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MpeancnoBue

1 MOArOTOBINEH O6wecTBOM C orpaHu4eHHoin oTtBeTcTBeHHocTbio «MEAUTECT» Ha ocHoBe
CcoBCTBEHHOTO ayTEHTUYHOMO MepeBoAa Ha PYCCKUM ASbIK MEXAyHapoaAHOro cTaHaapTa, yKasaHHOro B nyHkTe 4

2 BHECEH TexHuyecknm komuTeToMm no ctaHaaptusaunm TK 436 «YnpaBneHue kayecTBOM Meau-
LUMHCKNX N3aenuin»

3 YTBEPXIEH W BBEAEH B JENCTBUWE MMpukasom deaepansHOro areHTCTBa N0 TeXHUYECKOMY
perynuposaHuio u metponorim ot 10 noHa 2015r. Ne 632-cT

4 Hactoswwnii cTaHgapT sABnsieTcs MOAUMULMPOBAHHBIM MO OTHOLUEHUIO K MEXAYHapoAHOMY AOKy-
meHTy Llenesoi rpynnel no rnobansHol rapmoHusaumm (Global Harmonization Task Force-GHTF)
GHTF/SG5/N2R8:2007 «MN3penus meauumHckme. KnuHnyeckas oueHka» (GHTF/SG5/N2R8:2007 «Medical
devices. Clinical evaluation») nyTem usmeHeHuUs ero CTpykTypbl 4N NpUBEEHUs B COOTBETCTBUE C NpaBuiamu,
yctaHoBneHHbIMUM B TOCT 1.5—2001 (noapasaensi 4.2 1 4.3).

CpaBHeHWe CTPYKTYpbl HACTOSILLEro cTaHAapTa co CTPYKTYPOM yKa3aHHOro MeXayHapoaHOro JokyMmeHTa
npuBeaeHo B AOMNOMHNTELHOM NpunoxeHun A

5 BBEJEH BMNEPBbIE

lpasuna npuMmeHeHuUs1 Hacmosiweao cmaHOapma ycmaxosneHsl 8 FOCT P 1.0—2012 (pasden 8).
UHepopmayust 06 usMeHeHUsIX K HacmosiujeMy cmaHOapmy rybriukyemcsi 8 exxe200HOM (110 COCMOSIHUK Ha
1 siHeaps1 rpedbidyujeco 200a) UHGhOpMaUUOHHOM yKa3amerne «HauuoHansHbele cmaHdapmely, a oghuyuars-
HbIU meKem U3MeHeHUU U oNnpasoKk — 8 eXeMeCsI4YHOM UH(hOPpMaUUOHHOM yKkazamerne «HauyuoHanbHble
cmarOapmei». B criydae nepecmompa (3aMeHbi) Unu ommeHbi Hacmositeao cmaHd0apma coomeemcemayio-
wee ysedomneHue bydem onybriukosaHo 8 briuxalitieM 8biflyCcKe eXXeMeCAYHO20 UHGHOPMaUUOHHOZ0 yKa3a-
mensi «HauyuoHaneHeie cmaHOapmel». Coomeemcmeyroujast UHopMayusi, yeeOOMIIeHUe U meKcmbl
pasMelwjaomesi makxe 8 uHgopmayuoHHol cucmeme obujezo nosb3oeaHuss — Ha oguyuansHom calime
®edepanbHo20 aceHmMemesa 10 MEXHUYECKOMY peayrnuposaHuio U memporoauu 8 cemu UHmepHem
(www.gost.ru)
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BBepgeHue

KnunHudyeckas oueHka sBMsSieTCA pesynbTaToM npouecca, KOTOPLIA 3aKnoYaeTcs B aHanmse U oLeHKe
KIMHUYECKNX JaHHbIX, MIMEoLMX OTHOLEHWE K MeaNLIMHCKOMY U3Oenunto (MU K aHanorMiHbIM MeauLMHCKUM
N34ennsam), ¢ Lenbio NMPoBepKN 3asiBNIEHHOW ero N3rotToBUTeneM KIMHUYECKON pesynbTaTUBHOCTU U KNUHU-
yeckol GesonacHOCTU U3OEnWsl MpU NPUMEHEeHUA ero B COOTBETCTBMM C HasHa4YeHUeM W B YCNOBUSX,
npeaycMOTPEHHBIX M3rOTOBUTENEM.

KnuHnyeckas oueHka SABMSETCA HenpepbiBHBIM MNPOLLECCOM, MPOBOAMMBLIM Ha MNPOTSXKEHUN BCEro
XKN3HEHHOTO LMKNa MeauunHekoro nsgenns. MsHadansHo oHa npoBoAUTCA Ha aTane OUeHKU COOTBETCTBUSA
nepeq BbIMyCKOM M3denus B obpalleHne 1 B ganbHelwem NOBTOPAETCA MO Mepe NnosyYeHuss HoBOW Hdop-
Mauun 06 YpoBHAX KNMHUYECKOW pesynbTaTUBHOCTU U 6€30MacHOCTU NPUMEHEHNA U3aenus.

B pamkax npoBeAeHWs KITMHUYECKOM OLEHKU OXuaaeTcs, NoATBEepAUT UMW HET U3roTOBUTENb, YTO
n3genne COOTBETCTBYET MPedyCMOTPEHHOMY HasHa4YeHUo B HOPMambHbLIX YCNOBUAX NMPUMEHEHUA U 4TO
NAeHTUPULMPOBaHHBIE MPOrHO3MPYEMbIE PUCKN, CBAI3AHHBIE C NPUMEHEHUEM U3Oenus, a Takke BO3MOXHbIE
He6naronpusATHble COBLITUS MUHUMW3MPOBaHBI U ABMAIOTCA AONYCTUMLIMUA MO CPaBHEHUIO C NOMb30W OT
npegycMoOTpPeHHOro nNpUMeHeHWsi. Bce 3asBMNeHWs M3roTOBUTENA B OTHOLWIEHWW YPOBHEW KIMHWUYECKOW
pes3ynbTaTMBHOCTM 1 Be3onacHoCTH U3genus (B TOM Yncne ykasaHHble B MapKUpoBKke U CONpoBOANTENBHOMN
OOKyMeHTaLMK1) A0MKHbI ObITb NOATBEPXKAEHbI COOTBETCTBYOLWNUMN CBUAETENLCTBAMU.

Mocne BbiNycka U3genvs B obpalleHne U3roToBUTeNb AOJPKEH B pamMmKaxX COOTBETCTBYIOLLEN CUCTEeMBb
MeHeKMeHTa KayecTBa BHeAPUTb W NoadepKuBaTb Nporpammbl HabnwaeHUs, oTcnexusarowme ypoBHU
KIMHUYECKOW pe3ybTaTUBHOCTU U 6e3onacHocTu nsgenus. Mcnonb3sysa nHgpopmauuio, Nofy4YeHHYo B pamkax
Takux nporpamm (Hanpumep, oT4eThl No 6e30NacHOCTU, B TOM YUCNE OTYEThI O HEBNAronpPUATHLIX COBLITUAX;
OaHHble M3 NyGnukauui; AaHHble KIMHUYeCKUX UccnegoBaHUn M AONFOCPOYHBLIX KIMHUYeCKUX Habnoge-
HUIW/MccneaoBaHni), M3rOoTOBUTENb AOIMKEH PErynsapHO aHaNM3MpoBaTh YPOBHU KITMHUYECKOW pe3ynbTaTuB-
HOCTK 1 6e30nNacHOCTU U3aenuns, a Takke COOTHOLIEHNE PUCK — MOfb3a U OOHOBNATL KMUHUYECKME AaHHbIe
COOTBETCTBEHHO. [aHHbIA HenpepbIBHLIA NPOLECC KMUHUYECKOW OLIeHKU AO0IDKEH MO3BOMSATL U3rOTOBUTESIO
CBOEBPEMEHHO coobLaTh U3MEHMUBLUYIOCS WHOPMaLMIO NO YPOBHAM KIIMHUYECKON pe3ynbTaTUBHOCTU U
6e30nNacHOCTN U3JeNnsi opraHam rno oLEeHKe COOTBETCTBUSA U PerynMpyoLLIMm opraHam.

KnuHuyeckyto oueHKy cnegyeT NpoBoAWUTb TLaTeNbHO, OGBEKTUBHO U BKIOYATL PACCMOTPEHUE Kak
6naronpuATHLIX, Tak U HeraTUBHBLIX AaHHbIX, YTOObl NPOAEMOHCTPUPOBATbL OOCTOBEPHOCTb KIMUHUYECKUX
ceBuaeTtensbcTB. MHorne nsgenus 6binv paspaboTtaHbl UM MoANMULMPOBaHLI NYTEM NOCTENEHHOrO BHEAPEHUA
WNHHOBALMI 1 NO3TOMY He SIBMIAOTCA COBEPLUEHHO HOBbIMU TUNamu usgenus. Takum obpasomM, Hepeako MOXHO
NUCNOMNb30BaTh KIIMHUYECKME AaHHbIe U NyOnnkauun B OTHOLWEHUM U3AeNnit-aHanoros, cokpallas Tpebyembin
006bem JaHHbIX, KOTOPbLIE HYXXHO MOSyYUTb B pamKax KIUHUYECKUX uccnegoBaHuii nsgenusa. Takke MOXHO
UCNorb3oBaTh pakT COOTBETCTBUA U3Aenua TpeboBaHUAM NPU3HAHHBIX TEXHUYECKNX CTaHAaPTOB B KAa4ecTBe
cBMAETENbCTBA KIIMHUYECKOTO COOTBETCTBUA U3AeNUA (Takve cTaHAapThl Ha NPOAYKUMIO UHOTAA UMEHYIOT
«YacTHble» UN1M «BepTUKamnbHbIe» cTaHAapThl), KOHCTPYKLUMA KOTOPLIX UMEKT XOPOLLO W3BECTHbIE YPOBHU
KNIMHUYECKOW pe3ynbTaTUBHOCTA U Be3onacHoCcTU.

KnuHuyeckasi oueHka, npoBoauMas 4O Bbinycka usgenusa B obpauleHue, BkMovaeT creaylowme
OCHOBHbIE 3Tanbl:

- naeHTUMKaLUA 3asaBEHHBIX U3rOTOBUTENEM YPOBHEW KIMHUYECKON pe3ynbTaTuBHOCTU U Besonac-
HOCTU U3genus, TpebyWwmx NoATBEPXKAEHUSR;

- MOUCK U OTGOP ONYyGIMKOBAHHBIX KIMHUYECKUX AaHHBIX, OTHOCALMXCA K U3AENUI0 U ero npegycMoT-
PEHHOMY Ha3HaYeHUIo;

-MpA HeAOCTaTOYHOCTU ONyGAMKOBaHHLIX AAHHLIX, NPOBeAeHUe AOMOSHUTENbHBLIX KIMHUYECKUX
uccneoBaHnin AN oLeHKU He paCCMOTPEHHbIX paHee KMUHUYECKUX aCnNeKToB,;

- KpUTUYECKUIA aHanu3 gaHHbIX U OPMUPOBaAHUE 3AKMHOYEHUSA B OTHOLUEHUU YPOBHEN KITMHUYECKON
p93y1'leaTI/1BHOCTI/I n 693OI'IaCHOCTM nsgenna.

PesynbTaTbl KITMHAYECKON OLUEHKN MeaULUMHCKOro U3aenus A0MKHbI GbiTb ohopMIeHbl B BUuae oTyeTa.
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1 O6nactb npuMeHeHusi

HacTosiuuin ctaHgapT ycTaHaBnuBaeT TpeboBaHUA K NPpOBeAEeHUI0 KMUHUYECKON OLEeHKU U coaepxa-
HUIO OTYETa MO KIIMHUYECKON OUEHKe MEAMUMHCKUX WU3Oenuit ¢ Uenbid COOTBETCTBUSI PErynupyroLLMm
TpeboBaHuAM.

HacTosiwmic cTaHaapT He ycTaHaBnMBaeT TPeGOBaHUA K KPUTEPUAM OLUEHKU YPOBHENR KIUHWUYECKOM
pe3ynbTaTMBHOCTU U 6e30MacHOCTM AN KOHKPETHBIX TUMOB MeaUUMHCKUX N3aenuii.

TpeboBaHus HacTosALWero cTaHaapTa pacnpocTpaHAlTCA Ha BCe MeAUUMHCKUE U3enus, BHe 3aBu-
CUMOCTH OT UX KNnaccudukaLm rno cTeneHn NnoTeHLManbHOro pucka NpUMeHeHus.

HacTtoswumia ctaHaapT He NPUMeHUM K MEANLMHCKAM U34eNUAM ANA ANarHOCTUKN UHEUMPO.

