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BBEJEHUE

Y4yebHoe nocobue «OCHOBbI OoKa3aTeNnbHOW MeOuLMHbI» MOAroTOB/IEHO KOJI-
NEKTUBOM Hay4HbIX COTPYAHUKOB [0CYyapCTBEHHOr0 Hay4YHO-UCCenoBaTEeNIbCKO-
ro ueHTpa npounaktTuyeckon MeamumHel PocmearexHonornin U npenogasaTens-
MU Kadheapbl gokasaTtenbHOW MeauunHbl MOCKOBCKOM MeOULIMHCKOW akagemMuu
nm. N.M.CeyeHoBa, OCHOBHOW Hay4HOW N NPaKTUYECKON paboTon KOTOPbIX ABMS-
eTca nNpoBefieHVe KIMHUYECKUX UCCNEeAOBaHUN, NOCBSLLEHHbIX JIeYEHUIO U Npo-
PUnakTnKe HeMHEEKLMOHHbLIX 3a00MeBaHNn C UCNONb30BaHUEM MPUHLMIMOB O0-
KasaTtenbHon MeauunHbl. Y4ebHoe nocobue COCTOUT U3 5 rmaB ¢ KOHTPOSbHbIMU
BOMpocamMu 1 crioBapemM OCHOBHbIX TEPMUHOB.

B 1-o# rnaBe npeacTaBneHo 3Ha4eHne cobnoaeHnNs NPUHLMNOB JoKa3aTenbHON
MeaVLMHBI A8 KIIMHWYECKOW NPaKTUKK, NoKa3aHbl NPUYUHbBI MOSBEHUS N LLUUPO-
KOro MCMNosb30BaHUA JoKasaTenbHOW MeauunHbl, chopMynnpoBaHbl TpeboBaHms
K MPOBeOeHUIO KIMMHNYECKUX UCCNeAoBaHUM U pa3paboTKe Ha X OCHOBE KITUHU-
YeCKNX PYKOBOACTB.

maBa 2-as nocsesiLleHa 06y4eHuIo Bpada npaBuiibHO hOpMynnMpoBaTh KIUHU-
YecKne BOMPOChl, YTO MO3BOMUT 3HAYUTENBHO O6MErynTb MOUCK OoKa3aTenbCTB
W MOJTYy4nTb NOSHLIA OTBET HA UHTEPECYIOLLMIA Bpada BOMpoc.

B 3-eit rmaBe, NOCBSALLEHHOW ONArHOCTUYECKMM TeCTaM U CKPUHUPYIOLLUM 06-
cnefoBaHuaM, [aHO onncaHue cTeneHn AOCTOBEPHOCTU U3yYaeMblX NokasaTenen,
WX afIeKBaTHOCTN TUMY U3y4aeMblX NokKasaTenen u xapaktepy ux pacnpegeneHus.

maBa 4-as nocesiLLeHa aHann3y HabnaaTeNbHbIX onUcaTesbHbIX U aHanuTu-
YeCKUX uccnenoBaHunin, KOTopble UCNOMb3YIOTCA ANs U3YYeHUs B3aUMOCBA3N MeX-
Oy pasHbIMU MpU3HaKaMn npu eCTeCTBEHHOM TeYeHUU npoLecca, OnmnchbiBaKTCs
TUMbl UCCNENOBAHUN, UX BO3MOXHOCTU U OrpaHnYeHus1.

B 5-o11 rnaBe nokasaHo, Kak Haj0 OpraHn3oBbIBaTb KIIMHUYECKME NccnenoBa-
HUS COrnacHo NpuHUMNam gokasaTeslbHOW MeaUUUHbI M UCMONb30BaTh UX pe3ysb-
TaTbl 4119 pa3paboTKM KIMHUYECKNX peKOMeHAaLMNA.

ABTOpPbI HAOelTCcs, YTO nocobue GyneT NonesHbIM O N3y4eHus B By3ax OC-
HOBHbIX MPUHLUMMNOB OoKa3aTenbHON MeouumMHbl U 6yayT 6narogapHel 3a 3ameda-
HUS N NPeanoXeHns rno ero cogep>XxXaHuto.



MABA 1. 3HayeHve pokasaTenbHoW MeavLmHbI A5 KIIMHUYECKON MPaKTUKn -

NABA 1.
3Ha4vyeHue ﬂOKa3aTEJ1bHOI7I MeaAULUHDbI
angd KJINMHUYEeCKOMU NPaKTUKH
P.I". OraHos, W1.E.KontyHoB

«HactaHeT Bpems, korga Halum

MOTOMKM 6yAYyT YaANBASTHCS,

4YTO Mbl He 3Ha/IN TaKUX O4eBUAHbIX BeLLev»
CeHeka

1.1. O6Lime nonoxeHus

CerogHs B MMpe NPoUCXOduT MPOLEeCC nepexoja oT MeauuMHbl «UMMPeccu-
OHWUCTCKOW>», OCHOBAHHOMW Ha MHEHWM W Bne4YaT/IeHUn K MeauumHe, OCHOBaHHOM
Ha pgokasaTenbCTBax — «fgokasaTefnlbHon MeguuuHe». M B aTom npouecce Poccus
noka HaxoguTCsl Ha He NepeaoBbIX NO3NLUSAX.

[okasaTenbHas mMeguumMHa He SIBNISIETCS HOBOW HaykoW, a npencTaBnseT co-
60l HOBYIO TEXHOSMOMMIK cbopa, aHanmaa N MHTepnpeTauun HayyHom mMHdopma-
unn. [lokasaTenbHass MeguLMHa — 3TO UCMOJIb30BaHNE Pe3yNbTaToB JyYLUIUNX
KIIMHUYECKNX UCCIefoBaHNA ONs Bbi6bopa Ne4eHUss KOHKPETHOro naumeHTa,
3TO MHTErpauus Jy4wwnx Hay4HbIX AOKa3aTeNbCTB C KJIMHUYECKUM OMNbITOM
M OXNAAHUAMU NauUeHTOB. MpuHUMNbI fokasaTeNbHOM MeauUmHbl UCNOSb3YHOT-
cAl, NpeXxae BCcero, B KIMMHUYECKOW MpPaKTMKe, OOHAKO OHW MPUMEHUMbI K JI060M
o6nacTu MegUUUHCKOM Hayku, BKMo4Yas NpodunnakTUYecKyro MepguuuHy, obLue-
CTBEHHOE 3[J0POBbE, OpraHM3aLmio 3apaBooxpaHeHns. OgHako npu aTom cregyet
Yy4uTbIBaTb, YTO HE BCE MPUHLUMNMbI AoKa3aTeNbHON MeauLUUHbI MOryT 6biTb NpUMe-
HUMbI B 06NaCTSX, HE CBA3AHHbIX C KITMHWUYECKOW MPaKTUKOMN.

KakoBbl NpUYXHbI NOSIBIIEHNS fOKa3aTeNbHOW MeaMLMHbI:

1. YBenuyeHue ob6bema 1 OCTyNna K Hay4HOW MHGopmaumu.

Tonbko B o6nacTtu Kapguonorum B Poccumn nspatotcs OecaTtku MeguunH-
CKMX XXYpHanoB, M YCBOWUTb 3TOT OrPOMHbIA MOTOK WMHdOpPMaLMW, nHorga
NPOTMBOPEYNBO, HEBO3MOXHO [axe crneunanuctam, 3aHMmarlLlmnmcs oT-
JenbHbIMKU pasgenamu Kapguonoruu. bonee Toro, BHeapeHue B Hally MNoOB-
CeOHEeBHYIO LEeATENbHOCTb WHTEPHETa OTKpPblBaeT 6e3rpaHuMyHble BO3MOX-
HOCTU K [JOCTyny WMHAOpMaLMK, HE3ABMCUMO OT TOro, rae 4YesloBek MpoXWu-
BaeT. Bce 910 co3paeT HEO6XOAMMOCTb B aHanuMae, 0606 EHUN NMeEIOLLIENCA

7
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MHdopMaLMn N NPeACTaBNEHNM ee B BUAE, AOCTYNHOM A5 BpaYeln U Hay4HbIX

paboTHNKOB.

2. HexBaTtka cpefcTB, CBfi3aHHasi C pPOCTOM pPacxXxooB Ha 34paBOOXpaHeHne
BCNEACTBME MOABMIEHNS HOBbIX, KAk NPaBuio, AOPOrMX METOAOB NIEYEHUS U Nne-
KapCTBEHHbIX npenapaTtoB. Bo3HnkaeT Heo6XxoOuMMOCTbL B Bbl6Ope npenapaToB
C BbICOKOW 9OWEKTUBHOCTBLIO U JyYLLEen nepeHoCUMOCTblo. osiBneHne oxeHe-
pUKOB, No66MpoBaHne chapmMaueBTUHECKMX KOMMAHUIN elle 605iee OCNOXHAKT
nonoxeHue. B To Xxe BpeMsa NpuxXogmTca UMeTb B BUAY, YTO BbICOKast CTOMMOCTb
npenapara, pJIMTENbHOCTb €ro NPUMEHEHUSA He SBNSETCA rapaHTUEN ero BbICO-
kon adbdekTMBHOCTU. Tak, Bcepoccuinckoe HayyHoe O6LLIEeCTBO KapOuosioros
B CBOMX PEKOMEHAAUMSX MO NIeYEHNI0 CTabUbHOM CTEHOKapAMM Bblgenuna cne-
umnanbHbIA MNYHKT, NOCBALLEHHbIA OAINTENBHO UCMOMb3yeMbIM Npenaparam, KoTo-
pble He peKOMEHAYETCA Ha3Ha4YaTb 6OSbHLIM ANA JIeHEHUA CTEHOKaPAMM B CBA3K
C OTCYTCTBMEM [0Ka3aTeNbCTB 3PHEKTUBHOCTM UX NPUMEHEHUS (BUTAMUHBI, aH-
TUOKCUOAHTbI, XXEHCKWE MOJSIOBble FOPMOHbI, pn6oKcuH, AT®, Kkokapbokcunasa).

D. Sackett et al (2000) Tak onucbIBalOT OCHOBHbIE NPUYNHBI LLUMPOKOIO pacnpo-
CTpaHeHWs aoKasaTenbHON MeANLUHBI:

1. lNMoBcegHeBHas HEOOXOAMMOCTb B AOCTOBEPHOM MHGOPMaUMn 0 MeTogax ava-
FHOCTUKM, Tepanum, NPonNakTUKK, OLEHKN NPOrHo3a.

2. HeapekBaTHOCTb TPaAULMOHHBLIX UCTOYHUKOB Takon MHdopMauum, NoToMy HTo
OHW yCTapeBalT K MOMEHTY UX MosBMeHns (y4eO6HUKM), Hepeako Hernpasusib-
Hble, TaK KaK OCHOBLIBAlOTCA HAa MHEHWW SKCMNEpToB, HEe 3PGEKTMBHbIE (On-
OaKTUYeCcKoe HenpepbIBHOE MEANLMHCKOM 06pa3oBaHne), CIIMLLKOM 6051bLLOIO
ob6bema 1 BapuabdesbHbIE MO CBOW LOCTOBEPHOCTU, YTOOLI ObITb NCMONb30BAH-
HbIMW B KNTMHWUYECKOW MpaKTUKe (MeaNUMHCKUE XypHanbl).

3. PacxoxpeHvne mexay [MarHOCTUHECKMMM BO3MOXHOCTAMMU M KIIMHUYECKMM
MbILLNIEHMEM.

4. Hawa HecnocobHOCTb NO3BONNTL 601ee HECKONMbKUX CEKYHA, Ha naumeHTa gns
HaxoXaeHns HeobXoAMMOro AoKasaTenbCTBa Unn BblaeneHuns 6onee 0,5 yaca
B HEZENIO AN YTEHUS U OBYHEHUS.

A Takxe 1 ee orpaHu4eHus:

— HeobXoaAMMOCTb NPUOBPETEHNSA HOBbIX 3HAHWIA U YMEHUI B MOUCKE U KPUTUYEC-
KOW OLleHKe JoKa3aTeNbCTB;

— B KIIMHMYECKNX YCNOBUSAX 3aHATble BpayM OrpaHuMyeHbl BO BPEMEHWU And
NPUMEHEHUsT 3TUX 3HAHWA W B pecypcax, HeobxoaAMMbIX AnA JocTyna K
[oKasaTenbCTBam;

— [oKasaTtefibCTBa, Y4TO gokasartefibHas MeguumHa OeNCTBUTENbHO «paboTaeT»,
NOSIBMNNCL NO34HO 1 YyCBaMBalOTCH MeaJIEHHO.

Ba3bl faHHbIX fOKa3aTeNIbHOW MeAULMHbI
1. Evidence — based Medicine Reviews from Ovid Technologies (www.

ovid.com.) CcOOEepPXWUT HECKONbKO ONEKTPOHHbLIX 6a3 [aHHbIX, BKOYas

N cneunanmaMpoBaHHbIe.

2. Cochrane Library (www.update-software.com.) cogepxut cuctemaTnanpoBaH-
Hble 0630pbl UCCeaoBaHUi B 0651aCTN OXpaHbl 300POBbA.
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3. Best Evidence (www.acronline.org) cogepXuT oTAenbHble UCCNeaoBaHNs N CUC-
TeEMaTu3mpoBaHHble 0630pbl 6onee 100 MEOVUMHCKUX XYpPHANoB, OTnn4ato-
LLIMXCS BbICOKMM Hay4HbIM Ka4€CTBOM U KMMHUYECKOWN 3HAYMMOCTBIO.

4. Medline — camas 6onbLuas B Mupe 6a3a gaHHbIX (pyHaaMeHTasbHbIX U NpUKnag-
HbIX uccneposaHunin. OCHoBa Ans Noucka crneumanmanpoBaHHbiX 6a3 OaHHbIX.

1.2. 3Ha4YeHue aNMaeMMoNIorM4ecKuxX nccnepoBaHumn
B NONy4eHUN AOoKa3aTesibCTB

«YHem anugemuonor otm4aeTcsa oT KimHuymnetTa? Korga KnvMHuuyucTa cripaLum-
BaloT, KaK 3[0POBbE €ro XeHbl, TO OH 0ObIYHO OTBEYAET XOpOLLee, yA0BIETBOPU-
TesnbHOE, rnioxoe. Korga anugemMunonory 3agaroT 3TOT Xe BOMpoc, TO OH 0TBEYaeT
«A o cpaBHEHWIO C KEM?»

[okasaTtenbHas MeguumHa passuBasiacb BO MHOIOM Ha OCHOBE 3MWMOEMMOINO-
FMYECKNX UCCEQOBAHNA U MHOIMME TEPMMHbBI U METOLbI, UCMOJIb3yEMbIE B flOKa3a-
TeNbHON MeauumHe, B3sTbl U3 anngemuonorun. B Poccun, 4acto nog TepMUHOM
3MNMAEMUONOrUS NMOHMMAIOT SMUAEMMUONOINI0 MHADEKLMOHHBIX 3a60neBaHui, XOTs
y>Xe He OfHO OECATUIIETUE OCHOBHOM NMPUYUHOMA CMEPTU, B TOM HYUCIIE U «CBEPX-
CMEPTHOCTU», ABNATCA HEMH(EKUNOHHbIE 3aboneBanHua (HVN3), B nepeyto ove-
pedb cepaedHo-cocyaucTble 3aboneBaHus (CC3). lMoaToMmy B Hawen cTpaHe
HEeOO6X0OUMO MHTEHCMBHO pasBuBaTtb anugemuonoruio HA3, kak npu oby4eHuun
Ha NpegavniIoMHOM M NOCNeaNNITIOMHOM YPOBHSAX, Tak U NPV NPOBEAEHUM aNMae-
MWOJTIOTMYECKNX NCCNEQOBAHUA N NCMONb30BAHNN MOSTYHEHHbIX PE3YNLTATOB AJ1s
NPUHATUS NONMUTUHECKUX, (PMHAHCOBBLIX M OPraHM3auMOHHbLIX PELLEHUIA, KOHEYHO,
€CNM Mbl XOTUM MOCTaBUTb MPaBWsIbHbINA, MOMHbIA OUAarHO3 POCCUNCKOMY OO6LLe-
CTBY U PEKOMEHO0BATb HAy4HO-060CHOBAHHbIE AENCTBUSA MO NeYEeHNto, npodmnak-
TUKE 3a601eBaHUN N YKPENSIEHNIO 340POBbS.

MpoBeneHve aNMOEMMONOrMHECKUX UCCIIEO0BaHMI 3TO MPaKTUHECKM MOCTaHOB-
Ka gmarHosa Ha nonynsilMoOHHOM YpOBHE. VX 3Ha4eHne He orpaHn4mMBaeTcs u3yde-
HMEM pacrnpoCTPaHEHHOCTN 3a60NEBaHUA N UX OCMOXHEHWIA, a NO3BONSET BbIABNATH
(haKTopbl, CNOCOOBCTBYIOLLME BO3HUMKHOBEHMIO W MPOrpeccupoBaHnio 3abonesaHni,
OLEHMBATb KONMMYECTBEHHBIN BKNag 3TUX (hakTOpPOB puUcka B pa3BuTne 3abonesaHui
N UX fanbHenLlee TeveHne, cTpaTMdmumMpoBaTs NOMyNALMIO MO CTEMEHN pUCKa U On-
penensitb MPOrHO3, MOHUTOPUPOBATL YPOBEHL (HaKTOPOB PUCKa M OLIeHMBATL 3dhdhek-
TMBHOCTb NPOOMNaKTUHECKMX NPOrpamMMm, He [OXMAASCb UBMEHEHMWI 3a60N1EBAEMOCTHU
WM CMEPTHOCTM (KOHEYHbIX TOHEK), MNaHMPoBaTh KIMHUYECKME UccreaoBaHmns, dhop-
MynMpoBaTb M NPOBEPSTb rMNOTE3bl. IMEHHO BO MHOMOM 6narofaps 3anvMaemMmosoru-
YEeCKUM MCCnenoBaHmsaM, 6bI10 MOKa3aHo 3HaYeHWe OUCIUNUOEMUK, apTepuanbHOM
rMNEePTOHMM, KYPEHUS N caxapHOro avabeTta B pa3BUTUN CPELN HACENEHUS SNNOEMMM
aTepocKepo3a M CBA3aHHbIX C HUM 3abosieBaHUM, ObINN BbINOSHEHbI KIIMHUYECKNE
nccnefoBaHust U padpaboTaHbl PpeKOMEHOAUMM MO JIEYEHMIO N MPOUNAKTUKE 3TUX
3ab0oneBaHnit, Kak Ha MonynsALMOHHOM, TaK U MHOMBMAYANTbHOM YPOBHSIX.

Mnoxoe 3HaHWe OCHOB 3MUOEMMOSIONUM MPUBOAMT K TOMY, YTO B HalUeWn cTpa-
He Hepeoko 3NUOEMMONIOrMHECKME WCCNENoBaHUS OTOXAECTBAIOT C MacCOBbIMU
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o6cnepoBaHuamMn. OgHaKo Janeko He Bce MaccoBble 06CnefoBaHus ABMAOTCA 3MNK-
[EeMMOSIOrNYECKMMU, TaK Xe Kak He BCe 3n1aeMmosiorn4eckme ncecneaoBaHus JoMmKHbI
6bITb MaccoBbIMU. MOXHO BbIGENUTL CNedyoLmMe MUHUMATIbHbIE TPEOOBaHMSA K 3Mn-
OEMMONOMMHECKUM UCCNEQOBAHNAM: BbIGOPKa [OMKHA ObITh Cly4ariHas U penpeseH-
TatuMBHasA (HanNpUMep, 419 PErvoHa UM Kakon-nméo Nonynaunm, KOTOPYHO Mbl XOTUM
n3y4atb), OTKIUK 06CneayemMor nonynaunmn SOmKeH 6biTb He MeHee 70% (nepBbiMu
Ha npurnawleHne K y4acTuio B UCCNEfOBaHUM Halle NPUXOAAT nuua, yXKe nMetoLme
CUMMTOMbI 3a60/1IEBaHUSA, YTO MOXET MPMBECTM K HEMPaBUIIbHOMY 3aKJIOYEHMIO O
pacnpocTpaHeHHOCTU 3abosieBaHUA Cpean BCEro HaceneHus), Metoabl obcnenosa-
HUS OOMKHbI ObITb YETKO OMnpendeneHbl U CTaHaapTU3oBaHbl (0CO6EeHHO, ecnn B UC-
CNefoBaHMM NPUMHMMALOT y4acTME pasfiMyHble rpynmbl Bpaden), aHanna noslyYeHHbIX
pe3ynbLTaToB AOMMKEH NPOBOAUTLCA MO EANHOW 3apaHee onpeaesieHHON METOA0NOMM,
nyyLle B OOHOM LIEHTPE W HE3aBUCUMbIMM 3KCMEepTaMM.

Ho gaxe 3T MMHUMarbHble TPEOOBAHUSA HYacTO He BbINOMHAIOTCA B HaLLen cTpa-
He Npu NPoOBEAEHUN UCCNENOBAHWUIA, NPETEHOYIOLWMX Ha POSib ANMOEMUNOIIOTMYECKMX.
Hanpumep, B 0QHOM 13 peLeH3npyeMbIX MEOVNLIMHCKMX XXYPHAOB Ny6MKyeTcs cTa-
Tbs1 O JIe4YEHMM apTepManbHON rMNePTOHMM B pasnnyHbIx pernoHax Poccun. [Npun aTtom
aBTOPbI YKa3bIBaOT, YTO OGLEKTOM MCCNENOBaHNA 6biMn NaumMeHTbI C apTepuasibHOM
rMnepToHVen, obpaTMBLUMECH K Bpadam-TepaneBTaMm, Kapauorioram MOfUKINHUK,
OMarHOCTUYECKMX M KOHCYNMBTATUBHBIX LIEHTPOB, OWCMaHCEPOB, CTaLMOHapOB, Hayy-
HO-MCCNeaoBaTeSIbCKMX MHCTUTYTOB, BOEHHbIX FOCMUTANEN M OPYrMX MEQULMHCKNX
yupexaeHnii. Bo-nepBbix, aBTOpbl HE YKa3blBatoT, HACKOSLKO 3Ta Bbl6OpKa Obina
CIyYanHON, a BO-BTOPbIX, OHA HE MOXET ObITb PENPE3EHTATUBHOW, NOTOMY YTO HEMo-
HATHO — MO OTHOLLIEHUIO K YeMy OHa SIBIIAETCA PEnpe3eHTaTMBHOW, TaK Kak Jie4eHne
B MOMUKJIMHWMKE N B HAY4YHO-UCCNEOOBATENbCKOA MHCTUTYTE WM rocrimTane MOXeT
3Ha4YUTESIbHO pa3nuyaTbCs, U Npy 06LLIEM aHann3e Bce ByLET 3aBUCETb OT TOro, Kakoe
YMCINO ITUX YHPEXAEHWI BbINO BKIIOYEHO B MCCIEQOBaHME B PasnnyHbIX PEMMOHAX.

CerogHsa B Poccun nomnHoueHHble anunaemuonornyeckne uccneposanHmsa HAS
NPOBOAATCA CPABHUTESNIBHO PEAKO, MaBHLIM 06pa3oM B CBA3W C OTCYTCTBUEM (On-
HaHCUPOBaHWS: NULLb B pedKuUX PermoHax agMWHUCTPauMs BblaenseT UHaHCHI
Ha nopo6HbIe nccrnenoBaHus, dhapmaueBTUYeCKNMe KOMMNaHUN He 3aUHTEPECOBaHbI
B MX NPOBEAEHUN, MEXOYHAPOLHbIE OpraHn3aumm BbIOENAT CPeAcTBa B OCHOB-
HOM Ha pedopMbl 30PaBOOXPAHEHUS N HE XOTAT (PUHAHCMPOBATL SNMAEMMONONN-
YecKkue nccrnenoBaHus.

1.3. 3HaYeHue KINMHNYECKUX UCCneaoBaHUn U PyKOBOACTB AJs
Bpa4ye6HOMN NPaKTUKKN
«UHble Bpa4n gBafuate 1eT K psgy AenaroT
OfHM U TE Xe OLLINOKU
M Ha3bIBaKT 3TO KIIMHUYECKMM OrlbITOM>
H. ®a6pnkaHT

ABTOp 9TOro BbICKa3blBaHUA O4eHb XOpOoLUO nogmMeTusn CyTb MeguLmnHbl, OCHOBaH-
HOW Ha MHEHUN OKCMNepToB U JINYHOM OnbliTe. K coxxaneHuto, n cerogHs Hawum Bpain
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NPV NPUHATUN PELLEHNIA O BbIBOPE NEYEHNS HACTO OCHOBLIBAIOTCA HA IMYHOM ONMbITE.

Tak, B nccnegosaHun API'YC, nposegeHHom B Poccum B 2002 rogy (B.C. Mouncees

n XK.[. Kobanaea) Ha Bonpoc 06 060CHOBaHUK NEPBOro BbIGOpa r’MNOTEH3MBHOMO

npenapata 69% Bpayeri OPUEHTUPOBANUCH, NPEXAE BCEr0, HA NIMYHbIA ONbIT.

B TO e Bpemsi, OCHOBOW [oKazaTesfibHOM MeOuUUHbI ABMASOTCS KIMHUYeC-
KWe WCCNnefoBaHus, KOTOpble CRyXaT maTtepuanoMm Ans cucTemMaTusvpoBaHHO-
ro o63opa, MeTa-aHann3a n pas3paboTKM HA UX OCHOBE KITMHWYECKUX PYKOBOACTB
(pekomeHpaumi).

3Ha4YeHne KIMHUYECKNX MCCNeaoBaHN 3aKro4vaeTcs B NoMcke 3dEKTUBHBIX
1 6e30nacHbIX METOLOB ANArHOCTUKM, NNeHeHnst 1 NPoUnakTUKM 1, Ha 3TO OCHOBE,
€O34aHnM peKoMeHgaunn ans LWMPOKOro KIIMHUYECKOro NPUMEHEHMS.

OtmedaloT cnegytowye LEHHOCTU N OrpaHNYeHUs KIIMHUYECKUX PaHOOMU3NPO-
BaHHbIX UCCeOoBaHNA.

LleHHocTu:

— pangoMu3aumns — caMas HagexHas npoueaypa, No3sonsoLwas n3bexarb owmo-
K1 Npy hOpMUPOBAHUM TPYNN NEYEHNS U KOHTPONS;

— 601bLUIOE YACNO NaLMEHTOB rapaHTUPYET BbISBIIEHVE Pa3fIHniA B NEPBUYHBIX KO-
HEeYHbIX TOYKax;

— 6O0NbLUMHCTBO CMyYaes, UCMOMNb3YEMbIX KaK KOHEYHbIE TOYKM, ABNSIOTCS onpene-
NEHHBIMU KIIMHUYECKNMN COBLITUAMN (CMEPTb, MHPAPKT M1MOKapaa, MHCYILT).
OrpaHnyeHus:

— 0TOOp NAUMEHTOB C YETKO onpefeneHHbIMU NoKa3aHMAMM U NPOTUBONOKa3aHu-
AamMun. Hawle Bcero otémparoTcs 605bHbIE C BbICOKMM PUCKOM, TaK Kak 3TO NO3BO-
NAET CPaABHUTENBHO BbICTPO MOMY4YUTb CTATUCTUHECKN OOCTOBEPHbIE pe3yrbra-
Tbl. [109TOMY 3KCTpanonsums Ha NaumeHToB C ApYrMM YPOBHEM pUCKa ABMSETCA
COMHUTESbHOW;

— 6O0NbLUMHCTBY UCCENOBaHNA HE XBaTaeT CUSIbl ANS NOMYYEHUS Pasnmumi Mexay
BTOPWUYHBIMU KOHEYHbIMW TOHKaMu. [o3TOMy, HEPELKO MPU NeYEHNN apTepuarnb-
HOW TMNEPTOHUM WUMN TUNEPXONECTEPUHEMUN YOAETCA MNOMyYUTb OOCTOBEPHOE
CHWXeHne cmepTHOCTU oT CC3 (NepBmyHas KOHeYHas To4ka), Npu OTCYyTCTBUM
Takom QOCTOBEPHOCTM B OTHOLLEHMM OBLLEN CMEPTHOCTM (BTOPUYHASA KOHeYHas
TouKa);

— ne4yebHble nporpamMMbl B UCCNEQOBAHMAX YACTO OTNIMYAOTCA OT TaKOBbIX B pe-
aNbHOWM KITMHUYECKOW MPaKTUKE;

— MNPUBEPXEHHOCTL (KOMMNAMHC) K NeYEHNIO, BCNeacTBme 60nee BbICOKON MOTUBA-
LK 60MbHbIX B UCCNEAOBAHMAX, BbiLLE, YeM B KITMHNYECKOM NPaKTUKE;

— KOHTpONMpyeMmble paHOOMU3MPOBaHHbIE UCCneaoBaHus npogomkatoTes 4-5 ner,
B TO BPeEMS KaK oxmaaemas NpOAOIKUTENBHOCTb XMU3HM BOSIbHOMO, Hanpumep,
rMnepToHMen cpegHero Boapacta, coctaengeT 20-30 net. Moatomy, NO6OYHbIE
3 heKTbI, KOTOPbIE HE NPOSBUNINCL B NEPUNOT, KIIMHNYECKOrO UCCIIEA0BaHNS, MO-
ryT NOSIBUTLCA MNO3AHEE, aHanorM4yHas cuTyaumus MOXeT HabniogaTbca U B OTHO-
LLIEHMM 6MaronpUATHbIX 3OEKTOB NeHEHUS.

Mcxoobl 3a60neBaHnin B KNMHNUYECKMX NCCNeaoBaHnsX YacTO Ha3bIBAKOT KOHEY-
Hble TOYKN. BaXKHO, YTOBbI OHM ObININ YHETKUMUN KIMMHUHECKMMM COOLITUAMW (CMEPThb,
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WHapPKT MMoKapaa, MHeyneT). OgHako ans nx nony4eHns Hepeako TpebyeTca MHO-

ro BPEMEHU, NO3TOMY B CPABHUTENBHO HEOOMBLUMX N HEMPOJOIMKUTENBHBLIX UCCHe-

[OBaHMAX NpU oLeHKE 30PEKTUBHOCTIN UCMIOSB3YIOT Tak Ha3blBaeMble CypporaTHble

KOHe4YHble TO4YKWU. Hanpumep, npu nedeHnn aptepyanbHOM rMnepToHUN OLEHUBAKOT

YPOBEHb CHUXEHUS apTepuasribHOrO AAaBMEHUS U Y KaKoro Y1cna naumMeHToB yaa-

NOCb JOCTUIHYTb LeNeBOro ypoBHs. OgHaKo cypporaTHble TOHKNM MOXHO CHUTaThb Ha-

OEXHbIMW NpefckasaTenaMm KOHEYHbIX COBbITUIA, CIIM YCTAHOBIEHO:

— Hann4une CUNbHON, HE3ABMCMMOM BMOSIOrMHYECKN BEPOSATHOM CBA3W MEXAY KINMHU-
YEeCKOM U CypporaTtHoOM KOHEYHON TOYKOM;

— Hanuyve OoKasaTenbCTB U3 PaHOOMU3MPOBAaHHbIX KIMHUYECKUX UCCIeLoBaHNI
C TEM Xe K/1aCcCOM W C ApyrMMm Krnaccamm NeKapcTs, HTO YIy4LleHne cypporar-
HOW KOHEYHOW TOUKM NPUBENO K YNy4LLEHWIO LLENEBOrO MCXOAA.

VMcnonb3oBaHne NpUHLUMMNOB OoKasaTeslbHOW MeauuMHbl NpeanonaraeT codeTa-
HME MHOMBMOYANIbHOIO KIMHUYECKOMO OMbITa M ONTUMaIbHbIX OKa3aTeNbCTs, Nony-
YeHHbIX NyTEM CMCTEMATU3MPOBAHHOIO aHanM3a KIMHUHYECKUX UCCNenoBaHui.

He Bce kKnuHu4eckue uccnenoBaHus obnagatoT 0gVMHAKOBOW goKasaTerbHOC-
Tbto. B Poccun noka AOBOMBbHO 4acTO MPOBOASTCH KIMHUYECKME UCCRenoBaHus,
UMeloLLME HU3KUI JoKasaTesbHbIN ypoBeHb. OCHOBHASA MpU4MHa — 9TO NpakTU4ec-
Koe OTCyTCTBME (DUHAHCMPOBAHUS HE3ABUCUMbIX KITMHUYECKMX UCCNEeaoBaHWI, No-
3TOMY GOSBLUMHCTBO KIIMHUYECKUX UCCENOBaHUNA BbIMNOSHAETCA NPpY (OUHAHCOBOM
noamepXxke gapMaueBTUYECKMX KOMMaHUIA, KOTOpble He BCeraa 3anMHTepecoBaHbl
B NPOBeAeHNN OOPOrnX BbICOKO-OoKa3aTesbHbIX NCCreaoBaHWMN.

[oka3aTenbHOCTb KIIMHUYECKMX UCCNEAoBaHUn B Nopagke yobiBaHUA OOCTOBEp-
HOCTW crnepytoLas:

— paHOoOMM3MPOBaHHOE OBOWHOE CIIENOe KOHTponMpyemoe (Mcnomnb3yeTca nnaue-
60 1nn cpaBHeHWE C OPYrMM CTaHAAPTHBIM NMpenapaTom);

— HepaHOOMM3MPOBAHHOE KOHTPONTMPYEMOE;

— HepaHOOMU3NPOBAHHOE C UCTOPUHECKUM KOHTPOSEM;

—  TUNa «Cny4yan-KoHTPOIb»;

— MEepeKpecTHOE;

— HabnogaTenbHoe 6e3 rpynnbl CpaBHEHUS;

— onucaHue OTAENbHbIX ClyYaeB.

O PheKTMBHOCTL KAKOro-NM60 TepaneBTMHECKOro Ui NPOnNaKTUHECKOro BMe-
LaTenbCcTBa YacTo U3Y4HaeTCsl B MHOMOYUCIIEHHBIX KITMHUYECKMX WMCCIIe[oBaHUsX,
pe3ynsTaTtbl KOTOPbIX MOrYT 6bITb HEOAHOPOAHLIMU. O6bIMHO pe3ynbTaTbl 3TUX UC-
crnefoBaHuii 0606LLaI0TCA B onmcaTesbHbIX 0630pax, YTO NO3BONSET ObICTPO Momy-
YUTb NpepcTaBfieHne 06 MHTepecytoweM Bonpoce. OgHako, Ha coaepXXaHue Takmx
0630pOB, MOryT OKa3blBaTb BANSHNE MHEHME aBTOpa, a TakXe HernosHbI nogoop
aHanM3MpyeMbIx UCCreaoBaHNI, YTO MOXET NPUBECTM K HEMPaBWULHOMY NpPeacTaB-
NeHNo 0 NlekapcTBEHHOM npenapaTe Unn metofde nedeHust. Mabexatb 3TUX Hefo-
CTaTKOB MO3BOMIAT CUCTEMATU3MPOBAHHbIE 0630pPbI.

CuctemaTnanpoBaHHbIV (CUCTeMaTu4eckmii) 063o0p.

OTO NpakTUHeCckn Hay4yHOe WCCREfOBaHWE, MaTepuanoM AJia KOTOPOro SBMsHoT-
CA pes3ynbraTbl KIMHWYECKUX WCCnenoBaHuiA. Ero uLenbio sBRsSieTCs B3BeLUEHHOE
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N GECNPUCTPACTHOE M3YYEHWE PEe3YNLTaTOB PaHee BbIMONHEHHbLIX WCCNELOBAHUIA.
OCHOBHbIM TpeboBaHUEM SBMSIETCA aHaNM3 BCEX KAYECTBEHHbIX OpUMMHAIBbHBLIX UC-
CcnepoBaHuiA, MOCBSLLEHHBLIX onpedeneHHon npobrneme. KonmnyecTBeHHasd oOueHka
CyMMapHOro adhdekTa, yCTaHOBNEHHOIO HA OCHOBaHUM PE3YNLTAaTOB BCEX N3YHEHHbIX
nccnegoBaHWi NPOBOAMTLCS C MOMOLLIbIO MeTa-aHanmnaa.

Oranbl cuctematn3npoBaHHOro o63opa.

1. MnaHupoBaHMe nccnegoBaHus, B NpoLLecce KOTOPOro onpenensoTces Lerb npea-
rnonaraemoro MeTa-aHanmaa; Kputepum otéopa UccnegoBaHuiiy MeTog, CTaTUCTU-
4YecKoro aHanusa; MeETo4onorms nomcka nHdopmauun; nokasarens 3hekTnB-
HOCTW NeYeHus.

2. Tlownck uHcopmaumm, 3agada KOTOPOro COCTOUT BO BKITHOYEHUN BCEX afieKBaTHbIX
nccnefosaHui, NOCBALLEHHBIX M3yYaeMor npobneme, Ana 4ero UCnosnb3ytTes
pasnuyHble 6a3bl gaHHbIX (Medline, Cochrane Controlled Trials Register n gpy-
rve), a Takxe CTaTby U CIUCKN NUTEPATYPbI B Pa3fNYHbIX Ny6nmnKaumnsx.

3. OT160p uccnenoBaHuin NPoOBOANTCS HA OCHOBE 3apaHee onpenesieHHbIX OCHOBOMO-
nararLux KpUTEPUEB, NU3MEHEHUSI KOTOPbIX B NOC/EQYIOLLEM HE [OMYCKaKOTCA.
Merta-aHanus.

CyLLeCTBYIOT pasnnyHble, Maso pasnuyatoLmecs, onpeaesnieHna MeTa-aHanmaa.

MeTa-aHanna — cTaTUCTUHECKNIA CUHTES KONMHYECTBEHHbIX PE3YNLTAaTOB HECKOSb-
KWX nccnenoBaHunii, MOCBALLIEHHbIX OOHOMY Y TOMY XXE BOMpPOCY.

MeTa-aHanua — 3To CTaTUCTUYECKUI METOL, NO3BONAIOLLNA O6BEAVNHUTL PE3Yrib-
TaTbl HE3ABMCUMbIX MCCEOOBaHUA, KOTOpbIe, MO MHEHWIO UCCNepoBaTtens, MoryT
ObITb 0O6bEJUHEHbI.

— MeTa-aHanu3 4Yalle BCero UCNomnb3yoT A5 OLEHKN KIMHNYECKOW 3eKTUBHOC-
TW TepaneBTUYECKUX BMELLATENLCTB, AN Yero 06beQUHAIOT pe3ynbTaTthl ABYX
n 6onee paHOOMM3MPOBAaHHBIX, KOHTPONMPYEMbIX NCCNIE[OBAHWIA;

— MeTa-aHanu3 No3BONSET AaTb TOYHYHO OLEHKY 3chdhekTa NeyeHns, KotTopas 3aBu-
CWT OT pa3mepa BKJIHOHYEHHbIX MCCeaoBaHN;

— VMHOPMaTUBHOCTb MeTa-aHan13a 3aBUCUT OT Ka4ecTBa CUCTEMaTU3NPOBAHHOMO
0630pa, Ha OCHOBaHMM KOTOPOrO OH NPUBOAMNTCS;

— XOpOLUMI MeTa-aHanM3 npegnonaraeT N3y4eHne BCEX UCCNELOBAHMWI, MOCBALLEH-
HbIX COOTBETCTBYIOLLIEN NpOoBieMe, OLIEHKY HEOQHOPOAHOCTU M ONpedeneHne NH-
hopMaTUBHOCTM OCHOBHbIX PE3YSILTATOB MYTEM aHanmn3a YyBCTBUTENbHOCTY;

— pesynkTaTtbl MeTa-aHanM3a o6bI4HO NPEACTaBNAOTCA B BUAE rpaduka n oTHoLLe-
HWA WaHcoB (odds ratio) — cymmMapHOro nokasaTens BbIpaXXeHHOCTU adhdeKTa.
JocTomHcTBa MeTa-aHanm3a

1. bonee 4eTkas kapTuvHa, 6narogaps CUCTEMATU3MPOBAHHOMY OO6OO6LLIEHWIO
nccnepgoBaHun.

2. YcTpaHeHune oLwmboK, BO3HUKAOLLMX MPW onucaTtenbHbIX 0630pax.

3. ToyHOCTb B pesynsraTe 60/bLLIOro YMcnia 06cnefoBaHHbIX 60MNbHbIX.

4. TMpo3payHocTb, 6naronaps OTKPLITOCTU METOAONOMMM MOMTYHEHNA OTBETA Ha NOC-
TaBJEHHbIN BOMpPOC.

OLLnbKM ripy MeTa-aHam3ae.

1. CaszaHHble C BbISIBIEHNEM N OTOOPOM UCCIIEA0BaHUN:
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— HEmnoJHOE BbISIBIEHNE UCCNEeOOoBaHWI NO MHTEPECYIOLLIEN NPoBeme;

— HU3KOe Ka4eCcTBO U afeKBaTHOCTb UCCIeJ0BaHUi;

— npeobnapaHvne ny6avkaumn NPenMyLLECTBEHHO MONOXUTENbHbIX

pes3ynsTaTos.

2. CBfi3aHHble C HEOOQHOPOOHOCTLIO 06LEeOUHAEMbIX UcceaoBaHuin. MN36exaTb
HEBO3MOXHO, MO3TOMY BaXXHO OMPELESINTb, HACKOSIbKO MMEtoLLasacs HeoOOHO-
POOHOCTb MOXET OTPa3nTbCsA Ha BbIBOAAX.

3. YTpata BaxxHOn UHpopmaLummn. Tak Kak 06bIHHO N3y4daroTca BUHapHbIE NOKa3a-
Tenu (Hanpumep, Xne/ymep, acbdekT/oTcyTCcTBUE 3hdeKTa), TO Apyrne nHorga
Ba)XKHble faHHble 0TOpacbIBaloTCS.

4. HeapekBaTHbll aHanu3 nogrpynnbl. JaHHble, Nony4YeHHble npu cybaHanuse,
MOryT 6bITb UCMONb30BaHbI MPU NIAHNPOBAHUN HOBbLIX UCCNELOBAHWUNA, HO He
AN 06bACHEHMSA pe3yNbTaToB MeTa-aHanuaa, Tak Kak paHgomMmnsaums, Ucnosb-
30BaHHasi B MICCNefoBaHnm, He pacnpoCcTpaHAeTCsa Ha noarpynnbl.

5. HeapekBaTHbIn aHanna3 4yBCTBUTENIbHOCTU, KOTOPbLIA onpedensercs nyTem
OLIEHKMN, HACKOJbKO U3MeHeHMe NOaX0[A0oB K 06beAMHEHUIO AaHHbIX MOXET OT-
pas3nTbCA Ha MMaBHbIX pe3yrbTaTax.

6. MpoTuBope4ns ¢ HOBbIMK AaHHbIMWU. CpaBHEHME pe3ynbTaToB MeTa-aHanMsa
C pe3ynbraTaMmy XOpOLUO OpraHM30BaHHbIX, PaHOOMU3MPOBAHHbIX, KOHTPOSMU-
pyembIxX nccnenoBaHun («mera-ncenefosaHuninz). Hanpumep, ncnonb3osaHve
cynbpaTta MarHmns Npu ocTpom nHgapkTe Mmokapga (1SIS-4) nano otpuuatens-
HbI pe3ynbTaT, B TO BPEMS Kak MPOBEAEHHbIN [0 3TOro MeTa-aHanua, gan no-
NOXMUTENbHYIO OLIEHKY Npenapary.

Kak oTHOCUTLCS1 K pe3ynibTaTaM MeTa-aHanmsa:

— Ka4eCTBEHHbIN, OCHOBbLIBAOLLMIACA HA CUCTEMAaTM3NPOBAHHOM 0630pe aaeT fo-
CTATOYHO HaOEXHYI OUEHKY 3h(hEKTUBHOCTM BMeLLATENLCTBA UM BO3MOX-
HOCTb CHOPMYNMPOBAaTbL BOMPOCK! AN AaNbHENLINX UCCNENOBaHWIN;

— He rapaHTMpoBaH OT OLUMGOK N 3aBUCUT OT Ka4ecTBa M3y4aBLUMXCH KIIMHUYEC-
KNUX nccnegoBaHuim;

— MO3BOSIAET NOMYYUTb OTBET NULLb HA OAMH YETKO CHOPMYNMPOBAHHbIA BOMPOC;

— oTpuuaTenbHbIN pe3ynbTaT He 03HAYaEeT, YTO AaHHOE BMELLATENLCTBO BOOOLLE
6ecnone3Ho. OHO MOXET oKa3aTbCs APMEKTUBHBIM MPU NIEHEHUM OPYIrUX rpynn
OONbHbIX.

Pe3ynbTaThl KIMMHUYECKMX UCCNEeOoBaHWiA U 3akiioYeHne MeTa-aHanmsa, cae-
NaHHOro Ha MX OCHOBE, 06bIYHO MCMOMNL3YTCA NPU HANMCaHUN KITMHUHYECKUX PYKO-
BOACTB (pekomeHpaumi).

KnnHndeckue pyKoBoA4CTBa (pekomeHaaumm).

KnuHuyeckoe pykoBOACTBO — 3TO CMCTeEMaTU4ecku paspadatbiBaemble MoJo-
XEHUsi, NomorarLme NpakTU4eCKoMy Bpady M MaUMEHTY MPUHATbL NpaBWIbHOE
pELLUEeHNEe OTHOCUTENIbHO 3a60Tbl O 300POBbE B CMELUPUYECKUX KITMHUYECKUX
YCINOBUSIX.

B MoHorpacdum T. IpuHxanbx Lenm KImHUYeckmMx pekomeHgaumi cpopmynmpo-
BaHbl cregyoLmnmM o6pasom:

— cpenatb fokasaTenbHble pEKOMEHAALMN ACHBIMU U OOCTYMHBLIMY;
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— YNpOCTUTbL U caenaTb 6051ee O6bEKTUBHBLIMM MPOLECCHI NMPUHATUA KITMHUYECKUX
peLueHuit y noctenn 605bHOro;

—  CNYXWTb KPUTEPUEM OJ151 OLEEHKM NPOGECCUOHANBHOM OEATENBHOCTMY;

— obecneuntb pasgeneHve 06s3aHHOCTEN (HanpuMmep, Mexay BpavyoM o6Luen
NPaKkTUKK 1 CreumanmcTom);

— 06y4nUTb NAUMEHTOB U Bpayen NyyLInM Ha SaHHbI MOMEHT cnoco6am MeguumH-
CKOW MOMOLLIU;

— NOBbLICUTb 3KOHOMMYECKYHO 3h(DEKTUBHOCTb MEOQNLIMHCKNX YCIYT;

—  CNY>XXWTb UHCTPYMEHTOM BHELLHErO KOHTPOSS.

HepocTtatkn KNMHMYECKUX PYKOBOLACTB 3aK/04HatoTCA B TOM, YTO OHM MOTYT: OC-
HOBbLIBATbCA HA MHEHME SKCMEPTOB, a HE HA AoKa3aTeNbCTBax; OrpaHMyMBaTh BbI6op
MeZMUMHCKOWM NOMOLLIY, CNOCOB6CTBYS AOCTVXXEHNIO CPEOHENO, a HE JTyHLLEro YPOBHS
MEeAMUMHCKOWN NPaKTUKK; CAEPXMBATb BHEOPEHNE HOBbIX TEXHOMOMMIA ONarHOCTMKM
N neveHus.

Kputepum BKIIOHEHUST KITMHUYECKNX UCCIIEA0BaHMI B PYKOBOACTBA.

1. HapexXHocTb JokasaTenbCTB, KOTopas noapasyMeBaeT HafgeXHOCTb rUno-
Te3bl NccrefoBaHus, am3aniHa, CTaTUCTUHECKMX METOAOB M 6AUTENBHOCTL B OTHO-
LUIEHUN BO3MOXHbIX MCTOYHUKOB OLLMOOK, MPUYMHON KOTOPbIX MOryT 6biTb OTOOP
NnaumeHToB, HenpaBwuiibHasA paHOoOMU3aums, SKBUBANEHTHaA (KPOME WUCMbITYEMOW)
Tepanusa B rpynnax, BbIXo4 NauneHToB M3 UCCeQOBaHUA Unu Nepexoq B rpynnax,
onpeneneHne KOHeYHbIX TOHEK U NX aHaNN3 Nocne OKOHYaHWA UCCeaoBaHums.

2. HecOoMHeHHbI TepaneBTnHeckmii apdekT, a He TONbLKO CTaTUCTUYeCKas 3Ha-
YMMOCTb, HanpuUMep, NPV OAMHAKOBOM OTHOCUTESIbHOM pUCKe abCOMIOTHBLIN PUCK
MOXET 3HAYUTENBHO OTNNYATLCA U HE UMETH 3aMETHOMO KITMHUYECKOrO 3HA4YEHMS.

3HayeHne KIIMHNYEeCKNX PYKOBOLCTB (PEKoMeHZaumm).

e VHCTpYMEHT MOBbIWEHUSA KayecTBa MEOULUMHCKOM MOMOLUWM — WHopMUpyeT
06 3(PHEKTUBHBIX 1 6€30MAaCHbIX METOAAX ANArHOCTUKN U NIeYEHUST; CNIOCOBCTBY-
€T BHEAPEHMIO HOBbIX 3(phEKTMBHBLIX TEXHOSNOMNIA; NO3BONAET naberatb HEO6OC-
HOBaHHbIX BMeLLATESIbCTB.

e OcHoBa pa3paboTKn MHAMKATOPOB KayecTBa MeAMLIMHCKOM NOMOLLM (KOHTPOMb).

e OcHoBa HenpepbIBHOIO MEOULMHCKOrO 06pa3oBaHus (YHEeOHWKM U nocnegun-
NOMHOe o6pa3oBaHne Bpaden).

e OnTMMM3auma pacxodoB PeECYpcoB 3a CHET OTKasza OT HeOoHOCHOBAHHbLIX
BMeLLaTENbCTB.

e OcHoBa 3KOHOMNYECKNX pacHeToB B 30paBooXpaHeHnn (Tabnmubl CTOMMOCTH Jie-
YeHUA, NepeYvHn rocrapaHTui).

OT KNIMHNYECKNX PYKOBOACTB HECKOSILKO OTNINHAIOTCSA MPOTOKO/IbI, KOTOPbIE Npes-
CTaBMAOT CO60M MHCTPYKUMIO O AENCTBUSX B ONPeAeneHHbIX KITMHUYECKUX CUTyaLm-
X U B OT/IMYME OT PYKOBOACTB OCTaBSAOT MEHbLLE BO3MOXHOCTEN AN KIIMHUYeC-
Koro mbiwneHns. OHM 06bIMHO MpefHa3Ha4eHbl ofia MeHee OMbITHOrO rnepcoHana
N Ons UICNosib30BaHus B 605ee KOHKPETHbIX CUTYaLmsIX.

KnuHunyeckne pykosoacTea (pekomeHdaumm) paspabatbiBatoTca 1 yTBEpXOaroT-
ca npodheccmoHarnbHbIMM MegMUMHCKUMK accoupnaumammn (obuecteamm). O6bIMHO
OHW cofepXaT: MeTOAbl AMArHOCTUKK, Krnaccudmkaumio, MnaH 1 ycrnoeus BeaeHus
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60MbHOro (MPOAOIHKUTENBHOCTL NIEYEHUs, 3Tarbl, ANMUTENBHOCTb rocnMTanM3aumm

W T. A4.), anropntMbl BeeHWst 6051bHOro, YpoOBHM JOCTOBEPHOCTU JIEHEBGHBLIX MEPONPU-

ATUIA N NOKa3aHMsA K HasHa4YeHUo MeponpuaTUsl, 0COBGEHHOCTM NeYeHNst OTAENbHbIX

rpynn 60MbHbIX, CXeMbl NEKAPCTBEHHOW Tepanum ¢ 4o3aMu 1 Opyryto nHopmMaumio,

HEOBXOAMMYLO BpaYy ANt MPUHATUS PELLEHUA B PA3NINYHbIX KIIMHUYECKNX CUTYaLMSIX.
OTM pekoMeHJauun npegHasHa4yeHbl Bpadam 1M opraHu3atopam 3hpaBooxpaHe-

HKSA, KOTOPbIE MOMYT UX UCMONL30BATb AN Pa3paboTKN MHOMKATOPOB Ka4ecTBa U yn-

paBeHns KaHeCcTBOM Nle4ebHO-ANarHOCTUYECKOro npoLecca, pa3paboTKn TUMOBbLIX

Tabenen ocHalleHus, HeNpPepPbIBHOrO MOBbILLEHUSA KBanudmkaumm spaden, opmu-

poBaHVa 06LEMOB MEOMULIMHCKON MOMOLLM B paMKax rocyapCTBEHHbIX rapaHTUi.

OT K/IMHUYECKMX PYKOBOACTB (PEKOMeHOauun) cnegyeT oTnv4daTb craHgapThbl
MenuLMHCKOV MoMOLLM, KOTOpble pa3pabaTbiBatoTCA HA OCHOBE KITMHUYECKUX pe-
KOMeHZaumii n yteepxgatotca MMHUCTEPCTBOM 34paBOOXPAHEHUS N COLMAIbHOrO
passutna P®. OHu cogepxxaT 06beMbl MEAULIMHCKOM MOMOLLM (NepeYveHb Meponpu-
ATUA, UX KPATHOCTb, UX YacToTa).

OTu cTaHgapTbl NpegHa3Ha4YeHbl opraHn3aTtopam M 3KOHOMUCTaM 3[paBooXpa-
HeHWs ans ynpasneHus o6bemMamMmn MeguUMHCKOM NOMOLLM U pacdeTa Tapudos (cTo-
MMOCTb 3aKOHYEHHOr O Crny4asi).

Kputepusmm KaHecTBa KIIMHUHECKUX PYKOBOACTB ABJISIIOTCA:

1. Hoepue. Nx coctaButensamMmm OOmKHbl 6bITb NPU3HAHHbLIE SKCNEPTbI U NpeacTa-

BUTENN MHOMUX Cy6ANCUMMINH.

BanugHocTb. OHM QOSMKHbI yNy4LuaTh Ne4YeHne n NCXoabl 3a6051eBaHUS.

PenpeseHTatMBHOCTL. VIX cocTaButTenm OMKHbI 6bITb HE3ABUCUMOW SMTUTON.

MpUMEHNMOCTb B KIMHMKE U TMOKOCTb. [1OMKHbI KacaTbCA OCHOBHbIX MPob6iem

1 0co6bIX rpynn 605bHbLIX B COOTBETCTBUN C HAY4HbIMU, MEONLIMHCKMMM N SKOHO-

MUYECKNMN KpuTEepUaMU. [JomKHbI 6bITb 0603Ha4YEHbI NPUOPUTETLI MPU NPUHATN

peLleHuni.

5. flcHocTb (4eTkocTb). Cnepyet nsberatb ABYCMbICIEHHOCTU N HETOYHOCTEMN.

6. HagexHocTb. OgmMHakoBasi MHTepnpeTaums pasnuyHbIMIU cneymuanmctTamMm B pas-
NMYHbIX CUTYaUUAX.

7. TpospayHocTb. [JomkHO 6bITb OnmMcaHne npouecca NoaroToBKU: MMeHa aKcnep-
TOB M PELIEH3EHTOB, NCMONb30BaHNe MHopMaLmK.

8. 3annaHunpoBaHHoe ob6HoBNeHne. OguH 1 TOT Xe npeacenartesnib COBeTa aKcnep-
TOB He OOMKeH ObiTb y 6onee 2-x pedakuun, Heobxoguma 4YacTu4Has cMeHa
3KCMepToB.

[lokazaTtenbHas cuna pekoMeHaauui oLeHNBaeTCs B COOTBETCTBUN C UX Knac-
COM M1 YPOBHEM [0Ka3aTeNbCTB.

Knaccbl pekomeHgaLmi.

Knacc |. [lokazaTenbctBa n/mnm obLlee cornacme, YTo gaHHble MeTodbl aMarHoc-
TUKW/NeYeHnsa — 6naronpusTHble, NonesHbie N adeKkTUBHbIE.

Knacc Il. [lokasaTensctea npoTMBOPEYMBbI U/ NPOTMBOMNONOXHBLIE MHEHUS OT-
HOCUTESbHO NONE3HOCTU/3HPEKTUBHOCTU NEHEHUS.

Knacc ll-a. BOnbWWHCTBO [0Ka3aTeNbCTB/MHEHUA B MONb3Y MNONE3HOCTW/
adhheKTMBHOCTH.
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Knacc lI-6. MNone3HocTb/aheKTUBHOCTL HE UMEIOT AOCTATO4HbIX OKa3aTeNLCTB/
onpeneneHHoro MHeHMs.

Knacc lll. JokasaTtensctBa n/unm obLiee cornacue CBUOETENbCTBYET O TOM, YTO
neYveHne He ABNSETCA MONe3HbIM/APEKTUBHBIM U, B HEKOTOPLIX CIy4asX, MOXET
ObITb BPEAHbIM.

VbosHu fgokasartenbCcTs.

YpoeeHb A. [lokasaTenbCTBa OCHOBaAHbI HA AAHHbLIX MHOMMX PaHAOMU3NPOBaH-
HbIX KINMHUYECKNX NCCNeqoBaHuin UM MeTa-aHannM3oB.

YpoeeHsb b. [lokasaTenscTBa OCHOBaHbI Ha AaHHbIX OAHOr0 paH4OMU3MPOBAHHOIO
KITMHMYECKOro MccrnegoBaHns MnM MHOMMX HepaHaoOMU3VMPOBaHHbIX UCCNEA0BaHWUNA.

YpoeeHb C. CornacoBaHHble MHEHUSA 3KCNEPTOB U/ UM HEMHOIOYUCTIEHHbIE UC-
cnepnoBaHus, peTPOCMNEKTMBHbIE UCCIEQ0BaHNS, PErUCTPbI.

CambIl BbICOKUA YPOBEHb peKoMeHZaumm — |, A.

CoumnanbHO-9KOHOMUNYECKNE U I0PULONYECKME aCreKTbl KIIMHUYECKUX PYKO-
BOACTB.

PaspbiB Mexay COBPEMEHHBIMM BO3MOXKXHOCTAMM MEAMLIMHBI U [OCTYMHLIMK pe-
cypcamm 6bICTPO PacTET B OCHOBHOM 3a CYET YBEeSIMYEHUSA METOO0B A(PEKTUBHOMN
ONarHOCTUKU U NeYeHuns.

PykoBogcTBa MOryT 6bITb MOME3HLIMW WU ONA Bpayer, U ONnd HaceneHus, yka-
3blBasi MUHMMAaJsIbHbIE OOMYCTUMbIE CTaHZapTbl. HecnocobHoCcTs obecneynTb 3TU
cTaHOapTbl MOXET MMETb MpPaBOBble MOCNEACTBUS AN TEX, KTO OTBEYaeT 3a UX
MCrosiHeHwe.

3ajaya Bpadeit, roTOBALLMX PYKOBOACTBO — MEPEBECTU pe3ynbTaThbl KIMHUYECKNX
nccrnenoBaHuiA B KNMHNUYECKMe pekoMeHaaumu. INoctaBnTb KIMHUYECKNE PEKOMEH-
Jaummn B 3KOHOMUYECKUIA KOHTEKCT KOHKPETHOW CUCTEMbI 3APaBOOXPaHeHns — 3aa-
Ya NpaBUTENLCTBA U PYKOBOAMUTESNEN OPraHoB 34paBOOXPaHEHMS.

KnuHunyeckne pykoBoacTBa He UMEKT dhopManbHON OPUONYECKOW CUrbl, a sB-
NATCS MHCTPYMEHTOM, MOMOraloLLMM BpadyaM CAenatb ONTUMarbHbIA TepanesTu-
YeCKui BbI6op. OQHAKO OHM MOTYT MCMONBb30BaTLCA MNPU PELLEHMN BONPOCOB O npa-
BUIbHOCTW NIEYEHUS, B TOM YMCIE, U B CYLE.

®dakT cyLlecTBoBaHWA «PykoBoacTBa» unm «lMpoTokona» onsa NeveHus KOHKpET-
HOr0 COCTOSIHUSA eLle He O3HaYaeT, YTO crnefoBaHne emy 6yaoeT npaBuibHbIM NpU
PasnnYHbIX CUTyaLMsX NN He crefoBaHve 6yadeT ABNATLCA XanaTHOCTbIo. B 1o xe
BpeMsi, TakK Kak oka3aHue nomMoLLn, OCHOBaHHOW Ha PyKOBOACTBaXx, CTAHOBUTCS BCE
6onee 06bl4HbIM, TO OENCTBUE BHE PEKOMEHOALMIA/PYKOBOACTBA MOXET NOCTaBUTh
Bpaya nepef BO3MOXHOCTbIO ObITb OOBUHEHHbIM B XanaTHOCTW, €CIIN OH HE CMOXET
npeacTaBuTb 0COobble foKasaTeNbCTBa AN AaHHOW cuTyaumm.

[okazaTtenbHas MeguuMHa He BCEMM BOCMPUMHUMAETCS Mo3UTUBHO. VmetoTcst
N KPUTUKKM 3TOro nogxopa.

HeobocHOBaHHOCTE KPUTUKM KITMHUYECKMX PEKOMEHAALM CTOPOHHUKaMN UHAN-
BUAYaNIM3NPOBaHHOIO JIEHEHWUS1 COCTOUT B TOM, YTO:

1. PekomeHgaumm, kak NpaBuo, OCTaBMAOT OCTAaTOYHO LUMPOKOE MNore Ans MaHeB-
pa (Hanpumep, pekoMeH4auun no NeYeHnto rmNepToHMM fatoT BO3MOXHOCTb ca-

MOMY Bpady BblbpaTtb Npenapat 1 KOMGUHaLUMM NpenapaToB U3 7 CyLLIECTBYHOLLIMX
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KIacCoB NEKAPCTBEHHbLIX CPEACTB B 3aBUCUMOCTUN OT KOHKPETHOM KIIMHWUYECKOM

cuTyauun).

2. PekoMeHOaumu OCHOBBIBAIOTCS Ha pearibHbIX hakTax M UCKITHYatoT LUMPOKOEe UC-
nonb3oBaHne HeaaeKBaTHbIX METOA0B ANArHOCTMKM U IeHeHUs.

Mpy 3TOM Ha#O MMETL B BULY, YTO KIIMHNHYECKUE PYKOBOACTBA OTHOCATCA K «Cpef-
Hemy» MauMeHTy, a Bpad NevuT nHamemayansHoro 605sLHoro. He cnepyet nepeoveHn-
BaTb 3HA4YeHME PYKOBOACTB M HEAOOLEHNBATL 3HAHUA U KITMHUYECKMIA ONbIT BpaYa.

PykoBogcTea camu Mo ce6e XOpoLLM TOSLKO AJ1A TLLECNaBUsA X aBTOPOB, ECITN OHM
He BHEOPAIOTCS B peasnbHy0 KITMHUYECKYHO NPaKTMKy. B TO Xe Bpemsi BO BCEM MUpe
cyLecTByeT 60SbLLON pa3pbiB MEXAyY UCMONb30BAHMEM PEKOMEHOALMIN/PYKOBOLCTB
N peanbHOM KIMHNYECKOW NPaKTUKOM.

TMpnynHbl HeJOCTaTO4YHOIrO NCMOMb30BaHNS PYKOBOACTB:

— BPa4u He 3HatoT 06 NX CyLLECTBOBAHUM MW HE BEPST UM, UMW HE 3a60TATCHA 06 NX
BHEOpPEeHUN;

— Bpa4u CHMTALOT, HTO OHU NEPErPYXXEHbI PYKOBOACTBaMM;

— Bpa4u NpUOEPXMUBAOTCA CTPaTEriAi, OCHOBaHHbLIX Ha CyppPOraTHbIX KOHEYHbIX
TOYKaX WK Ha peaynbTatax UcceoBaHWn, He UMEIOLLIMX CTAaTUCTUHECKYHO CUIY;

— Bpayv nonaratoTcsl Ha UX NTMYHbINA ONbIT U HA BNeYaTneHusl, YTo faHHbIA Tepanes-
TUYECKMIA NOJXOA, ABNAETCA HAMMNYHLLUM (<«MMIPECCUOHUCTCKAs MeamumHa»);

— BIIMSIHNE 9KOHOMMYECKMX M coupmasibHbIX (DakTOpPOB (TEM HE MEHee, pyKOBOACTBA
JOMKHbI OMNKMCbIBATb HaWUMy4LLME [OCTYMHbIE AoKa3aTeIbCTBa, aHaIn3 CTOMMOCTL/BbI-
roga Ao/MKHbI MPOBOAUTLCH PYKOBOAUTENAMM 30PAaBOOXPAHEHNS).

Kak yny4LumTs BHeApeHnNe KIMHUHECKMX PYKOBOACTB!

1. lNpuBne4veHne K pa3paboTKe KIMHUHECKMX PYKOBOACTB NpeacTaBuTeneli opraHoB
YNPaBfeHNa 3OpaBOOXpPaHEHNEM, 06pa30BaTesIbHbIX U HayYHbIX MEOULIMHCKMX
YHPEXAEHWI, KBANMOMUMPOBAHHbBIX 1 aBTOPUTETHBLIX B PEMMOHAxX CNeLmanuncTos,
KOTOpble B NMOCNeayoLLEM OYayT BHEAPATb AaHHbIE PEKOMEHAALMMN HA MECTaX.

2. AKTMBHOE y4acTve npodecCMoHalbHbIX MEOULMHCKUX O6LEeCTB (accoumauunin
B AMCCEMMHALMM KITMHUYECKMX PYKOBOACTB, KOTOPbIE A0SHKHbI 6bITb OCHOBOWM BCEX
o6pa3zoBaTesibHbIX NPorpaMm, NPOBOANMbIX MO, ArMAon O6LLECTBA.

3. O6s3aTesibHOe BKIIOYEHUE KITMHUYECKNX PYKOBOACTB B MPOrpamMmbl HENMPEepbIBHO-
ro MeauumHcKoro ob6pasoBaHus.

4. Heob6x0OQMmo B3aUMOLENCTBUE CrELMANIUCTOB, PyKOBOAMTENEN 30paBOOXPaHEHNS
1 hapMUHOYCTPUN, YTOObI N36EXAaTb KOHPNNKTA NHTEPECOB

1.4. 3akno4yeHue

Vcnonb3oBaHune NpUHUMNOB AokasaTeslbHoOM MeavumMHbl NpegnonaraeT codeTaHne
WMHOVBMOYaNbHOIrO KIIMHUHYECKOrO OMbITa M ONTUMASIbHbIX [0Ka3aTesbCTB, Mosy4eH-
HbIX NYTEM CUCTEMATUINPOBAHHOMO aHaIM3a KIMHNHYECKUX UCCNenoBaHuiA. Noatomy,
He npaBbl Te, KTO NpUOePXUBAETCA paguKarbHbIX MNO3NLUMIA TakMX, Kak oTpuLaHue
MPUHLUMMNOB [oKa3aTenbHOM MeavuMHbl Unv npuaaHne abcortoTHOMO 3HaYeHus pe-
3ynsTaTam KIIMHUYECKUX NCCneaoBaHui.

Kaxgblin Bpay, opraHn3aTtop 30paBOOXpPaHeHusi, cneumanucT B obnactm obLue-
CTBEHHOMO 3[10POBbS AOIMKEH 3HATb OCHOBHbIE NMPUHLIMIMbLI JoKa3aTeslbHOM MeauLMHBI
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MABA 1. 3HayeHve pokasaTtenbHoW MeavLMHbI A5 KIIMHUYECKON MPaKTUKn -

M UCMONb30BaTh X B CBOEWN NPAKTUHECKOM paboTe.

Bce Hawm gencTeus no neyeHuto, NpodmnakTvke 3aboneBaHnii N yKpenneHuo
3[0POBbSA JOMMKHbLI OCHOBbIBATLCS Ha NPUHLUMMNAX fOKa3aTeNbHON MeauLUyMHbI, a He Ha
MHEHWW OTAENbHbIX, AAXKE BbIOAIOLMXCSH YHEHbIX, OBLLECTBEHHBIX UM NMONUTUHECKUX
jesTenen.

1.5. TecTtoBble 3apgaHus

Bbl6epVITe ONH NN HECKOJbKO NpPaBUIibHbIX OTBETOB.

I. O JOKA3AHHOW 1 MPU3HAHHOW 3®DEKTUBHOCTV METOOA
T BMELWWATENIbCTBA CBUOETENBCTBYET KNTACC KIMHUYECKNX

PEKOMEHOALINW
1. | knacc
2. lla knacc
3. llb knacc
4. lll knacc

Il. PESYJILTATbLI HEBEOJbLUMX NCCNEOOBAHWUA, PETPOCMEKTUBHBIE
NCCJIEQOBAHWNA, OBLLEE MHEHWE SKCIEPTOB COOTBETCTBYIOT
YPOBHIO AOKASATEJIbHOCTH

1. A
2. B
3. C

lIl. PE3YJIbTATBI HECKOJIbKX PAHOOMU3POBAHHbIX
NCCJIEQOBAHN COOTBETCTBYIOT YPOBHIO NJOKASATE/IbHOCTN
1. A
2. B
3. C

IV. MMABHbIM NCTOYHUKOM MNOJTYHEHNA OOKASATEJIbHbLIX
PE3VIILTATOB ABJTAIOTCA BEA3bl JAHHbBIX
1. KokpaHoBckasn 6ubnmoTteka
2. Medline, Clinical
3. Evidence
4. BCE BblLLENEpeYMCNeHHoe

V. Bbl HE COIMACHbI C YTBEP>XOEHVEM

1. KnuHuyeckue pekomMeHgaumMm He MoryT 6biTb OCHOBaHbl Ha pe3ysbraTax
paHOOMW3NPOBAHHbLIX KIIMHUYECKMX UCCIeqoBaHNi

2. KnuHu4eckne pekomeHgaumm cogepxxaT YeTKme anropuTtMbl OEACTBUS MpU
onpegeneHHom 3abonesaHnm

3. KnuHuyeckune pekoMeHgaumm npefocTaBnisaoT Bpady 4OCTaTO4HY0 CBO6O-
Ay B NPVHATAM peLIeHns

4. CornaceH co BCEMM yTBEPXOEHNAMMN
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OCHOBbI OKA3ATESIbHON MEAVLINHBI D |

NMABA 2.

Kak npaBunbHO cpopmynmpoBaTtb
KJIMHU4YeCKUn Bonpoc? Tunbl BONpPOCOB.
NMpo6nemsbl Nnpu opmynmMposBaHUU BONPOCOB
M.I".By6HoBa, E.A.lNogay6ckasn

2.1. Kak npaBunbHO cchopMynupoBaTb KIIMHUYECKUA BONPOC?

Hu oguH KNnnHMUKUCT He cnocobeH obnaaaTtb A4OCTAaTOYHbIM OMbITOM, NO3BOSISA-
IOLLIMM CBOGOOHO OPMEHTMPOBATLCA BO BCEM MHOroo6pasvm KIMHUYECKUX cuTya-
umi. MonaratbCs e TONIbKO HA MHEHWUSI SKCMEPTOB, aBTOPUTETHbIE PYKOBOACTBA
N CNPaBOYHMKM He BCerga HaeXxHo n3-3a Tak Ha3blBaeMoro «acpdpekra 3anasgbl-
BaHus». [NepcneKTnBHbIE METOAbI BHEOPAIOTCA B NPaKTUKY M CO3HAHME 3KCNePTOB
CnycTs onpepeneHHoe Bpems (B cpegHeM Yepesd 5-10 neT) nocne gokasarenscrea
nx ahheKTMBHOCTU. VIHchopmMauus B yyebHMKax, PyKOBOACTBAX U CNpaBOYHMKax
yCTapeBaerT eLle 0 X nybamMKkaumu, a Bo3pacT Bpada-koHCynbTaHTa (To4Hee Bpe-
MSl MOCSIE OKOHYaHMA y4ebbl) OTpULAaTESIbHO COOTHOCUTLCA C MPOrHO30M 3abone-
BaHWW, NevYeHne KOTOPbIX OH OCYLLIECTBNSAET.

TpeboBaTtb Xe OT NPaKTUKyLLero Bpadva, 4Ytobbl OH caM MCKas, OueHuBan
n o6o6Lan Heo6XoauUMYIO MHpOpMaLMIO, codepXKalluytocs B 6onee 4em 2 MIH.
cTaTen, exerogHo nyénmkyembix B 40 TbiC. 6UOMEONLIMHCKMX XYPHASIOB, HE MEET
cMbicna — emy 6ydeT NonpocTy Hekoraa ne4vnts! 3Tn yHKumm 6epeT Ha cebst Me-
OVUMHa, OCHOBaHHas Ha JokasartenbcTBax (evidence-based medicine).

B0O3MOXHOCTM «JoKa3aTeNbHOW MeOWLMHbI» OOMOMHAIT UHTYWULIMIO U KBasu-
hmKaumio Bpada, MHEHNE aBTOPUTETHBIX 9KCMEPTOB, PEKOMEHAALIMN, PYKOBOACTBA
M CNpaBoO4YHMKN — HOBEWLLEN N OOCTOBEPHOM MHGhopMaumen o Hanbonee adhcek-
TUBHbIX, 6€30NacHbIX 1 9KOHOMUYECKM ONpaBAaHHbIX NOAX0AaX K JIeHEeHUo nauu-
€HTOB. OTO MO3BOMAET Bpayy HaWTU ONTUMAsbHbIA BAPUAHT PELLEHMS B KaXXA0M
KOHKPETHOM Ccriyyae.

[ns ycnewwHoro nomcka Hy>HOM KIMMHUYECKOW MHdopMaumm B pamkax goka-
3aTenbHON MeauUMHbl 60MbLLIOE 3HAYEeHME NPUAAETCS YMEHUIO NPaBubHO ccop-
MYNMPOBaThb KIIMHUYECKMIA BOMPOC, BbI6OPY AOCTYMHbIX 623 KIMMHNUYECKMX AaHHbIX
(MedLine, Cochrane Library, Adonis 1 gp.) n MeETo40M0rMm nomcka (no KroyeBbim
CNnoBaM WM CNoBOCOYETaHUsAM, aBTopam U T. O.) A0Ka3aTeNbCTB ANA peLleHns
KNUHMYeckor npobnembl. Ho gaxe npu camom TwlateflbHOM M KBanMduumpo-
BaHHOM TOMCKE HEeo6XoaMMYt0 WHGOPMAaLMIO MO MNPOBEAEHHBbIM KITMHUYECKUM
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MABA 2. Kak npaBunbHO cpopMynupoBaTh KIIMHNYECKWIA BONPOC? -

nccnefoBaHUsAM He Bcerga YOAeTCs HalTu, Hanpumep, n3-3a Heka4YeCTBEHHOrO
WHOEKCUPOBAHUSA UM HEXeNaHWa (OUPM-CMOHCOPOB MNy6nMkoBaTb OTpUUaTeENb-
Hble peaynbraTbl. B Takom cnyvae KOMNbIOTEPHBIN OTOOP HEOBXOANUMO AOMNOMHATh
«PYYHbIM» MOMCKOM [OaHHbIX, OTCYTCTBYIOLLUMX B 3NIEKTPOHHbIX 6a3ax, aHanm3om
6UbNnorpamnHeCcKmx CCbIfIOK B yXXe HanOEeHHbIX NCTOYHUKAX, 3anpocamun B cmp-
MbI-NPOV3BOANTENMN U T. M.

