenen neYeHns n OLEHKN UX AOCTUKEHUS,

- KaK cpeAcTBO onpeaeneHust nokasaHui a4ns npodunakTuieckux Mep 1 oLeHkU ux 3cceKTUBHOCTH.

MHdopmaumoHHan LeHHOCTb pe3ynbTaToB pasnnYHbIX abopaTopHbIX TECTOB onpeaenseTca xapakre-
pOM uccrneyeMbix KOMNOHEHTOB BuomaTtepuanos (Tabnuua 1) n BO3MOXHBIM UHDOPMALIMOHHBIM COAEPXaHU-
eM nory4yaeMbiX C UX MOMOLLIO pe3ynbTaToB uccnegosaHui (tabnuua 2).

Ta6nunya 1 — Xapakrep 06bEKTOB KNUHMYECKNX NAabopaTOPHbIX MCCNeaoBaHNN

Bua komnoHeHToB Suomartepuanos
yenoBeka

Uccnepyembivi kKoMnoHeHT Buomartepuanos
(anHanuT)

Pasgen na6opatopHoi MeanunHbI

Cob6CTBEHHbIE KNETOYHbIe
3MeMeHTbl OpraHnama

KneTtku kpoBu

emouuTonorus

KneTtku TkaHen

LinTonorus

OHAOOreHHble XUMUYECKue
KOMIMOHEHTbI

Cy6eTtpatbl, metabonutel, depmen-
Thl, KOEPMEHTbI

Knunnueckas bnoxumms

F'ymopanbHble perynaTopHbIe KOMMO-
HEHTbI: FOPMOHbI, MEAUaTopsI

NabopatopHasi 3HOOKPUHOMOMMSA WU
HENPOXMMUA

dakTopb! remocTtasa u ubpuHonu-
3a: hepmMeHTbl, TPOMBOUNTLI

FemocTasunonorus (koarynonorus)

Bronoruyeckne akropbl
pacno3HaBaHus 1 3aLmnThl

AHTUreHbl, aHTUTENA.

KOMMNOHEeHTbI KOMMNeMeHTa, LUTOKK-
Hbl, POCTOBbI® haKTopbI.

TiumcboumTh!.

Makpodaru

Knuunueckaa nabopartopHas ummy-
Honorusi

Hocutenn reHeTnyeckomn

WHopmaumm

I"eHbl, HYKNEeMHOBbIE KUCMOTbI, HyKIe-
oTVAbl U UX NOCMNeA0BaTeNbHOCTH

MonekynsipHasi Guornorus

OK30reHHble  XMMUYeckne
KOMIMOHEHTbI

TOKCWHBI, MeTanmMbl, CNMPThI

IabopaTopHasi TOKCUKONorus

IlekapctBa

Papmakoxummsi, hapMakoKMHETUKE.
TepaneBTUYECKU  NEKaAPCTBEHHbIN
MOHWUTOPWHT

HapkoTuyeckue Bewiectea

TNabopaTopHas Hapkornorus

OK30reHHble
opraHuamsil

naToreHHble

Bakrepun Bakrepwonorus

Bupychl Bupyconorus

pubeI Mwkonorus

Mapasntbl (renbMuHTBI, NPOCTEN- Mapaautonorus
wme)
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Tab6nwuua 2— lNpumepbl MHHOPMALIMOHHOTO CoAepXKaHWS pe3ynbTaToB NabopaTopHbIX TECTOB

M3meHeHne OTHOCUTENLHO

XapakTep uHcpopmaLu Tect pecepeHTHOro uHTepBana
O6uwasn opneHTauumsi B Yucno aputpountoB B KpOBU MoeblweHne wnu noHu-
COCTOSIHUM NaumeHTa Uucno nenkounTo KeHne
CO3 B KPOBM MoebileHne
Benok, rmioko3a, newiko- B MOYE MoBblweHne
umnThl, GakTepun

OueHka OCTpOTHI CO- PeakraHTbl ocTpou hasbl MNoebiweHne
CTOSAHUA
Moka3aTenu KMCNOTHO-LWENOYHOrO COCTOSIHUS, ITTH0KO- MoBbllweHWe wnu NoHU-
3a, remornobuH XeHue
OueHka nokanusauum CucremHble Mapkepbl (PUNU3nHr-hakTopsl rmnotana- MoBblweHne wnNu NOHW-
nopaxeHus Myca, FrOpMOHbI IMNodunsa n nepudepuHecknx SHAOKPUH- | KeHne
HbIX Xenes)
OpraHHble Mapkepbl {cepaeqHble Mapkepsbl, YHKUMO- Moebiwenne

HarmnbHbIE NeYEHOYHbIE U NOYeYHble TECTbI, NaHKpeaTnyec-
Kue epMeHTbl, NPOCTaTUYECKUN cneunduUeckun aHTu-
reH)

KneTouHble mapkepsl (KOMNOHEHTBI KNETOK, cneundu- BbisBneHune oTKNOHeHUN
YECKM OKpAaLLMBAaEMbIE KpacuTenaMm n hnioopoxpomamm;
aHTUTENa K aHTUreHam KIneTok)

OueHka BO3MOXHOMW TecTbl Ha 3K30reHHbIe NAaTOreHHble OpraHn3mMbl (GakTe- MonoxutenbHbIN pe-
aTvonorum puy, BUpYChI, rpnbbl, NapasuTb). 3ynbTaT — BbIABNEHNE
TecTbl Ha ayToaHTUTENA.

TecTbl HA AeDUUMT SK3OFEHHbIX U IHAOTEHHbIX KOMIMO-

HEHTOB
MonekynspHo-6uonorvyeckue Tectsl (HK- n PHK- O6HapyxeHne xapakrep-
3oHAbl, MUP v ap.) HbIX FEHEeTUYECKUX OTKITOHE-
HUIA
OueHka anarHosa MUKMpOBaHHbIV remMornobuH MoBblWweHne — Hanuumne
onpeaeneHHon 6onesHu M CcTeneHb TsKecTn anabeta
Koptukocteponabsl n AKTI MoBbiweHne — Hanuuue
6onesnn unu cuHagpoma Ky-
WwuHra
KatexonamuHel 1 ux metabonutsl MoBblweHne — Hanuume
(heoxpomMoUNTOMBI

OcHOBHOW 3aaa4yelt Npu OLeHKe KIMHUYECKOW MHOPMaTUBHOCTM KIMHMYECKUX NabopaTopHbIX nccne-
OOBaHUA ABNSIETCA YCTaHOBMEHNE JOCTUraeMOM C UX NMOMOLLIbIO CTEMEHN TOYHOCTU pasrpaHuieHns nccnepye-
MbIX 1 COMOCTAaBMSAEMbIX COCTOSIHWIA OpraHn3Ma naumMeHTa unu uccrnegyemolx rpynn naumMeHTos (30opoBbe —
60Me3Hb; peakums Ha fievyeHne — OTCYTCTBUE peakLnn Ha nedveHune; 6raronpuaTHbIA NporHos — Hebnaronpu-
ATHBIA NPOTHO3 N T. N.).

CocTaBnsioWmMmM1 peLleHUs 9Ton 3aadun cnyxar:

- Bapuauus nabopaTopHbIX pe3ynbTaToB U ee B1abl;

- pecbepeHTHbIE MHTepBanbl aHaNnUTOB U MPaBWa UX yCTaHOBMNEHWUS;

- MHAEKCbl MHANBUAYANbHOCTW aHanMToB 1 UX BANAHWE Ha XapakTep NpUMEeHeHUsi COOTBETCTBYHOLLIMX
TecToB;

- NMpUMeHeHNe CTaTUCTUUECKMX U AMMAEMUOTIOTMYECKNX METOA0B B NTabopaTopHON MHbopMaTuKe;

- OTCEYHbIe TOUKM 1 UX BINSIHUE Ha XapaKTepUCTUKY MHDOPMaTUBHOCTI NabopaTopHLIX UCCNEeaoBaHNUNA.

5.2 Bapuauua nabopaTopHbIX pe3ynbTaToB U ee BUAbI

Mpu ncnonb3oBaHNK pesynbTaToB NabopaTopHbIX NCCreaoBaHWA crieayeT MMeTb B BUAY, YTO UX 3Haue-
HWS OTpaKatoT coagepXKaHe MCKOMBbIX KOMMOHEHTOB C HEKOTOPOM CTENEHbIO HeonpeaeneHHOCTU, TO eCTb ¢ ANC-
nepcuen 3TUX 3HauYeHUn, oOYCNOBMEHHOW HEeCcKoNbKMMW BuaaMu Bapuauuun. MoaToMy ANnsi BbISBMEHWS
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MaTonornyeckMx OTKIOHEHWI (NaToNorMYecKoi BapuaLmmn) oHM A0mMKHbI ObITh AnddepeHUMpoBaHbl OT Kone-
GaHuWi1 pe3ynbTaToB, Bbl3BaHHbLIX APYrMMK NpudMHamum (Tabnuua 3).

Tab6nuua 3 — Bapnaumm nabopaTopHbIX Pe3ynbTaToB, BbI3BAHHLIE HEMNATONOMMYECKUMU (DaKTOpamu

Bua Bapuauum MpuyrHa 1 MexaHW3M BO3HUKHOBEHUS konebaHun
Bronoruyeckas BHYTpuuHAMBMAYyanbHas (nepco- Konebanusi nposiBneHvn ur3nonornyeckmx yHKUun
HanbHas!) BOKPYI rOMeoCTaTN4eCkUX Touek y obcrnegyemoro nuua
Bronornueckas MeXmHameuayansHasi (rpynnoeas) WHTepBansl koneGaHuii roMeocTaTMHeCcKX TOYEK Y pas-

HbIX NioJen, COCTaBNSIIOWMUX NOMYsILMIO

Mpeananutnyeckasn BrnvaHne ycrnoBun B3aTuA, XpPaHEeHUs 1 TpaHCNopTUpoBa-
Hus B nabopatopuio 06pasuoB 6MONOrMYecKnx MaTepuanos,
B35TbIX Y NALUEHTOB

AtporeHHas Brnivanue anarHoctnyecknx u nevyebHbIX BO3AENCTBUN Ha
nauueHTa nepeg npoeeaeHnem naboparopHoro Tecta

