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Mpeaucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKkOHOM OT
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cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTusauua B Poccuiickoli ®egepauun.
OCHOBHbIE NOIOXEHUSA»
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anticoagulant therapy»).
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BeepeHve

CunCTEMbl MOHMTOPMHIA NePopasibHON Tepanum aHTUKoarynstHTaMy npescTaBasioT cobolt MeanLmuHckie
n3genvsa AN gUarHocTuKM in vitro, nsmepsioLLe NpoTPOMOUHOBOE BpeEMS B Npobax CBeXel, Hen3MeHeHHo
KpoBU YenioBeka. MPOTPOMOBMHOBOE BpPeMS IBNAETCS MHAMKATOPOM CNOCOGHOCTU KPOBY CBEpPTbIBaThLCA. Meau-
LMHCKMe n3aenvsa ansa 4UarHocTyKuy in vitro 18 caMoTecTUpoBaHvsa Npy NepopasibHON Tepanum aHTukoarynsH-
Tamnm UCNOJb3YITCA NPEUMYLLECTBEHHO J0AbMU, Y KOTOPbIX 3aMeHeHbl cepfeyHble KianaHbl, Wam
nayyeHTamu, cTpagaloLmumm MepuaHuem npeacepamnii unm Tpom603oMm rny6okux BeH. MauneHTbl 40/KHbI Noj-
JepXuBaTb YPOBEHb aHTMKOAryisiHTa B KPOBU [,OCTATOYHO BbICOKVM, YTOObI CHU3UTbL 06pa3oBaHne TPOM6UHA,
1 B TO XXe BpPeMmsi OCTAaTOYHO HU3KMM, YTOGbI N36exaTb Ype3MepPHOro KpoBoTeueHns. CucteMa MOHUTOPUHTa
nepopanbHOl Tepanuu aHTMKoarynsaHTamu no3BoiseT Nosb30BaTe o KOHTPONMPOBAaTb Tepanuio aHTukoary-
NAHTaMU U MPUHMMATL MepbI, YTOObI YNPaBAAaTb YPOBHEM aHTUKOAryNsHTa, NPUCYTCTBYIOLLLETO B KPOBMU.

HacTosAwwuii ctaHAapT NPYMeHseTca KcMcTeMaM MOHUTOPMHIa NepopanbHol Tepanum aHTUKoarynaHTa-
MW. KOTOpPbIE NCNO/b3YTCA HenpodeccmoHanamu. NepBuYHbIe Len COCTOAT B TOM, YTOObI YCTaHOBUTL Tpe-
60BaHMsI K cCUCTEMaM MOHUTOPWMHIA MepopasibHON Tepanuu aHTMKoaryfnsHTamu, KoTopble MO03BOMAT
nonb3oBaTenam-HenpodeccruoHanam 4oCTUYb MPMEMIEMOrO KauecTBa uccnefoBaHuii, n onpegennTb npoLe-
Aypbl ANA U3roToBUTENEN U APYTUX 3aUHTEPeCcOBaHHbIX CTOPOH, KOTOPble NO3BOMIAT NPOAEMOHCTPUPOBATL
COOTBETCTBME TaKUX CUCTEM TPebOBaHMAM HACTOSILLEro cTaHAapTa.

KpnTepun kavectsa paboTbl 419 CUCTEM MOHUTOPUHTA NEPOPasIbHON Tepanun aHTukoarynsaHTamm 6bim
yCTaHOB/IEHbl HA OCHOBE [OCTUTHYTOrO B HACTOSILL,EE BPEMS YPOBHS, KOTOPbIA NpeoCTaBAET CYLLLECTBEHHYHO
nonb3y nyapo6ecTBa nauneHTam [68]. [69]. Kputepun npefctasneHbl B TEPMUHAX «TOYHOCTM CUCTEMbI», NOTOMY
4YTO MeTposiormyeckass TEPMUHOMOTNSA, 06bIYHO NPUMeHseMas B cTaHgapTax (Hanpumep, NPaBUIbHOCTbL U
HeonpeAeneHHOCTb U3MepeHns), He Gblna Bbl NOHSATHA Nob30BaTeNsiM-HenpodeccroHanam. TOYHOCTb cuc-
TeMbI. Ha KOTOPYH BANAIOT cUCTeMaTnyeckoe cMelleHne u cnyJaiiHblie adphekTsl (06paTHO NponopuuoHasib-
Hble HeonpeAenieHHOCTV W3MEepeHusl), OMWUCbIBAeT CTeneHb O6MN30CTU WHAMBUAYAsNbHbIX pPe3y/bTaTos,
NONyYEeHHbIX CUCTEMOW MOHUTOPUHIA MepPOopasbHON Tepanuy aHTUKOary1aHTamm, TOYHbIM 3HAYEHUSAM MeXay-
Hapo4HOro HOPMasan3oBaHHOro oTHoweHust (MHO) Npy NpUMEHeHUM cMCTEMbI HenpocheccroHanamm.

Mpy ycTaHOBNEHUU KpUTEPMEB paboThl NpegnonaraeTcs, YTO Noib3oBaTenu 6yayT AO/MKHbIM 06pa3om
0oTO6paHbl 1 NonyyaT Heob6xoAnMoe obyyeHne, YTO YCTPOMCTBO ByAeT [OMKHBIM 06pa3oM 06CTyXMBATLCA 1
4YTO METOAVKN UCCNELOBAHNSA N KOHTPONSA 6YAYT BbINOSIHEHbLI B COOTBETCTBUU C UHCTPYKLMAMY NO NPUMEHEHNIO,
paspaboTaHHbIMM n3roToBMUTeNeM. lpegnonaraeTca Tawke, 4YTO uM3rotoButenu 6yayT npegycmaTpuBaTb
3hpeKTbl BO3MOXHOIO HEMPaBW/IbHOTO NPUMEHEHWS, BK/IOYasi BO3MOXHbIE OTK/IOHEHUSI NO/b30BaTenst oT
peKkoMeHA,0BaHHOro 06CNYXMBaHUA, METOANK UCCNef0BaHNSA U KOHTPONS.

Tpeb6oBaHus, KOTOpble ABNATCA YHUKa/IbHbIMU A1 CAMOTECTUPOBAHUSA C NOMOLLbI CUCTEM MOHUTO-
pviHra nepopasnbHoi Tepanvun aHTUKoarysaHTamu, BKIloYas onpeaesieHHblii 06bem uHdopmalmu, noctasnse-
MOl U3roToBMUTENEM, NPEACTaBNEHbl B HACTOAWeEM cTaHgapTe. Oblne TpeboBaHusA, KOTOPble OTHOCATCS KO
BCEM MeAULMHCKUM M3Oennsm ANA AMArHOCTWKM in Vitro 1 cogepxartca B ApYrMX cTaHgapTax (Hanpumep,
M3K 61010, NCO 13485. NCO 14971 n CO 18113), ykasaHbl CCblIKAMMW TaM. rae 3To Heob6xoanmo. Kpome
TOro, MOTyT NPUMEHATLCS COOTBETCTBYIOLLME HALMOHa bHbIE MPpaBuia nu MHCTPYKLWN.
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

KNMNMHNYECKNE NABOPATOPHbLIE NCCNEAOBAHUA
N M3JENNA MEOVMLUMHCKKE IN VITRO

Tpe6oBaHWsi K CUCTEMAM MOHUTOPWUHra In vitro Ana camoTecTUpoBaHus
npv NepopasibHON Tepanun aHTUKoaryIsHTaMu

Clinical laboratory testing and in vitro medical devices
Requirements for in vitro monitoring systems for self-testing of oral anticoagulant therapy

Jarta BBefeHuss — 2010—09—01

1 O6nacTb NpUMeHeHUsA

HacToswuii ctaHaapT ycTaHaBNMBaeT TpeboBaHUSA K U3MEPUTENIbHbIM CUCTEMAM in Vitro 419 CAMOKOHT-
poNns fievyeHns aHTaroHMcTamm ButamuHa K, BkIoyas paboume xapakTepucTuku, obecneyeHne kavyectsa u
06yueHne nonb3oBaTeneli U MeToANKM Bepudmkaunm u BannaaLmm KayecTsa BbINOSIHEHWSA Npegnonaraembl-
MU Mosb30BaTeNsAMy Npu hakTM4ecKnx U MoAEeNUPYeMbIX YCTIOBUSIX UCMO/Tb30BaHUS.

HacToswmin ctTaHgapT OTHOCUTCA UCKAIOYMTE/TIbHO KCUCTEMAaM U3MepeHnsi NPOTPOMOGUHOBOTO BPEMEHMU,
MCNosib3yeMbIM NH0AbMU /151 KOHTPOJIA CAMOCTOATE/IbHOTO SlIeYeHUs aHTaroHMcTamum ButammHa K v npeacras-
NAWNM pe3ynbTaTbl Kak MexayHapogHoe HopMannsoBaHHoe oTHoweHne (MHO).

HacToswuii ctaHAapT NPUMEHUM K M3rOTOBUTENSAM TaKUX CUCTEM U K APYTUM OpraHm3aunsiM (Hanpumep,
perynupyiouime opraHbl 1 opraHm3auumy, oLeHuBaKLime CoOOTBETCTBINE), OTBETCTBEHHbIM 3a OLEHKY paboTbl
OaHHbIX CUCTEM*.

[LelicTBMe HacTOSLLEro cTaHAapTa He pacnpocTpaHsaeTcs Ha:

- nU3MepuTesibHble CUCTEMbI in Vitro 471 XapakTepuUCcTUK CBEPTbIBAHUA KPOBU, OLLEHMBAIOLMX Tepanuio
aHTaroHuctTamu ButamuHa K. ncnonb3yemble BpayaMmu UAN 4pyrumm paboTHMKamMmM 34PaBOOXPaHeHUs:

- BCECTOPOHHIOI OLEHKY BCEX BO3MOXHbIX (pakTopoB, KOTOPbIE MOryT NOBAUATL HA PabOoTy AaHHbIX CUC-
TeM WM

- MeAVUMHCKME acneKTbl MepopasibHON Tepanum aHTMKoarynsaHTamu.

2 HopwmaTtuBHbIE CCbIIKU

B HacToslem cTaHfgapTe MCMNo/ib30BaHbl CCbIJIKU Ha cneyolme ctaHgapTel U ApyrMe HopMaTuBHbIe
[OKYMEHTbI:

MCO 13485:2003 W3pgenua meguumHckme. CUcTeMbl MeHeMKMeHTa KayecTBa. CucteMHble TpeboBa-
HWSA B LLeNSX perynvpoBaHus

MCO 14971:2000 WN3genua meauumHckue. NpuMeHeHne meHeKMeHTa pucka K MeguLMHCKUM n3ae-
nmsam

NCO 15198:2004 KnuHuuyeckas nabopatopHas meguunHa. 3genva meguuuHckne Ans GUarHoCTUKM
in vitro. MoATBEpXAeHNEe METOANK KOHTPO/IA KAYeCTBa, PEKOMEHAYEMbIX U3rOTOBUTENAMM NOMIb30BATENSAM

NCO 17511:2003 W3pgenus meguuuHCKMe AN AUarHoCcTUKK in vitro. VisamepeHve BeiMunH B 6uonoru-
Yyeckmx npobax. MeTponornyeckas Npoc/ieXxXmBaeMoCTb 3HAYEHWUIA, MPUNUCaHHbIX KannbpaTopam 1 KOHTPOIb-
HbIM MaTepuanam

* B COOTBETCTBMM CO CTaTbsiMu 11 11 depepanbHOro 3akoHa N 102-#3 «O6 ob6ecneyeHnn eAnHCTBA N3MEPEHWIA».