B KnvHMYeckon NpakTuKe y Bpada NOCTOSHHO BO3HMKAOT Bonpockl. Hanbonee
BaXHble U3 HWUX MPAMO WM KOCBEHHO 3a4aloT 60SibHble, KOTOPbIX WHTEPECYET
MX OMarHo3s, npuyMHbl 3aboneBaHus, ero MporHo3, fiedeHne u npodunakTmka.
MpaBuNbHO peLnTb KIMHUYECKYD NPo6ieMy M Bbi6paTb ONTUMAasbHbIA NOAXon
K OKa3aHW0 MEOULUMHCKOM NMOMOLLUM MauMEHTY BO3MOXHO TOMbKO B TOM Criyyae,
€CINN CTaBATCA BOMNPOCHI O HAY4HbIX [oKA3aTENbCTBAX M MPOBOAUTCS MOCTOAHHbIN
MOMCK OTBETOB Ha 3TW BOMpPOChl. BcneacTeme aToro ycunuearoTcs TpaamuMoHHbIE
HaBbIKM CaMOro Bpaya B OuarHoCTuke, NpounakTuke 1 nevyeHnn 3abonesaHuni.
IMOCKOMbKY OOHY U Ty Xe KIMHUYECKYID NpobnemMy Bpayn, faxe B OQHOW CTpa-
He, peLlaroT No-pa3HOMy, BCTAET BOMPOC O TOM, Kakoe U3 3TUX PELUEHUA MOXHO
cumnTaTb nyywmm. [1o BHeAPEHMA HOBbIX METOOOB ANArHOCTUMKM U JIEHEHNST HYXXHO
MOHSATb, YEM OHM NMPEBOCXOAAT YXKE NPUMEHSIEMbIE.

OpWH 13 OCHOBHbIX HaBbLIKOB, HEOGXOOUMBIX OJS1A NMPAKTUKM OOKa3aTesbHOW
MeOuUMHbl — YMEHWe 3apaBatb paBusibHO CQOPMYIINPOBAHHbIE KITMHUHYECKNE
Borpockl. Korga chopmupyeTcs BONPOC HEMMOX0 nogymaTtb, Kakom Tun Bonpoca
Bbl COGMpaeTech 3afaBaTb. OTO BAUSAET Ha TO, MAe UckaTb OTBET HA CPOPMYNMNPO-
BaHHbIN BOMPOC W Kakoro pofa Nouck HeO6XOAMMO BbIMOMHUTL, YTOObLI MNONY4YUTh
npaBuNbHbIN OTBET.

dopMynmpyembie BONPOChI AOMMKHbI OTBEYATh ABYM OCHOBHbIM TPEGOBaHUSM:
— HEenocpefcTBEHHO OTHOCUTLCA K COOTBETCTBYHOLLEMY KITMHUYECKOMY CIly4ato;
— hopMynMpoBaTbLCA Taknm 06pa3oM, YTOObI UX MOXHO 6bIfI0 Bbipa3utb B hop-

MaTM3MPOBaHHbIX 3aNpPocax NONCKOBbLIX MaLLMH A5 MOSTyYeHUs TOYHbIX Pe3yIb-

TaToOB MouckKa.

HekoppekTHoe (HenpaBunbHOE) hOopMyMpoBaHME BOMPOca HEU3OEXHO Bre-
YeT 3a co60M HenpaBUIbHbIA MNOUCK OTBETOB. HEOOBXOAMMO MOMHUTL, YTO Bbl MO-
XeTe NoBNMATb Ha pe3ynbTaT novcka. Hanpumep, o6Lwmin TepMrnH «Pnépunnaumns
npepcepanii» gact BO3MOXHOCTb LLUMPOKOro NoucKa, B TO BPeMs kak 6onee cneum-
PUYHBIN TEPMUH (aMarHo3) — «ndpUNIALUS Npeacepouni u CTEHO3 MUTPasIbHOro
KnanaHa» Cy>aeT nose rnoucka.

KoppeKTHO MOCTPOEHHbIN BOMPOC 3HAYUTENBbHO ob6neryaet Nomck 060CHOBaH-
HbIX goKasaTenbcTB (evidence), nomorasa Bblpa3ntb ero B oopMaTuanpoBaHHOM
A3blke 3anpOCOB MOMCKOBbLIX cUCTEM. [MpaBWUMIbHO COCTaBNEHHbIE KIMHUYECKME
BOMNPOCHI NMO3BOMAOT NOMYYUTb PEANIUCTUYECKME OTBETLI.

2.2. CTpyKTypa KNMHU4YecKoro Bornpoca

MpaBunbHO chOPMYNUPOBaHHBIE KITMHUYECKME BONPOCHI 06bIYHO cogepxaT ye-
TbIPE 3NEMeHTA:
1. MauuneHT nnu KNUHMYeckas cutyaums.
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OCHOBbI IOKA3ATEIbHOW MEOVULINHbI

2. BmewaTtenbscTBO (NpegnpuHMMaemMble Mepbl BO3OENCTBUS).

3. CpaBHeHve BMeLLATENLCTB (BO3OENCTBUI).
4. WNcxopdbl (pesynbrathbl).

®dopMynupoBaHMe COOTBETCTBYIOLLIErO KIMHUYECKOro Bonpoca

KnuHnyeckas cutyauma

BmeluatenbcTBo (3T1O-
J10rUsi, MPOrHOCTUYECKUIA
pakTop, Tepanus, U T. A.)

BmeluaTenscTBO
cpaBHeHus (ecnu
Heo6Xo0anMO)

Mexoppl

KpaTko 1 To4HO onucatb
rpynny nauneHToB, CXO-
XUX C AaHHBIM NaLYEHTOM

maBHOe BMeLuaTesnbC-
TBO, KOTOPOE MCMOSIb3Y-
eTcsl uUnu npegnonaraeT-
cs ncnonb3oBaTb

maBHas anetep-
HaTuBa, C KOTOPOK
MOXHO CPaBHUTb
BMeELLATENbCTBO

Bo3moxHble ncxoapl

lpumep:

MauwneHT ¢ ceppeyHoin
HeJoCTaTO4HOCTbIO BCref-
CTBME ULLIEMUNYECKOM
KapguomvonaTum

aHTaroHUCTbI anbaocTe-
poHa (Harnpumep, anne-
PEHOH) AOMOSTHUTESTBHO K
CcTaHfapTHOM Tepanuu...

Mo CpaBHEHMIO TOSb-
KO CO CTaHaapTHOM
Tepanven...

npuBeneT K yMeHb-
LLIEHNIO CMEPTHOCTU
nauneHTa n oekom-
neHcauum oCHOBHOIO
3ab6oneBaHus

2.2.1. MaumeHT nnn KNUHN4YeckKasa cutyauusa

naBHoOe: OCHOBHbIE XapaKTepucTtnkn MHTepecyroLnx sac nalmeHToB.

Ha nepBom aTane ¢popMynupoBaHWUA KIMHUYECKOro Bornpoca cregyer no-
aymatb O nauueHTe U/UNN KNUHNYECKomn cutyauum, C KOTOp0I7I Bbl nMmeeTe feno.
Heo6xo,u,|/|M0 nonbiTaTbCA M,EI,eHTI/I(*)I/ILLMpOBaTb KITMHN4YEeCKne npu3Haku (KpaTKO
M TOYHO onucaTb rpynny nauymMeHTos, I'IO,E|,06HbIX BaLlemy I'IaLl,I/IeHTy), KOTOpPbIEe BJ1N-
A0T Ha Npo6neMy M 060CHOBbLIBAIOT LIENIeco06pa3HOCTb NMoMCKa [0Ka3aTeNbCTB.
|-|pl/l 9TOM He CTOUT CITULLKOM CyXaTb MnoJsie Nnonucka, Tak Kak MOXHO nponycTnuTb
Ba>XHble MOMEHTbI.

2.2.2. BmelwiaTenbcTBO (NpeanpuHuMaemMblie Mepbl BO3AEeUCTBUS).

MmaBHoe: BMOblI BMeLLaTenbCcTBa (OCOGEHHOCTU MUTAHUSA, OUarHOCTUYecKue
TECThbI, JIEKAPCTBEHHbIE Npenaparbl, XMpypruieckme Bo3OenCcTBuA U T. 4.).

Ha BTopom 3Tane ¢opMynvMpoBaHUs KIMHWMYECKOro BOMpOCa Hago PeLUnTb,
Kakoe BMeLLUaTeNnbCTBO BacC MHTEPECYET, M 4TO Bbl cobUpaeTechb MpepnpuHATH.
B Tepanmm 3T0 MOXET ObITb JIEKAPCTBO WM KOHCYNIETUPOBaHMe 60NbHOMo; B Ava-
rHO3€e — TEeCTbl UM CKPUHMHIOBbLIN anroputM. Ecnu Ball Bonpoc KacaeTcs narore-
Hesa 1 3TKonormm 3aboneBaHns, To CPEACTBOM BO3OENCTBUA MOXET ObITh hakTop
BHELLIHEN Cpebl NN KakKoM-NMO0 NoBpeXAatoLLni areHT.

Ins ncnonb3oBaHUs TOro UM MHOMO NpeanonaraemMoro BMeLlaTefbCcTea B Ba-
e KNMHUYECKON NPaKTUKe, ero onucaHme LOSMKHO ObiTb TOYHLIM M cneundny-
HbIM. Ecnn Bbl paccmaTtpuBaeTe fieyeHne NeKapCTBEHHbIM CPeacTBOM, TO He06-
XOAMMO Y4UTbIBATb €ro LO3MPOBKY, NyTU BBEOEHMS M BbIBEOEHUSA U3 OpraHu3ma.
Henb3sa 3abbiBaTh 06 OCO6EHHOCTAX KOHTPOSIS 32 MPMMEHSAEMbIM BMELLATENIbCTBOM
unun sosgenctenem. B cnyyae, ecnu Ha cpopMynmMpoBaHHbIA KNMHUYECKUIA BONPOC
He MosyyeH NOJHbIN OTBET, TO 30HY MOMCKa [oKa3aTeNbCTB CleayeT pacLunMpuThb.
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MABA 2. Kak npaBunbHO cpopMynupoBaTh KIIMHNYECKWIA BONPOC? -

2.2.3. CpaBHeHue (conocTaBfieHMe) BMeLlaTenibCTB/BO3AEeACTBUMN

MmasHoe: conocTaBneHne no 3(PeKTUBHOCTU BbIGPAHHOrO MeToda BMeLua-
TenbCTBa C APYrMMU ansTePHATUBHBIMW BO3LENCTBUSMMU.

Ha TpeTbem aTane cnegyet 3agymMaTbes, YTO Obl Bbl fenanu, ecnu 6bl He nNpu-
MEHWUNN OaHHOro BMeLuaTenscTea. Hanpvmep, He HasHa4Mnu fiedeHns BoobLLe
UM PEKOMEHOYEMYIO CTAHOAPTHYHO Tepanuio. Takmm ob6pa3om, Ha 3TOM 3Tane
BaXXHO 3aymaTtbCsi 06 UMEIOLLMXCA anbTePHATMBHBLIX NMOAX0AAX K PELLEHMIO CIo-
XXMUBLLUNXCS KITMHUYECKOW cuTyaumun. [1ns aToro xenaTesnbHO pacnonaraTe NofHbIM
CMEKTPOM [aHHbIX, MO3BOMAOLLMX CPAaBHUTbL BbIOPaHHbIE BMeLLATeNbCTRA. JTobble
noaTeep>xgaloLLme gaHHble crieqyeT paccmarpmBaTh B KOHTEKCTE BalLen 06bIYHON
NPakTUKN 1 MPUMEHUTENBHO K KOHKPETHOMY MaLEHTY.

2.2.4. Ucxopbl (pe3ynbTaTthl)

maBHoe: nocnencTens (Halle BCero He6naronpUATHbIE), UMELOLLME 3HaYeHUs
Ansi 60NbHOMO U CBA3aHHbIE C U3Y4aeMbIM BMELLATENICTBOM U BO3OENCTBUEM.

Ha nocnegHem (4eTBepTOM) 3Tane HEOOGXOAMMO PELUNTL: KaKoW pesysbTaT Ba-
XEeH AN Bac, Ballero naumeHTa, U B TeHEHME KaKoro BPEMEHM OH MOXET ObITb Mo-
ny4yeH. CyLlecTByeT onpefeneHHas onacHOCTb, YTO Pe3ynbTaThl U BPEMS UX OLiEH-
KW, MOFYT 6bITb MHTEPNPETUPOBAaHbLI B paMKax CaMux KIMHUYECKMX MUCCredoBa-
HUWA, a HE BaluMM M3HavasibHbIM BONpocoM. [pu oueHke ncxonos 3abonesaHui,
B MepBYyl0 o4epenb, OOMKHbI OLEHMBATLCA «KOHEeYHble TBepAble» TOYKU B BUAE
NeTanbHOCTW, YaCcTOTbl CEPbE3HBLIX HedhaTanbHbIX OCIIOKHEHWUIA, rocnuTanMsaumm,
NnoTpebHOCTM B OMNepaTvBHbLIX BMeLLaTenbCTBax. B Toxe Bpems, B KIIMHUYECKMX
paboTax He Bcerga nogpobHO ONUCHLIBAKOTCA OPYrMe BaXKHblE acnekTbl Sie4ebHO-
ro BO3OENCTBUS, HAaNPUMEp, KITMHUYECKOe COCTOSIHME NauneHTa 1 guHamumka cyp-
poraTHbIX TO4EK (HanpuMep, YPOBHEW apTepuansHOro AaBneHns, NMNaoB KPOBU
nT. o).

AnemeHT Coset Cneuuncbmyecknin npumep

[na npuHATUA KNUHWYeckoro pewle- | XKeHwwmHbl 3a 40 net ¢ mbpunnaumen
MaumneHT nnn HWS B OTHOLLIEHNM CBOEro NaumeHTa | npeacepauvii, BCNeacTBUE CTEHO3a MUT-
npo6nema 3apanTe cebe BOMpoc: pasibHOro KnanaHa

« Kak 6bl f1 onvcan rpynny nauneHTos
MOXOXWX HA MOEero?»

BmewarensctBo | CnpocuTe cebs: ...HyXHo nn o6asntb aHTUKOArynsaHTbI,
«Kakoe OCHOBHOE BMELLATENLCTBO A | @ UMEHHO BapdapuH K CTaHOapTHOM
paccmaTpumBsat?» Tepanun?

CpaBHumoe ... «CyLlecTByeT nn ansTepHaTMBa ...CpaBHUTb CO cTaHOAPTHOW Tepanven

BMeLUaTenbCTBO |y AAHHOro BMellaTenscTea?»

Mcxopn ... «KaKkux pesynsraTtoB s HafieloCb ...BepeTt kK 60nee HU3KOM NeTanbHOCTH
[nobuTbCA?» Unn n 3a6oneBaemocT Tpom603amMb0nnen

.. «Ha 4Tt0 maHHoe BO3aencTBME MO-
XET NOBNUATL?»

PaccMoTpum npvmep, oTpaxarwLwmii (popMMpoBaHe HeTKO CTPYKTYpUPOBaH-
HOrO KITMHUYECKOro BOMpoca 13 NepBUHHOr0 HECTPYKTYPUPOBAHHOIO.
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Mpumep. OnTrManbHbIM YPOBEHL apTePUanbHOro OaBneHUs y nayneHTa ¢ ap-
TepuasnbHOW rMNepTOHNEN, COYETaIOLENCS C caxapHbiM AnabeTom.

lMayweHT. Myxu4unHa 54 net, cTpagaeT apTepuanbHOM runeptoHnen. B Tede-
HWe nocnegHux AByX JIET AMArHOCTMPOBAH caxapHbi AnabeT. [Ons nogaepxxaHus
HOpPMasbHOro YPOBHS TTHOKO3bl B KPOBW NMOCTOAHHO MPUHUMAET MeTopMuH. [ns
CHWXEHMS YPOBHS apTepranbHOro AaBfieHnst NaumMeHT eXXeqHEBHO NPMHUMAET Tn-
asuaHbI OUYpeTUK (rMnoTnasung) B HU3KOM o3e 25 Mr B CyTKU. YPOBHU apTepu-
anbHoro gaenenunsa (ALl) octatotca B npegenax 150/90 mm pT.CT.

lNepBUYHbBIVI HECTPYKTYPUPOBAHHbIV KITMHUYECKUM BOMpPOC: 00 KaKOro ypoBHS
Heo6x0auMO cHMXaTb ypoBHM ALl Ha choHe Tepanumn?

Gorniee rny6okumii aHann3 KnnHndecko rnpobsiems!. OOMH U3 HEOOCTaTKOB nep-
BMYHO CCHOPMYNMPOBAHHOIO BOMpPOCa — OTCYTCTBUE MOSTHOM XapaKTEPUCTUKN UH-
TepecytoLLel Bac Nonynsaummn, KOTopas COOTBETCTBYET XapakTePUCTMKaM SAHHOMO
naumenTa. Cnegyet NOMHUTb, YTO 9PPEKTUBHOCTL CTPOroro KOHTPONS 3a ypoB-
Hem A[]l 3aBUCUT OT HaNUYNA caxapHOro guabeTa, pa3BUTUS ero OCNIOXKHEHUI Kak
Makpo-, Tak U MUKpoaHrmonaTtuin. Bac Takxe MOXeT MHTepecoBaTb 3hdeKTmnB-
HOCTb KaKoro-To OnpefesieHHoro unm niboro aHTUrMnNepTEH3MBHOIO Npenapara.
BaxHO ykasaTb UeneBor ypoBeHb ALl, K KOTOpPOMY criegyeT CTPeMUTbCS UM NoA-
OepXuBaTb B npoLecce HabnwogeHmsa 3a naumeHtoM. OCHOBHOM HEQOCTaTOK nep-
BMYHOM (hOPMYNMPOBKM BOMpPOCa 3aKJIlOHAETCA B OTCYTCTBUN KPUTEPUEB OLIEHKM
3P PEKTUBHOCTN aHTUIMNEPTEH3NBHON Tepanun. B gaHHOM cuTyaumm Bpada gomx-
Hbl MHTEpPEeCcOoBaTb NPOTEKTUBHbLIE CBOMCTBA (KapAmo-, Ba30- U HEPPOMNPOTEKLNS)
Ha3Ha4yaeMoro npenapara v ero BiMsaHUe Ha KIMHUYECKNE NCXOpbl (pa3BUTNE MO3-
roOBOro MHCYSbTa, MHpapKTa MMokapaa, CMepTb OT CEPAEYHO-COCYANCTbIX MPUYMH
W NIKOBBLIX NPUYMH).

YcoBepLUeHCTBOBaHHbIN, CTPYKTYPUPOBAHHBIN KITMHUYECKUY BOMPOC, KOTOPbIV
M03BOJISIET MPOBECTU MOUCK HEOOXOAMMbIX AaHHbIX. B OKOHYaTenbHOM BapuaHTe
BOMpoca crefyeT oTpasuTb: 0COBEHHOCTU MHTEPECYIOLLIEN BAC NOMynsauun naum-
€HTOB, TaKTUKY Nle4eHns 3aboneBaHuns ¢ NCNONb30BaHNEM ONpeeneHHbIX BMeLla-
TENbLCTB M UX NOCNEACTBMA AN NauneHTa.

1. Nonynauus: nauneHTbl ¢ apTepuanbHON MMNEPTOHNEN N HEOCIIOXKHEHHbIM Ca-
XapHbIM guabeTom 2 Tuna.

2. BmeluaTenbcTBO: NpUMeEHeHWe No6oro aHTUrMNEPTEH3MBHOMO Npenapara Ans
nogaepxanusa uenesoro yposHa ALl Huxe 130/80 mm pT.CT.

3. CpaBHeHVe BMeLIaTeNnbCTB: CpaBHEHME ID(PEKTUBHOCTU TMASUAHOIO Anype-
TUKa C APYrMMN aHTUMMNEPTEH3UBHBLIMW NpenapatamMm no cHwkeHuio AL, npo-
TEKTUBHbLIM CBOWCTBAM, BIMSAHWUIO Ha TEYEHWE caxapHoro auabdeTa; oueHka
NnepeHoOCMMOCTH.

4. Vicxoppl: pa3BuTe MO3roBOro UHCYbTa, MHhapKTa MMoKapaa, CMepTb OT Cep-
OEYHO-COCYANCTbIX OCNIOXXHEHUIA 1 OT NHO60N NPUHUHBI.

2.3. Tunbl BONpocoB
BosHuKalowme KNnMHUYeckne Bonpochbl MOryT 6biTb OGLLMMKU U YaCTHbIMKU. B no-
JaBnsoLleM 60MbLUMHCTBE rPaMOTHO ChopMynMpoBaTh HacTHbIE BOMPOCHI MOXHO
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Npv YeTKOM MOHMMaHUKN 06LLMX BONPOCOB. K BaXkHbIM HaBblkaM, HEO6X0AMMbIM OJ15
paboTbl B COOTBETCTBMM C NPUHLMNAMM JoKa3aTeNnbHOM MEAULIMHBI, OTHOCUTCS yMe-
HWe pasgenuTb 060N CNOXHBLIN BONPOC HA OCHOBHbLIE KOMMOHEHTHI, YTO CYLLIECT-
BEHHO obrier4aeT NouCK AaHHbIX.

KrnnHnyeckme Bonpocbl MOXHO NoapasaenuTh Ha CreaytoLLme OCHOBHbIE TUMbI, OT-
HOCALLMECS K NledeHunto, NpodunakTuke, AMarHocTuKe, OLEHKe pyUcka U NporHo3a.

JledyeHune. KnnHnyeckunii BONPOC NOCBALLEH OLeHKe 3EKTUBHOCTM Pa3NINYHbIX
ne4vebHbIX BMELLATESIbCTB MO KIIMHUYECKMM NCX0AaM — YIy4LLeHNe COCTOsIHME 601b-
HOMO N/NNN CHXXEHMNE pUCKa PasBUTUSA OCITOXKHEHWIA.

TMpogpunakTnka. KNMHMYECKNA BONPOC MOCBSALLEH CHVXXEHUIO 3a6011eBaEMOCTH
nocpeacTBoOM naeHTudukaumm n mogndmkaumm pakTtopoB pucka, a Takxe paHHen
JOUarHoCTUKM 3aboneBaHunn.

OuyeHka pucka. KnuHn4eckmim BONpoC NoCBsLLEH OLEHKE BO3MOXHOIo Hebnaro-
NPUATHOIO BO3AENCTBMS, MPUMEHAEMOro Npu aHHOM 3a605ieBaHUK, Ha COCTOsIHME
naumeHTa, 3a60/1eBaEMOCTb M CMEPTHOCTb.

HAnarHoctnka. KnnHn4ecknin BoNpoc NocBsLLEH OLeHKe MHOPMaTUBHOCTM (O0-
CTOBEPHOCTM N HAEXHOCTWN) TOr0 UMM MHOMO MEeToAda AMarHoCTUKK, T. €. TOYHOCTU
€ro NOSIOKNTENBHOIO UM OTPULATENBHOIO PE3YNbLTaToB, MO3BONAIOLLEN YCTAHOBUTL
Hann4ne uim oTCyTCTBME MCKOMOrO 3a60sIEBaHNSA.

CKpUHUHT. KNIMHNYECKMIA BONPOC NOCBSALLEH BbISCHEHUIO LIEHHOCTU TECTOB, NpU-
MeHSAEeMbIX AN 60nbLUMX FPYNN Jto4en U NO3BOMAIOLLMX BbISBUTL Y HUX 3aborneBa-
HWe Ha paHHen (6ecCUMNTOMHON) cTaguu.

lporHo3. KnuHMYeckuin BONPOC MOCBSALLEH OLEHKe OanbHEeMLero Te4yeHus
3abonesaHus.

OnTumarnbHble MeTOAbl UCCNEeAoBaHUN NPUMEHNUTENBHO K pasHbiM KITMHUYECKUM
BOnpocam

Bonpoc MeTop nccnepnoBaHus
[OuarHoctunka OOHOMOMEHTHOE uccneaoBaHue
PacnpoctpaHeHHOCTb OOHOMOMEHTHOE 1CCnefoBaHve
YacToTa BOSHMKHOBEHWS HOBbIX Cly4aeB KoropTHoe nccnepoBaHue
(3a6oneBaHUn/MCXo080B)
Puck KoropTtHoe uccnegosaHve
MccnepoBaHue cny4an-KoOHTPOsb
MporHosuposaHue KoropTHoe vccnepoBaHue
Jleuenue KnuHuyeckoe nccnepgosaHve
MpocunakTtnka KoropTtHoe nccnegosaHune
MpuunHa KoropTHoe nccneposaHune

MccnepoBaHue cny4an-KoOHTpOrb

Tak, Oons noucka oTBeTa Ha KIMHUYECKUIA BONPOC 06 3pPeKTUBHOCTU NieHe6HO-
ro BO3OENCTBUSA, HEOHXOAMMO MPOBECTM MOUCK PaHOOMMU3NPOBAHHbLIX KOHTPONMPY-
eMbIX KNuHM4ecknx uccnegosanuni (PKW), B KOTOpbIX pacnpeneneHne naumeHToB
NPOU3OLLSIO Cny4varHbiM 06pa3oM Ha rpynnbl BMeLlaTenscTBa 1 KoHTpons. B xope
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Takmx PKW 3a naumneHTamm o6emnx rpynn Beaet HabnoaeHus, HanpasieHHoe Ha Bbl-
SIBNIeHNE 3apaHee 0603HAYEHHBIX KITMHUYECKMX MCXOA0B «KOHEYHbIX TBEPAbIX» TO-
YeK (pa3BuTe MO3roBOro UHCYSbTa, MHbapKTa Mmokapaa u T. 4.).

JlocToBepHblE AaHHbIX O hakTopax pucka n 6e30MacHOCTM MEAMLMHCKUX BMeE-
LaTenbCTB Takxe MOXHO uckatb B PKW. Ho ona pelueHns KnnHnyeckoro Bonpoca
MO OLIEHKE pMCKa MOXHO NPUBErHyTb K MOUCKY UCCNELOBAHMWI, B KOTOPbIX Y4aCTHU-
K1 NOABEpPrannch NoTeHUManbHO BPeLHOMY BO3AENCTBUIO OGPOBOSIBHO Ui Mo 06-
CTOATENLCTBAM, HE 3aBUCALLMX OT HUX. OfHaKo, AaHHbIe, MOMYHYEHHbIE B XOAE Takmx
o6cepBaLUMOHHbIX UCCnefoBaHui, MeHee JOCTOBEPHBI, Yem pe3ynbraTel PKU.

[ns oTBeTa Ha KIMHNYECKUIA BOMPOC, NOCBALLEHHbIA N3YYEHNI0 NporHo3a 3abo-
neBaHus, criegyeT NPOBECTU MOUCK KOFOPTHBIX MCCrefoBaHuiA. B ncxogHyto koropty
HabupaloTca Nnua Ha paHHen cTagum onpeneneHHoro 3aboneBaHns UM ¢ NonoXu-
TeSIbHbIMW pe3ynksTaTamMmy CKPUHUHIOBOIO TECTA, a Aarnee 3Ty rpynny nepuognyHeckn
HabngaoT OJis oLeHKM 3ab6oneBaeMoCTu.

Mpumep. TakTrka BegeHMs 60MbLHOMO NpY NpegrnonaraeMoM oCTPOM NHAPAPKTE
MUoKapgaa.

CTpyKTypa CcOopMynMpPOBaHHOIO KIIMHUHYECKOro BOMpoca, MPUrogHoro st no-
ncka faHHbIX.

1. Monynauus: monogble MyX4MHbI C NpegnonaraeMbiM MHPApPKTOM MUOKapaa,
C U3MEHEHHbIMW pe3ynkTaTamm NeKTPOKapaAMOrpaMMbl U YPOBHEN CEPAEHHbIX N30-
bEepPMEHTOB B KPOBM.

2. BmeluarenbCcrBo: rocnutanmaaums B 6710K MHTEHCUBHOWM Tepanun, peLleHne o
NpoBeAeHNN CUCTEMHOIO TPOMOONN3NCA NN KOPOHAPHOIO (HEMOCPEACTBEHHO B KO-
pPOHapHON apTepUN Npu NPOBEAEHUN KOrOHapoaHrmorpadgum) Tpoméonuauca.

3. CpaBHeHue BMeLLaTeNbCTB: CpaBHEHME 3DPEKTUBHOCTU NPOBEOEHME KOPO-
HapoaHrmorpagum ¢ KOpoHapHbIM TPOMBOM3MCOM M MOCTAHOBKOW CTEHTa Yy MOJSIO-
[Oro nauueHta ¢ MHapKTOM MMOKapAa U BO3MOXHOCTM HE MPUMEHEHWUS TaKoro
MeToJa BO3OeNCTBUS.

4. Vcxodbl: pa3BUTUE CEPLE3HbIX CEPAEHHO-COCYOUCTbIX OCIIOKHEHUA B Te4e-
HWe NepBbIX CYyTOK NOCHe rocnutanMsaumm.

B maHHOM npuMepe, ecnu Bpada B NEPBYO o4epeb MHTEPECYET CpaBHUTENbHAsA
3hheKTUBHOCTL ABYX NOAXOA0B (MPUMEHEHWE UNWN HE MPUMEHEHWNE SHO0BACKYNAP-
HOro BMeLLATENbCTBA) SIEHEHNs NaUMEHTA, TO HYXXHYIO MHOpMaLMIO criegyeT muc-
kaTb B ot4eTax o PKW. Ecnu Bpada MHTEpecyeT BEPOATHOCTb Pa3BUTUSA CEPbE3HbIX
CepAeYHO-COCYANCTLIX OCMOXHEHWI, BKIIKOYAA CMEPTb Y MOJIOAOI0 MY>XXHYUHbI C UH-
dhapkToM MMOKapaa 6e3 NpoBeAeHUs TPOMBONM3nca U MHBaA3MBHOINO BMeELLATENb-
CTBa, TO HEOOXOAMMYIO MH(POPMaLIMIO OH MOXET HaWTU B MaTepuanax uccnegosa-
HWIA, NOCBSILLIEHHbIX N3YYEHWNIO NPOrHO3a (KOropTHOE UCCNENOBaHNE).

Takum 06pa3om, cocTaBnsowme cHopMyNUPOBAHHOMO KIIMHUYECKOro Bornpoca
onpefensTecs, UCXoasa U3 NOTpebHOCTEN B MHCbopMaLmK, U (OOPMUPYIOT OCHOBY MO-
ncka gokasarenscTea. [pyn 9ToM cam KIMHUHECKIMIA BONPOC SBMAETCA NPOBOAHNKOM
B OLEHKE 3HAYMMOCTW HalOeHHbIX OoKasaTesbeTB. Mpexae YeM Ha4dMHaTb MOWCK
OTBETA Ha BOMPOC, HY>KHO 6bITb YBEPEHHbIM, YTO pe3ynkTaTt 6yaeT CTOUTL NOTPadeH-
HOro Ha HEro BPEMEHW.
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2.4. Kak HauTK Haunydlime aokKasaTesnbCTBa U KakK
AoKasaTenbcTBa HaxopaaT Hac? UCTOYHMKKN nHdopmauuun
no AokasatesibHOW meguumHe. Nouckn aokasaTenbCcTB ANA
peLieHus KnMHu4yeckom npobnembl. Ctagmm noucka oTeeta
«3HaHus 6bIBarOT ABYX TUMOB —
MbI caMun 3Haem faHHyr TeMmy
WM Mbl 3HAeM, rge HauTn HGopmMaumo o Hev»
C.[IxoHCcOoH

2.4.1. Kak HauTU Hauny4lume foKasaTeNlbCTBa U Kak filoKa3aTenibCTBa
HaxopasaT Hac?

B coBpeMeHHbIX yCnoBusAX ONA Noucka onTuManbHbIX NOOAXOL4OB B pelue-
HUN KNMHUYECKMX BOMPOCOB CredyeT OCHOBbIBATLCA Ha NpuUHLUMMIax gokasa-
TenbHOM MeauumHbl. [lokasatenbcTea 3OPEKTUBHOCTM TEX MU UHBIX BMELLA-
TENbCTB — €CTb MTOr MPOBOAUMbIX MHOIOLLEHTPOBbLIX ABOWHbLIX CREMNbIX paH-
AOMU3NPOBaHHbIX nccnegoBaHuii. KoHeYHbIM pel3ynbrar Takux mccregosa-
HUM — OLleHKa BJIMSHUA N3YHaeMOro BMELLATENbCTBA Ha «)XECTKUE KOHEeYHble
TOYKN» — OBLLYIO CMEPTHOCTb, CMEPTHOCTb OT CepAe4YHO-COCYANCThIX 3abore-
BaHWN, BOSHUKHOBEHME TSKENbIX OCMIOXHEHWI, TAKUX Kak MHapPKT MrMoKkapaa
N MO3rOBOW WUHCYSIbT.

MHorpa pokasatenbcTBa 3PPeKTUBHOCTM TOro MAM MHOrO MeToda BO3-
OENCTBMA 6a3UPYIOTCA NO €ro BAMSHUIO Ha «CypporaTHble» TO4Yku. PacTtymii
WHTEpec K CypporaTHbIM TOYKaM MOXHO O6GBACHUTb BO3MOXHOCTbK 3HA4M-
TENbHO YMEHbLUNTL pasmep BbIGOPKU, NMPOJOIIKUTENBHOCTb U CTOMMOCTb KNK-
HU4Yecknx uccneposaHuini. CypporaTHble TOYKM B OLEHKe adhdpekTa neveHus
BO3MOXHbI B CUTYaLMAX, KOraa UCcrnosfib3oBaTtb OCHOBHbIE MOKa3aTenn NCXOL0B
CJIOXKHO U HEJTUYHO.

Mpn oueHke athbheKTUBHOCTUN NEKAPCTBEHHOW Tepanuu Hambonee 4acto npu-
MEHSAIOTCA CeayloLLmne CypporaTHble KOHEYHbIE TOYKMU:

v/ npu apTepuanbHOn rMNepToHUN — CHMXeHne ALl
v/ NP XPOHMYECKON CEepaeqHOM HeOOoCTaTOMHOCTM — YBENMYeHus dpakuum

Bbl6poca
v/ NpM MO3roBOM WHCY/bTEe — YNy4lleHUs HEBPOSIOrMHYECKOro craTyca unm

WHTEennekTa
v Npu aTepocKNepo3e — CHUXKEHME YPOBHS XOnecTepuHa NMnonpoTenaoB HU3KOWM

NAOTHOCTK
v/ Npu caxapHOM AuabeTe — CHWXKEHWE TJIIOKO3bl B KPOBM WU TMUKUMPOBAHHOMO

remMornotuHa
v Npn OCTEONOPO3€ — YBEINHEHNE MUHEPATTBHOW MIIOTHOCTUN KOCTH.

Ho Hago NOMHUTL, YTO MO U3MEHEHUIO CYpPPOraTHOM KOHEYHOM TOYKM He npeg-
CTaBNAETCA BO3MOXHbIM OTBETUTb Ha TakMe BaXHble KIIMHUYECKME BOMPOCHI Tak:
KakoBa uenb neyeHus y OaHHOro naumeHta? Kakoe fieyeHue, corfiacHo LOCTO-
BEPHBLIM W HAAEXHbBIM KIIMHUYECKMM UCCIIEQOBAaHNAM ABSETCA NYHLUUM NPU 9TOM
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NaTonorMyeckom CocToaHUN? MNpuMeHeHne eaNHCTBEHHOM CypporaTHOM TOYKU Kak
OCHOBHOI0 Kputepusi ahEKTUBHOCTU NIEHEHUS OTPAXKAET JNNLLIb «y3KMUE» KITUHU-
YeCKne NpepcTaBeHuns, NOCKOMNbKY Apyrie napamMeTpbl UTHOPUPYIOTCA.

Mpwn nosny4eHnn JOCTOBEPHOM MHGYOPMaLMK NPU NOUCKE OTBETA Ha CAHOPMYNNPO-
BaHHbIE KIIMHNYECKWE BOMPOCHI CrEAYET MOMHUTL O TOM, YTO Pa3fiM4YHbIE TUMbI UC-
CNnefoBaHui UMEKOT PasNNYHYO LLEHHOCTb («Mepapxus 4oKa3aTenbCTB»).

HokasatenbcTBa pacrnonaratoTcs B C/1eyIOLLEM MOPsAAKe:
. Cucrematundeckme 0630pbl U MeTa-aHanNU3bI.
PKW c onpegeneHHbiMm  pesynbtatamn  (OOBEPUTENbHbIE UHTEpPBaslbl  HE
BbIXOOAT 3a PaMKM KIIMHNUYECKU 3HA4YMMOro adhdekTa).
PKWU ¢ HeonpepeneHHbiMM pesynstaTamn  (OOBepuUTEnbHbIE  MHTepBarbl
BbIXOAAT 3a PaMKU KIIMHNUYECKU 3HA4YMMOro adhdekTa).
KoropTHble nccnegosaHms.
McecnenosaHusa «crnydam — KOHTPOSb».
lMonepeyHble uccnegoBaHus.
Coo6LeHns 0 cny4dasnx «cepus cnyvaes».
Ha BepLuvHe mnepapxusi 3aKOHOMEPHO pacrofnaratoTcs BTOPUYHbIE MCCNEeno-
BaHWA (MeTa-aHanmM3 mn cuctematmydeckuii 063op PKW), B KOTOpbIX 0606LLEHbI
pe3ynbTaTtbl BCEX MEPBUYHbLIX UCCNEAOBAHMI NO AAHHOMY KITMHUYECKOMY BOMPO-
CY C Y4ETOM MX KPUTUHECKOW OLIEHKM Ha OCHOBE XXECTKMX KpuTepueB. B ocHose
BbICOKOKQ4YECTBEHHOIO CUCTEMATMHYECKOro 0630pa MM MeTa-aHanmaa nexuT
NpaBuibHO CHOPMYNNPOBAHHBIN KITMHWUYECKMIA BONPOC, HA KOTOPbLIA MOXHO MO-
Ny4unTb OTBET.

[aHHble, NoNy4YeHHbIE C MOMOLLIbIO COBPEMEHHbIX HAY4YHO-060CHOBAHHbIX METO-
OB B KPYMHbIX KOHTPONMUPYEMbIX KIIMHUYECKMX UCCINENOBaHUAX, UCMOSMb3YIOLLIMX
pPaHOAOMU3NPOBAHHbBINA, KOHTPOMPYEMbIA METOL M3Yy4eHUs SPPPEKTUBHOCTU ne-
KapCTBEHHbIX MPenapaToB U COCTaBMSAIOT OCHOBY A0Ka3aTeNbHOW MEOULINHDI.

OpHako cnegyeT NOMHUTb, YTO U HEKa4YeCTBEHHbIN MeTa-aHanua, n PKU ¢ cepb-
€3HbIMM METOLOSIONMHECKMMIN HeJoCcTaTKamMK yCTynatoT Nno 3Ha4MMOCTUN KPYMHOMY
N XOPOLLUO OpraHn3oBaHHOMY KOFOPTHOMY MCCnepoBaHuio. ViccneposaHne Hasbl-
BaeMOe «Cepusi CrlyHaeB» pacCMaTpmuBaeTCsA Kak camblii HU3KMIA YPOBEHb B Mepap-
XMW OoKasaTenbCTB. OTO, HA caMOM Jefe, AaxXe He [oKasaTtesibCTBO, a nofo3pe-
HWe, NO3TOMY MpPW NOMCKa OTBETA Ha KITMHUYECKUIA BONPOC MOJIb30BaTLCA TaKUMMU
nccnenoBaHus He XenaTenbHO.

© P

No o~

2.4.2. UcTOYHMKN UHpopMaLumM No foKasaTesibHOW MeauLHe
MNcToYHMKM pokasaTenbHOW MeauLUmMHbl BKNOYatoT B cebs:

— marepuarsbl OTAESIbHbIX UCCIE40BaHMA: Nyo6nnkaunum no MHTepecytoLlen npo-
6neme unn 61M3KON K M3yyvaemomn; OTOMparoTcsa mMaTepuarnbl TONbKO TeX UC-
cnefoBaHui, CTPYKTYpa KOTOpbIX 06ecrnevmBaeT MUHUMASbHYIO BEPOSTHOCTb
CUCTEMATMHECKNX OLUMOBOK M HaubOmbLUyl0 [AOCTOBEPHOCTb MOSYyYEHHbIX
pe3ynbLTaTos;

— cucTtemMaTnyeckmne 0630pbi: NPEACTaBNAT CO60M 0606LLEHHbIE 4OCTYMNHbIE A0-
KasaTenbCTBa UCCNeaoBaHWIi; B HAX UCMOMb3YIOTCA NOAXOAbI, YMEHbLUIAOWNe
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BO3MOXHOCTb CUCTEMATUHECKUX W CIlyHalHbIX OLMOOK M MpefHasHa4YeHHble
AN pacnpocTpaHeHNs B KITMHUYECKOM MeaNLIMHE;

— KpaTkue 0630pbi: UX OCHOBA — OCHOBHble METOOOJSIOMMYECKMNE XapaKTepuc-
TUKW, a TaKXe pe3ynbTaTbl OTAENbHbLIX MCCNEefOBaHUA UM CUCTEMATUYECKNX
0630p0B, NO3BONAIOLMNX MPUMEHUTL 3TW faHHbIE NPWU BbIOOPE TaKTUKK Neve-
HUS1 KOHKPETHOr O NauMeHTa;

— CUCTEMHbIE NCTOYHUKM MHDOpMaLmu: cTaTbl, NOArOTOB/IEHHbIE HA OCHOBA-
HUM HECKOSNbKMX 0630pOB MO OnpenenieHHon npobnemaTumke; npakTuieckne
PYKOBOACTBA, B KOTOPbIX MPEACcTaBfieHbl anropuTMbl KIIMHUYECKUX peLle-
HWA; CNpPaBOYHMKM [OOKa3aTeNbHOW MeAMUMHBLI, COofepXXallne MakCUMyMm
Heobxo4MMOn MHopMaumn ansa Bbibopa cTpaTterMm BeAeHUs KOHKPETHOro
nauueHTa.

MABA 2. Kak npaBunbHO cpopMynupoBaTh KIIMHNYECKWIA BONPOC?

2.4.3. NMoucku gokasaTenbCTB ANA peLleHUs KIUMHUYECKOW
npo6nembl. CTagumn nomcka oteerta

Mpexge 4Yem BOCMNOMb30BATLCA AoKa3aTenbHOW UHopMaunen ee cnegyet
HanTn. Kak n rgoe ee MOXHO HanUTn?

B HacToswee Bpems MOOYI0 Hay4YyHYH WHGOPMaLMIO MOXHO HanTw
B VHTepHeTe. CyLLecTBYIOWNE UCTOYHUKM OOKa3aTeNbCTB MPOLUMM KPUTUYEC-
KYI0 OLEHKY M 6OSIbLUIMHCTBO M3 HUX JOCTYMHbI B 9NIEKTPOHHOM Buae. MocTosHHO
O06HOBJSIEMbIE KOMMbIOTEPHbIE 6a3bl fAaHHbIX MO3BOMAIOT OCYLLECTBATL onepa-
TUBHbIA NOUCK HEOBXOOMMOM UHGOPMaLINK.

KaKylo afeKTpOHHY0 6a3y AaHHbIX MOXHO CHMUTaTbh Haunyywen? 31o, rnas-
HbIM 06pa30oM, onpeaensaeTca TUNOM MHTEPECYIOLLEro Bac KIMHNYECKOrO BOM-
poca 1 BpeMEeHeM, KOTOPOe Bbl MOXETE 3aTpaTuTb Ha MOMCK MHGOPMAaLMK.

Mpw noncke oTeBeTa Ha NpaBuiIbHO CHOPMYSIMPOBAHHBIN KITMHUYECKUA BOM-
poc cnepyeT HadymHaTtb € Tex 6a3 AaHHbIX, B KOTOPbIX BKJIOHAKOTCA TONbKO Ma-
Tepuarbl, OTBeYatoLLMe ONpeaesiEHHbIM KpUTEPUSM METOLONOMMHYECKOro Kavec-
TBa. K HMM B nepsyto oyepenb otHocATcss MEDLINE, Best Evidence, Clinical
Evidence, EMBASE, Cochrane Library.

MocTosiHHO O6HOBNsAEMbIE MeaULUUHCKHUe 3J1IeKTPOHHbIe 6a3bl AaHHbIX
Bbasa gaHHbIX

Appec B NIHTepHeTe

ACP Journal Club

www.acponline.org/journals/acpjc/jcmetui.htm

Best Evidence

www.acponline.org/catalog/electronic/best _evidence.htm

Cochrane Library

www.update-software.com/ cochrane/cochrane-frame.html

UpToDate www.update.com
MEDLINE
PubMed www.ncbi.nim.nih.gov/PubMed (6ecnnatHas)

Internet Grateful Med

igm.nim.nih.gov

Opyrve 6a3bl faHHbIX

www.niedmatrix.org/info/medline-table.asp

Scientific American Medicine

www.samed.com

Clinical Evidence

www.evidence.org

Harrison’s Online

www.harrisonsonline.com
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eMedicine www.emedicine.com (6ecnnatHas)
Medscape www.medscape.com/Home/Topics/homepages.html
(6ecnnatHas)
Medical Matrix www.medmatrix.org/index.asp (6ecrnnarHas)
ScHARR Netting the Evidence www.shef.ac.uk/~scharr/ir/neiiing (6ecnnatHas)
Medical World Search www.mwsearch.com (6ecnnartHas)
Journal Listings www.nthames-health.ipmde.ac.uk/connect/journuls.htm
www.pslgroup.com/dg/medjournals/htm (6ecnnatHas)
Clinical practice guidelines www.guidelines.gov
www.cma.ca/cpgs (6ecnnaTtHas)
MD Consult www.mdconsult.com
Evidence -bused Medicine Reviews www.ovid.com/products/clinical/ ebmr.cfm (goctynHa
(OVID) BO MHOIMX MEAMLUMHCKMX 6UbnnoTekax)
SUM Search http;//SUM Search.uthscsa.edu

Yale Bcero nccnegopateny ob6pallaroTcs K 3NeKTPOHHbIM 6a3aM faHHbIX,
Taknm kak MEDLINE nnn EMBASE, o6ecneyunBatoMM OTHOCUTENbHO ObICT-
pbIn gocTyn K 6onbwoMy 06beMy nHpopmauum. MEDLINE, Hanpumep, nHaek-
cupyet npubnuauntensHo 4000 n3 16 000 6MOMEANLMHCKNX XYPHAOB, HO He
yunTbiBaEeT U3gaHus, BoinyLweHHole Ao 1966r, matepuans KOHPepeHUUin, KHN-
rmu guccepTaumn. Yto6bl BOCMOHUTL 3TOT NPO6EN, MOXHO 06paTUTLCA K ApY-
rmmM 6as3am OaHHbIX, NO3BOMAOLWMA yBENMYNTL OXBaT XypHanos (8 EMBASE,
Hanpumep, BKMo4YeHbl 6onee 1000 xypHanos, HeyyTeHHbix B MEDLINE).
Kpome Toro, cyLiectByeT MHOIo Apyrux o6wmx u TeMaTtnyeckmx 6as3 gaHHbIX,
Hanpumep BIOSIS, CINAHL, PsychLit, CancerLit. HekoTopbie 6a3bl faHHbIX
BK/OYAIOT Ny6MMKaLmm Ha Apyrux a3blkax (KpoMe aHrmMnCcKoro), matepuansi
koHepeHuun (International Scientific and Technical Proceedings database),
ancceptaumnm (Index to UK Theses Dissertation Abstracts), Heony6nnkosah-
Hble maTtepuansl nccnegosaHuns (SIGLE—- System for Information on the Grey
Literature). OpgHako, 9T 6a3bl faHHbIX He Bcerga AOCTYMHbI UKW JOCTYN K
HUM CIIMLLKOM JOPOr, U Ons Kaxaon TpebyeTca paspaboTtaTb CBOM MeTonbl
noucka.

CnepyeTt y6eanTtbes, 4TO B TOM 6a3e AaHHbIX, KOTOPYIO Bbl BbiGpanu, MoX-
HO HaWTW caMmbli MOMHbLIA OTBET Ha MHTEPECYIOLLNI KNUHNYEeCKui Bonpoc. Mpu
NnoucKe oTBeTa Ha 4acTHbIW, MPaBUIbHO CAHOPMYNUPOBAHHBLIA KIIMHUYECKUN
BOMPOC Ny4lLle BCero Ha4ymHaTb ¢ Tex 6a3 faHHbIX, B KOTOPbIX BKIOY€EHbI TOJb-
KO MaTepuarnbl, oTBevalLne onpefesieHHbIM KpUTepuamMm MeToao10rMyeckoro
KayecTBa, Hanpumep, Best Evidence, Clinical Evidence unu Cochrane Library.
O6palleHne K AaHHbIM 3NEeKTPOHHbIM 6a3am NO3BOMAET OCYLEeCTBUTb ObICT-
pbii 1 3PDEKTUBHBIA MOUCK CUCTEMATUYECKNX 0630poB. CuctemaTmyeckme
0630pbl cogepxat UHopmaLuo, HEO6X0ANUMYIO A1 OTBETA Ha YaCTHbIN KNun-
HWYEeCKMn BOMPOC, N MPOBOJATCH TakKUM 06pa3om, YToObl YMEHbLUUTL BEPO-
ATHOCTb BO3HWKHOBEHUSA CUCTEMaTUYECKOW OWnN6KKN. icnons3oBaHne cneum-
anbHbIX KpUTEepueB («punbTpoB») obecnedmBaeT BKIOYEHNE B 6a3y AaHHbIX
nccnegoBaHWin BLICOKOro METOA0I0MMYEeCcKoro Ka4yecTsa.
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Mpu noncke oTBETa Ha BONPOCHI O6LLEro Xapakrepa ny4ile o6paTtuTbCa K Noc-
TOSIHHO OBHOBJISIEMbIM Y4E€OHBIM 6a3aM AaHHbIX, BKOYaOLWUM B cebs 60s1bLLION
o6bemM UHdopmaumun. MNpuMmepom Takmx MHHPOPMALNOHHBLIX PECYPCOB ABMSAIOTCA
6a3bl gaHHbix UpToDate n Scientific American Medicine, nocTOAHHO MOMOJHSO-
LLMeCa HOBbIMW Hay4HbIMM AaHHbIMK. CTaTby B 3TUX 3NEKTPOHHbIX 6aldax comep-
XaT noapobHbie 6ubnnorpadnyeckme CNUCKKU, NO3BONAOLLME ONPEeaenuTbL BPeEMS
HanucaHusa TOoro uaM MHOro paspena y4ebHuka, 6o5ee Toro Npu XenaHum MOXHO
03HAKOMMUTLCA C TEKCTOM OPUrMHaNbHOWM cTaTbu. MoABUNNCE Takxe MegULMHCKNE
Y4EOHMKK, CYLLIECTBYIOLLME TONMLKO B VIHTepHeTe (Hanpumep, eMedicine). o mepe
yBenuyeHust obbema pokasaTesibHoW WHopmaumm, Kotopas ObICTPO OBHOBASA-
€TCsl, 3NIEKTPOHHbIE NHIOPMALIMOHHbIE PECYPChI CTAHOBATCS BCE 60OMee BaXKHbIM
WCTOYHMKOM MHAYOPMaLUM Ofist MoUcKa OTBETa, Kak Ha YacTHble, Tak 1 Ha obLume
BOMNPOCHI.

MABA 2. Kak npaBunbHO cpopMynupoBaTh KIIMHNYECKWIA BONPOC?

OpraHu3auusi Noucka oTBeTa Ha NpaBuIIbHO
cchopmMynMpoBaHHbIW KNIMHUYECKUIA BONpOC

Tvn Bonpoca Hawnbonee npu- OntnmanbHble 6a3bl Krntoyeson TepMuH ans onpe-
rogHas CTpykTypa DaHHbIX [eneHuns Tuna nccnepoBaHus,
ucecnegosaHns NPUHATBIV B 623 AaHHbIX

MEDLINE

OunarHoctuka | MNMepekpecTHoe aHanutu- | Best Evidence, Sensitivity.tw

yeckoe uccnegoBaHue MEDLINE,
UpToDate

OueHka KoropTtHoe uccnepgoBa- | Best Evidence, Risk.tw

pucka HWe, nonynAunoHHoe MEDLINE, UpToDate
ncecnegosaHue
Cny4ari—KOHTPOmb

MporHo3 KoropTtHoe Best Evidence, Explode cohort studies
ncecnepoBaHune UpToDate, MEDLINE

Jleyenve PKW vnun cuctematnyec- | Cochrane Library, Best | Meta-analysis.pt (ansa cucte-
Kne 063opbl PKU Evidence, UpToDate, mMaTuyeckux 0630poB) unm

MEDLINE Clinical trial.pt (ana PKI)

Mounck B 3neKTPOHHbIX 6a3ax AaHHbIX HAYMHAIOT C OMNPEeRENeHNs COOTBETCTBY-
oKX TeEMe 0630pa KI4YEBbLIX CMOB, Aanee, B 3aBUCMMOCTM OT 06bema HangeH-
HOM MHbOopMaLMK, MOUCK MOXHO KOHKPETU3NPOBaTb, YTOYHUB TUM UCCRefoBaHUN
N BMellaTenbCTBa, a 3aTeM BblbpaTb TONMbKO MCCNenoBaHus Ha Yernoseke. M3-3a
HeCcoBEepLUEHHON MHAEKcaUuUM 3aKNiovMTesbHbIA 3Tan NouMcKa AOMKEH BKMYaTb
Kak KJIl0HEBbIE C/IOBa U3 CNMCKa MHAEKCUPYEMBIX PYOPUK, cneundmnyHblie Ansa Kax-
[own 6a3bl AaHHbIX, TakK W KIOYEBbIE CI0Ba, BCTPeYaloLmMecs B TEKCTe cTaTten. [Ans
onpepeneHna Hanbosiee NOAXOAALLMX KITOYEBbLIX CINOB, NPeABapUTENbHO M3yya-
0T CTaTbW, YOOBSIETBOPAIOLLUME KPUTEPUSAM BKIHOYEHMs. 3aTeM MPOBOAAT MOMCK
cTaten, ony6MKOBaHHbIX B MOcneaHne rofabl, U, B COOTBETCTBUU C BbISIBIEHHbIMU
OaHHbIMK, KIIOHYEBbIE CNOBa U3MEHSOT. B ngeanbHOM cryyae Hy>XHO MpPOBEpPUTL
MONHOTY 3/1EKTPOHHOIO MOMCKAa, CPaBHUBAsA ero pesynsrarthbl ¢ peadynsrataMu pyy-
HOro nomcka B 0TOHPaHHbIX XXypHanax.
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HekoTopble o6pa3oBaTenbHble U UHPOpMaUnoHHble HTEepHeT — pecypchbl,
NOCBSLLEHHbIE loKa3aTeNbHOW MeauLuHe

HasBaHue pecypca

OnwucaHue (nepesop)

http://www.scardio.ru

Poccuiicknin pecypc Becepoccuiickoro
obLecTsa Kapavonoros

Netting the Evidence database: http://www.shef.
ac.uk/~scharr/ir/netting

MHTepHeT-6a3a faHHbIX No Aokasartesb-
HOW MepguumHe

American College of Physicians’ evidence-based
medicine resources http://w3.iac.net/~mercy/ebm.htm

Ba3za gaHHbIx AMEeprKaHCKOro Konnegxa
Bpayen

University of Alberta: http://www.med.ualberta.ca/ebm/
ebm.htm

Anb6epTUHCKUIA YHUBEPCUTET

New York Academy of Medicine: http://www.ebmny.org/
teach.html

Hbto-Mopkckas MeaMUMHCKas akaaemus

TRIP (Turning Research Into Practice) database: http://
www.tripdatabase.com

Basza faHHbIX — «BHeapeHue vccneposa-
HUS B NPAKTUKY»

Clinical Evidence: http://www.clinicalevidence.com

MHTepHaumnoHanbHbIn pecypc
BpuTaHckoro MeamumMHCKoro XypHana
«KnuHuyeckre gokasatenscrea ans ad-
PEKTUBHOrO 300POBbS»

The Cochrane Library: www.update-software.com/
cochrane/cochrane-frame.html

Jla6opatopusi KoxpaHoBCKOro
COTpyaHu4ecTsa

Online rapid reviews of new technologies: http://www.
signpoststeer.org

0O630p HOBbIX TexHoNorun OH-J1anH

Evidence-based journals (cardiovascular medicine,
healthcare, obstetrics and gynaecology, oncology,
medicine, mental health, nursing):
http://www.harcourt-international.com/journals/ebcm/
http://www.harcourt-international.com/journals/ebhc/
http://www.harcourt-international.com/journals/ebog/
http://www.harcourt-international.com/journals/ebon/
http://www.acponline.org/journals/ebm/ebmmenu.htm
http://www.ebmentalhealth.com
http://ebn.bmijjournals.com

>KypHanb! fokasaTenbHON MeanLUMHbI
(cepaeyvHo-cocyomcTas MeguumHa,
3ApaBoOOXpaHeHNe, aKyLIEePCTBO U FMHe-
KONorvisi, MeavMHa, o6LLEro 300POBbS,
MeauUMHCKas cecTpa)

2.4.4. MeguUUHCKME INIEKTPOHHbIE 6a3bl AaHHbIX, B KOTOpbIe
BKJIIO4AIOTCH TONIbKO MaTepuanbl, OTBe4aloLliue Kputepusam

MeTOAO0JIOrM4YeCcKoro Ka4yecrtsa
Best Evidence

B 310 6a3e faHHbIX MOXHO BbICTPO HalTV CUCTEMATUYECKME 0630PbI M OpUrnHarIb-
Hble CTaTby, peLlatoLLme YacTHbIe KIIMHMYECKUE BoNpockl. basda AaHHbIX JOCTYMHA Kak
Ha KOMMakT-guckax, Tak u B WHTepHeTe. OHa npepnctaBnseTr co60n 06beAMHEHHYHO
3MEKTPOHHYO Bepcuio AByX nedatHbix XypHanos ACP Journal Club u Evidence-Based
Medicine, cogepxxalLmx npegsapuTeniHo 06paboTaHHyH MHGopMaLIO.

ACP Journal Club n Evidence-Based Medicine cogepxat CTpyKTypHble pechepatsl
BbICOKOK@YeCTBEHHbIX MCCIEeA0BaHUIA 1 KOMMEHTapuN CNeLManmncToB ¢ 06CYyXOeHN-
€M MePCreKTUB MPaKTUHECKOrO UCMOSb30BaHWSA NMOJTyYeHHbIX peldynsraTtoB. B paspene
6a3bl AaHHbIX Best Evidence, o3arnaeneHHom Other articles noted (Opyrve ctaTtbm) Bpay
MOXET HaWTV OaHHble, NMOSyYEHHbIE B UCCIEO0BaHNAX OOCTATOYHO BbICOKOrO METOAM-
YECKOro Ka4ecTBa, HO NPU3HaHHbIX MEHEE [OCTOBEPHBLIMM.
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Mockonbky B 623y AaHHbIX Best Evidence Bkmo4atoTCs TONBKO UCCNEnoBaHns Bbl-
COKOro MeEToaM4eckoro ypoBHs (Hanpumep, PKI, B KOTOpbIX 0 KOHUA UCCreaoBaHus
Habnoganock He MeHee 80% y4aCTHMKOB), ee 06bEM 3HA4YUTESTIbHO MEHBLLIE, YEM Y OpY-
X aHanorMYHbIX UCTOYHMKOB MHbopMaumn. C Opyron CTOpOHbI, 3Ta 6a3a He OxBaTbl-
BaeT BECb AMana3oH UMEOLLMXCS AaHHbIX. [03TOMy eCrnn orpaHnymTLCA ToNbKo Best
Evidence nouck He 6ygeT nosiHbIM.

Cochrane Library (KokpaHoBckasi 6ubnmorteka)

KokpaHoBckoe cotpygHudectBo (Cochrane Collaboration) npepcraBnser co6on
MEXOyHapOoaHYH0 OpraHn3aumio, 3a4a4amm KOTOpon — NoAroToBKa, NPoBeAeHME 1 pac-
NPOCTPaHEHNE CUCTEMATUHECKMX OO30POB, MOCBALLEHHbIX OLEHKE 3GPEKTUBHOCTU
M 6e30MacHOCTN pas3nmyHbIX MEOVLIMHCKMX BMeLLATeNbCTB. BadkHOM 3apayer Takke
SBNAETCA CO3MaHME SNIEKTPOHHON 6a3bl AaHHbIX, NO3BOMSIOLLMX OCYLLECTBMATL ObICT-
pbI NOUCK Heobxoanmon Hdopmauun. Ita 6a3a (Cochrane Library) BkntovaeT B ceba
rnaeHbIM 06pa3oM cuctemaTnyeckmne 063opbl PKIA, nocBsiLLEHHbIE OLIEHKE Pas3nNYHbIX
acCreKToB JIEHEHVS.

Cochrane Library ny6amkyetcs Ha kOMMNakT-guckax n B VIHTepHeTe, 0GHOBNSAETCA
€XEKBapPTa/IbHO M COCTOMT U3 HECKOSIbKUX 4acTei. Bo-nepsbix, 310 KokpaHOBCKMIA
pernctp KoHTponupyembix nccnegosanuii (Cochrane Control Trials Registry — CCTR),
copepXXalnin MOCTOAHHO MOMOSHSAOLLMACA NepeYeHb KIMHUHECKMX MCCreaoBaHum.
3TV UccnefoBaHWs BbIABNAIOTCS YneHamy KOKpaHOBCKOro COTpyaHMYECTBa B pasnny-
HbIX MCTOYHMKaX, B TOM YWCIe B OPYrMX 3MEKTPOHHbIX 6a3ax AaHHbIX, MOCPEACTBOM
PY4HOro noucka u nsy4eHns GubnnMorpacpnHecKmnx CMCKOB B OPUMMHAIIBHBIX CTaTbsX
1 0630pax.

Btopon pasgen — 910 6as3a gaHHbIX KOKpaHOBCKMX CUCTEMAaTUHECKMX 0630pOB
(Cochrane Database of Systematic Reviews — CDSR). OHa cogepXuT ucHepnbiBato-
LY MHGOpMaLmio 060 BCEX CUCTEMATUHECKMX 0630pax, NOArOTOBAEHHbIX YnieHamMu
KokpaHOBCKOMo coTpyaHM4eCTBa. B Hel MOXHO Takxxe HauT1 MHGOpMaumIo O NPOTOKO-
nax He3aBepLUEHHbIX 0630POB.

Kpome Toro, B Cochrane Library nmeertca 6a3a gaHHbIX, MOCBALLEHHAA Hay4YHOMY
CUHTE3Y, MPUHLMNaM 1 METOLONOMMM NPOBEAEHNSA CUCTEMATUHECKMX 0630PO0B.

UpToDate

UpToDate npeacraBnser cob6oi 06LLMPHYO y4eOHY0 6a3y OaHHbIX, OBHOBNSEMYHO
kaxgble 4 mecsua. OHa CyLLIECTBYET TOMbKO B 3NEKTPOHHOM Buae. B otnnume ot Best
Evidence n Cochrane Library, npv nogrotoske ator 6a3bl AaHHbIX CTPOrne METOAONOM M-
YecKme KpuTepum otéopa He npumeHstoTes. B Toxe Bpemsa UpToDate copeput MHoro
BbICOKOKa4eCTBEHHbIX MCCEeNOBaHWIN, 0TO6paHHbIX COCTaBUTENAMM Pa3LENOB.

Clinical Evidence

Basa gaHHbix Clinical Evidence BbinyckaeTcs nsgarensckor rpynnon BMJ n ogHum
N3 aMmepuKaHCKuX MeguumHekmx obects American College of Physicians — American
Society of Internal Medicine. 31a 6a3a nocTpoeHa no ToMy e npuHumny, 4to n UpToDate.
OpHako Npu ee COCTaBEHUN MHEHME 3KCMEPTOB YUUTLIBAETCA B MEHbBLLEN CTEMEHM.
Ota 6a3a — He y4ebHoe MoCcCoBUE, a KpaTKUi aHan3 CamMblX COBPEMEHHbIX 3HAHWIN O
NPOMNAKTMKE M JIeHeHUN Hamboree pacrpoCTPaHEHHbIX U KIMMHUYECKW 3HAYMMbIX 3a-
60neBaHMI N COCTOSHUN.
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2.4.5. MeguuMHCKNE aNEKTPOHHbIe 6a3bl faHHbIX, B KOTOpPbIE
BK/IOHaKTCA MaTtepuanbl, He UCMNOJIb3YIoLLue Kputepuu
MeToAOoJIOrMYEeCcKoro Ka4yecTtsa.

MEDLINE

MEDLINE sBnsietcs ogHOM N3 Hanbonee n3BeCcTHbIX TeEMaTUYeCKnx 3apybex-
HbIX pedepaTnBHO-6nbMorpadundecknx 6as3 gaHHbIx. 3T1a 6a3a gaHHbIX co3gaHa
n nogaepxueaetcsa HaunoHaneHon MeagnunHckon 6uénuotexkon CLUA. MEDLINE
coaepXuT bubnuorpadumyeckne onucaHnsa n pedepatbl cTated No MeauumHeE,
XVMPYpruun, cTomMaTtosniorny, yxogy 3a 605bHbIMU WU OpraHM3aunn 3gpaBooxpaHe-
HWS, ONyBGNMKOBaHHbIX B GOMEOMLMHCKMX XypHanax, nagarowmxcsa B 71 cTpaHe
mupa. basa gaHHbix MEDLINE o6HoBRsieTca exeHeneneHo. B HacToswee Bpems
OHa cogepXuT 6onee 11 MUNNNMOHOB onucaHwi ctaten n3 4500 XypHanos, nNpu-
MepHO 76% onucaHui BKNYaT pedepatsl (abstracts).

OT1y 6a3y gaHHbix gononHsaeT pasgen PreMEDLINE, koTopbii COGEpXUT UH-
dopmMaumio 0 HepgaBHO OMy6NMKOBAHHbLIX OTYETaX, €lle He NpoLledLunx npo-
uenypy wHpekcmpoBaHusi. bubnuorpadumyeckue onucaHusa, npuHagnexaiiue
PreMEDLINE, umetoT cneumanbHyto nomeTtky [PubMed — in process]. lNocne
NPOXOXAEHUA MHOEKCMpoBaHUA [okyMeHTbl u3 PreMEDLINE nepemewiatorca
B MEDLINE.

K poctonHcteam MEDLINE crnegyet oTHECTM NOYTM MOMHbIA 06XBaT BCEX Me-
OVLMHCKMX XYpHanoB, a Takxe ee goctynHocte. MEDLINE goctynHa 6ecnnatHo
Ans noucka Yepes NHTepHeT, kak ana cneunannucTos, Tak 1 ans W1poKon nyenn-
kn. PaboTa ¢ nHopMaLMOHHBIM MaccMBOM 6a3bl faHHbIX OCYLLECTBAAETCH C Mo-
MOLLbIO nonckoBbix cuctem PubMed mvnun Internet Grateful Med. NouckoBas cuc-
Tema PubMed (pyHKLMOHMPYET HA OOQHOM cepBepe C camoin 6a30M OaHHbIX, YTO
CYLLLECTBEHHO MOBbILIAET CKOPOCTb 06paboTKM 3anpoCcoB MO CPABHEHMIO C arb-
TEPHaATUBHLIMX MOUCKOBbLIMW CUCTEMaMM, PacCnofioXEHHbIMU Ha OpYrux cepse-
pax. OHa NO3BONSAET OCYLLECTBNATL MOUCK He TONbko B 6a3e gaHHbix MEDLINE,
HO M B APYrMX 3MeKTPOHHbIX 6a3ax gaHHbix (AIDSL, OLDMEDLINE, CANCER,
BIOETHICS v gp.). Nogpo6Hoe onucaHne MEDLINE Ha aHrMUNCKOM A3bIKe MOX-
HO HanT B UHopmMaumoHHoM nictke NLM no agpecy: http://www.nlm.nih.gov/
pubs/factsheets/medline.html. Mpn oTcyTCTBMM HEO6XOAMMBIX HaBbIKOB PaboThl
¢ MEDLINE moxHO nocetuTb y4ebHbin cant B HTepHeTe www.docnet.org.uk/
drfelix/medtut.html.

K HegocTaTkam 3TOoM 6a3bl OaHHbIX cnefyeT OTHECTU, Npexae BCero, ee or-
POMHbIE pa3mepbl U HEOQHOPOOHOCTb Pa3MeLLEHHbIX B HEN MaTepunanos.

Ons Toro, 4To6bl achhekTNBHO Uckatb nHpopmauuio B cucteme MEDLINE He-
06X0AMMO pa3bupaTtbCs B €€ CTPYKType, NpoUeaype UHaekcaumm ctaten, 3Hatb
A3bIK 3anNpoOCOB COOTBETCTBYIOLLEN MOMCKOBOW cuctembl (Hanpumep, PubMed).
Heobxognmo ymeTb Nonb30BaThCs yKasateneM MeaUUMHCKUX NpeaMeTHbIX py6-
puk (MeSH) ¢ pa3sopaynBaHmem cnucka, BblbupaTb TEPMUHbI ANA MOUCKA B TEK-
cTe pedepaToB u norndeckue onepatopbl «AND» («un») n «OR» («nnu»); gnsa
06beANHEHNS Pe3ynbTaToB NMOMCKa NO HECKOMBKMM 3anpocam.
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CneBa Ha rony6om BepTukansHoOM nose (sidebar) HaxogaTca cCbinku Ha pas-

NVYHYIO MHPOpMAaLMIO, BCrIoMoraTenbHble cpeacTtea u pecypcbl PubMed:

» About Entrez — nHcdopmaumnsa o cucteme Entrez, 4acTblo KOTOpOKM ABnseTcs
PubMed.

> Entrez PubMed - nop 3TMm 3arofioBKOM MOMELLEHbI BaXKHbI€ CCbINIKU HA UC-
TOYHUKM pasnnUYHON cnpaBo4Hom nHdopmaumumn no PubMed:

v" Overview — o6LLee onncaHne PubMed;

v Help/FAQ (Frequently Asked Questions) — nomoLb no PubMed n yacto 3agasa-
eMble Bonpochl (MogpobHoe onmMcaHmne BCEX 3NIEMEHTOB U CPEACTB NOUCKA);

v Tutorial — MHTepaKTMBHOE PYKOBOACTBO NO nosnb3oBaHuio PubMed (moctyn K
HEMY MOXHO TakXe Mony4nTb, "KIMKHYB" MbIWKOM Ha ccbinke Tutorial BHU3Y
3KpaHa);

v" New/Noteworthy — cBeieHNst 0 JOMOMHEHUSAX U U3MEHEHUSIX, NPON3BEAEHHbIX
B PubMed 3a nocnegHee Bpems.

PubMed Services — nouckosble cpenctea PubMed (Journal Browser, MeSH
Browser, Single Citation Matcher, Batch Citation Matcher, Clinical Queries, Link
Out).

Related Resources — npo4ne pecypchl, cBsi3aHHble ¢ PubMed.

Crtparerus noucka s PubMed

lMouck no KnoyeBbIM crioBaM (TepMUHaM)

PubMed no3sonseT nponssoanTb NOUCK NO KIHOYEBbLIM ClIOBaM/TEPMMUHAM, Bbl-
paxkatoLLMM OCHOBHOE CMbICITOBOE CofepKaHme MHdopMaumnoHHoro 3anpoca. [ns
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TOro YTO6bI NPOBECTU MPOCTENLLNI MOMCK, B MOUCKOBOE OKOLLIKO BHOCUTCH TEPMUH,
Hanpumep osteoporosis, 3aTtemM cregyeT KIMKHYTb MbIWKOW Ha GO nnn HaxaTb
Enter Ha knaBuaType KoMmnbtoTepa. YTobbl CTEPETb TEPMUH B MOMCKOBOM OKOLLIKE,
KnukHUTe Ha Clear (cTepeTb).

Kak ocyujectensiercst Nouck?

TepmuH, BBeAEHHbIN B 3anpoc, PubMed aBTomatn4ecku nposepseT Ha Hanm-
yYne ero B 6a3e OaHHbIX C MOMOLLbBIO creuManbHbIX ykasaTtenen. Ecnn tepmuny
HalgeHO COOTBETCTBME B OOHOM MIINM HECKOJSIbKUX yKasaTensx, BblbMpatoTca Bce
OOKYMEHTbI, BKIOHatoLLMe AaHHbIA TEPMUH.

YKasaTenu npoBepsoTCcsa B cneayoLem nopsake:

yKasaTenb MeguumnHckux npegmeTtHbIx pyopuk (MeSH Translation Table);
yKagaTtenb xypHanos (Journals Table);

ykagaTtenb ¢ppas (Phrase List);

aBTOpcKun ykasaTesb (Author Index).

[MoMCK MOXHO NPOBOAMTBL M C Ucnonb3oBaHue yHkumn "text word». B aTom
cnyyae nonb3oBaTeslb BBOAMT ONpefesieHHOe CoBO, KOTopoe 3atem 6yfeT Hau-
[OEHO B 3arfnaBum U TEKCTE BCEX UMetOLLMXCA pechepaTos.

Ykaszarenb meguuynHckux npeameTHoix pybpuk (MeSH Translation Table)

[aHHbI yKasaTenb NPOBEPSETCS B MEPBYIO O4epenb C LENbI HaXOXAEHWS
npeameTHon py6pukm (MeSH Term), skBuBaneHTHOM 3agaHHOMY MOUCKOBOMY Tep-
MUHY. Ecnu Takasa pybpuka Haxogutcs, PubMed oTéunpaeT Bce OOKYMEHTbI, BKIIIO-
yaloLme 3Ty NpegMeTHYI0 pyobpuky. Hanprumep, npyv NoOMCKe No TEPMUHY anorexia,
PubMed oTt6epeT ctaTtbn, B 3arnasum n/unm pedepare KoTopbiX BCTpeYaeTcs 3To
CNOBO, a TakXe CTaTbu, BKYalLmne npegMeTHyo pyopuky — MeSH TepmuH, ak-
BMBAIEHTHbIN CIOBY anorexia.

[na ocyliecTBneHus nNpenBapuTeNibHOrO Nokasa pes3ynbTaToB Moucka Hy>XHO
KNUKHYTb Ha Preview/Index, B 9TOM crny4ae MOXHO YBUOETb, CKOSIbKO OOKYMEH-
TOB 6bI510 HAMAEHO NO BaLUEMY 3anpocy U, eCNv 3TO YUCIO CIIULLIKOM BESIMKO UM
Maso, cpasy e MOXHO U3MeHUTb cTpaTternto nomcka. OKOLLKO, pacrnonoXeHHoe
BHU3Y 3KpaHa Preview/Index, no3sonseT 0o6aBnsaTb HOBblE TEPMUHbI K 3anpocy,
ncnonb3ys flornyeckne onepartopbl. Mpy 3TOM MOXHO yKasaTtb Mosie JOKYMEHTA,
B KOTOPOM E€CTb XXeflaHMe BECTW MOWUCK, HarnpuMep 3arnaBue cTaTbu, Has3BaHue
XypHana, nT. a.

Ecnu novckoBbIN TEPMUH He Obin HangeH B ABYX npedplgylimx ykasaTensx,
PubMed npoussognt nouck B ykasatesie chpas, COCTOALLEM U3 COTEH ThICAY 3anu-
Cel, 0TOOPaHHbIX U3 CNnegyoLmnx UCTOYHUKOB:

v yKasaTens MegUUMHCKNX NpeaMeTHbIX pybpuk (MeSH);
v YHU(PMUMPOBAHHOW MepMUMHCKON s3blkoBoW cuctembl  (United Medical

Language; System — UMLS);

v/ nepeYHsi Ha3BaHU XUMNYECKNX coeanHeHuii (Substances).