AHanutuyeckas (MeTponornyeckasl) KonebaHus pe3ynbTatoB U3MEPEHUN CoaepXaHusi aHa-
NIUTOB B npobax GuonormyeckMx matepuarnoB, Bbi3BaHHbIE
hakTopamy crny4amHblX U CMCTeMATUYECKMX NOrpeLlHOCTEN

aHanuTUYecKMx npoueayp

BnusiHMe npeaHanuTUYeckux n STPOoreHHbIX hakTopoB Bapuauny nabopaTtopHbIX pe3ynbTaToB MOXET
6bITb MUHUMU3UPOBAHO UM TOYHO OXapaKTepU3oBaHo NyTeM NMpUMeHeHUs CTaHAapTU30BaHHbIX NpaBun Beae-
HWUA NpeaHanMTUYecKoro atana KNMHNn4Yeckux nabopaTopHbiX ccredoBaHnin. CTeneHb BAUSHUS aHanuTuyec-
Kol BapuaLMu MoXeT BbITb OXapakTepusoBaHa 1 ceedeHa 40 AOMYCTUMOro YpoBHS NpUMEHEeHneM MeToAoB
nccnefoBaHnsa KOMMOHEHTOB C MPOBEPeHHOW aHanUTUYeCcKOW HaAeXHOCTbIo (TOYHOCTbIO, YYBCTBUTENb-
HOCTbIO, CreundnYHOCTLI0), cobrrogeHneM Npasun BHYTPUNabopaTopHOro KOHTPONs Ka4ecTBa METOA0B KIu-
HUYeCKnX nabopaTopHbIX UCCMEAOBaHUA 1 NPaBun NPUMEHeHUs NpedenoB NorpelwHoCcTed UsMepeHuin B
KIMHWUKO-AnarHocTudeckux nabopatopusix. B HacTosiLLeM cTaHAapTe paccMaTpusaoTca cnocobbl U KputTepum
OLLEHKM KITMHUYECKON NHOPMaTUBHOCT NabopaTopHbIX UccregoBaHUA, BEINOMNHEHHBIX C y4eTOM nepevuc-
NeHHbIX TpeboBaHWA, B KayecTBE OCHOBblI KOTOPBLIX WUCMOMbL3YIOT CTaTUCTUYEeCKne MeToabl U AaHHble O
6uonorvyeckon BapnaLMm 3Ha4eHuin coaepkaHnsl aHanuToB.

5.3 PedrepeHTHbIE UHTEepBanbl coaepXaHUs aHaNnuMToB U NpaBUNa UX ycTaHOBNeHUNA

Ons BbISIBNEHUA NATONOrMYECKUX OTKIIOHEHUA COAepXXaHUA aHanUTOB OT UX 3HAYEHWUA, CBOUCTBEHHbIX
COCTOSIHVIO 3A0POBbA, NOCNeAHNe MOryT BbiTb OXapakTepunsoBaHbl pedepeHTHBIMU UHTepBanammn, To ecTb
aucnepcuein s3Ha4eHUn coaepXaHusa aHanuToB, onpefeneHHbIX B rpynne 340poBbiX pedepeHTHbIX UHAUBK-
AyymoB. PecbepeHTHbIe MHTepBarsbl, yCTaHOBIIEHHLIE B 300POBOI NONYALMM, OTpaXxatoT rpynnosyto 6uonoru-
YecKylo BapyaLuio 1 06bIMHO NPUMEHSIIOTCS A1 pa3rpaHUYeHusl NaToNormn OT COCTOAHUSA 340POBbA.

MpaBuna yctaHoBNEHUA pedpepeHTHLIX MHTePBAaroB NpuseaeHsl B npunoxeHnn A1,

PedepeHTHbIe HTepBanbl orpaHNYeHbl pehepeHTHLIMU NpeAeniamMu, 3a KoTopble Npu 96 %-HoN BeposT-
HOCTN 06bIMHO NPUHUMAaIOT 2,5 1 97,5 NPOLeHTUNK.

MpumeyaHun e — BO3MOXHO NPMMEHEHNE APYTUX NPOLEHTUINEN B KaYecTBe pedepeHTHbIX NPeaenos, HO 3TO
AOMKHO GbITb OFOBOPEHO B YCNOBUSIX ONpeAerieHnst COOTBETCTBYIOLWETD pedepeHTHOro MHTepBearna.

MpeaycmatpusatoT paspaboTKy pasnmMuHbIX TUMNOB pedepeHTHLIX UHTepBanoBs. B nx uucne, Hapsay ¢
YHUBaPUAHTHBIMU U He 3aBUCALMMU OT BpeMeHW MOonynsLMOHHBIMU pedepeHTHBIMA UHTepBanaMu, npea-
YCMOTpeHa BO3MOXHOCTb YCTaHOBEHUS:

- MyNbTUBAPUaHTHLIX 06nacTei, noydyaeMbiX KOMOUHUPOBaHHOW 06paboTKoO HeCKOMNbKUX NabopaTtop-
HbIX NokasaTenen B OAHOM 1 TOM Xe rpynne pedepeHTHLIX MHAUBWAOB,

- pecbepeHTHBIX UHTEPBANOB, 3aBUCALLIMX OT BpeMeHU B3ATUSA MaTepuana 4ns UCCeAoBaHus ¢ y4eToM
61OPUTMOB (OLIEHKa PUTMUYECKON BapnabenbHOCTU U pacyeT Y3KUX NMoBpeMeHHbIX ped)epeHTHBIX MHTepBa-
NOB AOSKHbI NMPOBOAUTLCA aAeKBaTHLIMW MaTeMaTUYECKUMIN UMM CTAaTUCTUYECKUMU MeToaMu);

- UHANBKMAYanbHbLIX pecdepeHTHLIX UHTepBaroB, NPUCYLLMX BapyauuyM aHanuToB y AaHHOrO WHAWBU-
Ayywma.

K MpaBuna rapmoHn3npoBaHbl ¢ pekoMeHgaumsimu MexxayHapoaHoi degepaumm KnMHUYeckor xumum u nabopa-
TOPHOW MeAULMNHBI.
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5.4 UHaekcbl UHAMBUAYaNbLHOCTU aHANUTOB U UX BNAUsIHUE Ha XapakTep NpPUMEHeHus
COOTBETCTBYIOLMUX TECTOB

Bbixoa 3HaveHWiA coepxaHua aHanuTa y obcnegyemoro nauueHTa 3a pecepeHTHble npeaensl 06biuHO
NPWUHATO cYUTaTL NPU3HAKOM NaToNornn. Y HUBepCanbHOCTb TaKoro noaxoaa MoxeT ObiTb orpaHudeHa ocobeH-
HOCTAMU UHAMBUAYalbHBIX CBOICTB aHaNNTOB — LUMPOKAM AMana3oHOM BapuaLuum pe3ynbTaToB Ux onpege-
neHun. insg aHanUToB ¢ ManbiM AnanasoHoOM BapuaLuvn B COCTOSIHUA 300POBbsl UHAMBUAYYMA BEPOATHOCTb
BbIXoAa NaTosiorM4eckon BapmnaLumm 3a nonynaumMoHHble pedepeHTHbIe Npeaensl MeHbLLe, YeM 4115 aHanuToB
¢ 6onblnM ananasoHoOM Bapuaumn. 3TM 0coOBEHHOCTU aHANUTOB MOXKHO OXapaKTepusoBaTh KONMUYECTBEHHO C
NOMOLLIbIO pacyeTa ux nHaekca nHansnayansHocTu Il kak oTHoLweHUs ko3 ULMEHTOB BHYTPUUHANBMAYANb-
HOWM N MeXUHAUBUAYanNbLHOU Bapnaunin 3TUX aHanmnToB:

Il = CV,/CV,, (1)

rae CV,— koadduumeHT BHYTpUMHANBUAYaNbHOW BUONOrMYeCcKon BapuaLmu;
CVg5 — koachduumeHT mexuHansuayansHon 61Monornyeckon sapuamum.
AnarHocTnyeckasi YyBCTBUTENbHOCTL TECTa TeM Bhille, YeM Gorblue 3HauYeHne uHaekca uHanBuayans-
HOCTW.

MpwuMeyaHu e — 3HaueHUs MHAEKCOB UHANBUAYANBHOCTU aHANUTOBR, Hanboree YacTo UCcneayeMbiX B KITMHU-
KO-AMarHoCcTMyecknx naboparopusix, MOryT OblTb PacCYMTaHbl Ha OCHOBE AaHHbIX, MPUBEAEHHbIX B MpuUnoxexHnn b
FOCT P 53022.2.

5.5 MaTemaTuueckue U anuaeMuonorudeckue metoabl B naéoparopHoit HgpopmaTUke

B npocTeiilem cnydae (UCNonb3oBaHWe 0gHOro NabopaTopHOro TecTa U BO3MOXHOE Hanuyue OHOoN
hopMbl NaTonorvn) nNpucywme rpynne 34opoBbiIX U rpynne GonbHLIX onpedeneHHon opmoit naTosnorum
pesynbTaThl NabopaTopHOro Tecta (hopPMUPYIOT ABE KPUBbIE, YaCTUYHO HaKNaabiBaKOLWMEC APYr Ha apyra
(cM. pucyHok 1). CooTHOLWEHWE NAoWaamn, oNMCaHHON KaXaoW KPUBOW, C UX HAKMaablBaLWMMUCA YacTaMU
faeT KONMMYECTBEHHYID XapaKTEPUCTUKY AUCKPUMUHUPYOLWEN (pasnuyarolien) cnocoBHOCTU TecTa no
OTHOLLEHWHO K M3yYaeMOoi NaTonoruu.

Moporosoe
3Ha4yeHue
Het 6onesxun BoneaHb
WctuHHO WUctuHHO
oTpULarenbHbIe NONOXUTESNbHbIE
pesynbTathbl pesynbTarbl
A I B
iC

PesynbTathl Tecta
NOXHOOTPULIATESIbHBIE U NIOKHOMNOMNOXHUTENbHbIE

A — OTCeuHas TOUKA NOSMOXMTESNBHBIX PE3yNbTaToB; B — oTcevHan Touka oTpuuaTesibHbIX pe3ynbTaTos;
C — TO4Ka NOPOroBOro 3HA4YEHUs

PucyHok 1 — M'MnoTeTMyeckoe pacnpeaeneHne pesynbTaToB Tecta cpeam 340pOoBbIX U 60NbHbIX

MpwnmedaHu e — lNpUMeHEHNE OTCEHHbIX TOYEK AN OLEHKU TECTOB CM. 5.6.