2 HopmaTuBHbIe CCbISIKK

B HacTosileM cTaHaapTe NCMonb30BaHbl HOPMaTUBHBIE CCISIKU Ha cneayoLlue cTaHaapThl:

FOCT ISO 14971—2011 U3denusi MmeduyuHckue. lNpumeHeHue MeHedxMeHma pucka K MeOUUUHCKUM
usdenusm (MCO 14971:2009, IDT)

FOCT P UCO 14155—2014 U3denus meduyuHckue. KnuHudeckue uccrie0os8aHusi MeOUUUHCKUX
usdenuti. Hadnexauwas knuHu4eckas npakmuka (MCO 14155, IDT)

FOCT P UCO/TO 16142—2008 U3denusi MeduyuHckue. Pykogodcmeo no 8blbopy MeXOYHapOOHbIX
cmaHdapmos, rnoddepxusarouiux saxHedwue NpuHYUNel obecrnevyeHus GesonacHocmu U 3KCryamayuoH-
Hbix ceoticme MeduyuHckux uzdenuti (MCO/TO 16142, IDT)

FOCT P 54329—2011 Ce800HbIl KOMIIIEKM MeXHUYeCcKol OoKyMeHmauuu 01 deMoHcmpauuu coom-
eememaeusi CyuecmeeHHbIM MpUHYUNam obecreveHuss 6e30n1acHOCMU U OCHOBHbIX (DY HKUUOHAabHBIX XapaK-
mepucmuk MeduyuHckux uzdenut (GHTF/SG1/N 011:2008, MOD)

MpwnMeyaHwu e — [Npn NonbL30BaHUM HACTOSILLMM CTaHAAPTOM LiernecoobpasHo NpoBepUTh AeNCTBUE CCbINOY-
HbIX CTaHZApPTOB B WHMOPMaLMOHHON cucTeMe obLero nonb3oBaHusi — Ha oduumnanbHoMm cante degepanbHOro
areHTCTBa Mo TEXHWYECKOMY PErynMpoBaHnIo 1 METPONorMm B cetn VIHTepHeT nnm no exerogHoMy MHOPMaLMOHHOMY
ykasaTento «HaunoHanbHble cTaHaapTh!», KOTOPbIV ONyBNMKOBaH No COCTOSIHMEIO Ha 1 sTHBapsi TEKYLLLEro rofa, v no Bbinyc-
KaM eXXeMeCs4HOro MHpopmMaLMoHHOro ykasatens «HaunoHanbHble cTaHgapThl» 3a Tekywmn rog. Ecnv 3ameHeH cebinoy-
HbI CTaHAApPT, Ha KOTOPLIN JaHa HeJaTMPOBaHHAsH CCbINka, TO PEKOMEHAYETCsI UCMONb30BaTh AENCTBYIOLLYI0 BEPCUIO
3TOro cTaHgapTa € y4eTOM BCEX BHECEHHbIX B JAHHYI0 BEPCUI0 U3MEeHeHUI. ECnin 3aMeHeH CCbiNoYHbIM CTaHgapT, Ha KOTo-
pbiil JaHa JaTUPOBaHHAs CCbINKa, TO PEKOMEHAYETCS MCNOMNb30BaTh BEPCUIO 3TOTO CTaHAAapTa C YKa3aHHbIM BbilLEe rof0M
yTBEpPXAeHUs (NpuHATKSA). ECnn nocne yTBepXaeHUsi HACTOSALWEro cTaH4apTa B CCbINIOYHbINM CTaHAAPT, HA KOTOPLIN faHa
AaTUpOBaHHasi CChlNka, BHECEHO M3MEHEHWE, 3aTparvBatoLLee NonoxeHne, Ha KOTOPOE AaHa CCbika, TO 3TO NOSoXeHue
pekomeHayeTcsi NpuMeHsTb 6e3 yueTa 4aHHOr0 U3MeHeHWs1. ECnu CebinoYHbIi cTaHAapT OTMeHeH 6e3 3aMeHbl, TO Nornoxe-
HWe, B KOTOPOM AaHa CCbINKa Ha HEro, peKOMeHAyeTCsl MPUHSITh B YaCTH, HE 3aTparvBaloLen 3Ty CCbINKY.

W3paHue opmumansHoe
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3 TepmuHbI M onpepgeneHun

B HacTosleM cTaHAapTe NpUMEHeHb! cneaytolme TePMUHBI C COOTBETCTBYIOLLIMMN onpeaeneHnamn:

3.1 knuHuyeckas oueHka (clinical evaluation): Pe3ynbraT npouecca aHanusa u oLEeHKW KNUHUYECKNX
AaHHbIX, UMEIOLMX OTHOLLEHUE K MEAULUHCKOMY M3AeNuio, C Lesbio NPOBEPKU 3asABNIEHHON ero U3roToBu-
Tenem KIWMHUYECKON pe3ynbTaTMBHOCTU W KUHUYeckol ©Ge3onacHOCTU usgenusi npu NpUMEeHEeHUU ero
B COOTBETCTBUU C HA3HaYEHUEM U B YCNOBUAX, NPEAYyCMOTPEHHbIX U3rOTOBUTENEM.

3.2 oTyeT no kNUHUYecKon oueHke (report of clinical evaluation): [JokymeHTanbHO 0OPMNEHHBIN
pesynbTaT aHanusa v OLLEeHKN KITMHUYECKUX AaHHbIX.

3.3 KnNuHMYeckan pe3ynbTaTUBHOCTL (clinical performance): CTeneHb COOTBETCTBUSI pe3ynbTaToB
KNMHUYECKOro NMpUMeHeHus1 usaenus (Bkrtovasi BOCNPOU3BOAMMOCTb pe3yrbTaToB) 3asiBNEHUAM U3roTOBU-
TeNA B pamkax ornpegeneHust NpeayCcMoTPEeHHOr0 HasHaYeHUA N3aenus.

MpumeuaHune—IlogpobHoe pasbACHEHME B OTHOWEHUW KIMUHUYECKOW Pe3ynbraTMBHOCTU MeaWLMHCKOro
n3genus NpUBeaeHo B NPUNoxeHun B.

3.4 knuHuyeckana G6e3zonacHocTb (clinical safety): OTcyTcTBME HexenaTenbHbIX SIBNEHWA U Heao-
NYyCTUMBIX PUCKOB (BKIToYasi olInMBKW nonb3oBaTtens) Npu NpUMeHeHUU U3Aennusl B pamkax npeaycMoTpeH-
HOro Ha3HaYeHus.

M pwumeyanue—IlogpobHoe pasbAcHEHNE B OTHOWEHUN KNMHNUYECKON 6e30MacHOCTU MEANLIMHCKOIO N3aenusi
NPUBEAEHO B NpUIioXXeHum B.

3.5 knuHuyeckue paHHble (clinical data): JokyMeHTUpOBaHHbIE pe3yfbTaTbl KITMHUYECKOro NpUMeHe-
HWA N3aennus, AEMOHCTPUPYIOLLIME ero KNMHUYECKYHo pe3ynbTaTUBHOCTL U 6e30NacHOCTb.

3.6 knuHM4eckue cBuaeTenbCTBa (Clinical evidence): KnuHuveckune AaHHbIE M OTYETHI O KITMHUYECKON
OLieHKe, UMeloLLe OTHOLLIEHME K paccMaTpuBaeMoMy MeANLUHCKOMY U3AEUIO.

3.7 KOMMeTeHTHaA KNMUHU4YeCKan opraHusaumna: MeauuuHckaa opraHusauus, YNorHOMoYeHHasi
B YCTaHOBMEHHOM Mopsake Ha npoeeAeHWe KNMUHWUYECKUX UCCNeAoBaHUA MeANUUHCKUX M3AeNvil U uHTep-
npeTaLmnio KNMHUYECKUX AaHHbIX.

4 OOwwue TpeboBaHuA

4.1 OTYyeT Mo KINMHWUYECKOW OLieHKe A0MKeH ObiTb BKIOUYEH B COCTaB CBOAHOW TEXHUYECKON AOKYMEHTa-
UMM Ha MeduuMHCKoe M3genne, UCNofb3yeMon ANnsl OLUEHKA COOTBETCTBUSA perynupyolmmM TpebosaHuam
(cm. TOCT P 54329).

4.2 TpoBeaeHWe KNMHUYECKOM OLEHKM OOMMKHO BKIMOYATb PACCMOTPEHUE A0CTAaTOYHOro 06 bemMa KnuHU-
YeCKMUX AaHHbIX 4N 06ecrneyeHns TIWaTenbHOro U BCeCTOPOHHErO aHanMsa KIMHUYECKON pesynbTaTUBHOCTU U
KnnHuveckon GesonacHocTu uzaenusa. OTYET MO KIMHUYECKON OLeHKe AOMKEeH BKMYaTb nepedyucrieHne
WUCTOYHUKOB KIMHUYECKNX OaHHbIX, a Takke 06ocHoBaHMe Bbibopa 3TUX UCTOYHUKOB. B nopsiake npuoputer-
HOCTU B KayecTBe WUCTOYHMKOB AaHHbIX AOMMKHbI ObITb pPaccMOTPeHbl: obLlenpusHaHHble cTaHAapThl Ha
npoayKuuo, cogepxalume TeXHUJYeckue pelleHns A8 KOHKPEeTHLIX TUNOB U3Oenui; NpU3HaHHbIe HayyHble
TpyAdbl B COOTBETCTBYIOLLEN 06N1acTu MegULMHBI 1 peLieH3NPOBaHHbIe HayyHble CTaTby; OTYEThI MO KNMHU4ec-
KUM UccreaoBaHnsaM nsgenust; ocbuunanbHas MHpopMaLns perynmpyowmx opraHoB Nno nNpoucLLIeCTBUSIM U
HeOnaronpuATHLIM COOLITUAM C U3AENTUAMM.

4.3 OObeM KIMHUYECKNX AaHHBIX, COBpaHHbIX AN KMMHNYECKOW OLEHKN, AI0IDKeH NoATBEepAUTL 3asaBre-
HWA N3roTOBUTENA B OTHOLLEHUM YPOBHEN KIMHUYECKOW pe3yrnbTaTUBHOCTU U 6e3onacHocTu nsaenus. Takoe
noATsepxaeHne HeobxoaAnMMo AN KaXAOro 3asiBrieHWsl M3roTOBUTENS B onpeAeneHun npegyCMOTPEHHOro
HasHa4YeHNs1 N3genus, BkNoYvas 3asBeHNs B OTHOLIEHUW NOKa3aHWn K MPUMEHEHNI0, METOA40B NPUMEHEHUS,
npocunsi NaLueHToB, KayecTBa KNMHUYECKUX Pe3ynbTaToB, a TakkKe rnokasaTenen akcnryaTaumoHHOW npu-
rogHOCTH, BKIIlOYas 3asBNEHHbIE BO3ZMOXHOCTU MO COBMECTHOMY NPUMEHEHUIC N3AeNNiA.

4.4 OTYyeT NO KNMUHNYECKON OLEeHKe AoMmKeH BbiTb BbINOMHEH € y4acTUeM KBannguumMpoBaHHOro nepco-
Hana u, ecnv NPUMEHUMO, COOTBETCTBYHOLMX KIMHUYECKNX opraHM3aumi. OT4eT No KIMMHUYECKOW OLEHKe,
BKITHOYas BXOASALLME B €70 COCTaB OTUEThI M0 KNMHUYECKUM UCCIeA0BaHUAM, JOIKeH ObITb yTBEPXAEH U3roTo-
BATENEM U3OEeNUs WU, ecnin NPUMEHNMO, KOMMETEHTHOW KNMHUYECKON opraHusalein. Bce ocobble MHeHUs Kak
W3roTOBUTENA N34ennst, Tak N KOMMNETEHTHOMN KIMHNYECKON OpraHmM3aLmn 4OMKHbI ObITh BKMOYEHDbI B OTYET.

4.5 OT4eT NOo KIMHUYECKON OLieHKe AOMKEeH codepXKaTb 3akntoveHne, B KOTOpoM hopMynmpyeTcsl BbIBOA,
OTHOCUTESBbHO KIMTUHNUYECKON pe3ynbTaTUBHOCTU 1 6e30NacHOCTN MeQULMHCKOro U34enus, a Takke onyCcTu-
MOCTW YPOBHS COBOKYMHOrO OCTAaTOMHOrO pUCKa U COOTHOLUEHUS pUCK/MONb3a, onpeaeneHHoro B npolecce
MeHePKMeHTa pucka meguumHekoro nsgennano FOCT ISO 14971.
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4.6 BoTyeTe No KNMMHUYECKOI OLieHKEe A0IKHbI BbITh YKasaHbl BCe OrpaHUYeHus], KOTopble MOryT oKasaTb
BNUsIHNE Ha OOCTOBEPHOCTb PE3ynbTaToB. ONA KaXaoro U3 TakuMX OrpaHUYeHWi AOMKHbl BbiTb yKasaHbl
peLUeHUsa N3roToBUTENs No AanbHelLeMy MOHUTOPUHTY U aHanNn3y KMMHUYEeCKUX AaHHbIX.

4.7 WNsrotoBuTenNb M34eNNs AOIDKEH NPOBOANTL Nepruoanyecknii MOHUTOPWUHT U aHann3 HOBLIX U (MMK)
N3MEHUBLUNXCA AaHHbLIX U3 UCTOMHUKOB, UCMOMb30BaHHLIX UM Mpu dopMupoBaHun otvyeTa. CobpaHHble
B paMKax MOHUTOPWHra JaHHble crieqyeT aHanM3npoBaTh Ha MpeaMeT COOTBETCTBUS MCXOOHBIM AaHHbIM,
MCNOMb30BaHHbLIM MPYU (hOPMUPOBAHUN OTYETA MO KIIMHUYECKOW OLEHKe, a Takke KpUTEPUAM yBeAOMNEHUN
perynupyoLLMx opraHoB O NPOUCLLECTBUAX U HeGnaronpuaTHbIX cobbiTUsAX. BHeceHne U3MeHeHun B oT4eT
Mo KNMHUYECKOMN oLeHKe A0MKHBI MPOCHEXMBaTb B COOTBETCTBUN C NPOoLIeaypoil ynpasnieHns AoKyMeHTaumen
N3roToBUTENSA NAEnus.