Hanpwumep, dpasa «left ventricular hypertrophy» 6yget paccmoTpeHa kak egu-
HOe MOHATUE, N Hann4ne ee BGYOET NPOBEPATLCS BO BCEX MOMCKOBLIX MOMSAX OOKY-
MeHTa — B CMNCKE NpeaMeTHbIX PyOpUK, B MOSE TEKCTA, B NOMe Ha3BaHWA XXypHana,
nT. O. B cnyyae, ecnu (ppasa He 6yaet HangeHa, oHa 6ydeT pasduta Ha OTAeSbHble
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CnoBa, 1 nouck 6yaeT BECTUCH MO KaXKAOMY CroBY OTAeSbHO. [Mpy 9TOM XenatesnibHO
yKasaTtb, B KAKOM Mosie JOKYMEHTa cfiefyeT BECTU NOUCK, Hanpumep, B Nnose 3arna-
BUWS XXypHarna, B Nnose TekcTa nnm Kakom-nnéo apyrom. MoxHO Takxe Mcrnonb3oBaTb
BcrnioMmoraTenbHble cpegctea PubMed: MeSH 6pay3ep unm xypHanbHbI 6pay3ep.
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Wcnonb3oBaHue norn4eckux onepartopos byneson anre6pbl
#3bIK 3aNPOCOB NOCTPOEH OTHOCUTENBHO NPOCTO. CyLLECTBYET HECKONBKO OCHOB-
HbIX MOMEN, CI0Ba B KOTOPbIX ONUCHIBAIOT COAEPXXaHMe cTaTbn. [na Toro, 4Tobbl cucTe-
Ma Morma OT/INHUTb, MO KAKOMY MOS0 HE0HXO0AMMO COBEpLLATL MOUCK, MAEHTUMMKATOP
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noss yKas3bIBAETCS BCIEL, 3a C/IOBOM MM CITOBOCOYETAHNEM B KBaJpaTHbIX CKOOKax.
Pesynkratbl noncka MOryT KOMOGMHMPOBaTLCA C yH4eTOM npasun Bynesoi anre6pbi.
CyLLIECTBYIOT TpY OCHOBHbIX orepaTopa, KoTopble MoOHMMaeT cuctema PubMed — one-
patop «WM» (AND), «UIMN» (OR) n «HET» (NOT unn BUTNOT). PubMed no3sonsieT
NCMonb30BaTh 3TW TP JIOTMHECKMX OrnepaTopa MexXady NOMCKOBbIMU TEPMUHAMM:

» AND (1) ncnonbadyetcs B TOM crny4ae, ecnun sa nnm 6osee Kno4eBbIX Crnosa
OOSDKHbI 6bITh HaMAEeHbI B ogHoW nybnvkaumi. Hanpumep: hypertension AND obesity
(runepToHuss n OXXMpeHue);

» OR (unn) — B cnyyae, ecnm xoTsa 6bl OQHO U3 KIOYEBbLIX CIOB AOMKHO ObITb
HampeHo. Hanpumep: hypertension OR obesity (runepToHusi ninn OXXnpeHne);

» NOT (He) — B cny4ae, ecnv TOfMbKO OAWH TEPMUH OOMKEH ObITb HANOEH B AOKY-
MEHTe, a BTOPOW JOImKeH 06583aTenbHO oTCyTCTBOBaTh. Hanpumep: hypertension NOT
obesity (rnepToHus, HO He OXUPEHNE).

Bce norudeckune onepartopbl JOMKHbI GbITh HamnevaTaHbl 3arfiaBHbIMU GyKBamMu.
Onepatop «AND» ncnonb3oBaTtb He 065a3aTesbHO, T. K. PubMed aBTomaTtnyecku go-
6aBsAeT ero Mexay TepMUHaMN.

MHorpa nonb3oBaTento MOXET NOTPe60oBaTLCA UCKIIOYUTL N3 HAnOEeHHOro Habopa
cTaten ccbinku. [JaHHyo cTpaTernio noMcka MOXXHO NPeACcTaBuTb criedyomm obpa-
30M: BOCMOMNb30BaTLCA MOMEM «TUM Ny6nMKaummn», KOTOpoe B Criyyae, ecnm nybnmnka-
UM NpeacTaBnseT cobon NUCbMO B pefakumio, 6yaeT cojepxarb 3HaveHue «Letter».
Hanpumep, 3anpocutb HalWTu Bce MNyGnukauum, nocBsLLeHHble 6ucdocdoHaTam,
He sBnsaloLpmMeca nucbMaMm B pegakumio. Ha asbike 3anpocos PubMed ata dopasa
6yOeT BbIMAAeTb cregyowmm obpasom: Bisphosphonate [MH] NOT Letter [PT], aHa-
normnyHoe 3HadveHne mmeet onepatop BUTNOT - Bisphosphonate [MH] BUTNOT
Letter [PT].
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Hanpumep, HEO6X0AMMO HaWTK MeTa-aHanMTUYecKne paboTbl, NOCBALLEHHbIE
BIUSIHUIO CMMBacTaTUHA Ha MPOrHO3 XXW3HU MaUWEHTOB MEepPeHEecLUnX MHGAaPKT
Muokapga. Kak 6yget nokasaHo HuXe, MOUCK paboT, MOCBALLEHHbIX STOW Mpo-
611eMe, MOXHO OCYLLECTBUTL NPY MOMOLLM cnoBa «CumBacTaTuH», HaxogsaLemcs
B nose TepmnHoB cnoeaps MESH. CooTBeTCTBEHHO, 3Ta YacTb 3anpoca 6yaeT Bbl-
rnsgeTb Ha a3blke PubMed cnepytownm obpasom: Simvastatin [MH].

Mpun chopMynMpoBKe 3anpoca, HanpaBfiEHHOro Ha NOUCK MeTa-aHaNIUTUYECKMX
paboT, Takxe mncnonbadyetrca umetoeecad 8 MEDLINE none «Tun ny6nukauumn»
(Publication Type) Meta-analysis [PT]. OgHako pe3ynstaTbl 9TUX OBYX 3anpocoBs
HaJo CKOMOMHMPOBATb TakUM 06pa3oMm, 4ToObl MeXAY HAMU B OKOHYaTelbHOM Ba-
pyaHTe NpPUCYTCTBOBASIM TOJIbKO T€ CCbISIKWN, KOTOPbIE HAX0AATCS B MEPBOM U BTO-
pom 3anpocax. C sTon uenbto ucnosnbdyem onepatop AND. CxemaTtnyeckn gaH-
HYIO CTpaTermio MOXHO NPeacTaBuTb cregytowmm obpasom Simvastatin [MH] AND
Meta-Analysis [PT].
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Mpy KOMBUHMPOBAHMM 3aMNPOCOB MOSABMSETCA BO3MOXHOCTb AJ1 CO3[aHMA 3a-
SIBOK MPaKTU4ECKM HEOrpaHUHYEHHOW CMOXHOCTU. CrnoXHble 3anpocbl MOTyT KOM-
O6UHMpPOBATLCA APYr C OPYrOM, OQHAKO CneayeT MOMHUTbL O MOCNeaoBaTelbHOCTU
BbINOSTHEHUA onepaTopoB B cucteme PubMed. Tak, nepBbiM Bceraa BbiNOSHAETCA
onepatop NOT, satem AND n nocnegHum OR. Hanpumep, aBTop XoTen COCTaBUTb
3anpoc cnegyiowmnm obpasomM: «HeobxognmMo HamTh cTtaTbn NO CMEPTHOCTU B UC-
cnefoBaHusAX CMMBacCTaTUHA, HO 3TV CTaTby He [OMKHbI ABMATLCS MMCbMaMn B pe-
JaKUMio Min 6biTb 0TO3BaHbI». 0N TOro Y4To6bl M3MEHUTbL NMOPAAOK BbINOHEHUS
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onepaTopos, B A3bike PubMed ncnonbayoTcea Kpyrible CKOOKK, MOCKONbKY Te one-
paTopbl, KOTOPbIE 3aKJIOYEHbI BHYTPU KPYITbIX CKOOOK BbIMOMHAIOTCS B MEPBYLO
oyepeab. CoOTBETCTBEHHO, afeKBaTHbIM 06pPaA30M OMUCaHHLIM Bbille 3anpoc
Ha a3blke PubMed Bbirnsgen 6bl Tak:

Simvastatin [MH] NOT (Letter [PT] OR Retracted Publication [PT]) AND Mortality
[MH]

Ha nio6om sTane noucka ero MOXHO paclmnputb. [na aToro npegHasHa4veHa
komaHga «explode» («paclwumputb MOUCK»), KOTOpas NO3BOMSET HAUTK BCe pe-
dhepatbl, NPOMHOEKCMPOBAHHBLIE C UCMONb30BaHNEM BBEOEHHOIO TEPMUHA U pofa-
CTBEHHbIX EMY NOHATUI. Takxxe Ha Nto6oM 3Tane nomcka, 0CO6EeHHO NpPU NoyYEeHUN
CIMMLLIKOM 60MbLUOrO KONMYecTBa CTaTen B OTBET Ha 3anpoc, C Lesbio yny4LleHns
kadecTBa U pesynstaTtoB noucka, B PubMed npegycmoTpeHa dyHKUmnA «Limits»
(orpaHunyeHus). Mpu BbIBOPE HYXXHOrO OrpaHMyeHus (Hanpumep, no nony, Bo3pac-
Ty U T. O.) cnegyeT KNUKHYTb Ha «Limits», 3aTemM KNUKHYTb Ha GO, B OKOLLIKE BO3e
3TOro CfioBa NoABUTCA «ranoydka» (v).

4l PubMed Limits - Microsoft Internet Explorer —[5]x]
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™ Spanish I Bioethics
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™ Editorial I &Il child: 0-18 years
I Letter I all adult: 19+ years
I Meta-Analysis ™ Wewbarn: birth-1 month

[

™ Practice Guideline [ Infant: 1-23 manths

¥ Randomized Controlled Trial I™ preschaol Child: 2-5 years
7 Review I child: &-12 years

More Publication Types ™ adolescent: 13-18 years
™ Addresses ™ adult: 19-44 years
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Apyrue nona MEDLINE

Xota MESH TepMuHbl M 4BRAIOTCA BaXkKHEWLLMM KOMMOHEHTOM CUCTEMbI
MEDLINE, B 6a3e 6utnuorpaduyeckmx gaHHbIX UMeeTcs psf Opyrux nonem, Koto-
pble ABMSATCA YPE3Bbl4ANHO MNONE3HBIMU ANa TOYHOM (HOPMYNIMPOBKM 3anpoca.

Mone «Mmga aBTopa» [AU]. B cnydae, ecnv NnoMCKoBbIN TEPMUH NpeacTaBneH
dhamunmen n OBymMsa UHULMaNaMm, MOXHO MONYyYUTb XXefaembli pesynsraT, npu
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YCNOBUMW, KOHEYHO, YTO CTaTbM 3TOro aBTopa npeacrasneHsl B PubMed. MNpo Bo3-
MOXHOCTb MOMCKa Mo OaHHOMY MOS0 cnegyeT NOMHUTb, Korga Heo6xoamMMmo pac-
LWINPUTb YCIOBUSA MOUCKA, OCOBEHHO ANs aBTOPOB, KOTOPblIE MOryT Ny6rMKOBaTb
CBOM paboTbl HE TONbKO Ha aHrMUNCKOM A3bike. Vicnonb3oBaHne hammnumn asTopa
cyxaet nouck. C 2000 roga no HacTtoswee Bpems B MEDLINE BHOcATCS BCe aBTO-
pbl, NepevYncrieHHble B pasgene «ABTOpbI» COOTBETCTBYIOLLEN Ny6MKaunm.

Mone «HaxoXpeHusi cCbINIKU»: HAMMeHOBaHue XypHana [TA], Tom [VI], BbI-
nyck [IP] n ctpaHuubl [PG]. Cuctema PubMed xpaHuT nHdopmauuio o Mecto-
HaxoXOEeHWW XYPHANbHON CCbINIKM B HECKONbKMX nonsax. [na Havana Heo6xoammo
3HaTb Ha3BaHwue XypHana. [Monck XxypHana nponssoguTcs npu noMoLum nons «Mms
XypHana» [TA] — Kyga 3anucaHo COKpaLLleHHOEe HaMMEHOBaHWE XypHana u ero uH-
pekc. OgHako BBECTU MOXHO U NOSIHOE HAaMMEeHoBaHWe XypHana. 3anpocskl J Biol
Chem [TA], Journal of Biological Chemistry [TA] viiv 0021-9258 [TA] napyT aHano-
rMYHble pe3ynbTaThbl.

Mone «Aara nyé6nukauum» [DP] Oata ny6nvkaumm sBBogutcs B oopmate MO/
MECAL/OEHDL, Hanpumep, 3 gekabps 1999 roga 6ygeT BbIrMAAeTb CReayoLwmm
obpasom 1999/12/03[DP]. Onsa ykasaHus guanasoHa JaT MCMonb3yeTcsa OBOeTo-
yne, Hanpumep guanasoH gat ¢ 1999 no 2002 rog 6ydeT 3anucaH cnegyoLwmm
o6pasom — 1999:2002 [DP].

Mone «fA3bik» [LA] Hanbonee apekBaTHbin MeToh paboTbl C nutepaTypon
npeanonaraet, YTo, Hahda CCbINIKY U OLEHUB UHTEPEC M OCHOBHOE COAEp>KaHue
cTaTbu, NONb3oBaTeNb NPEANnPUMET NOMbITKM HAXOXAEHUS MOMHOrO TEKCTa 9TON
nyénukauun. B 60nbLUMHCTBE CryYaeB, Nyo6nukauumn cHabXarTca pe3toMe Ha aHr-
NUIACKOM A3bIKe, MO3TOMY MUCcneaoBaTenb MOXET BbISBUTb MNy6nMKaumm, umetoLmne
pestome, Ncnonb3ys Knoyesoe cnoBo «hasabstract». CTpykTypa a3blka 3anpocos,
HECMOTpPS Ha CBO NPOCTOTY, ABNSETCA OOBOMBHO MMOKON, HO AN1s peanbHOn pabo-
Tbl C HEM HEOBXOOAMMO XOPOLLO pas3bupaTbCsi B HA3HAYEHUN N 3HAYEHUAX KIoYe-
BbIX noneu cuctemol PubMed.

Mone «TekcToBoe cnoBo» [TW]. [laHHOe none BKNOYaeT BCe croBa u Ludpbl,
BCTpeyatoLmecs B 3arosioBke, pestome cratbl, MESH TepmMuHbI, Nog3arofioBku,
HaMMEHOBAHUA XMMUYECKUX COEONHEHU 1 crioBa B none «Mma kak tema» [PS].
Mone PS noseonseT uckatb hammnmn fnogen, KoTopbiM NocBsLLeHa paboTa, Ha-
npumep Nightingale F [PS]. Tonck Npy NOMOLLM NOAA «TEKCTOBOE CNOBO» ABMAET-
€Al BECbMa YYyBCTBUTENbHbLIM, HO KpanHe mMasno cneumuyHbIM U, COOTBETCTBEHHO,
pe3ynsTaToM MOXET ABUTLCA NOSy4EeHNE BbIOOPKM, COCTOALLEN U3 CIINLLIKOM 60S1b-
LLIOro KONMMYecTBa CCbIMOK.

XypHanbHbin 6pay3ep (Journal Browser). Bpaysep no3eonsetr HaxoguTb
nHpopmaumio o xypHanax B PubMed, a takxe 6ubnuorpadmyeckne onncaHms
N3 aTnx XypHanoB. KnnkHyB MbilLkon Ha Hagnucu Journal Browser Ha nesom
noJsie rnaBHOro NOMCKOBOro 3kpaHa (sidebar), Bbl nepengeTe Ha NOUCKOBLIN SKpaH
XYypHaneHoro 6payaepa.

Bpayaep no3sonseT BECTU NOUCK NO crnedyioLmnm napameTpam:

> MO MOSTHOMY 3arnaButo XypHana;

» 1o ero abbpesnarype;
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» no MexpgyHapogHomy CtaHgapTHomy CepuiiHomy Homepy (ISSN);

» no nobomy (hparMeHTy 3arnaBusi.

KoHTponupyembin cnosapb MeauLMHCKUX TepmuHoB MESH [MH]

Ceppouem MEDLINE aBnsieTcst KOHTPONMPYEMbIA CoBapb MEANLNHCKUX TEPMU-
HoB nnn MESH (MEdical Subject Headings), HacuuTbiBatowmin 6onee 19000 Tep-
MWHOB 1 eXerogHo o6HoBNsieMbln. [1ns onbITHOro uccnepgosartens AaHHble MESH
TepMUHbI ByayT cogep>xaTb AONOMHUTENbHYI0 MHpopmaumio. Takum o6pas3om, ans
apeksaTHon paboTbl ¢ MEDLINE Heo6xoguMo yMeHue paboTaTtb C ee CNoBapeM.
Cnosapb MESH TepMWHOB NOCTPOEH MO MepapxmM4eckoMy NpuHUmny. To o3Ha4a-
€T, YTO Y TepMMUHA MOTYT ObITb MOAYMHEHHbIE, YTOYHAIOLLME TEPMUHBI, U TEPMUHBI
6onee obwme. Tak, Hanpumep, B crioBape ecTb 06Lni TepMnH «OCTEonopos».
Mepapxmyeckas CTpyKTypa 3TOro TEpMUHA NpMBELEHA HUXE.

Mest Result - Micrasolt Internet iplorer _=10] x]
3

Prizes,Mesh Hesh RevisPasi x| [E] Nepeca

|

Entry Terms:

» Osteoparoges
s Oisteoporams, Post-Traumabe
= Oistecpoross, Post Traumanc
» Post-Traumalic Osteoporoses
& Fast-Traumatic ( 5

a Oistespaross, Semle
= Oiteoporoses, Sende

paramas

o Osteoporass, Age-Belated
Cstecparasis, Age Related

a Age-Eelated Onteoporssis
o Age Related st
w Age-Related Oy

X

-

] I
dinve] | (o 8 2] @ o) W | pueed &l MestiResut - |3l B @ B 1

Y 0CHOBHOro TepMuHa (6onee BbICOKOrO MOPSAKA) eCTb YTOHHAIOLLME TEPMUHBI
(6onee Huskoro nopsagka). MNMpu ncnonb3oBaHMM NMOUCKOBOWM CUCTEMbI «TEPMUH»
60Nnee BbICOKOIO ypOBHA aBTOMaTU4ecku packpbiBaetcs (expanded). Cnegyet
OTMETUTb, YTO OAMH 1 TOT Xe MESH TepMUH MOXET BXOOUTbL 60ofiee Yem B OfHY
nepapxmyeckyto cTpykTypy. [na pa6otbl co cnoeapeM MESH B NHTepHeT cyLec-
TBYET cneunannu3npoBaHHbIin pasgen Ha canTe HaunoHanbHOM MeguLMHCKON 616-
nmnoteku CLUA — MESH Browser.

Mone «Tun ny6nukaumu» [PT]. YuuTbiBas, 4TO MNOME3HOCTb MeOULMH-
CKON uMHGopMaumm npsmMo npornopuMoHanbHa ee OOCTOBEPHOCTU U 06paTHO
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NponopunoHarnbHa Ton paboTe, KOTOPYIO HYXXHO 3aTpaTuUTb ANS HAXOXOEHWA 9TON
WMHpopMaL MM, MOXHO MCMNOMb30BaThb J10Oble MHONKATOPbLI Ka4ecTBa nybnukauuu
B 6Gubnuorpadmn4eckon cucteme.

[ns SKOHOMUKM BpeMeHW, Bpad MOXET yKasblBaTb A1 3anpoca TemMy CBOEro
nomcka B Co4eTaHMM C METOL0SI0rMYECKUMUN DUNBTPaMK, KOTopble 6yayT OToMpaThb
TONbKO NCCrefoBaHus onpeaeneHHoro ypoBHA JOCTOBEPHOCTU. Tak, AOCTOBEPHbIE
nccnegoBaHusa NoNMoOXUTENBHOMO adhdhekTa byayT oTéMpaTbea Npy NOMOLLM PUsb-
Tpa Randomized Controlled Trial [PT] OR Meta-Analysis [PT], noctoBepHble uccne-
[oBaHuA BpegHoro adodekTta npm nomowum dounetpa Cohort Studies [MH] OR Meta-
Analysis [PT].OgHako npexge 4eM UCnofb30BaTb METOO0Nornyeckme unsTpbl,
Bpay BHa4ane QOSMKEH PeLunTb, Kakor Tun nHgopmaumm o gaHHOM 3aboneBaHnn
OH WLLIET — MHTEPECYIOT ero BONpockl atnonorum (1), gnarHocTnku (2), nporHosa
(3) unn nevenns (4) 3aéonesaHus. Npu o6CyXaeHNN PUNETPOB OYEHb HacTo YMo-
MWHAETCs MX YyBCTBUTENIBHOCTb M CNeungmnyHoOCTb, T. €. CNOCOBHOCTL husTpa
HaxoguTb B MEDLINE nHTepecyowme nccnegoBaHns U He 3axeatbiBaTb NPY 9TOM
60bLUOMO KOSIMYECTBA HEHYXXHOW MHGopmaunn. Ecnn pmunbtp nossonseT Hantu
6onblUuee konnyecTBo ctaTten, nmetowmxeca B8 MEDLINE no pmaHHom Teme, TO ro-
BOPAT O €ro BbICOKOW 4yBCTBUTE/IbHOCTU. ECnn couneTp co3pgaeT BbIGOPKY, rae
COOEPXUTCS NULLIb HEOONBLLIOE KONMMYECTBO HE OTHOCALLENCA K Aeny MHopmaumm,
TO rOBOPSAT O ero BbICOKOW crieymngmnyHocTn. Ecnm Heo6XoaNMMO HalTh KakK MOXHO
6onbLle Nyénvkaumi U HUYEro He NPONyCTUTb, CNEQYeT UCNONb30BaTb (OUNLTPBI
C BbICOKOM YyBCTBUTENbHOCTLIO (ONTUMN3UPOBAHHBIE MO YYBCTBUTEIbHOCTH), ECINU
nonb3oBaTesib He pacnonaraeT JOCTATOYHbIM KONMYECTBOM BPEMEHW, B 3TOM CIy-
Yyae nNpu co3gaHnm 3anpoca HyXHO BblIbnpaTb OUNLTPbI C BbICOKOW cneumdmn4HocC-
Tbto, rge 6onbliasn 4acTb cTaTen, OTHocAWasnca K Teme, 6yaeT onTMMmnanpoBaHa
ro cneuymngbmnydHocTy. MNMpocTtenumne PuUnesTpbl NEPEYMUCIIEHBI HUXE:

— TepmuH «Clinical Trial» («KnMHMYECKNE NCNbITaHWS») NPU BbIABIEHWUM UCCNERO-
BaHW, NOCBSALLEHHbIX OLEeHKe 3PPEKTUBHOCTN METOAOB fIeHEHNs,

— TepMuH «sensitivity» n «specificity» («4yBCTBUTENbHOCTb» U «CNEUUPUYHOCTE»)
Npw BbISIBIIEHUN NCCNEQ0BaHNI, NOCBALLEHHbIX OLLEHKE MH(popMaTUBHOCTY Ana-
FHOCTMYECKUX METOLOB,

— TepmuH «explode cohort studies» (komaHga pacLUMpPEHHOro nomcka no npeg-
METHbIM py6pukam) npu BbISBIEHUN UCCNEA0BAHUIA, NOCBALLEHHbIX N3YYEHUIO
NporHo3a,

— TepMmuH «harm» nnn «risk» («puck») Npu BbIABIEHUN UCCNEQOBaHUA, NOCBS-
LLEHHbIX OLEeHKe haKTOpOB pucka nUnu 6e3onacHOCTV METOLOB fIEYEHMS.

B npuBeneHHOM HWMXe Tabnuue ykasaH TeKCT 3anpoca npv UCMNofb30BaHUU
duneTpa Ha a3bike PubMed, ¢ 4yBCTBUTENBHOCTBIO 1 CRELUANYHOCTBIO UCMOSNb3Y-
emMoro cunetpa. Tak, NnepBbIi U3 NPeACTaBEHHbIX 3anNPOCOB NO3BONAET OOUTHCA
99% 4yBCTBUTENBHOCTU, HO 3a CHET 6ONbLUOIO KOSIMYECTBA HE NMEIOLLIMX OTHOLLE-
HUS K UCCRefoBaHUsaM NedveHns ctaTbam. BTopor ouneTp 4acT noYTy UCKIYM-
TENMbHO HYXHbIE CTaTbW, HO LEHOW NOTEpU MPUMEPHO MOSNOBUHBLI BCEX WUHTEPECY-
IOWKUX Hac nybnukauuin (Hapgo, Npaega, 3amMeTuTb, YTO BbiCOkas cneumguyHOCTb
He Bcerga 6ygeT cnacatb OT «Mycopa»).
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Ta6nmua 3anpocoB KIMHUYECKN BaXKHOW MH(pOpMaLK C UCMONb30BaHUEM
hUnbTPOB UccnenoBaTeNbCKUX METOAOB

Kareropus OntTummaaums no YyscTBUTENBHOCTL/ | 3anpoc Ha s3bike PubMed
CneungmyHoCcTb
JleveHne YyecTBUTENLHOCTU | 99% / 74% «randomized controlled trial» [PT] OR

«drug therapy» [SH] OR «therapeutic
use» [SH: NOEXP] OR «random*»

[WORD]
CneundmyHocTH 57% [ 97% (double [WORD] AND blind* [WORDY])
OR placebo [WORD)]
OuarHoctuka | YyscTtBuTensHocTM | 92% / 73% «sensitivity and specificity» [MH] OR

«sensitivity» [WORD] OR «diagnosis»
[SH] OR «diagnostic use» [SH] OR
«specificity» [WORD]

CneumdmyHocTn 55% / 98% «sensitivity and specificity» [MH] OR
(«predictive» [WORD] AND «value*»
[WORD])
OTtuonorus YyecTBUTENBHOCTU | 82% / 70% «cohort studies» [MH] OR «risk» [MH]

OR («odds» [WORD] AND «ratio*»
[WORD]) OR («relative» [WORD] AND
«risk» [WORD]) OR «case» control*»
[WORD] OR case-control studies [MH]

CneumdmyHocTn 40% / 98% «case-control studies» [MH: NOEXP]
OR «cohort studies» [MH: NOEXP]
MporHo3 YyscTBUTENBHOCTM | 92% / 73% «incidence» [MH] OR «mortality»

[MH] OR «follow-up studies» [MH] OR
«mortality» [SH] OR prognos* [WORD]
OR predict* [WORD] OR course
[WORD]

CneundmyHocTH 49% / 97% prognosis [MH: NOEXP] OR «survival
analysis» [MH: NOEXP]

Kak Xe MOXHO ucrnonb3oBatb 3Ty Tabnuuy? B Hamnbonee obuiem Buge 3a-
npoc 6yget BbIrmManeTb Tak: Onucanne tembl MESH tepmuHamun AND ®unbtp.
Hanpvmep, Bpa4 XO4eT HaWTKM CTaTbM, MOCBSILLEHHbIE MPOrHO3Y WULLEMWMYECKON
6one3Hn ceppua. Torga OH BHavase BbiGEpPET COOTBETCTBYHOLUMIA OaHHOMY 3a-
6onesaHnio MESH TepmuH, Hanpumep Myocardial Ischemia. BnonHe Bo3MOXHO,
OH 3axoy4eT mcnonb3oBaTb Heckosibko MESH TepmunHoB: Myocardial Ischemia [MH)]
OR Myocardial Infarction [MH]. 3atem eMy Hago 6ydeT pelunTb, Kakou Tun no-
MCKa OH XOYET UCMONb30BaTb — MaKCUMasibHO BO3MOXHOE KONIMHECTBO My6nnka-
LA, HO C PUCKOM MOSTyHeHUS 6OMbLIOMO KOSIMYECTBA HEHY>KHOW MHADOpMAaLIMK, Uin
MakcumasibHO afileKBaTHy0 BbIGOPKY C pUCKOM NoTepw ctaten. [Npeanonoxum, 4to
y Bpa4ya He Tak MHOIO BPEMEHWN U eMy Hafo co3faTb Hanbonee KOMMaKTHYIO Bbl-
60pKy. Torga oH 6epeT PUNLTP, ONTUMU3UPOBAHHLIN MO CNEUUPUYHOCTH, U CBS-
3bIBaeT ero onucaHnem 3agayn oneparopom AND:

(Myocardial Ischemia [MH] OR Myocardial Infarction [MH])
AND
(prognosis [MH: NOEXP] OR «survival analysis» [MH: NOEXP])
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O6patnte BHMMaHME Ha TO, 4YTO 06e 4YacTu 3anpoca 3aks4eHbl B CKOOKMU.
Ecnu nx He 6ygeT, nocnenoBatenbHOCTb BbIMNOMIHEHWSA ONepaTopoB 6yaeT Hapy-
LeHa 1 3anpoc 6yaeT BbINONHEH HeBepHo. Cnegyet oTMeTuTh, 4To Web-Bepcus
PubMed nmeeT cneumanbHyto CTpaHuLy € KIMHUYECKUMU cnnbTpamu, rge nosb-
30BaTeflb MOXET co3faTb 3anpoc, He BCMOMUHAA CTPYKTYpY uneTpa, a, TONbKO
yKasaB, Kakon TWUM UCCreaoBaHusa OH XOYET HaWTU M HaJo eMy ONTUMU3NPOBATbL
NMOUCK MO YYBCTBUTENbHOCTU UK NO crneundgunyHocTn. Takum o6pasom, ounsTpsbl
SIBMAOTCA MOLLHbIM WHCTPYMEHTOM B WMCMNOMAb30BaHMM cmuctembl PubMed 1 oHu
NO3BOJIAIOT AaXe 3aHATOMY KIMHULUUCTY 6bICTPO U afieKBaTHO HaXOQUTb MHTeEpe-
CYIOLLYIO ero nHcopmMaumio.

K apyrmm OOCTOMHCTBOM MOUCKOBOW cucTembl PubMed MOXHO OTHecTw npo-
CTOTY €€ NPUMEHEHUs s Nonb3oBaTens.

2.4.6. Apyrue 6a3bl gaHHbIXx — EMBASE

EMBASE - 6a3a Excerpta Medica, oxBaTbiBatoLLas B NepBy ovepedb, fiekap-
CTBEHHbIE NpenapaTbl 1 dapMakosiormio, a Takxe gpyrne 6MoMeguUMHCKNE Onc-
LUMNINHBL BUOXMMULO, KITMHUYECKYIO MeONLIMHY, CYAEOHYI0 MeaULMHY, NeaMaTpuio,
hapmaumio, hapmMakonormio 1 feKapCTBEHHYO Tepanuio, hapMako3KOHOMUKY,
ncuxmnaTpuio, 3apaBoOXpaHeHne, GMOMEONLIMHCKYIO MHXEHEPUIO N MHCTPYMEHTA-
puin, okpyxatowyto cpegy. VictouHnkn EMBASE — 6onee yem 3,800 XypHanos
n3 ~70 cTpaH, MoHorpadun, Tpyabl KOHPEepeHUMIA, auccepTaumm 1 oT4eTbl. IATa
6asa cogepxut 6onee MNosHy MHopmaumio 06 UccnegoBaHusaX, NPOBEAEHHbIX
B EBpone. EE Bepcus 06HOBNSAETCS €XEMECAYHO.

Monck MOXHO NpoBOAUTL NO BGUbAMOrpaduyeckon nHopmaunn, NHOEKCUPY-
eMbIM TepMMHaM, pedepaTtaM, XMMUYECKUM Ha3BaHUSM, TOProBbIM Ha3BaHUSAM
neKapcTB, Ha3BaHUAM QUPM-NPON3BOAUTENEN NEKAPCTB, TOProBbIM Ha3BaHUSAM
MEeONLIMHCKMX YCTPOWCTB, MMEHAM WX MPOU3BOAUTENEN, MOSEKYNAPHbLIM Mocne-
[OBaTeNbHOCTAM U pernctpaumoHHsiM Homepam CAS. MmeeTcsa online-Tesaypyc
B none Controlled Term (/CT), copepxawmin koabl n geckpuntopsl EMTREE, ucto-
puyecKmne npmmedaHms u permctpaunoHHole Homepa CAS.

2.5. TecToBble 3apaHNs
Bbi6eprTe OQUH UMW HECKOSIBKO MpaBuIibHLIX OTBETOB.
I. B KINIMHNYECKOM BOIMPOCE OTPAXXEHbI CNEOVIOLWNE
COCTABNAKLLME
1. TaumeHT unm KnMHn4eckas cutyaums
2. BmewarenbcTBo (MpeanpvHMMaemMbie Mepbl BO3AENCTBUS)
3. CpaBHeHVe BMeLLATENLCTB (BO3OENCTBUI)
4. Ucxopbl (pesynbraThl)
5. Bcé BbllwenepeyncneHHoe

II. AN1A ONMPEOEJTEHNA NMPOrHO3A 3ABOJIEBAHNA MPOBOAAT NOWVCK
NCCJIEOOBAHNN
1. PKN
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2. KoropTHoe uccneposaHue
3. NccnepoBaHme cny4an-KoOHTPOnb
4. Cucrematmyeckune o630pbl
5. Bcé BbllwenepevncneHHoe

. PAHOOMN3NPOBAHHOE KITMHNYECKOE NCCNEOOBAHNE
NMPN3BAHO OTBETUTb HA BOMNPOCHI
1. Jlyqwnin nn gaHHbIZ NpenapaT, N0 CpaBHEHMIO ¢ nnauebo
W OpyruMm neKapcTBeHHbIM NpenapaTom, Npu AaHHOM 3a6051eBaHnm
. BbIicHUTb NapameTpbl OCTOBEPHOCTU W HAEXHOCTH
3. OnpepenuTb NPOrHo3 3abonesaHns
4. OnpepenuTtb 3TUONOrMo 3aboneBaHns
5. Bcé BbllwenepevncneHHoe

N

IV. KOKPAHOBCKAA BA3A OAHHbLIX BKITIOYAET B CEB4A
1. [1Be meTa-6a3bl (KoKpaHoBcKas 6a3a gaHHbIX CUCTEMaTUYeCcKnx 0630-
poB, 6a3a faHHbIX pedpepaTtoB 0630pOB IPPEKTUBHOCTI)
2. KokpaHoBckas 6a3a gaHHbIX Mo MeTogosiormm 0630poB
3. basza gaHHbIX, MOCBSALLEHHbIX HAY4YHOMY aHanmnay
4. Bcé Bbiienepe4mcneHHoe

V. MATEPWATbl, COOTBETCTBVYIOLLUME KPUTEPNAM BbICOKOIO
METOOOJNTOMMYECKOIO KAHECTBA, NMPEOCTABJIEHBI B BA3AX OAHHbIX
MEDLINE
Best Evidence
Clinical Evidence
EMBASE
KokpaHoBckas 6mbnnoteka
Bcé BbiLlenepeyncneHHoe

ook~

VI. MONCK CUCTEMATUNYECKUX PE®EPATOB NPOBEPEHHOIO
KAYECTBA NO BCEM MMEKLWMMCA OOCTOBEPHbLIM CBEOEHUAM
No OMPEAENEHHOW TEME MPOBOAOAT

1. MEDLINE

2. KokpaHoBckas 6a3a faHHbIX
3. EMBASE

4. Hurpe 3 nepe4vmcrneHHbIx
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NMABA 3.
D,VIaI'HOCTVI‘-IECKVIe TeCTbl. CKpVIHI/IHF
B.A. BbiroguH, C.K. KyKyLIKnH

3.1. AnarHocTu4yeckue TecTtbl
3.1.1. HapexHoCTb AMarHOCTUYECKOro Tecta

IunarHocTtuka (Hanpumep, BbISBIEHNE HANN4YMA HEKOTOPOro 3abosieBaHns unm
hakTopa pucka) ABNSETCA, Hapagy C BbIGOPOM Jf€YEHMs, MPOrHO30M TEYEHUS,
OLIEHKOM COOTBETCTBYIOLLMX PUCKOB U Op., OAHON N3 OCHOBHbIX CUTYaUuii, Tpebyto-
LWMX NPUHATUA OTBETCTBEHHOIO KIIMHNYECKOrO PeLLeHUs.

Mpn 3TOM HEOBXOAMMO YHUTBLIBATL, YTO B 6OMBLLUMHCTBE KITMHUYECKUX CUTYaLni
ONarHos, NPorHo3 1 pe3ynerarthbl SIe4eHUs OTOeNbHOro 605bHON0 HeonpeaeneHHsb!
M MO3TOMY OOMKHbI BbIpaXaTbCs Yepe3 BeposTHOCTU. Kpome Toro, B KnvHU4ec-
Kre HabNiaeHUs Bceraa 3anoxeHbl HekoTopasi NpeaB3aToCTb U cUcTeMaTn4eckue
OLUMOBKM, a Ntobble nccnenoBaHns, BKOYasa KNMHUYECKUe, NogBEPXKEHbI BINSAHUIO
CNyYanHOCTMU.

Otcroga cnegyet eCTeCTBEHHbIN BbIBOL: BCe uccrneposatenu (B T.Y. KIMHK-
LUMCTbI) OOMKHbI MofniaratbCs TONMbKO Ha Takne HabmiofeHusi, KOTOpble OCHOBAHbI
Ha TBepObIX Hay4HbIX NPUHLUMNAX, BKIHOYAOLWMX CNOCO6bI YMEHbLLEHUS cuctemMa-
TUYECKUX OLLUMOOK U NPEedB3ATOCTU, & TaKXe OLEHKY PO criydarHbIX hakTopos.

YT06bI COOTBETCTBOBATL BhILLIEYKA3aHHbIM TPe60BaHUSAM, NPUXOOUTCS MPUHU-
MaTb BO BHUMaHME MHOXECTBO acreKToB, CBA3aHHbIX C U3MEPEHUAMMU U3YyHaeMbIX
nokasarernemn 1 KacatroLLUXCs OLEeHKU OCTOBEPHOCTU N3MEPEHUI, X BOCMPOU3BO-
OUMOCTN, TOYHOCTU, MHTEPNPETUPYEMOCTU U T. 4.

3pecb peyb nget He 06 UTOroBOW LOCTOBEPHOCTM PE3ynbTaTOB U BbIBOOOB
nccnenoBaHus, a BCEro fvllb O CTENEHU OOCTOBEPHOCTU OTOENbHbLIX U3MEPEHU
n3yyaemsblix nokasarenen. OgHako 6e3 3TON «J10KanbHOM» OCTOBEPHOCTU BbIMNOJI-
HAEMbIX N3MEPEHN HEBO3MOXHO OOCTUYb UTOrOBOW BHYTPEHHEV (N, Tem bonee,
BHELLIHeV) AOCTOBEPHOCTU UCCNEOOBaHUS.

Ona cnpaBku: 0 HANUYUN BHYTPEHHE AOCTOBEPHOCTU FOBOPAT TOraa, Kor-
0a nony4YeHHble pe3ynbTathl ABAATCHA TOYHbIMKU, C Y4ETOM pamMOoK NPOBOAMMOro
NCCNefoBaHnsa, a MPUMEHSEMbIE METOAbl MOMYyYEeHUst OTAENbHbIX U3MEPEHNA (1
MeToAbl NOCNeayloLEero aHanmaa pesynsTaToB M3MEpPEHU) ABAAIOTCA LOCTATOY-
HO afieKBaTHbIMU TUNY U3yYaeMbIX NoKasaTenen n xapakrTepy ux pacnpeneneHus.
Mpn 3aTOM MHTepnpeTauus pesynsTaToB M MOMy4YeHHble BbIBOAbI LOMMKHbI ObITh
NOOKPENSEHbl HE TONMbKO COBCTBEHHbLIMU OAaHHbIMU UCCEeNOBaHUsS, HO U OPYron
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WMHbopMaLmMen U3 3acnyXxveawLumx JoBepus MeaUUMHCKUX Nybnmkaumi. YTo ka-
caeTcs BHELUHEN JOCTOBEPHOCTU, TO OHA npegnosiaraeT BO3MOXHOCTb 0606LLEeHNs
pe3ynbTaToB UCCNefoBaHus (NOMyYeHHbIX, ECTECTBEHHO, HA BLIGOPOYHOM MaTepu-
ane) Ha BCIO COOTBETCTBYHOLLYIO MOMNYNALMIO.

ﬂOCTOBGQHOCTb OTAENIbHbIX VI3MeQeHVIl7I

YT106bI 06ECMEUNTL AOCTOBEPHOCTL OTAENbHbLIX N3Meperuii (Validity) HekoTopo-
ro nokasarensi, UCMoJsib3yeMbli METOL €r0 N3MEPEHMSA [OMMKEH OTpaxaTb BCE BaX-
Hble acneKTbl U3y4aeMoro ABfEHMSA N 0TOBpaXaTb Mepy COrnacoBaHHOCTU Pe3Yrb-
TaTOB COOTBETCTBYIOLLLErO TeCTa C APYrMMM OLEHKAMM TOMO e ABJIEHUS, a TakxXe
CTeneHb NpeackasyemMoCcTy AaHHbIX, MOSy4YeHHbIE B XOAEe N3MEPEHUNA.

Bocnpon3eoamMmMoCcTb peaynsTaTtoB M3BMEPEHUN
BocnpownssogmumocTs (Reliability) onpenensieTca BEPOATHOCTBIO MNOyYeHUs 0a-

HOroO M TOrO Xe pe3ynbrata U3MePEHUS nokasaTens Npy NOBTOPHbIX N3MEPEHUSAX,
COenaHHbIX pasHbIMKU NoAbMU, Ha pas3HbiX NpUbopax, B pa3Hoe BPEMS U B pa3HbIX
MecTax. B yacTHOCTM, BOCNPOM3BOAMMOCTL BMOXMMUYECKNX NOKa3aTenem MoXxXHo
OLEHUTb MYTEM MOBTOPHbLIX N3MEPEHWI, BbINOSIHEHHBLIX HA OOHOM U TOM e 06pas-
ue, HO pasHbIMK cneumanmucTaMm UM Ha pasHbiX Npuéopax.

«TOYHOCTb» N MHTEPOPETUPYEMOCTb PE3YNLTATOB N3MEPEHWUI
Mon To4HOCTBIO M3MepeHnn (Responsiveness) NOHNMAETCA CNOCOBHOCTb Me-

Toga pearnpoBaTb Ha U3MEHEHWUs U3MepPAEMOro nokasatens. MeHee «TO4Hble»
(T. e. bonee «rpybble») METOAbI, LIKaNbl N3MEPEHUA KOTOPbIX UMEIT Bcero 3-5
PasnMyHbIX YACIIOBbLIX OLIEHOK, 3a4acTy0 HE NO3BOSAIOT BbISIBUTL HEGOMNbLUNE U3-
MEHEHUS TAXKECTM COCTOSIHWNA B6ONBHOr0, Aaxe ecnm caMm 605bHbIE YBEPEHHO KOH-
CTaTUPYIOT HaNM4mne yayHLeHns Unu yxyauenus. Hanpumep, B npouecce neveHuns
6onbHoro MIBC ero coctosHue yny4wiaetcsa (YMeHbLUAeTCsa 4YacTtoTa MnpucTynos
CTEHOKapann Hanps>KeHUs, yBENNYMBAETCHA TONIEPAHTHOCTb K (OU3NYECKON Harpys-
Ke), OQHaKO y Hero BCe elle COXpaHsAeTCs TOT Xe hyHKUMoHanbHbIn kKnacc UBC.
AHanorMyHo BedyT cebs Takme nokasaTenu, Kak CTeneHb apTepuanbHOn runep-
TEH3MM UM KNacc TSXKECTU CepAedHON HeJOCTAaTOYHOCTU: UX LUKasnbl USMEPEHUS
TaKOBbI, YTO COOTBETCTBYIOLLME OLEHKM 3anasnbiBatoT Npuv BbIABIEHUM OUHAMUKN
COCTOSIHWSI BONBHOrO Ha (POHE NeYeHus.

C opyrow cTopoHbl, UHTEpNpeTupyemMocTb (Interpretability) pe3ynstaToB 3a4ac-
TYO MOXET ObITb yNy4LlEeHa, ecnu NepenTn oT 6osee AeTalbHbIX LUKan OLEHKU
nokasarens K 6osee rpy6bim. [pyMepbl: KONMYECTBEHHbIE 3HAYEHUS YPOBHEN Tpe-
BOXXHOCTWN M OENPecCMBHOCTM MO LKanam onpocHuka HADS He Bcerga NMOHATHbI
Bpayam M nauueHTam, YTO BbI3bIBAET HEOOXOAMMOCTb «OrpybnAaTb» STU LUKasbI
ANSA MOSly4eHUsa OLEHKM nokasaTtenen Kak KIMHUYECKM 3Ha4YUMbIX, CYOKIMHUYec-
KMX MW HOpMasbHbIX. IMEHHO Ans yny4LleHUs MHTEPNPETUPYEMOCTUN Pe3ynbTaToB
N3MePEHNIA (U HE TONMBbKO MPU MPUMEHEHMM OMPOCHMKOB, HO N NPU PU3NKANTbHOM
o6cnefoBaHnUmM UM BbINOSIHEHNM NabopaTOPHbIX TECTOB) NPeAaraTca rpaHuubl
HOPMbI M3y4aeMbIX NokasaTenen n T. n.
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OpHako ¢ npefnaraeMbIM1 NMoporaMm HOpMbl He BCe 06CTOMT Tak NPOCTO.

MeTtoan4deckme npobaemMbl onpeaeneHns rpaHnL, HopMbl
CnepnyeT nog4vepkHyTb: ONpedeneHne Toro, 4To MOXHO CHUTaTb HOPMOW Ans He-

KOTOpPOro rnokasaTensi B KOHKPETHOM KIIMHWUYECKOM M 3NNAEMUONOrMHECKOM UC-
crnefoBaHum, He CBOGOOHO OT CEPbE3HbIX METOANYECKMX NPOBIEM.

MHorga MOXHO BCTPETUTbL ONpefeneHns, HeNOCPEACTBEHHO OCHOBaHHbIE Ha pe-
3ynbrartax NPUMEHEHWS CTaTUCTUHECKUX METOAMK K BbIGOPOYHBLIM pacrpeneneHu-
fIM nokasatens. Hanpmumep, B Ka4eCTBe rpaHuLbl HOPMbI UCMONL3YETCA NOPOroBas
TOYKa ONs BEpXHeEn KBUHTUM (T. €. 80%-9 OTpesHas To4YKa) UNn BEPXHEN KBapTu-
nu pacnpegenexus (T. e. 75%-a oTpe3Has To4ka). OgHako, ecnu 6bl BCce 3Ha4eHUs
nokasaresnen, HaxoasLWmecs 3a HEKOTOPbIM CTATUCTUHECKUM MPELENOM (CKaXeM,
3a 80%-/ OTPEe3HOM TO4KOW), paccMaTpuBanuCb B KayecTBe MaToNoOrnM4ecKux,
TO M pacnpoCTpPaHeHHOCTb BCEX COOTBETCTBYIOLLMX NaTONOrui okasanack 6bl oau-
HaKoBOW 1 cocTasnsna To4Ho 20%.

Kpome Toro, M3BECTHO, YTO PUCK Hann4ns 3aboneBaHns KOPPESIMPYET C Nnoka-
3aTensiMM MHOMMX KJIIMHUKO-NabopaTopHbIX TECTOB MO BCEMY OMana3oHy MX BO3-
MOXHbIX 3Ha4eHUI (T. €. NPV pa3HbIX MOPOroBbIX 3HAYEHMAX «HOPMbI»). Hanpumep,
B nNpegenax HopMasibHbIX 3HAYEHU YPOBHA OOLLIEr0 XOnecTepuHa puUck 3abonesa-
Husa IBC pasnuyaeTcs B HECKOMNbKO pas, eCNin CPaBHUBATb «BbICOKME HOPMasIbHbIE»
N «HU3KNE HOpMaJsibHbIE» 3HAYEHUS ATOr0 Nokasaresns. AHanorm4Hasa cuTyaums Ha-
6nogaeTca n B criydae gpyrux hakTopoB pucka cepaeyHo-cocyamcTbiX 3abonesa-
HWUA 1 cmepTn oT CC3: HanpuMep, Ans YPOBHSA CUCTONIMHYECKOrO U ONacTONNYECKOro
apTepuanbHOro faBeHns U T. n.

Takum 06pa3om, PaKkTUHECKN He CyLLECTBYET OQHO3HAYHOIrO COOTBETCTBUA MEX-
[y CTENeHbI0 CTAaTUCTUHECKON «HEOOLIYHOCTN» U3MEPEHHOIO 3HAYEHUS MOKa3aTens
W HanmMymeM COOTBETCTBYHOLLEro 3aboneBaHus. bonee Toro, HEKOTOPbIE KpanHue,
SIBHO HEOObIYHbIE 3HAYEHWS MOKa3aTeNsa MOryT — B Cllydae KOHKPETHOro 6051bHOro —
oKasaTbCs A4J1s HEro NpeanoYTUTENbHEE «0BbIYHbIX» 3HAYEHWUIA STOrO Nokasaress.

EcTtecTtBeHHO, cnepyeT obpawartb 0co60e BHUMaHWE Ha TO, ABNSIOTCS NN MNo-
[06Hble HEeOoOblYHble pe3ysbTaTbl U3MEPEHWUA BOCMPOU3BOAUMBIMK Y  AAHHOrO
60sbHOrO.

CwmelleHve (perpeccus) K cpegHemy

Y naumeHToB, NOY4MBLUNX HEOOBLIYHO HU3KUE UM HEOOBLIYHO BbICOKME pe3yrib-
TaTbl nabopaTopHbIX TECTOB, NPV MOBTOPHOM TECTUPOBAHMWU CredyeT OXuaaTb
COBUra pes3ynbTaToB K LIEHTPY pacnpeneneHmsa — K 6onee «cpegHuM» 3HaYEHUSIM.
OT0 ABNEHWE NONYy4nNo Ha3BaHWe perpeccumn K cpegHemy (Regression to Mean).

Mpu aTOM pesynbTaTbl NOBTOPHbIX U3MEPEHNA Y NOAOGHOro nauueHTta 6yayrT,
Kak nNpaBuio, NpMenNmXKaTbCa K «MCTUHHOMY>» 3HAYEHWUIO MoKa3aTens, T. €. K TOMy,
KOTOPOE MOXHO 6bIS10 6bl NOMYHYUTb MPU MHOrOKPaTHOM MOBTOPEHWUM U3MEPEHUS
y 3TOro nauumeHTa.

Mcxops n3 atoro, cnepyert npuaHath OnpaBaaHHOM NpakTUKy NMOBTOPEHUA na-
60paTOPHbIX TECTOB, PE3YNLTaThl KOTOPbIX OKa3anncb aHOMasIbHO BbICOKMMW Un
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HU3KUMMK, U MUCNOSIb30BaHUA 6oree I'IpaBﬂOI'IO,D,O6HOI'O pe3ynbrata NnOBTOPHOIo
TecTa B Ka4eCTBe UCTUHHOIoO 3Ha4eHns nokasarTessd.

Bapuaumsa v ee UICTOYHUKM
Pe3ynbrathl KNMHUYECKNX N3MEPEHMWIA OOHOIO M TOrO Xe ABNEHUSA MOTyT ObITb

pacnpefeneHbl B HEKOTOPOM AManasoHe 3Ha4eHUn — B 3aBUCUMOCTU OT YCIIOBUNA
NPOBEAEHNA ITUX N3MepeHUIA. [103ToMy, 4TOObI N36eXaTb OLLUMOGOYHbIX BbIBOLOB
N3 NoJOG6HbIX Pe3yNbTaToB, HYXXHO YYUTbIBATb BO3MOXHbIE MPUYMHbI UX Bapua-
uunu (Variation) B KOHKPETHOM CUTyauun, a Takxe oueHnBaTb abCoNTHbINA N OT-
HOCUTENbHbIN BKMaA KaXO0W U3 3TUX NPUYMH B OOLLIYIO Bapuauumio.

Moa obLen Bapmaumer NOHMMaeTCa CyMma Bapuaunin, CBA3aHHbIX C npouec-
COM U3MEepeHMA nokasaTtenisd, a Takke C BUONOrMY4eCKUMN PasnndmamMmn Mexapy
OTAENbHLIMU NHAMBUAYYMAMMW, Y KOTOPbIX BbINOMHATCA N3MEPEHUS, U BUONOrn-
YECKUMU U3MEHEHUAMU, MPOUCXOOSALLUMMUN B OPraHM3Me C TeHEHUEM BPEMEHN.

Takum 06pa3oM, OCHOBHblE WUCTOYHMKM HabNiogaemon Bapuauum 3Ha4eHUin
N3y4aemoro nokasartesis CBi3aHbl Kak C METOAOM U3MEPEHMA U3yHaeMbIX MoKa-
3aTenen (BKno4asa cpeacTea M3MepeHus u v, Npon3Boasiume 3TM N3MepeHus),
Tak U ¢ BUONOrNMYECKMMN NPUHMHAMMN, MOCKOSIbKY OHWM OTMEYalTCA Y Kaxnoro
KOHKPETHOro 06CNefyeMoro B CBsI3M C UIBMEHEHUSIMU B €0 OpraHname (B 3aBu-
CMMOCTW OT BPEMEHM U BHELLHMX YC/IOBUK), a TaKXe CBA3aHbl C BUOSIOrNM4ECKn-
MU pasnuyuuammn mexgy obcnegyembiMn, BKOHas 0COOEHHOCTU MeTabonuama
n np.

Ha6niopgaemble Bapnaumm onpeaenstot Aea pasHbiX TUna ownboK npu name-
pPeHNN KOHKPETHOro nokasartensi.

Cuctematmnyeckue n cnyvamHble OLUNOGKM N3MEPEHUN
B cTaTnuctMyeckom cMmbicrie, cuctemaTnyeckas oLunmbka n3aMepeHus nokasarte-

na (MHbIMM CNOBaMU — CMELLEHNE) — 3TO HEKOTOPOE OOHOHAaNpPaBfeHHOE OTKIIO-
HeHVe pe3yfbTaToB M3MEPEHUs nokasaTens, T. €. ero CUCTEMaTMYECKOe 3aBbl-
LLIEeHWEe Wnun 3aHmxeHune. MNpu aTOM BENMYMHA CUCTEMATUHECKON OLLIMOKK He 3a-
BUCUT OT 06beEMA BbIBOPKM.

Kak npaBuno, cuctematnyeckas ombka MOXeT ObITb OLeHEHa N faXe YMEHb-
LLeHa ellle Ha STane nnaHMpoBaHWUA UCCNefoBaHMA (C MOMOLLbIO CTaHoapTM3a-
UUN U3MEPEHUIN, KannbpoBKM NPUOOPOB U T. M.) N y4YTeHa BNOCNEACTBMM — NpU
aHanm3se pesynbLTaToB.

Kpome Toro, 0CHOBHbIE UCTOYHMKM CUCTEMATUYHECKUX OLLMOOK B KITMHUYECKMX
nccnegoBaHUAX XOpoLLO M3BECTHbI. MNpexae Bcero, 370 NOrpeLLHOCT BbIGOPKU,
Korga opraHmsaTop uccnegoBaHus 6bin HEOOLEKTUBEH NMpU pacnpeneneHmm o6-
crnepyemMbix Mo rpynnam CpaBHEHWSA, a TakxXe OLUMOKM N3MEPEHUS, KOraa B OQHOM
N3 rpynn naumeHTbl Nyylle onpenenstoT NocneacTBusA JIeHeHus, YemM B Opyroun.
34ecb nrpatoT CBOK POsib M OLUMOKM NamMsATH, U3-32 KOTOPbIX UCMbITYEMbIE B O4-
HOW rpynne TOYHee NOMHAT OTAeSIbHble COObITUSA, YeM B APYrOM, a Takxe adhdekT
nnauebo, T. €. NONOXUTENbHBIN 3PAEKT NpUeMa «NyCTbILKN» Y TEX UCTbITYyE-
MbIX, KOTOpble AyMatoT, 4TO OHU NPUHMMAIOT aKTUBHbLIN Npenapar.
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MoaTtomy cyuiecTByeT psg o6LLEeNnpPU3HaAHHbBIX CNOCO60B 6OPLOLI C cUcTEMAaTU-
YECKMMM OLLUMOKaMW, XapaKTepHbIX AN pa3HbIX 3TanoB nccnenoBaHus. Hanpumep,
Ha aTane oT6éopa B rpynny KOHTPOJA U OCHOBHYO rPynny UCcrenoBaHus aAns yMmeHb-
LLEHNSI POSIN TaKMX OLLUMGOK UCMONb3yeTCA paHaoMmn3aums, ctpatudmkaums, nog-
60p nap v gpyrve aHanorndHble Metodbl. Ha atane BmeluatenscTea unu Bo3gemn-
CcTBUS 3PEKTMBHBIM METOLOM 60PLObLI ABNAETCA Nnauebo-KoHTponb. Mpu 3ToMm,
MOHU3UTb CUCTEMATUHECKUNE OLLMOKM Ha 3Tane OLEHKM Pe3ynbTaToB NIEYEHNS Y OT-
AenbHOro 60NbHOro NPU3BaHbl PasfMyHble CNOCOO6bI «MaCKMPOBaHUS» YHaCTHUKOB
nccnepoBaHus: HanpuMmep, Cnenov NepekpecTHbIN NN OBOVHOW CNEnon MEeTop,
Ha3HadeHus1 npenapaTa v nnauebo.

Y710 KacaeTcsa Crny4anHOW OLUMOKW U3MEPEHUN (Opyroe ee HanmeHoBaHune —
pasbpoc), TO OHa XxapakTepuayeTcs OAMHAKOBOW BEPOATHOCTLIO 3aBbILLEHHOW MK
3aHWXEHHOW OLeHKM nokasaTens. BenuumHa cnyyanHom OLLIMOKM U3MEPEHNS KOH-
KPETHOro nokasaTens 3aBUCKT OT 06bema BbIOOPKM, a cama OLLIMOKa MOXET ObITb
oLieHeHa Ha aTarne aHanuaa pesynsTaToB.

CtangapTHas ownmbKa cpegHero 3Ha4eHnst Kak Mepa TOYHOCTH
Kak n3BecCTHO, B KQ4ECTBE XapaKTEPUCTUKM «MOSIOXKEHMSA» N3yHaeMOoro nokasa-

Tensi MOXXHO MCNONb30BaTb cpeaHee apudmeTndeckoe 3HadeHne (Mean, koTopoe
4acTo 0603HA4aT NPONUCHON NaTuHckon 6ykeson M), a Takxe megmnaHy pacnpe-
genenns (Me), mogy pacnpegenexus (Mo) 1 gpyrme napameTpbl pacnpeneneHus.

AHaNorM4yHo, B kKa4eCTBe MepPbI Cy4anHoro pasépoca nHaMBuayanbHbIX 3Ha4e-
HWIA HEKOTOPOIO NoKasaTesisi OTHOCUTESIbHO NapameTpa «MONOXKEHUs» (Hanpumep,
OTHOCUTENIbHO CPEQHEro 3Ha4YeHUsl) MOXHO WCMONb30BaTb CpedHee KeBagpaTu-
YecKoe OTKJIOHEHWE UM cpefHee abCoMOTHOE OTKIIOHEHWE, a TaKXe CcTaHdapT-
HYI0 OLLIMOGKY cpepHero 3HadeHus (Standard Error of Mean, koTopyto 4acto 0603-
HayalT CTPOYHOW NMaTUHCKON GYKBOM M) W Opyrne ctaTUcTUYeckue napamerpbl
pas6poca.

Mpu 3TOM CTaHQApPTHYIO OLUMOKY cpefHero 3HayeHus (BbIYMCNSEMYIO Kak pe-
3ynbTaT AeNeHUs CpeaHEro KBaapaTN4eCKoro OTKIIOHEHMSA Ha KBaapaTHbIA KOPEHb
N3 4Yncna U3MepeHnin) MOXHO MCMONb30BaTh B KAYeCTBE MepPbl TOYHOCTU cpefn-
Hero 3HayeHusi nokasaTens. PasymeeTcs, 30ecb MMEOTCA B BuAy rnokasaTenu,
XapakTep CTaTUCTUYECKOro pacnpefenieHnst KOTopbIX MOXHO cHuTaTb 6/IM3KUM K
HOpMasibHOMYy.

O4eBUOHO, YTO MOCNE BbLIYMCIEHNA CPEOHEr0 3HA4YeHWs MnokasaTens uccne-
foBaTeslb MOXET COXPaHUTb B MpeacTaBfISEMOM MTOrOBOM pe3ynbrate 6onblue
UM MeHblUe 3Havalmx umdp. Kak yaHaTtb, CKONIbKO MX HYXXHO OCTaBWTb, YTOObI
He «3aTEMHSATb» peasibHY0 TOYHOCTb OLEHKN CPeQHEro 3Ha4YeHns?

Y4ebHNKN No 6uocTaTUCTUKE npepnaraloT MCNonb3oBaTb OIS 3TOr0 OLMOKY
cpegHero 3HadeHus (T. e. Benu4ymHy m). OHa HENOCPEACTBEHHO 3aBUCUT OT 06b-
ema BbIGOPKU, T. €. YMEHbLUIAETCA NPU YBENUYEHUN YNCNA OTAESbHBLIX N3MEPEHUIA,
Tak 4TO BEMYMHA 3TOM OLUMOKM NO3BONAET PeLUnTb, Kakne LmMdpbl B 3anvcu Be-
NMYMHBI CPEQHErO 3HAYEHUS ABMAOTCA BEPHBLIMU, & KaKUe — COMHUTENbHLIMU UK
NPOCTO 6&CCMbICNIEHHBLIMN.
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MpuBegem HarnsaaHbI npumep. MNMycTb Npy N3MEPEHNN YPOBHSA CUCTONUYECKOTO
apTepuanbHOro faBfieHUs B HEKOTOPOW Fpynne My>X4uH B BodpacTe 50-59 neT 6b1510
Nony4eHo NpUeNM3NTENBLHO HOPMarnbHOE pacnpeneneHne nokasaTens co cpegHNm
3Ha4eHnem M = 146,718... MM pT.CcT. Kakne xe umdpbl HY>KHO OCTaBUTb B UTOMO-
BOW 3anu1cu 3TOro CpefHero peaynsrara, a Kakue cnegyet oTopocutb?

Ecnn, Hanpumep, owmbka cpegHero 3HadeHns pasHa m = 0,0267... Mm pT.CT.,
TO, 6YAy4n OKPYrNEHHOW OO0 cTapLuen 3Hadawlen umdpsbl (T. €. 4O COTbIX JONen)
oHa coctaBuT m = 0,03 MM pT.CT.

Takum ob6pas3om, owwmbka cpenHero MposiBNAETCA B pa3psife COTbIX OOSEN.
[MoaToMy 1 cpefHee 3Ha4YeHNE HY>XXHO OKPYrnUTb A0 COThbIX, T. €. 3anucatb UTOro-
BO€ 3HavyeHne M+m B Buae 146,72+0,03 mm pT.CT. [Mpn STOM HY>XXHO MOHUMATb, YTO
B 3anucu cpegHero 3HadeHus umdpsbl 1, 4, 6, 7 aBnA0TCA BEpHbIMK, a umdpa 2 —
COMHUTENBHON, MOTOMY YTO UMEHHO B 3TOM AECATUYHOM paspsge (B COTbIX AONSX)
nposiBfsieTcs owmbKa m.

Ecnn xe, Hanpumep, owmbKa cpegHero m okasanacb B AecCATb pas3 60sblue
n paBHa 0,267... (T. e. nocne okpyrnexHusa é6yget m = 0,3), To B 3anucn cpegHe-
ro 3Ha4YeHWs COMHUTESIbHAas uudpa NosBNAETCS YXe B paspsane OecaTbiX Oonen.
Torga npaBunbHas MToroeas 3anuck 6yget umeTb Bug M+m = 146,7+0,3 MM pT.
CT.

A ecnu owmnbKa cpegHero m okasanach eLle 60osbLue (4To 4acTo 6bIBaET, ecnv
YUCNO U3MEPEHUN HEBENUKO) N paBHa 2,67... (T. €. NOCNEe OKpyrneHus éyget m =
3 MM pT.CT.), TO B 3anncu CPeaHEero 3Ha4eH1Us COMHUTENbHaa umdpa nosiBnseTcs
yXe B paspsge uenbix eguHvu. Torga npasuibHas utoroeas 3anncb 6yaeT UMeTb
Bug Mxm = 147+3 MM pT.CT. (Npuyem B 3anucu cpegHero 3HadeHns 147 nocneg-
HAA undopa 7 — COMHUTENbHAR).

Takum ob6pasom, ecnu aBTop Nyéavkaumm nNpuBOauT peaynstat M+m B Buge
146,72+2,67 MM PT.CT., TO OH TEM CaMbIM Kak 6bl CKPbIBAET HEBbICOKYIO TOYHOCTb
N3MEpPEHNs, OCTaBMAS B 3anMCU CPEdHEro 3Ha4YeHUst He TONbKO COMHUTENbHYHO
unpy eguHnL, HO U COBEPLLEHHO BECCMbICIEHHbIE Ldpbl B paspsgax AecaTbIX
M COTbIX AONEN.

C opyron cTopoHbl, ecnu peadynstat M+m npuseneH B suge 147+0,03 mm prT.
CT., TO 9TO TaKXe HernpasBusibHO, NMOCKOSbKY OLUMOKA CPeQHEero 3Ha4eHns NosBns-
€TCA TONbKO B paspsige CoTbIX OONEN, M 3Ha4eHne M okasanoch CRULLKOM «3arpy6-
neHo». Ecnu xe Ha NpakTUKe nosly4mnoch Tak, 4To B NOAOOHOM Clly4ae 3HaveHune
M npw Bbl4MCNEHMAX TOYHO paBHO 147 MM PT.CT., TO NpaBUbHOM hopmMo 3anmcu
oynet 147,00+0,03 MM pT.CT. Takas 3anucb yKaxeT, YTO B CpegHEM 3HaYeHMM No-
KasaTensa MMeeTcs BepHas 3Havallas umdpa n nocne 3ansTomn.

PasymeeTcsl, pasnuyHble TUMbl KAMHUYECKUX WCCeAOBaHWA npefocTaBns-
0T pasHble BO3MOXHOCTU AN KOHTPOMA 3a CUCTEMATUHECKUMWU U CIyYaliHbIMU
owmnbkamu, T.e., (pakTnyecku, 3a TOHHOCTbIO UTOrOBbIX PE3YNLTaTOB U3MEPEHUIN
nokasaTenemn.

B 4acTHOCTM, paHOOMW3NPOBAHHOE  KOHTPONMPyEMOE  UccnegoBaHue
(Randomized Controlled Trial) — npn npaBuMnbHON ero opraHM3auun — NO3BONSAET
CBECTU K MMHUMYMY CUCTEMATUYECKME OLLUMOKU N YYECTb BENINYMHbI ClyHanHbIX
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OLLUMOOK. DTOT TUMN KITMHUYECKNX UccneaoBaHunii Hanbornee 65IM30K K KiacCu4ecKo-
My 9KCMEPUMEHTaNbHOMY UCCNEeAOBaHMWIO, AN KOTOPOro XapakTepHbl, Tak Ha3bl-
BaeMble, 3TaNIOHHble METOAbI TECTUPOBAHUS.

Ecnn e npoBoanMoe KIIMHUYECKOE UccneaoBaHMe OTHOCUTCA HE K TUMY paH-
AOMU3NPOBAHHbIX KOHTPOSIMPYEMbIX UCCIE[OBaHUIA, a ABMAETCA NPOCMNEKTUBHLIM
KoropTHbIM nccnegosaHmem (Cohort Study), To Ana Hero xapakTepHbl HEKOTOPbIE
OONONHUTESIbHbIE MCTOYHUKM CUCTEMATUHECKMX OLUMOOK (Hampumep, Ha 3Tane
hopMMpOBaHMA KOropT, a TakXXe BCIEACTBUE MUTpaLMM NaLMEHTOB B TEHEHME UC-
cnefoBaHus). TeM He MeHee, NPOCNEKTUBHOE KOrOPTHOE UCCIEQ0BAaHNE CHUTAET-
CA NYHLWMM BUOOM KIIMHUYECKMX UCCNeQoBaHWi ons Taknx CUTyaLuia, Korga Knac-
CUYECKUIA SKCNEPUMEHT HEBO3MOXEH (Hampumep, Npu uccnenoBaHnn GakTopos
puUcka, a Takxxe rnporHo3a 3abonesaHus).

PasymeeTcs, ona nay4eHus peakmx Mcxonos 3a6osieBaHUs B KOrOPTHbIX UCChe-
[OBaHMsAX NoTpeboBanock 66l HAbNAATE B TEHEHWNE OHEHb ANUTENBHONO BPEMEHM
6onbLune rpynnbl 06cnenoBaHHbIX. OBLWEN3BECTHBIN NpuMep — OpPeMUHrEMCKOE
nccnegosaHue, nposegeHHoe B CLUA onsa yctaHoBNeHUs cBA3M psaga haktopos
pucka c passutnem VIBC, korga B TeveHne 30 neT Habnoganu KoropTty, COCTos -
LLyto 6onee 4em U3 5 TbICAY YETOBEK.

Ecnn e KNMUHWYECKOe MUCCNenoBaHNE OTHOCUTCA K TUMY «CIy4an-KOHTPOSIb»
(Case-control study), ToO 0CO6EHHOCTM €ro opraHn3aumn (Npexxge BCero, HeCKOosb-
KO «UCKYCCTBEHHbIM» NOAoop rpyrnn CpaBHEHUS, a TakXe PETPOCNEKTUBHbIA Xa-
pakTep MCCefoBaHWUs, HE MO3BOMALNIA OOCTOBEPHO PErNCTPUMPOBaTb TOYHbIE
BPEMEHHbIE MHTEPBAsbl MEXAY COObITUAMKN) ONPEmENnsoT U BO3HUKHOBEHWE He-
KOTOPbIX XapaKTepPHbIX OLLUMOOK, OS5 yHeTa KOTOPbIX MPUXOANTCA NPUMEHATL cne-
umanbHble MeTodbl. TeM He MeHee, TakoWl TUM UCCNESOBaHUS XOPOLLO MOAXoauT
ONA U3yyYeHust pegKkux CobbITUI, Torga Kak B cnyyae paHgoMU3MPOBaHHOMO KOHT-
pONMpPyeMoro uccrnefoBaHus Unn NPOCNeKTUBHONO KOFrOPTHOrO UCCreaoBaHus 310
notpeboBano 6bl ropas3fo 60NbLUMX BPEMEHHbLIX U PUHAHCOBLIX 3aTpar.

Pa3ymeeTcs, nocne onpegeneHns Toro Tuna KNMHMHYECKOro nccrnenoBaHus, Ko-
TOPbI 6YOET NPUHAT B KOHKPETHOM Clly4Hae, opraHM3aTopy notpebyeTcs BbISCHUTD,
CKONbKO (MUHMMArbHO) NaUMEHTOB AOMKHO ObITb BKJIKOYEHO B IPynnbl CPaBHEHUS,
YTOObI MO 3aBEPLUEHNM UCCNESOBAHUSA MOXHO ObINIO paccymUTbiBaTh Ha CTaTUCTU-
Yecku 3Ha4uMble pesynbTaTtbl. bBonee Toro, NoTpebyeTcs BbiI6paTe OQHY U3 npoLe-
Oyp paHoomMusauum (ctpatudmkaumm), 4Tobbl 06eCneynTb OAMHAKOBYIO CTPYKTYPY
rpynn cpaBHEHUS NO PSAY BaXKHbIX MPU3HAKOB (C y4ETOM UX KOMOMHAUNR).

PaccmoTpuM BbilleHa3BaHHble 3afadn 6onee nogpobHO W Ha HarnsgHbIX
npumepax.

[MnaHupoBaHWe HEO6XOONMbIX PA3MEPOB rPynn CpaBHEHUS
HecoMHeHHO, KaxOoMy MCCnefoBaTeslo elle Ha aTane MaHUpPOBaHWUs Kiu-

HMYECKOro uccrefoBaHus None3Ho UCMOoNb30BaTb HEKOTOPbIE MPOCTbIE METOAbI
pacdeTa TpebyeMoro obvema rpynn CpaBHEHWs, NMpU KOTOPOM ob6ecnevmBaeTcs
nonyyYeHne CTaTUCTUHECKM 3HAYUMBbIX PasfMUMiA MeXay HacToTamn OXuOaembix
COObITUI (B KOHTPOMBbHOM M OCHOBHOM rpynnax COOTBETCTBEHHO).
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B yacTHOCTW, ecnn nnaHupyeTcs caenatb 06e rpynbl CpaBHEHUA OOUHAKOBbI-
Mu (no N o6cneqoBaHHbIX B KaXXKOoOW M3 OBYX rpynn), a 4actota ndyyaemoro no-
kasarens (Hanpumep, ncxoga 3aboneBaHusa UM Hanmyua akTopa pucka) npea-
nonaraetcs pasHon P.% ogHon rpynne cpaBHeHus 1 P,% B apyroi, To Ans nony-
YeHUs 3HAYMMOro pasnnMyuna Mexay ykasaHHbiMu Hactotamu P % u P,% HyxHo,
4yTO6bI Yncno N 06CcneqoBaHHbIX B KaXXAOM U3 ABYX rpynn 6bIs10 HE MEHbLUE, YeM
pes3yneTaT BblUMCNEHMS MO cnegytowen opmyne:

N=05.%*.(P,+P,).(200-P,-P,)/ (P, -P,)?

34echb y2 — 370 3HadeHue «Xu-kBagpat» Kputepus NMupcoHa, KOTOpoe paBHO
3,84 onsa cny4as cTaTUCTUHECKON 3Ha4YMMOCTW pasnmynin Ha ypoBHe 95% (T. e. p
< 0,05). Ecnn xe uccnepoBartesb X04eT AOOUTLCA 3HAYMMOCTU Pas3nNnynsa 3TUX
Xe 4acToT P.% n P,% Ha 6ornee BbICOKOM ypoBHe 99% (T. e. npu p < 0,01), T0 oH
OOIMKEH NOACTaBUTb B BbILLENPUBEOEHHYIO (DOPMYIY 605ee BbICOKOE 3HAYEHME ¥ 2,
paBHoe 6,64. A 4TOGbI Te Xe camble P.% n P,% pasnuyanucb Ha ypoBHe 3Ha4u-
MocTh 99,9% (T. e. npu p < 0,001), B Ka4ecTBE 3HAYEHUS ¥ B 3Ty XE camyto pop-
Myny crniegyet nogcTtasutb Yncrno 10,84.