MN3paHne ouynanbHoe
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NCO 18113-1 KnuHuyeckne nabopaTopHble UCCnefoBaHUSA U guarHocTnyeckue meguLmnHCKue cucre-
Mbl in vitro. iHdhopmauus, npegocTtasnsemas n3rotosmutenieMm (MapknpoBka). YacTb 1. TepMmuHbl, onpegene-
HUSA 1 o6LWne TpeboBaHUA

NCO 18113-4 KnunHuyeckme nabopaTopHble NccnefoBaHns U AnarHocTuyeckne MeauLmMHcKne cucTe-
Mbl in vitro. Hopmaums, npegoctasnsemas nrotoeutesiem (MapkupoBka). YacTtb 4. lnarHocTnyeckne peak-
TUBbI in Vitro 418 caMoTecTUpoBaHusA

MCO 18113-5 KnuHuyeckue nabopatopHble UCCnefoBaHUsA U AnarHocTuyeckne meguLmHCKme cucte-
Mbl in vitro. WHdopmauns, npegoctaBnsemas m3rotosutesieM (MapkupoBska). YacTb 5. [lmarHoctuyeckune
WHCTPYMEHTBI in Vitro AN caMoTecTMpoBaHus

M3K 61000-4-2 3neKkTpoMarHMTHas COBMeCTUMOCTb. HacTb 4. MeToANKN UCMbITaHWUI 1 M3MepeHui.
Pasgen 2. VicnbiTaHMe Ha HEBOCMPUMMUYMUBOCTL K 3/IEKTPOCTaTUYECKOMY paspsy

M3K 61000-4-3 3nekTpoMarHuTHas COBMeCTUMOCTb. YacTb 4-3. MeToAMKN UCMbITaHWUA N U3MEPEHUIA.
McnbiTaHne Ha yCTOMUYMBOCTb K BO3A,ECTBUIO 3/IEKTPOMArHMTHOrO MOSA C U3/lyYeHneM Ha pagmodactoTax

M3K 61010-1:2001 TpeboBaHua K 6€30MacHOCTM 3/1EKTPOO6GOPYAOBaHMSA AN1S1 NPOBEAEHUS n3Mmepe-
HWiA, ynpaBsieHns n nabopaTopHOro ucnosib3oBaHus. Yacto 1. O6wme TpeboBaHms

M3K 61010-2-101:2002 TpeboBaHUA K 6€30MaCHOCTUN 3/1eKTPO06OPYAOBaAHMUA AN NPOBEAEHNS N3Me-
peHWii. ynpaBneHns 1 nabopaTtopHOro nucrnosb3oBaHns. Yactb 2-101. YacTHble TpeboBaHUSA K MeANLMHCKOM
annaparype g/1a guarHoctuku in vitro (IVD)

M3K 61326 3nekTpoobopyaoBaHue Ana U3MepeHus, ynpasieHus 1 n1abopaTopHOro UCNob30BaHUS.
TpeboBaHUA K 3N1EKTPOMArHMTHO COBMECTUMOCTHU

EH 13532:2002 O6uine TpeboBaHNs K MEAULMHCKAM U34EeMAM AN AMArHOCTUKM in Vitro 419 CAMOKOH-
Tpons

EH 13612 OueHka akcnayataunoHHbIX XapakTePUCTUK MeAULNHCKUX AMarHOCTUYECKNX YCTPOICTB in
vitro

EH 13640 OueHka cTabUIbLHOCTM peakTMBOB A1 AUArHOCTUKM in Vitro

TexHunuyeckue otyeTbl BO3. Homep 889.1999. Npunoxexne 3 — PykoBoasLuve NpyHUMUNbLI 415 TpoM6on-
NacTUHOB W NMa3Mbl, UICNO/b3YEMbIX A/151 KOHTPOAS NepopasibHOM Tepanun aHTUKoarynsaHTamu

3 TepMuHbI 1 onpeaeneHvsd

B HacTosfLwem cTaHgapTe NpMMeHeHbl TepMuHbl No N C 018113-1. a Takke cnefytoLine TepMUHbI C COOT-
BETCTBYOL MMM ONpefeneHuamm:

3.1 TOo4HOCTbL M3MmepeHus (accuracy of measurement): CTeneHb 61130CTU MeXAY pe3ybTaToM n3me-
PeHUs N NPUHATBLIM OMOPHbLIM 3HAYEHUEM.

MpumeyvyaHuns

1 TepMUH «TOYHOCTb U3MEPEHUSIM, KOTfja OH OTHOCUTCS KpAAY pe3ynbTaToB UccnefoBaHuii, oxsaTbiBaeT KOMBGUHA-
L0 cyvaiHbiX KOMNOHEHTOB 1 06LLYI0 CUCTEMAaTUYECKYHo OLWNGKY UM KOMMOHEHT cMelleruns (1).

2 [nAcuctemMm MOHUTOPWHIA NepopasnbHO Tepanumn aHTUKoarynsHTaMym TOYHOCTb M3MepPSieTCA CTENEeHbo COOTBET-
CTBMSA pe3ynbTaToB U3MepeHnii 06pas3LoB KPOBM OT Pas3/INYHbIX NaLneHToB 3HayeHnam MHO. npocnexusaeMbimM 4o Mex-
AYyHapoAHOro pehepeHTHOro npenapara Tpomb6onnacTuHa.

3 ApantupoBaHo M3 (2. NyHKT 3.11).

3.2 cmeleHune nsmeperus (bias of measurement): Pasnnume Mexzay oxugaHuem pesynbtaToB Tectau
MPUHATLIM ONOPHBLIM 3HAYEHWUEM.
(3. nyHkT 3.8)

MpumeuyaHune — CMmelweHne — Mepa npasunbHocTH (1).

3.3 kpoBb (blood): Linpkynupytolias BHyTpY COCYA0B TKaHb OpraHnM3mMa, CoCTosLLan U3 XUAKOW Nnasmbi
1 B3BELLEHHbIX (DOPMEHHbIX 3/IEMEHTOB.

n punmevyaHne — B HacTodwem cTaHaapTe TEpMUH OTHOCUTCA K CBEXEWN KpoBu 6e3 aHTUKOArynsaHTOB.

3.4 npob6a kanunnapHon kposwu (capillary blood sample): KpoBb, cobpaHHas nocne npokosa Mesnkmx
COCY[0B, KOTOpble COeANHSAIOT apTeprosibl U BEHYbI.

MpumMmedyaHune — KanunnapHas KpoBb, NOsy4eHHasi myTem Npokosia KoHYMka nanbua, 06bl4HO cobupaeTtcs 6e3
[06aBOK TMNA aHTUMKOAryNsHTOB UM KOHCEepPBaHTOB. [103TOMy nNpoba HecTabunbHa.

2
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3.5 KOHTpoOnbHbIN MaTepuan (control material): BewecTso, maTepuan unv n3genune, npegHasHaveH-
Hble N3roTOBUTENEM [1/15 NPOBEPKM pabounxxapakTepucTUKMe UL MHCKOro 3AeNus AN AnarHoCTyKu in vitro.

Mpumevyanns

1 ApanTupoBaHo u3 [4. NyHKT 3.5].

2 KOoHTponbHble mMaTepuansl 415 MOHUTOPUPOBAHUS AeliCTBUA aHTUKOAryNsAHTOB MOryT GblTb PEAKTUBHLIMU UK
HepeakTUBHbIMU. PeakTUBHbI KOHTPO/IbHbLI MaTepuan yyacTByeT B peakunm ¢ KOMNOHEHTaMy peakTuBoB. HepeakTus-
Hbli KOHTPO/b He pearnpyeT C KOMMNOHEHTaMn peakTMBOB, HO CNoco6eH 06ecneynTb KOHTPOSIb (PYHKLMOHANbHBIX BO3MOX-
HOCTell yepes Apyrue cpeacTsa, HanpuMep MoAennpoBaHne peakunu (CM. PrU3NYecknini KOHTPOSb).

3.6 KOHTpONbHbIN MHTepBas (control interval): CTaTucTuyeckun onpaBAaHHble 3Ha4YeHNs, onpeaesneH-
Hble KaKk NpuemMemMble 3HaYeHUs1 N3MEPEHUS], NOJTYYEHHbIE C UCMO/Ib30BAHMEM LaHHOTO KOHTPOJIbHOTO MaTe-
prana.

3.7 mepuuuHcknii paboTHuk (healthcare provider): YenoBek, ynosIHOMOY€EHHbI/ OKka3biBaTb MEANLIMH-
CKY0 MOMOLLb MaLuneHTy.

MprumMmeyaHune — BHacTosWwem cTaHaapTe paboTHUK 34paBOOXpaHEeHNs — YesloBeK (LOKTop, MeAcecTpa, Tex-
HUK. TEXHNYECKWNIA cneyuanuct nnun COOTBeTCTByIOU.I.MVI I'IOMOLL[HVIK), KOTOprVI WHCTPYKTUPYET nauneHTa OTHOCUTEJSIbHO ca-
MOTeCTUpOBaHUA.

3.8 MHTerpMpoBaHHbIli (PyHKUMOHaNbHbIA KOHTPOAb (integrated functional control). KOHTpONbHBIi
martepuvasn, KOTOpbI ABAETCA COCTaBHbIM KOMMNOHEHTOM peakTBa N3MepUTeIbHO CUCTEMbI, NpefHa3HayYeH-
HbIM M3roToBUTENEM A1 BepudmKaLumn pabounx xapakTepUCTUK U3MepuTesIbHON CUCTEMBI.

NMpumeuyaHue — VNHTErpupoBaHHbIii (YHKLMOHAMbHbIA KOHTPO/Ib UCCNesyloT 0LHOBPEMEHHO C U3MEpeHUeM
npo6bl NauNeHTa, OH BK/TIOYAET B CE6S1 PEaKTUBHbI KOMMOHEHT 1 06eCcneynBaeT (OyHKLMOHAbHYIO MPOBEPKY METOAMKM 13-
MepeHusi. Pe3ynbTaTbl MHTETPUPOBAHHOTO KOHTPOAS fOMKHbLI 6GbITh B Npeaenax npefonpejeeHHoro MHTepsana nsmepe-
HUS AN U3MEPEHHOTO 3HAUEHUS.