Mpu MHTepnpeTauXn pesynbTaToB NabopaTopHbLIX UCCREA0BAHUIA NOyYEHHbIE 3HaYeHUs knaccuduum-
PYIOT Kak MoNoXuUTeNbHble, TO €CTb MOATBEPXKAAOLLME Hanuuve NaTonorin, U Kak oTpuuartenbHble, To ecTb He
noaTeepxaatoiwme Hanudumne natonoruu. Moa BnusHuem cakTropoB GUoNOrMYEcKoi n aHanUTUYeCcKo Bapua-
UMK MoxeT HabnoaTbCA B3aUMHOE NepekpbiTUe 3HaYEeHUIA pe3ynbTaToB UCCNeAoBaHUA MexXay uHTepBana-
MW, CBOMCTBEHHbIMU rpynnaM 6oSbHLIX W 340POBbLIX NoAed, UTO NpUMBOAMT K Knaccudukaumum 4dactu
NOMNYYEHHBIX 3HAYEHUI KaK NOXHOMONOXUTENbHBIX UIW NIOXKHOOTpULLATENbHBIX. MICTUHHO MONOXUTENbHbLIN
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pe3ynbTaT MOATBepXOaeT Hanuune OeNCTBUTENbHO WMMEIoLWEencs NaTonorum, UCTUHHO OTpuLaTenbHbIA
pesynbTaT UCKMoYaeT ee Hannyue B YCroBUSX OEeNCTBUTENbLHOro ee OTCYTCTBUS. JIoXHOOTpULaTeNbHbIN
pesynbTaT ncknoyaeT Hanudne BonesHun, Torga kak oHa A4encTBUTENbHO NPUCYTCTBYET. NIOXKHOMONOXUTENb-
HbI pesynbTaT NoATBeMKAaeT NPUCYTCTBME NaTONOrMKU, HECMOTPSA Ha ee OTCYTCTBME B AeNCTBUTENBHOCTHU.
CooTHoLeHWe 3TUX rpynn NONYyYEeHHbIX 3HAYEHUA NCMONL3YIOT ANSA KONUYECTBEHHON OLIEHKU KITMHUYECKON
NHPOPMAaTUBHOCTU NAaBOPaTOPHBLIX TECTOB Ha OCHOBE pacyeTOB BEPOATHOCTM TOW UMW APYroi KaTeropum 3Ha-
YEHWI NPU COCTOSHMN 340POBbLSA UK BonesHu, a Takke Npy auddepeHuMannmn Heckonbknx 6onesHen.

Mpw pasnuyeHnmn Heckonbkx 6onesHell conocTaBnNAKTCA KPUBLIE, 0Bpa3oBaHHbIe 3HaYeHaMn nabopa-
TOPHbIX Pe3ynbTaToB, MNOMYYEHHBIMU COOTBETCTBEHHO NpU 06CrneaoBaHNM NaLUeHTOoB, CTpadaloLLMX 3TUMK
dopmamm natonornu. CoyetaHne 3TUX KpMBLIX 06pasyeT MHOrOMEpPHOEe NPOCTPaHCTBO, B KOTOPOM MaTemMaTu-
Yyeckn MoryT 6bITb onpegerneHbl o6nacTu, COOTBETCTBYOLWME onpedeneHHbIM Buaam natonorun. Kpurepui
ONCKPUMUHUPYIOLLE cnocoBHOCTM TecTa MoXeT BbiTb OnpeAerieH paccTosaHUeM koopauHaTt Hanbonbluei Yac-
TOTbl NokasaTenei TecTa Npu JaHHOW MaTonorMn oT LeHTpa obnacTtu NPocTpaHCTBa, NPUCYLLEero Apyron
naTonoruu.

MocKomMnbKY B 3TOW CUCTEME PELLEHNA BRXKHYIO POfb UrpaeT peanbHan BEPOATHOCTb HANU4Us NaTONOrUu,
Ans 060CHOBaHMSA YNCNOBLIX 3HAYEHWIA STOM BEPOATHOCTU NPUBMEKaNTCA AaHHbIE KNMUHUYECKON 3NMaeMUoro-
rn, NoflydyeHHble ¢ NOMOLLbLIO MPUHLUMMOB AokaszaTenbHon MeauuuHbl. OHWU AOMKHBI BbITb OCHOBaHLI Ha
pesyrnbTaTtax paHAOMU3UPOBaHHbIX KOHTPONMMPYEMbIX UCCReAoBaHNA, NPOBEAEHHBIX Ha OMBITHON U KOHTPOb-
Hol rpynnax obcnegyemblX, 0TOGpaHHbIX criydaniHbiM oBpa3om, HO Npu CTporom cobniogeHun KpuTepues
BKITIOYEHUS U UCKITIOYEHUS U3 Fpynibl U ¢ cobnioeHnem paBeHcTBa No hakTopam, BMAIOLLMM Ha ucxod 3abo-
neeaHus. MNpaKkTUYECKN 3TU XapaKTepUCTUKU NabopaTopHLIX TECTOB ONPEAENATCA Ha OCHOBAHUM CTAaTUCTU-
YecKoro aHanmaa MaccuUBOB pe3ynbTaToB UCCeAoBaHNA N MaTeMaTUYECKU XapaKTepusyoT UHTerpansHoe
BIUAIHNE NaTOrHOMOHWYHOCTM NTabopaTopHOro AUarHOCTMYECKoro nokasarensa ana onpegenexHus sabonesa-
HKSA.

B pesynbTaTe HakomnneHns AaHHbIX O pearnbHOM NpUMeHeHUn NabopaTopHbIX TECTOB B rpynnax 3qopo-
BbIX NAL, U MauneHTOoB, 3aBeJOMO CTpajalowwmnx onpeaeneHHsIM BUAOM NaTonorum, opmMmmnpyoTcsl YeTbipe
Knacca 3Ha4yeHui pesynbTaToB UCCrefoBaHNn [aHHOIo aHanuTa: UCTUHHO NONOXUTENbHBIE; UCTUHHO OTpULLa-
TerbHble; NTIOXXHOMNOMNOXUTENbHbBIE U NOXHOOTpULaTerNbHble. MaTeMaTudeckne CooTHOLEHUs 3TUX rpynn nabo-
paTopHbIX Pe3ynbTaToOB CryXaT OCHOBAHWMEM ANA OLUEHKU U XapakKTepUCTUKU NapamMeTpoB KAUHUYECKON
nHopmaTMBHOCTU NabopaTopHOro TecTa: ero KNMMHUYECKON YyBCTBUTENBLHOCTU, KIMMHUYECKON cneunduyHoc-
TW, AnarHoctudeckon ahdeKTUBHOCTY, npedcKasaTenbHOW LUEHHOCTU, MPeTecTOBOA U MOCTTECTOBOW
BEpPOATHOCTU NATONOINN, OTHOLLEHUA I'IpaBLlOI'IOAOGVIﬂ.

KnuHuyeckasa cneyndnyHoCTb XapakTepusyeTcs YACTIOM KITMHUYECKU UCTUHHO OTpULaTesibHO Knaccu-
PULMPOBAHHBIX NALMUEHTOB, AeNEHHbIX Ha CYMMY KIMHUYECKN MpaBUbLHO OoTpuLaTensHo Knaccuduumnposan-
HbIX NNHOC KIMNMHNYEeCKN NOXKHONONOXNTETbHO KJ'IaCCI/ICbI/ILI,I/IpOBaH HbIX.

KnnHunyeckas YyBCTBUTENBHOCTb XapakTepuayeTcs YACAOM KINUHUYECKA NCTUHHO NOSIOXKUTENbHO Knac-
CI/Id)I/ILI,I/IpOBaHHbIX nauneHToB, AeNeHHbIX Ha CYMMY KITMHUYECKN UCTUHHO NONOXNTENbHO KﬂaCCI/ICbMLIMDOBaH-
HBIX NSTFOC KIMHWUYECKN NTIOXKHOOTPULATENbHO KIlaccupULMpoBaHHbIX (Tabnnua 4).

Tabnwnuya 4 —Kputepmm oLeHKU ANArHOCTUYECKOW LI@HHOCTM NnabopaTopHOro Tecta

KpuTtepun BonesHb npucyTcTByeT BoneaHb otcyTcTBYET
MonoxutenbHbIn pesynbTaT @ — WCTUHHO MOMNOXUTENbHbIN b — noxHononoxvTeneHbIA
OTpuuarenbHbIv pesynesTtar C — NOXHooTpuLaTeNbHbIN d — MCTUHHO OTpULUATENbHbIN
AnpuopHas BEpOATHOCTL Gones- (a +c)/(a + b+ c +d)=pgons GonbHbIX B 06Cnegyemoit rpynne
HU

KnuHmn4eckasn 4yBCTBUTENBHOCTb al(a + ¢) = gONA NCTUHHO NONOXMTENbHBLIX PE3YNbTaTOB B rpynne 60nbHbIX

KnnHunyeckas cneumduyHoCTb d/(b + d) = gonsi UICTMHHO OTpULATESNbHBLIX Pe3ynbTaToB B rpynne 3gopo-

BbIX

MpepackasaTenbHasi LeHHOCTb MO- al(a + b) = gONsi NCTUHHO NONOXMTENbHLIX PE3YNbTaTOB CPEAN BCEX MONO-
NOXUTENbHOro pesynbrara XKWTENbHBLIX PE3YyNbTaToB

MNpeackasatenbHasi LEHHOCTb OT- d/(c + d) = pons UCTMHHO OTpMLATENbHbIX PE3ynbTaToB CPeay BCEX OTPU-
pyuaTenbHoOro pesynbraTta LaTenbHbIX pe3ynbTaToB
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Kputepuii

BonesHb npucytcteyeT

BonesaHb oTcyTCTBYET

NuarHocTnyeckas
HOCTb TecTa

acdekTme-

(a+d)/(a+b+c+d)=pag0ona NCTMHHBIX pe3yNbTaToOB CPEAN BCEX pe3ynb-
TaToB TECTa

OTHoweHve npasgonogodbus no- al(a + c)/b/(b + d)
NOXUTENBHOTO peayrbTaTa Tecta
OTtHoweHve npasgonoaobus or- c/(a+ c)/d/(b + d)

puuatenbHOro pesynbrara Tecrta

OueHKa YyBCTBUTENBHOCTM U CeLMUHHOCTY BaxkHa NP1 BbIGope TecTa Ans ero NpUuMeHeHus! B onpeae-
NEHHbIX KNUHAYECKMX LiensaX. YyBCTBUTENLHOCTL TeCTa OTpaxaeT BEPOATHOCTb 1o NONOXUTENBHOTO pesyrib-
TaTa B NPUCYTCTBUM NaTonormu. Beicokas YyBCTBUTENBHOCTL TecTa NO3BOMSIET C €ro NOMOLLbIO BbISIBINATH
60nbHbIX B 06LLein nonynsaumn. CneumduiyHocTb TecTa oTpaxaeT BEpOATHOCTb OTpULIATENLHOTO pesynbTaTta B
OTCYTCTBUE NATOSOTNN, YTO NP BLICOKON CreLMUYHOCT NO3BONSAET OTCEMBaTb 340POBLIX U3 MOMYMALUM C
npeanonaraemoit natonorneid. KoM6UHaLmMa KNMHUYECKOW YyBCTBUTENBHOCTU U KITMHUYECKOU crielnduiHoCTH
TecTa XxapakTepusyeT KIMHUYEecKyo apdeKTUBHOCTL TecTa.