MpuBegem npumMep MCNoNb30BaHUA yka3aHHOW chopMysbl NS pacyeTa Tpedy-
€MOro 4yucrna o6cnefoBaHHbIX B KaXOOW M3 OBYX rpynn CpaBHEHUS O HEKOTO-
PbIX KOHKPETHbIX YacTOT M3yyaeMoro nokasarens. [ycTb, ckaxem, nnaHupyetcs
3a CHET U3y4aemoro Bo34enCTBMA Ha DOHE NeYEHUs CHU3UTb YaCcTOTY HEKOTOPbIX
HebnaronpusATHbIX MCXOAOB TeyeHus 3aboneBaHus ¢ 35% B KOHTPOMbLHOW rpyni-
ne no 20% B ocHoBHOM rpynne. Takum o6pasom, P, = 35%, a P, = 20%. Toraa
AN TOro, 4To6bl NOJOOHOE CHMXKEHWE 0Ka3anoCb CTaTUCTUHECKM 3HAYUMbIM MPU
p < 0,05, B Kaxxayto U3 OByX rpynn CpaBHEHUS HY>XHO BKNIOYUTL 6onee, Yem

N=0,5, 3,84, (35 + 20), (200 — 35 — 20) / (35 — 20)? = 69 4yenosekx.

Ecnu HyxHo, 4TO6bI 3TU Xe camble YacToTbl P, = 35% un P, = 20% pasnuyanuce
6onee 3Ha4MMO (Hanpumep, Ha ypoBHe p < 0,01), To Heobxogumoe uuncno N obcne-
AOBaHHbIX B K&XXO0W U3 ABYX rpynn CpaBHEHUS LOSMKHO NPEBbILLATD:

N=0,5,6,64. (35 +20), (200 — 35 — 20) / (35 — 20)2 = 118 yenosex.

A ecnv BKIIOUNUTb B K&XXAYIO U3 OABYX FPynn cpaBHEHUS 60sbLIe B0MNbHbIX, YEM

N=0,5,10,84, (35 + 20), (200 — 35 — 20) / (35 — 20)? = 192 yenosekKa,

TO Te Xe caMble OXXNOAaeMble HaCTOTbl HEGNAaronPUATHBIX NCXOO0B TeYEHNs 3a-
6onesaHus (35% n 20%) 6yayT pasnu4aTbes yxe Ha yposHe p < 0,001.

Monyyaemble C MOMOLLLIO MpUBEAEHHON (DOPMYNbl HEOOXOAMMbIE pPa3Mepbl
rpynn cpaBHEHUs ONS KMMHUYECKOro UCCNefoBaHusa ykasbiBaloT TO 3HadeHune N,
MEHbLLIE KOTOPOro UccnegoBartesib He OOMKEH BKOYaTh B KOHTPOSbHYIO 1 OCHOB-
HYIO FPyNMbl CPaBHEHWS, €CIIN OH XO4ET, YTOObl OXnaaemble HacToTbl P.% n P,%
pasnu4anncb CTaTUCTMYECKU 3Ha4YMMO. PasymeeTcs, Ana HageXXHoCTW Bceraa nyd-
e HECKONbKO YBENUYNTbL pearibHbI 06beM KaXOoW Fpynnbl CPaBHEHMUS, XOTSA 3TO
MOXEeT U He MOHaao6uTLCA, ecnu akTu4eckme 3HaqeHna P, n P, okaxyTtcs 60-
nee «6naronpuAaTHLIMU>» A5 NOMYyYeHUs OOCTOBEPHbIX Pasnnyuii: Hanpumep, OHU
coctaBssAT He 35% 1 20%, a 37% n 19%, T. e. haKTMHeCKMe pasnmynusa OKaxyTcs
6onee cepbe3HbIMU, YEM ITO OXMOANOCh OO HaYana UccnegoBaHus.
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Heo6xoanmMocTb paHgomusauun (ctpatudukaumm) MCXOOHOro MaTtepuana
uccnenoBaHus

OpHako coBepLIEHHO HEBEPHO 6bIno 6bl QyMaTb, YHTO caMo Mo cebe BKIIoYeHne
B rpynnbl CPaBHEHUS [OCTATOMHOrO Ymcna 60nbHbIX cAenaeT NpaBoOMEPHbIM CpaB-
HeHWe pe3ynbTaToB, NOJMYHYEHHbIX B 3TUX rpynnax. Heo6xoanmo obecneynts ogn-
HaKOBYIO CTPYKTYPY CpaBHMBAEMbIX FPYMM He TOMbKO MO OTAENbHLIM CYLLECTBEH-
HbIM nNokasaTensaMm, HO M MO pasfnM4HbIM KOMOMHALMAM Taknx nokasartenen. lopg
CYLLIECTBEHHBIMU MOKa3aTeNnaMn cCnegyeT NnoHumaTtb Takue, KOTOpble CMOCOGHbI
oKasaTb BblpaXXEHHOE CaMOCTOSTENbHOE BIUSHWE HA MU3yyYaemMoe siBfieHne (0Cco-
6EHHO B COYeTaHMn C OPYyruMn HanuyecTByOLWMMU dhakTopamu), T. €. UCKa3UTb
pe3ynbTaTbl CPaBHEHUS KOHTPOSBLHOW U OCHOBHOW Ipymnbl, EC/IN CTATUCTUYECKNE
XapakKTepPUCTUKKN (HanpUMep, YaCcTOTbl BbISBIIEHWS, CPEOHWUE 3HAYEHUS U T. N.) 3TUX
nokasaTesnen 3Ha4YUTENBHO Pas3nNn4aloTCs B CpaBHMBaEMbIX rpynnax 60MbHbIX.

VIMEHHO Takme nokasaTenu OOSMKHbI 6bITb BKIHOYEHbI B CMIUCOK paHOoMU3MpYy-
owmx (ctTpatmduumnpyowmnx) akTopos 1 y4acTBOBaTb B COOTBETCTBYIOLLEN paH-
AOMN3aLNOHHON CXeMe eLLle Ha aTane hopMUpoBaHUS rpynn 605bHbIX, CPaBHEHNE
KOTOPbIX NIIaHUPYETCA MO pe3ynbraTaM UCCIe[oBaHums.

Ecnn, Hanpumep, n3y4vaeTcs AMHaMMKa TeHEHMS 1 NPOrHO3 OCTPOro MHdapkTa
MuokKapga B ABYX rpynnax 60nbHbIX, NOnyyalLlwmx pasHble 6eTa-agpeHo61oka-
TOPbl, TO TaKMe OOMOSIHUTENbHbIE (DAKTOPbI, KaK HaNMyne BbIPaXKEHHOIO CTEHO-
3a KOPOHAapPHbIX apTepUn N HanmMyne HapyLleHUI CBEPTbIBaHUSA KPOBM (BbICOKas
CBEPTLIBAEMOCTb U CBSi3aHHasA C 3TUM HaKJIOHHOCTb K CMOHTaHHOMY TPOM6006-
pa3oBaHWI0) MOryT NOTEHUMPOBATbL BAMAHME APYr Apyra npu Mx 0gHOBPEMEHHOM
Hann4mm, 4To NPUBERET K YBENMYEHNIO pUcka NOBTOPHOro VM.

MosTomMy MpW COMOCTaBIEHUN UCXOZHOIO COCTOSHWUS GONbHLIX B CpaBHWMBA-
€eMbIX rpynnax COBEPLLUEHHO HEOOCTATOYHO yKasbiBaTb, Y4TO 4acToTa KaXKgoro
N3 3TUX OBYX (PaKTOPOB N0 OTAENbHOCTM Obifia COBEPLLUEHHO OAMHAKOBOM B 06enX
rpynnax.

Befb npv 3TOM MOIN0O 0KasaTbCs Tak, YTO B OQHOW U3 rpynn 6bI510 MHOMO 605b-
HbIX C COYETaHMEM 060MX HEONArONPUATHBLIX (DAKTOPOB, TOrAa Kak B Apyron rpyn-
rne BCe Cfly4aun BbICOKONM CBEPTLIBAEMOCTM KPOBM MMESNIN MECTO TONbKO Y 6OSIbHbIX
6€e3 BbIPaXXEHHOIO CTEHO3a KOPOHAPHbIX apTEPWUA, a BCE Cly4aun BbIPaXXEHHOro
CTEHO3a COYETaNIMCb C HOPMasbHbIMW OaHHbIMU CUCTEMbI CBEPTLIBAHUS KPOBU
(pesynbratamu TpomboanacTorpadum, koarynorpadum n gp.).

Torga MeXrpynnoBble pasfmMyMa B 4HacToTe Clly4aeB MOBTOPHOIO MHGapKTa
MUoKapaa Henb3s 6b110 6kl accoumMmMpoBaTh C NPUMEHEHNEM Pa3HbIX METOLOB fe-
YeHWs1, NMOCKONbKY CEPbE3HOE HEKOHTPONMPYEMOE BIIMSIHWE HA MPOrHO3 TeYeHUs
3a60s1eBaHNS MOTO OKa3aTb KyMYNSATUBHOE BO3AENCTBME BbIPAXXEHHOrO CTEHO3a
KOPOHAaPHbIX apTEPUN U MOBbLILLEHHOM CKIIOHHOCTU K TPOMO006pa30BaHNIO B OA-
HOW 13 rpynn 605bHbIX.

MHbIMK cnoBamu, Ans NpoBEAEHMSA afeKBaTHOrO COMOCTaBEHNS PasHbIX rpynn
60NbHbIX B AMHAMUKE HEOO6XO0AMMO BbINO 3apaHee (eLle Ha aTane hopmmpoBaHms
CpaBHMBaeMbIX rpynn 60MbHbLIX) rapaHTUpoBaTb TO, YTO He 6ydeT pasnuyarbcs
CTPYKTYypa rpynmn no pasnn4HbiM KOMOUHaLMAM HeEGNaronpuATHbIX (DaKTOPOB.
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Bonee Toro, gaxe npu Hegoy4eTe OOHOro-eAMHCTBEHHOMO BaXKHOro chakTopa
pesynbTaThbl MCC/IeQOBaHUSI MOXET OKa3aTbCsl HEBO3MOXHO MHTEpnpeTupoBaTb
0[HO3Ha4YHO.

[Npumep CTPYKTYPHOM HECOrnacoBaHHOCTM MaTtepuana npuv  OTCYTCTBUM
paHgommsaumu

MpounniocTpupyeMm nogobHY0 HeCcornacoBaHHOCTb, KOTOPOW MOXHO O6bIfio
6bl NNerko n3bexarb, MPMMEHAS NOAXOAALLYI0 PaHAOMU3ALMOHHYIO CXEMY Ha 3Tane
hOpPMUPOBAHUS CPaBHMBAEMbIX FPYrn 60MbHbIX.

Hanpumep, B ogHou rpynne n3 2000 6onbHbIX AlT oueHmBanacb apdeKTuB-
HOCTb HEKOTOPOro AABHO MPUMMEHSIEMOrO aHTUIMMNEPTEH3UBHOMO NpenapaTta, a B
apyrow rpynne, Takxe BkntodasLen 2000 60nbHbIX AT — 3¢hheKTUBHOCTL HOBOIO
npenapara.

Monyunnocek Tak, 4To y 60MbHbIX C 60NbLUEN AaBHOCTbIO 3abofeBaHus (M1, COOT-
BETCTBEHHO, C HECKOJIbKO 60NbLUEN BblpaXXeHHOCTb0 Al') HAMHOro Yalle HasHa4va-
N U3BECTHBIN NpenaparT, Toraa Kak y 605bHbIX C HeaBHO BbisBieHHOW Al” nmencs
NPOTUBOMOJNOXHBIN «MEePEeKOC»: Tam Yalle Ha3Ha4anM HOBbIN Npenapar.

MNopo6Has HecornacoBaHHOCTb Morna 6bITb CNeOcTBMeM TOro, YTo MUccneno-
BaTENM «MOLUN Ha NOBOAY» 60JIbHbLIX, KOTOPbIE OABHO Y>Ke IEHYUTUCL N3BECTHbLIM
npenaparoM, 4EMOHCTPMPOBANUN NPUBEPXEHHOCTb K HEMY U TEM CaMbIM MOBNSAN
Ha peLUeHNe OpraHM3aTopoB BKIIOYUTL UX MMEHHO B TY rpynny G0SbHbIX («KOH-
TPONbHYIO»), TA€ UM Ha3Ha4YMnun 3TOT TPaZMUMOHHBIV npenapart. A «HegaBHUM»
60nbHbIM Al™ erye ygaBanoch Ha3HavyaTb HE3HAKOMbIA MM Npenapar, Tak YTo ans
HPOPMUPOBAHUS PaBHbIX MO 06beMy rpynn 60sbHbIX (T. €. Ha KaXA0M U3 OBYX npe-
napaToB) opraHmM3atopam MNpPULLNIOCh Y Takux 6OMbHbIX MONTU Ha NPOTMBOMONOX-
HbI CTPYKTYPHbIV NepeKkoc.

M xoTa Kputepumn 3pHeKTUBHOCTN NieHeHUs Obinn BNOSHE adeKkBaTHbIMU (OHK
YyUnTbIBaNM pasHble LeneBble 3HadeHus AL npy Hanu4Mu unmu OTCyTCTBUWU ca-
XapHoro guabeTa, a TakxXe BKIYanu perucTpaumuio nosiHOM M HacTUYHOW HOp-
Manusauun A Ha ¢oHe neveHus 1 Np.), NonyyYeHHble pe3ynbTaTbl OKa3anuchb
NPOTUBOPEUMNBBLIMMN.

BOT KOHKpETHbIE UNpbI (OKPYrNeHHbIe Ans HarnsggHOCTH):

1). «TpagnuunoHHbIn» npenapat nonyyanu 1600 60nbHbLIX ¢ 60n1ee AnNUTENbHbIM
3aboneBaHneM B aHamHe3e n Bcero 400 YenoBek, Yy KoTopbix Al 6b11a BbifBEeHa
HegaBHo. HoBbI Npenapat, Hao60poT, nony4danu Tonbko 400 60nbHLIX C 6onee
AnvTenbHbIM 3a6onesaHnem 1 1600 4enoBek, y KoTopbix Al 6bina BbiSBEHa He-
AaBHoO. Taknm 06pas3omM, 06e rpynmnbl 60s1bHbIX BKNtoYanu no 2000 4enoBek, ogHaKko
CTPYKTYpa Ka>kaom rpynnbl No gaBHocTH 3abonesaHusa AlT okazanacb COBEPLUEHHO
pasHoMn.

2). MNpn «gaBHen» Al acbdheKTUBHOE NeveHne TpaguLMOHHbIM NpenapaTtom oT-
Me4eHo y 400 605bHbIX 13 1600 (25%), a NeYeHe HOBbIM NpenapaToM okasasnoch
appekTnBHO y 80 13 400 60MbHbIX (20%, YTO 3HAYMMO MEHbLUE, YeM OS5 Tpaau-
LMOHHOro npenaparta, npu p < 0,05).

3). Mpwn «HepaBHen» Al achpeKTMBHOE NeveHne TpaguuMOHHbLIM npenapaTom
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oTMe4eHo y 200 60nbHbIX 13 400 (50%), Tor4a Kak feyeHue HOBbIM npenapaTom
okasanocb apekTnBHO y 720 n3 1600 605bHbIX (45%, YTO TakXe 3Ha4MMO MEHb-
e, 4em ong TpaamMumoHHoro npenapara, npu p < 0,05).

4). Takum o6pas3om, Bpoae 6bl MOXXHO ObINI0 KOHCTATUPOBATb, YTO HOBbLIN Npe-
napat OOCTOBEPHO MeHee 3hPEKTUBEH, YEM TPAAMLMOHHO MPUMEHSIEMbIN, Kak
y 60nbHbIX C 6onee aasHen AlT, Tak 1 B rpynne, rge 3aéonesaHue 6bIno BbISBEHO
HepnasHo. [Mpu 3ToM 60MbHbIE € 60SbLUEN AAaBHOCTLIO 3a60NeBaHNA B LIESIOM Xa-
pakTepM3oBanmcb MeHbLLen 3EKTUBHOCTLIO Ne4YeHns, YeM 6OMbHblE C HEAABHO
BbisiBNEeHHOM Al

5). OgHako, ecnv NOCMOTPETb CyMMapHble Lndpbl SMPEKTUBHOCTU NEYEHUS
o6oumMM npenapaTamu, To okasbiBaetcs, 4To n3 2000 605bHbIX, NOy4aBLINX Tpa-
OVLMOHHBIV Npenapar, rmnoTeH3BHbIN 3PdeKkT oTMedanu y 600 60nbHbIX (BblLLe-
yKagaHHble 400 cny4daes a(pheKTUBHOIro neveHns cpeam nuy, ¢ gasHen Al n 200
cny4aeB cpeam 60nbHbIX ¢ HegasHen AlN). A BoT 13 2000 60MbHbIX, NONyYaBLUNX
HOBbIN NpenapaTt, adhdekTMBHOE neveHne nmeno mecto y 800 601bHbIX (T.e, CO-
oTBETCTBEHHO, 80 cny4aeB cpean nuy, ¢ gasHen Al n ewe 720 cny4aes cpegu
60nbHbIX C HegaBHen Al).

MonyyaeTcs, 4To B Lenom (6e3 yyeta aBHOCTU 3aboneBaHuns) aPEeKTUBHOCTb
aHTUrMNEepPTEH3MBHOIO Nie4eHna HOBbIM npenapaTtom coctasnsana 40%, a aHano-
rMyHas adh(PeKTUBHOCTb TPAAMLMOHHOIO neyeHns — Tonbko 30% (pasnuymsa 3Ha-
4numbl Npu p < 0,001, T. e. HOBbIV NpenapaT He MeHee, a 6onee SPPEKTUBEH, YEM
TPaaNLUMOHHO NPUMEHSAEMBIN).

KOHEYHO, BbILLEONUCAHHBIN NPUMEpP OS5 HArNS4HOCTU CUBHO YAPOLLEH, HO OH
SICHO OEMOHCTPUPYET, YTO Npu hOpMUPOBAHUN TPYNN CPaBHEHUSA OONbHbIX He-
pasyMHO 06xoguTbca 6e3 paHgomudauuun (ctpatudukauumm), obecneynBaroLLen
WOEHTUYHOCTb 3TUX CPaBHMBAEMbIX Fpynn — C y4EeTOM KOMOWHAUMA Takmx Oo-
NOMHUTENbHBIX BaXHbIX (PAKTOPOB, KOTOPbIE OKAa3bIBAIOT COOCTBEHHOE BAUSHUE
Ha oXugaemble pesynbTaTbl UCCNEOOBaHNS.

[Mpumep paHOOMU3ALNOHHON (CTPaTUNKALMOHHOW) CXEMbI

MpuBepem oavH M3 NPUMEPOB CXEMbI paHgoMu3aummn (Mnu cTpatndukaumm),
KoTopas npu3BaHa obecrne4vmTb HOPMUMPOBAHME OBYX PaBHbIX MO YUCIIEHHOCTU
rpynn 60nbHbIX (KOHTPONBHOM M OCHOBHOWM), HA Martepuasne KOTopbIX npegnona-
raetcs cpaBHUTb 3MMEKTUBHOCTL NPorpamMmbl 06yHeHns 6onbHbIX AlT no 6opbbe
C TakuMun hakTopamm pucka, Kak Hannune abaoMMHanbHOro OXXMPEHUSA U rvnep-
xonectepuHemusi. COOTBETCTBEHHO, B KaXAyl0 U3 OBYX Ipynn cpaBHeHus 6yayT
BKItoYaTbca 60nbHbie AlT (1-1 nnn 2-n ctenenn), 0683aTeNbHO UMEKOLLME Ha MO-
MEHT BKITHOHEHMS a6a0MMHANIbHOE OXMpPEHNe (HO pasHbii yPOBEHb O6LLErO MHAEK-
ca Maccbl Tena) U ypoBeHb O6LLEro XonecTepmHa He MeHee 4,5 MMonb/1.

B kayecTBe paHOOMUIMPYIOLLMX (PaKTOPOB MOXHO BblOpaTb, Hanpumep, cTe-
neHo Al (1-9 nnn 2-4), MHOEKC Macchl Tena — Kak nokasaTefnb Hanm4ms unm oT-
cyTcTBUS 06Lero oxupenus (T. e. UMT meHee 30 kr/m2 — nnu, Hao6opoT, UMT =
30 kr/m2 1 6onee), a Takxe ypoBeHb OXC (MeHee 6 MMOSb/N — nnn, Ha06opoT, 6
MMOnb/N 1 6onee).
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Taknum 06pas3om, TpU BbILLEONUCAHHbLIX hakTopa o6ecnevmBatoT Hann4me BoChb-
MW Pasnn4HbIX KOMOBMHAUNMA — T. €. BOCbMU «BUPTYasibHbIX» PaHAOMMU3ALMOHHBIX
rpynn, pasnuyaroLmxca XoTs 6bl N0 OQHOMY M3 Tpex hakTopoB. BupTyanbHbiMu
MX MOXHO Ha3BaTb MOTOMY, YTO haKTMYECKM STU BOCEMb rpynn 6yayT cyLiecT-
BOBaTb TOSIbKO «Ha BGymare», obecrneumBas nNpu 9TOM MO XoAy Habopa 6O0NbHbIX
B MCCNefoBaHMe NpoLEeCC afekBaTHOro (oOpMMPOBaHNS BCEro ABYX rpynn 605b-
HbIX — KOHTPOMbHOW U OCHOBHOM (OAHaKO — C y4ETOM TPEX BblOPaHHbIX paHooMU-
3npyoLLnx hakTopos).

Kak 370 ocyuiecTBnsgeTcs Ha npakTnke? JoctaTo4HO 3aroToBUTb 8 YNCTbIX NIUC-
TOB 6ymaru (Mnum, COOTBETCTBEHHO, 8 NMMCTOB Tabnuubl B nporpaMmme Excel) n ozar-
NaBUTb 3TU NINCTbI C Y4ETOM KOMOMHALIMM PaHOOMU3NPYIOLLMX (haKTOPOB.

Torga 3aronoBkoM 1-ro nucta 6yget: «pynna 1: 6onbHble Al 1-i1 cTeneHn,
¢ UMT meHee 30 Kr/M? 1 npu ypoBHE 06LLErO XONecTepuHa meHee 6 Mmonb/n (0a-
Hako He MeHee 4,5 MMOrb/N, NOCKOSbKY Takon YPOBEHb Obifl BbIGPaH B Ka4ecTBe
06A3aTeNbHOro ANs BKAOYEHMA 6ONbHbLIX B UCCNegoBaHue).

3aronoBok 2-ro nucta: «pynna 2: 6onbHble AlT 1-i1 cteneHn, ¢ UMT meHee
30 Kr/mM2 1 Npu ypoBHe 06LLEro xonectepmHa 6 Mmosb/n u 6onee (T. €. 2-9 paHgo-
MU3aUMOHHasA rpynna oT/IM4aeTcst OT NEPBOM TONMbKO MCXOOHbLIM YPOBHEM O6LLIErO
XOnecTepuHa).

3aronoBok 3-ro nucta: «fpynna 3: 6onbHble Al 1-i1 cteneHn, ¢ UMT 30 kr/m?
1 6onee, HO Npu YPOBHE O6LLIEr0 XonecTepmHa MeHee 6 Mmonb/n (T. €. 3-a paHgo-
MMU3aLMOHHas rpynna oTnn4aeTcs OT NEPBON TONMbKO UCXOAHbIM ypoBHEM UMT).

3aronoBokK 4-ro nucta: «[pynna 4: 6onbHble Al 1-i1 cteneHn, ¢ UMT 30 kr/m?
n 6onee, Npu ypoBHe 06LLEro xonectepmHa 6 Mmons/n n 6onee (1. e. 4-9 paHOo-
MU3aLMOHHan rpynna otnn4aetcs oT nepeomn u yposHeMm UMT, n ypoBHeM 06LLErO
XOnecTepuHa).

OcTaBlumecs 4eTbipe paHOOMU3AUMOHHbLIE TPYNMbl POPMUPYIOTCA MO aHa-
NOrMYHOM cxeme, HO ansa 6onbHbIX ¢ Al 2-1 cTeneHn Ha MOMEHT BKIHOYEHUS
B MCC/le[oBaHueE.

Takum 06pa3om, nocnepHsas, 8- «BUpTyanbHas» paH4OMM3aLMOHHas rpynna
6ynet umetb 3aronoBok: «Ipynna 8: 6onbHble AlT 2-1 ctenenun, ¢ UMT 30 kr/m2
n 6onee, Npy ypoBHe 06LLEro xonectepmHa 6 Mmons/n n 6onee (1. e. 8-9 paHao-
MU3aLMOHHas rpynna oTnmyaeTcs oT 1-1 rpynnbl U cteneHsto All, n yposHem VIMT,
N YPOBHEM O6LLErO XONEeCcTeEpPUHA).

Kakum e o6pa3oM 6ygyT MCMNOMb30BaTbCs 3TN BOCEMb BUPTYasbHbIX FPymn
npun Habope 60nbHbIX AT B nccnegoBaHne? O4eHb NPOCTO: NEPBbLIN Xe 60NbHON,
nonagaroLunin no kKoméuHaumm ceoero xonectepuHa, UMT u ctenenn Al B nobyto
KOHKPETHYIO paHOOMMW3ALUMOHHYIO Fpynmny, aBTOMaTUHECKN OOMKEH ObITb BKITHOYEH
B KOHTPOJSIbHYIO rpynny obLiero uccnegoBaHms. Ho Kak TONbKO B 3Ty e paHpo-
MUW3aLMOHHYI0 rpynny nonageT BTOPOW YeNOBEK, OH AOMKEH 6biTb BKIHOYEH B OC-
HOBHYIO rpynny nccnenoBaHus. Yepes HEKOTOPOE BpPeMsi N0 Mepe npuxoga 605b-
HbIX (MonagjamwLmx B Apyrve paHooMU3auMoHHbIE TPYNnbl MO TaKOMY Xe npaBu-
ny) B 3Ty € KOHKPETHYIO paHAOMU3ALMOHHYIO rpynny nonaget TPETUA No CHETY
6ONbHOM — CHOBA «KOHTPOJSIbHbIN». YeTBEPTbIN 6OMLHON C TEM XXe HAabopoM Tpex
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paHaoOMM3NPYIOLLNX haKTOPOB — CHOBA «OCHOBHOM», 1 T. A.

Takum o6pa3oMm, kaxgas U3 BOCbMU «BUMPTyasbHbIX» PaHOOMWU3ALMOHHBLIX
rpynn o6ecrne4vmnT K KOHUY MCCrenoBaHna OQUHAKOBOE MOCTYMNIIEHNE CBOUX 6OSb-
HbIX (T. €. UMEIOLLINX OOHY M TY XK€ KOHKPETHYHO KOMOMHALIMIO TPEX PaHLOMU3NPYHO-
LLMX haKTOPOB) 1 B KOHTPOJIbHYIO, M B OCHOBHYIO MPynMbl UCCNEAOBAHUS.

EcTecTBeHHO, HEKOTOpble KOMOMHaUMKM Tpex (hakTopoB 6yayT BCTpe4aTbes
Yaie, 4eMm apyrue (T. e. nepeyeHb 60MbHbIX HA OQHOM M3 BOCbMU JINCTOB OKaXET-
ca 6onee OIMHHbLIM, YEM Ha OpyroMm nucte). Ho npu aToM cxema paHgomMusauuu
No3BONSAET 06eCNeYnTb TO, YTO AN KaXKAOM KOMOMHauMm hakTopoB POBHO MOMO-
BMHA HOCUTENEN 3TON KOMOBUHALIMM CTAHET «KOHTPOSIbHbIMW» BONbHBIMKU, a Apyras
NosIoBMHA — «OCHOBHbLIMU» .

3.1.2. «3onoTon ctaHAapT» U MHPOPMATUBHOCTb KITMHUYECKOro
TecTa

Kak npasuno, oLeHka NHPOPMAaTUBHOCTU KITMHUYECKUX (B HACTHOCTU, AnarHoc-
TMYECKNX) TECTOB OCHOBaHa Ha CPaBHEHMM UX PE3YNLTATOB C PE3YNLTAaTOM HEKOTO-
poro TOYHOro cnocoba onpefeneHns Hanuunsa Unu oTCYTCTBUA 3aboneBaHns (Mnu
hakTopa pucka 1 T. M.), T. €. C HEKOTOPbIM MokKasaTtesieM, 3acny>XXmBatoLmm nos-
HOro pgoBepusa uccneposartesniei. YkasaHHbIA TOYHbIA cnoco6 OUarHOCTUKKM — 3TO
N eCTb «30J10TOM CTaHAApPT», Ha3biBaeMbil Takxe pedepeHTHbIM U 3TaNOHHbIM
meToaoM. NogpobHee cTaTUCTMHECKME NoKa3aTenn MHhopMaTMBHOCTK TecTa (ero
YYBCTBUTENBHOCTb U CNELUMEUYHOCTb, MPOrHOCTUYECKAn LLEHHOCTb M OTHOLLIEHWE
npasgonofobus) 6yayT OnucaHbl HUXeE.

KoHe4HO, B ENCTBUTENBHOCTN «30510TON CTaHA4ApPT» HEMb3A, Kak NpaBuiio, C4m-
TaTb abCoMOTHbIM 3TanoHOM. KpomMe Toro, ¢ pasButnemM npuMeHsieMbIX KIMHUKO-
WHCTPYMEHTalbHbIX U TabopaToOpHbIX METOAUK MPEXHNE 3TaNOHHbIE METOObI MO-
ryT 6bITb 3aMeHEeHbl 605ee COBEPLUEHHbIMU «30/10TbIMU CTaHgapTamun». Moatomy
B KOHKPETHOM KIMHMYECKOM MCCReaoBaHUKM Npu oueHke MHOPMATUBHOCTU MpU-
MEHSIEMbIX TECTOB BCErfa YKasblBaeTcs, Kakue MMEHHO MeToAbl B TOM WM MHOM
Cry4ae UCnonb30BasniMCb B KA4ECTBE PePEPEHTHbIX.

YyBCTBUTENLHOCTb U CNEUMNPUYHOCTL TECTA

B kavecTBe XapaKTepucTuUK MHOPMaTMBHOCTM NPUMEHAEMbIX TECTOB (KMUHU-
YecKMX, 1abopaTopHbIX, OMPOCHbLIX W Op.) Yalle BCEro BblYUCSAOT YyBCTBUTESNb-
HOCTb U CNEeUMPUYHOCTb 3TUX TECTOB MPU BbISBIIEHUM HEKOTOPOrO M3y4aemoro
dakTopa (Hannumnsa 3aboneesaHus, Hann4mMa dpakTopa pucka u T. n.).

BoobLLie roBops, YyBCTBUTENBHOCTb TECTA — 3TO BEPOATHOCTb MOSTOXUTESNIbHOIO
pesynstaTa AMarHoCTMHYeCKOro TecTa npu Hanmyumn 60Me3Hu (T. €. 40N UCTUHHO
NONMOXUTESNbHbIX PE3YNLTAaTOB TECTA).

Hanpumep, 4yBCTBUTENBHOCTB, OLeHMBaemas B 85%, npeanonaraeTt, YTO TOMb-
k0 85% M3 Yyncna UCTUHHO BONbHBIX 6YAYT HA OCHOBaHUWN AAHHOIO TecTa NPU3HaHbI
TakoBbIMW, a Yy oCTanbHbIX 15% peaynbraTtbl TecTa 6yayT NOXHOOTPULUATESIbHBIMWN.

AHaNorMyHo, cneumuyHOCTb TecTa — 3TO BEPOSATHOCTb OTPULATENBHOrO pe-
3yfnbTata OMarHOCTUYECKOro Tecta B OTCYTCTBME OOMe3HU (T. €. Oons UCTUHHO

59



OCHOBbI IOKA3ATEIbHOW MEOVULINHbI

oTpuLaTenbHbIX Pe3ynsTaToB TecTa). Takum 06pa3oMm, cneumduyHOCTb, OLEHUBA-
emasi B 90%, o3HavaeT, 4to 10% nuu, He CTpagaroLmMx OaHHbIM 3ab0neBaHNEM,
Ha OCHOBaHWKW pesyneTaTta aHanuaa 6yayT pacueHeHbl Kak 60sbHble, T. €.y 10%
pes3ynbTaThl aHanuaa 6ygyT JIOXKHOMONOXUTESIbHbIMUN.

Mo3aToMy BbIBOPOUHbIE OLEHKN YYBCTBUTENBHOCTU U CNELUDUYHOCTM NPUMEHS-
€MbIX METOO0B B KOHKPETHOM UCCNEA0BAHUM MOXHO MOMY4YUTb TOSIbKO B TOM Chly-
Yyae, eCnm BECb U3y4YaeMbli BbIGOPOYHbIM MaTepuan 6bii Takxke NpoTeCTUPOBaH
C NMOMOLLIbIO 3TaNIOHHOMO MeTofa («30/10TOro cTaHgapTa»), MO3BOJSIMBLLENO YKal3aTb
AN KaXOoro o6¢nefoBaHHOro, UMEETCs UNn OTCYTCTBYET Y HEro n3y4yaemoe 3a60-
neBaHVe Ha camMoM fene.

Torga nokasaTenu YyBCTBUTENbHOCTM U CNEUMPUYHOCTM AaHHOro Tecta 6yayT
oTpaxkaTb €ro CNoCOH6HOCTb BEPHO YKa3blBaTb, COOTBETCTBEHHO, HA HANWYME U OT-
CyTCTBME U3y4aeMoro draktopa (Hanpumep, 3abosieBaHus).

MpvBegem npumMep COOTHOLLEHUS MeXAy pesynbrataMy UCNOoMb3YEMOro B He-
KOTOPOM KOHKPETHOM MCCNefoBaHUN KIMHUYECKOrO (OMarHOCTMYECKOro) TecTta
W OaHHbIMU «30/10TOr0 CTaHAapTa», AaloLero 3TanoHHbIe, T. €. UCTUHHbIE Pe3yrb-
TaTbl MO BbIABNEHUIO N3y4aemMoro 3abonesaHums (CM. Tabnuuy):

MonoxutenbHbIv pe-
3ynerart Tecta

OTpuuaTensHbii pesysb-
TaT Tecta

TpeBora»)

BonesHb nme- McTuHHO- JloxHo-oTpuuaTensHbi - | CymmapHoe YMCno UCTUHHO
ercs NONOXUTENbHbIV peayneTart («nponyck nmMetoLLmx 3abonesaHne =
(no paHHbIM pesynsrtar uenwu»)

«30/10TOro a+b

cTaHpapra») b

Bone3Hb oTcyT- | C d CymMmapHoe 41Cro UCTUHHO
cTByeT He nmetoLLmx 3aboneBaHns =
(Mo gaHHbIM JoxHo- NCTUHHO-

«30/10TOr0 NOSIOXMUTENbHbLIN oTpuLaTEeNbHbIN c+d

cTaHpgapTa») pes3ynbTar («fioXHas | pe3ynsrat

CymMMapHoe 41cno
NOMOXMTESbHBIX
pesynsTaToB TecTa
=a+c

CymmapHoe 4ucrno otpu-
LaTtenbHbIX pe3ynsraTtoB
Tecta=b+d

O6Luee 4ncno obecnenoBax-
HbIX =

a+b+c+d

Takum 06pa3oM, B COOTBETCTBMM C AaHHLIMWU BbILLENPUBEAEHHON Tabnuubl,
YYBCTBUTENBHOCTb NMPUMEHSEMOro TecTa (B npoueHTax) coctasnsetr 100 *a/ (a +
b). AHanornyHo, cneyndmyHocTb Tecta (B npoueHTax) pasHa 100 * d / (¢ + d). Kak
BMIHO 13 9TUX hopMyn, 4S5 NOMYHEHUS 3HAYEHMI HYBCTBUTENBHOCTM U cneumndmy-
HOCTM MPUMEHAEMOrO TeCTa NPOLEHTbI BbIYUCAIOTCA «MO CTPOKE» — T. €. OT 3Ta-
NOHHbIX OLIEHOK, AaHHbIX «30510TbIM CTaHAapToM». Ecnn B aTux doopmynax He uc-
nonb3oBatb MHOXuTENb 100, TO YyBCTBUTENBHOCTL U CNELMPUYHOCTb ByayT Bbl-
YUCEHbI B ONAX €AMHULI — KaK BEPOATHOCTM COOTBETCTBYHOLLIMX COBbITUIA.

Mopg4epKHEM, YTO AMArHOCTUHECKUA TECT C HU3KOW YYBCTBUTESIBHOCTbLIO HacTo
nponyckaeT 60ne3Hb 13-3a JTOXKHO-0TPULUATESNbHBIX PE3yNbTaToB (Mpu 9TOM 605b-
HbIM NIOAAM AaeTcsa nHopmaumnsa 06 OTCYTCTBUM Y HUX 6051e3HK). B TO e Bpems,
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JleyeHne n npopunakTnka
TPOMOO30B 1 SMOONNK

* BTopuyHaa npodunakTrka TpomMb03a 1 TpoM603MO60aMM Npu
MepLaH1UM Npeacepamin, nocne nHdapkTa MMokapaa

® [10BTOPHbIN MHMAPKT MUOKapaa

e OCTpbI BEHO3HbIN TPOMOO3 1 3MBONNA NErOYHON apTepun
(BMecTe ¢ renapuHom)

¢ [loBTOPHAA aMOONMA NErOYHON apTepum

¢ [locneonepaunoHHbI TPOMBO3

® B kayecTBe OOMONHUTENIbHOrO MEPONPUATUA MPK :
npoBeAeHUN XNPYPruyecKoro Nnn MeankaMeHTO3HOro
(TPOMBONNTNYECKOrO) NeYeHna TPOMB03a, a Takxke npu E
3N1EKTPUYECKON KapAMOBEPCUM MepLaHUA nNpeacepamm i —

* PelnanBupytoLLMin BEHO3HbIN TPOMO03 HES]

e Hanuyve npoTe3oB cepaeyHbiX KianaHoB Uan NpoTe30B
KPOBEHOCHbIX COCYZOB (BO3MOXHa KOMOUHALMA C

.

aueTUNCanmLUMIOBON KUCIOTOM) -
Tpom603 nepudepnyecknx, KOPOHaPHbIX 1 MO3rOBbIX apTepuit
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ONarHOCTUYECKUIM TECT C HU3KOW CNeunmn4HOCTbIO YacTO OTHOCUT 3O0POBbIX J1t0-
Aen K rpynne 605bHbIX.

MporHocTnyeckas LEHHOCTb TecTa
MporHocTnyeckas LeHHOCTb TecTa OnpefensieTcs AByMa OpYrMMK XapakTepuc-

TUKaMmM ero MHAOPMaTMBHOCTU, B HEKOTOPOM CMbICIE allbTEPHATUBHBLIMM MO OTHO-
LLIEHMIO K MoKasaTeNiaM HyBCTBUTENBHOCTU M CNeELMUYHOCTM — NOCKOSbKY NMPOrHOC-
TUYECKas LEHHOCTb MOKa3bIBAET BEPOSATHOCTb UCTMHHOIO HaMYMsA UM OTCYTCTBUA
3a60neBaHns Npu M3BECTHOM pe3ynkTaTe U3y4aemoro Tecta (MOoNoXUTENbHOM U
oTpuLATENBHOM).

EcTecTBeHHO, CTOsALLIASA Nepeq BpavoM 3afada 3akslo4aeTcs B TOM, YTOOGbI, 3Has
pesynbTaTt TecTa, CAenaTh BbiBOA, 60NEH YeN0BEK UK HeT. [103ToMy NporHOCTUYeC-
KYIO LEHHOCTb TECTa MHOrAA Ha3bIBaKOT arloCTEPUOPHOV (UNWN MOCTTECTOBOV) BEPOSIT-
HOCTbIO, T. €. BEPOSATHOCTbIO BbISIBNIEHMSA 3a60/1€eBaHUSA MOCSIE TOrO, Kak CTanun U3BeC-
THbI pe3ynbTaTbl TecTa. Y10 KacaeTcs anpuopHovi (W rpeTecToBovi) BEPOSITHOCTH
BbISIBIEHMSA 3a60IEBAHNA, TO OHa (DaKTUHECKM COBMAJaeT C PacrnpoCTPaHEHHOCTbLIO
3TOro 3a6oneBaHus.

B yacTtHOCTW, NpOrHoCTMYeCKas LEHHOCTb MONOXMTENIBHOrO pesysbrarta Tecta —
3TO BEPOSTHOCTb Hanu4usi 3aboneBaHust NMpU MONOXKMTESIbHOM pe3ynbTate TecTa,
a NPOrHoCTUYecKas LLEHHOCTb OTpULATENBHOrO pe3ysbrara Tecta — 3T0 BEPOSATHOCTb
OTCYTCTBUA 3a60NeBaHNA NPU OTpULIATESNILHOM pe3yrbTaTte TecTa.

COOTBETCTBEHHO, ONA TOW XXe BbILLUENpPMBEOEHHON Tabnuupbl, NPOrHOCTUYECKas
LIEHHOCTb MOJIOXMTENBHOMO pesynkrara NPUMEHAEMOro TecTta (B MPOLUeHTax) Bbl4UC-
nsietca no popmyne 100 * a/ (a + ¢). B cBoto o4epenpb, NporHoCTUYECKas LEHHOCTb
oTpuuUaTenbHOro pesynsrara Tecta (TOXe B MPOUEHTax) BbIHMCNSETCH Mo dhopmyne
100 *d /(b + d).

OtHollieHne npaesgononobums
YacTo ucnonb3ytoTcs ELLE ABE XapaKTEPUCTUKM MHEDOPMATUBHOCTM TecTa, KOTO-

pble NOKa3bIBaOT Tak Ha3bIBAEMOE OTHOLLIEHME npasgonogobums. MNpy aTom pasnuya-
IOT OTHOLLEHWE NpaBaonofobms nonoxuTensHoro peaynsrata tecta (Ol+) n oTHoLe-
HVe npasgonogobua oTpuuartensHoro pesynerara tecta (Oll-).

OlM+ nokasbiBaeT OTHOLLEHNE BEPOSTHOCTU MOMYHEHUA UCTUHHO MOSIOXKUTESTbHO-
ro pesynsrarta K BEpOSATHOCTU MOTy4EHUs JIOXKHO-MOSNOXUTESILHOrO peaynbrarta. Ecnu
obpaTuTbCs K Tabnuue, TO BUAHO, YTO NepBas U3 OBYX BEPOATHOCTEN COOTBETCTBYET
oTHoweHuio a/ (a + b), a BTopas — oTHoweHumto ¢ / (¢ + d). OTHOLLEHNE 3TUX BEPOAT-
HOCTeW Nnerko NpeobpasoBath K criegytolemy suay:

Orl+ (B NpoueHTax) = Y4yBCTBUTENBHOCTL / (100 — CNeumnu4HOCTD).

B cBoto o4epepp, OlN— nokasbiBaeT OTHOLLEHWE BEPOSTHOCTU NOSYyYEHUS JIOXKHO-
oTpULATENBHOrO peaynbTara K BEpPOSATHOCTU NOSTYHEHNS UCTUHHO OTPULATENBHOMO pe-
3ynerarta. M3 Tabnuubl BUOHO, YTO 3TU BEPOATHOCTM paBHbI COOTBETCTBEHHO b/ (a + b)
nd/(c + d), a n0aTOMy OTHOLLEHNE ITUX BEPOATHOCTEN NpeobpasdyeTcs K BUAY:

Ol — (B npoueHTax) = (100 — YyBCTBUTENBHOCTDL) / CNEUNUIHOCTb.
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KomMnpomuce mexay 4yBCTBUTENBbHOCTBIO M cneumngunyHocTbio: ROC-aHanma

Kak npaBuno, noBbILLEHWE YYBCTBUTENBHOCTM OTAENBHOrO AMarHOCTUYECKOro
TecTta NPUBOOUT K CHWXKEHWIO ero crneunuduyHocTn u HaobopoT. Hanpumep, npu
ncnonb3oBaHnn namepernii ALl ona BoIsiBNEHUN apTepuasribHOM rMnepTeH3mm (Mnu,
CKa>KeM, NMPY U3MEPEHMIN YPOBHS caxapa KpoBW ANs BbIABMIEHUA HANMYMS TUNEPrinKe-
MWUM) UccreaoBaTteslb MOXET BbiGpaTh 605ee BbICOKME NOPOroBblE YPOBHM 3TUX NMOKa-
3aTenen (cooTBeTcTBEHHO ALl U IMIIOKO3bI), COOTBETCTBYHIOLLME HANIMHMIO NATONOMN.

Mpn 3TOM YyBCTBUTENBHOCTb BbISIBIIEHMSA NATONOMMKN, €CTECTBEHHO, CHU3UT-
cs (T. K. CTaHeT 601bLUE «MPOMYCKOB Lienn»), 3aTo YBENNYUTCA CNeUnguU4HOCTb
(MeHbLLe 6ygeT «JI0XKHbIX TpeBor»). A ecnn BMECTO MNOBbILLEHUS, HA060pPOoT,
3aHU3UTb YNOMSAHYTbIE MOPOroBble YPOBHM 060OMX YMOMAHYTbIX MoKa3aTesen,
Ha OCHOBaHWUWN M3MEPEHNS KOTOPbIX BbIABAOTCA COOTBETCTBYIOLLME NATONOMMU,
TO 3TO NPMBELOET K NOBbILUEHWIO YYBCTBUTESIbHOCTU BbISIBNIEHWA C OOQHOBPEMEH-
HbIM YMEHbLLUEHNEM CNELNDUYHOCTM TECTOB.

C uenbto NonyyveHnss O6bEKTUBHON OLIEHKM ANArHOCTUHECKOW 3HAYMMOCTU OTae-
NbHOrO TECTa, a TakXe NPy CPaBHUTESIbHOM OLIEHKE HECKOJIbKMX TECTOB (B T.4. 1 pas-
HOPOAHbIX), MPOBOAUMbIX 4151 ANArHOCTUKM HEKOTOPOW NaTonormm, MoXXHO UCMoMb30-
BaTb Tak Ha3biBaembln ROC-aHanus (Receiver Operating Characteristic Analysis) — ¢
NOCTPOEHMEM COOTBETCTBYIOLLIEV XapaKTEPUCTUHECKON KPUBOWA.

XapakTepuctnyeckas kpmeas (ROC-kpuBast) — 3T0 KpuBasi 3aBUCUMOCTU HyBCTBU-
TENbHOCTU TecTa (B MPOLEHTaX) OT BEPOATHOCTU JIOXKHO-MOMOXUTENBHBIX pe3yrbTa-
TOB 3TOro TecTa (Takxke B NpoueHTax), T. €. pakTuieckn oT BenmuimHbl (100 — cneuu-
dun4HoCTb). MpK 3TOM MHAPOPMATUBHOCTL ANArHOCTUHECKOrO TECTA MOXKHO OLEHUTb
Mo TOMY, HACKOJbKO «BbICOKO» B YKa3aHHbIX KOOpAMHATAX NEXUT ero XxapakTepuctu-
Yyeckas kpuBasi.

OpHako, KOMMPOMUCCHOE COYETaHME YYBCTBUTENBHOCTM U CNELMEINYHOCTU ana-
FHOCTMYECKOro MeToAa — 3TO He BCerga nyuLumnin BbI6op.

ueﬂeCOO6QaSHOCTb NCNOob30BaHUA BbICOKOYYBCTBUTENbHLIX W BbICOKOCNEUN-
@VI‘-IHbIX TeCcToB

Bo-nepBbIx, BbICOKOHYBCTBUTENbHbIE (U NPU 3TOM OaXe He O4YEHb crieundUnYHbIe)
OMarHOCTUYECKNE TECTbl MOTYT ObITb LENecoobpasHbl Ha aTane npegBapuTenbHON
ONarHoCTUKW. Bbicokas 4yBCTBUTENBHOCTb MOME3HA OJ1A CYXKEHUA pPaMOK AuMarHoc-
TMYECKOro MoucKa, Koraa BO3MOXHbIX BapUaHTOB MHOM0, a ANarHoCTUYecKue TecCTbl
TPEBYIOTCA AN UCKITIOYEHUSI HEKOTOPbIX U3 HKX (T. €. YTOObI caenaTh BbIBOA, YTO 3TU
3aboneBaHns y aHHOro 06CNefoBaHHOMo NnLa ManoBEPOSTHBI).

A BbICOKasi CneumdUHHOCTb HYXHa 0718 NOATBEPXKAEHNA NPpeaBapuUTenbLHOro ava-
rHO3a, NPeasioXKEHHOro Ha OCHOBaHUM APYrMX AaHHbIX, MOCKOMbKY CrneundunyHbIA TECT
He OOSKEH JaTb NOSNOXUTESbHBIN pe3ynkTaT B OTCYTCTBME 3a60oreBaHus (T. €. pegko
ObIBAET JTIOXKHO-MONOXUTENbHbIM).

Bo-BTOpbIX, U3 oOnpedeneHnss YyBCTBUTENBHOCTU M CMNEUMPUYHOCTM Npsi-
MO crnefyeT, YTO BbICOKOYYBCTBUTESNbHbIA TECT OCOOEHHO MHOPMATMBEH B TEX
crny4asix, Korga OH paeT oTpuuatesibHbIi pesynbraTt. A BbICOKOCNEUMEUYHBIN
TecT Haubonee a(pdekTMBEH B OUArHOCTUYECKOM CMbICie MMEHHO Torga, Korga
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OH MOKa3bIBAET MONOXMUTESNbHbIA Pe3yneTaT (T. €. Hannyue 3aboneBaHuns) Ons KoH-
KpeTHoro o6c¢cnegoBaHHoOro.

MoaToMy ¢ Bpa4e6bHOM TOHKN 3PEHNS HYBCTBUTESbHBIN TECT (T. €. TOT, KOTOPbIA NpU
Hann4um 6ONe3HU, Kak Npasumio, OaeT MONOXUTESNbHBLIA pe3ynbTar) LenecoobpasHo
NPUMEHATbL TOrfa, Korga OH UCMOoNb3YeTC ANS BbIABNEHUSI OMNACHON, HO U3/1E4YUMON
6onesHn (Hanpumep, Tybepkynesa). A cneumdunyHble TECTbl 0COBGEHHO HEOOXOANMBI,
€CJIN JIOXKHO-MONOXUTESbHBIN Pe3ynsTaT MOXET HAHECTU MaUMEHTY Bped — mnanyec-
KWI, 3MOLMOHanNbHbINA, OMHAHCOBbLI U T. M.

B-TpeTbux, B KOHKPETHBIX YCINOBMSX BbIGOP METOAA AMarHOCTUKM MOXET onpene-
NATLCS HE TOSNBbKO HAY4YHbIMM, HO M NMOSIUTUHECKUMM UM (OMHAHCOBO-3KOHOMMYECKUMM
dhakTopamu.

Hanpumep, ecnv nmeeTcss BO3MOXHOCTb Yriy6ieHHOro o6cneaoBaHns 60bLLIOoro
yucna nuu, ¢ npegronaraembiM OMarHo30M HEKOTOPOW NaTonorMm (B 4acTHOCTU, BCEX
UL, 3 HEKOTOPOW TPyMMbl PUCKa MIM 3HAYUTENBHOW [ONWN BCEX NAL, NMPOXOAALLMX
CKPVHWHI-ANarHoCTuKy), TO UCCcrnefoBaTtenn MoryT Bbi6paTb NMopOoroBble YPOBHM MO-
KasaTtenen, COOTBETCTBYIOLLME 60oMee BbICOKON YyBCTBUTENBHOCTM TecTa. Beap oTHO-
CUTESIbHO HYacTble MPY 3TOM «JIOXKHbIE TPEBOMMN» ByayT BMNOCNEACTBUM OTCESHbI C MO-
MOLLIbIO Yry6nEeHHON ANarHoCTUKK, HO 3aTO He BYAET NPONYLLEHO Cy4aeB CKPbITON
naTtosiorum.

Ecnu xe y nccneposarens, HanpuMep, HET BO3MOXHOCTM MacCUpPOBaHHO NpumMe-
HATb JOPOrve YTOYHSAIOLLME OMarHOCTUYECKME TeCTbl (M3-3a OrpaHU4EeHHOCTU MECT
B cTaumMoHapax U T. M.), TO 3T0O MOXET BbI3BaTb Takoe M3MEHEHME NMOPOroBbIX KpUTe-
pVEB, KOTOPOE, HAOBOPOT, HECKONBKO CHIDKAET HyBCTBUTENBHOCTL METOAA, HO 3aTO
MOBbILLIAET €ro CneUMpUIHOCTb, TEM CaMbIM YMEHBLLLIAS YNCTIO «JIOKHbIX TPEBOr >,

Bo3aMOXHble OLIMOKM npn_unccnenoBaHnn XapakTepucTtnuk anMarHoCTUHeCKoro
TecTta

MCTOYHNKOM 04EBMAHbBIX OLLMGOK B OLIEHKE YYBCTBUTENBHOCTU M CNELIMIMHHOCTH
TecTa MOXET oKasaTbCsl MPOCTO HEBEPHO BblOpaHHLIN pedbepeHTHbIN MmeTod. B pe-
3ynsraTte 6yeT UMeTb MECTO CUCTEMATUNHECKAS OLLMOKA YCTaHOBMEHUS «UCTUHHOIO»
HanMyms N OTCYTCTBUSA BbISIBAISSIEMOW NaTONOMN.

Ha oueHky 4yBCTBUTESIBHOCTU U CNELUUYHOCTM OKa3bIBaET BNUSHWE pas3bpoc
XapaKTEPUCTYUK Y 1L, KOTOPbIM MPOBOQMIICS TECT.

MHorga BcTpeyaeTca OTCYTCTBUE MHhOPMAaLIMK MW HEMOSTHas MHAg opMaums o pe-
3ynbTarax TeCTMpoBaHus vl 63 naTtonoruu, a Takxe HemnonHas nHgopmaums ob oT-
pyuaTenbHbIX pedysbTatax TECTUPOBaHMA C MOMOLLbIO M3yHaeMoro MeToga.

OyeBunaHan owmbKa — 3TO Criydaun, Korga pesynsraTbl Camoro UCCnegyemoro Me-
TOAa ANarHoCTUKM UCMONb3YIOTCSA NPY NOCTaHOBKE AMarHosa.

LononHutenbHble Q)aKTOQbI, BINAIOLLIME HA VIHQQOQMaTVIBHOCTb ONarHoCTUKn

Hapsimy ¢ 4yBCTBUTENBHOCTHIO M CNEUMGIMHHOCTBIO OMAarHOCTUYECKOro TecTa,
a TaKkxe ero NPOrHOCTUYECKON 3HAYMMOCTbIO, BAXKHENLLMM (DAKTOPOM SABIIAETCA pac-
NPOCTPaAHEHHOCTb CaMOro 3abofieBaHUA (T. €. BEPOATHOCTb €ro BbIABNEHNA BOE3HN
[0 MOMEHTA MOSy4eHUst KaKUX-IMOO pe3ynbTaToB TeCTa).
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Beob ecnu npegctaButb NpepenbHy0 CUTyauuio, Korga B TECTUPYEMOW nonyns-
Lmm BOOOBLLIE HM Y KOO HET paccmaTtpmBaemMoro 3aboneBaHusi, To OaXe BbICOKOCMeUm-
PUYHBIA OMAarHOCTUHECKUIA TECT, Bblaasas MonoXuTeNbHble peadynbTaThl, 6yaeT dak-
TMYECKN BbldaBaTb TOMbKO «JIOXKHbIE TPEBOMN». A 3TO 3HAYUT, YTO NPOrHOCTUYECKas
LIEHHOCTb MOMOXUTENBHOMO pe3ynbrara AnMarHoCTUHECKOro TecTa 6yaeT CTPEMUTLCH K
HYIIO OOHOBPEMEHHO C PacnpoOCTPaHEHHOCTLIO 3a60MEBaHMS.

B ppyroii npegenbHOM cMTyaumn, Korga B TECTUPYEMOW NOMNynsaumm Bce 6€3 UCKIT0-
YeHUa Nua UMEKOT OaHHoe 3aboseBaHve, OaxXe BbICOKOYYBCTBUTENbHbIN OMarHoc-
TUYECKUI TECT, BblgaBas oTpuuaTeNbHble pe3ynsraThl, hakTMHeckn 6yaeT BblgaBaTtb
TOSIKO «MPOnyckn uenu». IHbiMu cnoesamu, B TakoW CUTyaumn, Korga pacnpocTpa-
HEHHOCTL 3abosnesaHus cTpemmtcs K 100%, NporHocTu4eckas LEHHOCTb OTpuUaTeNb-
HOro peaysbTaTa QnMarHoCTMHECKOro Tecta 6yaeT CTPEMUTLCH K HYIHO.

Kpome Toro, npuMeHeHne HECKONMbKNX ONarHOCTUHECKMX TECTOB U3MEHSIET UTOro-
BYHO MHGOOPMATMBHOCTb OMAarHOCTUKK. [1pn 9TOM, eCTECTBEHHO, COBMECTHOE «naparn-
nenbHoe» MPUMEHEHNE HECKOMbKMX TECTOB MPW BbISBIEHNM 3a60/1EBaHNA YBENYU-
BaEeT UTOMOBYIO YYBCTBUTENBHOCTb U CHKAET CreunnYHOCTb. A ecrnv TecTbl Npume-
HAKOTCS NOCNegoBaTesisHO, TO B UTOre YBENNMYMBAETCA CNELMAUHYHOCTD U CHMXKAETCA
YYBCTBUTENBHOCTb.

3.2. CKpUHWUHT

CKpUHWHI — MaccoBoe 06cneaoBaHne nuL, He cHMTatoLmx cebs 60MnbHbIMN, ONs
BbISIBNEHWSA CKPbITO NPOTEKAOLLMX 3a60EBaHNIA NN OPYrMX COCTOSHUIA ((haKTopoB
pvcka 6yayLUmx 3a60neBaHuin).

OCHOBHOW LIENbI0 CKPUHUHIA SBMSIETCA HE OOHAapYXXeHVe 3ab60neBaHns B paHHeln
CTagumn, Kak 3To 06bIHHO NMPUHSATO AyMaTb, a NPefoTBpaLLEHME HeXenaTebHbIX CXO-
[OB 60ne3Hu (MHBanuau3aums, CMepTb).

[Ns CKpUHMPYIOLMX MCCNeaoBaHniA MPUMEHSIOT creupnasibHble TECTbl, KOTOpble
[OMKHbI OTBEYaTb OrNpeaeneHHbIM TpeboBaHWSM: MPOCTOTa BbINOMHEHWS, AOCTATOYHAsS
06BbEKTUBHOCTb, BOCMPON3BOANMOCTb, BaNMAHOCTb, HU3Kash CTOMMOCTb. TECT OOMKEH
6bITb HEMHBA3VBHBIM M UMETb BbICOKYHO HYBCTBUTESNBHOCTb. ViAeanbHbI CKPUHNHIOBLIN
TECT OOSHKEH NMPOBOAUTLCS B TEYEHNE HECKOMBKUX MUHYT, HE TpeboBaTb 0CO60M Noa-
rOTOBKM NaUMEHTa, a Takke LOMOSHUTENBLHOrO BU3MTa K Bpady. Hanpumep, «3010Tbim
CTaHOapTOM» M3MEPEHUA apTeprasibHOro AaBneHus ABNSETCA MHBA3MBHBIA (MPSMON)
MeTOop, KOrfa Urny Uin KaHtosto, CoOeaNHEHHYIO TPYOKOW C MaHOMETPOM, BBOOAT HEMoc-
PeOCTBEHHO B apTepumio. XOTS 3TOT METOZ, U AIBMNSIETCS HAMbonee TO4HbIM, OHAKO OH He
NPUMEHM MNP MacCoBbIX 06CNefoBaHUsAX HaCceNeH s N3-3a CBOEW CIIOXXHOCTU U MHBa-
3vBHOCTU. HamnGonee nprMeMnembiM METOAOM U3MEPEHUst apTepUanbHOMO AaBneHUs Npum
CKPUHUPYIOLLIEM 06CneaoBaHMn ABASETCA ayCcKynbratneHbIi meTof H.C.KopoTkosa.

MOCKOSIbKY B CKPUMHWMHIE YHacCTBYHOT OO, KOTOPbIE CYMTAOT ce6 340POBLIMM,
TO BCe npoueaypbl OMKHbI 0611afaTe BbICOKMM YPOBHEM 6€30MacHOCTH, a addek-
TMBHOCTb BCEM nporpaMmmbl AOMKHa ObiTb MOATBEPXAEHA MONMHOMACLUTA6HbLIMU
UCNbITAHUAMM.

Bo Bpemsi CKpMHUHIa He CTaBUTbCS AMarHO3 3a60sieBaHus, a BbISBMAOTCS NOAN
C NOBbILLEHHONM BEPOSATHOCTBIO OMNpeneneHHbIX COCTOAHMIA. [pn Heo6XxoauMOCTUN 3TU

66



FNABA 3. [inarHoctu4eckme TecTbl. CKPUHUHN -

nrogn MOryT B JanbHENLLIEM MPOWTK yriybneHHoe o6cnefoBaHve Ang onpeneneHns
JunarHo3a 3aboneBaHus.

CKpuvHMpyloLme mnccnegoBaHna s BbISBNEHUS XPOHNYECKMX 3ab0neBaHun oc-
HOBbIBAOTCA Ha OABYX MONOXeHusX. Bo-nepBbix, Y4acTb naumeHToB obpaliatoTcs K
Bpa4y CIIMLLKOM MO34HO, Koraa 6051e3Hb Y>Xe HEBO3MOXHO M3MEYUTb MMEHOLLMMUCS
mMeTogamu. B nepeyto ovepeb 3TO OTHOCUTCA K paky. BosbLUMHCTBO onyxonen ma-
Noro pasmMepa NoAnaloTca pagmkanbHoON pesekummn. OgHako noka onyxofb HE CTaHo-
BUTCS JOCTATOYHO GOSbLLON M HE NPOSIBNSETCS B BUAE ONpeaeneHHbIX CUMMMTOMOB,
NauneHT cam He MOXET ee OBHapyXuTb. [103TOMy CKpuHMpYyloLlee obcneqoBaHue
Ha BbISIBNIEHNE OHKOSIOrMYECKNX 3a60NeBaHNin HanpaeeHo, NPeXae BCero, Ha 0bHa-
py>XeHne LOKIMUHNYECKON CTaamum onyxonu. Bo-BTopbIX, ecru BeISBNSATL 3a60s1eBaHns
Ha OOKITMHUYECKMX CTaaMsX, TO UX MOXKHO NeumnTb 60see 3hekTUBHO, YeM Koraa yxe
nosiBANach pa3BepHyTas KMMHMYECKas CUMNTOMATWKA, a B COOTBETCTBYIOLLMX opra-
Hax MPOM3OLLNN OpraHMyYeckme U3MeHeHUs. FAPKUM NPUMEPOM 3TOrO SIBNSETCS pak
MOJTOHHOW XXeNe3bl: eCNN OBHAPYXXMBAETCA OMNyXOJlb AOCTAaTO4HO Masioro pasmepa,
TO MOXHO BbIMOSIHUTL CEKTOPASIbHYH0, KOCMETMYECKM MPUEMIIEMYIO U3MIEHMBAIOLLYIO
pe3ekumto He Npuberas B AanbHENLEM K TaKUM TpaBMaTMUYHbIM BUOAM JIe4eHMUs], Kak
XxvmMuoTepanua n obny4veHne. K coxaneHuio, Ha npakTnke 60MnbLUIMHCTBO onepaumi
Mo NMOBOAY paka MOSIOYHON XXene3bl ABNATCA ypoayoLMMM C NoceayowmmM npume-
HEHMEM TOKCUHHOWM XUMMOTEPANUN UIIN OBSTYHEHWS.

3.2.1. Teopus CKpUHUHra

Teopusi CKpUMHWMHIa OCHOBLIBAETCA Ha KPUTUHECKUX TOYKaxX PasBUTUS OONE3HM.
Kputndeckme TOUKM pasgensioT nepmodbl passuTmsa 601e3H1, KOTOpble OTM4atoTcs
ApYyr OT Apyra no BO3MOXHOCTU UCMONb30BaHMA METOAOB NledeHns. Hanpumep, ecnu
OMyxonb Aana MHOXECTBEHHbIE MeTacTasbl B pa3fivyHble OpraHbl, TO 3TO dMHasb-
HbI Nepunogd 3aboneBaHns M HET HAOEXObl HA paguKanbHOe uanedyeHne. Y Kaxagoro
KOHKPETHOro naumeHTa HEBO3MOXHO OMNPERENUTL, MPOMAEHA NN KPpUTUHECKAst TOUKA
B pa3BuTMK 3ab60sieBaHusi, HO MpeanosiaraeTcs, YTOo CKPUHMHIOBbLIE MCCrenoBaHUs
JatoT BO3MOXHOCTb BMELLATLCA paHbLLe, YeM NaToNOrMHECKUA NPOLIECC NPONAET Ta-
KYH KPUTUHECKYHO TOYKY, Y 6OMbLLIOrO Yncna nauneHTos.

BTopas BaxkHas TeopeTnyeckas MpPeanochifika CKPUHMHIa — pacyeT Ha TOo, YTO
3aboneBaHne OfHaXObl HA4aBLUNCh, PA3BMBAETCA B KIMHNYECKYO (DOPMY, NMPOXOAs
Yepes BbISBMSAEMYIO CKPUHWMHIOM CKpbITYIO cTaguio. Hanpymep: B OTHOLLEHWMM pako-
BbIX 3a60/1eBaHUIA NpeanosaraeTcs, YTo MECTHbIV pak ABNSETCS NPEQLLECTBEHHNKOM
MeTacTasvpyoLLEero 1 NoanaeTcs BbIABNEHNO. Ha NpakTuke npy HEKOTOPbIX OHKOMO-
rMMYEeCKMX 3aboNeBaHMsAX YacTb Clly4aeB JIOKAIbHOMO paka npeTepneBaeT obpaTHoe
pa3BuThe. BbISBNEHME TakMX Cry4aeB M MOMbITKA UX NIEYEHUS MPUHOCAT NauMeHTy
TONMbKO Bpea.

dyHaameHTanbHbIM NapameTpoMm AJ18 3hdeKTUBHOrO CKPUHUHIOBOMO TECTa ABNSA-
eTcs neyedbHas ahPeKTMBHOCTL. [daxke npy Hann4um apEKTUBHBIX NIeHEOHbIX Cro-
CO60B paHHee OOHapy>XeHWe JaeT NPeMMyLLEeCTBa Mo CPaBHEHWUIO C OObIYHBIM ana-
FHO30M W JIEYEHNEM, ECIIM CKPUHUHI paboTaeT Ha yry4LleHe KOHEYHOro pesynksTaTa.
O heEKTNBHOCTb CKPUHMHIOBOIO TECTa CTAHOBUTLCA COMHUTENBHOW, €CNN NauneHT
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¢ 6€CCUMMNTOMHbLIM 3a60neBaHNeM, O6HaPY>XEHHbIM MPU CKPUHWHIE, HE UMEET 60S1b-
e KIMHWUYECKMX LLIAHCOB, YeM GONbHON, ¥ KOTOPOro 60Me3Hb BbISIBMIM TOMBKO MPU
BO3HMKHOBEHUMN CUMIMTOMOB.

Mpn MOBTOPHOM CKPUHWHIE BbISBNSEMOCTb 3a60NEBAHNA CHUXKAETCS, TaK Kak
OCHOBHas Macca criyydaeB 3aboneBaHuii o6Hapy>XMBAETCA NPU NEPBOM CKPUHWUHIE
(CKpWHUWHI pacnpocTpaHeHHOCTH). Mpy NOBTOPHOM CKPUHMHIE GOSbLUMHCTBO BHOBb
BbISIBIIEHHbIX Cy4aeB 6yayT COCTaBnATbL 3a60seBaHns, Ha4aBLUMECA MEXY NEPBbIM
N BTOPbIM CKPUHMHIaMu, 1 NMLb HEGOSILLLOE HYMCIO CIlyYaeB COCTaBAT Te, KOTopble
6bInM NPOMYLLIEHbI BO BPEMS NEPBOrO CKPUHUHIA.

MeTopgonormyeckue acnekTbl CKpUHUHra.

Mpoes CKpuHMHra okasanacb CTOMb MpUBIEKaTeNlbHOW, YTO B HacTosLLiee Bpems
B MUPE peannmadyeTcst MHOXXECTBO CKPUMHMHIOBbIX NMPOrpamm. Tak, NoYT1 NOBCEMECTHO
NMPOBOAUTCA CKPUMHMHI Ha paK LLENKN MaTKK, a BO MHOTMX CTpaHax peannayoTcs npo-
rpamMmbl CKPUHMHIa Ha pak MOJOYHOM xenesbl. OfHaKo 0gHO3HA4YHbIX OCHOBaHWIA s
TaKoW JesaTesibHocTn HeT. K coxaneHuto, NpoCcTo Mo pedynbrataM CKPUHUHIA Heslb3s
MOHSATL — NOJIE3EH OH MUNM HET. BbisiBNEHME KaXgoro HOBOro criyqasi 601e3Hn Ha paH-
HeWn CTagum CNy>XWT, Ha NEPBbIN B3MMAL, AOKA3ATENBCTBOM MOSIE3HOCTU CKPUHMHIA.
MponopumoHanbHO YMCny 06HaPYXXEHHBIX CITyHaeB PacTET YMCIIO MEAULIMHCKMX BME-
LaTenbCTB. 3TUM Kak 6bl MOATBEPXOAETCA MONE3HOCTb CKPUHMPYIOLLIMX o6cnenoBa-
HWI. BMeCTe ¢ TeM YMCO BbISBIEHHbIX CIy4aeB B MOMYNALMU NPSAMO 3aBUCUT OT 06b-
€MOB CKPVHWHIa, M YACIO KOHCEPBATMBHbBIX PE3EKUMI (HanpuMep, cekToparnbHas pe-
3€eKLMSA MOJOYHOM Xenesbl) YBENMHMBAETCSH HAMHOIO 60SIbLLE, YHEM CHUXKAETCS YMCIO
MaCT3KTOMUIM U Cly4aeB NO3OHEN ANarHOCTUKN.

[laxe ecnm CKpUHUHI 1 paHHee NeYeHne He U3MEHSIKOT TeHeHWst 6ONe3HU, OHN COo-
3[aloT U3 6onee OINTENbHOro BbhKMBaHUSA. VINno3ns BOSHUKAET 13-3a BNUS-
HUS1 HECKOSbKUX CUCTEMATMHECKNX OLLIMOOK.

CuctemaTtndeckas oLUmMbKa oT y4acTus JoOpOBO/IbLEB

Ha HavansHOM 3Tane CKpuHuHra hopMmpyeTcs rpynna HacesieHus), nognexatias
obcrnenoBaHuio, N nocne BepudmKaumMmn CrMCKOB BCEM yHaCTHMKAM paccChlialoTcs
nMcbMa-npurnaleHns. Kak nokassiBaeT onbIT, B MEPBYIO OYepenb Ha npurnalleHne
OTKMMKATCH MO0 yxe 3abonesLune noau, Mo Ao6POoBOSIbLbI, KOTOPbIE 6onee 06-
pa3oBaHbI, 6onee nocnegoBatesibHbI B BbINOSHEHUN Bpa4ebHbIX pEKOMEHZALMNA, pexe
KYPSIT W 3110yNOTPEBNSAIOT aslkorosieM, TO eCTb OT/IMHAIOTCH PAOOM NMPU3HAKOB, COMyT-
CTBYIOLLMX 300POBbLIO U 60nee 6bICTPOMY BbISAOPOBEHMIO B Criyyae 60ne3Hn. B cesasu
C 3TWUM, ECNN CPaBHUTL Pe3ynkTaThl SIeHeHUs y 60MbHbIX, BbISBEHHBLIX Cpean 0obpo-
BOJIbLIEB, OHM OKaXKYTCS JIyHLLIE, YEM Y NMPOYUX BONbHBIX, 06PATUBLLMXCA B KITMHWUYEC-
koW cTtagmm 6onesHun. NoatomMy ans oueHKM 3hPEKTUBHOCTU NPOrpaMM CKPUHMHIA
Heo6XOAMMO NPOBOANTL PaHAOMU3NPOBAHHBLIE KOHTPOSIMPYEMbIE UCCIIEN0BaHMS.

CuctematndecKkas oLLUmMbKa OT paHHEero gnarHosa

CkpuvHmpytome obcnefoBaHns NPoBOAATCA C HAOEXOOW Ha TO, YTO MO CpaBHe-
HUIO C BbISIBIIEHMEM 60E3HM MO 06PALLEHMIO NaUMeHTa ¢ onpeaeneHHon cumnToma-
TMKOW MOXHO paHblle elle B NaTeHTHOM Nepuoae OMarHocTMpoBaTh 3aborneBaHue
C MOMOLLIbIO UHCTPYMEHTasbHbIX CPeacTB. Takum 06pa3oM, 60/1E3Hb NPU CKPUHWUHIE
BbISIBNISIETCS paHbLLIE HA MHTEPBar1, KOTOPbI Ha3bIBAETCS MHTEPBAIOM OMNEPEXEHMSI.
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B kadecTtBe npumepa, pacCMOTPMM paK MOSIOYHON Xenesbl, BO3HMKLLMK B 1982
rogy, NpuBedWMn naumMeHTKy K Bpady B 1989 rogy n 3akKOHYMBLUWACA NETasbHbIM
ncxogom B 1994 rogy. MNMpogosmKnTeNIbHOCTb XU3HWM NAUMEHTKM C MOMEHTA BblisiBIe-
HUA 6onesHn coctasuna 5 net. Ecnv 6bl naumeHTKa perynsipHo Npoxoausia CKPUHUHD
Ha BbISIBNEHME paka MOSIOHHOM Xenesbl, TO 3abonesaHne Morno 6biTb 06HAPYXXEHO
paHbLue, yxxe B 1986 rogy. Mpeactasmm cebe, YTO e4EHME HE UBMEHMIO NPOQOIMKM-
TeNbHOCTN 6ONE3HN, N cMepTb HacTynuna B 1994 rogy, Torga NPOLAOIMKUTENBHOCTb
XKU3HW NaLMEHTKM C MOMEHTA BbIABNEHNA 60ne3Hn coctasusa 8 ner. [Npu HemameHHom
NPOAOHKUTENBHOCTU XM3HW 3Ta 60nbHasA NPEACTaBAETCA 41 BpaYen Kak YenoBek,
NONY4YUBLLINIA NONb3Y B BUAE AOMOMHUTESNBHBIX 3 NET XN3HW. B 0encTBUTENbHOCTH 3Ta
naumeHTka notepsina 3 roga 340pPOBOM XN3HW NPU HEM3MEHHOW OBLLEN MPOOOIMKN-
TENBbHOCTU XU3HWU. Takum 06pas3oMm, yBENNYEHNE NPOJOSHKUTESNIBHOCTU XMU3HW Nocne
paHHEro aMarHo3a He ABMSeTCA [oKa3aTeNbCTBOM MOSIE3HOCTN PaHHEro anarHosa.

Cuctematndeckas oLLMbKa OT MEeQIEHHOPAa3BUBAIOLUMXCS CITyHaeB

Yawle Bcero npy CKPUHMHIOBLIX 06CNEAOBaHUSAX BbIABNAIOTCA MeOSIieHHOpa3Bu-
BatoLLmecs cny4am 60nesHu. 3 oHKoNormm xopoLLo M3BECTHO, YTO CKOPOCTb pocTa
OMyXONM 3HAYNTENBHO BapbUPYET Y pasHbIX Ntogen. 310 HabnodaeTcs 1 Npy apyrux
3aboneBaHusax. Hem mMepnieHHee pas3BMBaeTCA 60Me3Hb Ha HadaslbHOM CTaguu, TeM
MeafeHHee OHa NPOrpeccupyeT 1 Ha 3akounTensHoM atane. Cnyyaun 3abonesaHun,
KOTOpble pa3BMBalOTCA OGbICTPO, PaHO NPOSABNAIOTCSA B BUAE KIMMHUYECKMX CUMMTOMOB.
Ecnun xe 3abonesaHne pa3BMBAETCA MEMANEHHO, TO OHO OBbIMHO OOSTO HE NPOABNA-
€TCA KIMHUYECKU U UMEET 60MbLUE LLIAHCOB ObIiTb OBHaPY>XEHHBbIM MPU CKPUHUHIE.
MepneHHopasBmBatoLLMecs criydan 3aboneBaHuin CO3parT Uo3nio 6onee ponv-
TENbHON BbDKMBAEMOCTU Y MALMEHTOB, KOTOPbIX HAYanu fieunTb Ha paHHen ctagum
6narogapsi CKPUHUHTY.