3.9 mexagyHapoaHoe Hopmasm3oBaHHOe oTHoweHune; MHO (international normalized ratio, INR):
PesynbTat M3mMepeHusi NPOTPOMOGYMOBOr0 BPEMEHU NaLMeHTa, KOTOpbIA 6bl1 cTaHAapTU3MPOBaH NO CBOM-
cTBaM TPOMGOMIACTUHA. UCMO/Ib3YEMOIO B METOAMKE W3MEPEHUs!, BblpaXXeH OTHOCUTE/IbHO HOPMasbHOro
nonynALNOHHOTO CPELHEr0 3HAUYEHUS.

MpunmeyvyaHune — [na obecyxaeHns ucnonbzosanHns MHO — cm. (5].

3.10 mexpyHapogHbIi pedepeHTHbIN npenapar (international reference preparation. IRP): Pecpe-
PEHTHbIN kKanubpaTop, NoAAepPXaHHbI BcemmnpHoli opraHn3almeii 35paBooxpaHeHus.

MpumevyaHnune — MexayHapoaHbllii pediepeHTHbIN npenapat Tpomb6onaacTuHa HenocpeACcTBEHHO KannbposaH
no cBoeli akTUBHOCTU MPOTUB OPUTMHAJbHBIX 6PUTAHCKUX CPaBHUTE/bHbIX NMpenapaToB TPoM6GonaacTuHa. UCNonb3yemblx
npu yctaHossieHUn cuctemsl MHO.

3.11 npomexyTouHas npeun3noHHOCTb n3MepeHus (intermediate precision of measurement): lNMpe-
LIM3NOHHOCTb M3MEPEHNSA NPU NPOMEXYTOUHbIX YCI0BUSAX MEXAY YC/TOBUSMU BOCMPOMN3BOANMOCTU N yCNOBUSA-
MW MOBTOPSEMOCTMW.

NMpumevyaHus

1 KOHUENUMS NPOMEXYTOUHbIX YPOBHEN NPELM3NOHHOCTY onncaHa B (B].

2 KonuyecTBeHHble Mepbl NPOMEXYTOUYHOW NPELU3NOHHOCTY 3aBUCAT OT NPEAYCMOTPEHHbIX YCOBHIA.

3 MpomexyTouHas NPeLn3NoHHOCTb YKa3biBaeT Ha BapnabenbHOCTb, koTopas 6yAeT ucnbiTaHa nosib3oBaTeNeM B
YCOBUAX TUMUYHOTO UCMNONb30BaHUS.

3.12 ycnoBus NpoMexXyTo4YHol npeumnsnoHHocTu (intermediate precision conditions): Ycnosus, npu
KOTOPbIX HE3aBUCKMbIE pe3ysibTaTbl U3MEPEHUS NOJTyYEHbI OAHUM U TEM XE METOOM U3MEPEHNS HA UOEHTNY-
HbIX 06pasLax B 04HOM U TOM Xe MecTe, HO rae Apyrue nepeMeHHble — onepaTopbl, 060pyaoBaHue, Kanub-
poOBKa. YC/I0BMS BHELUHEN cpefbl /v BpeMeHHbIe NHTEePBasibl OT/INYA0TCS.

3.13 mexayHapoAHbIii MHAEKC YyBCTBUTENLHOCTU, MUY (international sensitivity index. 1SI): ®akTop,
KOTOPbI/i N03BO/ISIET Npeobpa3oBaHue pesy/ibTaTa MU3MepPeHNsi NPOTPOMOUHOBOIO BPEMEHW NaLeHTa B 3Ha4e-
HWS MEeXAYHapOo4HOro HOpMasiM30BaHHOrO OTHOLLIEHUS.

MpumeuvaHune — Ansa obeyxaeHns ncnonbzosaumsa MAY n MHO cm. [5].

3.14 HenpodeccuoHan (lay person): Yenosek 6e3 hopmanbHOrO 0byyeHUsi 0 COOTBETCTBYHOLLEN
0671acTN UK ANCUUNIINHE.
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MpumevyaHuns

1 ApanTupoBaHo u3 onpegenexHuns B [7].

2 B HacTosleMm cTaHfjapTe HenpodeccmoHan — 3TO NoJib30BaTe/lb yCTPOWCTBA A1 MOHUTOPWHIA NepopasibHO
Tepanun aHTUKoarynstHTaMmu, KoTopblii He UMeeT cnelnasnbHbIX MEeAULUHCKUX, HAYYHbIX UM TEXHUYECKUX 3HAHWN, CBSI3aH-
HbIX C MOHUTOPUHIOM NepopasnbHONi Tepanun aHTuKoarynsHTamu.

3.15 pa6ouunii kanubpatop nsrotoButens (manufacturer's working calibrator, working measurement
standard): CtaHaapTHbIi 06pasel, KOTopbIii UCNOb3yeTcst 06bIYHO B1abopaToprn M3roToBUTENA ANS Kanne-
POBKM UM MPOBEPKM MaTepuasibHbIX Mep. U3MepUTENbHbIX NPUGOPOB UK pedepPEHTHbIX MaTepuasnos.

NMpumeuaHns

1 ApantupoBaHo u3 ICO 17511.

2 3To NpMMEHUMO K npenapaTty TpoMGonnacTuHa. UCNosib3yeMoMy U3roTOBUTENIeM NpY NOATOTOBKE CMECU peakTun-
BOB /151 onpefeneHns npoTpoM6MHOBOro BpEMEHM!.

3 MMpunucaHHoe 3HauyeHne paboyero kanmbpaTopa W3roTOBUTENA, METPOIOrMYECKN NPOC/eXnBaemoe 40 MeXay-
HapoAHOro pedhepeHTHOro npenapaTa.

3.16 BblGpaHHasA uM3rotoBuTeNneM meToauka namepeHus (manufacturer's selected measurement
procedure): MeToauka n3mepeHus, koTopasi oTkannbéposaHa 0AHUM WU HECKONIbKUMUW NEePBUYHbIMU NN BTO-
pYYHBIMK KanmbpaTopamu 1 NOATBEPXAeHAa AN NPeAnonaraemoro npuMeHeHus.

MpunmeuvaHne — NCO 17511.4.2.2. nepeuncnerue f). ykasbiBaeT BbIOpaHHY0 M3roTOBUTENEM METOANKY N3Me-
peHna B Lenu npoc/iexmBaemMocTu.

3.17 nocTosiHHasa npouegypa uamepeHusa narotoButensa (manufacturer's standing measurement
procedure): MeToguka n3mepeHns, kotopast oTkanmbépoBaHa O4HUM WU HECKOMTbKMMY pabounmu kannbparo-
pamun n3rotoBuTeNs Wnu kannépaTtopom 60s1ee BbICOKOTO YPOBHS ¥ NOATBEPXAEHA AN15 ee npeAnonaraeMoro
npUMeHeHus.

MpumeuvaHne — NCO 17511.4.2.2. nepeyncneHue (). ykasblBaeT NOCTOAHHYIO METOANKY U3MEePEHNss U3roTo-
BMTE/IEM B LIeNV NPOC/IEXNBAEMOCTH.

3.18 meToguka namepeHusi (measurement procedure): CoOBOKYNHOCTb onepauuii, onpeaeneHHo onu-
CaHHbIX 1N 0XapaKTepPU30BaHHbIX, UCMOJb3YEeMbIX NPU BbINOSIHEHUN CNELUtUYECKUX N3MEPEHNI B COOTBET-
CTBWM C laHHbIM METOZI0M.

(1. onpepenexue 2.5)

3.19 unHTepBan mamepeHusa (measuring interval): COBOKYMHOCTb 3HAY€HUA U3MEPSEMOIN BENUYMHDI,

N5 KOTOPOU CMELLEeHNE N HEMPELU3NOHHOCTL NPeANoaraloTCs HaXoAAWMMUCA B YKa3aHHbIX npegenax.

MpunmeuvaHnunsn

1 lMpepgctaBnseT MHTepBas pe3ynbTaToB UCC/1e40BaHNSA, B KOTOPOM paboymne xapakTepucTukn 6eam noaTeepxae-
Hbl U3rOTOBUTE/IEM.

2 ApgantupoBaHo 13 (1.onpegeneHune 5.4).

3.20 meTposiornyeckas npocnexmnBaeMocTb (metrological traceability): CBoiicTBO pe3ynbTarta nsme-
PEHUSA NNV 3HAYEHUSA 3Ta/IoHa, 3aK/1yaloLeecs B BO3MOXHOCTN YCTAHOB/IEHUS €70 CBSA3U C COOTBETCTBYOLLN-
MW 3TanoHamu, OO6bIYHO MEeXAYHapOAHbIMW WAN HauWOHaNbHbIMU, NOCPEACTBOM HeNpepbIBHOW Lenu
C/IMYEHWNIA, UMEIOLLMX YCTaHOB/IEHHbIE HEONPeAe/IeHHOCTH.

(1, onpegenexue 6.10)

3.21 chusmnyeckunini KOHTpPOb cucTeMbl (physical control system): KOHTpo/NIbHOE YCTPOCTBO, KOTOpPOE
He COfepXUT XMMUYECKN peaKTNBHbIE KOMMNOHEHTbI U NPeHa3HaYeHo N3roToeBuTeNeM A1 NpoBepkn paboTbl
WUHCTPYMEHTA.

MpumevyaHus

1 ®U3MYECKNit KOHTPOSIb CUCTEMbI MOXET BbITh B (hOPME 3/IEKTPOHHOIO YCTPOMCTBA, KOTOPOE 06ecneunBaeT Moge-
NUpyemyto peakuuio.

2 Pe3ynbTaT (hU3MYECKOro KOHTPO/IA JO/IXEH GbITb B NpejonpeAeeHHbIX npegenax, Ytobbl cuctema usmepeHus
paccmaTtpuBanach kak (pyHKLUOHUPYIOLWas 4OMKHbIM 06pa3oMm.

3.22 npeum3noHHOCTb n3MepeHuns (precision of measurement): CteneHb 61M30CTV MeXAy He3aBUCK-
MbIMW pe3ynibTaTaMmu U3MepeHuid, NoNy4YeHHbIMWU B OTOBOPEHHbIX YCI0BUAX.

MpumeuvaHunsa
1 AganTupoBaHo 13 (2).
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2 CTeneHb NPeLM3NOHHOCTU BblpaXkeHa a Mg poBoii (hopMe CTaTUCTUYECKMMU MepaMn HEMPELN3NOHHOCTH n3me-
peHus cpegHekBaApaTUYHbIM OTK/IOHEHNEM W KO3 (PULIMEeHTOM BapuaLum, KoTopblie 06paTHO MPONOPLNOHANTBHO CBSA3aHbI
C NPeLn3NOHHOCTbI0. KoNnMyecTBeHHbIe Mepbl MPELN3NOHHOCTY 3aBUCAT OT NPeAyCMOTPEHHbIX YC/TOBUA.

3 TMpeumn3noHHOCTb AaHHO MeTOAVKN U3MepeHna noapasfenserTca CornacHo ykasaHHbIM YC/10BUAM NpeLn3noH-
HocTu. Cneuudpnyeckne COBOKYMHOCTM KpalHWX YCNOBWIA Ha3biBalOT «MOBTOPSEMOCTbIO» (3.26) U «BOCNPOWU3BOAMU-
MOCTbHO» (3.28).