Mpu nHTepnpeTauun pesynbTaToB NTabopaTopHbIX TECTOB BEPOATHOCTbL AEMCTBUTENLHOrO Hanuuus
MaTonorun NP NOSICXKUTENBHOM pesyrbTaTe UM HaAEXHOCTb UCKMKYEHUA NaTosorMuU NpY OTpULATENbHOM
pesynbTaTe OLIEHUBAETCS Ha OCHOBE OnpeaerneHns npeackasaTenbHON LeHHOCTMU MOSIOKUTEMbHBIX MU OTPU-
LaTelbHbIX pe3ynbTaToB TECTOB.

MpeackasaTenbHas LEeHHOCTb (MOCTTEeCToBas BepOosATHOCTL GonesHu y nauueHTa) pesynstaTta nabopa-
TOPHOTO TecTa 3aBUCUT OT PacMPOCTPaHeHHOCTM BonesHu B Nonynsauum (Tabnuua 5), KOTOPYH UHAYE MOXHO
paccMaTpuBaTh Kak NpeTecToBYH BEPOSATHOCTL Hammums 6onesHu y naumeHTa.

Ta6nunua 5—B3aMMocBsa3b pacnpoCTPaHeHHOCTH BGoMeaHy B Nonynsauum u npeackasaTeribHON LEHHOCTU MONoXu-
TenbHOro pesynbTaTa nabopaTopHoro Tecta

PaCnpOCTPaHEHHOCTS GonesHy B nonynsLmH, % MpenckasarenbHas ueHH?ZI; :o:/:ommeanoro pesynbrata
1 16,1
2 27,9
50,0
10 67,9
25 86,4
50 95,0

B3anmo3aBMCUMOCTbL NPETECTOBOW 1 NOCTTECTOBON BEPOSATHOCTI 6OMNE3HM NpU onpedeneHHoN Y4yBCTBU-
TeNbHOCTU U cneunduryHOCTM TecTa npeacTasneHa B Tabnuvue 6.

Tabnwuuya 6 — B3aumo3zaBUCUMOCTb Npe- U MOCTTECTOBOW BEPOATHOCTU NPUCYTCTBMS MNATONOMMK y NaumneHTa npu uc-
nonb3oBaHMKM NabopaTopHOro Tecta ¢ YyBCcTBUTENBHOCTLIO 90 % M cneundunyHocTbio 90 %

MpeTecToBas BEPOATHOCTL

MocTTecToBas BEPOATHOCTL

0,01 0,08
0,5 0,9
0,99 0,999

[ns BblYUCTEHUSA BEPOATHOCTU 6onesHn (I'IOCTTeCTOBOIz BEPOSITHOCTU) Ha OCHOBAHUM MOMOXUTENBHOrO
nnn oTpuuaTeribHOro pesynbTtaTta TecTa AoNyCcKaeTCcAa MCNOoJIb30BaTh OTHOLWLEHWE npasgonogobus (On), koto-
poe 0606LLaeT Ty Xe UHpopMauuio, YTO U NoKasaTenu YyBCTBUTENBHOCTU U CNELNdDUYHOCTH.
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OTHoweHnem npasaonogobus Ans KOHKPeTHOro pesynbTata AUMAarHOCTUYECcKOro TecTa HasblBaeTcs
OTHOLLEeHWe BEPOSITHOCTM AaHHOro pesynbTaTa y nuL, ¢ 3abonesaHueM K BEpOATHOCTU 3TOMO Xe pesynbTratay
nuu 6es sabonesaHusi. OTHOLWEHWe NpaBaonoaobus NokasbiBaeT, BO CKOMbKO pas BbilLe (UKW HUXKe) BEposAT-
HOCTb NOMYYMTb AaHHLIA pesynbTaT TecTa y 60nbHbIX, HeXenu y 340poBbIX. Ecnn oleHka TecTa nposoAnTcs
ANXOTOMUYECKN (MOMOXMTENbHBIR-0TPULATENbHBIR), TO ero cnocobHOCTb pasnuvaTbh BOMbHLIX U 300POBLIX
COOTBETCTBYET ABYM TUNaM OLEHKN: OAWH TUM CBA3AH C NONOXWTENbHLIM pesyrbTaTom TecTa, Apyrod — ¢
oTpuLaTenbHbIM.

YcTaHoBMNeHNe MOCTTECTOBOW BEPOATHOCTN HA OCHOBE CBEAEHU O MPEeTECTOBON BEPOATHOCTU U NoKasa-
Tene OTHOLEeHNs Npaeaonogobusi BO3MOXHO No HOMOrpaMMe (CM. PUCYHOK 2).

0,1 99
0,2+
015-- '-95
1T 1000+ 1
500+ %0
2T 2001 480
100+
54+ 50+ +70
20+ =460
10+ 10+ +50
5T +40
MpetecToBas 204+ 2 430 MoctTecToBas
BEpOATHOCTb, % 1+ BEpPOSATHOCTb, %
30—+ +0,5 =420
40+ —+0,2
50+ +0,1 T10
60+ T005 |,
o
80 +o005 2
—+0,002
90 40,001 41
95— 40,5
+0,2
99 0,1
OTHoWweHne
npasgonogobus

PucyHok 2 — Homorpamma arnsi onpegerneHuvsi NocTTeCTOBOW BEPOSITHOCTU 3a60NeBaHNs, UCXOAs U3 NPETECTOBOW
BEPOSTHOCTU M OTHOLLEHUs NpaBaonogobus

OTHoLeHWe Npasgonofobusi NO3BONseT BLIUTA 3a paMKun rpyboi oLeHKU pesynbTaToB nabopaTopHoOro
TecTa (nMbo HopMa, NBo naTonorvs) B criydae xapakTepuUcTUKA TOHHOCTU AUarHoCTUYECKOro TecTa Ha OcHoBe
TONbKO NMOHATUA YyBCTBUTENBHOCTU N CNeLMdUYHOCTU NP eUHCTBEHHON ToYke pasaeneHys. B nogobHbix
cUTyauusiX NonoXxeHne Touku pasaenerus (cutoff) Ha HenpepbIBHOM Nepexoae Mexay HOPMOR U NaTosioruen
ycTaHaBnMBaeTcs npounssonbHo. OTHOWeHNs npasgonoaobus MoxHo onpeaenATb Ans noboro konuyecTsa
pe3ynbTaToB TecTa No BceMy AnanasoHy 4onyCcTUMbIX 3HaveHuin. Hanuune 3abonesaHus 6onee BeposATHO Npu
KpaiHeM OTKNOHEHWUN pe3ynbTaTa TecTa 0T HOPMbI, YeM B cilyyae pesynbTaTta, 6nmskoro K rpaHuie Hopmsl. Mpu
3TOM noaxoae dopMupyeTcs MHdDopMaLUsa O CTeNeHN OTKIIOHEHUS OT HOPMbI, @ He TOMbKO O dhakTe HanMuusa
1nn oTcyTcTBUA 6GonesHn. Mpy BbIMUCIIEHWN OTHOLLEHWI NpaBaonoA06ys BHYTPU HEKOTOPOTro AnanasoHa 3Ha-
YEeHW pesynbTaToB TecTa Nno4YyBCTBUTENbHOCTEI0 MOHUMaeTCs yBePEHHOCTb Bpaya npu UCnosb30BaHNN KOH-
KpeTHOro pesynbtaTa TecTa Ansa uaeHTudukauum nuy ¢ 3abonesaHuem, a He € TOW WN UHOW CTeneHbio
OTKITOHEHWsI OT HOPMBI. TO Xe 0THOCUTCA U K crielududHocTu. 3HadveHune ON(+)> 10 unu OTM(-)< 0,1 cnyxut
OCHOBOW 1191 OKOHYaTeNbHOro AnarHocTuyeckoro pewexus. 3Hadvernme OMN(+) ot 5040 10 OMN(-) o7 0,1 80 0,2
JaeT yMepeHHble 0CHOBaHWA Ana gnarHocTudeckoro pewerHus. OMN(+)oT2 no5nOl(-)o10,5 80 0,2 Mmano gaet
AN N3MEeHEeHUs1 OLLeHKN BeposATHOCTKN BonesHun y naumenTa. OM(+) u OMN(=) ot 0,5 o 2 NouTH He U3MeHsieT
BEPOATHOCTU (WaHckl) BonesHn y naumneHTa.
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C ncnonb3oBaHnem npuBedeHHbIX nokasaTtenein MoXeT OblTb OCYLLECTBEH KOMUYECTBEHHbIN pacyeT
NHOPMaTUBHOCTU NabopaTopHoro Tecta (J).

[MocTTecToBas BEPOATHOCTb
J=log P 2

2 MpeTecToBasi BEPOSITHOCTL

rae NocTTecToBas BEpOATHOCTb — MNpejAckasaTenbHas LeHHOCTb pesyrbTaTa nabopaTopHOro TecTa;

npeTecToBas BEPOSITHOCTb — BEPOATHOCTL BOME3HM B MONYNSLUN.

Ha ocHoBaHuK gaHHbIX 06 OTHOLLEHUN NpaBaonocaobusa U NPeTecToBON BEPOATHOCTU MOXET BbITb pac-
cyMTaHa nHpopMaTUBHOCTL NabopaTopHOre TecTa B eaMHMLax Hdopmaummn (6ut nHdopmauun).

J=log, ®)
1+ p(R-1)
roe R — oTHoleHWe npasaonoaobus;
p — NpeTecToBasi BEPOATHOCTb.

[ns TOYHOW OLIEHKN 3HAYMMOCTU PasfnMyums Mexay 3HauYeHUsAMK ABYX nocnegoBaTesibHbIX U3MepeHni
aHanMToB Y OJHOTO 1 TOTO Xe nauueHTa npumeHaeTca koauLMeHT KpUTUYECKOR pasHULbl (pedepeHTHoe
pasnu4yne 3Ha4veHuin). PacyeT aToro KpUTepust OCHOBaH Ha 3aBUCMMOCTU

RCV = K(CV? + CV2)", (4)

rae RCV — koahprLMEHT KpUTUYECKON pasHLbl N pedepeHTHOE pasnuune 3HavyeHUi;
K — KoHCTaHTa, 3aBucsLas oT pasmepa puycka (Npu pasmepe pucka 0,5 koHcTaHTa cocTasnaeT 2,77);
CV, — ko3 dULMEHT BHYTPUUHAMBUAYAMBHON BUOOrMYECKOR BapraLum;
CV, — koapuULMeHT aHanmMTM4eckon MexcepuinHon Bapnauun.