5 CtpykTypa oT4yeTa no KNnMHNYECKON OLleHKe

5.1 OT4eT No KIMMHUYECKON OLIeHKe A0MKEeH MMETb CrieayoLLyIo CTPYKTYPY NOCTPOEHUSI:

1) aHHOTauus oTYeTa: HAaMMEeHOBaHWe U3aenus, HaMMeHOBaHNE U KOHTaKTHbIE AaHHbIE U3rOTOBUTENS U
paspaboTunka (ecnv MPUMEHUMO), HaMMeHOBaHWEe W KOHTaKTHble [AaHHble KOMMETEHTHOM KITMHWYEeCKON
opraHusaLuu, TUMNbl UCTOYHUKOB KIMHUYECKNX aHHBIX, AaThl HaYarna u okoHYaHus cbopa KIMHUYECKUX JaHHbIX
ONs1 OLeHUBaHWs, pe3ynbTaT (MONOXKUTENbHBIA, MONOXUTENbHBLIA C HEOBXOAUMOCTbIO NMpoBeAeHUs1 A0SIro-
CPOYHOro HabnaeHUs UNu oTpuuaTenbHblid), Hanunuue ocobbiX MHEHWUIA 1 OrpaHUYEeHU No A0CTOBEPHOCTU
oTAerbHbIX 3asABNIEHNIA B OTHOLLEHWUW YPOBHEN KITMHUYECKON pe3ynbTaTUBHOCTU 1 6e3onacHoCTy;

2) onpeaeneHue NpeaycMOTPEHHOIo HasHaYeHnst MeAUUMHCKOro n3aerus;

3) naeHTudbUKaumnsa Me ANLNHCKOro usgenus;

4) nepevyeHb MPUMEHNMBIX CTAHAAPTOB Ha U3denuve, cogepXXalluux onMcaHnsi KOHKPETHBIX obLenpuHs-
ThIX TEXHUYECKMNX peLUeHNn 1 TpeBoBaHUA K KOHKPETHBIM OCHOBHBLIM (DYHKLMOHANbHBIM XapaKTrepucTukam
ns3genus;

5) npasuna HOPMUPOBAHUA MepevHs NUTepaTypHbIX UCTOMHUKOB KITMHUYECKUX AaHHbIX, BKovast
coobLeHnst 0 MPOUCLUECTBUSX U HEGTaronpUsTHBIX COBLITUAX, a TakKe CIMCOK 0TOBpaHHbIX My6Gnnkauui;

6) KpUTUYeCKUA aHanns3 NuTepaTypHbIX AaHHBIX;

7) aHanus oTY4ETOB MO KNUHUYECKUM UCCIIeJOBaHUSIM;

8) 3aknoveHne No KIMHUYECKOW OLIeHKe;

9) AaHHble No KBanudukaum aBTopoB oT4HeTa.

5.2 WcnonbsosaHHas npu chopMUpoBaHnn oT4eTa ocuumansHas uHopMaLnst Haa30pHBIX U perynu-
PYIOLLMX OPraHoB, a Takke YTBePXKAEHHbIE O0TYETbl O KNMHUYECKUX UCCNeA0BaHUsX U3genuin AomkHbl 6biTb
BKITHOYEHbI B COCTAB MPUMOXKEHUI K OTHETY NO KIUHUYECKOM OLIeHKe.

6 OnpepeneHve HasHaYeHUA MeAULIMHCKOro nsgenus

6.1 OnpegeneHve HazHadvyeHUs1 MEQUUUHCKOrO nsgenus cnegyet GopMUpoBaTb MUCXOASA U3 COBOKYM-
HOCTW 3asiBMIEHUIN U3rOTOBUTENS B OTHOLUEHUU YPOBHEWN KMUHUYMECKOW pe3ynbTaTUBHOCTU N Be30onacHOCTU
MeaULUMHCKOro N3aenua, KoTopble noanexart npoBepke B paMKax npoBegeHud KIMUMHUYECKon OLeHKW. an 9TOM
onpegeneHne HasHavYeHus JOSPKHO BKIoYaTh, MO MeHbLUEN Mepe, nokasaHus K KITMHUYECKOMY NMPUMEHEHNo
mn3genn4d, I'IpOdDI/IJ'Ib nayneHTosB, O)KI/ILl,aeMbIIZ pesyanaT KIMMMHU4YeCcKoro npuMeHeHud, B TOM4uUcrne, ecrimnpume-
HUMO, OXWAaemble NpeaenbHble YPOoBHM MOBOYHBLIX ASUCTBUIA U ocnoxHeHWA. CoaepxaHue onpeneneHus
Ha3HavyeHnd MeadUUUHCKOro nsgenna AoJnKHO 6bITb AoCTaToO4YHbIM Ansd (bOpMyﬂI/IpOBKI/I r’MnNoTe3bl, KOTOPYHO
MOXXHO NPOBEPUTH B paMKaXxX KIMMHUYECKNX Mccne,qosanﬁ.

6.2 Jiobble 3a8BNeHMs B onpedeneHUMn npedyCMOTPEeHHOro HasHayeHUs OOMKHbI COOTBETCTBOBATb
(kak MUHUMYM, BbITb He XyXe) TeM, KoTopble BblNIM paccMOTPEeHbl MPU OLEHUBAHUN YPOBHSI COBOKYMHOMO
OCTaTOYHOrO prcKa N COOTHOLLIEHMWSA PUCK/NOSb3a, YyCTaHOBNEHHbIX B pe3ynbTaTe MeHeAXXMEeHTa pucka JaHHOro
nsgenusi. CooTBeTCTBUE 3asiBNEHNA N3rOTOBUTENSA YPOBHIO COBOKYMHOIO OCTATOYHOMO pUCKa U COOTHOLLIEHNIO
pyck/none3a AOMKHO BbITb NOATBEPXKAEHO CChINIKAMW Ha 3anvcy N0 MEeHEeDKMEHTY pucka B COOTBETCTBUM
¢ TpeboBannamn FTOCTISO 14971.

6.3 B Tom cnyyae, ecnu uzgenue npegHasHadeHo Ans Lenen AnarHoCcTUKKN, onpeaeneHne HasHayeHus
OOIKHO BKMNOYaTh 3asABMEHUSA B OTHOLLEHUN NOrPeLLIHOCT U3MEPEHNs 1, eCNin NPUMEHUMO, OLLMBOK NepBoro
W BTOPOro poaa npu NpoBepKe AMarHOCTUYECKOM r’MnoTesbl.

6.4 B Tom cnyvae, ecnv usgenve npegHasHavyeHo Ansa Tepanun, onpeneneHne HasHavyeHust 4OMKHO
BKITHOYATb 3asiBMIEHUs] U3rOTOBUTENS B OTHOLLUEHWM TepaneBTuYeckoro adhdekta B cpaBHEHUU C u3genus-
MU-aHanoramu UM anbTepHaTUBHLIMI NPU3HAHHBIMUA MeTo4aMn NevYeHns.
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6.5 B ToMm cnyyae, ecnu usgenue npegHasHadeHo 4Ana AnMTenbHoOro NpUMeHeHUn, 3aaBneHusa U3roTo-
BUTENS AOIDKHbI BKOYaTb NapameTpbl HageXHOCTU (Hanpumep, HasHaYeHHbIA pPecypc UM cpeaHio
HapaboTKy Ha oTkas3).

7 WpeHTndmkauma meamuMHCKOro nsgenvs

7.1 WUpeHTudmkaums usaenusi, B OTHOLLIEHUM KOTOPOro NPOBOAAT KITMHUYECKYIO OLIEHKY, A0MKHA ycTaHo-
BUTb BCE OCHOBHbIE (DYHKLIMOHAMbHBIE XapaKTepUcTUKW M3AENNA, BAUAIOLLIUE Ha YPOBHM KIMHUYECKOW pesynb-
TaTUBHOCTU 1 6e30MacHOCTH.

M pwumeyaHun e — KoppektHasl uaeHTUdMKaLUsl U3genus Yepe3 Habop OCHOBHbIX XapakTepUCTUK, BIUSIIOLLMX
Ha YPOBHM KIIMHUYECKOW pe3ynbTaTMBHOCTU U 6e3onacHocTH, Heobxoavuma Arnsi cpaBHeHUs U3Aenus ¢ aHanoramu, a Takke
MCMNONb30BaHWUsT KITMHUYECKUX JAHHBIX B OTHOLIEHWM aHamnoroB Nnpy NpoBeAEHWU KIMHUYECKOW oueHkn. U3pgenus ¢ oan-
HAKOBLIMU OCHOBHbLIMW XapakKTepUCTUKaMM, BIUSIIOWMUMU HA YPOBHU KIMMHWYECKON Pe3ynbraTMBHOCTU M 6e30nacHOCTH,
MMEIOT OAMH U TOT XK€ YPOBEHb KITMHUYECKOW Pe3ynbTaTMBHOCTU M 6e30nacHOCTU.

7.2 UpeHTudukaums nusaenus OoimkHa BKIHOYATb ONMcaH1e BCex 3asiBsieMblX BapuaHTOB UCTMONHeHNS
W, €CNN MPUMEHUMO, TUMopasMepHbIi psil, B OTHOLLEHWW KOTOPOTo NPOBOAAT KIUHUYECKYH OLIEHKY.

7.3 B pamkax c¢opMUpoBaHMSA MepeyHs] OCHOBHBIX (PYHKLMOHAmNbHBIX XapakTepucTUK usaenus u
onMcaHusl BapMaHTOB UCMOTNTHEHWUS U3roTOBUTESb AOSHKEH BbIAENUTb Te XapaKTepUCTUKA, KOTopble ABMSAITCA
3HAUUMBIMK AN KIMHAYECKOrO MPUMEHEHUSI U3ZEeNvsl, UCKIIOUMB aTpubyThl AWM3alHEPCKUX pELUEeHUd W
onuuoHarnbHble KoMnnekTauuu/rampkeTel. Ecnu npUMeHUMMO, KOHKpeTHble AnsaiHepckue pellueHust ©
onuuoHarnbHble KOMNNeKTauuu/rafxkeThl, 3aABMNeHHbIE U3rOTOBUTENEM ONS U34enus, HO He UMeroLwne OTHO-
LIEHUSI K YPOBHSAM KIIMHWYECKOW pe3ynbTaTUBHOCTU U 6e30MacHOCTM, B COOTBETCTBUWU C onpederneHnem
npeaycMoTpPeHHOro HasHaYeHUs! A0JDKHBI GbITh NOATBEPXAEHBI KOMNETEHTHOMN KIMHUYECKON opraHusaLmnen.

7.4 B paMkax onucaHvs TUMopasMepHOoro psaaa Usaenus UsroToBuTe b A0MKeH BbIAENUTL Te XxapakTe-
PUCTUKM, KOTOPLIE ABMSIOTCA 3HAYUMbIMU AN KITMHUYECKOro NPUMeHeHUsA U3aenua B paMkax gaHHoro paga.
Ecnu npumeHnumo, KOHKpeTHbIe peLlieHUsl No NpeaesbHbIM TUNopa3MepPHLIM NO3UUMAM AaHHOro paaa, TUNo-
pasMepHOMy Lwwary u Haubonee KpUTUYECKUM CUEHapUAM NPUMEHEHUSs, 3asBfIeHHble W3roTOBUTENEM,
AOIMKHbI ObITb MOATBEPXKAEHLI KOMNETEHTHOM KIMHUHECKOW opraH13aLmei.

8 lMepeyeHb NpUMeHNMbIX CTaHAAPTOB Ha usaenue, coaepXalmx onMcaHus
KOHKPEeTHbIX OOLEeNpPUHATBLIX TEXHUYECKUX pelleHnn u TpeboBaHunA
K KOHKPEeTHbIM OCHOBHbIM XapaKTepuCcTUKaM usgenua

8.1 OT4yeT Mo KNMHUYECKON OLIEeHKE AOMMKEH cogepxaTb nepevYeHb CTaHAAPTOB Ha KOHKPETHbIe TUNbl
nsgenui, k KOTOPbIM OTHOCUTCA pacCMaTpuBaemMoe nagernne. I'IepeLIeHb OOIKeH coaepxXaTb CCbINTKU Ha BCe
HauWoHanbHble, permoHanbHble UMeXayHapoaHble CTaHAapThl BHE 3aBUCUMOCTU OT TOTO, 6bINN M OHU npumMme-
HeHbl U3roTOBUTENEM UNN HET.

MpumeuvaHus

1 HekoTopbie TMNbl N3JENUIA HACTONBKO AABHO NMPUMEHSAIOT B KITMHWYECKON NPaKTHKe, YTO 3a50XKEeHHbIE B HUX KOH-
KpeTHble TEXHNYeCKNe peleHnsi v TpeboBaHNs K KOHKPETHbIM OCHOBHbBIM XapakTepucTukam nagenvsa moryT 6biTb cTaHaap-
TN3NPOBaHbI/YHUPVLMPOBAHbI HA HALMOHANBHOM, PETMOHANBHOM UM MEXAYHapOAHOM yPOBHE. K Takum nagenvsim moryT
6bITb OTHECEHBI, HAaNPUMepP, UHBEKUWMOHHBbIE UIMbl, MPe3epBaTUBLI, XMPYPruyeckue nepyaTku, OUHTLI, CTEpUNN3aTops.
M T. n. Ona Takmx uagenuii MoryT oTCyTCTBOBaTb kakue-nnbo onybnvKoBaHHble AaHHble MO YPOBHSAM KIMHWUYECKON
pe3ynbTatMBHOCTU M 6@30NacHOCTU 3a NocrnedHue aecaTuneTus.. B To xe BpeMsi, NpoBeAeHne KMMHUYECKKX ccrneaoBa-
HWUIM ONsi TakKuxX N3gennin MOXeT He COOTBETCTBOBATb Kak NPaKTMYeCKON LenecoobpasHoCTy, Tak U STUHECKUM acreKTam.
B atom cnyyae cooTBeTCTBME KOHCTPYKUMY M3genusi TpeboBaHWAM JaHHbIX CTaH4apToB, C YYETOM COOTBETCTBUS TEKY-
LEeMy YPOBHIO Pa3BUTUSA HAYKN M TEXHUKN U OTCYTCTBUS ONpeaeneHHbIX NUTepaTypHbIX AaHHbIX U COOBLWEeHN O Npouc-
WECTBMAX C TakMMy U3Jenvamun, SBNseTcA AOCTATOMHOM OEMOHCTpauuen [OOSKHOTO YPOBHSA  KITMHWYECKON
pe3ynbTatTMBHOCTU U 6e30MacHOCTU.