3.23 npoTtpombuHoBoe Bpems (prothrombin time): Bpems, Tpebyemoe ansa obpasoBaHus cryctka B
o6pasLie KpoBK NOC/E KOHTaKTa c Matepranom TpoM60onNacTHOBOTO peakTmsa.

3.24 cuctema gna naMepeHus NpoTpoM6uUHOBOro BpemeHu (prothrombin time measuring system):
M3meputenbHas cuctema, koTopas perucTpupyeT Bpems, Heobxogumoe Ans 06pasoBaHna cryctka B obpasue
KPOBW Npu BO3A4eNCTBUM TPOMOGONACTMHA U peareHTa TKaHeBoro chakropa.

MpumeyaHue — Cucrtema BKIlOUaeT B cebs peakTUB U MHCTPYMEHT, UCMO/b3yeMble AN perucTpauum speme-
HM 06pa3oBaHNA CrycTka.

3.25 peareHT (reagent): HacTb MeAMLMHCKOTO M3Aenusa AN1A AWArHOCTUKM in vitro, KoTopas, ocylie-
CTB/IASE XUMUYECKYHO UV INEKTPOXUMUYECKYHO pPeakLmio, Bbi3bIBAET CUTHA, KOTOPbIV NO3BONAET 0OHAPYXUTb
BE/INYMHY U U3MEPUTb ee 3HaueHne B o6pasLe.

3.26 noBTOpsAemMOCTb M3MepeHus (repeatability of measurement): MNpeunsnoOHHOCTb N3MEPEHUS NpK
YCNOBMAX NOBTOPSEMOCTH.

MpunmeyaHne — AganTUpoBaHo u3 [2).

3.27 ycnoBus noBTopsiemMocTu (repeatability conditions): Ycnosus, mpyu KOTOPbIX He3aBUCKMblE
pe3ynbTaTbl U3MEPEHNS NONYYEHbI OLHUM U TEM Xe METOLO0M U3MEePEHUs Ha MAEHTUYHBIX 06pas3Lax, BOAHON 1
Tol Xxe nabopaTopum, TEM Xe onepaTopoM, UCNOJb3YIOLLMM TO Xe 060py0BaHue B Npesenax KOpoTKNX MHTep-
Ba/10B BPEMEHN.

MpumeyaHunsn

1 AganTupoBaHo u3 (2).

2 TpaKkTMYeckn Hen3meHHble YC0BUSA, MPUBOASLLNE K MUHUMAIbHO BapnabebHOCTN pe3ynbTaToB U3MEpPEHUs.
3 B HacTosWeEM cTaHAapTe «1abopaTtopum» [O/KHbI MHTEPNPETUPOBATHLCS KaK «MECTOMNOOXEHNS».

3.28 BocnpoussBognMocTb namepeHus (reproducibility of measurement): Mpewun3noHHOCTL N3Mepe-
HWSA NPY YCNOBUSIX BOCMPOW3BOAVMOCTMW.

MpunmMmeyaHune — AganTuposaHo u3 (2).

3.29 ycnosusa BocnpounsBoaumocTu (reproducibility conditions): YcnoBus, npu KoTopbix pe3ynbTarhbl
N3MepeHUsi NONYYEHbIOAHUMUTEM Xe METOAO0M M3MEPEHUS HA MAEHTUYHBIX 06pa3Liax, B pasHbix 1abopaTopu-
AX. pasHbIMK onepaTopamu, UCNob3yLW UMK pasnyHoe 060pyLoBaHme.

NMpumevyaHns

1 MoNHOCTbIO M3MEHEHHOE yCN0BME NpeAHa3Ha4YeHo, YToobl MpeAcTaBnTb YCI0BUSA, NPUBOASALLME K MAKCUMasTbHOM
BapuabenbHOCTN pe3ynbTaToB TecTa.

2 B uenax HacTosLwero ctaHgapTa, «1abopaTopumn» fO/MKHbI MHTEPNPETUPOBAaTLCS Kak «MeCTOMNOOXKEHUSI».

3 ApanTtupoBaHo u3 (2).

3.30 BTOpMYHaa pecdhepeHTHaas MeToAuKa u3MepeHuss (secondary reference measurement
procedure): MeToauka usmepeHusi, Kotopas oTkasiM6poBaHa OAHUM UM HECKONbKMMUW NEPBUYHBIMM Kannbpa-
Topamu.

NMpumeyaHue — MeToAMKy AN U3MEPEHWSI NPOTPOMGMHOBOTO BPEMEHU MHOTAA HAa3biBAKOT «BTOPUYHAS CTaH-
LapTHasi MeToAuKa.

3.31 TouHOCTb cucTeMbl (system accuracy): CTeneHb 67M30CTV penpes3eHTaTUBHbIX pe3ynbTaTtos
N3MepeHUs, NOTYHEHHbIX N3MEPUTESTbHOW CUCTEMOM, K NPUHATLIM OMOPHbLIM 3HAYEHUSIM.

MpumeyvyaHuns

1 TepMWH «TOYHOCTb U3MEPEHNA* MO OTHOLWIEHWNIO KPAAY pe3yibTaToB N3MEPEHUsi OXBaTbiBaeT KOMOMHALMIO KOM-
NOHEHTOB C/lyYaliHOWM NOrPeLHOCTM U 06U el CUCTEMATUYECKOW OLIMGKN UM KOMIOHEHT CMELLEHNS.

2 PedyepeHTHble 3HAYeHNA NpUNUCaHbl BCOOTBETCTBIM C METOAMUKOV M3MEPEHUS, MPOCeXnBaemMoli 4o pedepeHT-
HOll MeTOAMKN n3MepeHns 6osiee BbICOKOrO nopska.

3 TOYHOCTb CUCTEMbI MOXET ObITb BblpaXeHa Kak MHTepBas, KoTopblli oxBaTbiBaeT 95 % HabnogaeMbix pasnnunii
MexXay pesynbTaTaMu oLeHNBaeMoli CUCTEMbI U NX pehePEHTHBIMU 3HAUYEHNAMU. DTOT UHTEPBA TakXe BKIoYaeT B cebs
HeonpeaeneHHOCTb N3MEPEHUS METOANKA N3MEPEHNS, NCNOb30BaHHOI 415 NPUNUCLIBAHNA pedepeHTHbIX 3HaYEHWIA.

4 ApanTupoBaHo 13 (8. NyHKT 3.24).
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3.32 npaBWbHOCTb U3MepeHUs (trueness of measurement): CTeneHb 61M30CTY CPeAHETO 3HAYEHUS,
MoJIyYEHHOrO0 13 60/1bLLON CepyUm pe3yNbTaToB U3MEPEHUA, K MPUHATOMY ONOPHOMY 3HAUYEHUID.

MpumevaHuns
1 Mepa npaBunbLHOCTU — cMmelleHune (3.2).
2 ApantupoBaHo 13 (2).

3.33 TnnoBoe ncnbiTaHue (type test): MicnbiTaHne 0gHOrO WM HECKO/IbKMX 06pasL0B 060pyA0BaHusA
(wnun yacTein 06opyL0BaHNSA), N3TOTOB/IEHHbIX MO OAHOMY NPOEKTY, YTOOLI MOKa3aTb COOTBETCTBME NPOEKTa U
NpPOM3BOACTBA OAHOMY WU HECKOJIbKMM TPpEOOBaHNSIM NPUMEHEHHOrO CTaHJapTa.

MpumeuvaHnunsa
1 CratucTunyeckasn Bbl6opka He TpebyeTca ANA TUNOBOrO UCMbITaHKS.
2 ApantuposaHo n3 MOK 61326.

3.34 cornacwue nonb3oBaTesns (user compliance): CNoco6HOCTb UTOTOBHOCTL NOJIb30BATENSA U3MEPU-
TesNbHOW CUCTEMbI NPUAEPXMBATLCSA U paboTaTh B Npefenax onpeAenieHHbIX cneungukanmii MeTogukM nsame-
peHus.

3.35 o6pasel, BEHO3HOM KpoBu (venous blood sample): KpoBb, cobpaHHas nocsie npsiMoro npokKasbi-
BaHMs BeHbl, 06bIYHO C MOMOLLLIO UMbl U WNPpULA MK APYTOro ycTpoiicTBa Ansi c6opa KpoBu.

MpumMmeuyaHune — BeHo3Haa KPOBb MOXET ObITb cobpaHa 6e3 406aBOK TNa aHTUKOAry/ISHTOB U KOHCEpPBaH-
TOB. 1 B 3TOM C/lyyae oHa GyeT HecTabunbHO; BEHO3HAs KPOBb MOXET Takke GbiTb coGpaHa B KOHTEHEpbI, codepxallmne
8,06aBKN WU KOHCEPBAaHTbI /151 CTa6MIM3aLMK ONpeAe/ieHHbIX KOMIOHEHTOB.

3.36 o6bemHas gons apuTpoumnToB B KpoBU (volume fraction of erythrocytes in blood): Mponopums
KNeToK B 06pasLie KpoBu.

MpumeuvyaHusa

1 BblpaxeHHas Kak 405, 4acTo 0603HaYaeTCs M Kak NPOLEeHT (06bIYHbIN) N3 eanHULbl CUL.

2 WHorga HasblBaT «reMaTOKpPUTOM*. N0 HaMMEHOBaHWUI0O NHCTPYMEHTA, NepBOHaYyasibHO UCNOJ/Ib30BAHHOTO AN
onpegeneHms 06 bEMHON A0/ 3PUTPOLUTOB B KPOBMU.

4 TlpoekTnpoBaHue N pa3Butue

4.1 O6uwue TpeboBaHMA

MpumeHstoTca TpeboBaHuna, onpegenerHble B NCO 13485.

Tpeb6oBaHus, onpegesnieHHble B EH 13532. npuMeHSAIOT Npu OueHKe aKcnyaTaloHHbIX XapakTepucTuk
CUCTEMbl MOHWUTOPUHTA in Vitro nepopasnbHol Tepanun aHTukoarynsHTamu.

MpumeyaHune — Pasaensl 6 1 8 onuckiBaloT feCTBUS Npy BEpUUKALMN NPOEKTa, KOTOpble NpefHasHaueHbl
N5 06ecneyeHus rapaHTum CnoCco6HOCTM NPOAYKTa COOTBETCTBOBATHL XapakTePUCTUKAM NPELU3NOHHOCTM, NPaBUIbHOCTY,
6e30MacHOCTN 1 HafeXHOCTU. Pasgen 9 onucbiBaeT AeliCTBUS Npu BepudmkaLmum npoekTa, KoTopble npegHasHaueHsl 41s
06ecneyeHns rapaHTU COOTBETCTBUSI YCTPOMCTBA TPE60BAHNSIM N0/b30BATES.