B0o3MOXHO, 4TO YacTb Cry4aeB 3a60neBaHnin, 0O6HAPYXXEHHBIX NPU CKPUHWHIE, MpU
€CTECTBEHHOM TeYeHne, BO3MOXHO, 3aKOHUYNNNCL Obl CAMOU3NIEYEHNEM UNN HUKOraA
6bl HE PasBUNNCL A0 KIMHUYECKMX NPOSABNEHUI. Tak, Hanpumep, Npu rmcTonornyec-
KOM MCCNefoBaHM TKAHEN MOJIOYHbIX XXENE3 XEHLUMH, yMepLUMX B BO3pacTe cTapLue
40 neT OT APYruX NPUHYUH U HE 3HABLLUMX O HANWYMK Y HUX paka, y 40% 6bin o6Hapy-
XXEH paK MOJIOYHOM Xene3bl. Hn4ero He N3BECTHO O ECTECTBEHHOM TEYEHUWN TaKMX
Cry4aeB, HO MOXHO OymaTb, YTO 3Ha4MTENbHasA MX OONSA HE pa3BMBaETCs OO0 SABHON
KIMMHUYECKOW CTaaun B TEHEHUE XM3HM YenoBeka.

Takmm 06pas3om, 4TO 6bl NPaBUIIbHO OLEHUTL MNONE3HOCTb CKPUHMHIA HEOOX0AMMO
NPOBOAUTL NPOCMNEKTUBHBIE KOHTPONMPYEMBIE UCCIIE[0BaHUS C NapannenbHbIMU Fpyn-
namu, B KOTOPbIX U3MEPSETCSA HE NETaNIbHOCTb 60SbHBIX, 8 CMEPTHOCTb B MOMYNSAUnM.

Kputepum oLeHku 3¢bgbeKTUBHOCTU CKPUHUHIa

Kak 6bI510 NOKa3aHo Bbille, CKPUHMPYIOLLME O06CNefoBaHns He Bcerga sBnsiTes
NONe3HbIMU, NO3ITOMY AN MPUHATUA PELLEHUs O NPOBEAEHNN CKPUHMHIA Obln paspa-
60TaHbI crieumansHble kputepun BunscoHa-xaHHepa (Wilson-Jungner):

1. 3abonesaHune, KOTOPOE MNaHMPYETCS BbIABSATE C MOMOLLBIO CKPUHMHIA, OOIK-
HO 6bITb 3HA4YMMbIM.

2. PasButue 3a6onesaHns OIMKHO ObITb XOPOLLO U3YHEHHbIM.

3. Y 3aboneBaHuns OomkHa 6bITb BbIABNSEMAsA paHHAA CTaaus.
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4. BmeLuaTenbCTBO HA paHHer CTagumn OOMKHO ObiTh 60r1ee aPPEKTUBHBIM, HEM
Ha No3aHeNn.

5. Ons BbISIBNEHNA paHHEW cTagum 3abonesBaHus OOMKEH CyLlecTBoBaTb Ava-
rHOCTMYECKMIA TECT.

6. TecCT oNns BbIABNEHWA PpaHHEN CTaammn 3aboieBaHNSA AOMMKEH ObITb NPUEMIEMbIM
ONs CKPUHMHIa.

7. HeobxoamMmo ycTaHOBUTb MHTEpBasibl 4151 MOBTOPHbLIX O6CNEA0BaHNNA.

8. B pesynbrate CKpuHMHra BCerga BO3HWKAET HeO6XOOMMOCTb B OOMOSHU-
TeNbHbIX ANArHOCTUYECKUX TecTax M Ne4ebHbIX MeponpUATUSX — OHU OOMKHbI 6bITb
OOCTYMHbI.

9. Monb3a OT NPOBEAEHUSA CKPUHMPYIOLLIEro 06CnefoBaHns JosHkHa 6bITb 601b-
LLe, YeM BO3MOXHbIA OM3NHECKUIA 1 NCUXONOTMYECKUIA BPEL,

10.CoOTHOLLEHNE CTOMMOCTB/MONE3HOCTb JOS/HKHO ObITh HE XYXe, YeM y ApYrnx
nporpamm.

CobntoeHne 3TUX KpUTEepUEB MpU MNaHMPOBAHUN CKPUHMHIA OYEeHb BadKHO, Tak
Kak npu HECOOTBETCTBMM NPOrpamMmMbl XOTH 6bl OOHOMY U3 KPUTEPUEB MOXET MoCTa-
BUTb pe3ysibTaTbl CKPUHWMHIA NOL, COMHEHMS.

3.3. TecToBble 3agaHusA
BbibepuTe 0gyH M HECKONBKO NPaBMIbHbIX OTBETOB.
I. HYYBCTBUTEJIbHOCTb OANATHOCTUYECKOIO TECTA 3TO
1. [onst UCTUHHO MONOXMTESIbHBLIX PE3YNbTaToB TECTA
2. [lons UCTUHHO OTpULATENbHbIX Pe3yfbTaToB TecTa
3. HeT npaBunbHOro oteeTa

Il. CMELMOUNYHOCTb ONATHOCTUHECKOIO TECTA 3TO
1. [onst UCTUHHO MONOXMTESIbHBLIX PE3YNbTaTOB TECTA
2. [lons UCTUHHO OTpULATENbHbIX Pe3yfbTaToB TecTa
3. HeT npaBunbHOro oteeTa

IIl. OCHOBHbIE UCTOYHVKW BAPUALIM 3HAYEHUN U3YYAEMOIO
MOKABATETA CBA3AHbI
1. C MeTogoM N3aMepeHns n3y4aemoro nokasaresns
2. C 61M0N0rM4ecknMmn pasnuamamMm Mexay oocnegyemMbiMu fiogsMu
3. O6a oTBeTa NpaBubHble
4. HeT npaBunbHOro otBeTa

IV. AIMATHOCTUYECKW TECT AN CKPUHUPYIOLLEMO OBCNEOOBAHNA
HE OOJIKEH OTBEYATb CITEQYIOWM TPEBOBAHNAM
. BbITb caMbIiM [OPOroCcTOSALLIMM
MpoBOAUTLCS B TEHYEHNE HECKOSNBKMX MUHYT
BbITb NPOCTLIM B UCMOSTHEHUN
He TpeboBaTb 0c060i NOArOTOBKM NaumeHTa
Bce oTBeTbl NpaBuibHbIE

orwh=
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NMABA 4.
Ha6mo,anenb|-|b|e unccinenoBaHud
C.A.lWansHoBa, E.K. BytuHa

B 3aBucuMmMocTM OT nogxofa K M3Y4eHW0 B3auMOCBS3er Mexay npuaHakamu
BbIOENAIOT OBa BMAA KIIMHUYECKUX UCCedoBaHUi: HabnogaTenbHble U SKCrnepu-
MeHTanbHble. HabnogaTtensHble nccneqoBaHus, B KOTOPbIX U3Y4aeTCs eCTeCTBEH-
HOe TeyeHue npouecca, U XxapakTepucTvka Unn U3MeHeHUs NpusHaka n3yyaroTcs
B 3aBUCMMOCTW OT M3MEHEHUI UNN XapaKTepucTuK apyroro. B skcnepvmeHTanb-
HbIX UCCnenoBaHUsX uccnegosaTerb akTMBHO BMELLMBAETCH, UBMEHSET NpU3Hak
N HabNoOaeT, Kak U3MEHSAETCH OpYyron, BCNeacTBMe 3TOro BMewlarenscTaea. pu
3TOM uvccrnefoBaTesb MbITAETCA Kak MOXHO CUibHee MNpefoTBpaTUTb BAUAHWE
OpYyrux npu3HaKkoB, KOTOPbIe MOTYT NOBAUATL Ha ncxodbl. NMpuMepoM Takoro suaga
nccrnegoBaHui ABNAIOTCH KIIMHUYECKMEe UccefoBaHnsa no n3yyYyeHuto MeTogos re-
YeHUs N NPOdPUNaKTUKKN, pacCMOTPEHHbLIE B 5 rnase.

Ha6niogaTenbHble nccrefoBaHus MOXHO pa3fennTb Ha Be OCHOBHbIE KaTero-
pun: onucaTtenbHble N aHanuTuyeckne. OnucaTenbHble UCCNeaoBaHNsA UCMONb3Y-
eTCs KaK ansa onvcaHuns 6051e3HK, Tak 1 ons onnucaHus (onpegenexHus) pacnpocTtpa-
HEHHOCTM UM CMEPTHOCTU OT onpefeneHHoro 3abonesaHus (Npu3Haka) B 60Mb-
WX Monynsauusx B COOTBETCTBUE C €€ OCHOBHbIMU XapakTepucTukamu, Taknmu
Kak o, BO3pacT, paca unu reorpaduyeckoe nonoxeHuve.

Opyras kateropus HabnogaTenbHbIX NCCrefoBaHUM — aHanuTuyeckas ucrorsib-
3yeTcs ONs BbIABNEHUSA NMPUYMHHBIX UMW 3TUONOTMYECKUX (DAKTOPOB B BO3HUKHO-
BEHUW NCXO[0B (3abonesaHuii). Hayanom vnu nepebiM 3TanoM aHasMTUYECKOro
nccrnefoBaHUa 4acTo ABMAIOTCHA OnucaTesibHble OaHHble, KOTOpble MOAHUMAOT
onpeferieHHbIN BONpoC UM No3BoMsAoT PopMynMpoBaTth rmrnoTesy, TpebyoLLyto
JarnbHenwero uccnegosaHuns. B aHanMtnyeckoMm uccnegosaHun uccrneposaresb
NbiTaeTcss OTBETUTbL Ha OnpefesieHHbI BONPOC UK rpynny Bonpocos. Pasnuymsa
MeXay onucaTtesibHbIM N aHaNIMTUYECKMM UCCNEeNOBaHNAMU He BCEraa BblpaXeHobl.
B 605bLLIOM OnucaTenbHOM UCCnegoBaHMM MOXET (MHOrAa HEOXMAAHHO) NONy4UTb
BreyaTnsoLwme fgaHHble, KOTOpble NO3BOMAT MOMY4YUTb ACHBIA OTBET Ha cneumndu-
Yyeckun Bonpoc. [aHHble aHanMTMYeckoro uccnenoBaHuss MOryT rpencraBnaTb
BeCbMa 3Ha4nTENbHbIN OnucaTenbHbIN MHTepec U NOgHMMATL HOBbIE BOMPOCHI AN
JanbHENLINX NccrnegoBaHni.

HecmoTpsa Ha OTCYTCTBUE pPe3KMX pasnnyuii, 4acTto 6biBaeT NnosesHbIM pasge-
nATb MccnegoBaHna nNogobHbiM ob6pasdom. OnucaTenbHble UccnefoBaHus 4acTo
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oTpaxkaloT 6onee NOBEPXHOCTHbIE UK obLume B3rnsagbl Ha npobnemy 3abonesa-
HUA. AHaNIMTUYECKME CYXXMBAIOT ee A0 CNeundnyYeckoro BONpoca, YTo MOXET MoT-
peboBaTb 601€ee CTPOroro au3ariHa UCCneaoBaHus N aHanmaa gaHHbIX.

B 3aBMCUMOCTM OT OJIUTENILHOCTU MCCIIEQOBaHNA NMoApa3feNaloTca Ha none-
peyHble (OAHOMOMEHTHbIE MM UCCIIEA0BAHNA PacnpOCTPaHEHHOCTM) U NPOQOSb-
Hble (KOrOpTHbIE MCCEQOBaHNUA UM UCCNESOBAHUS TaK Ha3bIBAEMbIX KOHEYHbIX
TOYeK).

4.1. OpHOMOMEHTHbIEe uccnepoBaHUAa U UccnenoBaHuUs
pacnpocTpaHeHHOCTU

OpHOMOMEHTHbIE MCCEQOBaHNA U3yYaloT B3aMMOCBA3b Mexay 3aboneBaHu-
eM U OpYyrMMn xapakTepucTukamun unm gpaktopammn B onpeneneHHon nonynaumm
B onpepeneHHoe BpeMs. Hannumne nnm otcytcTeme 3aboneBaHns, a Takxke usyya-
eMbIX (PaKTOpPOB OMpPefensieTcs y Kaxaoro y4acTHMKa nonynaumMmM unu npepcra-
BUTESIbHOM BbIGOPKN. HE06X0ANMMO MOMHUTL, YTO OOQHOMOMEHTHOE UCCNEeAoBaHMe
BbIMOSHAETCA 32 BECbMA KOPOTKUIA MPOMEXYTOK BPEMEHMW, B TEYEHME KOTOPOro
n3yyaemble nokasartenn (3ab6oneBaemMocTb, U3dydaemble (PakTopbl) OCTalTCA He-
M3MeHHbIMKU. IHbIMK crnioBamu, uccrneaoBaTenb AenaeT «MOMEHTasIbHbI CHUMOK»
cuTyaumn.

PacnpocTpaHeHHOCTb U MHUMOEHT — BaXKHble XapaKTepUCTUKM HabnioaaTenb-
HbIX OJIHOMOMEHTHbIX MccregoBaHuin. Oba MoHATUA ABNSOTCSA YacToTamMu, KOTO-
pble MOMOratoT onpefenuTs BKag 60ne3Hn B nonynaumm

UHUmaeHT paccmaTpuBaeT TONMbKO BHOBb AMArHOCTMPOBAaHHbIE criyqamn 3abone-
BaHMs (COCTOSIHUS) cpean BCeX NauMeHTOB, MMEIOLLMX PUCK pPasBUTUS 3TOro 3a-
6oneBaHns 3a onpefesieHHbI NepUoL BPEMEHM U UCMONb3YETCA NPU N3Y4EHUU
BNIMSAHMS HOBbIX Clly4aeB 3aboneBaHus.

PacnpoctpaHeHHOCTb nnn o6LLee YMCNO Cry4aeB MCMOMb3YeTCA MPW OLEH-
ke 6pemMeHn 60Ne3HN B 06LLEeCTBE UM NONynaumMu. OTOT nokasaTesb OTHOCUTCSA
KO BCEM NnuUaM B NOMynsuMmn Unun BbIGOPKE, Y KOTOPbIX MMEETCA faHHoe 3abone-
BaHWe, BKIOYas Kak HOBbIE Clly4au, Tak 1 yxxe nMmetoLmecs. Takmum o6pasom, pac-
NPOCTPaHEeHHOCTb — 3TO YUCIO NUL, UMELLMX 60Ne3Hb, OeNeHHOe Ha YMCno nuy
B BbIGOPKE, 06CNeoBaHHbIX B onpeneneHHbii nepruos BpeMeHmn

OCHOBHOW KINMHMYECKNI BONPOC B OAHOMOMEHTHOM UCCNEAOBAHNM MOXET ObIThb
CchOpMynMpPOBaH, HanpuMep, Tak: ONPeLeTbL PacnpoCTPaHEHHOCTbL 3a60s1eBaHNS
N M3Y4nTb B3aMMOCBA3M (accoumaumm) Mexxay Hanmyimem Unm oTCyTCTBUEM UCChe-
AyemMoro 3aboneBaHnsa 1 MHTEPECYIOLLIMMU UCcreaoBaTens hakTopamu.

He MeHee BaXKHbIli BOMPOC — BbIOOP afeKBaTHOW Nonynsauun (BbIGOPKK) Ans Uc-
cneposanus. Ecnv nonynsauus goctatoqHo mana v doHaHCUpoBaHue AOCTaTouHO
(Hanpumep, yyawmecs oOgHOW LUKOSbI, CTYOEHTbl OOHOro By3a, (hakynsrera wunu
HaceneHve HebOonbLIOro ropofka), MOXHO B3ATb B WUCCMeAoBaHWE BCHO MOMNyns-
uuto. Ecnn xe nonynauus Benvka (ctpaHa, 60MbLLUIOV ropog, 1 fp.), To HE06X0ANMO
cchopMmpoBaThb NPEACTaBUTENBHYIO BbIGOPKY U3 3TOW nonynauuu. Onsa ny4wero
NMOHUMaHWA TakUX BaXHbIX TEPMWHOB Kak BbIGOpKa M MOMynsauusi oCTaHOBMMCS
Ha HUX NogpobHee.

72



IJIABA 4. HabnioparesnbHble nccnefosaHmus -

lMonynsums — 3T0 COBOKYNHOCTb HaceneHus, obnagaroLwero AaHHbIM nNpu3Ha-
KOM. Bbibopka — 4acTb Nonynsauun, nosly4eHHas nytem otéopa no O4HOMY WU
HECKOMbKUM NMpU3HaKkam.

MeTtogbl ona dopmupoBaHUA agekBaTHoM (nmogxogsilen) BbIOOPKM BecbMa
BaXHbl. Mbl npeanaraeM OCHOBHblE BUAbl BbIGOPOK, KOTOPbIE Yalle Apyrux uc-
Nonb3yTCA B OQHOMOMEHTHbIX UCCIIeA0BaHUAX.

Buabi Bbi6opku:

e [lpocTas cny4ariHas — Hanbornee 3NemMeHTapHbIN TUM, B KOTOPOW KaXXabIi umeeT
OOVHAKOBbIN LLIAHC 6bITb 0TOBPaHHbIM U3 Nonynaumu. [nsa sToro Bca nonynauus
HymepyeTcs nocrnegosatenibHo 1,2,3 1 T. 4. 3aTem HoMepa BbIGUpatoTCa Cry-
YaMHO U FEHEPUPYIOTCA KOMMBIOTEPOM C YH4ETOM HEO6XOANMOro o6bema.

e CrpatudmumpoBaHHas crnydamHas — nony4Yaetcsa npyv gefneHun nonynsumu
Ha 4YeTKue noarpynmnbl (CTPaTbl) COOTBETCTBEHHO HEKOTOPbLIM BaXXHbIM Xapak-
TEPUCTMKaM: BO3PaCT, CoOLUMabHO-9KOHOMUYECKOE NONoXeHne. 3ateM oTéumpa-
eTcs cryYanHas BblI6opKa 13 Kaxgow ctpaTel. Hanpumep, Bo3pacTtHas rpynna
40-59 net coctaenset 20% BO Bcewn nonynauun. M1 B BbiIGOpke 3Ta BO3pacT-
Has rpynna, Takxe 6yget coctaBnsitb 20%. OT0 NpeacTaBUTeNIbHO 1 ynpoLlaeT
aHanms.

* Cuctematunyeckas, Korga cHayana peLlaroT, Kakyt YacTb nonynsunm o6cneno-
BaTb, MONOBWHY, OHY AECATYIO, U T. 4. 3aTeM BbIOGOPKY HYMEpPYIOT 1 O0TOMparoT
Kaxxgoro Oecsitoro, v Kaxgoro cotoro u 1. . OgHako HY>XHO 6bITb COBEp-
LLEHHO YBEPEHHbIM, 4YTO NMpn 3TOM He 6yaeT cMmeLleHnsa. Cnncok nsbupatenen,
HanpuMmep, NOCTPOEH Tak, NepBbIM UAET haMmnma Myxa, 3aTeM XEHbl U eCTb
BEPOATHOCTb, YTO MOIYT ObITb OTOOPAaHbI XEHLLMHbI NN MY>X4YUHBbI.

e KnacTtepHas: 1) pasgeneHune nonynsauumn Ha rpynnbl He 06a3aTenbHO TakKue romo-
reHHbIE Kak CTpaThbl, 2) BblIbMpaeTcs cry4anHas BblIbopka U3 KnacTepos, 3) cny-
YanHas BblbopKa M3 NKL, COCTaBNAOLLNX KnacTep. STOT TUM BbIGOPKM OCOOEH-
HO NoJiIe3eH NPy NPOBEAEHUN HALMOHANbHbLIX 06CNefOBaHNN LOMOXO3SACTB.
MpuMepoM Takol BbIBOPKM MOXET CRyXUTb NpeactaBuTeNnbHas BbibOpKa Ha-

ceneHna Poccun, kotopasa dgopmmpoBanack onsa uccnegosanna RLMS (Russian

Longitudinal Monitoring Survey).

TeppuTopuranbHoe paroHMpoBaHue B Poccun aaet Becbma 605bLION pa3dbpoc
MO YUCNEHHOCTU HaceNeHus, OAHAKO YMCNEHHOCTb NEPENUCHBIX OKPYroB WUn U3-
6upartenbHbIX y4aCTKOB BECbMa NOCTOosiHHA — okono 3000 4ven. B3pocnoro (nocne
18 neTt) HaceneHus B ropogax u 2500 Yen. — B CenbCKON MeCTHOCTU. C y4eToMm
hakTopa ypbaHmsaumm B Poccum BblgensoT 8 coumanbHO-9KOHOMUYECKUX 30H
C COOTHoOLLeHMeM ropoa/ceno 3:1

Ha nepBon cTyneHun 6bin otobpaH 21 panoH (6 ropogoB-06/1acTHbIX LIEHTPOB,
7 HebOonNbLUMX FOPOAOB U 6 CENbCKUX PanoHOB. BHYyTpM Kaxaoro n3 otobpaHHbIX
pavoHOB TEM Xe METOAOM U3 reorpaddn4eckm ynopsgo4eHHoOro cnucka msbupa-
TENbHbIX Y4aCTKOB O0TOMpanack Bbibopka 13 10 nabupatesnbHbIX y4acTKOB (BTopast
CTyneHb). Takum o6pa3om, Bcero 6110 oTobpaHo 220 nsbumpaTenbHbIX yHaCcTKOB.
Ha TpeTben cTyneHn otéopa n3 sepunumpoBaHHbIX n3bmpaTesibHbIX CIIMCKOB CUC-
TemaTn4eckm otTémpanucb no 36 AOMOXO3ANCTB (a4pecoB), KOTOpbIE U Noanexanm
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o6cnegosaHmio. Takum obpasom, ansa obcnenosaHuns 6bina cpopmmpoBaHa npeg-
cTaBuTeNbHas Bbl6opKa N3 HaceneHunsa Poccuu, Bknioyatowasa 7400 [OMOXO3ANCTB
(cemen), cooTBeTCTBYIOLLAA rEHepanbHOM COBOKYMHOCTM.

Elle ogHa BaxHas xapakTepucTuka 0OAHOMOMEHTHOMO UCCNeaoBaHUs — OTKINK
Ha o6cnepoBaHue. N3BeCcTHO, YTO HaceneHne HeoANMHaKOBO y4acTByeT B 06cneno-
BaHMMW. HYacTo nepBbIMU NpUXoanT 6onee 60MbHbIe NMIOAK, NN HAaNpPoOTUB, 3A0POBbLIE,
HO 6onee 03ab04eHHbIE CBOUM 3A0pOBbEM. [f1si TOro 4YTO6bI HE BbINO CMELLEHMS
npv oT60Ope YH4aCTHUKOB MCCnenoBaHUs, HE06XoANMO, YTOObI 6blfi 06CNefoBaHbI
He MeHee 70% OT cchopmmpoBaHHoOM Bbl6opkK. Hanpumep, oTknnk B RLMS cocTa-
BuUn 87,8%. YuntbiBas nNpaBuiibHOCTb BbIGOPKM U BbICOKUIA OTKIMK, NOMYYEHHbIE
AaHHble MOXHO 3KCTparonMpoBaTb Ha Bce HaceneHune cTpaHbl. IHbIMK cnoBamum,
nccnepoBaHme obnagaeT BbICOKOW 06006LLIAEMOCTbIO.

4.2. KoropTHble uccrepoBaHus

BmecTo namepeHus Bknaga B yXxe CyllecTyioLlee 3abonesaHve (Mnu ero ot-
CYTCTBME), KaK 3TO AenaeTcs B OAHOMOMEHTHOM WCCNELOBaHUN, KOrOpPTHbIE UC-
cnefoBaHusa U3yyatoT BKS1a hakTopoB B pa3BuTNE MM NMPOrpeccnpoBaHne 3a6o-
nesaHus. Koropta — pUMCKWUIA TEPMWH 4N TPYNNbl CONAaT, KOTOpble MapLLUMpOBa-
N1 BMecTe. B KNnHMYeckoM nccnegoBaHum Koropta — 9To rpynna obcnefnyembix,
NPOCNEXEHHbIX B TEHEHNE BPEMEHU. B KOropTHOM MccnenoBaHum uccnenoBartesb
BbIGUpaeT unm chopmmnpyeT BbIOOPKY NaumeHToB (o6cnegyemblix), a Takxe name-
pseT nokasaTtenu (nepemeHHble, PakTopbl) y Kaxxgoro obcnegyemMoro, Hanpumep
dmanyeckas akTMBHOCTb, KOTOPble MOTYT MOBMMATL HA UCXOApbI.

Korga koropta copmupyeTcs ana udyyeHus, B OCHOBHOM, ogHOro 3abonesa-
HUA (MnNn pakTopa pucka), uccnegoBatenm YacTo UCKNKYatoT fogen, KoTopbie
y>Xe UMELOT CobbIThe (M 3TO Ha3blBaeTcs inception cohort). Mpu ncknoyeHnn nuu,
O KOTOPbIX U3BECTHO, YTO OHU MMEIOT YXXE MHTEPECYIOLLMIA UCXOL (B 4AHHOM CIly-
Yyae, 3abonesaHve unmn YakTop p1cka), uccrnegoBatesib yBEPEH, YTO NEPEMEHHbIE,
KOTOpbIe N3MEPSAIOTCS B Ha4arne uccrnenoBaHus, He BAMAKOT Ha ucxodbl. OgHako He-
KOTOPbIE€ COCTOSIHUS MOTYT NMPUCYTCTBOBATbL M NPOAyLMPOBaTL CUMNTOMbI [0 MOC-
TaHOBKM AuarHosa. [loTeHumanbHble Npo6feMbl, CBA3aHHbIE C TEM, YTO HEKUM
haKkTop MOXET BAUATL HA BO3HUKHOBEHME COOLITUS, HANMPUMEP MUTaHWe, MOryT
6bITb MUHUMN3NPOBaHbI ABYMS MY TAMWU. Bo-nepBbIX, Npy CKPUHMHIE AOMKHbI 6bITh
NCNONb30BaHbl YyBCTBUTENbHbIE TECTbI U UCKJIOHYEHbI NOTEHUManbHbIE 06cneny-
eMble C CyOKITMHNYECKMMU hopMaMmn nHTepecyoLen 6onesHn. Bo-BTopbIX — 1C-
crnefoBarteflb MOXET YBENNYUTL BPEMEHHbIE pamMKK, CripaluMBas Ha CKPUHUHIE O
NPOLWJSIbIX MPUBbIYKAX MUTAHWUA U YBENWUYMBAS ONUTENBHOCTb HAONOAEHNS Tak,
4TO6bI NEpmMog OT M3MEPEHUSA haKTopa puUcka OO BO3HMKHOBEHMSA COOLITUS Obif
JonbLue, YeM NpeknuHnyeckas dasa 60ne3Hu.

4.3. UccnepoBaHue criy4an-KOHTPOJIb

B paHHbIX nccnenoBaHuax, NPexXae BCEro, Onpemdensercs cryyain, Hanpumep
60NbHON C OnpefeneHHbIM 3a6ofeBaHNEM M NoAOUpPaeTCs KOHTPOmnbHas rpymn-
na wnu rpynna nuy, 6e3 3abonesaHusa. B3anmocsBasb 3aboneBaHUs n3yyaetcs
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CpaBHEHMEM OOJIbHbIX U «300POBbLIX», B COOTBETCTBME C TEM, KaK 4acTo M3y4a-
eMblii PaKTOp NPUCYTCTBYET UMM €CN peyb UOET O KONIMYECTBEHHOW MEpPEMEH-
HOW, TO ypoBeHb (hakTopa 0beunx nogarpynnax. MiccnegoBaHue cny4an-kKOHTPOSb
MOXET 6bITb NOJOOHO OLHOMOMEHTHOMY UCCIENOBaHWUIO, EC/IM B HEM OLEHMBAET-
CA B3aMMOCBA3b Y)XXE UMetoLerocs 3aboneBaHna 1 Opyrux gakTopoB Unm nepe-
MEHHbIX. /nn MoXeT 6bITb MOAOOBHO KOrOPTHOMY UCCNEnOBaHWUIO, eCnn peydb UaeT
06 M3y4eHUN Pa3BUTUSA HOBbIX Crly4aeB 3a60neBaHnsa U Opyro KOHEYHOM TOUKM.
MocnepHwi nogxod NpeanoyTUTENLHEE.

OcobeHHOCTN NpoBEdEHUS UCCNEeQoBaHUA Cry4an-KOHTposb. B Takux mccne-
[OBaHUsX, Kak 1 B N0BbIX OpYrvx, Heobxoauma sicHas nocTaHoBKa LEenu, onpe-
[AeneHne MeTo0B UCCneaoBaHUs, KPUTEPUN ONArHOCTUKU U BKITKOYEHWUS ClTyHaEeB.
BaxHbl 06bEKTUBHbIE fOKa3aTeNbCcTBa 3ab0sieBaHNs, faXe eC/iv 9TO YMeHbLLaeT
rpynny. Tak, Ana uccnefoBaHus MOYEKaMeHHON 60Ne3HM fyyLle BCEro BKYaThb
N1Y, UMEKLLMX OOKYMEHTUPOBAHHbLIE Clyqan C MOMOLLIbIO PEHTreHO-pagnoaunar-
HOCTMYECKNX METOLOB WM Hanu4yMe OaHHbIX B aHaMHe3e onepauuu no noesony
yOaneHns KaMHew, a He TOMbKO Hann4mMe NoYeyHon Konuku. Beibupas meHee fo-
KYMEHTUPOBaHHbIE ClyHan MOXHO «060ratutb» rpynny He-cryvasmm u, Takum o6-
pa3oM, HUBENUPOBATbL PasnnyMa MeXAy rpynnamm cny4aeB 1 KOHTposnen. Mpynna
crnyyaeB 06bI4HO OrpaHMYMBAETCA BPEMEHEM MOCTAHOBKU AuarHo3a. Hanpumep,
MOXHO pewmnTb, 4TO 6yaQyT MCCnenoBaHbl BCE ClydYan MOYEKaMEHHOW 60e3HU
B HeKoTopomn 6onbHULE ¢ 1 aHBaps 2001r no 31 gekabps 2002r.

O6bI4HO He BCe 60SbHbIE, UMEIOLLME NOAXOAALLMI AMAarHO3, MOTYT ObITb BKIOYE-
Hbl B ccnepoBaHune. KTo-To yexarn, HEKOTOpbIe YMEPNN, KTO-TO OTKasascs, a KTo-To
He XO4eT coTpyaHu4aTh. ViccnegoBartenb [OMKEH NPOAEMOHCTPUPOBATL BCE NOAXO-
OsLLME CryYan U COOBLLMTB, CKOJIBKO XXe BKITIOHEHO B UccnefoBaHme. Ho, B kKaxaom
crnyyae npuynHa He BKIHOYEHUS OOMKHA ObITh 3aperncTpmpoBaHa. PewwmnTsb, KTo 6y-
[EeT KOHTpOSeM, noxanyin, camas Tshkenas 3agada npuv niaHnpoBaHMM UCCnenoBa-
HWA CIyYan-KOHTPOIb. OTO TpebyeT HACTOSLLLEro UCKyccTBa. B 0QHOMOMEHTHOM Mnu
KOropTHOM MCCNeoBaHUKM 3Ta NpPo6ieMa He CTOMb akTyasbHa, MOTOMY HTO Cryyain
MOXHO CPaBHMWTb C OCTasIbHbIMM YHaCTHMKaMU nccnepoBanus. ineansHo KOHTPOu
OOJMKHbI 6bITh YaCTbIO MONYNSALMK, N3 KOTOPOW BbIGpaHbl criyvan. Ecnm aTo HeBOS-
MOXHO He06X0aMMO, YTO NoaoBpaTh Hanbornee 6M3KNMe NOAXOMObI.

lMpumepbl MCronbL30BaHUsI Pa3/INYHbIX TUMOB UWCCIeAoBaHmi /s oTBeTa
Ha oanH KITMHWYECKMY BOMpPoC

MpeOnonoxmm, Bbl XOTUTE N3Y4nTb, NpeapacnonaraeT i OXKUPEHNE K fereHe-
paTtUBHOMY apTPUTY KOJNEHHbIX CYCTaBOB.

Mpu ucnonb3oBaHWM AM3aiiHa OQHOMOMEHTHOIO WCCNenoBaHus Bbl Oenaete
PEHTIEH KOMEHHbIX CYCTaBOB B onpefdeneHHon nonynsaummn (BbIBOpKe), Hanpumep,
BCEM B3POCIbIM U ONpefensieTe CTerneHb OXXMPEHUS!, USMEPSIS POCT M BEC UK KOX-
HyIO cKnagKy. 3aTem Bbl CpaBHMBAETE PacnpoCTPaHEHHOCTb apTpuTa B 3aBMCUMOC-
TW OT CTEMNEHN OXUPEHUS, UK CTEMNEHb OXXMPEHUS Y NUL, C apTPUTOM U 6€3 Hero.

B nccnepoBaHun cnyyai—KOHTPOMb Bbl hOpMUpYETE rpynny vy C apTpUToMm
KONEHHOro cycTaea, AMarHoCTMPOBaHHOMO Bpadamu B TeHEHWE NOCNeQHero roga.
[ns KOHTPONSA Bbl AOMMKHBI NOA06PATb KaXXAOMY ClyHato-KOHTPOSO 13 Nonynsaumm
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TOro Xe Mnofna n Bo3pacTa, Ho 6e3 apTputa. 3ateM HEO6XOAMMO N3MEPUTbL CTEMEHD
OXMpPEHUs B 06eunx rpynnax u NoCMOTPETb, AEACTBUTENIBHO NN B rpynne ¢ apTpu-
TOM Yalle BCTPeYaeTecs OXUpeHme.

B KoropTHOM uccnegoBaHum Bbl CHOBa BO3BpaLlaeTech K nonynsumm (Bbibop-
Ke) B3pOCSbIX, KOTOPbIM Aeflany PEeHTreH Ans BbISBIIEHUS YXXE MMEIOLLEerocs apT-
puTa 1 UCKNIOYEHUS 6OMbHBIX C apTPUTOM U3 U3YyHaeMOWn KOropTbl. 3aTem Bbl U3-
MepsieTe POCT, BEC, KOXHbIE CKNagku Ans nonydeHus nHgopmaumm 06 OXXnMpeHuu.
Ha6niogaete a1y nonynsaumio B TedeHme 10 neT, HanpMep, 1 CHOBa fenaeTe peHT-
reH ONs BbIABEHUSA YXXE HOBbIX Cly4aeB apTpuTa, U cpaBHMBAaETE rpymnnbl B 3aBU-
CYIMOCTW OT CTEMNEHN OXUPEHUS.

YuuTbiBasl, 4TO OCHOBHOM K/IMHMYECKMIA BONpPOC 3By4van: «[lpegpacnonaraet
NN OXMPEHUE K apTPUTY KOSIEHHbIX CYCTaBOB?», OYEBUOHO, YTO KOrOPTHbIN M04-
Xxo[ aBnseTca Hanbornee afekBaTHbIM, Tak Kak Bbl HabnogaeTe passutme apTpura
y NN, C PasnuyHOM CTeNeHbo oXupeHus. OQHOMOMEHTHOE UccnenoBaHue u ciy-
Yar-KOHTPOSb AAl0T UL HENPSAMbIE [OKa3aTeNIbCTBa, MOCKObKY 06a COCTOAHMSA
(apTpuT 1 OXMpeHMe) HabngatTcA B OQHO U TO Xe BpeMs. OgHako BpeMs MOXHO
HUBENUPOBAaTb, €CNN B 9TUX UCCNELOBaHMAX Bbl MONYYUTE Yy MaUMEHTOB CBede-
HUS 06 aHaMHe3e W fIeKapCTBEHHOM Tepanuu. Hanpumep, MOXHO y3HaTb, Kakon
BecC 6b1n y obcnegyembix 10 net Hazag unu B Bo3pacTte 25 net unu o Toro, Kak
BO3HMKIIN Xanobbl Ha 60Jb B KOSIEHHbIX cycTaBaxX. KOHe4YHo, 3Tn cBedeHus He 6y-
QYT CTOMb KOPPEKTHbI, KaK B KOrOPTHOM UCCNEA0OBaHMMU, OOHAKO, 9TO MO3BONUT MO-
ny4nTb foKasaTenbCTBa B OAHOMOMEHTHOM W CIyYanl-kKOHTPOSb UCCeaoBaHUsX,
He MCMNOoNb3ys ANUTESbHbIV BPEMEHHOM NEPUOA.

Mopeenem utor. B KadecTBe nNpenMyLLIECTBa NCCNEOOBaHUA Cly4ai-KOHTPOSb
CnefyeT OTMETUTb, YTO 3TO NYHLINA TUM UCCNEenoBaHUs Ana U3y4eHns pegkux 3a-
60oneBaHunin nnm cobbITUi (MCxonoB). Takoe nccrnegoBaHne OTHOCUTENBHO BbICTPOE
N HeJoporoe; MoXeT 6bITb He6ONbLUUMM N0 06beMy. K HegocTaTkam Takmx uccne-
JOBaHWI OTHOCAT:

— CMeLLeHMe Npu 0T6OopE — KOHTPOSN LOMKHbI ObITb KaK MOXHO 60nee Nogoo6HbI
cny4asw;

— CMeLUeHue Npy U3MEPEHUN BONE3HN — NMLa, OTOOPaHHbIE Kak cryyan, MoryT
nyyLle NOMHUTb CUMMTOMbI, TaK KaK UX 3HA4YMMOCTb A NauneHTOB BbILLE, NN
nccnegoBartenb MOXET 6051ee HACTONYMBO CnpalumBaTh O CUMMITOMAX;

— CMEeLUeHME Npu OLEHKEe BbDKMBAEMOCTU — YMEpPLUME HE BKNOYAIOTCA B UcCcne-
JOBaHMe Cny4van-KoHTPOSb; a eCnn BKIIKYalTCs, TO 06 3TUX cry4asx Bcerga
MeHbLLUe NMHopmauun.

Kpowme Toro, nccnefoBaHus Cry4an-koOHTpOsb He fatoT MHpopmaumm o pacnpo-
CTPaHEHHOCTU 1 OrpaHNY€EHbl U3YHEHNEM OOHOIr0 COObITUS.

Myt npeogoneHns HEQOCTATKOB: MpaBWUSIbHOE conocTaenenne (matching) —
ANA KaXAO0ro cryyas Heo6xoanMMo HaNTN KOHTPOSb, aHanorMYHbIv NO BCEM APYruM
BO3MOXHbIM MpPU3HaKaM, MCKNo4Yas MCKOMOE COCTOsiHME (TOT e Bo3pacT, non,
coumanbHoe Mnonoxexue, etc.) n ocnenneHve: nHaMBMAyanbHasa OLeHKa BAUSHUA
JOMKHa ObITb CREenow, TO eCTb TOT, KTO NPOBOAUT aHanu3 uccnegoBaHma He Jon-
XEH 3HaTb, Cy4Yan UNN KOHTPOSIb OH aHanuaupyer.
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4.4. NpocneKTUBHOE U peTPOoCNeKTUBHOe uccnepoBaHus
BepHemcs elle pa3 K KOropTHbIM MccregoBaHusaMm. B 3aBucmMmocTn oT TOro,
korga 6blIn cobpaHbl AaHHbIE MO OTHOLLEHUIO K Hadany HabnogeHus, nccnepo-
BaHWs NoJpasfenstoTcs Ha NPOCMNEKTMBHBIE N PETPOCMNEKTMBHbIE. B peTpocnek-
TMBHOM MCCNEOOBaHNN UCMOSIb3YOTCA AaHHbIE (3anmcn), COenaHHbIE B MPOLLSIOM.
HanpoTue, NpocnekTnBHOE BKIOHaeT COOP AaHHbLIX B HA4Yane uccrenoBaHus.

4.4.1. NMpocneKkTuBHbIE UCCleA0BaHUsA
B npocnekTMBHOM uccnegosaHnn UccrnefoBaTteslb MOXET NnaHnpoBaTtb U KOH-

TponupoBaTb MeToAbl NpoBefeHns obcrefoBaHns, UMes B BUOY Lenb uccneno-

BaHuA. B peTpocneKkTMBHOM uccnefoBaHuy faHHble yXe cobpaHbl U MOryT 6bITb

He MOMHbLIMU NN cobpaHbl He COBCEM B TOM riaHe, KOTOpLIN npegycMmarpusaeT-

cA JaHHbIM nccnegosaHneM. COOTBETCTBEHHO, PETPOCMEKTUBHbIE UCCNEA0BaHNA

4acTO UMEIOT CYLLECTBEHHbIE NPO6GIEMBI.

PaccmoTprM rnccnegosaHue rno N3y4eHuo UCXOL0B fleHeHUst 60MTbHbIX C XPOHUYeC-
KOV cepfie4HOM HeJoCTaTO4HOCTLIO B 60MbHULIE 3a HECKOSLKO NeT. B cny4ae peTtpoc-
NeKTUBHOr0 UccnegoBaHns, Uccneposarerib OMKEH NPUHATL BO BHUMaHWE, YTO Kpu-
Tepun gnarHocTvkm XCH 3a 3T rogbl MOV U3MEHUTBCHA M BapbMpOBaTb OT Bpada
K Bpady. NlamepeHve LieHTpanbHOro BEHO3HOMo AaBrieHuns], AaBfeHus 3aKiTMHUBaHNA
nero4yHon aptepuu (wedge), n dpaxkumm BbiIGpoca yryyLLIMIN OMarHOCTUYECKNE BO3-
MOXXHOCTW 3TOr0 COCTOAIHUSA, U CIlydaun, AnMarHoCTMpoBaHHbIe MHOMO NeT Hasagd, MoryT
OTNNYATLCA MO XapaKTepy U TAXKECTU OT TeX, KOTOPbIe B6bINN ANarHoCTUPOBaHbI B NOC-
negHve rogbl. TakuM 06pa3oM, U3MEHEHUs B MCXodaxX MOryT OObSCHATLCSA cKopee
pasnu4YHOM TSXKECTbIO 3abosieBaHns, YeM IPIEKTOM NeHeHus.

Ecnu 310 nccnegosaHve 6ydeT NpPoBOAMTLCA MPOCNEKTUBHO, MccregoBaTesb
MOXET C CaMOro Hayana yCTaHOBUTb KpuTepun guarHoctukm XCH n Ha6op 06b-
€KTMBHbIX AMarHOCTUYECKMX METO[0B, KOTOPbIM 6yAeT UCMoNb30BaTLCA B UCCe-
JOBaHWWN ONS OLEHKWU YrydleHus coCcTosiHUA. Kpome Toro, OH MOXET KOHTPOU-
poBaTb, 4TObObl BCe HEOOXOAMMbIE NPoLeaypbl NPOBOAUIINCE BCEM 06CnedyeMbIM,
BKJIIOYEHHbIM B UCciegoBaHne. Takum 06pa3oM, npenmyLecTsa (superiority) npo-
CMEKTMBHOIo UCCrefoBaHus o 3TOMy BOMPOCY HECOMHEHHBI.

MprMepoM NPOCMNEKTUBHOIO KOrOPTHOMO UCCNEOOBaHNSA MOXET CITY>XUTb U3yye-
HWe BNUAHWE (PaKTOPOB pUCKa Ha CMEPTHOCTb MYXUYMH cpedHero Bo3pacTa, npo-
BegeHHoro B Mockee. OCHOBHblE CTaaun NpoBefeHUs UccrnefoBaHus:

1. ®opmuposaHue KoropTtel. B 1974 rogy uccneposatenu copmupoBanu cny-
YarHyl0 NpefacTaBUTENIbHYIO BbLIGOPKY MYX4uH 40-59 net u3 unsbuparesb-
HbIX CMUCKOB OfHOIO M3 panoHoB . MOCKBbLI U nocnanv um npurnaleHms
Ha obcrnegoBaHue.

2. CornacvBLUMeCs NPUHATbL y4acTUe B UCCNEA0BaHUN MY>XUMHbI ObIN ONPOLLEHbI
Nno CTaHLAPTHOM aHKeTe, M 6binio NpoeedeHo AKI uccnenosaHme B Nokoe, U3-
MepeHbl OCHOBHbIE (PaKTOopbl pUcKa — apTepuarnbHOe AaBrieHune, YacTtoTta cep-
JeYHbIX COKpaLLeHWin, aHTPONoMeTpUYEeCKe nokasaresnu, nokasarenu nunua-
Horo o6meHa. beino o6cnegoeaHo 3908 yenoeek. OTKNMK coctaBun 80%.
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3. lNpocnexuBaHne KoropTbl U namepexme ncxogos. OguH pas B gBa roga onpe-
LOENANCA XXM3HEHHbIE CTaTYC BKIMIOYEHHbIX B UCCNEOOBaHNE, U MPUYNHBI CMEPTH
ymepLumx. MNeprog HabnogeHus B cpegHem coctaBun 25 ner.

IMpocneKkTMBHLIN NOAXOL MO3BONWA UCCeAOBaTENAM MaHMpPoBaTb YMCNO U3-
MEpPEHWUI, COENaHHbIX B Ha4dane uccrnenoBaHus, a KOropTHbIA Ou3aiH No3BOnun
UM cobpaTtb AaHHble 0 Nocnegyowmx ncxogax. bonbwon o6bem KoropTbl 1 Anu-
TENbHbLIN Nepuog HabnwaeHus obecrneynn BO3MOXHOCTb MCCnepoBaTb BKNag
(haKTOpPOB pMCKa B CMEPTHOCTb OT pasfnnyHbIX 3a60neBaHni: cepaeyHO-CoCyamnc-
TbIX, OHKONIOMMYECKUX U Opyrue HEMHMEKLMNOHHBLIX 3a60neBaHni, a Takxe 06LLYHo
CMEPTHOCTb.

B gpyrom uccnegoBaHun uccnegosaTeny NpoBepsanvM runotesy O TOM, HYTO
YacTbIi NMPUEM MULLIEBLIX BOSIOKOH aCCOLMMPYETCHA CO CHUXKEHUMEM paka TOfCTo-
ro KuweyHuka. lNMotpebrieHne BONOKOH oueHmBanocb B 1980r, n B nepmvod mexay
1980-1994rr 6bI510 BLISBNEHO N NOATBEPXAEHO 787 cnyyaeB paka. HacTtoTa paka
TONCTOrO KULLIEYHMKA Y XXEHLLWMH, HaXOOALLMXCA B BEPXHEWN Oeumnu pacnpegene-
HWUS NOTPEeBONEHNS BONTOKOH, 6blfia aHanormMyHbl TaKOBOMY Y XEHLLMH, HAXOOALLMXCA
B HWXHEN geumnn pacnpegeneHuns atoro nokasarensa (OP=1,0; 95%/W1 0,7-1,4).
WccnegoBaTtenu caenanu nonpaeky Ha BO3MOXHbIE BMELLMBAOLLMECH haKTopbI,
KoTopasi He U3MeHWna peaynbraT. 3HAYNTENBHOE YUCIO ClyyYaeB paka ToNCToro
KMLLEYHNKA N Ka4eCTBO METOOO0B MOOAEPXMBAET 3ak/OYeHMe O TOM, YTO 4ac-
TO€ NoTpebneHne NULLEBLIX BOSIOKOH He npedynpexpaeTr BO3HWKHOBEHME paka
KULLEYHNKa.

[MpeumyLlecTBa NPOCNEKTUBHOIO KOrOPTHOrO An3anHa.

lMpocnekTMBHOE KOrOPTHOE UccnegoBaHMe — MOLLHas cTpaternsa ana onpege-
NEeHNA BO3HUKHOBEHUSA COObLITUA (COCTOSIHUS) M MCCNEAOBaHUSA MOTEHUManbHON
NPUYMHBI UX Pa3BUTUA. TaK Kak NoTeHUuanbHbIE NPUYNHHBIE DAKTOPbI U3MEPSAIOT-
CA 00 BO3HUKHOBEHUSA COObLITUNA, B KOFOPTHOM MUCCNEAOBaHUN MOXHO YCTaHOBUTb
WX BKNnag B pasBuTtne n3y4aemMoro ncxopa (CoctosHus).

lMpocnekTMBHOE UCCnenoBaHMe gaeT nccnenoBarTesnto BO3MOXHOCTb U3MEPUTb
BaXHbl€ NEPEMEHHbIE aKKypaTHO M B MOSIHOM 06bemMe. ITO MOXET ObITb, B YacT-
HOCTMW, BaXXHO Asfsi UccnenoBaHWin ONpefenieHHoro Tuna npPoOrHOCTUYECKUX doak-
TOPOB, Kak Hanpumep, NpyBbIYKM NUTAHWA, KOTOPblE TPYOHO BCMOMHUTH TOYHO.
M3mepeHne ypoBHel (hakTOpoB 0 BO3HUKHOBEHMSA UCX0oQa BOOOLLE NPON3BOANT-
ca 60nee akKypaTHO, YeM MOMbITKa PEKOHCTPYMPOBaTh MPOLLSIOe NOCe TOro, Kak
COObITUE Y>Xe NPOM3OLLSIO.

MpocnekTMBHOE KOropTHOE UCCEA0OBAHME YHUKANIbHO NS U3YYEHUs NPOrHocC-
TMyeckmx hakTopoB dhatasnbHbiX crydaeB 3aboneBaHui. Korga Takue cnyvawm
N3y4atoTCsd PETPOCMNEKTUBHO, NPOrHOCTUYECKNE (PaKTOpPbl, KOTOPbIE NPUBEKAIOT
BHMMaHue muccnegosartenen, MoryT 6biTb NpeacTaBfieHbl HE MOMHOCTbIO, U MOT-
pebyeTcs BOCCTaHOBMIEHME 3TUX (DAKTOPOB B MPOLUIOM — U3 UCTOPUM BONE3HM,
Y POACTBEHHVKOB, ApY3ei 1 T. A. 60/IbHOrO.

HepocTtaTkm NpoCNEKTUBHOIO KOropTHOro An3arHa.

MpOoCNEeKTUBHbLIN KOFOPTHbIN AM3alH JOporon u HesdEKTMBHbIA MNyTb
ONA N3ydeHus pepkux cocTosHui. [Jaxe Te 3aboneBaHus, KOTOpble, Kak
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Mbl OyMaeM, BCTPeYalTCH OOCTATO4HO 4acTo, Hanpumep, pak KuLle4HuKa,
Ha caMmOM ferne BCTpe4yalTcs Tak pefko, YTO AOMKHO 6biTb MPOCNEXEHO O0-
CTaTOYHO MHOrO fogelr B Te4YeHWe ONIUTENbHOro BpeMeHU, Y4Tobbl BbiIBUTb
HEeo6X04MMOE YNCNO COOLITUI ANA NONyYeHUs OOCTOBEPHbIX Pe3ynbLTaToB.

Mcnonb3oBaHNWE MPOCNEKTUBHOrO KOrOpTHOro pgu3amHa CcTaHeT 6onee
AhhEKTUBHBLIM, €Cnn n3yyaemble ncxodbl 6ygyT BCTpedaTbca 60nee 4acTo.
Mo3TOMYy NPOCNEKTUBHOE KOrOPTHOE NccnenoBaHne hakTopoB pucka, BInNSIO-
LMX HAa BO3BHUKHOBEHME PELNaMBOB Nocie neyveHmns 60MNbHbIX PaKOM KULLEYHN-
Ka, 6yayT MeHbLUE Mo 06BbEMY U MEHEE 3aBUCUMbIMU OT BPEMEHU, YEM Takoe
Xe nccnegosaHue No U3yHeHuto BNNAHNSA hakTOPOB pMcka Ha BOSHMKHOBEHWE
paka KuLeYHUKa y 300pOBOWN NONynaumu.

4.4.2. PeTpoCnNeKTUBHOE KOropTHOE uccnepoBaHue

[un3aliH peTpoCneKTUBHOIO KOFrOPTHOIO UCCEA0OBaHMA NO CYyTU TakOW Xe,
KaK 1 NPOCMNEKTMBHOIO KOrOPTHOrO MCCNefoBaHus: rpynna nuy npociiexmea-
€TCSl BO BPEMEHU C UBMEPEHNEM MOTEHLMANbHbBIX MPOrHOCTUYECKNX PaKTOPOB
B Ha4Yasne u 3aTeM onNpenensaoTcsa nocnenyowme ncxodpl. Pasnuyne B Tom, 4T0
OTOOpP KOropTbl, UCXOAHbIE XapaKTEPUCTUKN HabNogeHNe U Ucxoadbl BCe Chny-
YMNMChb B NpoLusioM. ITOT TUMN UCCefOBaHUA BO3MOXEH B TOM Clly4ae, ecniv
MOXHO cobpaTb agekBaTHble AaHHble O (haKTopax pMcKa U ncxogax B gaHHoOM
KOropTe nuu, Kotopble 6biin 0TOOpaHbl ANg opyrux Luenen.

Mpumep. PeTpocneKTUBHOE KOFrOpTHOE UcCcneaoBaHue
[na onnucaHua ecTeCTBEHHON NCTOPUM aHEBPU3MbI FPYAHON aopThl N dak-

TOpPOB pucka paspbiBa aopTtbl, Clouse u coaBTOpbl aHanNM3npoBanu gaHHble

ncTopun 6onesnun 133 NnaymMeHToB, UMEBLLUMX aHEBPU3MY.
OcHoBHble cTagnn NPoOBEeAEHUa UCCIEL0BaHUS.

1. Bbi6op nogxogsiien koropTel. iccnegosaTtenu ncnonb3osany 6a3y gaHHbIX
xutenen rpadctea Onmcten, MuHHecoTa. OHM nckanu 60MnbHbIX, KOTOPbIM
B nepuog mexgy 1980 n 1995 rogamm 66151 NOCTaBAEH ANArHO3 aHEBPU3MbI
aopThbl, 66110 HangeHo 133 naumeHTa.

2. Cb6op nporHocTuyeckux chaktopoB. [na onpepeneHns nona, Bo3pacTa,
pa3MepoB aHeBpPM3Mbl U (PaKTOPOB pUCKa cepaevHO-coCyanCTbIX 3abone-
BaHUM B MOMEHT MOCTAHOBKW AuarHo3a 6bifiv NPOCMOTPEHbI cTopumn 60-
ne3Hn nauneHToB.

3. C6op paHHbIX 06 ucxopax. Miccnegosartenun cobupanu gaHHble U3 NCTOPUIA
60ne3Hn 133 naymMeHToB, 4TOObLI ONPeaAenmnTb, 6biN NM pa3pbiB aHEBPU3MbI
Wnn aHeBpmn3ma 6bifia onepmpoBaHa.

4. BbIno NnokasaHo, 4To 5-neTHUIM pUCK paspbiBa aHEBPU3MbI a0PThl COCTaBUII
20%, W 4YTO XeHLUMHbl Menu B 6,8 pasza MeHbLUYI0 BEPOATHOCTbL pas3pbiBa
no cpaBHEHUIO ¢ MyX4unHamu (95% OW cocTtaeun 2,3-20). Nccneposatenu
Takxe nokasanu, 4To 31% 60NbHbIX C UCXOOHLIM AMaMeTPOM aopThl 6onee
4yem 6 CM, MMeNM pas3pbiBbl aHEBPU3MbI, TOr4a Kak npu guameTpe MmeHee 4
CM He 6bIfI0 3aperncTpMpoBaHo HM OQHOrO paspbiBa.
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[MpenmyLLIeCTBa PETPOCNEKTUBHOIO KOrOPTHOIO A3anHa.
PeTpocnekTUBHbIE KOrOPTHBIE UCCNEROBAHNSA UMEIOT, B MPUHLMME, TY XXE CUMY, YTO

npocnekTuBHble. C MOMOLLbIO Takoro amMsanHa Takke MOXHO YCTaHOBUTb, YTO MPo-
FHOCTMYECKUE haKTopbl MPEALLIECTBYIOT COBLITUIO.

Kpome TOro, aTm 1UccnegoBaHvsa MMEOT NPEUMYLLECTBO Nepes NMPOCMNEKTUBHBIM,
Tak Kak OHW MeHee Joporu, 1 3aTpaTHbl Mo BpeMeHu npoeeaeHus. B Taknx nccnepno-
BaHMSX MaUMEHTbI YXXe 06crnenoBaHbl, N3MEPEHUS cOenaHbl MCXOQHO, U MEPUOL, Ha-
6I0AEHWSA YXXE 3aBEepLUMIICS.

Hepocratku.

OcHoBHble HegocTaTKM PEeTPOCMEKTUBHBIX KOrOPTHbIX MCCNeOoBaHUn 3aKno4a-
0OTCH B TOM, Y4TO UCCNEQOBaTENb UMEET OrpaHNHYEHHOE BANSHUE HA BbIGOP MOMyns-
UMM N Ka4ecTBO M3mepeHuii. Mmetowmecs OaHHble MOTyT He BKJoYaTb NauneHToB
N MHdpopMaLmIo, KOTOpasi BaxkHa A OTBETA Ha KIIMHUYECKMIA BONPOC, MOCTaBIEHHbIN
B vccrnegoBaHun. [laxke B TOM Criy4ae, Korga MMeroLLMecs AaHHbIe BKIOHaoT MHAOP-
MaLMIo O KJTOYEBbLIX NEPEMEHHbBIX, OHWU MOTYT GbITb HEMOMHLIMW, HETOYHLIMM NN U3-
MEpPEHbI TaKMM 06pa30M, HTO HESb3A NOSYHUTL OTBET HA BOMPOC UCCEA0BaHMS.

UTak, Bbl MO3HAKOMUIUCE C HaMbosee YacTo UCNoNb3yeMbiMU BUAAMW Haboga-
TenbHbIX UCCNEQOBaHMIA, OLIEHUIIM MX MPENMYLLIECTBA N HEOOCTAaTKM, a TakXke 0CO3Ha-
N, 4TO BbIGOP TOrO M MHOMO BUAA UCCNEOOoBaHNA OOMMKEH ONpeaensaTbes TeM Kiu-
HMYECKMM BOMPOCOM, Ha KOTOPbIA Bbl XOTUTE MOMNYHYNUTL ACHLIN U HEOBYCMbICIIEHHbIN
oTBeT.

4.5. TecTtoBble 3apaHus

BbibepuTte 0oMH NN HECKONBKO NpaBuiibHbIX OTBETOB.

I. ONPEOENUTE TUIMN BbIBOPKW:

A. Bbibopka y4dauwmxca wWkonbl, chopMmnpoBaHHasa cnegyrowinm o6pasom:
N3 KaXxxgomn KnacCHOMW KOMHaTbl BbIGupanucb no gea y4eHunka. OguH — nepsbin
N3 pOOMBLLMXCA B AHBApe 1 BTOPOM — NOCNEAHMA N3 POAUBLLUNXCA B Oekabpe

1. MNpocTas cny4anHas

2. CtpatudpmumpoBaHHas cnydanHas
3. KnactepHas

4. CuctemaTnyeckas

6. UENEBA4A Nonvnaund ana TEJIE®@OHHOIO OrNPOCA OTEUPAJIACH
MYTEM BbIEOPA 10 CTPAHUL, N3 TENIE®OHHOWM KHUMM MO TABJULIE
CNYYHANHBIX YACEN U BKJTKOYEHUA KAXKOOMO, ®AMUNIAN KOTOPBIX
HAXOOWNMNCb HA 3TNX 10 CTPAHULIAX

1. MNpocTas cnyyanHas

2. CtpatudmumpoBaHHas cnyyanHas
3. KnactepHas

4. CuctemaTun4eckas

B. ANy NPOBEPKW 300POBbA N3 BPAHEBHOIO YHACTKA,
HAXOOALLUEroCA B PAMOHE HOBOCTPOEK (FOE NPEOBJTIAOQAIOT
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IJIABA 4. HabnioparesnbHble nccnefosaHmus -

MHOIOKBAPTUPHBIE OOMA), EblJ1/ BbIBPAHBbI CEMbW, )XBYLLIME
B KAXXOW 47- KBAPTUPE. YCIO 47 OKA3AJIOCb NEPBbLIM
OBY3HAYHbLIM YCNOM, NONYHEHHBIM KOMINBbIOTEPOM C NMOMOLLBIO
CMNELIMANIBHOW NMPOrPAMMBI

1. MNpocTas cny4anHas

2. CTpatudmumpoBaHHas cnyvanHas

3. KnactepHas

4. CuctemaTn4eckas

. BbIBPATb OOHOIO N3 LWECTW CTYOAEHTOB-OOBPOBOIJbLIEB, KTO
BYOET YHACTBOBATb B UCCJIEOOBAHMN B KAHECTBE JOHOPA
1. MNpocTas cnyyanHas
2. CtpatudpmumpoBaHHas crny4vanHas
3. KnactepHas
4. CuctemaTnyeckas

Il. HXXE NPUBEOEHHBIE XAPAKTEPNCTUKWU COOTBETCTBVYIOT TUMY
MCCNEOOBAHNA
A. CIEQYIOLLUMM NETOM BYAET NPOBEAEH TENE®OHHBIN OMNPOC
C UENBIO OMNPEAESINTb: BCTPEYHAETCA J1M Y BESPABOTHbLIX A3BA
KENYOKA YALLE MO CPABHEHUIO C PABOTAIOLLMMA
1. PeTpocnekTusHoe
2. lNpocnekTnBHOE

5. UCCNEOOBAHVE CMEPTHOCTW CPEV BETEPAHOB BE/IMKOW
OTEYECTBEHHOW BOWVHbI, CPABHUTb MY>XHYIH, CITY>K/BLLUVX B APMUN,
C TEMW, KTO CITY>XKNITHA ®JIOTE

1. PeTpocnekTusHoe
2. lNpocnekTnBHOE
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NMABA 5.

OLIEHKa Pa3J/IN4yHbIX MeTOoA40B Jie4YeHus
n ﬂpO(*WIﬂaKTVIKVI Cc no3muun
noxasaTeanoﬁ MeaAULNHbI

C.10. Mapuesuy, H0.B.JlyknHa, H.IN. KyTtnweHko

WccnepoBaHusa, NOCBSILLEHHbIE U3YHEHUIO 3(P(PEKTUBHOCTU U 6€30MacHOCTU
pasnuyHbIX METOO0B Tepanum 1 NPonNakTUKK 3a6oneBaHn — KIMHUYeCcKne uc-
NbITAHUA — COCTaBMAOT OCHOBHYIO OO0 BCEX Hay4dHbIX paboT. TakMm o6pasom,
Tepanus (fiedeHne) SBNAeTca OQHON U3 IMaBHbIX 06nacTen KINMHUYECKMX UCCeno-
BaHWI, B KOTOPbIX OLeHMBaeTCs aP(PeKTUBHOCTL NIeKapCTBEHHbIX Mpenaparos, Xu-
pypruyeckmMx BMeLLaTeNbCTB, anbTepHaTUBHbLIX METOO0B NledeHus. K coxaneHuto,
BO MHOIMMX Cry4asx He3HaHWe 1 HeCOoHI0AeHNE OCHOBHbIX NMPUHLMUNOB NOCTPOEHMUS
Ka4eCTBEHHOM UccnenoBaTenbCcKom paboTbl NPUBOOUT K MONYYEHUIO HEAOCTOBEP-
HbIX AaHHbIX, POPMUPOBAHUIO JKEYTBEPXKAEHUI, a MHOrAa U BHEAPEHUIO NOSyYeH-
HbIX Pe3ynbTaToB B KIMHUKY. OTO MOXET HAHOCUTL MOTEHLMANbHYIO Yyrpo3y 1 pe-
anbHbIV Bpen 300POBbIO U XXN3HU NALUEHTOB — Belb AafIEKO HE BCE NMPUMEHSAEMbIE
B MeOuLUMHEe MEeTObI fleYeHns, AMarHoCTUKK, NPOPUNaKTUKN NPOLLN XOPOLLO Op-
raHU30BaHHbIE KIMTMHNYECKUE UCTIbITaHWUS.

5.1. OcHoOBHble cTaHAAPTbl KIIMHUYECKUX UCTbITaHUN.
MpuHUMNbI HapneXxawen KnMH4yeckon npaktukm (GCP)
OcHOBHble MPUHUMNbI NPOBEOEHUS Ka4eCTBEHHbIX KIIMHUYECKMX WUCccnenoBa-
HUM NU3NOXeHbl B XenbCUHCKOW Aeknapaumm BceMmpHOM MeOUUUHCKOW accouma-
unn, a MexayHapogHble npasuna «406poCOBECTHOM (Hagaexallen) KINMHUYECKon
npakTukun» paspadotaHbl BO3 (Draft Guidelines on Good Clinical Practice — GCP).
Mo npaBmnam GCP B Ka4eCTBEHHbIX KIMHUYECKNX NCCMefoBaHusX, Npexae BCero,
obecne4ymBaeTca 3awmuTa npas 4enoseka. [1poTokon nccnenosaHna JOmkeH ObiTb
0006pEeH 3TUYECKUM KOMUTETOM, KaXAbl MaumMeHT MOXET ObiTb BKIIIOYEH B UC-
crnefoBaHue TOSbKO nocrie nogrnMcaHua MHOPMMPOBAHHOIO cornacus Ha y4vac-
TMe B HeM, 60nbHble AOMKHbI ObITb 3acTpaxoBaHbl. CornacHo ocHoBam GCP Bce
6UOMEONLNHCKME WUCCNEeAOBaHMSA B KAYECTBEHHbIX KIAMHUYECKUX WCMbITaHNAX
OOSMKHbI MPOBOAUTLCH BbICOKOKBANIMMPULMPOBAHHLIM 06YYEHHbIM MEepPCOHANoM,
O3HAKOMJIEHHbIM 1 npoLlewmM TpeHuHr no npasunam GCP. Bce nccneposanus
OOIMKHBI MPOBOANUTLCA HA CepTUdULMPOBAHHOM 060pyaoBaHUN. B kavyecTBeHHble
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KITMHMYECKME UCTIbITaHMA OOMKHbI BKITHOYATLCA NauUUeHTbI COOTBETCTBYHOLLLErO MPO-
dmna cornacHo KpUtTepmsam BKItOHeHUA/MCKtodeHus. CTaHgapTnsauus pesynsra-
TOB MCCNEefoBaHNs OOCTUraeTca NyTem TaTenbHOM pa3paboTku U CTPOroro coo-
nogeHns npotokona mcnbitadma. O6 athHeKTUBHOCTN NPOBEAEHHOIO UCMbITAHUSA
CYOAT MO BO3MOXHOCTM MOMNY4YUTb OTBETHI HA aKTyaslbHble BOMPOCHI KITMHNYECKOM
NPakTUKN Ha OCHOBaHWUM Pe3ynbTaToOB UCCNEeAoBaHUs, faTb KOHKPETHbIE MpakTu-
YeCKMe pekoMeHOauMn s Bpadven, ynyywmTb nokasateny hapMako3KOHOMUKK
N paunoHanbHOro MCnosfb30BaHMA 3KOHOMUYECKMX PECYPCOB 34paBOOXPaAHEHMS.

5.1.1. MnaHnpoBaHWe KNMHUYECKOro nccnepoBaHus

CTpyKTypa Hay4HbIX UCCNEe[oBaHn COCTOUT U3 HECKOMbKMX CTaHOAPTHbIX are-
MEHTOB, KaXKablI U3 KOTOPbIX CNOCOBCTBYET TOMY, YTOObI UCMbITAHWE Oano oTBET
Ha NOCTaBNEHHbIN UCCNefoBaTeNeM KNMHMYECKUn Bonpoc. KnvHuyeckne uccne-
AOBaHWs, MOCBSALLEHHbIE OLEHKE WM pas3paboTKe pasnuyHbIX JIEKaPCTBEHHbIX
npenapartoB (3KCrnepuMeHTasnbHble KYpPCbl NeYeHUs), Kak npasuno, gatT OTBEThI
Ha BOMpOCbl 06 3PHEKTUBHOCTM M 6€30MaCHOCTM ITUX JIEKAPCTB.

a) ®opmurpoBaHue rmnoTessbl

Jllo6oe uccnepoBaHne HaYMHAETCS C BbIOBMXKEHMA rMnoTesbl. [unotesa — 3710
ChOpMYNUPOBaHHOE NPEANONIOXKEHNE O HANUYMM MU OTCYTCTBUM B3aMMOCBA3U
MeXay KakMMm-To cobbITnaMU. [MNoTesbl NO3BONAT NPOBEPUTL TEOPUN, HA KOTO-
pbIX OHM OCHOBaHbI, ONpPefensioT LenecoobpasHOCTb NPOBEAEHMS HOBbIX UCChe-
AOBaHW, CNOCOBCTBYIOT Pa3BUTUIO Pa3fNYHbIX HAY4YHbIX obnacTen. B ctatuctuke
NPUMEHSIOT NOHATUE HYNIEBOW MMNOTE3bI — NPEAMNOSNIOXKEHUS, YTO NOSYHEHHbIE B UC-
CnefoBaHuM pasnmuuns cnyyanHbl (06bI4HO HyneBas rmnotesa opmMynupyeTcs Kak
«0bpaTHOE» TOMY, YTO TpebyeTca gokasaTtb. A XOPOLLO 3HaKOMOE BCEM p — 3TO Be-
POSTHOCTb TOrO, 4YTO CPOPMYNMPOBaHHAsA HyNeBas rmnoTesa BepHa, cnpaseanvea.
Takum obpasom npu p<0,05 sTa BEPOATHOCTb MeHee 5%, YTO cunTaeTcs cTatmc-
TUYECKM 3HAYMMbIM [0Ka3aTeNbCTBOM MPaBUIbHOCTU YTBEPXOEHMS, 06paTHOro
HyfIeBOW rmnoTtese.

6) OCHOBHbIE 3aa4n IKCNEPMMEHTANIBHOIO Kypca fieHeHus

O6bI4HO B 3KCMEPUMEHTANIBHOM KYpCe NeYEHUs UccnenyeTcs nekapcTBeHHas
dopma (kakyto hopMy CnegyeT UCMNonb30oBaTh — TA6BNETKN, Kancysbl, CYCNEH3UI0
N T. 4.); cnocob npumMeHeHus (nepopanbHO, pekTanbHO, TpaHCAepMansHo U T. 4.);
pexxum npuema fo3bl; CPoKU neveHns. OCobeHHO BaXKHbIM NpeacTaBnseTcs nay-
YeHne Tuna o3MpPOBaHUA — (PUKCMPOBAHHbLIN, TUTPOBAHHbLIN. [pn dmkcupoBaH-
HOM TWUMNE [O3MPOBaHUSA B KIMHUYECKUX MUCMbITAHUAX paHaoMm3aums (cnydarniHoe
pacnpegeneHue B rpynnbl) NauMeHToB NPOBOAUTCA B rPynbl C pasHbiMU JO3UPOB-
kamu npenapara. B nccnegosaHusx ¢ THTPOBaHHbIM CNOCOO0M [O3MPOBaHUSA BCEM
paHaOMM3NPOBaHHbLIM NaUMeHTaM fo3a TUTpyeTcs NM60 0O MakCUMasbHO NePEHO-
CUMOM 6O A0 ONTMMAanbHOW Anst QOCTUXEHUA ddhdeKTa.

B) Llenu n 3agaun nccnegosaHus

OCHOBHbIMU LENSAMU KITMHNYECKNX UCCNEAOBaHNNA, MOCBALLEHHbIX OLEHKE Tepa-
nun, ABNAIOTCA ONpPefeneHne TepaneBTMYeCcKoro BO3AENCTBUSA N3yHaeMoro npe-
naparta (Mnm cnocoba NevYeHns) Ha KOHKPETHYIO FPynny NaumMeHToB NO CPABHEHMIO
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C KOHTPOSIbHOW rpynnow, nonydeHne nHopmMaLmm o noboyHbIx addpekTax, pewle-

HWe BOMPOCOB 06 M3MEHEHUWN KadecTBa XW3HW, 3aBUCUMOCTb 3TUX NokasaTtenen

OT CTOMMOCTM NPOBOAUMOrO fiedeHust. TakuMm o6pa3oM, rMaBHbIMU COCTaBMSAOLLIN-

MW LN Hay4YHOro UccnenoBaHns ABNATCA

1. TepaneBTndeckne 3ddeEKTbl [aAHHOrO Buaa Tepanuu Mo  CPaBHEHWUHO
C KOHTPOJIbHbIM;

2. No60o4HbIE 3PAEKTHI N3YHAEMOTO NEYEHUS;

3. KpuUTepum KadecTBa XU3HN NauUeHTOB U CTOUMOCTb JIeHEHUS.
3apgayu uccnegoBaHmsa OOMKHbI GbITh NPeAenbHO KOHKPETHbIMK, YeTKMMUK. Bee

Lenu 1 3agayy NiaHMpyemMoro uccrnefoBaHus JOSMKHbI ONPEeRenaTbca 06a3aTenb-

HO [0 ero Hadana. He cnepyet B paMkax OOHOrO KIIMHMYECKOrO UCMbITaHUS cTa-

BUTb CMULLKOM MHOIO BOMPOCOB — 3TO MOXET IBUTbCSH NPUYNHOM HEQOCTOBEPHOC-

TW NOSYYEHHbIX OTBETOB Ha GONbLUMHCTBO U3 HUX.

r) MnaHnpoBaHme aPPEKTUBHBIX N STUHHbBIX TEXHONOINIM KOHTPONS
Mpn NpoBegeHUN KIMMHUYECKUX UCCREQOBAHUMA HEOOXOOUMO MCKIIOHYUTL BOS3-

MOXHblE WCXOOHbIE pPas3nMyns BKIOYAEMbIX MAUMEHTOB, W3BECTHbIN 3dEKT

nnauebo, BAUSHUA BHELLUHUX, HECBA3aHHbIX C JIeYEHUEM, YCIOBUA U PaKTOPOB.

MoaToMy C UEenblo OLEHKN BO3AENCTBMA U3YyHAeMOro fie4eHns npv nNpoBeLeHUM

KOHTPONUPYEMBIX KITMHUYECKMX MCCNEeOOoBaHMIA UCMOMb3YIOT YETbIPE TUMa TEXHO-

NIOrNIA KOHTPONS:

1. KOHTPOJb UCXOOHOIr0 COCTOSIHUS;

2. nNnauebo-KOHTPOIb;

3. aKTUBHbIA KOHTPONb;

4. KOHTPONb MO apPXMBHbIM [OaHHbIM (HE OTHOCWUTCA K YCINOBUSIM MPOBEOEHUS
ncecnenosaHms).

» KOHTPO/Ib UCXOQHOro cocTosHus (baseline control)
Mcnonb3oBaHuMe TEXHOMOMMM KOHTPOMNS WCXOOHOr0 COCTOSIHUA MNPOBOAST,

B TOM M MHOW hopme, BO BCEX KMMHUYECKUX uccnegoBaHmsx. OueHka ncxoa-

HbIX OaHHbIX Y KaX[Ooro UCMbITYeMOro AOfKHa NPOBOAMTLCA [0 MCMOSb30BaHMS

3KCNEepUMEHTAaNbHOIrO NeYeHnsi, NpMYemM OLLEHMBATLCS OOSMKHbI BCE MapamMeTpbl,

TaKk UM MHa4ve NOoABEPXEHHble WU3MEHEHMI0 Ha (OHEe MPOBOAVMMOrO JNEeYEHUs.