2 ObuweTexHuyeckne cTaHgapTbl Ha rpynnbl U3genuin (Hanpumep, anekTpo6e3onacHoOCTh, OLeHKa BUONoMMYecKoro
AeNCTBUS U T. N.) He SIBNSAIOTCS CTaHAapTaMu Ha KOHKPeTHbIe TWMbl U3OENWIA U HE MOTYT NOATBEPAUTL COOTBETCTBUE
KOHCTPYKTMBHOIO peLleHns 06LenpuHaTeIM TpeboBaHmaM.

3 B vckmounTenbHbIX Criydanx gns uagenvii NpocToro KOHCTPYKTUBHOMO UCMONHEHUs (Hanpumep, nogaoHs! ons
XUPYPru4ecKMX UHCTPYMEHTOB, Baxunbl U T. M.) TMNOBOE NMPOMBbILLNEHHO-Pean3oBaHHOe TEXHUYECKOE PeLueHNe MOXET
6bITb PACCMOTPEHO Kak CTaHAApPT NPy OTCYTCTBMM COOTBETCTBYIOLLENO HALUOHAMBHOMO, PErMOHaNbHOO UMM MeXayHa-
poaHoro ctaHgapTa.
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8.2 Mo kaxaomy M3 CTaHAapTOB, BKIIOYEHHBLIX B nepeyeHb, TpebyeTcs ykasaTb cTaTyc COOTBET-
CTBWSA N34enusa U Hannmyue oTrNYUN B KOHCTPYKUMU. B criydae OTCYTCTBUSA CTaHAAPTOB Ha KOHKPETHbIE TUMbI
n3genuii, coaepXalmx OMUCaHUS KOHKPETHBbIX OBLLENPUHSATBIX TEeXHWYECKUX peweHuid 1 TpeboBaHus
K KOHKPETHBLIM OCHOBHBEIM XapaKTepucTukam Usaenus, Ui HeCOOTBETCTBUS U3aenust TpeboBaHUAM AaHHbIX
cTaHOapToB TpebyeTcs, N0 MeHblUe Mepe, MPoBeAeHUe aHanmnsa nuTepaTypHbIX AaHHBIX B COOTBETCTBUU
c pasgenamn9un 10.

MpnmMmeyvyaHne —B ToM cryyae, ecnu WU3rOTOBUTENb MPUMEHWIT OPUTMHamNbHbIE, HE COOTBETCTBYOLWME
ObLWenpuHATBIM CTaHZapTaM KOHCTPYKTMBHbIE pelleHus Ansi uagenui (Hanpumep, B OTHOWEHWU COEAVHUTENbHbBIX
pa3beMoB, Npoduneit peasb 1 T. Nn.), AOMKHbI ObITb NPeAOCTaBNEHbI COOTBETCTBYIOLWMNE AONOMHUTENbHbLIE NTMTEepaTypHble
ZAaHHbIe UMK OTHEThI MO KMMHWUYECKMM NCCIIeA0BaHNSM A1 3TUX KOHCTPYKTUBHbBIX PeLLeHWiA.

9 MpaBuna hopMMpPOBaHUSA NepeYHsl NMTePaTyPHbIX MICTOYHMKOB
KMMHUYECKUX AaHHbLIX U CMUCOK OTOBPaHHbIX Ny6nMKaLui

9.1 NntepaTypHble AaHHble BKKYAT KHAMM, NyonMkauum B Mepuognyeckmx HayydHblX M3gaHusix,
BKIHOYas aHanMTUYeckne HaydHble 0630pbl, COOBLLEHNSI O MPOUCLLECTBUAX N MOBGOUHbIX AeACTBUAX N3OeNni,
OTYeThbl O KIMMHUYECKMUX UCCreaoBaHUsAX N3AENNA, a Takke HayyHble CTaTbW, coaepXallne Kak KOHKpeTHble
KNUHWYEecKne AdaHHble, Tak U 0O0OLLEeHHbIE 3aKlYeHNs O KIMHUYECKOM NpUMeHeHun uagennin. Jobas
othmunansHas MHpopmaunsi Haa3oPHBIX UMW PEryMPYIOLLMX OPraHOB (Kak B NeYaTHOM, TaK U B 2/1eKTPOHHOM
BUAE), BKIoYasi COOBLLEHNS O MPOUCLLECTBUSX U NOBOYHBIX AENCTBUSAX U3AENNA, AONYCKAETCSA K NPUMEHEHWIO
6e3 gononHuTenoHoro obocHoBaHusA. [obble yTBepXaeHHble OTYEeTbl O KIMHUYECKUX WCCreaoBaHUsaxX
n3aenqii, CooTBETCTBYIOWME MPU MMAAHUPOBaHUMM U NpoBedeHun Tpebosanuam TOCT P UCO 14155,
aonyckatTes K npumeHeHuo 6e3 gononHuTenbHoro o6ocHoBaHUA. Bee ocTanbHble nybnukaumm A0mMKHBI
uveTb cooTBeTcTBYOWMNE koAbl ISSN unu ISBN. TMy6rvkaumss MoxeT ObiTb Kak B Ne4YaTHOM, Tak U
B 3NEKTPOHHOM BUAe.

MpunmeyaHwne—IJlnteparypHble aHHbIE MOTYT OTHOCUTBCA KaK K CAMOMY U34ENuio, B OTHOLEHUN KOTOPOro
NPOBOASIT KIMHUYECKYIO OLEHKY, TaK U K ero aHanoram. KnmHuueckue AaHHble B KaXaon NyGnmkaumm mMoryT OTHOCUMTLCS K
OHOMY MY HECKOIBbKUM 3asiBIEHNSAM U3rOTOBUTESSI B OTHOLLEHUM YPOBHEN KIIMHUHECKOW pe3ynsTaTMBHOCTU 1 6e3onac-
HOCTW M3Jenus, a TakxKe K NPOTVBOMNOKA3aHUSM, MPONCLLECTBUAM, NOGOYHBIM AENCTBUSIM U OTPAHNYEHUIO UK ONPOBEPIKe-
HWI0 [OCTOBEPHOCTU paHee ony6rnMKOBaHHbIX KIIMHUHECKUX AaHHbIX. OTYET No KIMHUYECKON OLieHKe AOIKEH coaepXarb
thopmManu3oBaHHbIE KpUTEPUK, UCMONB30BaHHbIE ANA oT6opa NUTepaTypHbIX AaHHbIX. Kputepun otbopa AonxHe! npoae-
MOHCTPMPOBAaTh NMOIHOTY U HENPEeAB3STOCTL Mpu BbiGope nybnukaunn.

9.2 Kputepun otéopa KHUM 1 aHanMTUIeCcKnX Hay4HbiX 0630poB A0IPKHBI ObITb OCHOBaHbI HA UCNOMb-
30BaHUM Bubnuorpaduyecknx ykasatenerd B peLeH3UpyeMbiX SHUMKIONEAMYECKUX UIU peLeH3UpyeMblX
CNpaBoYHbIX U3AaHUAX NO COOTBETCTBYIOLLEA MeAUUMHCKON TemaTuke. OTYeT AOMMKEH BKIOYaTb yKazaHue
MCMOMb30BAHHBIX  3HUMKNONEANYECKUX/CMPaBOYHBIX U34aHUWA C MepeynucrnieHMeM COOTBETCTBYHOLLMX
cTaTei/pasfenoB, K KOTOpPbIM OTHocuTcst Bubnuorpaduyecknii CnUCoK KHUr/aHanuTudecknx o630pos.
MepeyveHb KHUI/0630poB MOXeT ObITb BLIGOPOYHBIM, B 3aBUCUMOCTM OT KOHKPETHLIX 3asiBNEeHUiA N3rotoBuTens
0 KINUHUYECKON pesynbTaTUBHOCTW/6e30MacHOCTN U3AEeNUA, B OTHOLLEHUN KOTOPbIX hopMupytoT 6ubnuorpa-
cbuto ana knMHUYecKkor oueHkU. Takke cneayeT BKOYaTh B UCTOMHUKM NUTEpaTYPHBIX AaHHbIX BCE aHaNUTU-
yeckne HayuHble 00630pbl, yaoBneTsopsiowme TpebosaHuMAM oTGopa nybnukaumii B peLeH3npyeMblx
neproanYeckmx Hay4HbIX U3gaHUsX.

9.3 Kputepun otbopa ny6nukauuii B nepuoganyeckux U3gaHusx 4omkHbI BKoYaTb popMannu3oBaHHble
NONCKOBbIE 3aNPOChI NO HALWUOHANbHBLIM UMW MeXAYHapoaAHbIM Hay4HbIM 6azam AaHHbIX ny6nukauni. Ucnonb-
30BaHHble 6a3bl AaHHBIX AOMKHBI COOTBETCTBOBATb TeMaTMKe NoMcKoBoro 3anpoca. OT4yeT No KNMHUYeckon
oueHKe AOMKeH BKoYaTb yKasaHne UCnonb3oBaHHbIX 6a3 AaHHbIX, A3bIKM NyonuMkauuin, aaTy noucka, K-
YyeBble CNOBa MONCKOBOro 3anpoca, rnybuHy MoucKoBoro 3anpoca (AnanasoH AaT BbixoAa B CBET NyGnvkauuin).
"ny6uHa KaXxaoro NOUCKOBOro 3anpoca A0PKHA COCTaBMSATb HE MeHee AeCATU NeT ¢ AaTbl BbINONHEHNUs Noucka.
Azblk Nybnukaumin gormkeH cooTBETCTBOBaTb pabounM si3blkaM, KOTOPLIMW BNiaeeT U3roTOBUTESb UMK KOM-
neTeHTHas KIMHUYeckan opraHusauusl. Mo MeHblWwen mepe, AOMKHbI BbITb paccMOTpeHbl Nybnukauum Ha
PYCCKOM SI3bIKE.

9.4 PesynbTaThl NOUCKa NEPUOANYECKMX U3OAHWIA NO 3anNpocy AOIDKHBI BbITh NpeacTaBNeHbl B oTYETE
B MOSIHOM obbeme A0 NPUMEHEeHUA Kaknx-nubo AoMNONHUTENbLHBLIX KpuTepueB oTbopa nyGnukauuii. OT6op
nybnukauuiA JOSDKeH BKNOYMaTb AOMNOMHUTENbHBIE KPUTEPUUM AN OLEHKU pPerieBaHTHOCTU nybnukaumm
KOHKPETHbIM 3asiBNEeHUAM n3rotosuTensi. [lononHUTenNbHbIe KpUTepun oTbopa AoMmkHbl GbiTb OTpaXeHbl B
oTyeTe, C ykasaH1eM pesynbTaTa oT6opa no KpUTepuio Ans KaXKAoW KOHKpeTHOM ny6nukauun. Bce nybnvkaumm
U3 HepeLeH3NpyeMbIX Nepuoanyeckux HaydHbIX U3AaHWA, 3a UCcKIloueHueM ouLManbHbIX NepUoauHecKmx

5
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U3AaHU HauMOHaNbHbIX HAA3OPHBLIX UMW PErYNPYIOLLIMX OPraHOB B OTHOLLEHUN COOBLLIEHNIA O MPOUCLLIECTBUAX
1 MpoYmX acnekToB 6e3onacHOCTN MeAULUHCKUX N3AeNUiA, AOMKHBI ObITb COOTBETCTBEHHO MAEHTUDULMPOBa-
Hbl U UCKITIOYEHBI U3 fanbHeNnLLero paccMoTpeHns. B kauecTBe OMONHUTENbHBIX KPUTEPUEB, KaK MUHUMYM,
[IOIMKHbI ObITb UCNOMNb30BaHbI:

- cTeneHb COOTBETCTBUS U3AENUA B CTaTbe paccMaTpuBaeMoMy U3Aenuio (MAEHTUYHOE U aHaror);

- cTeneHb COOTBETCTBUS ONUCAHHOMO B CTaTbe KMUHUYECKOro MPUMEHEHUs1 u3denus n onpeaeneHus
npeaycMoTpeHHOro HasHa4YeHUa paccmaTpuBaeMoro usenus (3KkBUBaneHTHoe UM HeakBUBaneHTHoe).

Mpu onpeaeneHuun cteneHn COoTBETCTBUA U3aenusi TpebyeTcs yYuThIBaTL U NPY NPOBEAEHUN KPUTUYEC-
KO0 aHanusa JaHHbIX B criydyae nsgenuin-aHanoroB oLeHUBaThb BAUSIHAE Ha OOCTOBEPHOCTb KIMUHUYECKUX
OaHHBIX COOTBETCTBUS MPUHLMNA paboTbl 3genuin, pyHKLUOHamNbHbIE XapakTepucTUku, MaTepuarsbl, 0cobeH-
HOCTU UHTepdelica, aproHomuyeckme ocobeHHOCTU, NoKasaTenu HaaeXHOCTU, KOMNNekTHoCTb. Mpu onpeae-
NEeHUU CTENEHN COOTBETCTBUS KNUHUYECKOro NpUMeHeHus1 nsaenus TpebyeTcsl yuuTbIBaTh U Npy NpoBeeHUmn
KpUTUYECKOro aHanusa AaHHbIX B CllyYae He3KBUBANEHTHOro NPUMEHeHNs OLEHUBATL BNUSIHWE Ha A4OCTOBep-
HOCTb KITMHUYECKUX AaHHBIX COOTBETCTBUA HO30/10r MU, NPOMNs NaLNEHTOB, METOANKA KITUHNYECKOTo NpuMe-
HeHus1, BKNoYas, ecriv NPUMEHNMO, NCNONb3OBaHWE NeKapCTBEHHLIX CPeACTB U COBMECTHOe NMpUMeHeHue
OpYrux MeaNLMHCKUX N3AEeNnia n NpUHaaneXHoOCTeNn.