4.2 VHTepBas nsmepeHus

WNHTepBas n3MepeHmnst CUCTEMbI JO/TKEH BbITh, NO KpaliHeii mepe, oT 1.040 6.0 MHO.

4.3 be3onacHocTb

MpumeHsaoT TpeboBaHus, onpegenerHHblie B MOK 61010-1 1 M3K 61010-2-101.

4.4 MeHe[)XMeHT pucka

4.4.1 TpnemnemMocTb PUCKOB

M3rotoBuTesb f0/KEH onpeaennTb NPpUeMaIeMoCTb NOTEHLMasIbHbLIX PUCKOB, OCHOBLIBASCL HA 3HAHWU,
no MeHbLUeli Mepe, criegyroLwmnx hakTopos.

a) npepnonaraemoro Ucnosib3oBaHNs NpoayKTa:

b) HaBbIKOB M OrpaHWYeHNs Nosb3oBaTenei:

C) 3alWTbl NPOTUB HEYMbILEHHOrO U3MEHeHVUs napamMeTpoB HacCTpoWku (Hanpumep, coobliaemble
enHNLbI):

d) BepoATHbIX OTKNIOHEHWI OT PEKOMEHA0BaHHOIo 06CNYXMBaHNA, METOANK PaboTbl 1 KOHTPONS;

€) BAVAHWA MHTepdepunpyoLw X BELLECTB.

MpumeyaHue — PykoBoAsLiME NPUHLWMbLI 4151 OLEHKN NOTEHLMANBbHO MHTepPdEPVPYIOLL X BellecTs, cM. [9].

4.4.2 OueHKa pucka
MpumeHsatoT TpeboBaHus, onpegenerHHbie B UICO 14971.
BbINoAHASA OLeHKY pucka, U3rotoBuTe b JO/MKEH NPUHATL BO BHUMaHWE cnegyollee:
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a) cepbe3HOCTbNOCNeACTBUI HEOOHAPY)XXEHHOro 0Tka3a (Hanpumep, NoTeHLUanbHbIi Bpea naunueHTy);

b) BEPOATHOCTb BO3HWUKHOBEHMSA OWNOKN (HanpyMep, HeLOCTaTOUYHbIN 06beM NpPobbl UK HenpaBusb-
Hoe pasmelleHne evHNL bl peakTusea) 1

C) BEPOATHOCTb HECMOCOOHOCTM CUCTEMbI 0GHAPYXUTb OLWNGKY (Hanpumep, AedekTHble BHYTPeHHne
[aT4nKn UHCTPYMEHTA).

MpumeyvyaHuns

1 HacTtoswuii cTaHfapT He onpejenseT ypoBHU NPUeMIEMOCTU pucka.

2 PykoBoAsiMeE MPUHLMMBI 4718 TOTO, YTOGbI NAEHTUMULMPOBATL NOTEHLMAIbHbIE ONACHOCTU OT UCMNOMNb30BaHUSA
«eVNHNLbI NCNOJIb30BaHMSA YCTPOKCTB», cM. |10J.

3 MeHeMKMEHT pucka Bk/toUaeT B ce6si aHann3, OLeHKy, YMEeHbLUEHNE N KOHTPO/b prcka.

4.5 AcneKkTbl 3proOHOMNYECKOTO U Ye/I0BEYECKOro (hakTopoB

Mpu NpoeKTUPOBaHMM CUCTEMbBI MOHUTOPUHIA iN Vitro NnepopanbHoli Tepanuy aHTUKoarystHTamm fO/KHbI
6bITb YUTEHbl OTHOCALLMECS K A€y 9PrOHOMUYECKUNIA 1 YenoBeYveckuii haktopbl, BKIOYas, No MeHbLLER Mepe,
cnepyoulee,

a) acnekTbl Nosb3oBaTeNs:
* BblGOp.
- oby4yeHue.
- cornacwue;
OKpY>XXatoLLyto cpey UCnoNb30BaHNs:
- Temnepartypy.
- BNAXHOCTb;
C) CBOliCTBa CUCTEMbI:
- YCTOWYMBOCTb K yaapam.
- CTabW/bHOCTb PeakTVBOB;
MHTepdeiic nonb3oBarTens:
- yAo6CTBO NPUMEHEHMS.
- yAo6CTBO 06CNYXUBAHMSA.
- 3alNTy OT TUMMYHOTO «M3HOCa», C KOTOPLIM MOXHO CTOJTIKHYTbCS B OKpYXXalolLeli cpeje Ucnosb3o-
BaHUS.
- ypoboumTaemocTb pe3ynbLTaTos,
- HenpaBW/ibHbIE YCI0BMUSA 1 OLWIMBOYHbIE COOOLLEHNS.
- 0flHO3HauHble CO06LLEHNSA NONb30BATENIO (HANPUMeEp, «HU3KUIA 3apsa 6aTapen» UM «HU3KUIA pe-
3y/IbTaT», & He TO/TbKO «HU3KO»),
- NpoBepkKa nosib3oBaTesieM Hagnexalero yHKLNOHUPOBaHUSA CUCTEMDI.

4.6 ObecneyeHne KayecTBa 1 CpencTBa KOHTPOISA pUcka

4.6.1 O6WWe NosoXeHust

O6ecneyeHre kayecTBa CUCTEMbI MOHUTOPMHIA NEPOPasIbHOM Tepanum aHTUKoaryisHTaMmy cocTouT u3s
MHOXecCTBa 3/1eMeHToB. CM. npunoxeHve E Ana onncaHmsa pasnuyHbIX 3/ieMeHToOB obecneyeHns KkayecTsa,
KOTOPbI€ MOTYT 6bITb MPUMEHEHbI.

M3roToBUTENb fOMKEH 06ecneynTb cneunduyHbie an1s yCTPOCTBa Mepbl KOHTPO/S puUcka, Kak 3Toro
TpebyeT nnaH MeHeMKMeHTa pucka. NMpuMeHsaoT TpeboBaHus, onpeaeneHHsle B UCO 14971,

Mepbl KOHTPOIS pUcKa, BKIoYas obble orpaHNYeHuns, 4O/MKHbI 6bITb ONMCaHbl B UHCTPYKLMAX N0 NpuMe-
HEHMIO 1 B MPOrpaMMe COOTBETCTBYIOLLErO 06YUYEeHUS.

Mepbl KOHTPO/IA pUCKa JO/DKHBI ObITb YUYTEHbI NPY 06pa3oBaHnn U 06yUYeHUN Nob3oBaTenei n paboTHu-
KOB 34paBoOXpaHeHus (CM. pasfen 7) Takxke, kak crnefyowme afieMeHTbl.

4.6.2 lpoBepka n3mepeHns

Kaxzoe n3amepeHune, 0 KOTOPOM COO6LLAET CUCTEMA MOHUTOPUHTA in Vitro nepopasibHO Tepanumn aHTUKO-
arynsHTaMmu. f,0/HKHO ObITb MPOBEPEHO BHYTPY CaMOW N3MepPUTENbHON CUCTEMBI.

Xapaktep u cTeneHb BHYTPEHHEN NpoBepku, KoTopas GyAeT BbINOSIHEHA W3MEPUTENIbHOW CUCTEMONA,
OO/KHBI ObITb ONpefenieHbl pesynbTaTamu aHanm3a pucka.

b

~

d

~

NMpumevyaHune — Heobxoanmo, 4To6bl UCMOb30BAHNE PEAKTUBOB C MPOCPOYEHHBIM CPOKOM FOAHOCTW GblfO
npeAoTBpaLLeHo.

4.6.3 KOHTpONb paboTbl CUCTEMBI

M3roToBuTenb f0O/MHKEH NPefoCcTaBUTb METOAUKY KOHTPOA U MHCTPYKL MU MO MPUMEHEHWIO KOHTPOSIbHbIX
mMaTepuanos.

Mpoueaypa KOHTPONSA [o/kHa 6biTb noaTBepxaeHa. [MpumeHsaloT TpeboBaHus, onpegenieHHble B
NCO 15198.
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KOHTpONbHbIV MaTepuan MOXeT COCTOATh U3 XUAKOrO KOHTPO/IS, UHTETPMPOBAHHOTO KOHTPOSA UM KOM-
6uHaLmm 06enx hopm.

Ecnn 6yaeT ucnonb3oBaTbCs (PU3NYECKUI KOHTPOSb (HanpuMep, KOHTpO/ibHas nosoca), To U3roToBu-
Tenb AO/MKEH NPefoCTaBUTb MHCTPYKL MU MO MPUMEHEHMIO (DU3NYECKOTO KOHTPOISA HA MHCTPYMEHTE.

Mepep kaXxabiMm n3mepeHnem obpasLa KpoBY NpoBepKa U3MepeHust 4o/mKHa 6bITb NpoBeAeHa CO6CTBEH-
HbIM KOHTPOJ/1EM MOHMTOPA C UCNONIb30BaHNEM BHYTPEHHETO UM BHELLHEro on3n4eckoro KOHTPOIA CUCTEMBI.

KOHTpONbHbIE U3MEPEHUS C MPUMEHEHNEM XUAKNX KOHTPO/IbHbIX MaTeprnasioB AO/DKHbI ObiTb BbINOJTHE-
Hbl KaXXAbl pa3. Korga ucnosb3yeTcs HOBbIN NakeT peakTMBOB, KOrga noayyeH HeoXuAaHHbIN pe3ynbTaT 1 Kor-
Aa 3Toro TpebylT MeCTHble WHCTPYKUuW. XXuakMe KOHTPOJibHble cpefcTBa MOryT ObiTb 3aMEHEHbI
WNHTErpMpPOBaHHbIM (DYHKLMOHATbHBIM KOHTPOEM.

[LelicTBuUs, KOTOPbIE AO/KHBI ObITb NPEANPUHATHI, KOr4a KOHTPO/IbHbIE Pe3y/ibTaTbl HAXOAATCA BHE ycTa-
HOBJIEHHOr 0 Anana3oHa, f0/KHbI ObiTb NPUBEAEHbI B UHCTPYKLMAX MO MPUMEHEHNIO.

4.6.4 TlpoBepKa aKcnayaTaLMOHHbIX XapakTepucTuk Nnpu camoTecTupoBaHnu

M3roToBUTENb AO/HKEH PEKOMEHA0BATL NO/Ib30BaTENAM METOAUKY MPOBEPKN NPUEMSIEMOCTN pe3ynbTa-
TOB CaMOTeCTUPOBaHUA.

MpoBepka fo/mkHa ObITb OCHOBaHa Ha CpaBHEHUW pPe3y/ibTaToB, MOTyYEHHbIX NONb30BaTenem n pabor-
HUKOM 34paBOOXpPaHeHNs B yka3aHHble MHTepBasbl. PEeKoMeHAyeTCsa NHTepPBas WeCTb MeCALEB NN MeHbLLUE.
[na nonb3oBaTeneil, BHOBb MPUMEHSIOLLNX CAMOTECTMPOBaHNE, MOTyT 6bITb HE06X0AMMbI 60/1EE YaCTble MPO-
BEPKM TEXHUKN BbINOSIHEHMA UCCNEA0BaHNI, HANPUMEP EXXEMECAYHO.