5.6 BblGop oOTCeUHbIX TOUYEK WU UX BIUSAHUE Ha XapaKTepucTuky MWHGOPMaTUBHOCTYU
nabopaTtopHbIX UCCNefoBaHUN

Knaccudukaums sHaueHnin pe3ynbTaToB Kak UCTUHHBIX UMK NOXKHBIX 3aBUCUT OT BbIGOpa 0TCEYHOM TOYKN,
TO eCTb paHuLbl pasaena Mexay 3HaueHUsMn 340poBoM U 6onbHON Nonynsauun. MockonbKy OT KONMYecTBEeH-
HbIX COOTHOLLEHMWI pa3nnYHbIX KNaccoB 3HauYeHWIA pe3ynbTaToB 3aBUCUT OLeHKa KIMHUYECKOW YyBCTBUTENb-
HOCTU W cneundUYHOCTU, BLIGOP OTCEYHON TOYKW AOIMKEeH onpedensaTbCs XapakTepom MaTosnorniyeckoro
npoLiecca 1 BblTEKaILLMMUN U3 YCTAHOBIEHHOMo AnarHo3a MeguuUMHCKMMN NocNeaAcTBUAMN.

MpuBbIGOpE B KayecTBE OTCEYHONU TOUKU A (pUcyHOK 1) TecT umeeT 100 %-Hyro YyBCTBUTENbHOCTL B OTHO-
LUEHWWN HAMNMYMs NaToNOrMN N HU3KYIo cneuuduiHocTb. Hanbonee nHgopmatuBHbI OTpULATENbHBbIE pe3ynbTa-
Thl TECTA C TAKOW YYBCTBUTENBLHOCTLIO, NOCKOIBLKY MpU 3TOM UCKNoYatloTcs 340poBble U3 obLen nonynaumu.
PekomenayeTcs BLIGOP OTCEYHOM TOUKM A Ha paHHUX CTaAUAX ANArHOCTUKM AN151 CYXKEHUSA paMoK uccneayemMoi
nonynsuun. Beibop Toukn C B kavecTBe oTcevHon npugaet Tecty 100 %-Hyo cneundudHOCTb U CHWXKaeT
yyBCTBUTENLHOCTL. Hanbonee nHdopmMaTMBeH peaynbTaT Takoro Tecta, ockosbKy OH BbiaBnseT B ob6cneaye-
Mo nonynsAuun 60nbHLIX U NOATBEPXKAAET NPeAnoNoKUTeNbHLIA AnarHos. CBONCTBa TecTa No3BONAT Npea-
OTBPATUTL Bpeq, JNIOXKHOMNONOKUTENbHOTO pesynbTaTa. [Ans 60nbwnHCTBa KIMHUYECKMX CUTYaLUNIA B KavecTBe
oTceuHol BblbMpaloT TouKy B kak npegen pedepeHTHOro uHTepBara, To ecTb AManasoHa 3Ha4eHnn pesynbTa-
TOB TeCTa y 340pOBbIX MoAel, XapaKkTep1usyemoro cpegHeapnudmeTU4eCKUM 3Ha4YeHUeM 1 UHTepBanomMm, orpa-
HUYEHHbIM [ABYMSA cpefHeKBaApaTU4eCKUMN OTKIIOHEHUSIMA B KaXaylo CTOpoHy. Bbixoa pesynbtaTa
nccnegoBaHvs y nauneHTa 3a pedpepeHTHble npefersbl, CBOACTBEHHbIE 340POBbLIM JIIOASM, MOXET cBuae-
TeNbCTBOBATh O HANMYMM NATOMOTMN.

Mpun oueHKe TOYHOCTU pasrpaHudeHusi obcregyemMblx rpynn no pesynbratam nabopaTopHoro Tecta
ncnonb3yeTcs ero AuarHoctudeckas apeKTMBHOCTbL (ANCKPUMUHUPYIOLLAs CMOCOBHOCTB), KoTopas 3aBUCUT
OT COOTHOLUEHUSI ANarHOCTUYECKOM (KIMHUYECKOW) YyBCTBUTENbHOCTU U cneuncdudHocTu. JlabopaTtopHbi
TECT MOXET UMEeTb MHOXECTBO Map YyBCTBUTENbLHOCTU U cneunUYHOCTU U AOMKeH 6biTb onucaH NonHbIM
CNEKTPOM WX COOTHOLUEHWA ANs YCTaHOBMEHUs Touek pasfeneHusi (YpOBHEN pellueHUi, AnarHoCTUYeCcKUX
noporos). CooTHOLEHNe MeXAy YYBCTBUTENMbLHOCTLIO U crieumdUUHOCTLI0 TecTa, pa3bpockl pe3ynbTaTos
KOTOPOro B ABYX alnlbTepHATUBHBIX rpynnax obcnegyembix (34opoBblie U 605bHbIE) B3aMMHO NepekpbiBaloTCA,
3aBUCUT OT KpUTEPUS pasgeneHns aTUX rpynmn. CmeLleHne TOUKU pasaeneHus B TY UK MHYH0 CTOPOHY NMpUBOANT
K MU3BMEHEHUIO COOTHOLLIEHMS YYBCTBUTENLHOCTA U cNeLMdrUIHOCTM B NPOTUBONOMIOXKHOM HanpaBneHun.

[na ycTaHOBNEHUs1 TOUKK pasaeneHns C y4eTom NocrneAcTBUIA NIOXKHBIX pelleHnA UCNoNb3yeTcs Kpusas
onepaTuMBHON XxapakrepucTuku (receiver operating characteristic, ROC-curve, receiver operating
characteristic), T.e. KpuBas B3auMHOM 3aBUCUMOCTU BEPOSITHOCTEM MIOXHOMOMOXUTENbHBIX U MUCTUHHO MOIOXU-
TeNbHbIX Pe3ynbTaToB (YYBCTBUTENBHOCTbL U €ANHULIA MUHYC CneLmnUIHOCTb).
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ROC-kpuBas sisnaetcs rpadpunyeckum npeactaBneHnemM nonHoro cnektTpa YyBCTBUTENbHOCTA U cneuun-
PUYHOCTH, NOCKONbKY Ha HEl MOTYT BbITb 0TOBpakeHkbl BCe BO3MOXHbIE Napbl «HyBCTBUTENbHOCTb-creundny-
HOCTb» ANA KOHKpeTHoro TecTa. B kaxaom criyyae ROC-kpuasi oTpaxaeT nepekpblTUe mexay ABYMSA
pacnpegeneHnsamMmn nyTemMm HaHeceHust Ha rpaduk BeNUUUHBI «HYBCTBUTENBHOCTbY OTHOCUTENbHO «eAuHMLa
MUHYC cneundrUIHOCTbY B MONHOM MHTepBare Touvek pasgeneHus. Ocb Y npedctasnsaet coboi uyBCTBUTEb-
HOCTb NN YaCTOTY UCTUHHO NOMOXKUTENBHBIX pe3ybTaToB. [1o ocn X oTMevaeTcsa YacToTa IOXKHONONOXKNTE b=
HbIX TECTOB (eAnHULA MUHYC cneuudndHocTb unm 100 MuHyc cneundudHocTs). (MHoraa no ocn X otmevatot
cneungurIHOCTb, a He e AUHMLLA MUHYC cnelndnYHOCTb). MoCKoMbKY YacToTa UCTUHHO NOAOKUTENbHBIX 1 FTOX-
HOMONOXUTESbHbLIX TECTOB MOXeT ObITb BblUMCMEHA, UCXOAS U3 pesynbTaToB B ABYX rpynnax (330poBble U
6onbHble) oTaensHo, ROC-kprBas He 3aBUCUT OT pacrnpocTpaHeHHOCTU 3aboneBaHusl.

B 3aBucumMocCTr OT Touek paszgeneHns n cteneHun ux HanoxeHus ROC-kpueas nmeet pasHyo dopmy r
pasHoe nonoxexue. XXenaTenbHoe COOTHOLLEHNE MeX Y YYBCTBUTEMbHOCTbLIO U CeLUdPUIHOCTLIO TecTa 4oc-
TuraeTcst BbIGOPOM TOUKM pasgeneHusi. Hanbonee vyeTkoe pasrpaHuveHne mexay 60mnbHbLIMM U 300POBLIMA
obcriegyeMbiMy 4OCTUraeTcs NPy UCMNOSIb30BaHUWA TECTOB, KOTOPbIE MMEKT XapakTepncTUYeCKyo KpUBYHO
pes3ynbTaToB, CABUHYTYIO B CTOPOHY NIEBOIO BEPXHEro yrna rpaduka.

YyBCTBUTENBHOCTD
100

80

60—

40

20—

0 T T T 1 T T I T T
10 20 30 40 50 60 70 80 90 100
100 - cneuucuyHOCTbL

PucyHok 3 — ROC-kpuBas

[na ngeansHoro Tecta rpaduk NPOXoANUT Yepes BepXHUI NEBLIA Yron, rae Aonsl UICTUHHO MOJIOXKUTEMb-
HbIX TecToB cocTasnsieT 100 % nnu 1,0 (naeanbHas YyBCTBUTENLHOCTB), @ A0S JIOKHOMOSOXUTENbHBIX paB-
Ha 0 (MpeanbHas cneuuduryHocTb). MoaToMy UYeM Gnnke KpuBas K BepxHemy JieBOMy Yrily, TeM Bhbllle
AnarHocTuyeckas acpeKTMBHOCTL (TOYHOCTL) TecTa, MHaobopPOT, YEM MEHbLLE U3T1b KPUBO U YeM Binke oHa
pacnosioxkeHa K nNpsiMoi, npoxosilen noa yrnom 45°, Tem MeHee a¢peKTMBHO AMarHocTUYEecKoe uccneosa-
Hue. TOUYKW Ha TaKoW AvaroHanu cCOOTBETCTBYIOT OTCYTCTBUIO ANarHOCTUYECKon achbeKTUBHOCTMU.

MeTogom oueHkn ROC-KpuBLIX SIBNISIETCA OLeHKa NnowaaM nog KpuBbiMU. TeopeTudeck nnouwaab
namensieTcs ot 0 go 1,0, ogHaKo NOCKOMbKY AUarHOCTUYECKN NONE3HbIE TECTbl XapaKTepuayloTCsl KPUBOW, pac-
NONOXXeHHON BbiLLe NOSIOKUTENLHOW AnaroHanu (Ha pucyHke 3 guaroHanb 0603HavyeHa MyHKTUPHONA NUHKeNn),
TO 06bI4HO roBopsAT 06 n3smeHeHusx ot 0,5 (oTcyTCcTBUE ANarHocTudeckon addpekTusHocTM Tecta) Ao 1,0 (Mak-
cumManbHan 3t eKTUBHOCTbL TecTa). Ta oLeHKa MOXeT BbITb NoNy4YeHa HenocpeACTBEHHO BbIYMCTIEHUEM N1O0-
WwaaM noa MHOrOrpaHHUKOM, OrPaHUYeHHbIM CnpaBa W CHU3Y OCSMM KOOPAUMHAT U CcreBa BBEpXy —
3KCNEPUMEHTaNbHO NOJTYYEHHLIMU TOUKaMM.