M pwnmedaHune— lNpunpoeegeHnn oLEHKN peneBaHTHOCTU U 0TOOpa Nybnukaumii cnegyeTt 06paTMTb BHUMa-
HUe Ha BO3MOXHOe AiybnupoBaHnue nybnvkauui, T. e. ony6nukoBaHMe/Mcnonb30BaHNE KIMHUYECKMX AaHHbIX, MOMyYeHHbIX
B pe3ynbTare 04HOIo M TOro Xe KIMHUYECKOro/Hay4HOro nccnegoBaHust B pa3nuyHbiX nyonukaumsx. [lns npegorepatue-
HUS1 UCKaXXEHUS1 OLIeHOK (0COBEHHO NPV MCNONBb30BaHWM CTaTUCTUYECKMX METOAOB aHanuaa) cnegyet o6beauHsaTb Ayonu-
pylowmecs nybnukaumn/coobuieHnn (Kak noateepxpallime, Tak U ONpoBeprallme 3asiBleHUsl M3roTOBUTENs) U
paccmaTpuyBaTth B KQUECTBE OAHOI0 KNMHUYECKOro CBuaeTeNbCTBa.

10 Kputnueckuin aHanus nuTepaTypHbIX AaHHbIX

10.1 KpuTtudeckuin aHanus nuTepaTypHbIX AaHHBIX NPOBOAAT ANA OLEeHKU A0CTaTOYHOCTU KITMHUYECKUX
AaHHbIX U bopMUpoBaHUs AokasaTenbHoW 6asbl N0 KaXAOMY U3 COBOKYMHOCTU 3asiBMEHWUIA U3roToBUTENS
B OTHOLLEHMWWN YPOBHEN KITMHUYECKOWN pe3ynbTaTUBHOCTU U 6€30MacHOCTU MeAULMHCKOTo usgenust.

10.2 KpuUTU4eCcKMA aHanmM3 no KOHKPETHOMY 3asiBNEHUI0 U3rOTOBUTENSI B OTHOLWEHUN YPOBHEN KNUHU-
YecKoln pe3ynbTaTUBHOCTU 1 6e30MacHOCTU MEAULMHCKOTO U3Aenusl A0MDKeH BKoYaTb pacCMOTpeHne BCex
OTHOCALLUXCA K HEMY A@HHbIX C Y4EeTOM MPUMEHUMOCTU 3TUX AaHHbIX (B cryvyae usAenui-aHanoros unu
He3KBUBAINEHTHOro NpuUMeHeHusa n3aenun). JaHHble AOMKHBI BKIOYaTb CBUAETENLCTBA Kak NoATBEpKaato-
LWne 3asiBNEHNEe N3rOTOBUTENS, Tak 1, NPV HanM4MKn, onNpoBepratoLiMe 3TO 3asiBNeHue, BKNodasi coobLieHns
0 NPOUCLUECTBUSAX C N3AeNUAMN.

10.3 KpuTunueckuin aHanna no KOHKPETHOMY 3asIBIEHUIO N3rOTOBUTENST B OTHOLUIEHUU YPOBHEWN KIUHK-
YeCcKoMn pesynbTaTUBHOCTW U 6e30MacHOCTN MeJUUMHCKOro N3Aenns A0MKeH BKoYaTh apryMeHTUpOBaHHOe
3aknoyeHe o 4OCTaTOUYHOCTU NUTepaTypHbIX AaHHbIX AMs NOATBEPXKAEHUS UMW ONpPOBEPKEHUs 3asBNEHUI
narotosutens. JomkHbl GblTb yKasaHbl BCe OrpaHnyeHusi No JOCTOBEPHOCTU NMTepaTypHbIX KIUHUYECKUX
OaHHbIX (BKMOYas, ecnv MpUCYTCTBYIOT, NPOTUBOpEYMBLIE pPe3yrnbTaTbl, MPOUCLUECTBUs, apTedakThl,
BbICOKYIO HeornpeaeneHHoCTb/CTaTUCTUYECKYHO NOrPeLLHOCTb).

10.4 B criyyae HedoCTaTOMHOCTU NUTepaTypHbIX AaHHbIX ANS NOATBEPXAEHUS UM ONPOBEpPXeHUs!
OLHOrO NN HECKOIbKUX 3asiBIEHNA N3rOTOBUTENS AOMKHbI ObITb CMTAHNPOBaHLI U NPOBeAEHbI KITMHUYECKMe
nccnegoBsaHna usgenuin. NnaHnpoBaHue, NposeaeHNe N aHanu3 pesynbTaToB KIUHUYECKUX nccrneaoBaHui
OOMMKHBI COOTBETCTBOBaTL TpeboBaHUsAM pasgena 11.

11 AHanus oTYeTOB NO KNMUHUYECKUM UccrnenoBaHNAM

11.1 MnaHvpoBaHue n NnposedeHUe KIMMHUYECKUX UCCIea0BaHNMiA crieqyeT OCYLLECTBATL B COOTBET-
cTBUU ¢ TpebosaHusamn FTOCT PUCO 14155,

11.2 OT4YeT MO KNMHMUYECKON OLeHKe OOIKEH BKIHOYaTb aHHOTALIMIO CBOAHOMO 0TYEeTa No KNUHUYECKAM
nccnegoBaHusaM, B TOM uncne hopMyrMpoBKY MpoBepseMOon KITUHNYECKON rnoTesbl M 0606LLeHHbIe NoyYeH-
Hble pesynbTaThl C yKasaHueM UX CTaTUCTUYECKON AOCTOBEPHOCTH, a Takke CBOAHbLIX AaHHbIX MO 3aperncTpu-
pOBaHHbLIM HEGAronpPUATHBLIM CODBITUAM.

11.3 Bcny4ae Hanu4msa npoTUBOPEYUIA Mexay NUTepaTypHbIMU AaHHBIMW 1 pe3yrbTaTaMu KITUHUYECKNX
nccnegoBaHuii Bce peaynbTaTthl AOMKHBI ObITh NpMBEAEHBI U COBMECTHO NpoaHannanMpoBaHbl B 3TOW YacTu
oTyeTa Mo KNUHNYECKON oLeHKe.
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12 3akniouyeHue No KNUHUYECKOM OLleHKe

12.1 OTYeT MO KIIMHUYECKON OLUEHKe AOMKEeH codepXaTb 3aknioveHWe ¢ BbIBOAOM O A0CTaTOYHOCTU
cobpaHHbIX KNMMHUYECKUX AaHHbIX U YTBEPXKAEHUEM B OTHOLLEHUWN TOT0, NOATBEPXKAEHbI NN 3asiBNEHUS U3roTo-
BUTENS B OTHOLUEHUA YPOBHEN KITUMHUYECKON pe3ynbTaTUBHOCTU U 6e30MacHOCTN MEAULMHCKOro nusaenus,
a Taioke A0MYCTUMOCTb YPOBHSI OCTAaTOUYHOMO pUCKa N COOTHOLIEHUA puck/nonb3a, onpeaeneHHoro B pesyrb-
TaTe MeHeMKMeHTa pucka JaHHOTo U3aenus.

12.2 3akmnioveHune no KIMHNYECKOn oLeHKe AOMMKHO coaepXaTb BbIBOALI U YTBEPXAEHUS A KaXAoro
U3 3asIBJIEHHbIX BapUaHTOB UCMONMHEHUS U, eCN NPUMEHUMO, NO3ULMIA TUNOPa3MEPHOro paaa.

12.3 B 3akroueHune oT4eTa no KIMHNYECKOM OLieHKe A0MMKHbI Obl Tb YKa3aHbl BCe OrpaHUYeHusl, KoTopble
MOTYT OKasaTb BfIMSIHWE Ha OOCTOBEPHOCTb Pe3ynbTaToB NPOBEAEHHOro oUueHUBaHUA, BKNOYast 4OCTOBEp-
HOCTb UCTOMHUKOB KITMHUYECKUX AAHHLIX, YPOBEHb PasBUTUA Hayku N TEXHWKW, oTAaneHHble pesynbTaThbl
npumMeHeHus usgenusl. [ins Kaxgoro U3 orpaHUyeHnin JomMKHbI OblTh yKasaHbl pelleHUs U3roToBUTENs Mo
AanbHenweMy MOHUTOPUHIY U aHaNU3y KMUHUYECKUX AaHHbIX, BKMOYas, Npyu Heob6xoauMocTn, 40MrocpoUHbie
KNUHUYecKkue nccneaosaHusa/HabnogeHus.

12.4 PelwieHust N3roToBATENS O MOHUTOPUHIE AaHHbLIX AOSMKHBI BKAOYaTb, NO MEHbLUEN Mepe, exeroa-
HbIA MOHUTOPWHI 3MEHEeHWIA B cTaHAapTax (cM. pasgen 8), cogepXalimx onucaHns KOHKPEeTHbIX obLwenpu-
HATBIX TEXHUYECKUX peLueHNn N TpeboBaHUS K KOHKPETHBIM OCHOBHBLIM XapaKTepucTuKam U3aenus, 1 HoBbIX
AaHHBIX TUTEpaTypPHBIX UCTOYHUKOB, UCTIOSNb30BaHHBIX U3roTOBUTENEM NpU NPOBeAeHUU aHann3a nurepaTtyphl
(cm. pazgen 9). MOHUTOPUHT NPOU3BOACTBEHHOW U NOCT-NPOU3BOACTBEHHON UHOPMaLMK cneayeT ocylle-
CTBIIATb B COOTBETCTBUM C nNpoLeaypomn usrotosutenano FOCTISO 14971.

13 [aHHble no KkBanudukaumm aBTopoB oT4YeTa

13.1 OTyeT No KNMHUYECKOM OLLEeHKe A0MKeH coaepkaTb AaHHble No KBanudgukaLlmMm aBTopoB oT4eTa n,
ecriv NpUMeHNMO, KOMMETEHTHOCTU KITUHUYECKOW OpraHn3aLuu.

MpnmeyaHwne— ABTopamy OTHETA NO KIIMHUYECKOW OLEHKE ABMSIOTCA NALA U, €CNU NPUMEHUMO, KITUHWYEC-
Kue opraHusaumy, CoCTaBMBLLME YacTu OTHETa, OTHOCsAWMecs K pasgenam 10, 11 n 12. [laHHble o keanudukauum aBTopos
oryeTa HeobxoaMMbl Ansi 4eMOHCTPaUMM NX BO3MOXHOCTU cAenaTh AOCTOBEPHbIE BEIBOALI U 9KCNEPTHLIE 3aKNIOYEHUSs), B
pamMkax npoBedeHns KIMHUYECKON OLEHKM, a TakKe BbINONMHEHUs TPeGoBaHWI HACTOSWEro cTaHAapTa M HauMOHaNbHbIX
perynupytowmx Tpe6oBaHum.

13.2 [aHHble no ksanudukalnm asTopoB A0IPKHbI BKIOYaTb CBeAeHUa 06 obpasoBaHun, npodeccuo-
HanbHOW cepTudMKaLMn/NMLEH3NaX, cTatyce B NpodeccuoHanbHbIx/Hay4HbIX accouuvaumax/opraHusaumnsx,
onbiTe paboThl, BKMOYasA KMUHUYECKOoe NMPUMEHEeHUe WU3OEeNIUA, Hay4Hble U KNUHWYeckue uccrenoBaHUs
paccMaTpMBaeMoro MeanLMHCKOro n3genusi U/unuv ero aHanoroB, a Takke BnageHne MHOCTpaHHLIMU A3bIKaMi.
CooTBeTCTBME YPOBHSA KBanuduKaL i aBTOPOB HaLMOHaNbHBIM Perynupyowmm TpeboBaHusM K NposeaeHno
KITMHWYEeCKOM oLeHK1/ncecnegoBanHms A0MmMKHO 6biTb yKkasaHo B JaHHOW YacTu oTyeTa.

13.3 [aHHble No KOMMNETEHTHOCTN KMMHUYECKOW opraH1M3aumMy A0SMKHBI BKYATb onucaHne npoduna
OeATeNbHOCTU KIIMHUYECKON OpraHusaum U Hanuuue paspelleHnin perynupylowmx opraHoB Ha ocylue-
CTBMeHue nevebHon AeATENBHOCTU U AEATENBHOCTU NO NPOBEAEHUIO KITMHUYECKUX UCCIeA0BaHUNA.
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MpunoxeHne A
(cnpaBoyvHoOe)

KoHTponbHbIN NepevyeHb BONPOCOB AN NPOBEPKU OTHETa N0 KIMUHUYECKOWU OLEeHKe

Pasgenb! 6, 7 v 8 3anonHsA0T B TOM Cny4ae, eCriv OHU NPUMEHNMbI B LLIENOM.
OT1BeT «HeT», no kakoMy-nMB0o U3 NYHKTOB YEKNUCTa, O3Ha4YaeT HECOOTBETCTBME OTYeTa TpeboBaHnAM.

Tabnwnuya A.1— KoHTponbHbili nepeveHb BONPOCOB Afs NPOBEPKM OTHETa NO KITMHUYECKOW OUEHKe

HOCTU OTAENbHLIX 3asiBIEHWN NO KIIMHUYECKOW Pe3ynbTaTMBHOCTU U 6e30-
nacHoctn?