4.6.5 OueHKa BbINO/IHEHUS NOSIb30BaTENEM MHCTPYKLUMIA N3rOTOBUTESS U Bpaya

M3roToBuTENb AO/IKEH PEKOMEHA0BATbL B UHCTPYKUUAX NO NPUMEHEHUNIO 415 MeAULNHCKUX pabOTHUKOB
noaxoasiune MeToANKU KOHTPOIS 1 OLLEHKM BbINOSIHEHUS NONb30BaTENEM NHCTPYKLUIA M3rOTOBUTENSA U Bpaya.

4.7 MeTponorm4yeckas npocnexmnsaemMocTb

K npoueccy kannbpoBKM U3roTOBMTENEM YCTPONCTB MOHUTOPUHTA in Vitro nepopasibHOW Tepanmn aHTUKO-
arynsHTamMmm go/mMKHbl 6bITb NPMMeHeHbl TpeboBaHus, onpegenexHblie B M C 017511,

Pe3ynbTatbl u3mepeHnsi 0TOB6PaHHON M/MM NOCTOSAHHON METOANKN N3MEPEHMNS U3TOTOBUTENS SOSDKHbI
6bITb NPOCNEXMNBAEMbIMY K TAKOBbIM PEKOMEHA0BaHHO BO3 pyuyHOli METOAMKNA U3MEPEHNS NOKaUYMBaHWEM
nNpo6upkK, ¢ UCNoJIb30BaHNEM MeXAyHapoAHOro pedyepeHTHOro npenaparta TpombonnacTuma [11).

MpumeuaHune — B pekomeHayemoli BO3 pyuHoli MeToAvKe N3MepPEHUsi NoKauymBaHUeM NpoGUPKK NCNOb3yT
CBEXYH UUTpaTHYH nnasmy, Torga Kak B yCTpOﬁCTBaX ANA caMOoTeCTUpOoBaHNA UCNOMb3YIOT CBEXYHO, He06pa60TaHHy+o

KpoBb. Mpu KanM6pPOBKe yCTPOMUCTB NPUMEHSIOT NapasnsienbHoe U3MepeHue CBeXei nnasmbl U KPOBU OT OLHOTO U TOTO Xe
nauvenTa. B aTom criyyae 06pasubl KpOBU CIYXAT KaNMGpaTopom.

Ecnvn B NOCTOAHHOW MeToAMKe N3MepPEHUS N3roTOBUTENA NCNO/Mb3YeTCA KPOBb, TO KA/TMO6POBKa METOAUKN
no mexgayHapogHomMy pechepeHTHOMY npenapaty BO3 n meTogumke nokayunBaHusa NpobupkM fomkHa 6biTb MPo-
Be/ieHa nyTeM napannefnibHoro 13MmepeHuns KpoBM 1 Nnasmol. MNpu kaNM6PoBKe PYyTUHHON METOAMKN U3MepeHns
KOHEYHOro nosib3oBatens Ao/HkHa 6bITb UCMO/b30BaHA KPOBb.

Ecnv noctosiHHas MeToAvKa U3MepeHust U3roToBUTeNs NCMNO/b3yeT naasmy, B3TOM c/lyyae nnasma fo/1-
XKHa MCMoNb30BaTbCsA NPU KannbpoBke METOAMKM MO MexAyHapogHoMy pedhepeHTHOMY npenapaty BO3 wn
MeToAVKe noKauvBaHua npobupkun. MNpn KanmbpoBke PyTUHHOW METOAVKN N3MEPEHNSA KOHEYHOro Nofb3oBare-
NA [O/HKHO NPOBOAMTLCSA NapasifiefiHoe n3MepeHune naasmbl UKPOBK (Hanpumep, CMOMb3ys OAHY UTYXe nap-
TUIO PEAKTVBOB).

Llenb npocnexnsaemocTu 0/XHA BKNOYATL B CE65 HACTO/IbKO Maso Waros, HaCKoJIbKO 3TO NpakTuyec-
KM BO3MOXHO, YTO6bI MUHUMN3MPOBAaTb KOMOVMHUPOBAHHYIO CTAHAAPTHYI0 HEONPeAeIeHHOCTb N3MEPEHNS.

MpumMmeyvyaHune — lMNpumep Leny NPocNeXMBaeMocTy A8 TUNUYHOW OTKaNMGPOBaHHOW M3roTOBUTENIEM CUCTE-
Mbl MOHWUTOPWHTA in Vitro NnepopanbHOi Tepanun aHTUKoaryisHTaMu nokasaH B npuaoxexun B. pucyHok B.1. i3o6paxeHune
NoJIHOI Uenu npocnexmnsaemMoctn B3sTo 3 MCO 17511. pucyHoK 5. OTOT NnpuMep He npefHa3HauyeH ANna npeacTaB/eHuns
e/IVHCTBEHHO BO3MOXHOI NOAXOASALEel Lenn NpociexmsaeMocTy.

Mepbl KOHTPONSA JOMKHBI GbITh OCYLLECTBEHbI B Npefenax Kaxaoro wara npotecca kanmépoBkn ans
OTCNEeXMBAHWS, OLEHKU U KOHTPOSIS Apeliha v MU3MEHUMBOCTY.

MpumeyvyaHune — NHgekc cnocobHocTn npotecca (Cpk) MOXeT 6biTb UCNOML30BAH ANS ONpeAeneHus n obHa-
py>XeHus HegonycTumoro gpericha. Cwm. (12).

KannbpoBka NOCTOSAHHOW METOAVKN N3MEpPeHNs N3roToBMUTeNs AOo/MKHa OblTb NpOBEpeHa B npegonpeae-
NEHHbIX MHTepBasiax no BblbpaHHbIM MeToAukamM M3MepeHus M3rotosuTens. B kauecTse pykoBoacTBa MoOryT
6bITb MCnoNb30BaHbI (13] n [14].

8



FOCT PUCO 17593—2009

Pabounii kanmbpaTtop U3roToBUTENA MOXeT ObiTb MpeAcTaBUTENbHOW MaHenbid 06pasuoB cBexel
KanunnsapHoW MM BEHO3HOW KPOBW, KOTOPbIe 0XBaTbIBAKT MHTEPBA/ U3MEPEHNS, YTOObI rapaHTMPOBaTb KOM-
MyTabenbMoCTb kanubpaTopa ¢ pedhepeHTHOl MeToAMKO N3MepeHusi. M3roToBUTENN [OMKHbI ONPeaenuTb
MEeTOAMKY U Nepuos BpeMEHU, B TEUEHNE KOTOPOro MOTYT NCMO/b30BaTLCS CBEXME 06pasLbl.

5 VHdopmauus, nocrtaBnsemMas UsrotoButesniemM

5.1 O6uwue TpeboBaHUA

WHdpopmauums, noctaBnsiemMas nonb3oBaTensiM U3roToBUTENEM, AO/DKHA ObITh ACHOW 1 KpaTKOWA, C npuMe-
HEHMEM NMPOCTbIX TEPMUHOB, KOTOPbIE MOHATHbI HeNpodeccnoHanam.

WNHdpopMaLus fomkHa 6bITb XOPOLLO NpeAcTaB/IEHHOM 1 IETKO YNTAEMOIA.

Tawm. rge aTo uenecoobpasHo, cnegyeT NPMMEHSITb CUMBOJIbI U naacTpauni. CUMBO/bI AO/MKHbI COOT-
BETCTBOBAaTb MeXAyHapoAHbIM cTaHAapTam. Ecnn 6yayT npMMeHeHbl CUMBO/IbI, 4151 KOTOPbIX HE CyLecTByeT
cTaHgapTa, OHU A0/KHbI ObITh ONMUCaHbI B TEKCTE.

[omkeH ncnonb3oBaTbCA A3bIK(M) CTPaHbl, B KOTOPOW pacnpocTpaHseTcs cMcTeMma MOHUTOPWHTA in vitro
nepopasnibHON Tepanun aHTUKoaryIsHTaMu; Apyrue sa3blku SBAATCS 0NOHUTENbHBIMU.

CogaepxaHvie MHCTPYKLUNIA MO MPUMEHEHWMIO [OMKHO GbITb MOHATHO ANA MoAei 6e3 HayYHOro Uan TeXHN-
4eckoro obpasoBaHus.

WHCTPYKLMM NO NPYMEHEHMIO A,0/MKHbI COAEepXaTb HOMEP NepocMoTpa Win rof 1 Mecsu, u3faHus.

5.2 MapkupoBKa MWHCTpPyMeHTa A/ MOHWUTOPWMHra in Vvitro nepopanbHOl Tepanuu
aHTUKoarynsHTamm

VIHCTpPYMEHT 419 MOHMTOPWHTIA in Vitro nepopasnbHOoi Tepanvm aHTUKoarynstHTamm o/mKeH 6biTb NAEHTU-
huumnpoBaH MapkMpoBKOW, BKIOYAKOLLEN, KaK MUHUMYM, CNeayoLLyto MHopMaLmio:

a) HauMeHOBaHVe WK TOProByH MapKy U3roTOBUTENSA U afipec U3roTOBUTENS;

b) HavmeHOBaHMe NpoAyKTa uam ero ob6o3HavyeHune (3ta MHopmMaLms Ao/HKHA HEMOCPEACTBEHHO Haxo-
ONTbCA Ha Ap/bIKe, NPUKPENIEHHOM Ha yCcTpolicTBe);

C) npegnonaraeMoe npuMeHeHue, BKIOYas yTBEPXAEHUE, YTO MHCTPYMEHT NpeAcTaBnseT coboii meau-
LMHCKOE n3genve gns ANarHocTUKM in Vitro A4S camoTecTMpoBaHns, 1 MHhopMaLmnio OTHOCUTETbHO peakTu-
BOB. KOTOPbIE NCMNO/b3YHTCA C UHCTPYMEHTOM:

d) HOmep napTuM UK cepum, HaxoasLWMACcA HENOCPEACTBEHHO Ha AP/bIKe, NPUKPEN/IEHHOM Ha YCTpOIi-
CTBO;

€) ycnoBusi 4N XxpaHeHus 1 o6paboTku, ecnm npeayCcMoTPEHbI;

f) ccblnky Ha pyKOBOACTBO A4J/15 N0Nb30BaTENSA MU MHCTPYKLMU MO MPUMEHEHWIO.

Tawm. rae aTo LenecoobpasHo 1 paspeLleHo npasuaaMmu, MHpopmaumus Ha aTUKeTKe Ao/MKHa ObITb NpuBe-
[AeHa B popme cMMBO/10B. CMBO/IbI JO/KHbI COOTBETCTBOBATL NMpaBu/iam U cTaHgapTam. Bce cumBonbl gonx-
Hbl 6bITb ONUcCaHbl B MHOPMaLMK, NOCTaBAsSeMOli BMECTE C WHCTPYMEHTOM ANS MOHUTOPUHra in vitro
nepopasibHoW Tepanuy aHTUKoarynsHTamu.