OnpepeneHne MCXoOHbIX OaHHbLIX YPEe3BblHANHO BaXKHO NMpW NpoBegeHnn nodoro

KMMHNYECKOrO UCMNbITaHMA, Tak Kak npu oueHke adhPeKTUBHOCTM N 6€30MacHOCTH

CpaBHEHMWE MOJIyYEHHbIX Pe3ynbLTaToB O6yAeT NPOBOANUTLCS MMEHHO C AoneYvebHbl-

MW napameTpamum.

KOHTpOb MCXOOHOrO COCTOSIHUS MOXET OMNPEAENATbLCS:

* nnbo c y4eTom 6e3neKapCTBEHHOrO nepmoaa, NPEQLIECTBYIOLWEro akTMBHOMY
nieveHunio (Tak HasbiBaeMblli nepuop, "oTMbIBKK" — wash-out period). MNepuvog oT-
MbIBKM MO MPOOOIMKUTENBHOCTU OOMKEH 6bITb HE MeHee 4-5 nepnogoB nony-
BbIBeiEHMs TOro npenapara, KOTopbiM MPOBOAMIIOCE NEYEeHNEe A0 BKIIOYEHUS
nauueHTa B UccrenoBaHue.

* 160, 4YTO MPeanoYTUTENbHEN, C YY4ETOM nepuoga neveHns nnauedo (nepeg
paHooMmu3aumen 1 Ha4anom akTUBHOWM Tepanum BCe NauMEHTbI NosyYatoT Heak-
TMBHbINA, 3aMaCKMPOBaHHbIM npenapat — nnayebo (NyCTbILWKY)).
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» [lnayebo-koHTposib (placebo control)

Hannune adbdhekta nnauebo n3sectHo AasHO. Mpu npoBegeHNN KNNHNYECKMUX
UCNbITaHWI cnepyeT NMOMHUTb, YTO XOTS Naue60-KOHTPOIMPYEMbIE NCCIIEQ0BaHNS
NO3BONAIOT JOBOSIbHO TOYHO NPOAEMOHCTPUPOBaTb 3OHEKTUBHOCTL NPOBOAMMON
Tepanun, TEXHONOrNA Nnaueb0o-KOHTPONA ABNAETCA STUYHOW TOSIbKO B Chy4asXx,
KOrga UcnbITyeMblli He NonyYaeT CyLLeCTBEHHOro Bpeaa, 06xoasack 6e3 nekapcTs.

Mnaue6o — nnu nNycTbilka — NPEeAcTaBnseT cO60N HeaKTUBHOE CPEeAcTBO (He
copepxkalliee OeNCTBYIOLLIErO BELLECTBA), HEOTIMYMMOE OT aKTUBHOIMO npenapara
HW MO KakuM npuaHakam (dopma, 3anax, UBeT, BKyC 1 T. 4.). B kavectse Hanon-
HUTEnen B nnauebo MUCMoNb3yT HeWTpasibHblE KOMMOHEHTbI, HE OKa3biBaroLiue
BNIMSAHUS Ha OLEHMBAEMble B UCCIIEA0OBAHNN NapaMeTpbl.

TexHonorunsa nnauebo-KOHTPONA TaKXKe Ha3blBAETCS «HEraTUBHbLIM KOHTPOSIEM>,
T. €. CPaBHEHME C HEAKTUBHbBIM JIEHEHNEM.

» TexHosiorns akTMBHOro KOHTPoJis (active control)

Mpu Mcnonb3oBaHWM TEXHOMOMMW aKTUBHOrO — MW MO3UTMBHOIO (MO Cpas-
HeHUo ¢ nnauebo-KOHTPONEM — HEraTMBHLIM) KOHTPONS MCCNedyemMoe feveHne
CPaBHWBAIOT C APYrMM aKTMBHbLIM BUAOM JleHeHUs, 3PPeKTUBHOCTL KOTOPOro [o-
Ka3aHa OTHOCUTENbHO BbIGPaHHbIX MOKa3aHWA. AKTUBHbIN KOHTPONb 6051e€ 3Ha4YMM
AN MapKETUHIOBbIX Lienen. TEXHONOrMA akTMBHOMO KOHTPOSIS MCMOMNb3YETCH B TEX
cnyyasx,

* KOrga npuMMeHeHue nnauedbo HeSTUYHO (Hanpumep, B OHKOMOrnm),

" MpY UIYyHEeHUN NTEKAPCTBEHHOMO Npenapara B TeEX CUTyauusix, koraa agdekTuns-
HOCTb 3KBMBAJIEHTHbIX CPEACTB Y)XXE floKa3aHa U AET NOMCK OPYrnX [OCTOMHCTB
HOBbIX NpenapaToB, HANPMMEP HU3KOM TOKCUYHOCTU (OQUH N3 MapPKETUHIOBbIX
XO[0B), B Cny4asx,

*  KOrga cpaBHEHWE SKBUBANEHTHOCTM HEO6X0AMMO MO NpUYMHaM LeHoobpas3oBa-
TENbHOro xapakTepa.

Kak v B crniyyae HeratmeHoro (nnaue6o) KOHTpons npenapaT akTMBHOMO KOHTPO-
NS HX NO KaknM Npu3Hakam He OTnn4aeTcsa OT U3y4aemMoro nekapcrtea. [Ana aToro
NPUMEHAETCS TEXHONOMNSA «ABONHOW MacKUpoBKW». B pesynbrate Toro, 4to nay-
YaeMblIi 1 NpenapaTt KOHTPOJA MOMYT OTNinyaTbes No hopme, LBETY U Apyrum na-
pamMeTpaMm co3faroTcs ABa Buaa nnauebo — ogHO MOBTOPSET MO BCEM NMpM3HaKam
npenapar akTMBHOIO KOHTpons (npenapat A), a Apyron — uccnegyemoivi npenapat
(npenapat B). Kaxabin nauneHT nony4yaeT ABe TabneTtkun: npenapat A 1 nnaue6o
b nn60 nnaue6o A n npenapart b.

» TexHosnorus KOHTPOJIA No apxuBHou ctatuctuke (historical control)

Mpu ncnonb3oBaHMM TEXHOMOMMN KOHTPOSSA NO apXMBHOW CTATUCTMKE UIN UCTO-
PUHECKOro KOHTPONS MOSy4EHHbIE B 3KCMEPUMEHTASIBHOM UCCNEAOBaHUN Pe3Ynb-
TaTbl CPABHUBAIOT C YK€ UMEIOLLMMUCA CTAaTUCTUHECKMMM OAaHHBIMU UCXO[0B U3Y-
Yaemoro 3abosfieBaHus, C paHee U3y4eHHbIMU criocobamm neveHns. A1a TEXHOSO-
MM KOHTPOMA 06bIYHO MCMOSLIYETCS B TEX CNy4asx, koraa adheKTMBHOro Metogda
neYvYeHns [aHHoro 3abofeBaHns eLLEe He CYLLIECTBYET, a U3y4aeMbI B SKCMEPUMEH-
TanbHOM UCCNEefoBaHUM CNOCO6 Tepanuu CPaBHUBAETCA C MPEXHUMU MeTOAaMM
neYveHns (Hanpumep, B TPAHCMAHTONOMMK, B OHKONOMnK).
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OCHOBHble 4epTbl KOHTPOSILHOIO Kypca JIeHeHNs1:

Mpwn NnaHMpoBaHUM NCCNEQOBAHNIA C KOHTPOSIbHBIMU KypcamMm NeHeHUs crnepy-
eT cobnoaath creayoLlme npasuna:

» 06a Kypca Ne4vYeHns — 3KCnepuMeHTasbHbIA U KOHTPOMbHbIM — OOSMKHbI ObIThb
3TMHECKM OnpaBAaHHbl U 6e30nacHbI AN 340POBbSA UCMbITYEMBIX;

= 06a Kypca fieHeHunst [OMKHbI 6bITb NPUeMNEMbI Of1s NauMeHTa, nccnegopaTens
1N OTNYECKOro KOMUTETA;

" 3(PPEeKTUBHOCTE M 6E30MacHOCTb OOOUX KYPCOB JEYEHWUs OOMXKHbl ObITb
onpaspfaHsbl;

" nofb3a OT MPUMEHEHUA MPOBOAUMOrO JIEHEHUS NMPEAMNONOXUTENBHO AOMMKHA

ObITb BbILLE PUCKOB, 0OYCMOBIIEHHbIX TEPANUEN.

) MowHocTb 1 06beM Bbibopkn. Yncno NNT.

Oco6eHHOCTbIO MNaHNpoBaHUs BCeX 6e3 UCKITIYEHUS KITMHUYECKUX NCCneno-
BaHWU ABNSETCA TO, YTO UCCNELOBaTENb HUKOr4a HE MMEET B CBOEM pacrnopsixe-
HUWM BCEW MONYNAUMM UM reHepasibHoW CoBOKYNHOCTU. OBbIMHO uUccnegoBaTenu
UMEIOT Oeso C BbIGOPKON U3 3TOM COBOKYMNHOCTW. Jlio6as BbI6OpKa ONUCLIBAET re-
HepasibHY0 COBOKYMHOCTb C 3aBEAOMbIMU MOrPELLHOCTAMM Y UCKAXXEHUSMU, NMPU-
pOAyY U CTENEHb BbIPAXEHHOCTU KOTOPbLIX HEOH6XOAMMO MOHUMATb U YHUTLIBATHL NpPU
nepeHeceHnn pesynbLTatoB UCCeAoBaHW Ha o6Lyto nonynauuio. Moatomy yxe
Ha aTane nnaHMpoBaHusA UccrnenoBaHmsa 0cobyto BaXKHOCTb NPUOBPETAET peLLeHne
Bornpoca 06 o6beme BbIGOPKM, [OCTATOHHOM OJ19 (POPMMPOBaHMA CTAaTUCTUHECKN
3HAYNMMOro 3aKs4eHns 06 3PHEKTUBHOCTM NPOBOAMMOIO fIEHEHNS UK O pasnn-
4nsAx B addpeKkTax pasHbIX CnocoboB Tepanuu.

OnpegeneHne o6bema BbIGOPKM (KONMMYECTBa YHaCTHUKOB MccliefoBaHUs)
SBNAETCA OOHOM M3 OCHOBHbIX 3afa4 Ha aTane NiaHMpPoBaHUSA KIIMHUYECKUX UC-
cnegoBaHuii. HacTo Ha NpakTuKe aTa 3ajaya peLlaeTcs He CTPoro, 6e3 UCMosb-
30BaHMA COOTBETCTBYIOLLMX MaTteMatuyeckmx opMyn 1 npaBun CTaTUCTUKK,
a NNLWb OCHOBbIBAACb Ha MPOLUSIOM OMbITE MPOBEAEHNS CXOAHbI UCCNEOOBaHMIA.
CnepnyeT NOMHUTb, YTO HE3TUYHLIMM CHUTAIOTCH KakK UCCefoBaHUsA, UMetoLLme
YpPE3MEPHO BOJbLUYI YMCNEHHOCTb BKJIIOYEHHbIX BOMbHbLIX, TaK U MUcCnenoBa-
HUA CO CMULLKOM Masion BbIGOPKOW, HE MO3BOMAOLLINE chopMMpoBaTh CTaTUC-
TUYECKM 3HaYMMoe 3aknyeHne o6 3PPEKTUBHOCTU NMPOBOOMMOro NeYveHus,
BbIIBUTb Pasnmyunsa Uamn nx otcyTcTBme B apdeKTe N3y4yaeMom U KOHTPOSTbHON
Tepanuu.

NNT (number needed to treat) — 310 4nMcno 60MbHbBIX, KOTOPbIX HEOBXOANMO
NeYnTb onpefeneHHbiM METOLOM B TEYEHWE OMpedefieHHOro BPEMEHW, YTOObI
[OCTUYb ONpPeneneHHoro achdekTa M NPegoTBpaTUTL HEGNAroNPUATHBIX UCXO4
y ogHoOro naumeHta. Takmm obpa3om, nokasatens NNT oTtobpaxaet, Kakne ycu-
st HeOBXOAMMBI A1 AOCTUXKEHUA KOHKPETHOro nevebHoro addekra. OcobeHHO
noneseH 3TOT MokasaTtenb NpyY HeEO6XOQUMOCTU OLEHUTL pasHble BUAbI JIEHEHUS
Nno 0AMHAKOBOMY MCXOAY Y NaLMEHTOB C OAMHAKOBbIM 3a6oneBaHnemM. C NoMOLLbIO
nokasarena NNT MOXHO pacnonoXxuTtb BUAbl Ne4eHnsa B nopsigke nx adpdekTmne-
HocTu. OgHako NNT He yuuTbiBaeT BEpOATHOCTb NOOOYHbIX 3PFEKTOB, CTOUMOCTb
neYeHns, NpeanoyTeEHNs N OXXnagaHusa 60nbLHOro U T. 4. Hanbonee Yacto nokasaTenb
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NNT ncnonb3yeTcsa npu cpaBHEHUN KaKOro-nmbo MeToda fiedeHus nnm npodunak-
TUKM C OPYrMMU METOLAMM.
NNT — 370 Benun4mHa, obpaTHas CHMXeHnto abcontoTHoro pucka. NNT Bblumnc-
naeTcsa no cnegyoLlen opmyne:
1
NNT = ,
Y1 - YUK
roe YW1 — ato yacToTa mcxodos B rpynne nederHus, a YMNK — yacTtota Mcxogos
B rpynne KOHTPONs.

Huskoe 3HauveHne NNT, npubnuxatoweecs K 1 cBUOETENBCTBYET O TOM, YTO
611aronpPuUATHbIA MCX0L, HAGAAEeTCA NOYTU Y KaXZoro 60nbHOro, nosy4arowero
neyeHune. O6bIMHO NNT BblpaxkaeTca onpeneneHHbIM YUCIIOM, 0OHAKO UCTUHHOE
3Ha4eHne NNT mMoxeT ObiTb BbILLE MW HUXE MOMYYEHHOrO B KIIMHUYECKUX UC-
cnepgoBaHuax, noatomy gns NNT Heob6xogumo npueoantb 95% [OBEPUTENbHBIN
WHTepBar.

e) Kputepun otéopa 60nbHbIX (BKIHOHYEHUA/MCKNIOHEHNST)

CambIM rnaBHbIM NpaBUIIOM Ha aTane oTéopa NaumMeHToB ABAsSeTC (hOPMUPO-
BaHMe MeTofa 0Toopa, onpeaeneHne KpUTepmes BKITHOYEHWS U UCKITHOYEHWS U3 UC-
cnegoBaHua elle 4o coopa Kakmx-imbo faHHbIX. AameHeHne Kputepmnes otéopa
nocne 3aBepLueHns Habopa NauMeHTOB UK (YTO eLle Xy>XKe) Ha aTane BKAYEeHus
60MbHbIX B MCCNEQOBaHME CYLLIECTBEHHO UCKaXKalOT pe3ynbTaTbl U 3HAYUTENBbHO
CHMXAalOT HaZIEXXHOCTb UCTbITAHWUS B LIESTIOM.

XenatenbHo, 4TOGbLI CNeunanucT, NPOBOAALUMIA MCCNEAOBaHWE, He 3Han
B KaKylo rpynny — OCHOBHYIO WJIM KOHTPOJSbHYIO — nonageT TOT WU MHOW naum-
€HT. He fo/mKHO 6bITb pasnuyunii u B cOOpe aHamHe3a y NaumeHToB nccrnegyemMbix
rpynn. OnpegeneHne KpUTepmeB BKIKOYEHUSA U UCKITIOYEHNST OOMKHO ObiTb 060C-
HOBaHHbIM, TaK Kak UCKYCCTBEHHOE, HEOBOCHOBAHHOE peLLeHNEe 06 UCKIIOHEHUM
KaKMX-NM60 6ONbHbIX MOXET NPUBECTU K OOHAPY>KEHMIO NTOXHbIX CBA3EN NN HECY-
LecTByOLWMX pa3nuymin. OOHUM M3 OCHOBHbLIX MpPaBUi NPU ONMpPedeNeHnn KpuTe-
pVEB BKIIOYEHUA/UCKITIOHEHUS NPU BOSHUKAIOLLMX COMHEHUSX SBMISIETCA CY>XEHME
N YXXECTOYEHME ITUX NoKasaTenen. YeTkme n ogHO3Ha4Hble pe3ynbTaThl OLEHKM
3(pheKTMBHOCTN N 6E30MACHOCTM NIEHEHUS, MONYyYEHHbIE B TLLATESIBHO U NpaBusib-
HO OTOGPaHHbIX FPyNMax, NPeACcTaBNAT 6OMbLLUYIO LIEHHOCTb, YeM HEOAHO3HAYHbIe
CBEeJEHMS, MOSNYHEHHbIX HA CIIMLLKOM pa3Hoo6pasHbIx rpynnax 60sbHbIX.

Kak npaBuno, Kputepum BKIHOYEHUS ONPEAENSOT rMaBHble XapakKTepUCTUKM,
KOTOpblE MHTEPECYIOT MCCepoBaTens U ob6a3artesisHO OOMKHbI ObiTb NpeacTas-
NeHbl B MUCMbITyeMOoW rpynne 60nbHbIX. Kputepumn UCKMIoYeHNs npegoTepaLlaioT
nonagaHue B UCCIIeQyeMYIO Ipynny TeX NauMEHTOB, ¥ KOTOPbIX OEUCTBUE N3y4ae-
MOro Buaa NeveHns MoOXEeT NPMBECTUN K Npo6iieMaM Co 300POBLEM, T. €. 60MbHbIX,
MMeEOLLIMX NPOTUBOMNOKAa3aHUA K Takon Tepanuun. Kpome Toro, obecneymBaeTcs uc-
KnoYeHne Tex hakTopoB, KOTOPbIE MOTYT MPUBECTU K UCKAXKEHWUIO pe3ynbTaToB
nccnenoBaHus.

Mo aTnyecknm coobpaxxeHmaM B KIIMHUYECKME UCTIbITAHNS HE BKIOYatoTcs 6e-
PEMEHHbIE U KOPMSILLIME XEHLUWHbI, a NPU UCCeA0BaHNMN HOBbIX NIEKAPCTBEHHbIX
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npenaparoB, Ha PaHHUX CTaansax pa3paboTKN UCKIOHAOT U XXEHLLMH OETOPOAHOIO
Bo3pacTta. Ha 6onee no3gHux ctagusix U3y4eHUst HOBbIX JIEKAPCTBEHHbIX CPeacTs
OOMyCTUMO y4yacTue B UCCIeAOBaHUM XEHLUMH OETOPOAHOr0 BO3pacTa, Of4HAaKo
OHM [OSMKHbI AaTb MUCbMEHHOE MHAOPMMPOBAHHOE corfnacue Ha npuMeHeHue
CcTaHAapTHOM hOPMbl KOHTPALLENUMM Ha NPOTAXEHMM ONpeaeneHHoro nepmoaa ao,
BO BPeMS 1 Nocre 3aBepLUeHmns y4acTusa B uccnegosanmm. 1o atnyeckmm coobpa-
XEHUAM ydacTne B KIMHUYECKUX UCCNEefOBaHUAX HECOBEPLUEHHONETHMUX UL UK
60SIbHbIX C OrPaHUYEHHBIMU YMCTBEHHBIMWU CMOCOOGHOCTAMMU pa3peLleHO TOMbKO
C MUCbMEHHOr 0 cornacus Ux poguTenen unn ouumanbHbIX ONEKYHOB.

Mpn npaBUnIbHO cnNNaHMPoOBaHHOM UCCNEAOBAHUM HE OOMKHO ObITb 3HAYMMbIX
pasnu4uii mexagy 605bHbIMW OCHOBHOM M KOHTPOSBHOW rpynn no gemorpaduyec-
KM, aHTPOMOMETPUYECKUM NoKasaTensaMm, KINMHUYECKMM XapaKTepUcTukam, ama-
rHoCTMYeckomy obcrnefoBaHuio. Npu HeCco6MI0AeHNN 3TOr0 NpaBunia, gaxe npu
NCNONMb30BaHNN COBPEMEHHBIX METOLOB CTATUCTUKMK, NO3BONSAOLLINX OTKOPPEKTU-
poBaTb HE3HAYMTESbHbIE Pa3nyusa Mexay rpynnamm, Hen3bexxHbl HencnpasnuMble
CMeLLieHus1.

O6bI4HO KPUTEPUUN BKITHOHEHUA/MCKITIOYEHUSA ONPEQENSAOTCA, UCXOA4A U3 cneny-
IOLLMX rMoKa3aTenemn:
= BoO3pacT
= non
=  [OmMarHo3s
"  OAUTENbHOCTb 3aboneBaHus
" TAXECTb 3aboneBaHus
= aHaMHe3 3a605neBaHus
" npejwecTByOLLME BUAObI TEYEHUS

X) MeToanKn KOHTPONS NOrpeLLHOCTH

paMOTHO cnnaHMpoBaHHbIE KIMHUYECKUE WCMbITAHUSA MO3BONAOT UCCNeano-
BaTesio C BbICOKOW OOMEN YBEPEHHOCTU CyanTb O TOM, YTO OAHHOE BO3AENCTBUE
NeKapCTBEHHOr0 CpeacTBa He ObI10 Cry4alrHbIM, a BbIBIEHHbIN 3PEKT He ABUI-
CA pPesynbTaToM Kakoro-To MHOro Bo3AencTeus. Takum o6pa3om, uccnegosartenu
JenarT BblBOAbl HA OCHOBE BEPOSAITHOCTHOrO npuHUMna, a He Ha ocHoee 100%
[0oKa3aTenbCTB, a cTaTtucTuyeckas 06paboTka NoMoraeT OLEHUTb JOCTOBEPHOCTb
cAenaHHbIX BbIBOOOB. M03TOMYy HMKOrga Henb3s ObiTb abCOMIOTHO YBEPEHHbIM
B pasmMepe apdekTa M3y4aemMoro nedveHuns (Npu4em, He3aBMCMMO OT CTaTUCTU-
YeCKOM MOLLHOCTU M rpamMoTHOro NAaHMpPOBaHUSA MUCCRefoBaHUA) — Bedb Bcerga
BO3MOXHa CriyqanHas oLmoKa.

MoMnmo crnyvanHom OLLIMGKM NPpU NPOBEAEHUN KITUHUYECKUX UCTIbITAHUI BENn-
Ka BEPOSITHOCTb BO3HUKHOBEHMSI U HAKOMMEHUA CUCTEMATUYECKON OLNOKK. B oT-
nvyune OT cny4anHon, cuctTemMaTndeckas owmbKa NpMBOANUT K NOSBEHUIO OOQHOHA-
NpaBfieHHOro0 CUCTEMATUYECKOIrO OTKMOHEHMS NOAYYEHHOro pe3ysnbsrara OT UCTUH-
HOro 3Ha4yeHwus.

OpfHoM 13 NPUYNH BO3HUKHOBEHUSA CUCTEMATMHYECKOM OLUMOKM ABNSETCA pas-
nvyne NPOrHOCTUYECKUX (PaKTOpOB B OCHOBHOW M KOHTPONbHOW rpynnax. Kak
npasuno, Taknmm paktTopamm ABASAIOTCS BO3pacT, non u ap. MeToaom CHUXeHuA
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BEPOATHOCTN BO3HUKHOBEHWUS CUCTEMATMYECKON OLLNMGKN B 3TOM CryHae ABnsieTcs
paHgoMmnsauums.

Opyras npuyvHa, Bepyuwlasa K CUCTEMATUHYECKOMY OLUMGOYHOMY OTKIIOHEHMIO
pe3ynsTaToB KIMHUYECKUX UCTbITAHUA — 9TO 3dphekT nnaue6o. BonbHble, yBepeH-
Hble B NoNy4eHnn 3chEKTUBHOIO, XXENAEMOIrO B1aa NIEHEHUS 1 OXXMaAtoLLmMe ynyy-
LLEHNS!, HACTO OTMEYAIOT YIYyHLLIEHNIO B CAMOYYBCTBUM, PeXe coobLLatoT 0 No6oY-
HbIX adhdpekTax. C gpyron CTopoHsbl, Npu anddepeHunMpoBaHHOM nogxoge K npo-
BEOEHMIO NevebHbIX BMELLIATENBCTB M K OLIEHKE N3y4aeMoro KIMHUYeCKoro nucxoga
TakXe MOXET BO3HMKaTb cucTeMaTndeckas omobka. Tak, Hanpumep, ecnv y naum-
€HTOB, MONy4aloLLMX aKTUBHOE JIeHEHNE B OCHOBHOW rpynne, Npu HapyLUeHUn Mo3-
roBOro KpoBoobpalleHus (Ha hoHe NPOBOAMMON TEpanumM) AnarHocTMpoBaTb AaH-
HbI KITMHUYECKUA NCXOM, KaK NPEXOoAsLLee HapyLLIEeHNe MO3roBOro Kposoobpatle-
HWS, a 'y 60MbHbIX KOHTPOSBHOM FPYMMbl — K&K UHCYNLT, TO 3PEKTUBHOCTL TEpanuu
6yneT nepeoueHeHa. lBHas nepeoueHka ahdekTa neveHns BO3MOXHA U B Clyvae
3aBEOMOr0 BKIIOYEHMA B SKCMEPUMEHTANbHYIO rpynny 60bHbIX, 40 HACTYNEHUS
KITMHUYECKOro Mcxoda nonyvaBLUnX AoKasaHo adeKTMBHbIA npenapar, a B KOH-
TPOJSbHYIO TPYNMNYy — MauMEHTOB, HE MONyYaBLUMX TaKOro fiedeHus. MNpumeHeHne
Cnenoro MeToga B OTHOLLEHUW 60SbHbIX, BpaY4en n nccnegoBartenen, oueHnBato-
LUNX KNMHUYECKME UCXO0abl, MO3BOSIAET 3aMETHO CHU3UTb BEPOSITHOCTb BO3HMKHO-
BEHUS cMCTEMaTUYECKOM OLnBKM Takoro Tuna. CnctemaTnyeckas oLuMbKa MOXeT
NOABAATLCA U B Cry4asnx 60MnbLUOro YMcna BbiObIBLUMX 60MbHbIX. [Ona cBegeHus K
MUHUMYMY CUCTEMATUYECKON OLLUMOKM Takoro Tuna Heo6XoauMo HabnoaaTb BCex
nauneHToB (B TOM YUCIE 1 BbIObIBLUMX) OO0 KOHLA NUCcrenoBaHus.

CoBMECTHOE MPUMEHEHME BCEX MEPEUNCNEHHBIX TEXHONOMMIA n36exaHus nor-
peLluHocTen (paHgomMm3auusl, Cnenor MeTon UCCrefoBaHus, HabngeHne 3a uc-
Xogamnm Yy BCEX PaHOOMM3MPOBAHHbIX MaUMEHTOB) MNpenoTBpallaeT BhUSHUE
Ha nony4aemble pe3ynbTaTbl KIMHUYECKOrO MCCrenoBaHus Hambosnee rpybbix
NOrpeLLHOCTEN.

5.1.2. PaHpomusauus

Hawnbonee npocTtor M MOHATHOW OpraHu3auMen UccrnepoBaHus SABNAETCA
ucnbiTaHMe B ABYX rpynnax: OMbITHOW, MOMy4Yaloller M3yyHaemyto Tepanuio,
N rpynnbl KOHTPOSIS, KOTopasi NpMHMMaeT nnauebo UM MHoe NevyeHne, ¢ KOTo-
pbiM CpaBHMBaETCHA uU3yvaembli MeTod. [log6op B 06e rpynnbl Takxe NpoBo-
OVTCS OOMHAKOBO, a pasfefieHMe Ha rpynnbl NPOBOAMTCA CNy4YalHbIM CMOCO-
60M — paHOOMU3NPOBAHHO. TakuM 06pa3omM, KOHTPOSIbHaA M OMbITHaA rpynna
napannenbHO NogBepratTcsa OOHMM U TeM Xe BO3AeNCTBMAM NULLb C TEM OT-
NMYMEM, YTO KOHTPOSbHAsA rpynna nonyyaeTt Apyroe neyexHve. PaHgommsauus
o6ecneynBaceT XenaemMyto roMOreHHOCTb B rpynnax naumeHToB, HE3aBMCUMO
OT CNyYalHbIX OTKITOHEHWNA.

Knaccuyeckon npouenypon, Kotopas CBOOUT K MUHUMYMY pasnmynsg Mexagy
nccnegyeMbiMn rpynnamu, ABfAseTcs paHoommusaumsa. TepMyH «paHgoMu3aums»
(oT aHrn. random — caenaHHbIN, BbIOpaHHbIN Hayrag, Ciy4arnHblii, 6ecrnopagoYHbIn)
npv NPOBEAEHUN HAY4HbIX NCCNEeJOBaHUN 03HAYAET UMEHHO «CyYanHbIN».
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MeToa v pe3ynbTar paHgoMu3aumm AOMKHbI 6bITb COKPbITbI OT Y4aCTHUKOB UC-
cnefoBaHus, Tak Kak eLle OQHOM Ba)XKHOW 3aJayen paHooMm3auumn SBnaeTCs «3a-
cnenneHne» Nofly4aeMoro fievenHuns. Vicnonb3oBaHne paHooMmn3aumm rapaHTmpyeT
OOMHAKOBYIO BEPOSTHOCTb MONafjaHua B Ty WM MHYIO Fpynny fevYeHns Oasa BCcex
nauueHToB.

TexHuka paHpomMmusaumm nogpasymMeBaeT OQUHAKOBOE pacnpefesnieHne no muc-
crnefyemMbiM rpynnam nepemMeHHbIX, CMOCOBHbIX oKasaTb BIMAHME Ha UCXOAb! ne-
YeHus. Taknum cnocob6oM JOCTUraeTcsl MOEHTUHHOCTb PaHAOMU3NPOBAHHbLIX FPYyMM
Nno pasnumyHbIM Npu3Hakam (rnon, BO3pacT, AIUTENbHOCTL 3a60neBaHus, npeaLlec-
TBYIOLLIEE JIEHEHUNE U T. A.), KOTOPbIE MOMYT MOBMUSATL HA UCXOQ,

» Criocobbl paHgoMusaumm

O6bI4HO NS paHooOMM3auMyM UCMOSb3YIOT pasHble CpefacTBa — OT Tabnuubl
crny4amHbIX Yncen o cneumanbHbix nporpamm OBM. CyllecTByeT HECKONBKO Me-
TOAOB NPOBEAEHUst paHaoOMM3aLMK: MeTof, NOoCcnefoBaTeNbHbIX HOMEPOB, METOA
afjanTuBHOW, 6N10KOBON paHOoMu3auumn u ap. Kak npaesuno, npouecc u pesynesrat
paHooMM3aumMM JOMKHbI 6biTb COKPbITbI OT Bpavel M MaumeHTOB, YHaCTBYHOLLMX
B KITMHUYECKNX UCMbITAHUSX.

YnpoLleHne paHgoMmsaunm M UCrnonb3oBaHne HENpUrogHbIX MeToO0B MOXET
ABUTLCSA MPUYMHOM (DOPMMUPOBAHUS Pa3NNYHbIX FPYMM U MOSTy4eHWs, COOTBETCTBEH-
HO, HEBEPHbIX PeaynbTaToBs. [IPUYMHON 3TOro MOXET ObITb pacrnpenesnieHne B rpyn-
Mbl MO NEPBOW rpynne UMeHW, 4aTe N Ce30Hy POXAEHUs (Noaum, poamBLUMECA B pas-
Hble Ce30HbI, MOTYT OTNINYATLCA APYr OT Apyra no psgy nokasartenen), OHIO Hedenm
NOCTYNJEHMA B KIIMHUKY (COCTOSIHME NMALMEHTOB M CTPYKTypa 3a601eBaemMocTn OT-
nuyaeTcsa B pasHble aHu Hepenwu). MNoatomMy BbIGOp MeToda 1 NpoBeAeHNe paHpo-
MU3aumn — 0OCTaTOYHO CIIOXKHAsA U OTBETCTBEHHASA Npoueaypa, KOTOpyo Npeanoy-
TUTENbHO BbIMOJSHATL CO CAELManncToM no 6GUoMeauLIMHCKON CTaTUCTUKE.

Hanbonee HagexHble M JOCTATOMHO OOOCHOBAHHbIE [OKa3aTesnbCTBa, Noja-
TBEpXAALmME 3PHEKTUBHOCTb M 6€30MacCHOCTb U3Yy4HaeMoro fieHeHus, farT 3a-
cnenrneHHble uccnenoBaHus.

5.1.3. 3acnenneHue MeToAa NeYeHUs U OLLEHKN pe3ynbTaToB JleYeHus

MeTtog «ocnenneHusi» (MaCKUpoBaHWs, COKPbITUSA) UCMOMNb3YIOT AN TOro, YTo-
6bl HA NaUMEHT, HX Bpay, NPOBOASLLNIA UCCNefoBaHNe, HE 3HaNM Kakoe nedve-
HWe nony4aet 60nbHOW. Ecnu nHdhopmanma o noslydaemon Tepanmm HEN3BeCTHO
TOMbKO NauneHTam, TO TakOM MeTO MacKMPOBaHUS CHUTAETCA NPOCThLIM (single-
blind). OgHako 6onee 3HEKTUBHBIM U HaOEXHbIM NPU3HaH cnoco6 OBOMHOIO
ocnennenusa (gBonHon cnenor metof —double-blind), npn koTopom cBefeHuit o
NPVHAANEXHOCTN K TOW UMM MHOW TPpynmne HET HU Yy UCMbITYEMOrO, HU Y uUccne-
posatens. B uccnegosaHusx, roe tpebyetca CybbekTMBHAsA OLEHKa peaynbTa-
TOB UNW eCTb BEPOSAITHOCTb, YTO UccnegoBaTtesb MO BUOUMbLIM NpU3Hakam Mo-
XeT caenatb BbiBOObl O TUME NeYEHUs], OLEeHKa 3TUX napamMeTpoB AofXHa 6biTb
npegocTaBfieHa OpyroMy sKcnepTy. Takum o6pa3om, BCE y4acTBYHOLLNE B UC-
cnefoBaHMM He OOMMKHbl OLEeHUBAaTb KPUTEPUN, K KOTOPbIM HE MMET NPSIMOro
OTHOLLEHMSA. DTO TEXHONOrUA «ocnenneHnsa» Tpetomx nuy (third-party blinding).
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Bcerpa cnegyet ncnonb3oBaTb MakCMMarnbHO BO3MOXHYHO CTEMEHb MACKUPOBKM,
T. €. BOMHON Cfienon MeTon NpeanoyTUTeNbHee, YeM NPOCTOM Cfenon, a noc-
negHW obecneymBaeT MNonyvYeHne 6onee OOCTOBEPHbIX Pe3ynbraTtoB, YEM OT-
KpbITOe (He3acnenneHHoe) nccnegosaHue. o gaHHeim Moher D. n coaBTopos,
OTCYTCTBME KA4YECTBEHHOIO OCHEMNSIEHMSA MPMBOOUT K 3aBbILEHUIO 3PEKTUB-
HOCTM NPOBOAMMOrO BMeLLaTebCTBa (B OMNbITHONM rpynne) B cpegHem Ha 30-40%.
MeTon MacknpoBaHus o6si3aTenieH He TOMbKO MPU U3YHEeHUN TepaneBTUHECKNX
BMELLATENBCTB, HO TakXe WM NPU UCCNeaoBaHUM PasfiMyHbIX UAarHOCTUYECKMX
METOAMK, TaK Kak foKa3aHo, YTO Npu o6criefoBaHmMm NaLMeHTOB Bpaymn obHapy-
XUBAKOT TO, H4TO OXWAAIOT UM HAOEKTCA HaTU.

» Crpatnukauyms

B pspge cnyyaeB pacnpegeneHue 60MbHbIX B rpynnbl cTpatuuuupyeTcs.
Crpatudmkaums obecnevvBaeT U rapaHTMpyeT paBHOMEPHOE pacnpepeneHve
nauMeHToB B pPaHOOMMU3MPOBAHHbIE FPYNMbl C y4ETOM (DAaKTOPOB, KOTOPbLIE MOTyT
CYLLIECTBEHHO MOBMUATbL Ha UCxon 3abonesaHuns (Hanpumep, M3bbiToYHasa macca
Tena, BO3pacT, aHaMHe3 3a6oseBaHus, NpegLecTsytoLlee neveHune). Cneynanmcra
Nno cTaTucTMyeckon o6paboTKe Npu cTaTaHanuse 6yayT nHTepecoBaTb PaKTopbl,
Ha KOTOpPbIX NPOBOAUNAack cTpatugukaums. B uenom, npoctble MeETOAbI PaHAOMMU-
3auum NpeanoYTUTENbHeE, Yem CTpaTumumpoBaHHas paHooMmaanms.

5.1.4. C6op n o6paboTKa nHchopmaLmm o No604HbIX 3chphekTax,
OCJIOXKHEHMUSAX NIeYEeHU s, Ka4eCTBe XU3HU 60JbHbIX, BbIObIBaHUMA
nauueHTOB U3 UccriegoBaHUs

Heobxoanmo y4nTbiBaTb abCONOTHO BCE HEOGNAronpuUATHbIE UBMEHEHUS B Me-
OVMLUMHCKOM COCTOSIHMM MauueHTa, HECMOTPSA Ha TO, YTO, HA MEPBbIA B3rNsA4, OHU
He MMEOT HUKAKOM CBSI3M C NPUEMOM JIEKAPCTBEHHOro npenapara. [eno B Tom,
YTO CBEAEHUS O HEKOTOPbIX PEAKO BCTPEHAIOLLMXCA peakumax Ha npenapaTt MOXHO
NonyYnTb, TONMbKO TLATESIbHO NPoaHanM3MpoBaB Maccy COOBLLEHWNIA O MEANLNHC-
KOM COCTOSIHMM 60MbLUIOIO YMCra NaLneHToB, NPMHUMABLLMX TO MW MHOE NeKapc-
TBEHHOE CPEACTBO.

Ons nioboro npenaparta CyLeCTBYET OTHOLUEHME «pUCK/Nonb3a», U onpege-
NeHne 3TOro HasHa4deHus, Mo CyTU, ABMAETCA OCHOBHOW 3adadqei npu HasHade-
HUM npenapata. Puck onpenenseTcs 4acToTOM BOSHUKHOBEHUS HEXeNaTesnbHbIX
NEKapPCTBEHHbIX Peakuuii, MpUCyLLMX OaHHOMY npenapaTty, U UX TAXecTblo. HYem
TsXKenee HexenaresibHas ekapcTBEHHAs peakums, TeEM MEHbLLE YacToTa ee BO3-
HUKHOBEHUSI, KOTOPYHO MOXHO MPU3HaTb AOMyCcTMMOW. PUCK B3BelUMBaeTCs No OT-
HOLLIEHMIO K MOSIb3e OT NPUMEHEHMSA NEKapCTBa, KOTopas, B CBOK O4epPefb, OLEHN-
BaeTCHA Ha OCHOBaHMM 3PPEKTUBHOCTU NIEHEHNS U CEPLESHOCTN 3ab0NeBaHus.

HexenartenbHble sasneHus (3chpdekTbl) — nob6oe HebnaronpuaTHOE N3MEHe-
HWE B COCTOSIHMM 300POBbSA MauveHTa, nosyyarwero gapMaueBTUHeCKMin Npo-
OYKT HE3aBMCMMO OT MPUYMHHON CBA3W C 3TUM fleYeHneM. Takum 06pas3om, Hexe-
naTenbHOe ABfeHne — 3TO:

— HenpegHamMepeHHoe MosiBfieHNe HebnaronpuaTHOr0 O6BLEKTUBHOMO UM CyOb-
€KTUBHOIO CUMMTOMA;

o1



OCHOBbI OKA3ATESIbHON MEAVLINHBI R |

— NOsIBNIEHNEe aHOMasbHbIX 3Ha4YeHU nabopaTopHbIX aHaNN30B (KakK pasHoBUA-
HOCTb O6BLEKTMBHbBIX CUMNTOMOB);

— TNOSAIBNEHME COMYTCTBYHOLLErO 3a60/IEBAHNS NN YTAXKENEHNE EMO TEHEHMS.
Buabl HexxenatenbHbIX ABNEHUN
e CepbesHble HexenaTesbHble ABMeHNs
e HexenaTenbHble NeKapcTBEHHbIE peakLuum
e HeoXxunpoaHHble HexenaTtenbHble NekapCTBeHHble peakLmm
K cepbe3HbIM HexenaTenbHbIM SiIBNIEHUAM OTHOCATCS:

— CMepThb;

— COCTOSIHWUE, YrpOXKatoLLLEE XUIHW;

— COCTOsiHMe, Tpebyiollee rocnuTanu3aumMm WM MpPOACIDKEHUSA  TeKyLleWn
rocnutTanuaauuu;

— COCTOsIHMe, NpuBoAsLLEe K CTOMKON UNN 3HAYUTENBHOMW yTpaTe TPyAocnoco6-
HOCTM (BeecnocobHOCTH);

— HeBblHalUMBaHWe nnofaa, AOCPOYHOE NpepbiBaHMe 6epeMeHHOCTH B T. Y. MO Me-
OVLUMHCKUM NoKasaHWsIM, KOTOpPble BO3HUKNN B XO4e NpoBeneHns Tepanunn, no-
sIBNeHne aedeKkTa pasBuUTus;

— [Apyroe 3Ha4Mmoe, C MeAMLMHCKOM TOCKM 3PEHUS, COObITUE.

CmepTb nauueHTta no nobon npu4mHe, 6€3yCnoBHO, OTHOCUTCHA K CEPbE3HOMY
HexxenaTenbHOMY ABNeHMIo. KnnHnyeckas cCMepTb, 3aKOHYMBLUASICA YCMELLIHOWN pe-
aHUMaumnen, OTHOCUTCH K COCTOSIHMAM, YrpoXaroLmm XusHu. Boobuue, kK coctos-
HUAM, YIPOXAaKOLLMM XWU3HW, OTHOCAT CUTyauun, Korga OeNcTBUTENbHO MMenach
HENOCPEACTBEHHANA Yrpo3a XM3HM NauMeHTa, KoTopas 6biya ycTpaHeHa COOTBETC-
TBYIOLLMM BMeELLATeNbCTBOM. B TO Xe Bpemsi cobbITUs, KOTOpble MOrn 6bl Npu
nx HebnaronpmMATHOM Pa3BUTMU MPUBECTU K Yrpo3e XU3HM NauuneHTa, HO He cTa-
N1 pa3BMBaTbCs TaKMM 06pa30M, HE OTHOCAT K YrpOXatoLLMM XXU3HU COCTOSHUSAM
(Hanpumep, rMNEPTOHNYECKUIA KpK3). SHAUUTENBHOM YTPaTon TPYLOCNOCOBHOCTH
MOXET CHMUTaTbCA HECMOCOBHOCTL BbIMNOMHATL CBOM NPOoddecCnoHarbHble 0653aH-
HOCTW, YTO NOATBEpPXAAaeTcs Bblaavyen 60/IbHNYHbIX NUCTOB. TEPMUH 3HAYUTENb-
HOW yTpaTon OeecnoCOBHOCTM NMPUMEHSAETCA AN HepaboTalowmx nuy u nogpasy-
MeBaeT HEBO3MOXHOCTb BbIMOMHATL NPUBbIYHbIE Pab0oThl MO BEAEHUIO XO3ANCTBA
unn yxaxueartb 3a cobon. Noag gedekToM pasBuUTUA NMOHMMAKOT CUTyaumio, Kor-
Ja BO Bpems npuvemMa nekapCTBEHHOro npenapara y naumMeHTKu HacTynut 6epe-
MEHHOCTb W MOCre paspeLleHnss 6epeMeHHOCTM MocTpagaeT HOBOPOXAEHHbIN.
Moa onpepeneHne Cepbe3HOro HeXxenaTenbHOro ABMEHUS MOXET NonacTb fto6oe
3Ha4yMMoe, C TOYKU 3peHust Bpadya, MeamumHckoe cobbiThe. Ecnu Bpay cuyuTaer,
4YTO pasBuMBLLUEECH Yy MaumeHTa cobbiTue 3acnyXuBaetr 0co60ro BHUMaHMUA, XOTS
1 He nonagaeT nog NepeYvmcrieHHble Bbille KpUTEPUN, OH BCE paBHO MOXET pacLie-
HUTb Ero Kak cepbesHoe.

MpekpalleHne nccnegoBaHms 4o 3anaHMPOBaHHOMO CpoKa NpPomMCcXoauT Mo pe-
komeHpaumm CoBeTa No 6e30MacHOCTM, CNOHCOPa, PYKOBOACTBA UCCefoBaTeNb-
CKOro LeHTpa Unn YNONHOMO4YEHHbIX Ha 3TO opraHoB. KomuteT no 3Tuke 0653aH
3aKpbITb NOO0E NccnegoBaHue, ecnv 06HapPYXeHO, YTO 6e30MacHOCTb YHaCTHUKOB
WX NMonb3a OT UCCeNoBaHUsA OKa3bIBaKOTCA Nog COMHEHMEM.
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5.1.5. CtaTucTM4YeCKU aHann3 pe3ynbTaToB UCCNefoBaHMUs
C UCNoJIb30BaHUEM COOTBETCTBYIOLLUX CTaTUCTUYECKUX KpUTepmes

a) KnuHundeckue nccnenoBaHusi o paspaboTKe v OLEHKE HOBbIX JIEKAPCTBEH-
HbIX ripenaparos.

Mpu pa3paboTke n onpegeneHnn IPPEKTUBHOCTU U 6€30MacHOCTM HOBbIX Jle-
KapCTBEHHbIX NpenaparToB LLUMPOKO MPUMEHSIOTCA KOHTPONUPYeMble KIMHUYECKe
ncnbiTaHus. KnuHuyeckne uccrnenoBaHus NekapCTBEHHOrO CPeAcTBa Ha Noasax
NPOXOQAT HECKONMbKO had. M3 BCex NnekapCcTBEHHbIX CPEACTB, Ha pa3paboTKy Ko-
TOPbIX NOJSTYYEHO paspeLleHne, ToNbKo 8% nonagaeT Ha NOTPeObUTENbCKUIA PbIHOK.
OcTanbHble 0TCEMBAalOTCA Ha PasfnyHbIX 3Tanax UCMbiTaHWN, yTpa4meas CBOM No-
3UTUBHbIV NOTeHUMan.

| dhaza KNMHUYECKUX NCMbITaHUi

Mocne npoBegeHUst UCNbITaHNS NEKapPCTBEHHOrO npenaparta in vitro n Ha na-
60paTOPHbIX XXUBOTHBIX (BOKMMHUYECKUE Hay4YHble NCCnefoBaHus) UMEHHO B nep-
BOW hase KIMHUYECKMX UCTIbITaHNI HaYMHAETCH TECTUPOBAHNE HOBOIO fiekapcTea
Ha nogax. Yacto Takve MChbITaHWs Ha3blBaOT KIMHUYECKUMU hapMakonoru-
YeCKMMU, TaK Kak MMEHHO Ha 9TOM 3Tarne oueHMBalTCa hapMakognHammyeckme
n (hapMakoKMHETUYECKME NapaMeTpbl, nokasatenn abcopoumm, pacnpeaeneHms,
MeTabonm3ma, 3KCKpeuun, BpeMs OOCTMXXEHWS MakKCUMasribHOW KOHLEeHTpaumu,
CpaBHEHME pa3fU4HbIX NEKapCTBEHHbIX (DOPM M [03 npenapaToB Yy WUCMbITye-
MbIX [o6poBonbLeB. [JOO6POBONBHOCTL y4acTus MNOApa3yMeBaeT CO3HaTeNbHOe
1 [O6pPOBONBHOE corfacue Ha ydactue B ucnbitaHun. O6bIYHO MCnbITyeMble B |
hase KNNMHUYECKNX UCCefoBaHNiA ABNSIOTCS NPakTUY4eCckn 300POBbIMU HOABMMU.
McknioyeHne MoryT cOCTaBfsiTb UCCE[OBaHNA HEKOTOPbIX NeKapCTBEHHbIX npe-
napartoB, Hanpumep, UCNosb3yeMbIX B OHKONOrUW, KOTOPble MOrYT OKasaTb He-
6naronpuaTHoe AencTBmne Ha HopMarbHble (PM3MONOrMYeCcKMe NoKasaTenn 3gopo-
BOro 4yenoBeka. B Takux cnyyasx UCMbITYyeMbIMU SIBASIOTCA MOAN, cTpajaroLlime
COOTBETCTBYIOLLUMM 3a60neBaHneM, Ans fie4eHnss KOTOporo npegHasHadeH HoBbIv
npenapar.

B nepson hase nccneposaHuii yqacteyeT okonio 100 go6posonbLeB (MHorga
6onbLue), anutensHocTb | hasbl B cpegHem oT 6 Ao 12 mecaues. [NaBHOWM Lenbio
ncnbiTaHui | dhasel ABRSETCA onpefesnieHne NePeHOCMMOCTU (OLeHKa 6e3onacHoc-
TV M BAUSHWUA HA KAQ4eCTBO >XU3HW) M HaNM4ns TepaneBTUHYECKOro AencTeus ne-
KapCTBEHHOro npenapata (MHorga onpedensioTcs nepBoHaYasibHble nokasaTenu
aphekTMBHOCTM Npenapara y nogen).

Okono TpeTu nekapcTBEHHbIX NpenapaToBs, MOABEPXXEHHbIX NPOBEPKE B NEPBOW
hasze KNNHUYECKNX UCTbITaHWIA OTCEMBAIOTCS B CBA3W C NIOXOW NEPEHOCUMOCTbIO,
TOKCMYHOCTbIO, HEGNAronpuUATHLIM BAUSIHUEM Ha (PM3MONOrMyeckne nokasarenu
YerloBEYECKOro opraHnama.

Il pasa KNNMHMYECKMX UCTbITAHUI

Bo BTOpOM (hase KAMHUYECKMX UCMbITaHUI MPOAOIKAETCA OLEHKa napamet-
poB 3¢pPEKTUBHOCTU 1 6E€30MaCHOCTM HOBOIO JIEKAPCTBEHHOMO npenapaTta, ogHa-
KO MCMnbITaHWe NPOBOAMUTCA Ha rpynne naumeHTOB C KOHKPETHbIM 3abonesaHuem.
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O6b14HO uchbiTanua Il dasbl aBngaoTca nnauebo-koHTponmpyembimn. WHorpa i
hasy pasgenatoT Ha dasbl lla n lib. B ucneitanunsax lla ¢assl onpegensior 6e30-
NacHOCTb npenapata Ha rpynne naumeHToB C CMHOPOMOM WM 3ab0neBaHueEM,
AN NeYeHnst KOTOPOro U paspaboTaHO HOBOE JIEKapCTBEHHOE CPeacTBO, B 3aBU-
CMMOCTW OT 4acTOTbl Npuema, 0O3bl U OPYrux nokasaTenemn, BAMAOLWLNX Ha 6e30-
nacHocTtb. B nccnegosanusx llb ¢gasbl ahhpekTMBHOCTL U NEPEHOCMMOCTbL HOBOIO
NeKapCTBEHHOro npenapara CpaBHUBAKTCA € 3PPEKTOM nnauedbo y naumeHToB
KOHTPOSBHOW rpynrbl, ONPEeAensaeTca oNTMMasbHbIA YPOBEHb JO3MPOBAHNS HOBOMO
nekapctea. O6bI4HO BO Il (hase KNMHUYECKMX UCCNefoBaHU NMPUHUMAET ydacTne
200-600 naymeHToB.

Ill basa KNMHUYECKUX UCTIbITAHUN

Il haza KNMHNYECKMX UCCNEeQoBaHNN NPOBOANTCA A1 OLLEHKM 9PPEKTUBHOCTH
1 6e30MacHOCTM HOBOrO NIEKapCTBEHHOMO Npenapara B onTMMasibHOW J03€e U fe-
KapcTBeHHON chopMe (onpedeneHHbIX B npeablaywmnx dasax) Ha 60nbwmx pas-
HOO6pPa3HbIX rpynnax NnaumeHToB, T. €. B YCNOBUAX, MPUBIIMXKEHHBIX K peasibHbIM
XXWU3HEHHbIM, B KOTOPbIX OAHHbIA NIEKApPCTBEHHbIA Npenapat 6yaeT Ucnonb30BaTthb-
ca nocne peructpaunn. B knmHndeckux ucneitanusx Il oasbl npuHUMaroT ydactme
ThICAYM MALUWEHTOB, B TEYEHUE ANUTESIbHONO BPEMEHU MoslyvaloLime n3y4yaemblii
npenapat. Ha paHHon ghase nccnenoBaHuin cobmpaeTcs MHpopMaumnsa 0 BO3MOX-
HbIX NO604HbIX 3dhdheKTax (B TOM YUCHE peako BO3HMKAIOLLMX) HOBOroO npenaparTa,
OCOBGEHHOCTU ero AencTens y 60MbHbIX C HAPYLUEHUAMU (DYHKLMM NEYEHUN, NOYEK,
HeJoCTaToO4YHOCTLI0 KPOBOOOpALLEHMA, C OPYrMMM ComyTCTBYIOWMMK 3abonesa-
HUSMMK, NO NOBOAY KOTOPLIX NMPOBOAUTCHA COMYTCTBYIOLLAA Tepanus, oLeHMBaeTCA
B3aMMOOEeNCTBME HOBOIMO NpenapaTa ¢ pyrMmm nekapcteamu, NPoOBOAMTCSA SKOHO-
MUYecKas OLEeHKa NieYeHus:, OLeHKa KadecTBa XU3HW NauneHToB.

IV chasa KNMHNYECKUX UCMbITaHUN

MccnepgoBaHus aTor hasbl Ha3bIBAKOTCA MOCTMAPKETUHIOBLIMUA, T. €. UCMbITa-
HWS NPOBOAATCA NOCE pPerncTpaumm 1 Boixoda npenapara Ha pbiHOK. Ha gaHHoM
aTane NpoBOAMTCS CpaBHEHWE HOBOrro npenaparta (ero agodeKTMBHOCTH, 6e3onac-
HOCTW, (hapMakOIKOHOMMYECKMX MokKasaTesien) C yXxe MMELLMMNCA aHanoramu,
C OpyrMMu npenapatamMu B OaHHOW (papmMaKkoTepaneBTUHECKON rpynne, MOHUTO-
puypytoTCs NOGOYHbIE peakunn, B TOM YUCTEe paHee HEU3BECTHbIE N OTAANEHHbIE.
Takxe B mcnbiTaHuax IV dasbl MOryT onpegensaTbCs ONTUMaribHblE CPOKKU Nnede-
HWS, NPOBOANTLCHA CPaBHEHME CTaHAaPTHbIX KYPCOB fleYeHus, oLueHBaTbCca oTaa-
NEHHbIE pe3ynbTaTbl Tepanuu.

6) Cxembl KIIMHNYECKUX NCCIIe[0BaHNM.

K TunoBbiM cxemam, MO KOTOpPbIM MPOBOAATCA WCCReoBaHus, OTHOCATCA
cnepyloLwme:
1. ncecnegoBaHus B OOHOM rpynne;
2. 1ccnepoBaHus B napanfenbHbiX rpynnax;
3. uccnepgoBaHua B rpynnax «NepekpecTHor» MOAENn

OCHOBHbIE CTAANN KITMHUYECKOrO NCMbITaHNSA

KnuHunyeckoe mcnbiTaHne, NpoBegeHHoe Mo Nto6oMy U3 NepeynCrieHHbIX Ou-
3aMHoB, 06bIYHO BKOYalOT B ce651 OCHOBHblE CTaAUM:
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WANRE Y

KAPOMO HUJT

YHUKONbHAS HU3KOA030BAS KOMOUHALMS
ACK v rugpokcnpa marHus ans nepeUYHON
M BTOPUYHON NPOGUNAKTUKM TPOMEOOOPA30BAHMS

¢ MNepBana kombuHauma ACK n rugpokcuga marHua B Poccun

® AHTaUUAHbBIA KOMAOHEHT npenaparta — rmapokcuna MarHmAa yctpaHAaeT
ybUueporeHHoe OENCTBUE KUCNOTbI Ha CNIN3UCTYIO XXenyaka
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1. Bknoyvenue (enrollment) naumeHTa B mnccnegoBaHue. BknioyeHne BO3MOXHO
TOSBKO MOCIe NoAnMcaHnsa NaunmeHToM MHPOPMUPOBAHHOMO COrNnacus Ha y4ac-
THe B uccnegosaHuun. NpoBeaeHne Bcex npouenyp, NpenycMOTPEHHbIX MPOTO-
KOJTOM UCCIIEL0BaHNSA TakXe BO3MOXHO TOSIbKO MOCSE NoANMcaHns MHopMU-
pPOBaHHOMO Cornacusi.

2. Hone4vebHbin nepuog (pretreatment period) — B 3TOT nepuopg OCYLLECTBAAIOTCA
BCe npolenypbl, KOTOpble HEOBXOAMMO BbLINOMHUTL A0 PaHAOMU3auUMM U pac-
npegeneHns 6o5bHbIX B rpynnbl fedeHns. O6bIMHO B 3TOM Mepuoge npoBo-
OAT CKPUHWHE C ONpefeneHnemM COOTBETCTBUA AaHHbIX MaLUEHTOB KPUTEPUAM
BKJIIOHEHUS/UCKITIOHEHWS.

3. lMoparotoButenbHbIN Nepuopg, (run-in period) — 06bIMHO NpPefLecTBYET OCHOB-
HOMYy, Nne4e6HOMY MEPUORY ONA CHUXKEHUSA BIMAHWA NPEQLIECTBYOLLErO feve-
HWS (B TaKOM Crny4dae MCMoNb3yloT «OTMbIBOYHbIV» nepuog» — wash-out period.
Ero onutenbHOCTb [O/MKHasA 6biTb HE MEHEe MATM NEPUOOOB MONyBbIBEAEHMSA
npenapara, 4TO WUCKIoHaeT BAUSHWE paHee NMPUHMMAEMOro JIEKapCTBEHHOIO
cpefcTea nepen Ha3Ha4eHMeM HOBOro neyveHuns). MiHorga B nogroToBUTENbHbIN
nepuoa naumeHTy HasHavaloT nnaueso.

4. Tlocne ouUEHKM KPUTEPUEB UCXOZHOro cocTosHus (baseline), koTtopble mMoryT
6bITb MCMONBL30BaHbl ANA CPABHUTESIbLHOM OLEHKM Tpymnn, npyu onpegeneHnm
pe3ynbLTaToB fie4eHus 1 T. 4., NOC/ie NOBTOPHOM OLEHKM COOTBETCTBMSA MO KPU-
TEPUAM BKITHOYEHUS/MCKIIOHEHNSA NALMEHT PaHOOMU3NPYETCA B OOHY M3 rpynn
neYveHus.

5. Tepwuop nedveHmnsn (treatment period) — 3170 Bpems, Ha NPOTSHXXEHUN KOTOPOro na-
LMEHT NoJyHaeT SKCNePUMEHTasIbHOE U KOHTPOSIbHOE neveHune. MNocne dasbl
Cnenoro uccrefoBaHus MHorga npoBogAaT a3y OTKPbITOrO UCCIefoBaHus,
B TEYEHME KOTOPOW BCE NaLMEHTbI NOMyHaloT SKCNEPUMEHTalNbHOE UCCe[oBa-
Hue. 3TOT nepuog (open extension period) cnyxuTt gnsa céopa nHopmaumm o
ONNTENbHOM 6€30MacHOCTU NlekapCTBEHHOIO CpeacTBaa.

VccnegoBaHue B ofHow rpynne (single group design
Mpn Mcnonb3oBaHMM TaKOW CXEMbl UCCNENOBaHUS BCe MNaLMEHTbl MONy4aloT

O[OHO M TO Xe 3KCNepUMEHTASIbHOE NIeHeHNe, MOSTOMY HET HEOOXOAMMOCTU B PaH-

AOMU3auMn U UCTIONb30BaHUWN PasfiMYHbIX TEXHUK «3acnensieHns», TakkKe OTCyT-

CTBYET rpynna KOHTPOSSA (CPaBHEHWS), YTO ABMAETCH MaBHbIM HELOCTATKOM 3TOM

cxeMmbl. Pe3ynbTtatbl fledeHunst No KaxxgomMy 6051bHOMY CpaBHUBAIOTCSA C Er0 UCX0[4-

HbIMW [aHHbIMW. Takylo MOAEeNb MOXHO MCMnonb3oBaTh B | hase mnccnegoBaHun

C y4acTneMm 300pOBbIX LOOPOBObLEB.

VccnepgoBaHuwe B napannenbHbix rpynnax (parallel group design
OT0 Hambosnee onTUMasibHaas Mogenb ANnA OUEHKU 3(PheKTOB neyeHns, nos-

TOMY OCHOBHble uccneposanusa Il chasbl NPOBOOAT MMEHHO NO 3ToM cxeme. [pu

NpPOoBEeLEHMM UCCNeoBaHMA B NapannesbHbIX rpynnax naumeHTsl oByx unm éonee

rpynn nony4varoT pasfiMyHoe feveHne (3KCneprMMeHTanbHbIi Npenapar, npenapar

KOHTpONS (MOryT 6bITb MCMONb30BaHbl Pa3Hble 4O3MPOBKK), Nnauebo).
CyuecTByeT ABe MOAENWN UCCNenoBaHWA B napannesbHbIX rpynnax: daktopu-

anbHasi n HeogHopoaHas (npepbiBaemas). MNpu pakTopnanbHOM MOAENM NALNEHTbI

96



FMABA 5. OueHka pasnnyHbIX METOLOB NEYEHNS U NPOCMNAKTMKN C NO3NLIMK JoKa3aTeslbHON Mep,u-

pPasnuyHbIX FPYNN NofyyatoT pasnnyHblie kKombuHauum npenapartos (Hanpumep, A u
B) B pasnuyHbIx gosax (Hanpumep, HM3Kasa gos3a A + Bbicokasa fo3a b; Bbicokas
po3a A + Hu3kas gosa b; o6a npenapaTa B BbICOKMX UMM HU3KUX A03ax). Takum
06pa3om, Takas Mogenb nonesHa AN oueHKU KOMOUHUPOBAHHOM Tepanun, ogHa-
KO TpebyeT 60MbLIOrO YMCa UCTbITYEMbIX M BbICOKMX 3aTpar.

HeogHopoaHyto Mofesb MCCnefoBaHnsa B NapassienbHbIX rpynnax 06bi4HO UC-
Nonb3yT NPY U3YHeHUU NpenapaToB AJfis Tepanvum TpyaHoM3feYmBaemMbix 3a60-
neeaHu. CHavana BCe WUCMbITYyEMbIE MOMy4alOT SKCMEPUMEHTANIbLHOE JleHYeHMe,
KOTOpOe 3aTeM OTMeHseTcs. [locne 3Toro B rpynnbl (C MPUMEHEHNEM TEXHOSOMMN
paHpoMmM3aumiA U 3acnensieHns) paHoOMMU3NPYIOTCA JNINLLL TE€ NALMEHTbI, Y KOTOPbIX
Npw 3KCNepUMeEHTanbHOM Ne4eHnmn 6bin 3adhMKenpoBaH 0CcobbI (06bIYHO, MONOXM-
TENbHbIN) TUN peakumn. Takum 06pa3oM, B NEPBON YACTU ONpeaenstoT OTBETHYHO
peakumto, a BO BTOPOM YacTu ONPeaEensioT, OTNNYaeTCs N ata peakums ot addek-
Ta nnaue6o0.

[MepekpecTHas mogenb uccnegosaHms (crossover design)

Takon Qu3amH MCCnefoBaHUA MNO3BONSAET OLEHUTb U SKCNEepUMeEHTasbHOe
N KOHTPOJIbHOE NEYEHNE Y OJHUX U TEX XE UCMbITYEMbIX. B nepekpecTHbIX uccne-
[OBaHUSX MauMeHTbl PaHOOMU3UPYIOTCA B IPynnbl SKCNEPUMEHTANILHOTO U KOHT-
PONbHOMO NleYeHUs, 3aBepLUMB NEPBLINA KypC, NOCe nepnoga oTMbIBKK, Korga no-
KasaTenun BO3BpaLLaloTCs K UCXOAHbIM, NaUMEHTbI MPOXOAAT BTOPOW KYPC IEHEHUS.
MepekpecTHas mMofenb ABAAETCSH 9KOHOMWYHOW, HE TpebyeT yyvacTusa 60sbLIOro
yucna naumeHToB, XOPOLLO NoAXoauT ONsi onpeneneHms 6e30nacHoCTU npenapa-
Ta. OgHako uccnefoBaHusa Takoro AnsanHa TpedyoT 60MbLLIEr0 BPEMEHU (KaXabIn
nauMeHT NpoxoauT OBa Kypca fiedeHus nioc nepuonbl OTMbIBKM). Kpome Toro,
HEO6XOANMO MONyHeHMsi 6OMbLIEro KOIMHYeCcTBa XapakTepUCTUK Y KaXaoro 605b-
HOro, K TOMY Xe, 3heKTbl OOHOro Kypca MoryT cMeLumBaThes ¢ adhdpektamm gpy-
roro nevyeHus.

5.1.6. OueHKa pe3ynbTaToB NPOBEAEHHbIX MCCNefoBaHNA
M UX NpaKkTuvyeckoe npumeHeHue

[ns oueHKN pe3ynsTaTtoB NeYeHns UCMOoSb3YHTCS TEPMUHBLI UCTUHHBIE KpUTeE-
pun 1 cypporaTHble (U KOCBEHHbIE) KpuTepun. ICTnHHbIE KpuTepun nogpasge-
NATCA Ha MEPBUYHbIE — 9TO MOKA3aTeNW, CBA3AHHbIE C XMU3HEOEATENIbHOCTbIO
naumeHTa — CMepTb B pe3ynbTate OCHOBHOrO (MCCnegyemMoro) 3abosieBaHns unu
no apyrum npuynHam. K BTOPUYHLIM UCTUHHBIM KPUTEPUAM OTHOCATCS CHUKEHME
4acTOTbl OCIOXXHEHMWIA OCHOBHOIO 3a60/1EBaHUS, YNyULLEHME Ka4ecTBa XMU3HWN na-
umeHToB. CypporaTtHbIMA WM KOCBEHHLIMU KPUTEPUSIMU ABMAIOTCA pe3ynbraThbl
nabopaTopHbIX U MHCTPYMEHTAaSIbHLIX METOOO0B 06CNeoBaHus, KOTOpble Npeano-
NOXMWTENBHO CBA3aHbI C UCTUHHLIMU KPUTEPUSMM (HanpuMep, CHUXEHWE YPOBHS
Al cBI3aHO C YMEHbLLEHNEM YMCNA OCIIOXKHEHUI apTepUanbHON MrMNEPTOHNN).

UCcTuHHBbIE KpuTepun, 6e3ycnoBHO, 6onee HafaeXHbl, YeM cypporatHble. Tem
6onee, YTO OYEHb HacTO NPSIMON B3aMMOCBA3N MEXY STUMU KPUTEPUAMWN HET UK
OHa He gokasaHa. OueHKa cypporaTHbIX KpUTEpUeB BaxHa Ons 6onee rnyboko-
ro U3y4YeHWss N MNOHUMAHUSA MaTOreHeTUYECKMX 3BeHbEB 60ne3Hu, 060CHOBaHMS
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nporHo3npoBaHns 3aboneeaHns. OgHaKo BbIBOAbI, MOCTPOEHHbIE HA OCHOBE KOC-
BEHHbIX KPUTEPUEB, Y KOTOPbIX CBA3b C MCTUHHLIMU KPUTEPUAMU HE [oKalaHa
(rpaMOTHBLIMWN KIIMHUYECKMMW UCCNEQOBAHUAMMN U CUCTEMHBIM aHanM3oMm), MoryT
0oKas3aTbCA OLUNMOOYHBIMWN.

Yenoseky, He SBNSAOLWEMYCA MNpOdIeccMoHanioMm B 061acT MegULUHCKON
CTaTUCTMKK, MOMOIrYT COPUEHTUPOBATLCS NPU MIIaHUPOBaHNN COBGCTBEHHOMO MU
OLIEHKE YY)KOro MUccrnefoBaHus cregytoLme nokasaTenu:

Mpu nnaHMpoBaHWM WUCCReOOBaHU WM OLIEHKE Pe3ynbTaToB YXe MpoBe-
OEHHbIX KIMUHUYECKUX UCMbITAHUA criegyeT MOMHWUTbL O CYLLECTBYIOLLEN Mepap-
XMW [0Kas3aTenbCTB. TuMbl NEPBUYHBLIX UCCEQOBAHUA UMEIOT Pas3nNYHyI0 OOKa-
3aTeslbHY0 LIEHHOCTb M pacronaratoTca B CIefyloWeM nopsake no ybbiBaHuio
«JJo0Ka3aTenbHOCTU»:

Cuctematndeckme 0630pbl U MeTa-aHanNu3bI
PaHooMmnanpoBaHHble KIMHUYECKNE UccnenoBaHns
KoropTHble nccnegosaHms

McecnegoBaHus «Crny4amn-KOHTPOsb»

CoobLLeHnss 06 OTAENbHbIX CryYasax

oo~

5.2. CuctemaTmyecknn o63op — BepLUMHA fOKa3aTesIbHOW

nepapxuu

YuuTbiBas CyLLECTBYIOLLMIA B HACTOSALLEE BPEMS KOMOCCasbHbIA 06bEM cTaTewn
N NUTepaTypHbIX OaHHbIX, ONy6NMKOBAHHbLIX MO pe3ynbTaTtamM MHOrOYMCNEHHbIX
paHOOMMU3NPOBAHHBLIX KITMHUYECKUX WCCNEOOBaHUA, HEO6XO0OAMMOCTb CO3[4aHus
cucTeMaTmMHeCcKux 063o0poB, 06LEKTMBHO 0606LLAIOLLINX OOMbLLUOE KONMYECTBO WUH-
hopmaumm o4eBMaHA N HYPE3BbIYANHO aKTyasibHa.

Cuctematndeckme o630pbl OTHOCATCA K HabnogaTenbHbIM PETPOCNEKTUBHBLIM
nccneposaHuam. OT 06bI4HBIX 0630pPOB NUTEPATYPbI, CUCTEMATUYECKNE 0630pbI
OTNN4aoTCs PsILOM OCOBEHHOCTEN:

1. B cuctemaTtnyeckmx o63opax paccMaTpuBaeTcs ONnpeaeneHHbIn KIMHNYECKNI
Bornpoc. MIMEHHO MpaBuiibHO COPMYSIMPOBAHHBIN BOMPOC SABNSETCA OCHOBOW
6yOyLLero Ka4eCTBEHHOIO cucTemMaTmyeckoro o63opa. B 06bi4HbIX nuTepartyp-
HbIX 0630pax, Kak NpaBmsIo, pacCMaTpMBAETCA LLUMPOKNIA CMEKTP BOMPOCOB.

2. OT60p MccnegoBaHUI, BKIKOYEHHbLIX B CUCTEMATUYECKU 0630p, H6asupyeTtcs
Ha onpepneneHHbIX, YeTKNX KPUTEPUAX, MPUMEHAEMbIX OOMHAKOBbLIM 06pPa3oM.
Takxe AICHO M YETKO B CUCTEMATMYECKOM 0630pe MU3MOXEHbI CTpaTErMa U Me-
TOAb! MOMCKA UCTOYHMKOB AaHHbIX. B 06bI4HbIX 0630pax nUTepaTypbl CBeAeHUS
06 UCTOYHMKAX N Nx 0TO6Oope 4acTo He yKa3aHbl, aBTOPbI IMTepaTypHbIX 0630pPOB,
Kak npaBuio, nogémparT NCTOYHNKM TakKMM 06pa3oM, 4HTOObI NOATBEPANTL NN
OMNPOBEPrHYTb ONPEeneNneHHY0 TOHKY 3peHus, B pe3ynbTaTe Yero nosyYeHHble
[AaHHble [OCTATOYHO CYyOBLEKTMBHBI U TPYOAHO BOCNPOM3BOANMBI.

3. KonuyecTBeHHbIM 06006LLEHNEM CUCTEMATUYECKOro 0630pa ABNAETCA MeTa-
aHanua, npy 06bIYHOM NUTEPATYPHOM 0630pe aBTOPLI, Kak MPaBUIIo, OrpaHNYm-
BalOTCA Ka4eCTBEHHbIM 0600LLIEHNEM 6E3 KONMMYECTBEHHOINO CUHTE3a NEepBUY-
HbIX AaHHBbIX.
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4. PegynbraToM CMCTEMaTUYECKOro 0630pa ABNATCA HayYHO 060CHOBAHHbIE Bbl-
BOAbl, 0b6ecrneymBarLLMe Bpaven AoCcTaTodHOM MHopMaumen ansa npUHATMA
peLLEHMS Ha MPaKTUKE.

B mMeTa-aHannae ¢ NOMOLLbIO CTaTUCTUHECKMX METOAOB OLEHNBAIOTCS Pe3ysib-
TaTbl OTOOPaAHHbLIX OQHOPOAHLIX UCCNEQOBaHUI CO CXOXUM BUOOM BMeLUaTESb-
cTBa (nevyeHus). [JaHHble cMcTemMaTUYeCKMX 0630pOB U MeTa-aHaIM30B MOryT Ba-
pbMpoBaTb MO METOAONOrMYeCKOMy KadecTBy. Npn HU3KOM METOLONOrMHYECKOM
Ka4yecTBe W HAKOMMEHUN CUCTEMATMHECKUX OLLUMOOK, MPU HEQOCTATOHHO MOSTHOM
MOMCKE OaHHbIX U BKIIOYEHUN B aHaNM3 UCCNeOoBaHUn HN3KOrO KavecTBa, pe-
3ynbTatbl CUCTEMATUYECKOrO 0630pa MOryT 6biTb HELOCTOBEPHbI, & UX UCMOSIb-
30BaHMe B KIIMHWYECKOW MpaKTMKe — MoTeHuManbHo onacHo. OgHako ucnosib-
30BaHMe CUCTEMATMYECKUX 0630POB N METa-aHaNN30B BbICOKOrO KayecTBa, fiB-
NAKLLMXCA OCHOBON aHaNUTU4YeCcKoW 6a3bl AoKa3aTeNbHOW MeauLVHbI, ABNseTCcs
OY€Hb LEHHbIM MHCTPYMEHTOM MPU NPUHATMM PELLEHMUSA, KaK Ha YPOBHE NPaKTu-
KYIOLLIEro Bpaya, Tak M Ha YpPOBHE OpPraHM3aToOpPOB 3[4PaBOOXPAHEHUS N 3KCNep-
TOB MpW NOArOTOBKE PEKOMEHOALMA M 3aKOHOOATENbHbIX aKTOB, KacaloLmxcs
npUMeHeHns Hanbonee ahPEKTUBHBIX U 6€30NaCHbIX METOA0B JIeHeHUs, NnaHu-
poBaHusa 6yoyLLIMX UccnenoBaHnin, BbipaboTky 06LLeln, Hanbonee paumoHasibHON
NONMUTUKM 30PaBOOXPAHEHMS.