MyHkT
Ne Bonpoc/Tpebosanune craHpap- BapuaHnrt otseta
Ta
1 O6wue TpeboBaHus
1.1 YTBEpXOEeH NN OTHET MO KMMHUYECKOW OLeHKe, BKNoYana Bxoaawme sero | 4.1, 4.4 Da/net
COCTaB OT4YeThbl MO KIMHUYECKMM UCCINEA0BaHWAM, U3rOTOBUTENEM N3aenus
W, €Crnv NPUMEHUMO, KOMMETEHTHON KITMHUYECKOW opraHn3aumen?
1.2 MprvHMMaOT N1 M3roTOBUTENb U3AENUSA U KOMNETEHTHAA KNUHUYecKas 13.1 Da/net
opraHv3aumsa OTBETCTBEHHOCTb 3a aHanu3 U UHTepnpeTaumio KNMHUYECKNX
JaHHbIX NUTepaTypbl U, €CNU MPUMEHUMO, OTHETOB O KIIMHUHYECKUX uccneno-
BaHWSAX?
1.3 CogepXvTt Ny 0TYET AaHHble NO KBanudukauum aBTopoB, BKNOYas cne-
aylowee:
- AaHHble 06 obpasoBaHnK, NpodeccnoHanbHoN cepTudukauun/nuueH- 13.2 Da/vet
3usix, cTatyce B NPodecCUOHanNbHbIX/HAaYHHbIX accounaumax/opraHnsaum-
Aax?
- onbIT PpaboThl, BKIOYAs KNMHUHYECKOE NPUMEHEHNE, Hay4HblE uccneno- 13.2 Da/vet
BaHUS U KIMHWYECKUE WCCNEeAoBaHUs paccMaTpuBaemoro MeanumMHCKOro
n3aenuvs u ero aHanoros?
- BrageHue s3blkammn? 13.2 Halver
1.4 Coaepxut nn oT4eT AaHHbIE MO KOMNETEHTHOCTU KIMTMHUYECKOW OpraHu-
3auum, BKUas cnegyouwee:
- NPOthUIb AeATENBHOCTU KIIMHUYECKOW opraHm3auum? 13.3 Halver
- HanW4We paspeLleHni PerynupyoLmx OpraHoB Ha OCYLLLECTBIEHUE Ne- 13.3 Ha/ner
4ebHON AeATENbHOCTU U AEeATENbHOCTU NO NPOBEAEHUIO KITMHUYECKUX UC-
cnegoBaHun?
1.5 BknioveHbl M B COCTaB NPUNOXEHNIA K OTHETY MO KITMHUYECKON OLEHKEe 5.2 Da/net
MCnonb30BaHHbIE NpU hopMUpPoOBaHUK OTHETa odhmumanbHas uHdopMaums
perynupyowmx n Haa3opHbIX OPraHoB U YTBEPXKAEHHbIE OTUETbI O KITMHUYEC-
KMX UCCNeaoBaHuNAX naaenmn?
2 Coaepxut nu aHHOTauuA oTyeTa:
21 - HaMMeHoBaHve u3genua? 5.1 Oa (TpebyeTcs untata
u3 otyera)HeT
2.2 - HQUMEHOBAHWNE N KOHTaKTHbIE AaHHbIE N3rOTOBUTENS? 5.1 Oa (tpebyeTtcs uutata
13 otyeTta)Het
2.3 - HAMMeHOBaHNMe KOMNETEHTHOWN KNMHUYECKON opraHusaumm? 5.1 Oa (TpebyeTcs untata
13 otyeTa)Hert
24 - TUNbl UICTOYHUKOB KNUHUYECKMX AaHHbIX (06wenpuaHaHHble ctaHaap- | 4.2, 5.1 | Oa (tpebyetca uurtara
Thbl, CoOAepXalme TEXHUUECKNE peLueHns ANsA KOHKPETHBIX TUMOB U3AENui, 13 otyeTa)Hert
NPU3HaHHbIE HAaYYHbIEe TPYAbI B COOTBETCTBYOWEN 06nNacTy MmeguuuHb U pe-
LEH3MPOBAHHbIE Hay4Hble CTaTbK, OTHETbI NO KIMHUYECKUM UCCIEA0BAHUAM
nsgenus, ocduumansHas nHboOpMauusa perynupyowmx u HaasopHbIX opra-
HOB NO NPOWCLLECTBUSIM U HEONAroNPUATHBIM COBBLITUAM C U3genusIMn)?
2.5 - JaTbl Ha4ana u oKoH4YaHus c6opa KNMHMYECKUX AaHHbIX Ansl OLEeHKN? 5.1 Oa (TpebyeTcs untata
26 - pesynbrar (MonoXuTenbHbIA, MNOMNOXWUTENbHbIN C HEOBXOANMOCTLIO u3 otyera)Her
npoBeaeHnA A4oNrocpoYHOro HabnaeHua unu oTpuuaTenbHbIn)? 5.1 [a (TpebyeTcs untata
u3 oTyera)Her
2.7 - YKa3aHue Ha Hanuune ocobbiXx MHEHMI M orpaHnyeHuii no gocroBep- | 4.6, 5.1 | da (1pebyetcs uutara

u3 otyera)Her
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lpodomxeHue mabnuusi A.1

MyHkT
Ne Bonpoc/tpe6oaHue craHgap- BapuaHT otBeTa
Ta
3 PopmMynvpoBKa onpegeneHns HasHavueHUs! 1 NMPOBEPSIEMON KNMHUYECKON MMNoTesbl
3.1 CdopmrpoBaHa nn COBOKYNMHOCTb 3aABNEHUN M3FOTOBUTENSA B OTHOLWLE- 6.1 Ha/net

HWW KMMHWYECKOW pe3ynbTaTUBHOCTU U 6€30MacHOCTH MeAULIMHCKOTO n3ae-
Nusl, KOTOPbIe NPOBEPSAIOTCA B PAMKaX KIMHWUYECKON OLLEHKN?

HocTtatouHbl nn 3aseneHns ansa GopMUPOBaHNS TMIMOTES, KOTOPLIE MOX- 6.1 Ha/wer
HO NPOBEPUTL B paMKax KNUHWUYECKOro UCCNeaoBaHnA?

3.2 CogepxuT nu onpeaeneHne HasHa4veHua nagenusi crnegyouee:
- MOKa3aHus K KMMHUYECKOMY NPUMEHEHNIO N3aenus? 6.1,4.3 Da/net
- Npocunb NauneHToB? 6.1,4.3 Ha/net
- OXMAAEMbIA Pe3ynbTaT OT KNWHUYECKOrO NPUMEHEHNS? 6.1,4.3 Da/vet
- eCNn1  MPUMEHUMO, OXMAAEMble npeaerbHble YPOBHU MNOBGOYHBLIX 6.1 Da/ner,
OENCTBUIN N OCIOXHEHUA? HE NPUMEHNMO
- eCrnv usgenue npegHasHaqeHo Ana uenewn auarHocTMKW, BKNOYaeT nu 6.3 Ha/ner,

onpegeneHne HasHa4YeHUs! 3asBNeHnsl B OTHOLEHWUM MNOTPELUHOCTU n3Mmepe- HE NPUMEHUMO
HUSI U, €Crn NPUMEHMMO, OWKNBOK NepBOro U BTOPOro poZia Npu NpoBepke
ONarHoCTUYECKOW rmnoTessl?

- ecnv usgenve npegHasHaveHo ansa Tepanuu, BKINIOYaeT nu onpeaene- 6.4 Haluer,
HWe Ha3HaYeHWs 3asiBeHUsi B OTHOWEHUN TepaneBTuyeckoro addekra B HE NPUMEHUMO
CpaBHEHWU C U3genusiMm-aHanoramy unu anbTepHaTUBHBIMU NPU3HAHHBIMU
MeTodamu neveHns?

- ecnv nagenvie npegHasHavYeHo 4ns AnUTEeNbHOTO NPUMeHeHUs!, BKIo- 6.5 Ha/ner,
YatoT Ny 3asiBNIeHUs1 U3rOTOBUTENS NapameTpbl HAAEXHOCTN? HE NPUMEHNUMO

- €CNMM MPUMEHUMO, BKIIOYAKT IM  3asBNEHHble BO3MOXHOCTM MO 4.3 Da/ner,
COBMECTHOMY MPUMEHEHWI0 N3genvin? HE NPUMEHNMO

- ecnv NPYMEHUMO, BKIIOHAIOT N 0COBGEHHOCTU MeTOANKN NPUMEHEHNSA 4.3 Da/uer,
M3genvs u nokasaTenu aKcnnyataymoHHON NPUrogHOCTU? HE NPUMEHUMO

3.3 [MoaTBepXxaeHo Ny COOTBETCTBME 3asIBMEHUN W3rOTOBUTENsl YPOBHIO | 4.5, 6.2 Ha/net

OCTaTOYHOIO pPUCKa M COOTHOLUEHUS! PUCK/MONb3a CCbINTKaMK Ha 3anucy no
MEHEKMEHTY prcka B COOTBETCTBUM C TpeGosanusimm FTOCT ISO 149717

4 Onvncanne/vgeHTndrkauma MeauuUmMHCKOro n3genus

4.1 CooepXxuT nn onucaHne n3genvsi Bce 3asiBrsieMble BApUaHTbl UCMOSTHE- 7.2 Ha/net
HUS U, CIN NPUMEHNMO, TUMOPAa3MEPHLIN pPsd, OISl KOTOPOro NPOBOASIT KIU-
HUYECKYI0 OLEHKY?

4.2 OnpeaeneHbl NN XapakTepUCTUKN N3Zenus, BNMsSIOWNE Ha KnnHndeckne | 7.1, 7.3 Ha/net
pe3ynbTaTUBHOCTL M 6e30nacHoCTL?
4.3 Ecnu npymeHumo, BbiaerneHsl Nu aTpnbyThl AN3aNHEPCKUX peLleHnii 1 7.3 Oa/wer

ONUMOHArbHbIE KOMIITEKTALUW/TaAXeTbl, HE UMEIOLLUE OTHOLLEHUSI K KITUHK-
YecKoW pe3ynbTaTMBHOCTM M Ge3onacHocTn? MNogTeepKaeHbl N OHU KOMIe-
TEHTHOWM KNUHUYECKOW opraHmsaumen?

4.4 Ecnv npymeHnmMo, BblgeneHbl N XapakTepUCTUKKU, KOTOPbIE ABMNSAIOTCH 7.4 Oa/wer
3HAYMMbIMU A5 KITMHWYECKOTO NMPYMEHEHUsI N3denusi B pamMkax Tunopas-
mMepHoro psga? lNogTeepxxaeHbl N KOHKPETHBIE peLleHns No npegenbHbIM
TUNOpasMepHbIM NO3NLMSIM JAHHOMO psiga, TUNopasMepHoMy wary n Hanbo-
nee KpUTUYECKUM CLEHapusM NpYMeHeHus], 3asiBNEeHHbIEe N3rOTOBUTENEM,
KOMMETEHTHOW KIMHWYECKON opraHn3aumen?

5 MpyYMeHUMbIE CTAHAAPTLI, COAepPXKalue onMcaHns KOHKPETHLIX obLle-
MPUHATBIX TEXHUYECKUX peLleHui n/vnv TpeboBaHusl K KOHKPETHLIM OCHOB-
HbIM XapaKkTepuCTUKam U3genusi

5.1 MepeuncneHsl My cTaHg4apThl HA KOHKPETHBIE TUMbI U3AENUIA, K KOTOPbIM 8.1 Ha (tpebyeTcs unTara
OTHOCUTCHl paccmaTpvBaeMoe u3genue (oTpacrneBble, HauWOHanbHbie U u3 otyeta)/HeT
MeXayHapoaHble CTaH4apTbl BHE 3aBUCMMOCTM OT TOro, Bbinu nv oHW Npu-
MEHEHb| U3rOTOBUTENEM WINUN HET)?

5.2 HocTaTouHOo N COOTBETCTBUS N3Oenus cTaHgapTManpoBaHHbiM/ yHudu- | 8.2, 4.2 | octaTouHo/TpebyeT-
LUUPOBAHHBIM PeLleHnsIM Ans NOATBEPKAEeHUs] 3asiBNEeHUM N3roTOBUTEINS ¢ ganbHenLwmnn
unu TpebyeTcs NpoBeAeHUe aHanv3a ganbHenlnx JaHHbIX? aHanu3s
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lpodormxeHue mabnuuyst A. 1

MyHkT
Ne Bonpoc/TpebosaHue cTaHpap- BapuaHT otBeTa
Ta
6 PopMUPOBaHUE NEPEYHS] MUTEPATYPHBIX UCTOYHUKOB KITMHUYECKMNX
JaHHbIX U cnMcka oToBpaHHbIX Nybnvkaumn

6.1 VIMerT Ny ncnonb3oBaHHble KHAMM U NyGrnvkauum B Nepuogm4eckmx Ha- 9.1 Da/net
y4HbIX u3gaHusx kogbl ISSN vnnun ISBN?

6.2 OcHoBaHbI KpUTEPMM OTOOPA KHUI N aHANUTUYECKMX Hay4YHbIX 0630poB 9.2 Ha (ykasaTb kakux)/
Ha wucnonb3oBaHun Ombnuorpaduyeckux ykasarernen B peLeH3UpyeMblxX HeT
SHUMKTONEANYECKMX UMK PEeLEH3NPYEMbIX CNPaBOYHbIX U3AaHUAX MO COOT-
BETCTBYHOLLEN MEANLMHCKOW TemaTuke?

6.3 BkritovatoT nn hopmanmaoBaHHbIE NMOMCKOBbIE 3anpoChl N0 HauMoHarb-
HbIM UM MEXAYHapOAHbIM Hay4HbIM 6asam gaHHbIX NyGrnvkauui B nepmo-
ONYECKUX Hay4YHbIX U3JaHUsIX criegyioLlee:
- yKa3aHue UCMonb3oBaHHbIX 6a3 [aHHbIX U WX COOTBETCTBUE TeMaTuke 9.3 Da/net
NOWCKOBOIo 3anpoca?
- KNioYeBble CNOBa NOVICKOBOIO 3anpoca u garty noucka? 9.3 DNa/net
- A3blkM NYGrvKauuii, COOTBETCTBYOWME paboynm s3bikaM, KOTOPbIMU Bra- 9.3 Ha (ykasatb s3blkn)/
JeeT U3roTOBUTEINb UMW KOMMETEHTHAas KIMHUYecKasi OpraHnsaumsi, v BKIo- HeT
yaeT N, No MeHbLUEel Mepe, NybnvKkaumm Ha pycckoM s3bike?
- cocTaensieT nu rmybrHa Kaxxgoro NMoucKOBOIO 3arnpoca He MeHee AecsiTU 9.3 DNa/net
NeT ¢ MOMEHTA BbINOMHEHUA AaTbl moucka?