5.3 WHCTpyKUMM MO MPUMEHEHUIO CUCTEMbI A9 MOHUTOPUHra in Vvitro nepopasibHO Tepanuun
aHTUKoarynsHTamm

MpumeHsT TpeboBaHus, onpegeneHHsie B 1 C 018113-5.

K cucteme fomkHa 6biTb NPUIOXKEHA MHCTPYKLMA MO NPUMEHEHWIO, BKAOYawLlwasa B cebs creayoLyto
MHpopmayuio:

a) HavMeHOBaHMe WM TOProBYK MapKy U agpec U3roToBMTeNs, HAMMeHOBaHue 1 ajpec AUCTpuGbio-
TOopa. ecnv NPUMEHUMO, 1 cnocob NOsTyYeHUS MOMOLLN.

NMpumevyaHune — NS MEAULMHCKUX YCTPOWCTB AS ANATHOCTMKM in vitro, npofaBaembix B EBponeiickoM coto-
3e. iupekTnea 98/79/EC (15) TpebyeT HaMeHOBaHUs 1 aipeca «aBTOPM30BaHHOIO NPEACTaBUTENs», ecin U3roTOBUTE b
He pacrnofioxeH B EBponeiickom cotose;

b) HaumeHoOBaHWe NPoAyKTa UM ero 0603HayYeHNe;

C) npegnofniaraeMoe MCnonb30BaHWe yCTPoicTBa:

d) npuHLMN METOAUKU U3MepeHUs;

€) MOCTOAHHYI0 MeTOAUKY U3MEepeHNs N3rotToButens n/unn pedepeHTHbI MaTepuan, npegHasHaveH-

HbI N3roTOBUTENEM A1 OLEHKU Paboumnx xapakTepucTyk;

0 Tvn 06pasuyoB, NCNOMb3YEMbIX U3rOTOBUTENEM /1A KAIMGPOBKM (HanpuMep, KPOBb UK NNa3ma);

[) onpejeneHHble peakTuBbl, KOTOPbIE A0/KHbI UCNOb30BaThCS;

h) meToauky nsmepeHusi, KOTOPOI AO/MKHbI CNefoBaTb, MCNO/b3Ys YCTPONCTBO, BKOYAA cnegyollee:
- nocnepoBaTelbHOCTb MOATOTOBKM MHCTPYMEHTAa K U3MePEeHWI0, BbINOIHEHNSA n3MepeHuns (BKovas
06bEM 1 PEKOMEHA0BaHHbI By 06pasLa) n 06CnyxmBaHusa ycTpoicTea:
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- nocnefosaTesibHOCTb PeryIMpoBKY (Hanpumep, UCNosib30BaHNe Y1Cna, KOA0BOM NO0CkI, KOAOBO-
ro yvMna), UsMepeHusi U NPOBEPKMN U LONYCKAEMbIE BPEMEHHbIE MHTEPBaJIbI MEXAY HUMU;

- efiVHULbI N3MEepPEHUs, O KOTOPbIX COObLaeT yCTPONCTBO ANa 3HavyeHns MHO (Hanpumep, npo-
LeHT);

- COBET OTHOCWTE/NbHO TOr0, YTO AenaTb, KorAa UHCTPYMEHT Bbl4as OLMOOYHbIE COOBLLEHNS, HEOXU-
[aHHble pe3ynibTaTbl UK pe3ynbTaTbl BHe YKa3aHHOro MHTepBasia U3MepeHuii;

i) ycnoBusi BHelLHel cpeabl (Hanpumep, TemnepaTypy U OTHOCUTE/TbHYI0 BNaXXHOCTb), B KOTOPbIX MOXET
MCMob30BaThCA CUCTEMA,

j) AeTanbHyl npoueaypy, KOTOPOI AO/HKEH criefoBaTbh NoNb30BaTe b NPY Haslake YyCTPONCTBa, ecnu
NPUMEHNMO:

K) peTanbHble METOAMKM KOHTPO/IA NOMb30BaTe s, BKIOUYaA NaeHTUukaLio KOHTPOIbHOro MaTepua-
Na. KOTOpbIiA ncnonb3yeTcs ANa NOATBEPXAEHUS TOr0, YTO CUCTEMA MOHUTOPUHTA in Vitro nepopasibHol Tepa-
MUK aHTMKoarynaHTamu pabortaeT JO/MKHbIM 06pa3oM, BaXKHOCTb BbINOSIHEHUS METOAVKMA KOHTPONS, U COBET
OTHOCUTENLHO AECTBUIA B Clyyae, ecnv pe3yibTaTbl KOHTPOSE HENPUEM/IEMBI;

) TMn o6pasua, KOToPbI UCNONbL3YEeTCA Tak Xe. kak Mobble cneunanbHble ycnosus cbopa u npegsapu-
TesnbHOW 06paboTku:

T) Mepbl NPefOCTOPOXHOCTH, KOTOPbIE AO/MKHbI ObiTb NPEANPUHATLI, YTOObI YMEHbLUUTbL PUCK MHCDEK-
uumn (Hanpumep, OT NpeaLwwecTBYOLLEro NCNOb30BaHNA MHCTPYMEHTa Wn HenpasuibHOro yaanexnus 6uono-
rMYeckn onacHbIX MaTepuasnioB nccnefoBaHuii);

n) Mepbl NPefOCTOPOXHOCTM, KOTOPbIE AO/MKHBI ObITb MPEANPUHATLI, YUTOOLI NPeA0TBPaTUTL NOBpeXae-
HWe cucTembl (Hanpumep, OT 3/IeKTPOCTATUYECKOro paspsfa, MarHUTHbIX Mofeli, BbICOKO TemnepaTypbl,
BNTAXHOCTW, BUGPALMN 1 APYTMX BHELIHUX BAMSHUA WX 4PYTUX YCNOBWIA BHELLHER cpebl, eCiv NPUMEHNMO
(cm. pasgen 5 M3K 61010-2-101);

0) onvcaHne 1 o6 bSACHEHME N0ObIX CUMBOJIOB, UCMOMNb3YEMbIX B MapKUPOBKE 1 B MHCTPYKLMAX MO NpruMe-
HEHWIo;

p) PYyKOBOACTBO OTHOCUTE/IbHO AENCTBUIA, KOTOPbIE [O/MKHbI OblTb NPEANPUHATBLI NOMb30BaTENEM Kak
cnepcTsBue pesynbtaTa, BKIyas:

- CCbI/IKY Ha MHCTPYKLUWW, faHHble MeAVNLMHCKUM paboTHUKOM, 1 NpeaynpexieHne He OTKNOHATLCA
0T 3TUX UHCTPYKLMI Ha OCHOBE pe3ynbTaTa, 6€3 KOHCY/IbTaluumn C MeAULUHCKAM PaGOTHUKOM;

- COBEeT OTHOCUTE/IbHO TOro, Kak NOCTynaTh, eCun pesybTat COMHUTENEH AN NoNb30BaTens:

- yKasaHue TOro, Kak cucrtema MOHUTOPWHIa U3BeLlaeT Mosb30BaTesnia 0 BbIXOAe pesynbTara 3a
npefenbl yka3aHHOro MHTepBasa M3MepeHust (Hanpumep, ownboYHbIe CO06LEHUS, YBEAOMIEHNS
06 ownbKe),

q) NHopMaLmMio OTHOCMTENIbHO 6e30NacHOro yAaneHns CUCTEMbl U ee KOMMOHEHTOB, NPy Heo6XoAn-
MOCTMW.

WHCTpYKUMM AN UCNONb30BaHUS JO/KHBI COAepXaTb peKoMeHAauMn 0THOCUTENbHO AeliCTBUIA, KOTO-
pble cnefyeT NpeAnpyHUMAaTh, ecn NPoBepKa YKaxeT HenpueMiemblil pesynbTar.

5.4 MapknpoBKa peakTMBOB 1 KOHTPOJ/IbHOro MaTepuana

PeakTunBbl 1 KOHTPO/bHbIN MaTepuan AO/KHbI ObiTb UAEHTUMULMPOBAHbI 3TUKETKOW UM 3TUKETKaMMU.

MpumeHsatoT TpeboBaHus, onpegenerHsle 8 1 C 018113-4.

Kpome Toro, Ha aTuKeTKy o/hkHa ObITb HaHECEeHa cnegytowasn nHthopmaLlms:

a) ykasaHue nepuoaa BpeMeHU, BbIPaXXEHHOT0 KakMecsLbl W/UANAHU. BTeYEHNEe KOTOPOro peakTuB 40/1-
XXEeH UCNonb30BaTbCA Noc/e faThl MepBOro OTKPbITUSA HeNoCpeACTBEHHOW ynakoBKN peakTunBa,;

b) CCbl/IKa Ha MHCTPYKLUW MO NPUMEHEHMIO;

C) WHCTPYMEHT, NpefiHa3HaYeHHbI! 418 UCNONb30BaHUS C peakTUBaMu.

Ha aTnkeTKy AO/MKHO 6bITb HAHECEHO NpeaynpexaeHne o cneayloLLem:

d) ucnonb3oBaHWe peaKkTMBOB CO CneLMduLMPOBaHHbIM YCTPOWCTBOM A8 MOHUTOPUHTA in vitro nepo-
panbHOW Tepanun aHTUKoarynaHTamu 418 NofyYeHns HafeXHblX pe3ynbTaToB M3MepeHus.

e) 6e3onacHoe ygasieHne peakTyBOB NOC/E UX UCMO/b30BaHNS.

LomkeH ncnonb3oBaTtbCs A3bIK(M) CTPaHbI, B KOTOPOI NPUMEHSIIOT PeakTVBbl M KOHTPOJ/IbHbIV MaTepuan,
Apyrue A3blk1 ABNSOTCA ONONHUTENbHBIMU.

5.5 VIHCTPYKUUM NO NPUMEHEHUIO PEaKTUBOB N KOHTPOJIbHOIO MaTtepuana

PeakTuBbl 1 KOHTPO/IbHBIV MaTepuasn, UCNoMb30BaHWe KOTOPbIX NPeAYyCMOTPEHO C CUCTEMO MOHUTO-
pvHra in vitro nepopasnbHO Tepanuu aHTUKoaryiaHTamu, 0/HKHbl CONPOBOXAATHCA MHCTPYKLMSAMM NO NprMe-
HEHUI0.

MpumeHsoT TpeboBaHusA, onpegeneHHsle B NCO 18113-4.