5.3. AHanus KJIMHM4YeCcKoro pelueHus

OpHon 13 rnaBHbIX 3a4a4 gokasaTenbHOWM MeOuvLMHbl, ABMsSeTcs obnerdyeHne
NPUHATUA KIIMHNYECKOrO PELLEHNSI, OCHOBAHHOIO He CTOMbKO Ha HeCMCTEMAaTU3K-
POBaHHOM KITMHUYECKOM OMbITE, UHTYMLMK Nlevallero Bpada, 3HaHUM OCHOB NaTo-
dmsmonorum, a, NPEUMYLLECTBEHHO, HA [OCTOBEPHbIX AAHHbLIX PaHAOMU3MPOBaH-
HbIX KNIMHWUYECKMNX UCCNEAOBaHUI, 0606LLEHHbIX B CUCTEMATU3NPOBAHHOM 0630pe,
npu meTa-aHanuae.

Takum o6pasom, AByMs OCHOBOMONaraloWuMM MpUHUMNaAMmn gokasaTesibHOWm
MeauLMHbI SBNSIOTCS 1) MPUHATUE KITMHUYECKOTO PELLEHMS C YHETOM MHOIMX dhak-
TOPOB (COOTHOLLEHWE NMOSb3bl U PUCKA, YOO6CTBO M NPEAMNOYTEHNE TOrO UM MHOMO
MeTofda ne4veHuss ans 60nbHOro, 3aTtpaTbl HA o6crnegoBaHue, nevYeHne, XN3IHEH-
Hbl€ LIEHHOCTW 60J1IbHOr0, 61aronNPUATHLIE M HEGNAronNPUATHbLIE NOCNEeACTBUS 3TOr0
KITMHNUYECKOro peLleHns ans KOHKPEeTHOro 605bHOro 1 Bcero obLiecTsa B LENIom
M T. 4.) 2) NIOHMMaHWe pas3nNnMYHON OOCTOBEPHOCTU MMEIOLLMXCA OAaHHbIX, KOTOPbIE
6bIN NOMNYYEHbI B KIIMHUYECKMX UCCNEQOBAHNAX Pa3HOW CTPYKTYpbI.

CyLwHocTb 0603Ha4YEHHbIX MPUMHUMMNOB OOKa3aTeNbHOM MeamuMHbl CBOAUTCA
K TOMY, 4TO ANS MPUHATUSA KIIMHWYECKOrO PELUEHMS YacTO HEAOCTATOYHO TONbKO
JoKasaTtenbHoOn MHdopMaumm, a [OCTOBEPHOCTb AaHHbIX, KOTOpbIE ObIN NonyYe-
Hbl B pe3ynbTate KIMHUYECKUX UCCNeaoBaHMI U Ha KOTOPbIE ONMpaeTCa Bpay npu
NPUHATUN KIIMHUYECKOrO pPeLLEHUs, pa3nunyHa.

Bo-nepBbiX, HEOO6XOANMO YUUTbIBATL CBEOEHUS O MPEAnoYTEHUs X 6ONbHOrO,
YMETb COOTHOCUTb (DAKTOPbI, BaXHble Kak Afis 06LLEeCTBa, Tak N AN KOHKPETHO-
ro nauweHta. [na Hambonee agpPeKTUBHOrO peLLEeHUa KIMHUYECKON Npob6nembl
Bpay [O/MKEH YMETb BOBJEYb 6OSIbHOrO B MPOLIECC MPUHATUA PELUEHUs], a TaKxXe
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NOHUMATb, KaK XXW3HEHHbIE MPUHUMMbI U NPEQMNOYTEHNA KOHKPETHOrO naumeHTa
MOTYT MOBANATL HA COOTHOLLEHME pUCKA M NOMb3bl OT MiaHMpyemMoro fne4ebHoro
Unn gnarHocTn4eckoro BMeLlartensctea. Cneynanmctamm B 0651aCTi SKOHOMMYEC-
KOro 3gpaBooXpaHeHns 6binM padpaboTaHbl HayyHble MeETOAbI, MO3BONSIOLLME OLe-
HWUTb NpeanoYTeHMsa 60NbHOro. AT METOAbl HaLWM OTPaXEHUE B CreumnanbHbIX
NOco6UsX NO NPUHATUIO KIIMHMYECKOro peLleHns. OgHako, He yMeHbLUuas 60MbLLYHO
3HAYMMOCTb TakMX NOCOBUI, CreayeT NPU3HaTh, YTO B MPOLIECCE MPUHATUA KIIMHU-
YEeCKOro peLLeHns nevallemMy Bpady 4acTo OTBEAEHO COBCEM HEMHOIO BPEMEHMU
ANS yHeTa XXM3HEHHbIX LLEHHOCTEN M NpeanoyTeHni naymeHTa.

Bo-BTOpPbLIX, NPY NPUHATUN KITMHWUYECKOrO PELLIEHMA Nedallmnin Bpady 06a3aTenb-
HO OOSDKEH MOMHWUTbL O CYLLECTBYIOLLEN MEpapXvMu KITMHUYECKUX UCCreaoBaHun
Nno [OCTOBEPHOCTU NX pe3ynbTaToB. B no6om cnyyae Bpay [OMKEH UcKaTtb U Npu-
MEHATb Ha NPaKTUKE camMble [OCTOBEPHbIE U3 MMELOLMXCH AaHHbIX. OgHako npu
OTCYTCTBMM BbICOKO [OCTOBEPHbIX AaHHbLIX MO NoBoAy 3hEKTUBHOCTM UK 6€30-
NacHOCTWU TOrO UM MHOTrO METOAA NEYEHNs, HE CIIeQyEeT UrHOPUPOBaTb UMEIOLLME-
CA CBeEHMs Mo pe3ysisTataM UCCNELOBaHNUNA, CTOALLMX Ha 60f1ee HU3KNX CTYMEHSX
B MEPapPXMYECKON NECTHULIE KITMHUHYECKNX UCMbITAHWA.

Takxe cnegyeTt NOMHUTb, YTO MPU PELLEHUN KAKON-TMOO0 KIMHUYECKOM npobne-
Mbl, MpeXae BCero, HE0H6XoANMO NPaBUIIbHO COPMYNNPOBATL KNMHWUYECKUIA BOr-
poc. Ons aToro HeO6X0AUMO YCTaHOBUTbL NpPaBWibHBIN AMarHo3, onpeaenvTb Bce
nmetoLLMecs cnocobbl Ne4YeHNs KOHKPETHOrO 3a60neBaHns, TONbKO NOCSIE 3TOro
CnepyeT nckaTb AaHHble 06 a(pheKTUBHOCTU U 6€30MacHOCTM KaxXgoro cnocoba.
Kpome Toro, Hy>HO BbISIBUTbL (haKTOpbl, yKasbiBatoLne Ha MPUMEHMMOCTb AaHHbIX,
NONyYEHHbIX B MCCNEQOBaHMAX, Y KOHKPETHOrO 60/bHOMO, a TakXXe OLEHUTb Kakum
06pa30M BbISIBNIEHHbIE Pa3NMyMa MeXAY YCNOBUAMMN KITMHNHYECKOTO UCCneaoBaHns
N KOHKPETHOW KIMMHNYECKOW CUTYaumnein MoryT NOBMUSATL HA COOTHOLLIEHWNE MOSb3bl
N pycka.

MoaTomy, NpU NPUHATUM KIIMHUYECKOTO PELLEHUS, JleHallemy Bpady, onupato-
LLIEMYCS U MCMOSIb3YIOLLIEMY B CBOEW NPaKTUKe MEeToAbl AoKa3aTeNbHON Mepmum-
Hbl, MOHAQ06ATCA HE TONbKO KITMHUYECKUX OMbIT, HO M OBLUMPHbIE 3HAHWA B ryma-
HUTaPHbIX N coumarnbHbIX Haykax, yMeHWe cocTpagartb M BHUMATENbHO CnyLiaTb,
N BEPHOCTb NPMHUMNAM rymaHmsma.

5.4. KnuHu4yeckue pekomMmeHpauum

CornacHo Hanbonee pacnpocTpaHeHHOMY OMpedeneHunto, KIMHUYECKNE PeKo-
MeHgaumm (KP) — 310 cucTemaTudeckn paspaboTaHHbIE MONOXEHUS, CO3AaHHbIE
ANs Toro, 4To6bl MOMOYb Bpayy M NauMeHTy B NPUHATUN PELLEHWNIA OTHOCUTENBHO
Bpa4ebHON TaKTUKKN B OonpefdeneHHbIX KIMHUYECKMX CUTyaumax. ITO LOKYMEHTHI,
B KOTOPbIX TOYHO U HEABYCMbICIIEHHO NPOCIEXMBAETCA CBA3b MEXAY KaXAbIM yT-
BEPXAEHNEM W HAYy4HbIMWU OAHHBLIMW, a Hay4Hble (DaKTbl MMAaBEHCTBYIOT Ha4 MHe-
Huem akcnepToB. KP npepnaraloT YeTkMe YCTaHOBKM MO MPOBEOEHUIO AMarHOC-
TUYECKMX U CKPUHUPYIOLLIMX TECTOB, MO 06bEMY MEOULMHCKON U XMPYPrnyeckom
NOMOLLY, ANUTENBHOCTU NpebbiBaHMS B CTauMOHape M No ApYrMM acrnektam Knu-
HNYECKOM NMPaKTUKMU.
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Llenb pekomeHgaumn — npeaocTaBmTb Bpady MHOpMaLmio, MO3BOMSAOLLYIO Bbl-
6paTb Hanbornee NOOXOASALLYIO0 CTPATENMIO BEAEHUS MaLMEHTA C YHETOM €€ BIUSHUSA,
Kak Ha mcxon 3abofieBaHus, Tak U Ha BO3SMOXHbBIA PUCK MEOMUMHCKMX npoueayp
1 npoBogmMmoro nedeHus. KP no3sonsatoT NpUMEHUTbL B NOBCEAHEBHOM KITMHUYEC-
KOW NpakTuke Hambonee appekTMBHbIE N 6GE30MNacHble MEAULMHCKNE TEXHONOMMN
(B TOM YMCnEe K NEKAPCTBEHHYIO Tepanuio), 0TKa3aTbCsi OT HEOOGOCHOBAHHbLIX BMELLIa-
TESbCTB, 3aMETHO MOBbLICUTL KAYECTBO OKa3aHWUA MEAULIMHCKOM MOMOLLM, 06MeryunTb
NPOLIECC MPUHATUS PELLIEHWIA, YNYHLIWUTL KIMHMYECKMe ucxodpl. Lienbii pag npose-
OEHHbIX paHee UCCNeqoBaHMIA YETKO nokKasanu, 4YTo NpPorHo3 3aboneBaHuii 3Ha4u-
TENbHO yny4LlaeTcs B TOM cny4ae, ecnv spayn ucnonb3ytot KP (GRACE, Euro Heart
Survey 1 T. 4.). PakTNHECKN — 3TO UHCTPYMEHT, NMO3BOMSAOLLMIA COKPaTUTb CyLLECT-
BYIOLLIMIA pa3pbIB MeXAY PYTUHHOM paboTon KMMHULMCTA N YPOBHEM COBPEMEHHON
MeauuuHbl. KpoMe Toro, rpaMoTHO M XOpoLlo coctaBneHHble KP obecneunBatot
3HAYUTESNbHbBIA SKOHOMUYECKMI adpdhekT. K coxaneHuno, Mexay peanbHOW KivHK-
YeCKOM NPakTUKoW 1 BbinonHeHem KP coxpaHsieTcs CyLLLECTBEHHbIN pa3pbIB.

5.4.1. Kak co3paloTcs KNMUHN4YecKue pekomeHpauum

B ycnoBusix 6bICTPOro pocta obbemMa MeauUMHCKON MHAOpMaLnn, Konudec-
TBa AMArHOCTUYECKMX M NeYvebHbIX BMellaTenbCTB Bpady OOMKeH NoTpaTuTb Ao-
BOSTbHO MHOIO BPEMEHMW UMM UMETb creuunarnbHble HaBblKM A MoUcKa, aHanmnsa
N NPUMEHEHUSA OaHHOM MHGOoPMaumMn Ha npakTuke. MNpu paspaboTke U co3naHnn
KP 3Tu cnoxHble aTanbl yXe BbINONHEHbI N aBTopamun. KayecteseHHble KP cospa-
I0TCA MO ONPERENEeHHON METOAONOMMN, KOTOPas rapaHTUpyeT X COBPEMEHHOCTb,
OOCTOBEPHOCTb, 0606LLIEHME U aHaNU3 fly4LLEero MMPOBOro OMbITa U 3HAHUN, BO3-
MOXHOCTb NPUMEHUTb MX Ha MPaKTUKE, a TaKXe yA0O6CTBO B NCMONb30BaAHUN. STUM
OHM OTNMYHAOTCHA OT TPAOMUMOHHBLIX UCTOYHMKOB MHAopMaumn (yH4EOHUKN, MOHO-
rpadmn, pykoBoacTea).

MexayHapoaHble TpeboBaHUA K KMMHUYECKUM pekoMeHdaLumsam pa3paboTaHbl
B 2003 rogy cneumanuctamm ns Benunkobputanun, KaHagpl, Mepmanum, Mpeuun,
®OpaHumm, OuHNFHOMKM 1M apyrux ctpaH. Cpeam HUX — WUHCTPYMEHT OLIEHKM Ka-
yecTtBa KnuHudeckmx pekomeHgaunin AGREE (Appraisal of Guidelines Research
& Evaluation), meTtogonornsa paspaboTkm KnuHuYeckmnx pekomeHpauni SING 50

n op.

5.4.2. Llenb n" BO3MOXHOCTU peKOMeHAauUumn

OcHoBHOM 3apgadvert BCEX KIMHUYECKMX pekoMeHOauui fBRSeTCa yrny4lleHne
Ka4yecTBa MeOMLMHCKOW MOMOLLW, oKasbiBaeMon naumeHtam. OHu Bce 6onblue
N 605bLLE NMPUMEHSAIOTCA B KITMHUYECKOM NPaKTUKE, OQHAKO MOTEHUMANbHO MOTyT
MPUHOCUTbL He TOJIbKO MOJb3y NauueHTam, HO U BPEeL.

B0O3MOXHbLIMW NpUYMHAMKM 3TOrO MOTyT 6bITb CNEAYIOLIME:

YacTo gokasaTtenbcTBa peKOMeHOYEMbIX MEPOMNPUATUI OTCYTCTBYIOT, ABMSAIOT-
CS1 HEMOJHbLIMMW, HENPaBUIIbHO UCTONIKOBAHHBLIMM.

Y pas3paboTiMKoB MOXET ObITb HEQOCTATOYHO HABLIKOB U PECYPCOB OS5 TOro,
4YTOObI MPaBUNBHO OLIEHUTL BCE oKa3aTeNbCTRa.
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Kpome TOro, onbIT U MHEHWUsI, COCTaB rpymnmnbl pa3paboTHMKOB TaKXe MOXET
oKasaTb BNUsIHME Ha cofepXaHne KINMHUYECKUX peKomMeHaaumi.

BMeluaTenbcTBa, pacLueHeHHble akcnepTaMn, Kak adhdeKTUBHbIE N NOME3HbIE
AN NAaUMEHTOB, NPU OLIEHKE BIIMAHUS Ha Opyrue nokasaTeny MoryT oka3aTbCs He-
3hPEKTUBHBIMU U faxKe BPeAHbIMM.

Llenb cuctemaTmampyoLmx pekoMmeHaaumii — onpeaennTb 3Ha4UMOCTb KadKao-
ro BMeLaresibCTBa U BbIABUTb TE CMELLEHUS (CUCTEMATUHECKYIO OLLIMOKY), KOTO-
pble UCKaXatoT AaHHbIe.

HezaBucurmble pa3paboTyUnkm pekoMeHZaunin OOMKHbI HETKO ONpeaennTs 1 ge-
TanbHO N3MIOXNTb CYLLHOCTb BOMPOCA, HA KOTOPLIA OHWM MOMOratoT OTBETUTL: Clle-
[OBaTesNbHO, PEKOMEHAALMN OOMKHbI COOEpPXaTb MOSHYI0 OOBLEKTUBHYIO MHAOP-
MaLuuIo 1 eTanbHO ONUCbLIBaTb OCBELLIAEMbIE KITMHUYECKNE BOMPOChHI. Takxe 4eTKo
[JOJDKHa 6bITb onpefeneHa n 06nacTe NPUMEHEHUS PEKOMEHOALMIA, Ta NoNynaumns
60MbHbIX, K KOTOpbIM AaHHble KP npuvmeHumbl. [Npu coctaBneHnn KP [omkHbI
cTporo cobnoaaTbcs NPaBUTbHOCTL METOA0B HAKOMMEHWs!, CUHTE3a, aHann3a uH-
dhopmaumm, KoTopble 6yayT MCNONb30BaTLCA U Npu 06HOBNEHUN KP. Kpome Toro,
KP 0omXHbl 6bITb NMOHATHO W3M10XeHbl, COOTBETCTBOBAaTh B3rNsaam Tex nuu, Ans
KOTOPbIX OHW NpefHa3Ha4YeHbl, cogep)XaTb MHoPMaLMO 0 BO3MOXHOM KOHGNNKTE
nHTepecoB. KP [omkHbl 0TBeYaTb CrepytoLmm TpeboBaHUAM: NPeacTaBnaTb Nos-
HYI0, OOBEKTMBHYIO 1 XOPOLLO cHanaHCUMpPOBaHHYIO MHOPMALMIO O NPenMyLLEecT-
Bax W OrpaHN4YeHUsiX pasnmyHbIX MeTodoB W BMellaTenscTB. OHM OOMKHbI ObITb
NOTMYHBLIMW N 3aCNY>XMBAOLUMKN OOBEPUE, N HTO KpalHE BaXXHO — NINLLIEHbI NPeS-
B3ATOCTU. ONnpasch Ha camyto MOCNEAHIO Hay4yHY MHAopmaumio, KP gonmkHbl
hoKycupoBaTb BHMMaHWE Bpada He Ha TPaKTOBKE pe3yrnbTaToB, a Ha WX NpakTu-
YEeCKOM UCMOSb30BaHUN.

3a pyb6exxoM MegULMHCKME peKoMeHaauun paspabaTbiBatoT npodeccrnoHarnb-
Hble MeAULUMHCKME 06LLECTBA U HAy4YHO-MUCCNEe0BaTENbCKUNE yYpexXaeHns (Hanpu-
mep, KaHapa, CLUA, Benukobputanusa n T. g.). B Poccumn paspaboTtkon KP 3aHu-
MatoTCA HayuyHble O6LLeCTBa Bpadel, Kak npaBuiio, COBMECTHO C accoumaumsamm
crneunanncToB 1 NpodeccnoHanbHbIMM MEANLIMHCKUMW 06LLIECTBAMM.

OpHnm 13 nepsbix waros co3gaHua KP aenaeTtcsa onpeneneHve Ton obnac-
TV MeguuMHbl, B KOTOPOW OHM 6yadyT paspabatbiBaTbcd. Ona aToro cospgaercs
paboyas rpynna cneumanucToB N 9KCMNEepPTOB B AaHHOW 061acTu, koTopas Ha oc-
HOBE CMCTEMATMYECKMX 0O30POB M NUTEPATYPHLIX UCTOYHWMKOB NMPOBOAUT OLIEH-
Ky WU aHanua uMmetoLLencsa gokasatesnibHoM 6a3bl B OTHOLLEHMM BONPOCOB JIeHeHus
unn obcnenoBaHus nNaumeHToB. MNMpuHMMalOTCA BO BHUMAHWE TOMNbKO pe3ynbraThl
MEeTOO0MOorM4eckn rpaMoTHO NPOBEAEeHHbIX NCCNneaoBaHN (MPUMEHUTENBHO K ne-
Ye6HbIM BMELLIATENBCTBAM — PE3YSbTaTbl KOHTPOIMPYEMbIX KIIMHUYECKMX UCTbITa-
HWUIA). Ha ocHOBaHMM NONYyYEeHHbIX AaHHbIX CO30AI0TCA PEKOMEHAALUN B paMKax py-
KOBOACTB MO KNMHMYeCcKoW npakTuke. OKOHYaTeNbHbIM LAaromM B CO34aHUN PEKo-
MeHOaunn ABRseTcs 06CyXAEHME UX coaepXXaHusa B paboyen rpynne, aKkenepTnaa,
a Takxe ob6s3aTenbHOe He3aBUCUMOE peLieH3npoBaHme KP ¢ uenbto noareepxae-
HUst X 060CHOBAHHOCTU, [OXOAYMBOCTU N NPUMEHUMOCTU B KIIMHUYECKOWN NpaKTu-
ke. anee cnenytot atansl Ny6nukauuuv, BHeAPEHUs, NOAYy4YEeHNs 06paTHON CBA3U
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BUAE pasnMyHbIX OT3bIBOB U AasibHENLEN paboTbl N0 UX yiy4eHno. KP gonmkHbI
perynsapHo 06HOBAATLCA, 06bIYHO 3TO NPOUCXOOUT MPU NOSIBNIEHNN HOBbIX HayYHbIX
OaHHbIX.

B nocnepHue pecatunetma KP ctanm HeoTbemMnemMmon 4acTbio KIIMHUYECKOMN
NpakTukn. OHW cry>aT MeToOO0MIOrMYECKOM OCHOBOW Ana CO3haHua apyrnx OOKy-
MEHTOB: MNaHOB BefeHNs1 60MbHbIX, CTAHAAPTOB OKa3aHUs MeaULMHCKON MOMOLLY,
NCNONb3YOTCA ANA KOHTPONA KaYecTBa MEAULMHCKOM NMOMOLLK, @ TakxXe B pamkKax
CUCTEMbI HEMPEPLIBHOrO MEAVLIMHCKOro 06pa3oBaHusl.

5.4.3. Knaccbl pekomeHpauun
Bce pekomeHpauumn nognexar 4eTkon Knaccudukauum no YPOBHIO Hay4HbIX
[oKa3aTenbCcTB

Knacc | Monb3a 1 ahHEKTUBHOCTL ONArHOCTMHECKOro MeToda unm ne4ebHoro BMeLLaTenscTea
[oKasaHbl U/vunu o6Lenpu3HaHHbI
Knacc Il [MpoTuBOpeUMBbIE AAHHBIE U/UMN PACXOXAEHNE MHEHWUI NO NOBOAY NOMb3bl/3HeKTUB-

HOCTU MeTofa feveHust
Knacc lla |/imetowwimecs gaHHble CBMAETENBCTBYIOT O NOMb3e/3WPEKTUBHOCTM NIEHEOHOIr0O

BMeLLaTeNnbCTBa
Knacc llb Monb3a/adhheKTUBHOCTL MEHEE Y6eanTeNbHbI
Knacc llI MmetoLmecs gaHHbIe 1 o6LLee MHEHNE CBUAETENbCTBYIOT O TOM, YTO fieveHne 6ecrno-

nesHo/He 3hPEKTUBHO 1 B HEKOTOPbLIX CIy4asix MOXET 6bITb BPeAHbIM

5.4.4. loCTOMHCTBa N HEAOCTATKU KNIMHUYECKUX pEeKOMeHpauumn
[MaBHbIA aprymeHT 3a ucnonb3oBaHue KP coCTOMT B TOM, YTO MPUMEHEHWne
OOCTUXKEHWIA COBPEMEHHOW [0OKa3aTeNbHOM MeQULMHbI B KIIMHUYECKON MpPaKTUKe
CMNoco6CTBYET YYHLUEHUIO MPOrHO3a TeYeHUsi 3ab60fIeBaHUN, COKpaLLaeT Konu-
YeCTBO THAXKENbIX U HEKYpaBeSbHbIX KIIMHUYECKMX CUTYaunii. MnaBHbIA HEQOCTATOK
KP — OHM He 0OCTaTO4HO LLUMPOKO MCMONb3YOTCA B NpakTuke Poccuitckoro 3gpa-
BOOXpaHeHus. CyLLIeCTBYIOT M3BECTHbIE 06LLME TPYOHOCTM NepeHoca pe3ynsTaToB
PKW B npaKTuKy, cBA3aHHbIE C HECOOTBETCTBMEM XECTKMX YCNOBUN UCCE[0BaHN
C peanbHOM NpPakTUKOW, Kak npaeuso, B KP oTCyTCTBYyeT aHann3 SKOHOMUYECKNX
aCrneKTOB PEKOMEHOO0BaHHbIX BMELLATENbCTB MU CNIOCOBOB NeHEHMS.
MoTeHumanbHas nonb3a Ans NauMeHToB — yyyLleHne NporHo3a 3aboneBaHus,
CHWXEHME 3a60NeBAEMOCTM U CMEPTHOCTW, YNyULLIEHWNE KAYeCTBa XU3HWN UK e€ OT-
AenbHbIX acnekToB. BoinonHeHne KP no3BonuT okasaTtb naumMeHTam MaeHTUYHbIN
06bEM MeOULIMHCKOM MOMOLLN, BHE 3aBMCMMOCTM OT TOrO, FAE U KEM OHW nedvaTcs.
KP o6palualoT BHMMaHWe Bpayen Ha Heo6XoaMMOCTb NpPoBedeHMA NPodnNaKTm-
YECKNX MEePOMNPUATUIA CPEAN HACENEHNS M FPYNM NaLMEHTOB BbICOKOrO pucKa.
MoTeHunanbHas nosb3a Afs Bpaden — yny4lleHne Ka4ecTBa KIMHUYECKMX pe-
weHun. KP, co3gaHHble Ha OCHOBE J0oKa3aTeNbHOW MeaULMHbI NOMOratoT caenaTb
BbI6OpP B NONL3Y Hambornee aheEKTUBHBIX METOLOB UM CNOCOBOB NIeveHus, obpa-
LLalT BHMMaHWe Bpada Ha MeTofbl C HefoKa3aHHOW 3h(PEeKTUBHOCTLIO, a Takxe
onacHble unu B Lieniom 6ecrnosnesHole.
MoTeHumanbHas nonb3a AN CUCTEMbI 3APaBOOXPaHEHNSA — OCHOBaHWe Ans no-
BbILLEHNS 3¢PHEKTMBHOCTM METOOB fle4eHUs (Co3aaHne CTaHa4apTOB MEOULIMHCKON
MOMOLL N NPOTOKOSOB BEAEHMA NaLMEHTOB) U paumoHasibHOro oMHaHCUPOBaHMS.

103



OCHOBbI OKA3ATESIbHON MEAVLINHBI R |

BbinonHeHne KP no3BonuT cokpaTuTb CPOKM rocnntanmaauum, o6ecnevmTtb agek-
BaTHOE JIeHeHNE, UCKITIOYUTL BbINOSTHEHNE HEHYXXHbIX Npoueayp 1 T. .

MpusHaeas o4eBnaHyto nonb3dy KP, Henb3s 3abbiBaTe M 06 UX OorpaHuydeHusx (no
KpariHel Mepe, B OTHOLLIEHWM ONMPEAENEHHbIX NaUVEHTOB).

MoTeHunanbHble OrpaHMYeHMs Ans NaUMEHTOB — YaCTO BO3HMKAIOT CUTYaLMn, Koraa
BMELLIATESNbCTBO, B LIENIOM HEOOXOAMMOE ANA NOMNyNAumM unm 6ombHbIX C onpegeneH-
HOWM HO30MOMMEN, HEe NPUMEHNMO Y KOHKPETHOIO NaumeHTa.

MoTeHumanbHble orpaHUYeHns Onsi Bpadell — COCTaBMEHHblE MM HanucaHHble
HE COOTBETCTBYHOLLMM 06pa3om KP MoryT npegoctaBuTb Bpady HEBEPHYHO HAyyHYHO
nHhopMaumio, BBECTU B 3abny>XAeHWe npv NpuHATUKM pelueHus. Jaxe Torga, korga
KP cocTaeneHbl KOPPEKTHO, HYaCTO Bpa4n HaxodsaT UX HEMPUEMITEMbIMU UM CIINLLIKOM
3aTpaTtHbiMK ona npumMeHeHus. HecooteeTctere mexay KP pasnunyHbix Hay4HbIX 06-
LLIECTB TaKXXE MOXET BbI3bIBaTb 3aTPYAHEHWS NPY BbIOOPE METOAA JIEHEHMS.

MoTeHumanbHble orpaHNYeHmst ofis CUCTEMbI 30PaBOOXPaHEHWS] — CUCTEMA 30paBo-
OXpaHeHUst U CTpaxoBble KOMMaHMM MOryT NocTpadatb npu ucnons3osaHum KP, ecnu
yBENM4ar pacxofbl Ha JOPOrocTosLLne 06cnenoBaHns U BMeLLIATENbLCTBA, HE NMPUHOCS-
LLiMe peastbHYto NOoMb3ay.

Cnepyetr OTMETUTb, YTO €CTECTBEHHAs CBS3b MeXOy Hay4HbIMW MCCreaoBaHus-
MK, HannucaHnem KP 1 ncnonb3oBaHVEM KX B MOBCEOHEBHONM NpakTuke 6yneT Oaneko
HE MOSIHOM, €Cnn He BYOET YETKO YCTaHOBMEHO, B KAKOM OObEME MCMOMNb3YHOT Bpa4u
JaHHble pexkomeHgaumn. NopobHaa nHdopMauma KparHe Heobxoauma Aans oTBeTa
Ha BOMPOC, NPUBOAUT N BbIMOSNHEHWE AaHHbIX KP K ynydLleHnio nporHo3a 3abonesa-
HWA U ecnun Aa, TO B Kakon Mepe.

B npodheccroHansHom xu3Hu Bpada KP MoryT urpaTb OBOSIKYIO POJib: MX MOXHO UC-
Nnonb30BaTh M Kak onpaBaaHve Bpaya npy NpegbsBieHun YNPeKOB B HEAAEKBATHOCTU
NeYeHns, N Kak 06BUHEHWE Bpada B TOM, YTO NPW BbIOOPE TaKTUKM JIEHEHUS1 OH He cre-
posan KP.

5.4.5. Opuanyeckum cratyc peKomeHaaLun

KP HocAT pekoMeHaTenbHbIA XapakTep 1 Npu3BaHbl NoMoraTtb Bpaiam npuHuMaTh
npaBusbHble KIIMHMYECKUE peLleHns. B HacToswee Bpems topuamdeckuii ctatyc KP He
onpegeneH, No KpavHen Mepe, B CaMOM Ha3BaHUM [OKYMEHTA HYETKO 0O603HAYEHO, YTO
3T0 — pekomeHgaumn. OHM HUKOMM 06Pa30M He MOTYT CNY>XUTb 3aMeHOW npodheccu-
OHaNbHOMY W KITMHNYECKOMY MbILLSIEHMIO WU HE JOSDKHBI paccMaTpuBaThCa Kak 06a3a-
TenbHbIE ANst UCNONHEHWS. Kakabid Bpad, UCMONb3YHOLLMIA peKOMeHZALMM, OTBETCTBE-
HEH 32 OLEHKY YMECTHOCTU UX NMPUMEHEHMS B YCIOBUSAX CNELMENHECKON KITMHNHECKON
cuTyauum.

Ha ocHoBaHum KP B Hallel cTpaHe paspabartbiBatoTCs CTaHO4apTbl MEOVLIMHCKON
MOMOLLIM 1 NPOTOKOSbI BeAeHWS 605bHbIX. KP MOMyT Cny>XuTb OCHOBOW AJ19 OLEHKM Npo-
heCcCUOHaNbHOIO YPOBHA 1 kadecTBa paboThl. KP SBAAIOTCA NONOXEHUAMMW, HA OCHO-
BaHUM KOTOPbIX MIaHMPYHOTCS OCHOBHbIE TPEGOBaHMS K 06beMY U KQH4ECTBY MEOMLINHC-
KOM MOMOLLIM B paMKax rocyfapCTBEeHHbIX rapaHTui. B cootBeTcTBUM ¢ DepeparibHbIM
3aKOHOM P® «O TEXHMYECKOM perynMpoBaHuM» CTaHdapTbl, Kak WHble OOKYMEHTbI
ypoBHS MyH3OpaBa, ABMAIOTCA PEKOMEHAATENbHLIMU, TEM HE MEHEE, X HEOBXOOMMO
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UCMOJHATb, NMOCKOSbKY BbIMONHEHWE CTAHAAPTOB MEOMLMHCKONM NMOMOLLM YHYUTbIBAETCA
cydamu B criyqae Bo36y>XAEHNSA YronoBHbIX e

Takum o6pasom, KP ABnSOTCA KIMtOHOM K MOBLILLEHMIO KITMHMHECKOWN 30pdEKTUBHOC-
TN W CO3LAHMI0 rOCYAapPCTBEHHbIX MPOrPaMM Mo YyYLLEHWIO OKa3aHUs MEAULIMHCKON
nomMoLLmM. NIx MOXHO paccmaTtpmBaTb Kak CBOeo6pasHbIi MOCT MeXAy Hay4HbIMU UC-
CrnefoBaHUAMM 1 MOBCEAHEBHOM NpakTMkon. OnpeaeneHHbIe yeunus TpebyeTcsa Npuno-
XWTb, 4TOObI NMOBBICUTbL UX FOPUANHECKYIO CUITy 1 obecneumnTb 6051ee LUMPOKOE MCTONb-
3oBaHue. TpebyeTtcs agantaums MHOrMx KP K MECTHbIM YCMOBUAM 1 NpUCrocobneHne
cTpaTterui gokasaresibHOM MeaMUMHBI K pasnnyHbiM MECTHLIM hakTopaMm, XapakTep-
HbIM 07151 NEHE6HOr0 YYPEXAEHNS U TUMa MEOULIMHCKOW NPaKTUKW.

Ha ceropHAWHMIA OeHb KIMMHUYECKME PEKOMEHOALMN OOMKHbI paccmaTpueaTbes
Kak efuHas cTparterus, Kotopasi MOXET MOBbICUTL Ka4ECTBO OKa3biBAEMOW MaupeHTam
MEOULIMHCKOW MOMOLLIN.

5.5. TecTtoBble 3apaHuns
Bbi6epuTe 0aMH UNN HECKONLKO NpaBuUIibHbIX OTBETOB.
. KPUTEPUN OTBEOPA NMALMEHTOB a4 YHACTUA B UCCINEOOBAHNN
OMPEOENAKOTCA
1. o Havyana uccnepgoBaHus
2. Ha aTtane BkntoYeHust B uccnenoBaHune
3. B xope nccnepoBaHusa
4. Ha stane ctaTUCTU4ECKOro aHanm3a AaHHbIX

Il. IPUYUHAMU CUCTEMATUYECKOW OLLUUEBKU ABNAIOTCA
1. Pasnnyme NpOrHOCTMHYECKUX (PaKTOPOB B OCHOBHOW W KOHTPOJSIbHOM
rpynnax
Cnyu4aiHble OTKJIOHEHMS B MONY4YEHHbIX pe3ynbrartax
Pasnnyune B UCxoaHOM Tepanum Ha MOMEHT paHaoMu3aumm
OdpekT nnauebo
BonbLuoe YMeno BbIOLIBLLMX NALMEHTOB

oo

. HAMBOJIEE HAOE>XHBIE MO JOCTOBEPHOCTU PE3VJIETATHI
MO3BONIAET NONYYHYANTb
1. OTKpbITOE UCCneqoBaHne
2. VccnepoBaHue ¢ «3acnenneHnem» TpeTbux nuL
3. [IBowHoe-cnenoe nccnenoBaHne
4. TpocToe «cnenoe» nccrnegoBaHue

IV. K CEPbE3HbIM HEXXENATENBbHbIM ABNTEHUAM BE3YCJIOBHO
OTHOCATCHA
1. MNosiBneHne aHoMarbHbIX 3HA4YEeHUSA N1abopaTopHbIX NoKasaTenemn
2. YrpoxatoLee X1U3HN COCTOAHNE
3. CmepTb
4. lMpopgneHne TeKyLLen rocnurannaauum
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V. 300POBbIE OOBPOBOJIbUbI MPUHNMAIOT YYACTUE
B UCCNEOOBAHNAX
. | dhasbl
lla dhasbl
Ilb dpasbl
Il pasbl
IV dhasebl

okrwh=

VI. BbICLLYIO CTYNEHb B UMEPAPXUN OOKA3ATE/IbHOW MEOVLIVHbI
3AHUMAET
1. MeTa-aHanm3 KoropTHbIX UCCefoBaHNi
2. Cuctematmyeckuin 0630p pPaHOOMU3MPOBAHHBIX KIMHUYECKUX WCChe-
JoBaHWIM
3. O6cepBaUMOHHOE KIMHNYECKOe nccnegosaHme
4. PaHOoMn3npoBaHHOE KITMHUYECKOEe UccredoBaHmne

VII. HEQOCTATKAMN WCCJIEQOBAHUA B TMAPAJIIEJSIbHBIX TPYMMAX
ABNAKOTCA
1. Bbicokas 3aTpaTHOCTb
2. Heo6xognmocTb 60MbLLIOMO YMCNa aHann3npyemMbIX XapakTepucTnk
3. Heob6xogumocTb BKITHOYEHUs1 6ONbLLOro Konmvectsa 60MbHbIX
4. CmelueHne ahheKTOB pasHbiX BUAOB JleHeHUs

VIIl. MOOENb KITMHNYECKOTIO UCMbITAHNSA B OAHON MPYMME OBbIYHO
NCMNOJIb3YETCA B ®A3E MCCNEOOBAHNA

1. I pase

2. lla dpase
3. llb dhaze
4. Il dhase
5. IV cbaze

IX. K TEXHOJTOIM HEFTATUBHOIO KOHTPOIIA OTHOCUTCA
1. KOHTpONb Mo apxmMBHOM CTaTUCTUKE
2. MNnaue6o-KoHTpOsb
3. AKTMBHbIN KOHTPOSb
4. KOHTpOsb NOrpeLLHocTen

X. JOBUTLCA OJHOPOOHOCTV OCHOBHOW 1 KOHTPOJTIbHOW FPYIIM
JIEMEHUA NO3BONAKT METOObI
1. Ctpatundukaumm
2. 3acnenneHus
3. lMnaue6o-koHTpons
4. PaHpomusaumun
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CJIOBAPb
OCHOBHbIX TEPMUHOB

Anbcpa-owmbka unm owmbka | poaa — BEpOATHOCTb OLLUIMOOYHOrO OTKIIOHEHWS HYNEBOM
rmnoTesbl. B knuHM4eckux nccnegoBaHmsax 3To BEPOATHOCTb TOMO, YTO OQHO NeveHne byget
cuntaTbea apeKTUBHEE OPYroro, Korga B AEACTBUTENbHOCTU 3TO pasnuyme OTCyTCTBYET.
Mcnonb3ays 1opuanyeckKyto TePMUHOSOMNIO, MOXHO CKasaTb, YTO anb@a-olmnbka — 3To Bepo-
ATHOCTb Haka3aHWsi HEBMHOBHOTO.

AHanus B 3aBUCUMOCTM OT Ha3HAa4Y€HHOr O fle4eHMUs — Croco6 aHann3a AaHHbIX B KOH-
TPONMUPYEMOM UCMbITAHMN. AHANM3 NPOBOAUTCSA B 3aBUCMMOCTU OT TOrO, K KaKow rpynne —
3KCMEPUMEHTANBbHOM UM KOHTPOMbHOW — 6bI1 OTHECEH MaUMEHT NpyY paHAoOMM3aunmn, Hesa-
BMCMMO OT TOro, MOSly4ns1 OH B AENCTBUTENBHOCTM UCCIieQyeMoe fieHeHNe U Her.

AHanu3 fOXUTUA — CTAaTUCTMYECKNIA METOL aHaNM3a BpeMeHU, NpoLuedLlero oT 3afaH-
HOr0 Ha4YasibHOro MOMEHTa A0 MOMEHTa HACTYMfeHus onpefeneHHoro mcxopga (obbly-
HO — cmMepTun). MeToq No3BonseT onucatb 060N NCXOA, ONXOTOMUYECKUIA MO CBOEMY Xa-
pakTepy U MMEIOLLMIA MECTO NULLb OfHaXAbl B npouecce HabnmiogeHwsl, HanpyMmep Bpems
0O pas3BuUTUA MHapKTa MMoKapaa Wiu Ao peumanBa 3710Ka4eCTBEHHOr0 HOBOOGPa30Ba-
HuA. MperMyLLecTBO MeToda 3aKno4aeTcs B TOM, YTO B pacyeTax UCMonb3yTcs CBeOeHus
060 BCex nauymeHTax, B TOM Y1CIe eLle He YMEepLUMX K MOMEHTY NPOBEAEHNS aHanm3a unm
yTepsHHbIX B MpoLecce HabMioAeHUs, YTO NO3BOSSET OLEHUTb CPefHee BPeMS BbIXXMBaHUA
6ornee To4HO. K criocobam aHanusa BpeMEHW HACTYMNEHUs COObITUA OTHOCATCS aHanua
Kanna-Ha-Menepa (Kaplan-Meir analysis), perpeccvoHHas Mogenb MponopLyOHanbHOro
pucka Kokca (Cox proportional hazards regression model), nor-paHk TecT (log-rank test)
v ap.

AHanu3 NpPUHATUA peLUeHUA — CTaTUCTUYHECKUIA MOAXOn K MPUHATUIO PELUEHUIA, OCy-
LLIeCTBSIEMbIN MYTEM COMNOCTaBIEHUS anbTepHATUB C YHETOM 3aTpaTt W NOCNeAcTBuin Ans
60/bHOro0 B 3a4@HHbIX YCIIOBUSX.

AHanu3 4yBCTBUTENIbLHOCTM — METOA, UCMOMb3yeMbli B MeTa-aHanuse, dhapmako-
3KOHOMMKE M aHanm3e NPUHATUSA peLLeHnA ANs OLEHKN BAUAHWSA PasnuyHbiX napamMeTpoB
Ha KOHEe4YHbIN pe3ynsTaTt. AHanNu3 HausydLwni BapuaHT-Hamxyawmi sapmuaHT (best case /
worst case analysis) npefnctaenseT coboi cneumanbHbli BUA aHanm3a YyBCTBUTENIbHOCTMY.

BuopocTynHOCTb — NapameTp hapMakOKUHETUKK, MOKa3bIBaKOLLMA, Kakaa 4acTb fe-
KapcTea nornana B KPOBOTOK. 3aBMCUT OT crocoba BBedeHWs, NHOMBUIOYalbHbIX OCOOEH-
HOCTel opraHu3ma 1 cBOMCTB npenapara. pyn BHyTpMBEHHOM BBEAEHUN BUOLOCTYMHOCTb
coctasnseT 100%, npu nepopansHOM — 3HaUYNTENBHO HUXe (0 0% Ans npenapartos, paspy-
LLAIOLLMXCS MPU MEPBOM NPOXOXAEHUN Yepes NeYeHb).

BenuuuHa p — BEPOATHOCTb TOrO, YTO MOMNY4YEHHbIA pe3ynsTaTt abCoMTHO CRyYaeH.
BennunHa p MoxeT maMeHsaTbea OT 1 (pedynstaT To4HO cnyyaeH) go O (pesynbtaT Tod-
HO He cnyvaeH). BenuumHa p, MeHblUas Uy paBHas 3agaHHOMY YPOBHIO afibda-oLnbKm
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(Hanpumep, 0,05) roBOpUT O CTATUCTMHECKOM 3HAYMMOCTM NONY4EHHOro pe3ynbrarta. B 1o xe
BPEMS OHa HNYEro He roBOPUT O KIIMHNYECKOW 3HAYMMOCTH pe3ynbrara.

BmewwmBarowmincs chaktop, nnum koHdpayHaep, KoHdayHANH-haKTop, HeYHTEHHbIV dak-
Top — hakTop. CBAI3aHHbIA C U3BECTHLIM UccegyembliM hakTOPOM, N HEKOTOPbIM 06pa3oM
BMVSIIOLLMIA Ha pe3ynbTar (ucxop). Hanpymep, n3BeCTHO, YTO MY>XXHYMHBI YaLLe, YEM XXEHLLMHBI,
6onetoT IBEC. OgHako aTo MOXET 6bITb CBA3AHO HE C uccnegyemMbiM hakTopom (non), a, fo-
NyCTUM, C TEM, HTO MY)XX4MHbI Yallle KypsT, 60nblue NoABEpPraloTca cTpeccam, NoTpednsoT
60nbLUe NULLKM, 6oraToi xonectTepuHoM. BnvsHue BmelumBaoLmMxcs hakTopoB NPUBOAUT K
BO3HMKHOBEHWIO CUCTEMATUYECKON OLLIMOKM.

Bbi6opKa — 3T0 4acTb NONynsAUmMK, NonyYeHHas nytem otéopa. KnuHuyeckme uccneposa-
HMS 06bI4HO BbIMOSHATCA Ha Bbl6opKax. OLEHKY XapakTepucTuK NONynsaLum, no npakTuyec-
KUM NpUYnHaM, NPUXOOUTCS OCYLLECTBAATL NYTEM OLIEHKM STUX XapaKTEPUCTUK MO BbIGOPKE.

Bbi6opKka BEpOSITHOCTHAsA — Takas BblOOpKa, BEPOATHOCTb MOMNafaHus B KOTOPYO Af1A
KaX4oro MHavBUZyymMa U3BecTHa 3apaHee.

Bbl6opka cny4aiHas — Takasi BbI6opKa, BEPOATHOCTb NomnafaHus B KOTOPYHO Ans KaXao-
ro MHgMBuayyma B nonynsumm oamMHakosa.

Bbi6opKa cMeLLeHHass — 9TO Takas Bbl6opka, KoTopas cuctematu4eckum obpasom oT-
JindaeTcda OT nonynauun, I'Ipe):lCTaBJ'IﬂIOLLLeIZ npegMeT uccnenoBaHuda, nnn OT nonynauun,
MO OTHOLLEHWMIO K KOTOPOW OOIMKHbI MPUMEHATLCA pe3ynbratbl uccregosaHus. Hanpumep,
nvua, o6pOBONBHO YHaCcTBYOLLME B MporpamMmmax NpohunakTvku 3a6oneBaHuii, oTam4atoTcs
OT MPOYMX NoAEen B MoNynsaumMn 1 NPeAcTasnaioT CO60N CMELLEHHYIO BbIGOPKY U3 MOMYNsALMN.

Fpynna BbICOKOro puckKa — rpynna fuL, C BbICOKOW BEPOSATHOCTbIO Pa3BUTUSA OTKIIOHE-
HWA B COCTOSIHUM 300PO0BbSA, 3a60NeBaHnn, TPaBM, X HEGNAronpPUATHOO TEYEHUST U UCXOL0B
BCNEACTBUE BO3OENCTBUA pa3nuyHbIX (DaKTOPOB puUCKa — Hacne4CTBEHHbIX, COLMabHO-9KO-
HOMWYECKMX, NPOheCcCcMoHanbHbIX, IKONOrMYECKNX, MOBEAEHYECKNX U Ap.

Fpynna pucka — rpynna nvy, ¢ Hanmunem pasnunyHbiX hakTopoB pUcka BO3HUKHOBEHUS
3abonesaHvii, TpaBM U OPYrnx HapyLleHUA 300POBbs, B KOTOPOW OOMKHO MiaHUpoBaThbCA
npoBegeHne NpornNakTn4ecknx mep.

[o6aBoyHas fons NonynsUMOHHOro pucka — foss 3a601eBaeMocTy (CMEPTHOCTH, UH-
BaSIMQHOCTM) B NOMYNAUMK, CBA3AHHAS C AaHHbIM (DaKTOPOM PUCKa; paccyMTbIBaeTCsA nyTeM
JenexHns 0o6aBOYHOMO MNOMYNALMOHHOMO pUcKa Ha o6LLyto 3a6051eBaeMOCTb (CMEPTHOCTb, UH-
BafIMQHOCTb) B NONYNSAUMK.

[l06aBOYHbIN, NN aTPUOYTUBHBIN PUCK — ONPEQENSETCs Kak 3a60NeBaeMoCTb 15 NN,
nofBepraBLUMXCA BO3OEUCTBUIO hakTopa pucka, MUHYC 3aboneBaemMocTb Ang v, He nog-
BEPraBLUMXCA 3TOMY BO3AEWCTBUIO. [106aBOYHBIA PUCK — 3TO OOMONHUTENbHbIE CryYan 3a-
60neBaHus, 06YCNOBSIEHHbIE BO3OENCTBMEM (hpakTopa pucka. YuuTbiBasg Cnocob BblHUCIe-
HWS 0O6aBOYHOIO PUCKA, €ro TakXe Ha3blBatOT Pas3HULEN PUCKOB, MU HEMOCPEACTBEHHbIM
PVICKOM.

JoBeputenbHbIA UHTEpPBaN — CTaTUCTUYECKUI MoKasaTesnb, NO3BONSAOLLNIA OLe-
HUTb, B KaKMX nNpegenax MoXeT HaX0ANTbCA UCTUHHOE 3Ha4YeHne napameTpa B Nonyns-
LuuK; gnanasoH KonebaHUn UCTUHHbIX 3HAYeHWA. BennyunHel, nonyyeHHble B uccnepno-
BaHMAX Ha BbIGOPKE 60MbHbIX, OTINHAIOTCHA OT UCTUHHBIX BENIMYUH BCNEACTBUE BANAHUA
cny4danHocTn. Tak, 95% O00BepUTENbHbIN MHTEpPBan 03HA4YaeT, YTO UCTUHHOE 3Ha4YeHue
BEeJIMYUHbI C BEPOATHOCTLIO B 95% NexuT B ero npegenax. [loseputenbHble MHTEP-
Basibl MOMOralT COPUEHTUPOBATHCHA, COOTBETCTBYET NIN AaHHbIA OUana3oH 3Ha4YeHUn
npeacTaBNeHUsAM YntaTens 0 KIMHUYECKON 3HAYMMOCTUN 3dhekTa U Kakux pesynbra-
TOB MOXHO OXuWAaTb, MPUMEHMB OMUCAHHYIO METOAMKY HA CXOAHOW rpynne 60MbHbIX.
BennuvHa poBepuTENbHOrO MHTEpBana xapakTepudyeT cTeneHb JoKal3aTefllbHOCTU
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OaHHbIX, B TO BPEMS Kak BENUYMHA P YKa3blBaeT HA BEPOSATHOCTb OLUMOGOYHOrO OTKIO-
HeHWsA HyNeBon rMnoTessbl.

JlocTOBEPHOCTb — XapakTepUCTUKa, NokasbliBaroLLas, B Kako Mepe pe3ynbraTt uamepe-
HWS1 COOTBETCTBYET MUCTUHHOW BenunynHe. [JoCTOBEPHOCTb UCCNIE[OBaHNSA ONpPeaenseTcs Tem.
B kakovi mepe nony4eHHble pe3ynbTarbl CNpaBensvBbl B OTHOLLUEHUM JaHHOW BbIGOPKU. JTO
BHYTPEHHAA XapaKTepuCTUKa, OHa KacaeTcs MMEHHO JaHHOWM rpynnbl 60MbHLIX U He 0653a-
TeNbHO PacrnpoCTPaHaeTCa Ha apyrue rpynnbl.

WccnepoBaHue «[o — nocne» — HEKOHTPONMPYEMOE KIIMHUYECKOE NCCRefoBaHme, onu-
CblBaeT TeveHne 3abonesaHVs B OQHOW rpynne naumeHToB, NOABEPraoLLenics n3y4yaemMomy
BMeLLaTensCcTByY. [loaxon ocHOBaH Ha NPeanonoXeHuu, YTo foboe ynydlleHne, Habnogae-
MOe€ Mocre feyeHusi, 06yCIOBNEHO MMEHHO fle4eHneM. 3TO NPeanosioXXeHne MOXeT oKasaTb-
€Al NTOXHbIM, YTO AienaeT ykasaHHbIN MeTof, BeCbMa YS3BMMbIM.

WccnepoBaHue KOropTHoOe — 1UccrnefoBaHue, B KOTOPOM ornpefesieHHas KoropTa naumeH-
TOB MPOCNEXMBAETCA B TEHYEHUE HEKOTOPOro nepuoga BpeMeHun. KoropTHble nccnegoBaHus
Ha3bIBAOT TAKXXe NPOAObHBIMW NN NOHMUTYAMHAIBHBIMW — NOAYEPKUBAETCS, YTO NaLUNEHTbI
MPOCNEXMBAIOTCA BO BPEMEHW, NPOCMEKTUBHLIMWU — UMEETCA B BMAY, YTO rpynna copmMmpo-
BaHa B HACTOsILLiee BpeMs M MpocnexeHa B 6yayLueMm, Unn UCCnefoBaHnaMm 3abonesaemoc-
™ — o6paLu,aeT09| BHMMaHMWEe Ha TO, YTO OCHOBHbLIM cnocob6om OLIEHKN ABNAeTCA pernctpauna
HOBbIX Clly4aeB 3aboneBaHVs B TEHEHNE ONpeaeneHHoro cpoka.

WccnepoBaHne KOropTHoe MCTOPMYECKOE — KOropTa BblgefieHa Mo apXvBHbIM OOKY-
MEHTaMm M NPOCexXeHa A0 HaCTOSLLEro BPEMEHW.

WccneposaHune o6cepBalMOHHOE — UccrnefoBaHne 6e3 npegHaMepeHHoro BMeLLaTenb-
CTBa, B NPOTMBOMOMIOXHOCTb SKCNEPUMEHTASIbHOMY UCCIeA0BaHWIO.

WccnepoBaHne OTKpbITOE — UCC/ed0BaHMe, B KOTOPOM HE NPUMEHSASICSA CRenomn MeTog.

WccnepoBaHune pacnpocTpaHEHHOCTU, UM OAHOMOMEHTHOE UCCNefoBaHue — Bapu-
aHT onucaTesnlbHOro MCCNefoBaHns, MPOBOAMMOIO B ONpeaeneHHbIi MOMEHT BPEMEHM C Lie-
NbIO OLIEHKWN pacrpoCTPaHEHHOCTN 3a60MneBaHns N NCXoda, N3ydeHns TedeHns 3abonesa-
HWS 1 T. N. VIHOrga Takxke HasbiBaeTcs NnonepeYHbIM UCCNefoBaHeMm, B NPOTUBOMONOXHOCTb
NPOAOSbHBLIM, N NOHMUTYAUHATBHBIM, UCCIEO0BaHNSAM.

WccnepoBaHue cepun cnyyaes — onvcaTtenbHOE UCCNefoBaHve, NpeacrasnsioLee co-
60 KONMYECTBEHHbIV aHanNMa rpynmbl 60fbHbIX.

WccnepoBaHue cny4Yal — KOHTPOJIb — PETPOCMNEKTMBHOE UCCNEQOBaHUE, B KOTOPOM
MO apXvBHbIM AAHHBIM WS BOCMIOMWHAHWAM, CY>XXAEHUAM NauMeHTOB NPOM3BOANTCH CpaBHe-
HWe ABYX rpynm, B OAHY U3 KOTOPbIX OTOOPaHbI NaLUMEHTbI C ONPeaeneHHon naTonorven, a B
apyryto — nuua 6e3 Hee. Npy 3TOM CHavyana npomn3sBoamTcs 0T6OP rpynnbl NALMEHTOB C U3Y-
YaeMbIM 326051eBaHMEM M CXOOHOW MO OCTasIbHbIM NPU3HaKaMm rpynmnbl vy 6e3 aToro 3a6o-
neBaHus. 3aTem peTPOCMNEKTUBHO OLEHMBAETCH HYacToTa BO3LENCTBMSA BO3MOXHOMO dhakTopa
pucka B o6enx rpynnax. lNony4eHHble aHHbIe MO3BOMAIOT paccymMTaTb OTHOCUTENbHBIA PUCK
pa3BuTus 3a60s1IeBaHNA B CBA3W C U3y4aeMbiM (PakTopoMm.

WccneposaHne COBOKYNHOrO pUcKa UM 3KoJlorm4yeckoe uccnefoBaHue — 1ccnepo-
BaHWe, B KOTOPOM (DaKTop puCKa XapakTepuayeTcs CpedHUM BO3OEUCTBMEM Ha rpynmny; ero
3afaya — OLeHKa BNMsHUA Ha Ntoden (hakTopoB OKpYXXatoLLel cpedbl B LEEMOM.

WccneposaHune aKcnepumeHTanbHOe — CpaBHUTENbHOE UccenoBaHne, 3apaHee crnna-
HMPOBaHHOE M MOCBALLEHHOE N3YYEHUIO BMSIHWSA MO KpavHen Mepe OQHOMo BMeLLaTenbCTaa.
CpaBsHeHus MOryT NPOU3BOANTLCA MeXAy ABYMs 1 6o5ee rpynnammn uim BHyTPY OQHON rpyn-
Mbl 4O W NMOCIe Ha3Ha4YeHnsa BMeLLaTebCTaa.

Ka4yecTBO XU3HU — KaTeropus, BKIHaloLLlas B cebs coveTaHne YCNoBUIN Xn3Heobec-
MeYeHnss U COCTOSHMS 3O0POBbS, MO3BOMASOWIMX AOCTUYb (PU3MHECKOTO, MCUXNHECKOrO
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1 coumanbHOro 6rarononyyms n camopeanusaumm. TEpMUH «Ka4eCTBO XM3HW» BOLLIEN B 06U-
X0f B TEX pa3BuTbIX 06LLECTBAX, re BCe OCHOBHbIE MaTepuarnbHble 6nara aBnstoTCS LUMPOKO
poctynHeimu. Mo onpepenexnto BO3 (1999), ka4eCTBO XM3HN — 3TO ONTUMaIbHOE COCTOSIHME
W CTeneHb BOCMPUATUS OTAENbHBIMM JIIOObMU U HACENEHMEM B LIESTOM TOro, Kak yAOBMETBO-
pAtOTCA MX NOTPeBbHOCTU (hU3nyeckne, amMoLMoHasbHbIE, coLMarbHbIE U MP.) U NpenocTaBs-
NATCA BO3MOXHOCTM NS OCTUMXKEHMS 6naronony4yms u camopeanmadaumm. JaHHbln TepMuH
He MMeeT OG6LLENPUHATOrO 3HA4YEHUA B Cry>x6ax 30paBoOOXpaHEHUs U Hay4HOW nuTepaType.
OpnHu aBTOPLI OMPERENAOT KAYECTBO XMN3HM Kak CyLlecTBoBaHUE (ObITUE), 0O6bIYHO OrpaHu-
YeHHOEe ncuxocoumanbHeiMK atpnbytamn. [pyrne nbitaloTca HAnTU KONMYECTBEHHBIE Xapak-
TEPUCTUKN (DYHKLIMOHMPOBAHUS JIMYHOCTW B TaKMX Mokasartensax Kak CUMMITOMbI, 60Nne3Hb,
CMEepTb, MPOrHO3 U T. A. TPETbM paccMaTpmBalOT KA4ECTBO XM3HN B pamkKax yoOBNETBOPEHUS
MartepuasbHbIX U KyNbTYPHbIX (QYXOBHbIX) NOTPEOHOCTEN MOAEN: Ka4eCTBO NUTAHUSA, KOM-
dhopT XmnuLa, Ka4eCcTBO M COBPEMEHHOCTL OfieXdbl, CTPYKTypa [OCyra, Ka4ecTBO 34paBOoOX-
paHeHus 1 T. N. [log Ka4eCTBOM XM3HW NMOHMMAETCA TakxXe KOMMIEKCHbIA nokasaTenb unsm-
YeCcKOoro, NCMXMYECKOrO U COLManbHOro 6,1arononyyms.

KnuHuyeckas anmaeMmMonorus — Hayka, paspabdarbiBaroLlas MeToabl KIMHUYECKMX UC-
cnefoBaHuin, KOTOpble Jat0T BO3MOXHOCTbL [ieNaTh CripaBeinvBble 3aKIiOHEHUs, KOHTPOMIu-
pysa BnnsaHMe CUCTeMaTu4ecKux un Cﬂy‘-IaI7IHbIX OLLMOOK.

KnuHuyeckue ucnbITaHUS — crieumasbHbI BUL KOTOPTHBIX UCCNENoBaHWIA AN OLEHKN
pasHbIX BMeLLaTeNbCTB, YCNOBUS NPOBEAeHUss KOTOpbIX (OTOOP rpynn BMellaTenbCcTea, Xa-
pakTep BMeLlaTenbCTBa, OpraHM3aums HabnioaeHS U OLEeHKA MCXOL0B) HanpaeseHbl Ha YCT-
paHeHne BNUSHUA CUCTEMATUYECKUX OLUMOOK Ha NonyYaemble peaynbraTbl.

KoropTa — rpynna nuu, n3HadanbHo 06beaNHEHHbIX KAKUM-NINGO0 O6LLIMM NPU3HAKOM (Ha-
npumep, 300poBble Nuua nnu 60sbHbIE Ha onpefdeneHHon cTagun 3abonesaHuns) 1 Habso-
JaeMblX B TeYeHWe ONpefeneHHoro nepnoda BpeMeHu, 4Tobbl NpocneauTb, YTO C HUMK NPo-
M30MAET B JalbHENLLEM.

KoropTa fOXUTUSA — KOropTa, B KOTOPYHO BKJTOHAKOTCA NauMeHTbl, UMeoLLme 3abonesa-
HVE 1 OOCTYNHbIE AN HAGNIOAEHWS — HANPUMEP, NaUMEHTbI CNeLManM3vpoBaHHON KITMHVKK.
Opyroi TepMnH Onsa Taknx rpynn — AOCTYMHbIE KOropThbl.

KoHTponb nCTOpuyeCcKUin, N HenapannenbHbIf — CNocob KIIMHUHYECKOTO NCCNeaoBa-
HWSA, MPY KOTOPOM pe3ynbTaTbl COBPEMEHHOIO NIEHEHWS CPABHMBAIOTCA C AaHHbIMKU Habnoge-
HUSA aHaNOrMYHbIX MNALMEHTOB B NPOLUIOM. [pOTUBOMONOXHOCTL NapanienbHOMYy KOHTPOSHO.

KoHTponb napannenbHbIA — CNoco6 KIMMHNYECKOTrO UCTbITaHUS, NPU KOTOPOM KOHTPOJSIb-
Hasl rpynna HabvpaeTcs OOQHOBPEMEHHO M MO TEM Xe MpaBuiam, YTo U IKCNepuMeHTanbHas
rpynna. 3ToT MeTo NO3BONAET N36eXaTb HEKOTOPbIX BUAOB CUCTEMATUHECKNX OLLUMBGOK, KO-
TOpble HEU3BEXHbI MPY NCCNEAOBAHUAX C UCTOPUHECKUM KOHTPOJIEM.

KoHTponbHasa rpynna, unum rpynrna CpaBHEeHUsi — rpynna UCMbITYeMbIX, MOSyHatoLmnx
06bIYHOE NEYEHME, UMM HE TMOMYYaLLMX NIeHeHNe, N nony4atoLLmx nnauebo. PesynsraTtsl
N3MEPEHUI B KOHTPOJILHOWM Fpyrnne CpaBHMBAIKOTCA C pe3ynsratamn U3MEPEHUI B 3KCnepu-
MEHTanbHOW rpynne Ans oueHKn adhdekTa nccregyemoro Metoga fieqeHust.

MeTa—aHanu3 — KONIM4eCTBEHHbIN aHann3 06beAUHEHHBIX PE3YNLTAaTOB HECKONBbKUX K-
HUYECKMX UCNbITaHWI OOHOro 1 TOro Xe BMeLlaTenbcTBa. Takon nogxon o6ecneynBaeT 607b-
LLYIO CTaTUCTUHECKYHO MOLLHOCTb, YEM B K&XKAOM OTAENbHOM UCMbITAHUM 38 CHET YBENNYEHUS
pa3mepa BbI6OpKU. VcrnonbayeTcs ans o606LLEeHHOro npefcTaBneHus pesynstaToB MHOMMX
UCMbITaHWI 1 ONS YBENNYEHUS 00KA3ATENbHOCTW PE3YNbLTaTOB UCTIbITAHWA.

Mopudmkauumsa acpcpekTa — 0cobbI TUN B3aMMOJENCTBUSA (hakTOpPOB, NPpW KOTOPOM cuna
Koppenauum Mexay AByMs NePEMEHHbIMW 3aBUCUT OT YPOBHS HEKOTOPOW TPETbEWN NepeMeH-
HOW, Ha3bIBaeMOM MOaUMKaTopoM achbdekTa.
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0606LWaeMoCTb — BHELLIHAS XapaKTepUCTMKa, onpegjensemas TeM, B Kakon Mepe pesyrib-
TaTbl JaHHOIO UCCNEeA0BaHNsA MPUMEHNMbI K APYrMM rpynnam 60sbHbIX.

OTHOCUTENbHbIN PUCK, NN OTHOLLEHME PUCKOB — OTHOLLIEHME 3a60N1EBAEMOCTY Cpeau
N, NOABEPraBLUMXCS M He NOABEPraBLUMXCS BO3AENCTBUI0 (0akTOpoB purcka. OTHOCUTESbHbIN
PYCK HE HECET MHGOpPMaLMKM O BENMYMHE abCONIOTHOrO pucka (3aéonesaemocTtu). Jaxe npu
BbICOKMX 3HAYEHMAX OTHOCUTENBHOMO pMcKa abCOMNMOTHBIA PUCK MOXET 6bITb COBCEM HEGOSIb-
LmM, ecnn 3a6oneeaHune pegkoe. OTHOCUTENBHbIN PUCK NMOKa3bIBAET CUIY CBS3M MeX[Y BO3-
nencTenem n 3aboneBaHeM.

OTHOLLEeHMe NPaBAONO[06Ms — 3TO OTHOLLIEHWE BEPOATHOCTU MOSNYHYUTL NMOSNIOXKMUTENBHBIN
pesynbTaTt AnarHoCTUHECKOro TecTa y 60s1bHbIX K BEPOSITHOCTM MOMY4YUTb NONOXMTESbHLIN pe-
3yneTaT y 300poBbix nnL,. OTHOLLEHWE NPaBAoNofo6us ANs MNONOXUTENBHOMO peaynsrara —
3TO YYBCTBUTENBHOCTb, AefneHHas Ha 1 MMHYC cneumndnyHOCTb. Takum 06pa3oM, OTHOLLIEHNE
npaBgonofo6usi oTpaxaeT OAHOBPEMEHHO M YyBCTBUTENbHOCTb, U CreumMdmyHOCTb TecTa.
Ecnu oTHoLeHWe npaBaonofobums NonoXUTesbHOro peaysbtaTa paBHO 1, TO 3TO 3HAYUT, YTO
BEPOSATHOCTb MOJIOXUTENBHOrO pe3ynsrarta Tecta y 60/1bHOMO Takas Xe, Kak BEPOATHOCTb Mo-
NOXWTENBHOMO pesynbTata Tecta y 30opoBoro. Ecnv oTHoLEHWe npaBaononobumst nonoXu-
TENbHOro pesynsraTa Tecta paBHO 3,5, TO 3TO 3HAYUT, HTO BEPOSITHOCTb MOMOXUTENBHOMO pe-
3yneTaTa Tecta y 60nbHOro B 3,5 pasa BbliLLie, HEM BEPOATHOCTb MOJNIOXUTENILHOIO pesynsraTta
TecTa y 30opoBOro.

OTHOLUEHME LIAHCOB — ONpPeessieTc Kak OTHOLLEHME LLIAaHCOB COObITUSA B OQHOW rpynne
K LUaHcaM COObITUSI B APYroi rpynne, Un Kak OTHOLLEHWE LLAHCOB TOro, YTO COBbITUE MPO-
W30MAOET, K LUaHcaMm TOro, 4TO COBbITUE HE MPOM30oNAET. B nccnenoBaHmsax cny4an-KoHTposb
OTHOLLIEHME LLIAHCOB MCMOSb3YETCH A1 OLIEHKN OTHOCUTESNIbHOrO pe3ynkrara.

MapapokcanbHbI 3PeKT — 060CTpeHNE TEX CUMNTOMOB 3a60MEBaHNA, AN NeYeHns
KOTOpPbIX NpefHa3Ha4YeHo NiekapCTBEHHOE CPeAcTBO. Y HEKOTOPbIX 60SbHbIX aHTUAPUTMMYEC-
Kue cpefcTBa MOryT BbI3blBaTb YBEIMHEHNE YaCTOTbl HAPYLLEHUA pUTMa, aHTUIMNEPTEH3UB-
Hble BELLIECTBA — FMNEePTEH3NBHYIO PeakLmio, aHTUaHrMHaSIbHbIE CpeACcTBa — yBENMYEHUNE Yac-
TOTbI USIN BbIPXXEHHOCTM 3NM3040B ULLEMUN MUOKApPAA.

Mnaue60-3chheKT — N3MeHEHNE COCTOSIHMS NaumeHTa (0TMeYaemMoe CaMnM NaLneHToMm
UM neyvawmm BpavoMm), CBA3aHHOE C (hakTOM JleydeHus, a He ¢ BMONorMYeckMM OenNcTBUEM
npenapara.

Mnaue6o — nekapcTBeHHas hopmMa, HEOTNIMHMMAs OT UCCIIEQYEMOro npenapara no BHe-
LUHeMy BMAY, LBETY, BKYCY M 3araxy, HO He OKasblBaroLLiasi Cneumgmuyeckoro oencTens (Ha-
npumep, TabneTKM MIOKO3bl UM MHBEKLIMN M30TOHNHECKOTO pacTBoOpa Xnopuaa HaTpust), unm
NHOE 6e3pasnMyHoe BMELLATENbCTBO, UCMOMNb3YEMOE B MEQULMHCKUX UCCNENOBAHUAX OIS
UMUTaLMK NeYEeHNs C LieSNbio YCTPaHEHNS CUCTEMATUHECKOW OLLMOKK, CBA3AHHOM C nnaue6o-
apdekToMm.

MonynauMoHHbIN AO6ABOYHbIW PUCK — PACCUMTLIBAETCS Kak NPon3BeaeHne [o6aBoYHo-
ro pycka Ha pacrnpoCTpPaHeHHOCTb hakTopa pyrcka B Nonynsumm. OToT NokasaTtenb oTpaxaeT
JOMONHUTESNBHYI0 3a60/1€BAaEMOCTb B MOMYNALMN, CBA3AHHYIO C (DaKTOPOM pucKa.

Monynsauua — 3TO COBOKYMHOCTb MHAMBWOYYMOB, M3 KOTOPOW OTOGMpaeTcs BblGOpKa,
N Ha KOTOPYK MOTYT ObITb pacrnpoCTpaHeHbl pe3ynbraTthl, NoyYeHHble st STOW BbIGOPKMU.
Monynsauust MOXeT NpefcTaBnAaTb CO60M BCe HaceneHne (06bIMHO TaKoBbI MONYALMU B 3MNK-
LEMMONOrMYECKUX UCCEeL0BaHUSAX NPUYMH 3a60NEBaAHNIA), UK XE COCTOATb U3 MaLMEHTOB,
roCNUTaNIM3NPOBaHHbIX B OMNPEAeSIEHHYO KIMHUKY, MM U3 NaUMEHTOB C OMpPeQeneHHbIM
3a6os1ieBaHMEM (4TO Yallle UMEEeT MECTO B KITMHUYECKMX MUCCNefoBaHusx). Takum ob6pasom,
MOXHO roBOpUTbL 06 06LLEN NOMynauUMM UK NONyNsSLUM NaUMEHTOB C KOHKPETHbIM 3abone-
BaHMEM. InNnaemMnonornyeckoe onpeneneHne nonynsumm oTinyaeTcs OT GMONOrMyYecKoro
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(3Konornyeckoro).

MpodchmnakTnka BTOPUYHANA — 9TO BMELLIATENIbCTBA, HanpaBsieHHble Ha TO, YTOObI 3ames-
NUTb NN OCTaHOBUTL pa3BuTHE 3a6051eBaHns y GOMNbHbIX.

MNpocdhmnakTuka 3a6oneBaHuin MegULMHCKas — CUCTEMA peanm3yembiX Yepes cucTe-
My 30paBOOXpaHEHNs Mep, HanpasneHHas Ha NpeaynpexmneHne, CHXXEeHUe prcka passuTus
OTK/TOHEHUA B COCTOSIHUM 300POBbSA M 3aboneBaHui, NpenoTBpalleHne unu 3amepnieHve
NX NPOrpeccmMpoBaHmnsi, YMeHbLLEHME NX HEGNAronpuATHbLIX NocneacTemin. Pasnmyatot mepon-
pUSTUSA, NPOBOAUMbBIE C OTAENbHbIMW MHAMBUAYYMaMK (MHOMBUAyanbHas NpodunakTmka),
C rpynnamu niuL, Co CXOAHbIMW CUMNTOMaMu 1 hakTopamm pucka, Unu T.H. LenesbiMy rpyn-
namu (rpynnosasi NpounakTuka), a Takxke ¢ 60nbLUIMMK rpynnamm HaceneHuns (Nonynsaunen)
1 BCEM HaceneHneM (nonynaumoHas nnm maccosas npodunaktnka). OnTumanbHoO coveTaHme
3TUX CTpaTernn.

MpochmnakTka nepBuYHas — BMeLLATENbCTBA, HanpaBNeHHblE Ha npegynpexpeHve
BO3HWKHOBEHUS 60/1E€3HW, O6bIYHO 3a CYET YCTPaHEHNS €€ MPUHUH.

MpodhmnakTuka TpeTMyYHas — MeponpUATKS, HanpasieHHble Ha NpefoTBpaLLeHne yxya-
LLIEHWS TEHEHUS UM OCNOXHEHWI 3a60NeBaHns Moce Toro, Kak 60ne3Hb NposBUIach.

Pa3amep BbIGOPKMU — 4NCIIO BOSbHBIX, KOTOPOE HEOOBXOAMMO BKIKOYUTL B UCCNEfoBaHMe,
Aana UCKNYeHus CJ'Iy‘-IaIZHOCTVI B Ka4yecTBe 0ObACHEHUSs nony4eHHOro pesynberara. Pasmep
BbIGOPKN 3aBMCUT OT YETLIPEX XapaKTepUCTUK MUCCIIeQOBaHUA: BEIMYMHBI pa3nuyuna B Yac-
TOTE MCXOQO0B MeXAy rpynnamu, BeposaTHOCTeN anbda- 1 6eTa-owmnboK 1 NPUPOAbI AaHHbIX.
Pasmep BbIGOPKW CriegyeT yunTbiBaTh MCCIE[OoBaTeNto, MNaHMpPYoLLEMy SKCMEPUMEHT, U Yu-
Tarenio, peLlaroLemy, cnegyet niv AoBepsTb ONy6nnKOBaHHbIM pesyrsTaTam.

Panpomusaumsa — npouenypa, obecrneumnBatoLLias crydanHoe pacnpepeneHme 60sbHbIX
B 3KCNEPUMEHTANbHYIO U KOHTPOSIbHYO rpynmbl. Cry4vaviHbiM pacnpefeneHnemM ocTUraeTcs
OTCYTCTBME Pasnuymin Mexgy AByMs rpynnamm 1, Takum o6pa3oM, CHUXAETC BEPOSTHOCTb
CMCTEMAaTNHECKON OLUMOKM B KIMHUYECKMX MCCriefOoBaHWSAX BCredCTBME Ppasnuuyvin rpynn
Mo KaknM-nnmbo npuaHakam.

PacnpepeneHune — npouecc NPOHMKHOBEHNA leKapcTBa M3 KPOBOTOKA B TKaHW. OT Hero
BO MHOIOM 3aBWCUT CKOPOCTb HACTYMNIEHMs1, CUna 1 NPoOoSIKUTENbHOCTL AENCTBUSA.