6.4 Mcnonb3oBaHa nu oduumansHast MHOoOpMauns KOMNETEHTHbIX OPraHoB 9.1 Ha/ner,
(kaK B ne4aTHOM, TaK 1 B 9NIEKTPOHHOM BUAE), BKINtoYas coobLieHusi o npouc- He NPYMEHUMO
LIECTBUSIX U NODOYHBIX AEWCTBUAX N3AENUNT

6.5 CoOOTBETCTBYIOT NU UCMOMNB30BaHHbIE YTBEMKAEHHbIE OTYETHI O KIUHU- 9.1 Oa/wer,
YeCKMX uccregoBaHusix nagenumn Tpedosanmsm FTOCT P MUCO 141557 HE NPUMEHNMO

6.6 [MpvBegeHbl Ny B OTYETE pe3ynbTaThl NOWCKA NEPUOANYECKNX U3OaHUA 9.4 DNa/net
no 3anpocy B NornHoMm obbeme 40 NPUMEHEHWS Kakux-nubo JononHuTenNb-

HbIX KpUTEpPUEB OoTGOpa Nybnvkaumn?

6.7 WckntoveHbl v M3 paccMOoTpeHns NyGnukauum B HEpeLEeH3UpyeMbIX Ha- 9.4 Ha/net
YYHbIX U3gaHUAX?

6.8 BkrtovatoT v ONONHUTENBHbIE KPUTEPWM A5 OLLEHKN peneBaHTHOCTH 9.4 Oa/wer
nybnvkauMm KOHKPETHbIM 3asiBlIEHWSIM W3rOTOBUTENS CTeneHb COOTBET-

CTBUS u3genusi B CTaTbe paccMaTpvBaeMoMy usgenuio (MgeHTUYHOe Wnuv
aHanor) u creneHb COOTBETCTBUSI KIIMHWYECKOTO MPUMEHeHUsl (3KBMBa-
NEHTHOE UMK aHarnormyHoe)?

6.9 MpoBegeH nNu aHanua BO3MOXHOIO AybnupoBanusi nyGnivkauuii (1. e. 9.4 Da/net
onybnnkoBaHMe/Mcnonb3oBaHNe KIMHWYECKUX AaHHbIX, MONMyYeHHbIX B pe-
3ynbTaTe OgHOIO U TOMO Xe KIMHWYECKOro/Hay4yHoOro uccrnegoBaHus B pas-

TINYHBIX nyénukaumsax)? O6beauHeHsl n aybnvpytowme

nybnvkaumm/cooblueHnst (kak nogTeepKaaoLwme, Tak U oNpoBeprapLme 3a-

SIBNEHWUsI U3rOTOBUTENS) B KAYECTBE OAHOI0 KIMTMHUYECKOTO CBUAETENbCTBA?
7 Kputryeckuin aHanva nurepaTypHbIX AaHHbIX

7.1 MposeaeH N aHanua NUTEePaTypPHbIX AaHHbIX ANs OLEHKN 4OCTaTOYHOC- 10.1 Ha/ner
TV KIMUHWYECKUX JaHHbIX 1 hOPMUPOBaHNS AoKa3aTernbHOW 6a3bl No Kaxao-

MY U3 COBOKYMHOCTW 3asiBNEHNM U3FOTOBUTENS B OTHOLIEHUN KITMHUYECKON
pes3ynbTaTMBHOCTU 1 6e30NacHOCTU MeAULIMHCKOTO N3aenusa?

7.2 PaccmoTpeHbl v faHHbIe B MONHOM 06beme, T. €. Kak NoATBepXKaatoLme 10.2 Oalwer
3afBNEHUs USFOTOBUTENS, TaK U, MPU HANMuMuy, ONpoBepralLwmne 3To 3asBs-
neHue, BKINoYasi CooBLEeHNs O NPONCLLECTBUSAX C U3OENUSIMU C YHETOM MpU-

MEHUMOCTM  3TMX JaHHbIX (B CryvYae  M3denvn-aHanoroB  WIu
aHanorM4yHoOro/HeaKBUBANEHTHOIO NPYMEHEHUS! N3Aernni)?

7.3 Ecnu npumennmo, ykasaHbl Nn orpaHnyeHns No JOCTOBEPHOCTUN Nutepa- 10.3 Ha/ner,
TYPHbIX KITMHWYECKMX AAHHBIX (BKITIOYasi, €CNy NPUCYTCTBYIOT, NPOTUBOPEYM- He NPYMEHUMO
Bble pesynbTaThl, nNpovCLEeCTBYSA, aptedakThbl, BbICOKYO
HeonpeaeneHHOCTb/CTaTUCTUYECKYIO NOrPELLHOCTE)?

74 HocrarouHbl MM NUTEpaTypHble AaHHble Ansi TOATBEPKAEHNUS] BCEX 3asIB- 10.4 | JocTaTouHbl/TpebyeT-
NeHV N3roTOBUTENS B PaMKax KITMHUYECKOW OLEeHKN? csl npoBegeHve

KIMMHWYECKMX
MCMbITAHUA
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OkoHyaHue mabnuupi A.1

MyHkT
Ne Bonpoc/TpeboBaHue cTaHpap- BapuaHT otBeTa
Ta
8 AHanma oT4eTOB NO KIMHUYECKUM UCCrEea0BaHNsSIM
8.1 OcyuwecTensieTcsa Ny NNaHMPoBaHNe U NPOBEAEHNE KITMHUYECKUX ncerne- 11.1 Ha/ner
A0BaHuiA B cooTBeTCTBUM ¢ Tpebosanusimm FTOCT P MCO 141557
8.2 BkntouaeT nv oTYET NO KNMHUYECKOW OLLeHKe aHHOTauuIo CBOAHOMO OTYe-
Ta NO KIMHUYECKMM MCCNeAoBaHNsIM, BKIIOYas, NO MeHbLIen Mepe, crnegy-
owee:
- hOpMYNMPOBKY NPOBEPSIEMOW KITMHUYECKON rMnoTe3bl U 0606LLeHHbIe 11.2 Ha/net
NoNy4YeHHbIe Pe3ynbTaThl C YKa3aHWEM MX CTaTUCTUYECKON AOCTOBEPHOCTN?
- CBOAHbLIE AaHHble MO 3aperncTPUPOBaHHLIM HebnaronpusTHeIM COObI- 11.2 Ha/net
TMaM?
8.3 [MpvBegeHsbl N 1 COBMECTHO MPOAaHanM3npoBaHbl N BCE pe3ynbraTthl, 11.3 Ha/net
eCcnu NPMMEHNMO, B Cryvae Hannuus NpoTUBOPEYMI MeXay NnuTepaTypHbl-
MW JAHHBIMU U pe3yrbTaTaMu KIIMHUYECKMX NCCNEAOBaHUA?
9 3aknyeHne No KITMHUYECKOW OLeHKe
9.1 CoaepXXnT Nnn 3akntoveHne BbiBO4 O AOCTAaTOYHOCTU COBpaHHBLIX KITMHU- 121 Da/net

YECKUX JaHHbIX U YTBEPXKAEHWE B OTHOLLEHUW TOrO, NOATBEPXKAEHbI N 3asiB-
NEHUs1 U3rOTOBUTENSA O KIMHWYECKOW Pe3ynbTaTMBHOCTU M 6e30MacHoCTy
MEAMLIMHCKOTO N3Aenus, a TaKKe NPUEMITEMOCTb YPOBHS OCTATOYHOTO pUCKa
W COOTHOLLEHUSI PUCK/MONb3a, OnpeaerieHHoro B pe3ynbtarte MeHekMeHTa
pvcKa gaHHOro nagenus?

9.2 CogepxuT Nu 3akrioHeHne BbIBOAbI Y YTBEPXKAEHWS AN KaKa0ro u3 3a- 12.2 DNa/net
SIBNEHHbLIX BAPUAHTOB UCMONHEHWS U, €CNN NPUMEHUMO, NO3ULMIA TUNopas-
MepHOro psga?

9.3 YkasaHbl N1 B 3aKINIOYEHUY BCE OFPaHUYeHus], KOTOpbIe MOryT OKasaTb 12.3, DNa/net
BNUSIHWE HA AOCTOBEPHOCTb Pe3ynbTaTOB KIIMHUYECKOW OLEHKW, BKIOYasi 4.6
JOCTOBEPHOCTb MCTOYHMKOB KITMHUYECKUX JAHHbIX, YPOBEHb Pa3BUTUSI HAYKU
M TEXHWUKW, OTAAnN€eHHble pe3ynbTaTbl NPUMEHEHNS U34enusi?

9.4 YKasaHbl N1 gNsa Kaxgoro 3 orpaHnYeHni JOCTOBEPHOCTU PELLEHNS U3- 12.3, Da/net
roToBUTENS MO JanbHEeNWEMY MOHUTOPVHIY U aHanu3y KIMHUYEeCKUX OaH- 4.7
HbIX, BKIIOYasi criegytolee:
- ecnu NPUMEHNMO, OONrOCpPOYHbIe KMMHUYECKNE 12.3, Da/ver,
vnccrnegoBaHus/HabnogeHna? 4.7 HE NPUMEHNMO
- €XXErogHbli MOHWTOPWHI U3MEHEHUI B CTaHAapTax, cogepxalmux onuca- 12.4, Da/net
HUSI KOHKPETHBLIX OBLLENPUHSITLIX TEXHUUECKUX peLlleHni n TpebGoBaHust K 4.7
KOHKPETHbIM OCHOBHbLIM XapakTepucTUKam U3aenusi?
- @XerofHbIi MOHUTOPVHTI HOBbIX AaHHbIX B NMMTEPAaTYPHbIX NCTOYHMKAX, UC- 12.4, Ha/net
NoNb30BaHHbIX MPU NPOBEAEHUMN aHanM3a nutepaTypbl? 4.7
- MOHUTOPWHI NOCT-NPON3BOACTBEHHON MHCDOPMALMK B COOTBETCTBUM C NPO- 12.4, Ha/net
uegypow narotosutensi no fOCT ISO 149717 4.7
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Mpunoxenne B
(cnpaBo4Hoe)

PaszbAcHeHUe TepMuHOB 3.3 «kNUMHU4YecKana pe3ynbTaTUBHOCTLY (clinical performance)
n 3.4 «kknuHUYeckan 6esonacHocTb» (clinical safety)

3.3 KnuHMYeckan pe3ynbTaTMBHOCTS (clinical performance)

MpnmedvaHusn

1 TepMuHbl «pe3ynbTatuBHocTby (effectiveness), «dyHkuMoHanbHbie xapakTepuctuku» (performance) wu
«aencTBeHHOCTbY (efficacy) 06bIYHO MCNONBb3YIOT NPUMEHUTENBHO K MEAULMHCKUM N3OETTUSIM.

B o6wem crny4ae pesynbTaTMBHOCTb O3HAYaeT CTeNneHb peanu3auum 3annaHupoBaHHON AEATENbHOCTU N QOCTU-
KEHUS 3annaHupOBaHHbIX pe3ynbTaToB. MeguuMHCckoe usgenue sIBMsSIeTC KIMHWYECKU pe3ynbTaTUBHBIM, KOT4a OHO
OEeNCTBUTENBHO peanmnayeT yHKUMIO UMKy uernb, NPpeAHasHa4vYeHHYI0 U3roTOBUTENEM B OTHOLLEHUN MEQNLIMHCKWUX COCTOR-
HWI NauueHTa unu nonb3oBaTtens. Hanpvmep, oxuaaeTcs, 4To u3genve, NnpegHasHadeHHoe Ansa obnervyennsa 6onm, Ha
camMoM Jerne yMmeHblmnT 60nb, a U3roToBUTENb B CBOIO ovepeab obnagaet 06beKTUBHBIM CBMAETENBCTBOM (Hanpumep,
pesynbTatamu KNMHUYECKUX UCCreaoBaHuin), UTo nagenve aencTBUTeNbHO hakTMYeckn ymeHbluaet 6onb.

dyHKUMOHaNbHbIE XapaKTepucTUKU ONpeaensiioT Kak covyeTaHne TEXHMYECKM peanun3oBaHHbIX PyHKUUIA n3genus
M ero KMMHWYECKON pe3ynbTaTMBHOCTM. PYHKLUMOHAmNbHbIE XapakTepuCTUKM MOIyT BKIOYaTbh TeXHU4eckue yHKuum
n3genusi B AOMOMNHEHNWe K ero KIWHWMYeCcKOM pe3ynbTaTMBHOCTM. Hanpumep, curHanbHas @yHKUMA HE MOXeT Herno-
CPeACTBEHHO BHECTM BKINaA B KITMHUYECKYIO Pe3yNbTaTMBHOCTb, OAHAKO CMYXUT APYIMM nonesHbim uenam. Kpome toro,
nerdye 06bHLEKTUBHO U KONUYECTBEHHO U3MEPSITb (DYHKLMOHANbHBIE XapaKTEPUCTUKK, YEM KIIMHUYECKYIO pe3ynbTaTue-
HOCTb. PYHKUMOHaNbHbIE XapaKTepUCTUKN TECHO CBsi3aHbl ¢ 6e3onacHocTbio. Hanpumep, MOHWTOP NauueHTa, KoTopbINn
Nnoxo MyHKUMOHMPYET, cnocobeH NpUBeCcTU K cepbe3HbiM Npobnemam B OTHOLIEHUW KITMHWYeCKON 6€30NacHOCTH NauneH-
Ta. Takum o6pa3om, 6e30nacHOCTb U DYHKLMOHANbHBIE XapakTepPUCTUKN MeOULIMHCKMX U3AENUIA NPUHATO paccMmaTtpueaTh
COBMECTHO.