Mpu BusyaneHo oueHke ROC-KpuBbIX (CM. pUCyHOK 4 ) pacnonoXeHue X OTHOCUTESLHO ApYr Apyra yka-
3bIBaeT Ha X CpaBHUTENbHYIO adhdeKkTMBHOCTL. KpuBas, pacnonoxeHHas Bhllle U fieBee, CBUAETENbCTBYET O
66nbwein gnarHocTudeckon ahPeKTMBHOCTN COOTBETCTBYIOLLETO TecTa.
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YyBCTBUTENLHOCTL
1,0 1 #
Axanut A s
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PucyHok 4 — CpasHutenbHas oueHka ROC-KpMBbIX ABYX aHaNMTOB
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MpunoxeHne A
(pexomenayemoe)

MpaBuna ycraHoBneHus ped)epeHTHbIX UHTEPBANIOB U Npeaesnos

A.1 PedpepeHTHbIl MHTEPBan npeacTaensieT coboi orpaHnyeHHbIN pedepeHTHBIMU Npegenam n CTaTMCTUHeCcKu
OXapakTepy3oBaHHBbIA AUana3oH 3Ha4YeHW pe3ynbTaToB nabopaTopHbiX MCCneaoBaHWi onpeaeneHHoro aHanuTa, nony-
YeHHbIX NPy 06cneaoBaHNM OA4HOTO MHAUBUAYYMA UITKU IPYINbl UL, 0TOBpaHHbLIX NO cneuunansHbIM KpuTepusam. Pedepen-
THble Npeaensl B 330pOBOM NONy siuMm onpeaensiotcs dpakropamy MeXnHauBMAyanbHon Guonornyeckon Bapuaumm npu
OTHOLLEHNM aHaNMTUYEcKoii M Buonormueckon Bapuaumm S2,/S2, - <0,4.

A.2 WUcxogHbIM MyHKTOM YCTaHOBNEHUs1 pedpepeHTHOro MHTepBana sIBNsieTCsl peleHne o Ton gone psga pedepeHT-
HbIX 3HaYEHUI (AECTBUTENbHBIX 3HAYEHWI pe3yNibTaToB NabopaTopHbIX UCCIEeA0BaHUIA, NONy4YeHHbIX Npy o6cneaoBaHnm
pedepeHTHbIX MHAUBMOYYMOB), KOTOPasi 0N KHA COCTaBUTb pedepeHTHbIN nHTepBarn. ObbluHO pedepeHTHbIN UHTepBan
oxBaTbiBaeT 95 % Bcex pedepeHTHbIX 3HAYEHUI pe3ynbTaToB NabopaTopHbIX MCCNEAOBaHWUN, NONY4YEHHbIX B pethepeHT-
HOM MoNynsUuK, CocTosILLEN U3 pedepeHTHbIX UHAMBMAYYMOB. B 3TOM cnyyae pedepeHTHbIN MHTepBan orpaHMYNBaeTCA
ABYMsi 3Ha4YeHusIMY (pedepeHTHLIMY Npegernamm), Mexxay Kotopbimm pacnornaraetcsi 95 % Bcex pedepeHTHbIX 3Ha4UeHUN,
ano 2,5 % mx ¢ kKaxaoh CTOPOHbI 0TOPackIBaOTCS, TO €CTb psif 3Ha4YeHUI pehepeHTHOro UHTEpPBana pacrnonoXeH Mexay
2,5 %-HbiM 1 97,5 %-HbIM ypoBHsiMM (NpoueHTUnsimu) unm 0,025 n 0,975 dpakTunsmm.

A.3 PedepeHTHble MHAMBMAYYMbI — 3TO nuua, oTobpaHHble U3 340pPOBOI NONYNSUUMKU HA OCHOBaAHUWN KPUTEPUEBR
BKITIOYEHUS U NCKIIoUYeHns ansi popmmpoBanus pechepeHTHON nonynsiuvm, pedepeHTHbIe 3Ha4YeHUs], NONy4YeHHbIe B KOTO-
PO UCMONb3YIOTCSA AArsi CPAaBHEHUsI C MHOVBUAYYMOM, CTpajatoLumm crnieumnduueckum sabonesaHnem.

A.4 PedpepeHTHasi nonynsiumsi AomxHa ObiTb nogoGHa Mo STHUYECKMM, BO3PACTHLIM, MOMOBLIM NPU3HaKaM,
HACKOMbKO 3TO BO3MOXHO, obcrnegyemblmM nuuam, 3a UckniodeHnem 6onesHun, koTopylo guarHoctTupytot. OHa gonxHa
BKITI0YATb BCEX BO3MOXHbIX pehepeHTHbIX NUL, KOTOPLIE MOrYT A4aTb MOMHbIN KOMNAEKC BCEX BO3SMOXHbIX peepeHTHbIX
3Ha4YeHUIA, OTHOCALLMXCA K COOTBETCTBYIOWEMY aHanuTy. [lna nony4enusn pedepeHTHOro pacnpegenenuss moryTt 6uiTb
MCMNoNb30BaHbl criegytowme pedepeHTHbIE MPyNib:

- cam UCNbITYyeMbIN MHAVBUA (CBONCTBEHHAS €MY NaTONOMMA, HECKONBKO AAHHBIX);

- WAEHTUYHble 6nn3HeLbl (CBOWCTBEHHAS MM NaTomNorns, HECKONbKO AaHHbIX);

- amBynaTopHo oTobpaHHble MHAVMBMALI 6e3 0co6eHHO onpeaensieMbIX MPU3HAKOB NaToNorm (MPakTMyeckn 340po-
Bble uua);

- rocnuTanuanpoBaHHble oTobpaHHble 6onbHble 6e3 onpeaeneHHbIX NPU3HAKOB NaToNormu;

- BCe rocnuTanvanpoBaHHble 6onbHble;

- oTo6paHHble 6onbHbIE ¢ onpeaeneHHbIMU NPU3HakamMmu ogHon 6orneaHu;

- oTOOpaHHble MHAMBUALI U3 TPYNMbI «Nexadnxy 6onbHbIX 6e3 onpeaenseMblx NPU3HAKOB NaToONoruK.

A.5 [Ins HanGonee adh(heKTMBHOIO KIMHUYECKOro MCMNOrb3oBaHus pedepeHTHble UHTepBansl U pedepeHTHble
npegensl A0MKHbI ObITb OTHECEHb! K pa3nuyHbiM cybnonynsuusiM no 9THUYECKMM, BO3PACTHLIM (Y NOXWIMbIX NAaLMEHTOB
MHorve nabopaTopHble NokasaTeny MOryT oTpaxaTb Kak NpoLecc CTapeHusl Npu COXpaHeHWW 340POBbS, TaK U HanMuue
XPOHW4ecKoro 3aboneBanmns) Unm UHLIM NpU3aHakam (pedepeHTHbIe Npeaensl Ans GepeMeHHbIX XeHWWH AOMKHbI BbiTh
OTHECEHbI K pa3nun4yHbiM TpUMecTpam 6epeMeHHOCTH; ¥ NauMeHToB, NOCTOSAHHO NPUHMMALCLWLMX NpenapaTs!, perynpyio-
LMe HapyLWeHHble QPYHKLUMW, JOMKHbI GbITh CNeumnansHo AN HUX YCTaHOBIEHHble pedepeHTHbIe Npeaernbl CoaepKaHus
COOTBETCTBYIOLLUMX HATNUTOR C Y4ETOM NMPUCYTCTBUSA NOCTOSIHHO NMPYHUMAEMbIX NTEKAPCTBEHHbIX NPenapaToB — rMNoTeH-
3MBHbIX, FOPMOHAMBHBIX U T. 1.).

A.6 TMonynAunoHHble pedepeHTHbIe MHTEPBaribl MOryT ObiTh:

- YHVBaPWaHTHbLIMU (OTHOCSLLMMMWCS K ONPeaeneHnto 0QHOro aHanmTa) u He3aBUCSILLMMK OT BPEMEHM;

- MyNbTWBaPUAHTHBIMM, NONy4YaeMbIMU KOMBMHMPOBaHHON 06paboTKON HECKONbKUX NabopaTopHbIX NoKa3aTenen B
OQHOW 1 TOW Xe rpynne pedepeHTHbIX UHAVBUAOB;

- MOBPEMEHHbIMM, 3aBUCSILLMMM OT BPEMEHW B3siTUsi MaTepuana 4ns nccrnegoBanHusi ¢ y4eTom 6MopuTMoB (oLeHka
pUTMWYecKor BapmabenbHOCTU U pacyeT Y3KMX NOBPEMEHHBIX pethepeHTHLIX MHTEPBAIIOR, UCMONB3YIOTCA afeKBaTHbIe
MaTteMaTu4eckve MeToasl).

A.7 BceBxogsiwue B pehepeHTHYIO rpynny nuua AomxkHbl 06cneaoBaTbes ¢ NPUMEHEHUEM OOHOIO U TOTO XXe aHarnu-
TUYEeCKOro MeToga, obnagaioLero Heo6XoAMMON YyBCTBUTENBHOCTBIO, CNEUUMUYHOCTLI0, CTaGUNBHOCTLI0, XOPOLLIO OTKa-
NMBPOBAHHOIO M TOYHO BLIMOSHAEMOro NabopaTopHbIM NEPCOHANOM C COBMIOAEHMEM BCEX METOAUYECKUX TPpeboBaHuiA,
npv yCnoBUM NPUMEHEHUS CEpTUMDULNPOBAHHbIX peareHTOB, METPOIOrMYECKM NOBEPEHHbIX U3MepPUTENbHbIX NPUGOPOB U
CMCTEeMaTN4eCKoro NpoBeAeHUsI KOHTPONs KadyecTBa. PedepeHTHble npeaensl A0MKHbI BbITe YCTAHOBMNEHbI NPUMEHUTENb-
HO K UCNONb3yeMbIM B 4aHHOW nabopatopuv MeToam UccrneoBaHus.