PacnpocTpaHeHHOCTb — 3TO HacToTa HEKOTOPOro COCTOsHMA B rpynne. PaccunTbiBaeTcs
Kak OTHOLLEHME 4Mcna NnL, ¥ KOTOPbIX HA MOMEHT 06CnefoBaHnsa HabnogaeTcs nsydaemoe
COCTOsIHVE (60Ne3Hb UM UCX0[), K YNCAYy BCEX 1L B rpynne (nonynsauum, o6cnefoBaHHbIM
paboTHUKaM NpegnpuaTus).

CenekTUBHOCTb — CMOCOBHOCTb OKa3blBaTb ONpPeaAesiEHHbIV Xenaembln ADEKT U HE Bbl-
3bIBaTb HEXenaTenbHble 3hdekTbl 6riarogapa OENCTBUIO HA OTAENbHbIE TUMbl UM NOATUMbI
peuenTopoB. Kak npaBuno, CeneKTMBHOCTb MMEET OTHOCUTESbHBIN XapakTep, yTpayiMBasnch
C yBENnM4eHnem Jo3bl.

CKPUHUHT — MaccoBoe 06CnefoBaHne nuu, He cunTaroLLmMx ceba 60MbHBIMW, O BbISBMe-
HMS CKPbITO NPOTEKAaoLLMX 3a60NeBaHNA UNn Opyrux COCTOAHUI (hakTopoB pucka 6yayLumx
3a6onesaHuii). O6bI4YHO MPOBOAMTCA C UCMOSIb30BAHNEM OELLEBBIX, MPOCTbIX HEMHBA3UBHbIX
ONarHoCTUYEeCKMX Npoueayp, MMEIOLLMX BbICOKYHO YYBCTBUTENBHOCTb.

Cnenou, nnn MackupoBaHHbIM MeToA — npouefypa, obecneyvBaroLLlas OTCYTCTBUE
MHOpMaLMN O TOM, K KaKoW rpynne — 3KCMepUMEHTaNbHON MW KOHTPOSIbHOW — OTHECEeH
KaxabiM ucnbiTyembld. Mpu NpocToM crnenoM MeTode WHdopmaums OTCYTCTBYET TOSbKO
y naumeHTa, Npy 4BONHOM CAENOM — Y NaumeHTa u uccnefosarens, npu TPOMHOM CRernom —
y naumeHTa, uccnegosarens u nuu, NPoBOAALLMX CTaTUCTUHECKYIO 06paboTKy pesynsTaTtos
nccnegoBaHus. MNMpuMeHsieTca OnA yCTpaHEHN CUCTEMATUHECKON OLUMOKW B KIIMHUYECKMX
nccnegoBaHusX.
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CnyyvanHas U3SMEeH4YMBOCTb U/ BapuabenbHOCTb — OTKITIOHEHWE pe3ysbTaTta OTAeNbHO-
ro HaénogeHns (M3MepeHnst) OT ero UCTUHHOMO 3HaYeHWs, 0OYCMOBIIEHHOE UCKIIIOYUTENBHO
CNy4anHOCTbIO.

Cneuundr4HOCTb AUAarHOCTUYECKOro TeCTa — BEPOATHOCTb OTPULIATENBHOrO pesyrnkra-
Ta OMarHoCTU4ECKOro Tecta npy OTCyTCTBUM 6ONE3HN.

To4HOCTb TecTa — 40N NPaBUIbHbIX PE3YNETATOB TECTa (UCTUHHO NOSNIOXMUTENBHbIX U UC-
TUHHO OTpuMLaTesbHbIX) B 06LLEM KONIMHECTBE NOSTYHEHHbIX PE3YbTaToB.

dakTop prcka — 0CO6eHHOCTb OpraHM3ma Unn BHeLLHee BO3OeNCTBME (MOBEAEHHECKOrO,
610I0rNHECKOr0, FEHETUHECKOI0, SKONOrMYECKOro, CoLmanbHOro 1 MPOYero xapakrepa), npu-
BOLSALLEE K YBEMUYEHMIO PUCKA BO3HMKHOBEHUSI 3a60MEBAHMSA, €ro NporpecCcMpoBaHUIo Unn
WHOMY He6NaronpusTHOMY Ucxogy.

dapmakoaHaMuUKa — pasfen apmakonormm, nayvaroLmin, Kakum obpasomM fekapc-
TBEHHOE CPEACTBO — B OTAENIbLHOCTU M B COHETAHUM C OPYrUMU NEKAPCTBEHHBIMU CpecTBa-
MW — OEACTBYET Ha OpraHnU3m 4YenoBeka.

dapmakokuHeTMKa — pasfen hapMakonornm, naydaroLmnin cyapoy N1ekapcTB B OpraHns-
Me: BcacbiBaHve, pacnpeneneHune, 6uorpaHchopmaumio u BbisegeHve. PapmMakogmHaMmmka
npenapara oLeHnBaeTcs Mo ero 3MEKTUBHOCTH, MEPEHOCUMOCTH, 6e30MacHOCTW. [Ans 3Toro
NCMONb3YIOT 0COBbIE METOAbI KIMHUHYECKOTO 1 (PYHKLMOHANBHOMO UCCea0BaHUS Kak Npy Of-
HOKpaTHOM BBeEeHWM Nnpenapara, Tak 1 BO BPeMsi ero anutesnisHoro npuema. Metogb! [omx-
Hbl 06nafaTh BbICOKUMW YyBCTBUTENBHOCTLIO, CNEUMEUYHOCTBI0, BOCMPOU3BOAMMOCTLIO.

YacToTa HOBbIX Clly4aeB — 3TO OTHOLLIEHME YMCra NNL, Y KOTOPbIX B TEYEHWE ONPERENeH-
HOro BPEMEHMW Pa3BUIIOCh M3yYaeMoe COCTOsIHME, KO BCEM 0O6CNENOBaHHbIM B rpynne, rae uc-
XOOHO 3TOr0 COCTOSHUA HUKTO HE UMen. HYacToTa HOBbIX CrydYaeB 60Me3HM B Nonynsauum, roe
3TO 3a605eBaHMe NCXOQHO OTCYTCTBOBASIO, Ha3blBaeTCs 3a60NeBaeMoCTbio. HacToTa HOBbIX
Cny4aeB UCXOJOB MpW onpefesieHHOM 3aboneBaHMn yKasbiBaeT, COOTBETCTBEHHO, Ha MHBA-
NMOHOCTb UMM NETaNbHOCTL MpWU 3TOM 3abonieBaHnn. Ons OLEeHKM YacTOTbl HOBbIX Cry4aeB
oTbupatoT rpynny nuy 6e3 3abonesaHus (Mnmn 6e3 n3y4aemoro Ucxona) v NepmoamnHeckm 06-
CrnegyoT ee, NOACHUTBIBAs YNCI0 HOBbIX ClyYaeB, NOSIBUBLLUMXCA 32 ONPeAeneHHbIn nepmog.

Yucno 605bHbIX, KOTOPbIX HEOOGXOAUMO JIeYUTb — CMOCO6 OLIEHKU OTHOCUTENBHOWN
3hPEKTUBHOCTM ABYX METOLOB JleveHus. [okasbiBaeT, kakoe KONMHYeCTBO 60MbHbIX HEOBXO-
OVMMO MOABEPrHYTb JIEYEHUIO UCCreayeMbIM METOAOM AN NPefoTBpaLLEHUst OQHOMO cry4vas
n3yyaemoro ucxoga. Hanpmmep, ecnv ans npegoTepaLleHns OgHOro cryyas nHdpapkta Mmo-
KapQa Hafo 1e41Tb aHTUTMMNEPTEH3MBHBIM CPEACTBOM 33 NaumMeHTOB C apTepuanbHON rvnep-
TEeH3ven B Te4eHne 5 neT, TO Y1CNOo B6OMbHbIX, KOTOPbIX HEOBXOAUMO NeunTb, paBHo 33 3a 5
net. 3TOT nokasatesib ABNSETCS BEMNYMHON, 06paTHON CHUXXEHWIO aBCOMOTHOrO prcKa.

YyBCTBMTENBHOCTb ANArHOCTUYECKOrO TeCTa — BEPOATHOCTb MOSIOXUTENBHOIO PE3YSb-
TaTa QMarHoCTMYEeCcKoro Tecta Npu HanM4mMm 6051e3HN.

LLlaHCbI — OTHOLLIEHNE BEPOATHOCTU TOrO, YTO COOLITUE MPON30NAET, K BEPOATHOCTM TOrO,
YTO CObbITME He npou3ongeT. LLlaHChl n BEpoATHOCTb cofepXXar OgHy U Ty Xe UHdopMaumio,
HO MO-pa3HOMY BblpakatoT ee. Ecnn BeposATHOCTb TOro, YTO CO6bITUE Npom3onaeT, 0603Ha-
YUTb Kak P, TO wwaHckl 3Toro cobbitusa 6yayT pasHel P/(1-P). Hanpumep, ecnu BeposTHOCTb
BbI3gopoBneHns 0,3, TO WaHchkl Bbi3aopoBeTb paBHbl 0,3/(1-0,3)=0,43. LLlaHckl yoobHee uc-
nonb30BaTb AJ151 HEKOTOPbIX PACHETOB, YEM BEPOATHOCTH.

JKcnepumeHTanbHas rpynna—aTorpynna, nogsepraroLascs BMeLLaTenbCTBY (Te4EHWNI0)
B XoZe unccneposaHus. IHave Ha3biBaETCA rpynmnon NeYEeHNs Unm rpynnov BMeLLaTenbCcTea.
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OTBETbI
Ha TecToBble 3afayn

Mm.1.1-1,2,3,411-2,lI-1,IV-1,V -1

Mm.2.1-511-2,1-2,IV-1,2,3,V-2,5, VI- 2.

Mm.3.1-1,11-1,I-3,IV-1

n. 4.

I. A — 2 (cTpaTucpmumpoBaHHas cnydyanHas BbIGOpPKa, rae KnaccHas KomHaTta
ABMSIETCA CTpaToN)

b — 3 (KnacTtepHas BbibopKa, B KOTOPOW kaxkaas CTpaHuLa COAepXUT Knactep
NMEH)

B — 4 (CnctemaTnyeckas BbI6OpKa, B KOTOPOW Lndpbl, UCNONb3yoLMecs ans
oT60pa Bbl6paHbl Cy4arnHo)

r—1

I A-1

B-2

Mm.51-1;11-1,3,5;1-3;IV-2,3,4;,V-1; VI-2; VI -1,3; VIl - 1; XI = 2;
X-1,4.
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NMPUNOXEHWSI.
NMpumepbl paHAOMU3NPOBAHHbIX KITMHUYECKUX
nccnegoBaHuUm

NMPUNOXEHME 1.
Yny4weHHasa nepeHoCUMOCTb AUrnaponMpManHOBOro
6r10KaTopa KasnbLUueBbIX KaHaNoB lepKaHUAUNUHa:
Lercanidipine Challenge Trial

JlepkaHugunuHa rugpoxnopup asngetcs 3PPEKTUBHLIM AUTrMAPONNpUan-
HoBbIM BKK, ncnonsayemoim ans nedenunsa Al, Ha doHe Tepannm KOTOpbIM OT-
Me4yaeTcsa HM3Kasa 4actoTa HexenartesbHbix AneHmn (HA), Bknoyas HU3Kyo
4acTOTy Nepudepn4ecKUx OTEKOB N OTCYTCTBME 3HAYMMOIO BIIMAHUSA HA 4Yac-
TOTy cepAeyHbix cokpalleHun (HCC). JlepkaHmannud obecneymsaeT 24-4aco-
BOW rMMOTEH3UBHbIN 3P PekT npmn npueme 1 pas B CYTKU.

[aHHoe nccneposaHne NpoBOAUIIOCH C LieNblo onpeaenenus, 6yayT nuy na-
umeHToB, npuvHumaswux BKK amnogunuH, denogmnuuH, Hmudpegunmu-GITS
N HATPEHOUNWH B MOHOTEepanun Uin B KOMOGUHauum ¢ gpyrumu npenaparamu,
B MeHbllen cTeneHun peructpmposaTtbca HYA npu nepexone Ha npuem nepka-
HuaMnuHa. Hawen uensto 6610 N3YUYNTL FMNOTE3Y O TOM, YTO JIepKaHUANMUH
nMeeT ny4ywuni npodunb 6e30nacHOCTH, Mo cpasHeHuo ¢ apyrumn BKK.

MpoToKon: MHOroLeHTPOBOE, OTKPLITOE uccnefoBaHne ¢ 8 Hepensamu
aKkTuBHon Tepanuun. Al nexa n cTos (CpegHee n3 Tpex U3MepeHNn B OQHOM
N TOM Xe MOMOXEHUN ¢ UHTepeanom B 1 MUHYTY) 1 Hannyne HYA onpepnens-
NNCb UCXOAHO, B Havyane uccneposanua (Hegens 0) n Ha BU3nUTax 4yepes 2, 4
n 8 Hepenb. NMauneHTbl PukcupoBanu BO3HMKHOBEHWE HA nyTem 3anofnHeHus
OMpOCHMKa, B KOTOPOM B Clly4anHOM nopsagke npmsogunca cnucok HYA, yawe
BCEro BO3HMKAaOLWMX Ha POHEe Tepanuu aHTUrMnepTeH3NBHLIMU CpeacTeamu
N He aKUEeHTUPYIOLWMA BHMUMAHME Ha KOHKpeTHbix HHA. Bpay, He 3HakombIn
C NPOTOKOJIOM NCCIefOoBaHNA U NPOBOAVUMON Tepanunen, oueHnsarn nosisreHne
HA, knaccuduumpyemoe kak crnaboe, yMepeHHOe 1 TAXeNoe, B Xo4e BCero
nccneposaHus. B yactHocTH, noasneHne nepudepnyeckux OTEKOB HaNpPsMyo
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OLEHMBAsNOCb BPa4yOM, HE 3HAKOMbIM C MPOTOKOSIOM UCCNeAOBaHNSA, KOTOPbIA
AOMKeH 6bin NOATBEPAMTL MHpOpMaLMIO NauMeHTa O NOSBIEHMWU/OTCYTCTBUMU
0TeKOB. B coOTBETCTBUM C faHHLIM KOHCEPBATMBHbLIM MOOXOLAOM, MaUUEHTHI,
NPOAEMOHCTPMPOBABLUME JILLUb YMEHbLUEHWE CTEMNEHN OTEKOB Ha (POHe Te-
panuun nepKaHMannNMHOM, He paccMaTpuBanuCb Kak CBUOETENbCTBO O6LLErO
611aronpuUATHOrO AENCTBMSA Mpenapata B OTHOLUEHUN CHMXXEHUA LOCTUXEHUS
NEePBUYHON KOHEYHOW TOYUKM.

MaTtepuvan u metopbl. B uccnegosaHnue 6bi11M BKNIOYEHbI B 06LLEN CIIOXHOC-
T 125 MY>XUUH M XEHLLNH C MATKOW U YMEPEHHOM acceHumnanbHom Al'. Markas
n ymepeHHasa Al onpefgenanack Kak Hanu4dmne cuctonuyeckoro Al (CA) 140-
180 mm pT.cT. U gmnactonudeckoro AL (OA) 90-115 mm pT.cT. NaumneHTol
6bin HabpaHbl M3 11 LeHTpoB neveHunsa Al, B KOTOpPbIX UMeNCA ANNTENbHbIN
OnbIT BeAeHUa ambynaTopHbIX naumeHToB ¢ Al'; gaHHble LeHTpbl 6bln Hanps-
MYI0 CBfI3aHbl C KIIMHUYECKUM KOOPOMHUPYIOWMM LEHTPOM OAaHHOro uccne-
[OBaHUA, pacrnonoxeHHolM B [denapTamMeHTe MeguuuHbl YHMBEPCUTETCKOrO
rocnutansa S. Orsola B bonoHbe (UTanusa). B nccnepgosaHmne Bkniovanucb na-
UMEeHTbl, nony4aBwne Tepanun gurngponnpuanHossiMn BKK B BMae MOHO-
Tepanum unm B KOMOGMHaUMWN C OPYrMMU aHTUIMNEPTEH3NBHBIMU cpeacTBamMm
Ha NPOTAXKEHUN HE MeHee 3 MECSILEB U eCNN Y HUX 6bIN0 3adPMKCUPOBAHO Kak
MUHUMYM 1 HA 13 gaHHOro cnucka: OTEKU roneHewn, Npunmnebl K auLy, rono-
BHas 60J1b, KpanMBHULA UM TONOBOKPYXEHUE. TONbKO NauMeHTbl, Y KOTOPbIX
AaHHble HA 6binn nogTBEpPXAEHbI MUHUMYM OBaX bl C pasHuuen B 5-7 gHen,
OblNIN BKNIOYEHbI B UccriegoBaHue.

Yepes3 5-7 gpHen BBOOHOrO nepuopa, B Xo4e KOTOPOro naumMeHTbl Npoaosn-
Xanw nony4yaTb NPEXHIO Tepanuio, NauneHTbl NepeBogUSINCE Ha NPUEM nep-
KaHungunuHa B go3se 10 Mr/CyTKu Ha NpoTsXeHun 2 Hefenb. Ha Bnante yepes
2 Hepjenu y naumeHToB, He OTBETUBLUMX Ha Tepanuio, 4o3a yBenuvymBanach
0o 20 mr/cytkn (CAO >140 mm pT1.cT. w/unn OAO > 90 mm pT.cT.). JledeHne
nepKaHMgMnNuHOM MNpoAosxanocb B TedyeHue 4 Hepenb. Ha Buanute 4yepes 4
Hegenu naumMeHTbl BHOBb NEPEBOAMIIMCH HA Tepanuio paHee Ha3Ha4yaBLUMMUCA
BKK (B TOM Xe fo3e, 4TO 1 paHee), KOTOpble OHU NPUHMManu elle 4 Hegenu.

KoHeu4Hble TOYKN nccnegoBaHus. NepBnyHaa KOHeYHaa To4YKa uccnegosa-
HUS JoNXKHa 6blna onpenenuTb, NPMBOAUT NN NEPEXOn Ha NpUeM NepkKaHu-
ANNUHa K OOCTOBEPHOMY CHMXKEHMIO YacCTOTbl yYKasaHHbix HA y naumeHToB,
ONUTENbHO NoAyYaBLUMX aMNoannuH, denogmnui, Hudpeaunuu-GITS nnum HKUT-
PEeHAMNUH B Ka4eCTBE MOHOTEpanum uian B KOMOMHAUMW C OPYTUMU aHTUTK-
nepTeH3nBHbIMK cpeacTBaMmn. Kpome Toro, oueHmBanach 4actota H4A, Hanps-
MYI0 HE CBA3aHHbIX ¢ Tepanuer BKK, Takux Kak MMAoTeHUMA U yTOMASEMOCTb,
BO3HMKHOBEHME KOTOPbIX paccMaTtpuBanocb Kak Mogxoaslini nokasartesb
CMOHTaHHbIX IIOKTyaunn ans cy>xxgeHma o6 nHgmemayasnbHoOn nepeHocnmMoc-
Tn npenapara. JleyeHne KOppeKTMPOBaNoOCh ANa OOCTUXEHMUS LeneBbIxX umudp
ALl B xoge ABYyX a3 nevyeHns Ofs UCKIYEeHNsa NobbiX accoumaumi mexany
cTeneHblo KoHTpons ALl n yactoton HA.
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PesynbTatbl. CpegHuin Bo3pacTt coctaBun 62,9+11 net. He 6b1N10 BbISB-
NEHO KIIMHUYECKM 3HAYMMbIX Pasfvymini Mexagy MyXYMHamu U XeHLMHamu
no yposHio CAL, OAO n HCC B nonoxeHnn nexa un cTos.

Ilo Havana nccnepoBaHus 64 naumeHta (51,2%) npuHMManu amnogunuH,
28 (22,4%) — HubegunuH-GITS, 21 (16,8%) — penogunuH n 12 (9,6%) — HUT-
peHaunuH; 45,6% (57 n3 125 naumeHToB) HAXOAUNUCL B peXnMe MOHOTepa-
nun. Hanbonee 4acTble Knaccbl nNpenapaTtoB, NPMMEHSABLUMECS B KOMOUHA-
LMK, N KOTOpble BbIIN NPOAOIIKEHLI MOCNE Nepexona Ha nepKaHUgunuH, 6bIn
WHIMOUTOPLI aHMMOTEH3MH-NpeBpallawero depmeHta (MAMND), anypeTrku
n 6eta-agpeHobnokatopsl. Moyt 70% naymeHToOB, nony4aBlwnx 2 n 6onee
npenapara, nony4anu mHruéutopsl AMN® n guypetmkn, B TO Bpemsa Kak 6e-
Ta-agpeHob6noKaTopbl MPUHMMAaNM NPUMEPHO 25% naumeHToB. OTEKU HMKHUX
KOHEYHOCTEeN Habnganmcb Hanbonee 4acto — npuMepHo y 90% naumMeHToB.
MpunuBbl K NWLY W FONMOBHbIE 601K 6bINN OTMeYeHbl Y 40% nauneHToB, cnegom
No 4acTOTE LU KpanuBHULA U FONTOBOKPYXEHWE, KOTopble 6bin 3adMKCUpOo-
BaHbl MPUMEPHO Yy 4eTBepTU 60NnbHbIX. CpegHue 3Havenma CAO, OAO n YCC
nexa n CToa y MYXYUH U XEHLUMH B XOA4E UCCefoBaHUsa nognepXxumeanuch
Ha YPOBHE UCXOOHOrO UM HUXE OAaHHOro YpOBHA B TeYeHWe BCero nepuoga
ncecnegosaHusa. Bcem naumeHTam aHTaroHUCT Kanbumsa 6bi1 3aMEHEH Ha fep-
KaHungmnuH B gose 10 Mr/cyTkun. Ha 2-11 Hegene uccnegosaHns 4o3a fiepkaHu-
annuHa 6bina ysenuyeHa o 20 Mr/cyTku y 6 naunmeHToB, npexane nony4asLunx
apyrue BKK (2 — amnogmnuH, 2 — Hugeannuu-GITS, 1 — penogunuH, 1 — HUT-
peHaounuH). Ha 4-11 Hegene cpedHAsa Aos3a nepkaHunaunuHa coctaesnsana 10,48
Mr.

Kak nokasaHO Ha pucyHKe 1, Tepanus NnepKkaHUannuHOM B Te4eHue 4 He-
JeNb COMpPOBOXAAaNoCh C OOCTOBEPHbIM YMEHbLIEHMEM YacCTOTbl YKa3aHHbIX
HA, no cpaBHeHuto ¢ gpyrumn BKK.

BonpHbIX
%
100 - 94.8 W Jlepkanuaunux
I 1 90.1
OGBbIUHBIC
80 — sk aHTarOHMUCTHI
KaJlbLMst
60 OObIuHbIE
51.4 AHTarOHUCTHI
KasTbLsI.
40 | | 38 38 IMoBTOpHAast
1 35 B 35 it 30 oleHKa
Sk
20 — B 18 B 17 18 ek 1 <0,001 5 cpaicHmm ¢
| OBBITHBIMH AHTATOHMCTAMH
] KasbLmst
0 - - * p<0,01 B cpaBHEHHH ¢
OTEK JTOABIKEK TonosHast IMpunuBbl Brickinmanus JIepKAHMANITUHOM
GoJ1b Ha KOXe

Puc. 1 CHuxXeHMe 4acToTbl NO604HbIX IPEKTOB NPU NEPEBOE NALMEHTOB C O6bIYHbLIX aHTArOHUC-
TOB KasibLMs Ha NepKaHUANNUH.
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B uenowm, yactoTa OTEKOB Ha NepKaHuaunuHe cHuaunacb Ha 46% (p<0,001),
NpuvnMBoB K nuuy — Ha 51% (p<0,001), rofoBHbIX 60M1€el 1 KpanmBHUUbI — Ha 53%
(p<0,001), ronoBoKpy>eHnn — Ha 26% (p<0,05) B cpaBHeHun ¢ gpyrumu BKK. Mpu
nepeBoae NaumMeHToB 06paTHO € nepkaHmannuHa Ha Tepanuio BKK, koTopble oHK
nonyyanu OO0 WCCNefoBaHUs, 4acToTa OTEKOB HWXKHUX KOHEYHOCTEWN, KpanuBHW-
Lbl M FONMOBHbIX 60OMen BEPHYNACb K MCXOOAHOMY WM MOYTU UCXOZHOMY YPOBHIO.
PaspgenbHas oueHka pesynbTaTtoB Ha OCHOBaHWM ucxogHoro neveHuns bKK nokasa-
na, YTO YacToTa yKasaHHbIX 3aperMcTpnpoBaHHbix HA, 4eTko cHmxxanack Ha nep-
KaHMOMNMHE y NauMeHToB, MOJSly4aBLUMX OO MCCIIeLOBaHWUS Tepanuilo amiogunm-
HOM, HUdegnnmHoM-GITS 1 cdenognnmMHOM, B TO BPEMS Kak pe3ynbTaTbl MO HUT-
peHannuHy ob6cy>xaaTb HEBO3MOXHO M3-3a Manoro Y1cna naumeHToB.

Mo cpaBHeHuio ¢ apyrumun BKK, Tepanus nepkaHmamnuHom conpoBoXxganach
OOCTOBEPHO MEHbLLUEN YACTOTOM BO3HWKHOBEHUSI NEpUDEPUHECKNX OTEKOB Kak
y 6onee MonoAbix NauMeHToB, Tak u y nuu ctapiue 60 net (p<0,001). Ha HavyansHOM
BM3WTE YacToTa NPUNNBOB K NMLY 6bifia BbILLE Y XXEHLLMH B CPABHEHUWN C MYX4YMHa-
MU (55% vs. 25% COOTBETCTBEHHO). JleveHne nepkaHMgunMHOM ConpoBOXAanoCh
[OCTOBEPHO MEHbLLEN YaCTOTON BOSHUKHOBEHMWSA NPUMBOB K NUL, YEM Ha Tepa-
nun gpyrumm BKK — Ha 40% y myX4unH (p<0,05) n Ha 45% y xeHwmH (p<0,001).

O6cyxaeHue. PesynbraTbl JaHHOTO OTKPLITOrO WUCCNENOBaHUS YETKO MoKa-
3anu, 4TO JIeYEHNE NEePKaHUOUMMHOM COMPOBOXAAETCA MEHbLUEN 4YacTOTON yKa-
3aHHbIX HA, No cpaBHEHWIO ¢ ApYrMMN ANUTENBHO [EUCTBYIOLLMMN OUTNOPONMPU-
avHobiMn BKK, npu conoctaBumom cHuxeHun AL n OTCYyTCTBMM OOCTOBEPHOrO
BmaHua Ha YCC. B yacTHoOCTW, Npu cpaBHeHMM ¢ YacTtoTon HA Ha pgpyrmx BKK
NCXOOHO, KYMYNSTMBHAs WM pasgenbHas YactoTa rOonoBOKPYXEHW, nepudepu-
YeCKNX OTEKOB, MPWUIMBOB K NALY, KpanvBHWLbLI U TONOBHbIX 6051ei 6bina focTo-
BEPHO HUXE Ha Tepanuu epkaHngunmHoM (Ha 26-53%). 9To nogTBepXgaeT BO3-
MOXHOCTb TOrO, YTO NIEPKaAHUAUMNMH MOXET 06nafaTtb AOCTOBEPHO YIYHLLEHHbIM
npodunemM NepeHoCMMOCTH Y NauUneHTOB, KOTOPbIM TpebyeTcs Tepanma BKK, npu
COMOCTaBUMOM C HUMW aHTUIrMNEPTEH3NBHOM adhdheKTe.

BbiBogbl. B naHHoe nccnegosaHme 6bin BKIKOYEHbI NauneHTsbl ¢ HA Ha doHe
npepwectsyowen Tepanun BKK, n 6bina nokasaHa BO3MOXHOCTb 3Ha4uTeSb-
HOro yny4LleHus NepeHOCUMOCTM NpenapaToB Npu NepPeBOAE Ha NepPKaHUOUMMH,
Pes3ynbraThl 4aHHOrO MccnepoBaHus, KoTopble B 6yayLliem [OMKHbI ObiTb nom-
TBEPXAEHbl paHOOMU3NPOBaHHbLIM MCCNEAOBaHNEM, BMepBble nokasanu, 4To na-
LUMEHTOB, Y KOTOPbIX BO3HUKaIOT HYl Ha Tepanuum, MOXHO NepeBoanTb Ha 6ornee xo-
pOLLIO MEePEHOCUMBIN Npenapar TOoro Xe Kfacca, yeunmeas TemM cambIM NoTeHUMan
BNmaHuS neveHns BKK y nauneHTtos ¢ Arl.

Ny6nukaumsa. Improved Tolerability of the Dihydropyridine Calcium-Channel
Antagonist Lercadipine: The Lercanidipine Challenge Trial. C. Borgi, M.G. Prandin,
A.Dormi, E. Ambrosioni, rpynna wuccnegosatenen WranbsHckoro ob6uiecTtsa
MMnepTtenauun. Blood Pressure 2003, 12: (Suppl.1) 14-21
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NMPUJTOXXEHUE 2.
WccneposaHue BNuaHNA notpebneHns oepMmeHTUpPOBaHHOIO
MOJIOYHOIro NpoaykKTa, o6oralleHHoro outocTtepmHamu —
[aHakop Ha ypoBeHb JIMNONPOTEUAOB HU3KOM MNJIOTHOCTU Y Nuy,
C runepxonectepuHemMmen

MpoTokon: ABOIHOE Cnemnoe paHAoOMM3VPOBaHHOE UCCNIELOBaHME B Napasnnesb-
HbIX FPYMMNax ¢ KOHTposiem nnaue6o no n3yyYeHuo BNnsHUS notpebneHns pepmeH-
TUPOBAHHOIO MOJIOYHOMO MpoAyKTa, oboralleHHoro cutoctepuHamu (JaHakop)
Ha YPOBEHb NTMMOMNPOTENAOB HU3KOM MIIOTHOCTU Y NNL, C FTMNEPXONECTEPUHIMUEN.

MaTtepwuanbl n MmeToAbl. B npouecce nccnegosaHnsg adpdPeKTMBHOCTU doep-
MEHTUPOBAHHOIO KMcnomMmosno4dHoro npogykta 40 6onbHbix UBC n TN 6b1nn
pasgeneHHble Ha ABe pernpe3eHTaTvBHbIE TPyMmnbl: OCHOBHYIO (18 yenosek)
W rpynny cpasHeHus (22 4enoseka). Bce 6onbHble B TeyeHue 3-HedenbHO-
ro nepuoja uccrnegoBaHuin nonyvanu TPaguUMOHHLIM KYpC NevYeHns, BKIo-
YaBLUMWA TUMOHATPUEBYIO aHTUATEPOreHHylo OueTy, fie4ebHyo OU3KYnbTYpY,
rmppo- u cdmamonpouenypbl. NauneHTsl OCHOBHOM rpynnbl B TeyeHue 3-X He-
Jenb Ha (hoHe AueTbl nony4vanu KUCNoMonoyHbln npoaykt HdaHakop no 100
Mn (ogHa 6aHo4ka obecnedmBana noctynnexve 1,6 r pUToCcTEpMHOB) B AEHb.
lMaumeHTbl Fpynnbl CpaBHEHUS MonyYanu QUeTy ¢ BKIYeHneM nnaue6o B Ton
Xe pose.

Pe3ynbTaTbl. BKknoveHne hepMeHTUPOBAHHOIO MOMIOYHOro npoaykra, obora-
LLIEHHOro pacTuTenbHbiMK cTepvHamn (JaHakop) B kadecTBe OOMONHEHUs K 6a-
31CHOW aHTMaTeporeHHon AneTe Ccrnocob6CTBOBANO CTATUCTUYECKU [OCTOBEPHOMY
CHWDKEHMIO YPOBHS 06L1ero xonectepuHa Ha 18% (p<0,01), a B rpynne cpaBHeHUs
Ha 11% (p<0,05). CHmxeHune ypoBHs XC JIMNHI1 cocTtaBnsno cooTBETCTBEHHO 22%
(p<0,01) 1 15% (p<0,05).

KoHueHTpauus B cbiBOPOTKe Kposu Tpurnmuepmaos 1 XC JINMOHI cHuxanach
(Ha 11%) ToNbKO Y 60SIbHLIX OCHOBHOWM FPyMMbl, NOAy4YaBLUNX (hepMEHTUPOBAHHbIN
MOSIOYHbIW MPOJYKT, O6OralleHHbI pacTuTenbHbiM cTepuHammn (daHakop), a y
NMaumMeHToB rPynMbl CPaBHEHWS B MPoLECcCe JIeYeHUs nMena nub TeHOEHUMIO K
CHUXEHMIO.

CopepxaHue B cbiBopoTke kposu XC JIMBI y 60nbHbIX BCEX rpynnbl UMESO
TEHAEHUMIO K CHUXeHUIo. BennunHa KoadpumumeHTa ateporeHHOCTU CHuXarnach
y 60MnbHbLIX OCHOBHOW rpynnbl Ha 12%, a y nauneHToB rpymnmnbl cpaBHeHUss — Ha 9%.
CyLLeCTBEHHOM AVHAMUKWN OCTaslbHbIX M3yYaeMblX nokasaTtenemn y naumMeHToB BCeX
rpyrnn oTMe4eHo He 6bIso.

O6pallaeT BHUMaH1e U3HavyanbHO HU3KUA YPOBEHb B CbIBOPOTKE KPOBW 60Sb-
HbIx 6eTa-kapoTuHa (MeHee 20 MKr/gs), YTO CBMOETENIbCTBYET O HEAOCTATOYHON
o6ecrne4eHHOCTU 3TUM BUTaMnHOM 605bHbIX BC ¢ 11, 0co6eHHO B OCHOBHOM
rpynne. B npouecce neyeHus otmeyanach TEHAEHUNS K CHUXXEHWIO Mof, AENCTBUEM
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PEPMEHTUPOBAHHOIO MOJIOYHOIO NPOAyKTa, 060raléHHOro pacTUTENbHLIMU CTe-
puHamn (JaHakop), cogepxaHus B CbIBOPOTKE KpoBW GeTa-kapoTtuHa (Ha 10%),
OQHAKO 3TV U3MEHEHUS OblfiM HE OCTOBEPHbI. Y 60SbHbIX FPYMMbl CPABHEHUS 3HA-
YeHUsa 3TOro rnokasarens yBenuinnmce Ha 25%.

3akntoyeHue. BkoyeHne B aHTUATEPOreHHy0 ety OUTocTepmMHOB 6naro-
NPUATHO BNMAET Ha KNMHMYECKYIO KapTuHy CC3, He okasbiBaeT OTpULATENBLHOIO
BO3ENCTBMA HA BUTAMUHHYIO 06€CNEYEHHOCTb U CMOCOOBCTBYET YCUIEHMIO TUMO-
NUNNOEMUYECKOTO AENCTBUSA paumoHa, 4To NposiBNseTca 6onee 3Ha4nTENbHbIM
CHUXEHMEM B CbIBOPOTKE KPOBU YPOBHSI OOLLIErO XONecTepuHa, TPUrMULEPULOB,
XC JIMHMM, XC JMNOHTIT n Benn4umHbl Ko3dhduumeHTa ateporeHHocTn (Ha 8-10%),
4YeM Yy NaumMeHTOB rpynnbl cpaBHeHUs. KNMHMKO-BUOXMMUHECKME NoKasaTenm nog-
TBEPAMN 6€30MacHOCTb NPOAYKTOB, COAepXaLlmx ahmpbl CTEPUHOB, ONSA (OYHK-
LMOHasIbHOro COCTOSAHMSA nedeHn. Mony4veHHble pe3ynbTaThl CBUAETENLCTBYIOT, YTO
3TU (PYHKLMOHANbHbIE NPOAYKTLI MOXHO MCMOSb30BaTh C LieS1bio NEPBUYHO HEME-
OVKaMEHTO3HOWN KOPPEKLMM HapYLLEHWIA NMUMUOHOIO 06MeHa.

Ny6nukauum: lMoroxesa A.B., Oep6erHeBa C.A. «OueHka adheKTUBHOCTH
npuMeHeHus npogykta [daHakop, o60ralléHHOro UTOCTEPUHaMK, B AMETOTE-
panuu 605bHbIX CEepAEYHO-COCYAMCTbIMM 3aboneBaHuammu». Kapguonorus, Ne9,
2008, c.47-49.

NMPUJTOXXEHUE 3.
BnusHue npuéma B nuuly epmMeHTUPOBAHHOIO MOJIOYHOIO
npoaykTa, 060oraléHHOro CNoXXHbIMM acpupamm pacTUTENIbHbIX
CTEepUHOB, Ha YPOBEHb XOJIeCTePUHEMUM Y B3POCTbIX Nitoaen
C runepxonecrepuHemMmen

MpoToKkoN: paHOOMU3NPOBAHHOE OBOMHOE Clenoe KMHU4Yeckoe uccnepo-
BaHME B napanienbHbIX rpynnax ¢ KOHTponem nnauyebo no n3yyeHuo BiK-
AHUA KUCMOMOSIOYHOIO NPOAYKTa, O6OralleHHOro pacTUTENbHbIMU CTepu-
Hamn (JaHakop), Ha ypOBEHb XONnecTepuHa B KPOBWU Y B3POCIHbIX CyObHEKTOB
C runepxonecTepuHeEMmEn.

MaTtepuanbl u metogbl. B aTom uccnegosanmm 194 mncnbiTyembix 6biau
BK/IIOYEHblI B uccrnegoBaHne U paHgoMusnpoBaHbl (99 B rpynne KOHTPOns
n 95, npnHumaswux [daHakop). CpedHuii BO3pacT UCMbITYEMbIX COCTaBNAN
48,9+13,1 roa, npudemM 33% ObININ MYXUUHbI, 67%— XEHLNHbI. MayneHTbl
OCHOBHOWM rpynmnbl ynoTpeonann B TeyeHue 3—6 Hedenb HeXWpHbIA KorypT
OaHakop (2 ynakoBku no 0,8 r ctepnHoB = 1,6r CTEPMHOB B CYTKMW), NAUMUEHTbI
rpynnbl cpaBHEHUS ynoTpebnanu NpoaykT 6e3 pacTUTENbHbIX CTEPUHOB (MNa-
ue60) No 2 ynakoBkW B CYTKMU.

Y BCeX UCMNbITYyeMbIX YPOBEHb XOfleCTEPUHA MPU BKIOYEHUU COCTaBMAN:
JINHM 154,9+1,1 mr/gn, JIMNBIM 64,2+1,4 mr/gn. CpegHee cogepxxanue JIMHI-
XoflecTepuHa B nnasme cratuctuyeckm pasnuyancs (p=0,003) mexay AByms
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rpynnamMv Ha MOMEHT Ha4ana nccnegosaHus, rpynna, npyuHumanLuas JaHakop,
nmena 6onee BbICOKOe cpepHee 3HadveHne (158,1+1,4 mr/gn), 4eM KOHTpPOsib-
Has rpynna (151,8+1,4 mr/gn).

PesynbTatbl. OT0 wuccnegoBaHue [OEMOHCTPUPYET 3HAYMMYIO pasHULy
BO BCel BbIGOPKE MeXy pa3HOCTSAMM nokasartenen 2 rpynn, 4To COOTBETCTBY-
eT cHmxXeHuto yposHs JIMHIM-xonectepuHa Ha 9,5% nocne 3 Hegenb 1 Ha 7,8%
nocrne 6 Hegenb ynotpebnenus daHakop.

YnotpebneHue [laHakop UCMbITyeMbIMU, MOMyYaBLLUMMU Tepanuio cTaTuHa-
MW, NPUBOAMUT K YMeHbLUeHWio ypoBHSA JITHI-xonectepunHa, 61M3KOMYy K TOMY,
Kakoe Mpoucxoamno y UCNbITyeMbIX, He Nony4yasBLunx Tepanun ctaTuHamu.

MapannenbHo co cHxeHuem JIMHIM-xonectepuHa, ynotpebneHne JaHakop
NPUBOAUIIO K CHUXEHUIO OOLLEn XonectepuHemMmnmn Ha 6,2% 4epe3 3 Hepenu
n Ha 4,7% 4epe3 6 Hepenb N HebonbLLIOMY yBenuyeHne copepxanusa JMBIM-
xofiectepuHa.

YnotpebneHne [HaHakop He okasbiBano He6MaronpuATHOrO BAUSHUSA
Ha cofepXxaHue B-kapoTuHa B nnasme, Hopmupyemoro no yposHio JIMHI-
XoflecTepuHa, Korga ucneiTyemble criefqoBany pekoMeHgauusm rno nutaHuio,
CBfI3aHHbIM C YynoTpebfsieHMeM NpoAYyKTOB, O6O0raweHHbIX pacTUTeNbHbIMU
cTepuHamu (gmeta, 6orartas oBoLwlamm n ppyktamm).

3akno4eHune. Takum o06pas3om, NonyyYeHHble pe3ynbTaTbl 4LEMOHCTPUPYIOT
3Ha4YMMoe cHuMxXeHue koHueHTpauuu JIMNMHM-xonectepuHa n obLero xonecre-
pvHa B Nnasme KPoBU NpU HEM3MEHHOCTU KoHueHTpauun JIMNBI-xonectepuHa
N HOPMUPOBAHHbIX KOHLLEHTpauui -KkapoTuMHa B nnasme.

My6nukauun. Hansel B, Nicolle C, Lalanne F, Tondu F, Lassel T, Donazzolo
Y, Ferrieres J, Krempf M, Schlienger L, Verges B, Chapman MJ, Bruckert E.
Effect of a low fat fermented milk enriched with plant sterols on serum lipid pro-
file and oxidative stress in moderate hypercholesterolaemia. American Journal
of Clinical Nutrition 2007, 86: 790-796.
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NMPUNOXXEHMUE 4.
OueHka TepaneBTUHECKON 9KBUBaNIEHTHOCTHU
OpUrnHanbHOro MHAanamMmuaa n HpanaMmmpa-aXXeHepuka
y 60JIbHbIX apTepuanbHON rMNepTOHNEn ¢ NOMOLLbIO
paHAOMU3NPOBAHHOIO NEPEKPECTHOro UccnefoBaHus

MpoTokon: MHOrOLIEHTPOBOE, PaHOOMM3VPOBaHHOE, MEPEKPECTHOE NccreaoBaHe.
CpaBHeHWe aHTUIMNEePTEH3MBHOMO adhdekTa mxeHepuka niganamuaa (k) ¢ opurun-
HaubHbIM NpernaparToMm, NMpPeacTaBfieHHbIM Kak B 0ObIMHOW, Tak U B peTapaypoBaHHON
nekapcTBeHHON dhopMe, [Nl OLIEHKM ero TepaneBTUHECKON SKBUBANIEHTHOCTU.

Lenb. OueHntb 3¢0(PEKTUBHOCTb MOHO- Y KOMOVMHMPOBAHHOW aHTUIMNEPTEH3MB-
Hon Tepanum (KAI'T) npenapatamm nHganamuga B codetanmm ¢ VAMN®D nmsmHonpunom
Y BAaHHOW rpynrbl 60SbHbIX.

Matepuan 1 metofabl: BKIOYeHbl 64 nauveHTa (26,6% — MyxumH) ¢ Al |-l cT.
CpepgHuii Bo3pacT 57,8+9,8 net. [asHoctb Al B cpegHem 10,0+8,5 net. 3asepLumnm
uccnepnoBanve 59 60nbHbIX. [Jo BKNOYEHUs B UccrnegosaHve 61 naumeHT nony4an pas-
NNYHYIO aHTUIUNEePTEH3MBHYIO Tepanuio (AlT): MOHOAHTUIMNEPTEH3UBHYIO Tepanuio
(MAI'T) — 20, KAI'T — 41, Tonbko 48,4% perynspHo. Hambonee 4acto HasHay4anmcb
VAI® —48,3%, B-Ab — 26,6%, [1 — 26,6%, AK — 9,4%.

Mepvog HabnogeHus — 16 Heq. (2 Kypca 6-HedenbHOro feyYeHns + 2 OTMbIBOYHbIX
2-He[enbHbIX NeproaoB).

MepBbin kypc: kM 2,5 mr, n=32, vs **opurmHabHbIi Hganammng 2,5 mr (Oph 2,5)
n=16, NM60 ***opurnHasbHbIN Hganamug petapg 1,5 mr (OpAP 1,5), n=16. Yepes 3
Hen. npu HepgocTvkeHun LIAL po6asnancsa ****nuanHonpun 10 mr/cyt. Bropon Kypc:
B rp. Ix 1 OpN/OpUIP 4epes 2 Hef. nocre OTMEHbI Mpenapara MeHsNM ero Ha gpy-
rovi: OpU 2,5/0pUP 1,5 mr/cyT. (1/1) vs Ik 2,5 mr/cyT. + nuauHonpun 10 Mr/cyT. Yepes
3 Heq. ana poctkeHuns LA

Cxema uccnepoBaHusl.

Panpomusauums MHOAN WHOAN
OTMeHa Tepanuun A== ===- A O6biuHas
/ \ Tepanusa Al'
\
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PesynbTtathl. Yepe3 3 Heg. MAIT mn3ydyaembiMu npenapatamn nHganamuaa
npyvsoguna K goctosepHomy cHmxeHuo CALVOAL, pasnuuma mexay rp. 6binun He-
poctosepHbiMu. [Job6aBneHne nuanHonpuna B gose 10 Mr/cyT. npuBoamno K go-
nonHuTensHoMy cHuxenuio ALl. CymmapHoe cHuxeHue ALl coctasuno 18,4/10,3
MM pT.CT. B rp. [xW vs 19,7/10,4 mm pT.cT. B rp. OpW n 17,5/9,7 mm pT.CT. B Ip.
OpUP (pasnuune mexay rp. p>0,05). CpegHue gosa nmsmnHonpuna coctaeuna 5
mr/cyT. pna kW vs 4,5 mr ana OpW n 5,3 mr gna OpUP.

3akntodeHue. VHpan aBnsetcsa 3PdEKTMBHbIM MNpenapatoM B Jie4eHUU
Al" n no3BonseT gocTuyb ypoBHA «uUenesoro» AL npyu MAIT y ~ 50% 605bHbIX
Al n ~ 82, 8% npu KAI'T. Pe3ynbtaThl UCCNegoBaHWs nokasanu, 4To OOCToBep-
HbIX Pas3nnynii B aHTUrMNEPTEH3NUBHOM 3DPEKTE TPEX UccedyemMbix Npenaparos
(Ox, OpU n OpAP) He 6bino BbiSBNEHO. [10CTOBEPHbLIX OTNINYUIA B perMcTpaumnm
NOBOYHLIX IBNEHUIN U, cnegoBaTesibHO, MEPEHOCUMOCTUN U 6e30MacHOCTU Tepannn
n3yyaembIMu NpenaparaMmu nHganammaa BbisiBfieHO He 6b1no (p>0,05).

Ny6nukauumn: Mapueswnd C.10., Kytnwenko H.M., AHnykos O.A., Benonvneukas
B.I'., KoHueas A.B., JlykuHa 10.B., TonnbirvHa C.H., Wunosa E.B., fikycesu4 B.B.
OueHka TepaneBTUHYEeCKOW SKBMBANIEHTHOCTU OPUrMHANBHOMO MHAaAnamMmmaa u uH-
JanamMmupa-mkeHepuka y 60MbHbIX apTepuarnibHOM rmnepToHNEN C NOMOLLbIO paH-
AOMN3NPOBAHHOIO NepPeKpecTHOro nccnegoeaHms. PaumMoHanbHas papmakoTepa-
nusa B kKapanonormun.2007;3(2):26-30.

Mapuesu4 C.1O., Kytuwenko H.T., Anndkos [.A., Benonuneukas B.I"., KoHueBas
A.B., llykuna 10.B., TonnbirmHa C.H., lUnnoea E.B., AAkycesny B.B. U3y4eHune agp-
PEKTMBHOCTN N MEPEeHOCMMOCTM npenapaTta VMHgan B cpaBHeHUM ¢ ApuUdOHOM
n ApudoHoM peTtapg y 60MbHbIX MAFKOM U YMEPEHHON apTepuanbHON rmnepToHU-
€I, Ha3Ha4YaeMbIX Kak B BUAe MoHoTepanuu, Tak n B KoMGuMHaumm ¢ nHrmbutopa-
Mn AMN®. MHoroueHTpoBoe, paHOOMN3NPOBAHHOE, NEPEKPECTHOE UCCNEAOBAHME.
Poccuiickuin kapguonormnydeckuii xypHan. 2006;(2):73-6.

PaunoHanbHasa dapmakoTepanusa 60SbHbIX CepaevHO-CoCyancTbiMn 3abone-
BaHusMU. Mpumep nccneqoBaHns, BbISBUBLLETO KIIMHUYECKYIO 3KBMBASIEHTHOCTb
opurMHanbHoOro npenapara (B ABYX JIeKapCTBEHHbIX hopmax) 1 npenapara-axe-
Hepuka. HaunoHanbHble KnMHMYeckne pekomeHgaumm. CéopHuk. 2009; 204-5

MpumeyaHue: “*ApncoH, ***ApudoH-petapa, Cepebe, paHuums.
IxeHepuku: * Unupan, ****Oanpun, MNpo. Meg. LIC lNpara, Yexus.
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NMPUNOXXEHME 5.
I'Ipumep uccnepnosaHuns, BbidsBnBLUEro KJIMHN4YeCKyro
9KBMBaJIEHTHOCTb OPUIrMHAJNIbHOIO Npenaparta
N npenapaTta-pXeHepuka

Mpobnema 3ameHbl MpernapaToB akTyasibHa, OCOOGEHHO B CBA3W C MOSIBMIEHUEM
Ha OTEYECTBEHHOM PbIHKE 3HAYMTESILHOrO KONMMYEeCTBa KOMUA OpUrMHabHBLIX Mpena-
paToB, UNu mKeHepPUKOB. [pyn 3TOM Ka4eCTBO O)KEHEPUHECKMX MNpenaparos B OTHOLLE-
HUW TepaneBTUHECKOWN 3KBUBASIEHTHOCTM OPUrMHAIILHOMY Mperapary He OfVHaKOBO,
0 YeM CBUOETESLCTBYIOT AaHHble MpoBedeHHbIX HEMHOMOYMCIIEHHbIX UCCIedoBaHUN.
MonyyeHne 06LEKTUBHOM MHADOPMALIMM O K&XKOOM HOBOM [DKEHEPUKE A1 MpaKkTU4ec-
KOro Bpaya kpaviHe Heo6x0oUMO.

[aHHble 0 conocTaBUMOCTU KITMHUYECKOrO adpdrekTa GOSbLUMHCTBA [HKEHEPUKOB
N OpUrMHaSIBHOIO Mpenapara OTCYTCTBYIOT, MOCKOJSIbKY CPaBHUTENbHbIE MCCNenoBa-
HUS BbIMOSTHAIOTCH [OBOJILHO PefKo. B KIMHMYeCKnx pekoMeHgaumsax oTMe4aeTcs, YTo
NCrMonb3yeMbli npernapar Oo/MKeH ObiTb Ka4eCTBEHHbIM, XOPOLLIO NepeHOCUTLEA 1 06-
napgatb yoo6CcTBOM npuemMa, OgHaKo Jasieko He Bce IKEHEPVKU yOOBMETBOPSIOT 3TUM
TpeboBaHUAM.

B peaynsrate 605iee HU3KON CTOMMOCTU IKEHEPUKU [OCTYIMHbI GomnbLUeMy Yncry
naumeHToB, NOSTOMY 06bEMbI NPOOAX [MKEHEPUYECKUX NpenapaToB pacTyT BO BCEM
Mupe. Ona pernctpaumm mxkeHepukos B Poccun o6s3aternbHa OLeHKa COOTBETCTBUSA
KONMU4ECTBEHHOIO U Ka4eCTBEHHOrO CocTaBa, (PU3NKO-XMMUYECKUX CBOWCTB W hap-
MaKOKVHETUYECKOW SKBMBAIIEHTHOCTU IPKEHEPUHECKUX U OPUrMHANBHBIX Npenaparos.
[onyckaemble POCCUNCKNM 3aKOHOLATENBLCTBOM OTKIIOHEHUS MO 3TUM MnapamMeTpam
NPUBOIAT K PErNCTPaLmm JIEKapCTBEHHbIX MPenapaTos, MMEOLLMX OANHAKOBOE MeEX Y-
HapoOHOe HernaTeHToBaHHOE Ha3BaHMeE C OPUrMHAIIOM, OHAKO CYLLIECTBEHHO OT/n4ato-
LMXCSA MO rnokasaTenam TepanesTn4eckon adpdeKTMBHocTU. No3Tomy nccrnegoBaHns,
MOCBSILLIEHHbIE CPABHUTESILHOMY U3YYEHMIO KITMHUYECKON 30pdheKTMBHOCTM 1 6e3onac-
HOCTW HOBbIX [DKEHEPUKOB N OPUMMHASIBHBIX MPenaparos, KpanHe akTyasbHbl. Hike
NPUBOJMNTCA Kak NpuMep UCCneqoBaHne Mo N3y4YeHuo ConocTaBMMOCTU OpUrMHarbHO-
ro 1 [HKEeHepu4ecKoro npernapara amsiogunuHa B IeYeHun apTepuarnbHOM M1nepToHUN.

HassaHue. [JocTkeHne LieneBoro ypoBHs apTepuarisHOro AaBeHns y 605bHbIX ap-
TepuasibHOM N'MNepTOHNEN: OPUMMHASTBHBIA U [DKEHEPUHECKUI Npenaparb! amiogunmHa

MpoTokon: OTKPLITOE, PaHOOMU3MPOBaHHOE, NapaslsiesibHoe, CPaBHUTENBHOE UC-
CriefjloBaHue o n3y4eHnio 3peKTUBHOCTU N MEPEHOCMMOCTU HOBOIMO I)KEHEPUHECKO-
ro npenapara amsiogmnuHa «Ctamno M» B cpaBHEHUM C OPUTMHANBHBIM NpenapaTom
«Hopsack» y 60nbHbIX apTepuansHor runeptoHuein |-l ct (Al n B koMbuHaumm ¢ vH-
rMMOUTOPOM aHMMOTEH3MHMPeBpaLLatoLLero depmMeHTa Jiuctpunom (nuaunHonpun, «Dr.
Reddy's», Hgns1) n Mnotnasugom (rmgpoxsioptvasung).

Matepuvan n metogbI: BktodeHsl 60 naumeHTos ¢ Al | u |l cT. OamtensHocTb neve-
HUS KaxkabiM npenapatom coctaensana 10 Hegenb. KOHTPonb ahdeKTMBHOCTU U KOop-
pekumsa [03bl OCYLLECTBANMCL KaxKable 2 HEeQenu 3a nepeble 3 BU3UTa paHooMu3a-
LMOHHOM Tepanuu, NocnegHUA 3tan ¢ BO3MOXHbIM fobasneHvem rmnotmasuga 12,5
MI unm 6e3, anuncs 4 Hegenu.
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Pesynbtathbl. B 06eunx rpynnax Habniogancs BblpaXKeHHbIA TMNOTEH3UBHBIA -
PEeKT, OOCTUraloWNN CTAaTUCTUHECKOM 3HAYMMOCTU YXXe Ha (poHe MOoHOTepanun K
2-M 1 4-M Hefensm Tepanun, Kak npy nedeHmn Ctamno M, Tak n Hopsackom.

OpvirnHanbHbI Npenapat amnogunuHa Hopsack 6bin1 adhheKkTUBEH B 6ONbLLEM
yucne cnyvaes B Buae MoHoTepanum B fode 10 Mr, ogHako gosa 5 Mr nossonuna
poctuyb uenesoro A1y 60nbLUero KonmyecTsa naunmeHToB, nonydarowmx Tepanmio
Ctamno M. o cpaBHEHUIO C OpUrMHanbHbIM NpenapaTrom — HopBackom — npu neve-
HUK pxeHepukom amnoamnuHa Ctamno M gob6aeneHue kK Tepanum npenapata MAMN®
Jlnctpuna notpe6oBanocb B HECKOSIbKO 60MbLLEM Yuche ciydaeB. CTaTUCTUYECKM
3HaAYUMBbIX PasnMunMii Mexay npenapaTamm no BaMaHUIO Ha yposeHb Al n YCC BblI-
SIBNEHO He 6bIn0. HoBbIN mxeHepuyeckui npenapat amnogunuHa Ctamno M B pose
10 mr/cyT. (MOHOTEpanus) NO3BONMA OOCTUYb LieneBoro yposHa ALl 6onee yem y no-
NoBuHbI 605bHbIX ¢ Al 1 n Il T, a npy go6aBneHnn nuctpmna B fo3e 10 Mr 1 B He3Ha-
YUTENIbHOM KONMUYECTBE rmnoTmasmaa QOCTVKEHUE LeneBbix ypoBHen ALl pocTurno
89%. Llenesoro ypoBHs B rpynne Hopeacka yganock foctuyb B 96% crny4aes.

Mpn npumeHeHnn 10 mr Ctamno M oTMevanocb HeCKosbko 60nbLue no6o4-
HbIX 9OGEKTOB, YEM Ha hOHe NneveHnss HopeBackom B BMAE OTEYHOro CMHOpoma.
BbIfBNeHHbIE MOBOYHbIE peakumm B GONbLUMHCTBE ClyYaeB He HOCWIN CEPbE3HOrO
XapakTepa, 6blnn OXXMgaembl U pasnuymns Mexxay npenaparamu 6binm ctaTmcTnyec-
K1 HE 3HAYNMbI.

M3y4eHne KIMHNYECKOW 3SKBUBANIEHTHOCTU OPUIMHANBHBIX U OXXEHEePUYECKUX
npenapaToB akTyaslbHO, MNOCKOSMbKY M3BECTHO, YTO MPUHMHON HU3KOW NPUBEPXKEH-
HOCTU NAaUMEHTOB K JIEYEHUIO aHTUMMNEPTEH3UBHBLIMWU MpenaparamMun SBAsaoTCA Kak
PMHAHCOBbIE COOBPAaKEHWNS, TaK U ornaceHns No6oYHbIX 3ddekToB. OgHaKO MMEHHO
OaHHble 06CTOATENLCTBA CHMXKAIOT 3EKTUBHOCTL BTOPUYHOM NpodomnakTmkm Al.
BaxkHoe npemMMyLLIECTBO [KEHEPUKOB 3aKIoHaeTcs B UX 601ee HU3KOW CTOMMOCTH.
OpnHako 3amMeHa oOpurMHanbHOro Npenapara [KEHEPUKOM HE OOMKHa yXyaLwaTb Ka-
4YeCTBO NMPOBOAUMOIO fIEHEHUS.

3aknioveHue. PesynbraTbl NPOBEAEHHOrO CPABHUTENBHOMO WCCNEeAoBaHUs
MO N3y4EHNIO HOBOIO [KEHEPUHECKOro npenapara amnogmnuda «Ctamno M» ¢ opu-
rMHanbHbIM npenapaTom «HopBack» y 60MbHbIX apTepuanbHon runeptoHven |-l
CT B LiefIOM NPOAEMOHCTPUPOBANN TEPaANEBTUHECKYIO SKBUBANIEHTHOCTb U3YYaeMbIX
npenapaToB y naumeHToB ¢ Al. HoBbI [XeHepuK amnogunuHa maneart — «Ctamno
M» — aBnseTca adpPeKTUBHBIM U 6€30NacHbIM MMNOTEH3MBHBLIM CPEACTBOM, HE yC-
TynaroLwmm No KIMHUYECKON 3(PEKTUBHOCTM OpUrMHANBLHOMY Npenapary amioau-
nuHa 6ecunarta — Hopeacky. Hannune no6o4HbIX 3hheKkToB, 3aperncTpupoBaHHbIX
npv ero NPMMEHEHUN, TUNNYHO OJ1s FPYMMbl NPenapaToB amoamMnnHa, OOHAKO He-
CKOJTbKO MPEBbLILLAET MO YacToTe pas3BUTMA NOBOYHBLIX 3IEKTOB HA HOHE NpUMe-
HeHua Hopsacka.

My6nukauum: C.10. Mapuesuy, H.A.ImiTtpureBa, A.[1.[ees, J1.A. Cokonosa, B.B.
fAkycesuy, HO.B.JlykuHa, A.B.3axaposa, A.A.Cepaxum, B.IN.BopoHnHa «JocTnxeHne
LieNneBoro ypoBHs apTepmanbHOro AasneHus y 60bHbIX apTepnanbHON rmMnepToHu-
eN: opuUrnHanbHbIN N [KEHEPUYECKUI Npenapartbl amnogunuHa» PaumoHanbHas
GapmakoTepanus B kapguonorun. 2009; Ne6: 35-40.
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NMPUNTOXXEHMUE 6.
CpaBHeHue Tepanuun, ocHoBaHHOU Ha KApeeaunone
n METonponone y 60JIbHbIX apTepuanbHou rinepToHuen
M N36bITOYHON Maccou Tena/oXXUpeHneMm: MHOroLLIEHTPOBOE,
OTKpbITOE, NapannenbHoe, paHAOMU3NPOBaHHOE
uccneposaHue, HanpasJieHHOe Ha OOCTMXXeHue Lenesoro
yposHA Al npu anutenbHon Tepanun. KAMEJIUA

MpOoTOKON: MHOrOLEHTPOBOE, OTKPLITOE, B ABYX NMapasnenbHbIX rpynnax co CTy-
neH4aTbiM NOA60POM A03bl, paHAOMU3MpoBaHHoe (1:1).

MaTtepuan v metoppl: OLeHNBaNM aHTUIMNEPTEH3NBHBIN U METAB0NNYECKUIA
adhpekTbl Tepanum (24 Hepd. neveHus), ocHoBaHHoM Ha *Kapeeaunone (K), B cpas-
HeHun ¢ **meTonpononioMm (M) y nauneHToB ¢ AT 1 n3bbiTodHon MT/Ox (n=320
(M = 32%) > 18 net ¢ Al I-ll cT. n n3bbiTo4HoN MT/Ox (25<NMT<40 Kr/m?) ¢ He-
apekeatHol Tepanuen AlN). Jledenne: K 25 mr 2 mr/cyT. vs M 25 mr 2 pasa/cyT.;
npeaycMoTpeHo yaBoeHue 0o3dbl B-Ab 1 nepesof Ha KAl T ***amnogunuHom (Amn)
5-10 mr n I'xt 12,5-25 mr/cyT. gns poctvxenus LIAL.

PesynbTathl: B 06eunx rp. oTMevanock goctoBepHoe cHuxeHne CAL v OAL,
pasnuunii Mexay rp. He 6bin0. MNMepeBod NaUMEHTOB HA KOMOUHMPOBAHHYIO Tepa-
nuMo n TuTposaHne Amn mn I'xt B rpynne M npoBogunock vatue, 4em B rpynne K.
Has3Ha4veHune B-AB npuBeno K cyuiectBeHHOMY CHWxeHuto YCC, pasnuunsa mex-
gy rp. otcytcteoBanu. LA gocturHyto B rp. Ky 96,2% naumeHTtoB vs rp. M —
y 95,5%. B rp. K BbIIBNEHO OOCTOBEPHOE CHUXEHWE YPOBHS MOKO3bl (p<0,01)
n MK (p<0,0001), TeHgeHUMsA K cHMXeHWo ypoBHA OXC n XC JTHI. Beino 3ape-
rmcTpupoaHo 34 HA — 24 B rp. Kvs 10 B rp. M (p<0,05), ogHako no 4actote HA,
CBSA3aHHbIX C Npuemom B-AB, pasnuumin Mexay rp. He 6bIn0.

3akntoyeHue: Tepanma Al K unn M nossonset goctudb LA y 605bLINHC-
TBa MaumeHToB ¢ n3bbiToHHOM MT/OX, HO NepeBod Ha KOMOMHUPOBaHHYO Tepa-
nuio B rpynne K TpeboBancsa pexe. Oba npenapata 6bi1v MeTabonn4eckn Hem-
TpanbHbl. Kpome Toro, K npnBoann K OCTOBEPHOMY CHUXKEHUIO YPOBHS MOKO3bI
n MK kposw.

My6nukauun: Mapuesud C.1O., Kytnwenko H.M., Wunoea E.B., Oees A.L.,
LWanbHoBa C.A., OraHoB P.I'. CpaBHeHMe Tepanum, OCHOBaAHHOM Ha KapBegunione
N MeTonponosne y 60sbHbIX apTepuanbHON rMNepToHnen U U3bbITOYHON Maccon
Tena/oxupeHnem. MepBble pesynbraTel uccnepgoanua KAMEJIUA. Poccuiickue
KNUHWYECKNE U 3NUOEMUONOTMYECKME UCCnenoBaHusa B Kapauonorun. Mocksa,
2010, c1p.34-35

MpumeyaHue: [DxeHepukn: *Begukapgon, ***Amnopyc, CwuHTes, Poccus,
**3runok, 3ruc, BeHrpus.
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NMPUNTOXXEHUE 7.
CpaBHUTeNIbHOE U3y4yeHne HOBOro npenapara meTonporsiona
TapTpara nposIOHrMPOBaHHOro AENCTBUA — Arusioka petapp,
M OpUrMHanbHOro npenapara MeTonposnona cykumHara — beranoka
30K y 6051bHbIX MArKOW U YMEpPEHHOW apTepuaribHOW rMnepToHMEN

MpoTtokon: PaHOoomn3nMpoBaHHOE, OTKPLITOE, MEPEKPECTHOE MUCCnepoBaHue sd-
PeKTMBHOCTM 1 6e30MacHOCTX HOBOro Mperapara MEeTONposona TapTpara nporioHu-
POBaHHOMO AENCTBUS «Orumnok petapg» y 60MbHbIX MArKOM 1 yMEepPEHHOM apTepuasibHON
rMMNEepPTOHMEN B CPABHEHWM C OPUTMHASILHBIM MPenapaToM MeTonposiona cykKuuHara —
«Betanok 30K», BO3MOXHOCTV OOCTMXKEHMS LIENEBOro YPOBHS apTepuarnbHoro aaene-
Hua (AL) Npy NeYeHn KaxxabIM NpenapaToM.

MaTepuvanbl n MeTofbl: B UccnenosaHun yyactsosasio 30 Yenosek — 11 My>X4uH
N 19 XeHLUWH, CTpajatoLLMX MArKOM 1 YMEpPEHHOW apTepuanbHOW runepToHuen (Al).
Mepen HayanoMm MCCnepoBaHWa BCEM MauyeHTaM OTMEeHsNach paHee MCnorb3yemas
runoTeHauBHas Tepanus Ha 10-14 gHelt. Kaxabii N3 naumeHToB noo4epeHo Npoxoamn
6-HepenbHoe nedeHne Arunokom petapg (AP) n Betanokom 30K (B3) B fose 50-100
Mr. ocne oTMeHbI NPeaLIEeCTBYIOLLEN aHTUIMNEPTEH3NBHON Tepanuu NaumeHTy HasHa-
yarnocb ne4enve b3 vnn OP (no Tabnuue paHgommsauum) B fgose 50 mr. Mpenapartbl
NMPUHUMaITUCb OIMH pPa3 B CYTKW. Tepanuio nepsbiM paHOOMU3aLMOHHBIM NpenapaTom
3aBepLumnuy 29 4Yernosek, BTOpbIM — 25 nauneHToB. Yepes ABe Hefenu oLeHnBanach
3hhEKTMBHOCTb Tepanum Mo JOCTMKEHWIO uenesoro yposHs AL (<140/90 mm pT cT).
Mpn HepocTaTo4HOM adhchekTMBHOCTN 6eTa-aapeHoonokaropa (bb) yepes 2 Hemenu
[o3a npenapara yasavsanacb Ao 100 Mr/cyT., Npy OOCTVXKEHUM Lienesoro yposHa AL
— ocTaBarnach npexHen. JledeHve nogobpaHHOW [030M NPOBOAUSIOCH B TEYEHNE Cre-
oyromx 4 Hepenb. Nocne 6-HepenbHOro NleyYeHUs NepBbIM paHOoOMU3aUMOHHLIM Mpe-
naparoM rMMnoTEH3NBHas Tepanusa oTMeHsanack Ha 10-14 oHein B 3aBUCUMOCTM OT J03bI
Bb. Ha kaxgom Buaute oueHmsanock odmcHoe AL, YCC, permnctpuposanach IKI.
Mo AHEBHWKY CAMOKOHTPONSA, pesynsratam onpoca, ocMoTpa, AaHHbIM KT pernctpu-
poBanuck nobo4yHble sdhdpekTsl Bb.

Pe3ynbrartbl: Mocne 6-HegenbHOro nederHus 9P n B3 cpegHuin ypoBeHb CUCTONM-
Yyeckoro ALl cHusuncs Ha 15,7 n 15,2 mm pT cT, anactonuyeckoro ALl cHusuncs Ha 8,0
n 4,5 mm pt cT, YCC — Ha 4,1 1 4,3 yA. B MVH. COOTBETCTBEHHO. Paznuunsa mexay runo-
TEH3UBHbIM W 6pagmKapoUTUHEcKUM adPdEKTOM UCCEQyEMBIX NpenapaTos CTaTucTy-
Yeckn He 3Ha4MMbl. Lienesoro yposHst AL npu Tepanum o6oumn BB yaanock Joctuyb
NpUBNM3NTENBEHO B NOMOBUHE Cnyyaes — Y 48% 60nbHbIX, nonyyaswmx B3 n y 56%
naumeHToB, NpMHMMaBLIMX JP. Bonbluee 4nicio No6o4HbIX ddeKTOB 6bISIO 3apernc-
TprpoBaHo BoO BpeMs NeveHus B3 (p=0,003). BonbLUMHCTBO MOGOYHbLIX pEaKLMA HE HO-
CUJIO Cepbe3HOro Xxapakrepa, a Mo CyObEeKTMBHOM OLEHKEe NaumMeHTOB NepeHOCUMOCTb
npernaparos He oT/iyanacs.

3akntoyeHue. o pesynsratam UccefoBaHVs HOBbIV Npenapar MeTonporona Tap-
TpaTta npOSIOHrMPOBAHHOrO AENCTBMA — OrufioK petapg Npu Ha3Ha4YeHn B TeYeHve 6
Hep naumeHTaMm C MArkom 1 yMepeHHoW apTepuasibHOM rMnNepToHuen B BUAE MOHOTEpa-
N He OTNN4YaETCA MO APAEKTUBHOCTM 1 6E30NACHOCTM OT OPUMMHASBHOIO Npenapara
METOMPOsosa CyKumHaTa nposioHrMpoBaHHoro genctens — betanoka 30K.
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My6nukauun: 10.B. JlyknHa, A.[. Oee., H.A. Omutpuresa, H.1O. MeaHeHkoBa, A.A.
Cepaxum, I'.d. Angpeesa, C.10. Mapuesund «CpaBHUTENBHOE U3yHEHNE HOBOro npena-
paTa MeTonposona TapTpara nposioHr MPOBaHHOrO OENCTBUA — Jrnnoka peTapa u opu-
rMHasIbHOro nNpenapara MeTonponona cykumHata — betanoka 30K y 605bHbIX MAMKON
N YMEPEHHON apTepuasibHOM rmnepToHven». PaumoHansHan dapmakotepanus B Kap-
Jwonorun 2005;3:35-40

MPUNTOXXEHUE 8.

CpaBHeHMe HOBOro JpKeHepuKa u opuruHanbHoOro npenapara
paMmunpuna y 605bHbIX apTepuanbHON rMNepPTOHNEN U BbICOKUM
PUCKOM CepAeYHO-COCYAUCTbIX OCIOXKHEHUN

MpoTOKON: OTKPLITOE, PaHOOMM3NPOBAHHOE, MEPEKPECTHOE MCCrefoBaHe -
PEKTUBHOCTM [KEHEPNYECKOro npenapara pamunpuna Xaptmn® (3ruc) n opuriHans-
Horo npenapara Tputaue® y 60nbHbIX apTepuansHOM rmnepToHmen (AlN) 1-2- cteneHu
C BbICOKMM CEPAEYHO-COCYANCTLIM PUCKOM.

MaTepuvan n metofbl: BKItOHEHbI 27 NaUMeHTOB (14 My>XUMH U 13 XeHLLWH) c Al 1-2-
M CTENeHM C BbICOKMM PUCKOM, OBYCIOBSIEHHbIM codeTaHnemM AlT ¢ nemmyeckon 6o-
Ne3HbIo cepaua, caxapHbiM OMabeToM, MO3roBbIM MHCYNBTOM (B aHaMHese). Kaxabi
NauMeHT NOOYEPENHO MoMnyYan B TeHeHWe 6 Heenb KEHEPUHECKUIA U OPUTMHASTBHBIN
npenapar pamunpuna. AHTUIMNEPTEH3UBHaA 3(PdEKTUBHOCTL (LENEBON YPOBEHb
Al <130/80 MM pT.CT.) oLeHmMBanach kaxxable 2 Hegenu. Npu HeadhhekTUBHOCTU Tepa-
nvn 0o3y yasaveann 1 go6asnsanu amnoaunuH (KapgunonvH, 3ruc). Yepes 6 Hegenb
NeYeHns NepBbIM NPenapaTom NMPOBOAMIM JIEHEHWE BTOPbIM NpenapaToM pamunpuna.

Pesynbratbl. B pesynsrate 6-HeOenbHOro fieveHns XapTuinom CpegHui ypoBeHb
cuctonudeckoro ALl (CAL) cHmannca Ha 20,0 MM PT.CT. MO CPaBHEHWMIO C UCXOAHbLIM,
nocne 6-HepenbHOM Tepanumn Tputaue— Ha 22,2 MM pT.cT. CpegHnii ypoBeHb AnacTonum-
yeckoro ALl (OAL) cHmamncs Ha 10,8 n 8,6 MM PT.CT., COOTBETCTBEHHO (Pa3nnNymns MeX-
Zy npenaparamu HeaHaumMbl). HasHaueHre KapgunonuHa notpebosanocs 20 naumeH-
Tam npu neveHun Xaptunom n 16— npm Tepanum Tputaue. JocTyb LeneBoro ypoBHs
Al <130/80 mm prt.cT. yganocb y 10 601bHbIX (38,5%) npu nedeHun Xaptunom ny 13
60nbHbIX (50%) MpY UCMONB30BAHUM OPUTMHANBHOrO pamunpuna (Pasnuuna Mexay
npenaparamm He3Ha4YMMbI).

cAll 2 Hen ALLA Hen cANl 6 Hen

M xaprien 1 Turaus M xaprin O Tpuraye

Pucyrok 2. MameHeHne nokazatenen cAll B peaynstate PucyHok 3. MameHeHue nokazaTtenen gAfl B peaynsTarte
repanuu (A& cAl) Tepanuu (A pALd)
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3aknoyeHne

MokasaHa TepaneBTMHECKast SKBUBANIEHTHOCTb [PKEHEPUHECKOrO Npenapara pamu-
npuna XapTtunia n opurmHanbHoOro npenapara pamvnpuna Tputaue.

My6nukaumn: Mapuesuy C.1O., JlykmnHa 1O.B., Omutpuesa H., A., Jlepman O.B.,
TonnbirmHa C.H., Cepaxum A.A., BoporuHa B.I1., Makcumosa M.A., Opo3zgosa J1.1O.,
3axaposa A.B. «CpaBHeHMEe HOBOIro MKEHEpPMKa U OpUrMHaNbHOro npenapara pamu-
npuna y 60MbHbIX apTepUaribHON MMNEPTOHMEN U BbICOKMM PUCKOM». PaumoHanbHas
hapmakoTepanus B kapavosnorin. 2010;6(1):20-28