TepMnH «OeNCTBEHHOCTb» B 00LleM criyyae oO3Ha4yaeT pe3ynbTaTMBHOCTH B uAeanbHbiX YNpaBnseMbiX
YCIOBUSIX.

2 TOCT P CO 14155 onpepensieT KNMHMYeckylo pesynbtatuBHocTb (clinical performance) kak «pe3ynbtaT npu-
MEHEHUS MeaULMHCKOrO U3aenns Unmn oueHKy cybbekTa(oB) KNMHUYECKOro MCCNeaOBaHUA B OTHOLEHUN MEANLIMHCKOIO
M3genusi, CBsI3aHHYI0 C ero NpeycMOTPEHHbIM Ha3Ha4eHMeM Npu yCcrnoBnun NPpaBunbHOrO NPUMEHEHNs K COOTBETCTBYIO-
wemy(um) cybbekTy(am) KNMHUYECKOro ccnegoBaHns».

3 TOCTPMO3K60601-1ypensieT ocob60oe BHUMaHNE OCHOBHbIM hyHKLUMOHaNbHBIM XapakTtepucTukam (ESSENTIAL
PERFORMANCE), koTopble OnNpeaensioT Kak «XxapakTepucTuky, obecneuneaowme npeaoTepaleHne HegonycTuMoro
PNCKA». TepmuH nmeet npumevanme — OCHOBHbIE ®YHKUNOHANBHBIE XAPAKTEPUCTWUKW napenuna onpeae-
NeHbl BO3MOXHbIM BO3HWKHOBEHMEM HEZOMyCTMMOro pyMCKa MNPy UX OTCYTCTBMM WM yXyAWweHun. Tak e NpuBeaeHo
060CHOBaHWe 3TOro TepMUHa:

«HecmoTps Ha To uTo Ans NpegoTepaweHus npudmnHennss BPEOA MAUVEHTY, ONMEPATOPY wnu gpyrum nuuam
BaXXHbl BCE NapamMeTpb! U OYHKLMK, KOTOPbIE AOMKHEI peanv3oBbiBaTe AOMKHBIM 06pa3oMm, He Kaxaas XapakTepucTuka
unn yHkumna MEOVMUWHCKOIO 3NEKTPUYECKOIO U3OEIIUA moxeT GbiTh oTHeceHa k OCHOBHbIM ®YHKLIMO-
HANMbHBIM XAPAKTEPUCTUKAM. Ecnu HeBo3MOXHOCTb obecrneueHus onpegeneHHbIX napametpoB unn yHKLMIA
MOXeT MPUBOAWTL K BO3HWKHOBeHWto Hegonyctumoro PUCKA ans MAUMEHTA, OMNMEPATOPA wnn gpyrmx vy, To
B pamMKax HacTOsILLLEro cTaHaapTa OHW JOIKHbI ObiTe pacecmoTpeHsbl kak OCHOBHbBIE @YHKUMOHAIBbHBIE XAPAKTE-
PUCTUKN.

Mpo6nemsl ¢ OCHOBHBLIMU ®YHKLUINMOHANBbHBIMU XAPAKTEPNCTUKAMW BO3HMKaOT B TeX cny4asx, korga
paccmaTpueaeMbiii(as) napameTp unu MyHKLUSA b0 He peannayoTcest, TG0 X 3HAYEHWSA CHUXKaKTCA A0 TAKOW CTENEHM,
npu kotopoli MEOVMUWMHCKOE B3JIEKTPUYECKOE W3OENWE wnu M3 CUCTEMA yxe CTaHOBATCA HENPUIOAHLIMU
ans peanusaummn nx MPEQYCMOTPEHHOI O HASHAYEHNA.

OCHOBHbIE ®YHKUWNOHAJIbHBLIE XAPAKTEPUCTUWKN naeHtmdnumnpytoT, He NPUHUMAas BO BHUMaHWE BEPOAT-
HOCTb BO3HUMKHOBEHUS (PaKTOPOB, KOTOPbIE MOTYT NPUBOAUTB K NOTEpe (PYHKLMOHAIBHbLIX BO3MOXHOCTEN, MOCKOMBKY 3TU
taktopel crniegyeT yunteieate B IPOLIECCE MEHEJXXMEHTA PUCKA».

4 B HeKoTOpbIX HOPMaTMBHO-NPaBOBLIX akTax Poccunckon Pegepauun BMECTO TEPMUHOB «Pe3yrbTaTUBHOCTbY
(effectiveness), «dyHkLUMOHaNbHbIe XapakTepucTukm» (performance) u «genicTBeHHoCTby (efficacy) ncnonb3aytot TepmuH
«athdekTuBHocTb» (efficiency), koTopbili B 0Bwem crydae o3HayaeT CBA3b MeXay AOCTUTHYTbIM PE3ynbTaToOM U UCMNOMb30-
BaHHbIMY pecypcamun. IPpdeKTMBHOCTb MeANLIMHCKOrO N3AENWs B HUX ONpedeneHa Kak COBOKYMNHOCTb CBONCTB U Xapak-
TEPUCTUK MEAWLMHCKOro wusgenus, obecneumBaroWwmx AOCTUXKEHUEe LUenell MpeaHas’Ha4YeHus, YCTaHOBMEHHbIX
npovaeoguTenemM (M3roTOBUTENEM) U NOATBEPKAEHHbIX KITMHUYECKN.

5 B HekoTOpbIX HAUMOHamNbHbIX cTaHaapTax, Hanpumep B FTOCT P MCO/TO 16142, TepMUH «(PYHKUMOHAMNbHbIE
xapaktepucTuku» (performance) onpeaeneH Kak «3KcnnyaTaunoHHbIE CBONCTBa.
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3.4 knuHnyeckas 6esonacHocTb (clinical safety)

MpumevaHusn

1 OntumaneHoe o6ecneveHne 6e30nacHOCTV MeANLMHCKUX U3aenun TpebyeT yueta paga cneaylowmx CyLeCTBeH-
HbIX MOMEHTOB:

- abcontoTHasi 6e30NacHOCTb HE MOXET OblTb rapaHTUPOBaHa;

- 6e30NacHOCTb SIBMSIETCHA pe3ynNbTaToM YNpaBreHusi PUCKoMm;

- 6e3onacHOCTb Hepa3pbIBHO CBsi3aHa ¢ PYHKLMOHATIBHLIMY XapaKTepUcTMKamm MeauLUUMHCKUX N38envun;

- BesonacHoCTb AoMkHa 6bITb 06ecneyveHa Ha NPOTSPKEHWN BCETO XKM3HEHHOTO LIMKNA MEANLMHCKUX U3AENUN;

- besonacHocTb TpebyeT pacnpegeneHns OTBETCTBEHHOCTU MeXAy yHacTHMKamm cepbl 06paleHna MeauumMHCKUX
n3aenuii.

2 BTIOCT P M3K 60601-1 ncnonb3oBaH TepmuH « OCHOBHAA BE3OIMACHOCTDb (BASIC SAFETY)», koTopbi
onpefeneH Kak otcytctBue Hegonyctumoro PUCKA, HenocpeacTBeHHO Bbi3aBaHHOIO domandecknmmn OMACHOCTAMM,
koraa MEAEUWMHCKOE O3NEKTPUYECKOE WM3AENME wcnonb3oBaHo B HOPMAJIbHOM COCTOAHWUWU unu npwu
yYCnosun EQJUHNYHOIO HAPYLLEHWA (3.10).

Mpunsito cumtaTb, 4T0 TepmuHbl «KOCHOBHAA BE3OMNACHOCTb» u «OCHOBHbLIE ®YHKUWOHAJBbHBIE
XAPAKTEPUCTUKW» SBNSIOTCA B3aMMOMCKIIOHAIOWMMM, CYLLLECTBYIOT HekoTopble Buabl OMACHOCTEW, kotopelie
MOTYT OAHOBpEMEeHHO kacaTbcsi kak OCHOBHOW BE3OMACHOCTW, Tak u1 OCHOBHBLIX ¢YHKUWMOHANBHBLIX
XAPAKTEPUCTUK.

MepBoHavanbHbI Noaxoa M3K cocTosin B NoAroToBke pasferibHbIX CTaHAapTOB — CTaHAapToB Ha TpeboeaHus
k OCHOBHOW BE30OMNACHOCTW n cranaaptos Ha Tpe6oBaHus K (yHKUMOHamNbHLIM xapakTtepuctukam MEOULIVMH-
CKMX DNEKTPUYECKUX N3OENUI. 3T0 crano 6bl eCTECTBEHHBIM pacluMpeHneM noaxoaa, UCTOPUHECKU NPUHATOMD
Ha HaUMOHANBHOM U MEXAYHAPOAHOM YPOBHSIX B OTHOLLEHUW APYIUX CTaHAAPTOB HA SNEKTPUYECKMe n3genus (Hanpumep,
Ha GbiToBble). B HUX Tpe6oeanus k OCHOBHOW BE3OIMNACHOCTU perynupyioT ofssaTentHeMM CTaHgapTamm,
a Tpe6oBaHUsl K (PyHKUMOHAMNBbHBIM XapakTEPUCTUKAM — KOHBIOHKTYPOI PbiHKA. B 3TOM KOHTEKCTe MOXHO cKa3aTb, UTO
«CNOCOBHOCTb 3NEKTPUYECKOro YamHuKa KUNsaTUTb BOAY He sIBMsieTCA onpeaensiowen ana ero 6e30nacHoro ncnorb-
30BaHUA».

B HacTosiee BpeMs NPU3HAHO, YTO CINOXMBLUASICS CUTYaUMsA He OTHOCUTCA K ucnons3osanuto muorux MEAWLINMH-
CKUNX BNEKTPUYECKUX U3OENUWA, n ocosHalowme cBolo oteeTcTBeHHocTb OPFTAHUSALIMM ponxHbl NpUMeHsThL
cTaHgapThl, copepxalume Tpeboranust kak kK OCHOBHOW BE30MNACHOCTW, Tak u k OCHOBHbLIM ®YHKUNOHAIL-
HbIM XAPAKTEPUCTUKAM, Takmm Kak TOUHOCTb PEryrnupoBaHusA OTAABaeMOW 3HEPruu, unu BBOAUMbIE TepaneBTu-
yeckne BewectBa NMAUMEHTY, unu o6paboTtkmn n otobpaxeHns puanonorM4eckmx AaHHbIX, BAMAIOWMUX HA NEeYeHne
MALUMEHTA. OTo o3HauaeT, 4To pasgeneHwe Ttpeb6oeanmii k OCHOBHOW BE3OMACHOCTU u Ttpe6osaHui
Kk OCHOBHbIM ¢®YHKUNOHANBbHBIM XAPAKTEPUCTUKAM sBnsieTcss HenoaxogsilyMM C TOYKM 3PEHUs OUEHKW
OMACHOCTEW, Bo3HMKaOWUX U3-32 HeadeKBaTHoro npoekTupoBanns MEAULIMHCKUX QNEKTPUYECKUX U3OENWIA.
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Mpunoxenwne OA
(o6sa3aTtenbHoe)

ConocraBneHue CTPYKTYpPbl HACTOALLEro CTaHAapTa CO CTPYKTYPOMX MPUMEHEHHOTO

B HeM MexpyHapogHoro gokymeHta GHTF/SG5/N2R8:2007

«U3penua meguumHckue. KnuHuyeckan oueHka»

SlBnAsicb AOKYMEHTOM KONNErnanbHoOro xapakrepa B OTHOWEHUM CMOXUBLLENCA NPaKTUKY NPOBeAeHNs BEAYLLIMMU
KOMMNeTeHTHbIMK opraHamm mupa (u3 CLUA, Anonun, Kanage!, EBponbl v Apyrmx CTpaH) KNMMHUYECKOM OLLEHKN MEAUUMHCKUX
uagenun, nokymeHt GHTF/SGS5/N2R8:2007 «M3penus meguumHckve. KnuHnyeckas oueHka» onucbiBaeT Npouece K-
HUYECKOW OLIEHKM U €€ MHTEeprpeTauun KOMNeTEHTHEIM OPraHOM NPUY OLEHKe COOTBETCTBUS U IONYCKE U3AENNA HA PLIHOK.
B 10 e Bpems, NPUHLMNBI 1 aAMUHUCTPATUBHbIN NOPSIAOK NPOBEAeHNUS KNUMHNYECKOW OLIEHKU SIBMNSIETCA UCKNIOUNTENbHOM
KoMneTeHunen perynaropa. [Moatomy AaHHbIA JOKYMEHT MOXeT GbiTb Mcnonb3oBaH Ans popMupoBaHua ctaHgapTa
B OTHOLLIEHUWN KIIMHUYECKOWM OLIeHKN TONbKO B TOWM 4acTw, B KOTOPOW yCTaHOBNEHLI TPEGOBaHUS K COQepKaHUI0 oTHeTa
No KITMHUYECKON OLEeHKe. 3TN TpeboBaHNA NCNONb30BaHbl B HACTOALWEM CTaHAapTe B uaeHTYHOM Buge. CooTHoLEeHne

mMexay TpeboBaHusiMU nokasaHo B Tabnuue A 1.

Ta6nwuya JAA1

ACHIEKT KIMHIYECKOi OLLEHKM Tpebosanus TpeboBaHus HacTOSILLIETO
GHTF SG5/N2R8 cTaHgapTa

O6wue NpUHUMNbI 5 4,56
KBanudukauusn nepcoHana 5 13
McTounmku gaHHbIX gns NnpoeeaeHns KNMHUYECKON OLEHKN 6 8,9

OT60p AaHHLIX A4ns aHanuaa 7 7,9

AHanua gaHHbIX 8 10, 11
PopMUpOBaHME OTHETA NO KIMHUYECKON OLUEHKE 9 4,5 12
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