A.8 lNpumeHeHne veTknx kpuTepueB oTbopa pedepeHTHbIX rpynn, CTaHAapTU3OBaHHbLIX YCIIOBUNA MOAFOTOBKM
obcnegyemslx NUL, K NPOBeAeHMI0 NabopaTopHbIX TECTOB, €AWHOTO HAAEXHOro aHanuTUYeckoro Mmetoga obecnevnsaeT
nory4eHve Takoro 04HOPOAHOIO Nyna pe3ynbTaToB — pedepeHTHbIX 3Ha4eHWUIM, KOTOPbIE MOTYT CIYXXWUTb HageXHOW OCHO-
BOWV ANs pacyeTta pedepeHTHbIX UHTepBaroB.
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A.9 CraTuctndeckuin metoz pacyeTa pedpepeHTHOro nHTepeana obycrnoBneH XxapakTepom pacnpeaeneHus B pagy
pedepeHTHbIX 3HAYEHUIA: NMPU HaNMYMM NPeaBapuTErbHOIO NPEANONIOKEHUs O XapakTepe pacnpeaeneHusi 4aHHbIX Npu-
MEHSIIOTCH NapameTpUYeckne MeTozbl, NPy OTCYTCTBUU NpeaBapuTernbHbIX ONyLWeHUi OTHOCUTENBHO pacnpegeneHus
OaHHbIX NCMOMNb3YITCA U HenapameTpuyeckue Metoasl. [py HopManbHOM pacnpeaeneHun peepeHTHbIX 3HAYEHUI KX
psia xapaktepuayeTcs cpeHeapudmeTuieckum aHaveHneM (X) u cpegHekBagpaTMyeckum OTKIIoOHeHUeM (S), nocnegHee
No3BOMsIeT OLEHUTL pa3bpoc AaHHbIX, TO ecTb aucriepcuto. [Mpy HopManbHOM pacrnpegeneHmn 4acTb Nnowaamn Mex-
ay — 1S n +1S oxeatbiBaet 68,3 % Bcex BapuaHc; oT —2S go +2S Bkniovaet 95,5 % Bcex BapmaHc n o1 —3S Ao

+3S — 99,7 %. UeHTpaneHbie 95 % HaxogsTesB npegenax X + 1,96 S. |_|03TOM:y,EI,J'IF| nony4eHus 95 %-Horo pecepeHTHO-

ro HTepBana HY>XHO HaNTU CpeaHee 3Ha4YeHne u aBe Touku, cootBeTcTByowme X —1,96Su X + 1,96 S.MNpu 3tom 1 3Have-
Hue u3 20 GygeT BbIXOAMTb 3a npegensl pedepeHTHOro MHTepeana. [na pacdeta TOYHOCTU ONpeaereHust rpaHul
pedepeHTHOro MHTepBana MoryT GbiTb OnpeaeneHbl UX JOBEPUTENbHbIE MHTEPBarbl, TO €CTb MHTEpPBAarsbl 3HAYEHWN, B
KOTOPbIX C TOW MNu APYron BePOATHOCTLIO HAXOAUTCA 3HaYeHVe gaHHoro napameTtpa. [py npuMeHeHnn napameTpu4ecko-
ro metoga [aycca goBepuTenbHbil MHTepBan paccuntoiBaloT ¢ 90 %-HOWM BeposTHOCTBIO No dopmyne A + 2,81 Sin
(A — 3Hau4eHue rpanHnLbl pedepeHTHOro MHTEpPBana (HWXHEW NI BEPXHEN)).

MpoBepka coBNageHusi NONy4YeHHOro pacrnpeaerneHnsi ¢ HopMarbHbIM MOXET ObiTb MpoBegeHa rpaduHeckn nyTem
NOCTPOEHNSA TMCTOrpamMmebl. I'Ile 3TOM OUEHMBaAEeTCA Hanndme aCuMMeTpun, 1o eCTb yBenndeHme 4actothbl 3Ha4YeHUn B
neBon (MONOXUTENbHAsi aCUMMETPWS) UK NPaBoN (OTpUUATeNbHasi aCUMMeTPWs) NONoBuHe psiga. OgHUM 13 cnocoboB
OLEHKM pacnpeaeneHns SBnseTCs BblisiBNIEHNE 3KCLECCOB NO XapaKTepy NMKOoB. Cnuikom OCprIVI MUK Ha3bIBAIOT MNONOXWU-
Te€NbHbIM 3KCUECCOM, CITULLKOM NNocknn — oTpuuaTternbHbIM. Hanuuvne ABYX MMKOB CBUAETENbCTBYET O 6VIMO,EI,aJ'IbHOCTVI
pacnpepeneHus, oTpaxaloLWwen CKopee BCEro HeAoCTaTOYHO OQHOPOAHBIN COCTAB pedepeHTHON rpynnel (No nony, Bo3pac-
Ty, OUNONOrMHECKOMY COCTOSIHUIO U T.4.). B KayecTBe MaTematuyecknx METOAOB OLEHKU XapakTepa pacnpeaerneHusi
MOryT OblTb npumeHeHbl: ctatuctudeckunn TecT Lilliefors — agantupoBanHbii TecT Konmoropoea-CMupHOBa, TecT
Xv-kBagpart. BoamoxHo Takke matemaTtnyeckoe npeobpasoBaHue pacnpegeneHns nyreM 3aMeHbl NoNy4YeHHbIX 3Ha4eHUM
mx norapncmamu.

Mpu pacyeTe pehepeHTHLIX MHTEPBANoB sl aHaNUTOB, KOTOPbIM CBOMCTBEHHbI pacnpeaeneHunsi 3HaveHul B pece-
PEeHTHbIX rpynnax 3gopoBbIX MoAeN, OTNNYaLWMeCs OT HOPMarbHOIo pacnpeaerneHusi, NPUMEHSIIT HenapaMmeTpu4eckmue
METOAbI, B 4aCTHOCTU, PAHTOBbIN MeToA. [pu NCnonb3oBaHUM 3TOro MeToa BCe pe3ynbTaTbl UCCNeaoBaHui pacnonaratoT
No NOPAAKY YBENUYEHUS UX YNCITOBbLIX 3HAYEHUI, K&XXA0MY 3HAYEHWIC NPUCBanBaloT HOMEP OT 8 AMHULLbI A0 HOMepa n, CooT-
BETCTBYIOLLEro YNCNY BOWEAWNX B PAg 3Ha4YeHUI. 3Ha4YeHUe HYKHeW rpaHnubl 95 %-Horo petepeHTHOro nHTepeana, To
eCTb 2,5 npoueHTunb unu nHade 0,025 paktune, COOTBETCTBYET 3HAUEHWIO, NOPSAKOBLIN HOMEP KOTOPOTo BbIMUCNAIOT NO
thopmyne

r =0,025(n + 1),
rae r — nopsiaKoBOe MeCTO (paHr) 3Ha4eHus;
N — YUCNEHHOCTb rPYMbl.

CoOTBETCTBEHHO, 3HAYeHVE BepxHen rpavuubl 95 %-Horo pedepeHTHOro uHtepeana — 97,5 npoueHTUNb UIu
0,975 dhpakTnnb — paBHO 3HA4YEHNIO, NOPAAKOBLIN HOMepP koToporo 0,975(n + 1). [loBepuTenbHbie MHTEPBArbl AMs BEPX-
HEeW 1 HUXXHEN rpaHunL, pedepeHTHOro MHTepBana onpeaensioT No cneymansHbiM Tabnuuam. MNMonb3ysch Takon Tabnuuen,
MOXHO ONpeAenuTb MUHUMAnNbHYIO YUCMEHHOCTL o6cnegyemon rpynnbl ¢ 90 %-HbiM JOBEPUTENBHBIM MHTEPBANoM — OHa
JomxkHa 6bITb He MmeHbwe 120 Yenoeek. Mockonbky Guonornyeckan Bapuaumsi aHarNMTOB MOXET OblTb OBONbHO BENWKA,
YNCNEHHOCTb pedepeHTHbIX rpynn A4omkHa 6b1Tb Gonbwen.

Mpu obcnepgoBaHnn pechepeHTHON rPyNNbl 3HAYEHUA OTAENbHBLIX Pe3yNbTaTOB MOMYT OKa3aTbCA B CTOPOHE OT
OCHOBHOW MaccChbl YMCIOBbIX 3HA4eHUN. Takne pesynbTaTel HAa3bIBAIOT «BbiNagaocLwmmMm u3 psigax («outliers» ). ina nposep-
KW, AENCTBUTENBHO NU AaHHOE 3Ha4YeHWe BLINAAAEeT U3 psga, NPUMEHSIETCsl KpUTepmin: camoe Gonbluoe unu camoe
MarneHbKoe 3Ha4YeHne MoXeT GbITb OTEPOLWEHOD, eCNK PacCTOHME MeXAY HUM 1 Brivbkalluvm B psifly 3Ha4eHNeM NpeBbiLLa-
et '/, Bcero psipa aHaveHmit.

A.10 3HaumTenbHasa YacTb nabopatopuii He UMeeT BO3SMOXHOCTU CaMOCTOSITENIbHO YCTaHOBUTL pedepeHTHble
npeaent! ansi BCeX uccnegyembix B HeW aHanuToB n o6palaeTcs K cBeAeHUsIM, NyGIIMKyeMbIM B pyYKOBOACTBAX U CNPaBoY-
Hukax. Mpu ncnonb3oBaHMM B NCCNEA0BAHUAX FOTOBbIX HABOPOB peareHTOB NPUMEHSIIOT pedepeHTHbIE Npeaentsl, ycTa-
HOBITEHHbIE M3rOTOBMTENEM 3TUX HAGOpPOB, NMPW YCNOBUM rapaHTUpPOBaHHOro cobriogeHusi npaeun HOpMUPOBaHNS
pedepeHTHOM NoNynAuMK 1 ycTaHoBneHus pedepeHTHbIX Nnpegenos. OaHako npexae, YeM OpMEHTMPOBATLCA Ha NuTepa-
TypHbIe unu cooblaemele NponseoguTenem Habopa peareHToB pedepeHTHbIE Npegensl, A0MMKHA GbITb NPOBEAeHa CpaB-
HUTEINbHAsA OLIEHKa XapaKTepUCTUK NPaBUNIbHOCTU U BOCMPOU3BOAUMOCTU METOAA, MCMONb30BAHHOIO ANA YCTaHOBNEHUS
pedepeHTHBIX Npeaenoe, U metoaa, obbIvHO ncnonbL3yeMoro B nabopartopuu. Ha ocHOBe Takoro CpaBHEHUS 3HAYEHUSs
pedepeHTHBIX TpeAenoB MOryT GbITk OTKOPPEKTUPOBaHLI. Bo3MoXHbI cneftyilowme cnocobbl oLEeHKN pedhepeHTHbIX Npeae-
OB Nepeg ux ucnonb3oBaHwem B nabopartopun.

A.11 [lokymeHTMpOBaHHOE CpaBHeHue BCeX (pakTOPOB, KOTOPbIE MOIYT BIUSTh HA pedepeHTHbIN HTepBarn, —
SHAOTEHHbIX, 3K30r€HHbIX, 3THUYECKUX, reHeTU4ecKux, nabopaTtopHbiX (aHaANMTUYECKUX), CTATUCTUYECKUX — MEXOY
cobcTBEHHOM nabopaTopuen n UCTOHHUKOM pedhepeHTHOro MHTepBana.

A.12 TwarenbHbii oT60p M 06cnegoeanne HebonbLwon pedepeHTHON rpynnbl (Mopsiaka 20 Yenoeek), UcknioueHue
«BbIXOASAWMX U3 psiia» 3Ha4YEeHUN Ha OCHOBE KpuTepus Reed’s (1/3 psiaa) v nononHeHuM rpynnsl BHOBb A0 20 yenosek. Ecnn
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npun aToM He 6onbLue ABYX 3HAUEHNI OKaXeTCH 3a NpeAenamu pedepeHTHOro HTepBana, oH MOXeT BbITb NpUHAT nabopa-
Topuei. Ecnu 3a npepgenamm nHTepBana okaxeTcs Tpy v Goree 3Ha4eHWi, Npoueaypa MoxeT 6bITk MOBTOPHO NpoBeAeHa ¢
Apyroi rpynnovi ua 20 yenosek. Ecnu B 3Toi rpynne 3a npegenamm UHTepBana okaxeTcs He Gonee ABYX 3HAYEHWIA, UHTEP-
Ban npuemrem B Ka4ecTBe pedepeHTHOro.

A.13 ObcnepoBaHue CokpaleHHON pedhepeHTHON IPynnbl n3 60 YenoBek; CpaBHeHne cpeaHeapudPMeTUHEcKnX n
CpeAHEeKBaApaTUYHbIX OTKMOHEHWUIM ONbITHOrO MHTEPBAra v npeanaraemoro Ans UCnonb3oBaHus.

A.14 Mpw Hannuum B nabopaTopumn yBEpEeHHOCTHN B BbICOKON aHANUTUYECKOW HAAEXHOCTU NCNONb3YeMOro MeToaa,
nepexos K HOBOM TEXHOMOMMN NN HOBOMY NPUBOPY, MOXXHO NPUMEHUTE Creaylowee ypaBHEHUE NMHENHON perpeccuu:

HoBbil pesynbTar = CTapbii pe3ynbTaT, yMHOXEHHbIN Ha KO3 DULIMEHT + nHTepcenT.

MepeHoc pedepeHTHBIX NPedenos B AaHHyo nabopaTopuio u3 apyron MoxeT GbiTb 06neryeH Ucrnonb3oBaHNem
MAEHTWNYHbIX KanMBpaTopoB..

PecdepeHTHbIe MHTEpBanbl U MX Npegenbl, CoYeTaloWNecs: ¢ NOATBEPKAEHHBIM HOPMAarbHbBIM COCTOSIHUEM 3[10-
pOBbSA 4AHHOTO MHAMBUAYYMA UMK FpyNnbl 3aBe40MO 340POBbIX MWL O4HOIo Nona, BO3PacTHOW Mpymnbl U T.4,., UCNOMNb3YI0T-
Csl ONs OTHeCEHWs OMpederieHHoro y AaHHoro GoNbHOro 3HadeHus pesynbTata nabopaTopHOro MCcrneaoBaHust K
HOpManbHOMY UMK NaToNorMYeckoMy AnanasoHy 3HadeHnin. ObblvHO Habnogaemble 3Ha4YeHNsA CooBLAOTCA B KIIMHUKY B
COMOCTaBNEHUN C BEPXHUM UMW HUKHWUM pedhepeHTHbIM Npegenamu. [pn 3ToM criegyeT yuYuTbiBaTh CTENEHb B3aWMHOIO
nepekpbIBaHWs pacnpeaeneHnii 3SHa4eHU JaHHOTO aHanuTa y 34opoBbIX UL U Y CTpagaWwmx onpeaeneHHon 60neaHbo u
MCNonb3yeMyto B JaHHOM Criy4ae OTCeYHYto ToUKy. Habnogaemoe 3HaveHe MOXET TaKke XapakTepn3oBaTbCs ero nosmo-
XeHuem B pecbepeHTHOM pacnpegenennmn Z nnbo Kak HU3Koe, cpeiHee, BbICOKoe, MO0 No OTHOLWEHUIO K cpeaHeli u cped-
HeKBaapaTUYHOMY OTKIOHEHUIO Mo hopmyne

Z=(x,—X)ls, (A1)

roe X — cpegHeapudmMeTUHecKkoe 3HauYeHue;
X, — Habniopaemas BenuyuHa.

Ins 6onee TOYHON XapaKTepUCTUKM ONPeaensieMoro 3Ha4eH1s MOXXHO UCMOMNb30BaTh HE TONBKO NMPOLEHTUNN 2,5 n
97,5,Hon 5,10, 75, 80, 85. PacyeT NpoLeHTUIBHON OLIeHKM Kakoro-nmbo 3HaveHusi pesynbTaTa uccrefoBaHus BO3MOXEH C
MCMNONb30BaHNEM YPaBHEHUS perpeccum, 4to MoxeT obecneuntb Honee cTabunbHble pe3ynbTaTtel M BO3MOXHOCTb NOMy4e-
HUSI BCEX XernaeMblX NMPOLEHTUNEN.

PedepeHTHble npegensl, yCTaHOBMNEHHbIE B Tpymnne nvu, CTpajalolwmx NoaTBepXaeHHbIM ApyrMMu cnocobamu
onpegeneHHbIM BUAOM NaToNorMm1, MOTyT NPUMEHSTECA A4S BbisIBIIEeHWS COOTBETCTBYOWEN hopmbl 6onesuu.
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Mpunoxenne b
(cnpaBo4HoOe)

MaTtemMmaTuuyeckue OCHOBLI pacyeToB ANA 0GHapyXXeHUs1 NaToNOrMYeckuX OTKNOHeHUN
3HaYeHUU aHanuToB

MockonbKy 3Ha4YeHUs cogepXxaHus aHanuTa B o6pasuax Guonornyeckoro matepuana, NoNy4YeHHbIX Kak ot 340po-
BbIX, TaK U OT 6ONbHbLIX NOAEN, ABNAIOTCS BCNeACTBUE BNUAHUA PaKTOPOB Bapnauvm He NOCTOAHHBIMU, a8 NEPEMEHHBIMU,
pacnpeaeneHuns 3Ha4eHU OT 340POBbIX M BONbHLIX N0AEN YaCTUHHO B3aMMHO HAKNaAbIBaOTCA APYr HA Apyra, n AN pas-
rpaHNYeHns COCTOAHUA 300POBbS U NaTONOMMM No JaHHbIM NabopaTopHbIX UCCNeA0BaHUA NPUBNEKAETCA MaTeMaTnyec-
Kun annapar.

[Ans pacyeTta BEpOATHOCTM OOHAPYXXEHUS1 OTKIMOHEHUA 3HAYEHWUS aHanuTa OT NPUCYLEro COCTOSIHMIO 300POBbS
yposHs (P(A, /X jI), pPaBHO Kaku aAnsi anddepeHumaumum mexay pasnuyHsimm dopmamm NaTonornm, 4OoNyckaeTca MCNonb3o-

BaTb OPMYNY, BbITEKAIOLWYIO U3 peLLeHUs TeopeMbl 06paTHON BEPOATHOCTU (TEOPEMbI rTMNOTE3), NpeanoxeHHoro bane-
comB 1763r.,

P(A.)-P(X|/A)

P(XI)

(6.1)

’

PAJX]) =

rae P (A,) — anpuopHas BepOATHOCTb Kaxxaomn 6onesmtu B rpynne;,
P(XjI/Ak) — YCNOBHAas HacToTa BCeX CUMMNTOMOB (MPUMEHUTENbHO K NabopaTopHOM AMarHOCTUKE — NaToNorm4yeckmx

3Ha4YeHUN aHaNUTOB) NpU KaXXaon u3 bonesHew;
A X[ — anpuopHas seposTHOCTb cMMNTOMA.

Ha npakTuke ygobHee nonb3oBaTbCs HE anPUOPHON BEPOATHOCTBIO NATONOMMYECKOro OTKIIOHEHWSI aHanwTa, a nony-
YEHHbIM MPU €€ N3YYEeHU 3HAYEHNEM, KOTOPOE OTHOCUTENBHO YCTONYUBO U BbipaxkaeTcsi YOPMYIoN NONHON BEPOATHOCTH
cmMnTomMa

PX) =%, P(A)-P(X[IA). (6.2)
lMocne npeobpasoranus nonHas hopmyna baneca npuHumaet BuA;

. I
pea ety = PLAD-POG 1A

) (B.3)
TP (A)-P(XIA,)

Ha ocHoBe 3TMX MaTeMaTUYECKUX 3aBUCUMOCTEN MOXET ObITb paccunmTaHa BEPOATHOCTb HANM4us NaTonornm, B TOM
yucne n Ha oHe gpyrmx dopmM NaTonorum, ecnuv y naumeHta obHapy>XeHbl NAaTONOrMYeCkne OTKIMOHEHUS! coaepXKaHust
OZHOrOo UIM HECKOIMBbKUX aHaINMTOB U M3BECTHA BEPOATHOCTb NaTonormm B 4aHHON rpynne o6cneaoBaHHbIX UK YacToTa
NPUCYTCTBUSI NATONOINMYECKOro OTKITOHEHMS] aHanNUTa Npy onpegeneHHon opme naronorum (6onesun).

Mpouecc HakonneHns MHhopMaLUn OTHOCUTENBHO HYacToThI TabopaTOPHBIX CUMNTOMOB NPU pa3nuyHbIX 3abonesa-
HUSAX COCTOUT B YMHOXEHUWN OTHOLLIEHUI BEPOATHOCTEN, YTO NO3BONSAET 3aMeHUTb ero cnoxennem norapudgmos. Jlora-
puM OTHOLLEHVST BEPOATHOCTEN NaTONOrMYECKUX OTKIMOHEHUI pe3ynbTaTtoB nabopaTopHOro tecra npv AByx opmax
naTonorum HaseaH anarHocTnyeckum koadpdumumeHtom (1K) naboparopHoro Tecra:

P(X[1A) (B4)

K=100log —
A 9 P(XjI/Az)

rae P()(jI/A k) — YCIoBHas 4acToTa NatonorM4eckoro OTKNOHeHWs 3Ha4eHns aHanuTa npv 6onesxm A,
P(XjI/Az) — YCNOBHas 4acToTa NaTornorM4eckoro OTKNOHeHUs 3HaYeHnsA aHanura npu 6onesmtum A,,

100 log — norapudm ¢ gByMs 3HaKamm NOcne 3ansiton.
Mpwn Manow TOYHOCTU ONpeAeneHnsi OTHOWEHUA BEPOSTHOCTEN — MOXET ObITb MCNONb30BaH Norapndm ¢ OAHUM 3Ha-
KoM nocne 3ansiton 10 log.
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KntoyeBble crioBa: TeXHOMOMMm naGopaToprle KNMUHUYecKne, KnnHnyeckas NHPOPMaTUBHOCTb na6opaTop-
HbIX UccnegoBaHui, pecbepeHTHble npeaenbl 3HaYeHUN coaepXaHuna aHanuToB, AnarHoCTu4eckaa 4yBCTBU-
TEeNbHOCTb, ANnarHocTn4ecKas CI'IeLI,I/ICbI/I‘-IHOCTb
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