Kpome Toro, MHCTPYKLMA NO NPUMEHEHMIO [lO/HKHA BK/IOYATb B Ce6s cneaytoLyto nHhopMaLmio:

a) ykasaHuve cnocoba nosy4yeHns NoMOLLY OT U3rOTOBUTENS U/MNN ANCTPUOLIOTOPA;



FOCT PUCO 17593—2009

b) WHCTpymeHT, onpefeneHHbIR 415 NCNOMb30BaHWSA C peakTMBaMy U KOHTPOJ/IbHbIM MaTepuasnioMm;

C) MeXAyHapoAHbIA UHAEKC YYBCTBUTENBLHOCTU PEAKTUBA,;

d) ycnoBus xpaHeHus (Hanpumep, TemnepaTypa, BNaxXHOCTb, BO34eiCTBME CBETA);

e) onoBelleHue npegynpexaeHns (4158 peakTMBOB) OTHOCUTE/IbHO HEOBXO0AMMOCTH NIOTHO 3aKpblBaTb
KPbILLKY HEMOCPEACTBEHHOIO KOHTEHEPA A/19 3alMThl peakTUBHbIX MOMI0COK W/IM CEHCOPOB OT BO3AENCTBUS
BO34yXa,;

0 WHTepBan U3MepeHus C ykazaHMeM BEPXHEro U HWXHEro npeaenos, B KOTOPbIX COO6LLAT 0 pe3ynbTa-
Tax MHO:

0) paboune xapaKTepuCTMKN Ha 3blKe, KOTOPbIA MOHATEH NpegnonaraeMoMy Nosib30BaTe/Ii0: NMPOLEHT
COOTBETCTBUS 3HaYeHuii MHO, KoTopble NosyyatoT, ¢ NpoLeaypoi pedhepeHTHOro M3MEPEHUS A0MKEH 6a3u-
poBaTbCS Ha UCCefoBaHMAX, ykasaHHbIX B pasgenax 8 n9;

h) nio6ble MHTephepupyoLLme BeLecTBa, YC10BMS Npob (HanpuMmep, reMoun3, XenaTyxa, MMneMus) um
chusnosiornyeckme ycrioBus (Hanpumep, N3MeHeHVs B nepudeprnyeckomM KpoBoobpalleHun), BAUSIOWNE Ha
TOYHOCTb pe3ynbTaTos,

i) MeToauKy U3MepeHusi, UICNONb3YEMYIO [/ OLLEHKN pPaboynx XapaKTepuUcTUK CUCTEMbI, U OnNucaHue
MEeTpPO/IOrMYeCcKoil NPOCNEXNBAEMOCTI pe3yibTaToB M3MepeHNS A0 pedePEHTHON METOAVKN N3MEPEHUS NN
cTaHgapTHOro obpasua 601ee BbICOKOrO YPOBHS;

j) MeToauKy u3MepeHusi, KOTOPOIi HYXXHO C/lef0BaTh, BKIKOYas:

- nocnepoBaTe/iIbHOCTbL LWWAroB NOAroTOBKM peakTUBOB U BbINOJ/IHEHNA U3MEPEHNUA,
- BbIGOp BpEMEHU MeXAay MHAUBUAYasIbHbIMU LaraMu, ec/ii NPUMEHNUMO;

k) meTanbHyl METOAUKY KOHTPO/S M KOHTPOJ/IbHBIA Matepuras, KoTopble UCNO/b3YyI0T A5 MPOBEPKY TOro,
YTO CMCTEMA MOHUTOPUHTA in Vitro nepopasnbHoli Tepanun aHTUKoarynsiHTamu paboTaeT B npejenax ee ycra-
HOBJ/IEHHbIX paboynXx XxapakTepucTuk.

Heobxoaumas nHopmauns OTHOCMTENBHO PEAaKTUBOB W/WAWN KOHTPO/IbHbIX MaTepunasioB MOXET 6biTb
BK/1HOYEHA B UHCTPYKLUN MO MPUMEHEHMIO YCTPOCTBA WU/IM CUCTEMBI, EC/IN U3TOTOBUTE/b YCTPOICTBA UK CUC-
TeMbl — TO Xe camoe ML, YTO U U3rOTOBUTENb PEaKTUBOB. [pn BHECEHUW N3MEHEeHWIi B 3Ty MHopMaL Mo
M3MeHeHHas nHdopMaLumns 4o/kHa 6bITb NOMeLLeHa B UHCTPYKLMIO MO MPUMEHEHWIO PeaKTUBOB.

6 WcnbiTaHne 6e30MacHOCTM N HadEeXXHOCTH

6.1 O6Lwwwne TpeboBaHUA

6.1.1 MNporpamma

McnbiTaHne 6e3onacHOCTU 1 HageXXHOCTU A0/KHO ObITb BbINO/THEHO N3rOTOBUTENIEM COMMTACHO NMUCbMEH-
Ho Nnporpamme. B nporpamme, no MeHbLUel Mepe, f0/MKHbI ObiTb ONpeAeneHbl UCNbITaHUa NPOoeKkTa, BkIYvas
YNCMI0 NHCTPYMEHTOB, €JMHNL, peakTuBa N NOBTOPHbIX M3MEPEHWI HA MHCTPYMEHT, U METOAVKV aHannsa faH-
HbIX. U KpUTEpPUM NpuemnemMocTu. PesynbTaTbl WCNblTaHWii 6e30NacHOCTY WU HaAEXHOCTW AO0/MKHbI ObiTbh
3aperncTpupoBaHbl B oTyeTe.

YKaszaHHble TpEﬁOBaHI/Iﬂ KUCMbITAaHNAM ABNAKTCA MUHUMa/IbHbIMUN TpeﬁoBaHI/IFIMI/I.

[Onsa ucnbiTaHnin aKcnayaTaLMOHHbIX XapakTepucTyK nporpaMmMa o/XHa BK/IloYaTh B cebs ctaTuctuyec-
Koe 06bSACHEHME 418 NCTNbITAHUS NPOeKTa.

MpumeyaHuns
1 TecTbl, 0NucaHHble B 6.2—6.8. ABNSAOTCA TUMOBLIMU UCMbITAHUAMU.
2 TecTbl, ONUcaHHble B 6.9—6.12. ABNATCA UCNbITAHUAMU PaboYnX XxapakTepuUCTuK.

6.1.2 NHCTPYMEHTbI U peakTuUBbI

WNHCTpyMeHTbI 1 peakTuBbl, 0TO6paHHble AN UCMbITAHUS, AO/KHbI NPeACcTaBNATb CO60M eAnHULbI n3ae-
M MaccoBOro NPou3BOACTBA.

[ns TUNOBbLIX TECTOB B KaX/0M TeCTe A0/HKHbI UICNONb30BaTLCS, MO KpaliHelt Mepe, TpW NHCTPYMEHTA.

[ns TecToB pabounx xapakTepucTUK B KaXAOM TecTe AO0/DKHbl UCMONb30BaTbCA, MO KpaliHeil Mepe,
[ecATb MHCTPYMEHTOB.

6.1.3 Kputepun npnemnemocTu

KpnTepun npuemnemoctn AN CMeLeHns 1 NOBTOPSAEMOCTN ANA UCTIbITaHWA pabounx xapakTepucTuk
B 6.10—6.13 A0/XKHbI ObITb BbIBEEHbI U3 KPUTEPUS TOYHOCTU cUcTEMBbI B 8.6.1. O6bACHEHNE AN19 KpUTEpreB
np1MeMsIeMocT A0/HKHO 6bITb 3aperMcTpMpoBaHo B NPOTOKOE.

Cnctema MOHUTOPUHTA in Vitro nepopanbHO Tepanun aHTUkoarynsHTaMm 4o/HkKHa Wam yaoBneTBopsTh
KpUTEPUAM NPMEMIEMOCTH B KaXA0M Nporpamme UCNbITaHWUiA, Uan foHKHA ObITb NPU3HaHa HeYHKLMOHUPYIO-
Leii 1 He foMKHa NoKasbiBaTb YAC/I0BON pe3ynbTaTr MHO.

OTKa3bl y40BNETBOPATL KPUTEPUAM NPUEMIEMOCTU JO/KHbI ObITb NCCNIEA0BaHbI.
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6.2 3awmTa oT ygapa TOKOM

MpumeHstoT TpeboBaHus, onpegenerdHsle B MOK 61010-1. pasgen 6.

6.3 3awmuTta oT MexaHM4Yecknx onacHocTem

MpumeHstoT TpeboBaHus, onpegenerHHbie B MOK 61010-1. pasgen 6.

6.4 OnekTpomarHMTHas COBMeCTUMOCTb

MprMeHstoT TpeboBaHua, onpegeneHHsle B M3K 61326. Kpome Toro, npuMeHstoT TpebosBaHus, onpege-
NEeHHble B NPUNOXeHUN A.

6.5 TennoBas pe3nUCTEHTHOCTb

MpumeHsT TpeboBaHus, onpegeneHHble B M3K61010-1. pasaen 10.

6.6 ConpoTuBeHne BNaXXHOCTU N XXNAKOCTAM

MpumeHsoT TpeboBaHusA, onpegeseHHble B MOK 61010-1. nogpasgenst 11.1,11.2 n 11.3.

6.7 3awwuTa OT BbIAENUBLUNXCA ra3os, B3pbiBa N UMMJI03UN

MpumeHstoT TpeboBaHus, onpegenerHHsblie B MOK 61010-1. nyHkTbl 13.1 1 13.2.2.

6.8 KOMMOHEHTbI yCTpOMCTBa

MpumeHsaoTTpe6oBaHMa.onpeaeneHHbloBM3K61010-1. nogpasgens! 14.1,14.4,14.5 n 14.6.

6.9 WcnbiTaHre pabounx XxapakTepucTuk

WcnbiTaHne pabounx xapakTepUCTUK AO/KHO ObITb BbIMOSIHEHO Nepej 1 Nocse Kaxaoro onpegenexns
MEXaHUYeCcKOro conpoTUBEHUS yaapy, BUGpauun n BHegpeHuto (cM. 6.10) v 3awuTbl NPOTUB BO3LECTBUA
Temnepartypbl U BIaAXHOCTH (cM. 6.11 1 6.12). PelleHns o0 COOTBETCTBUU/HECOOTBETCTBUN KPUTEPUAM LOSDKHbI
6bITb OCHOBaHbI Ha BVAHUN (DAKTOPOB Ha CMEeLLeHNe 1 NOBTOPSAEMOCTb CUCTEMBbI.

BHe KaX4o0ro ncnbiTaHna pabouymx xapakTepUCTUK MHCTPYMEHT A1 MOHUTOPWHTA in Vitro nepopansbHoii
Tepanuu aHTuKoarynsHTaMm Ao/xeH ObiTb ypaBHOBeLLeH Npu TemnepaTtype (23 i 2) eC. PekoMeH0BaHHbI
N3roTOBMTE/IEM KOHTPOJIbHBI MaTepuan uam noaxoasliasn anbTepHaTuBa A0/KHbI OblTb NCNOb30BaHbI A1
UcnblTaHNA pabounx xapakTepucTyk.

MoxeT oka3aTbCsl TPYAHO OTAENNTb U3MEHUMBOCTb, 06YCNOB/IEHHYIO CBOVCTBaMM 06pasLa  KOMMOHEH-
TOB peakTMBOB, OT N3MEHUYMBOCTH, CBA3AHHOW CO CBOWCTBAMU KOMMOHEHTOB MHCTPYMEHTA. DTO AO/KHO ObITh
YUYTEHO NPV NPOEKTMPOBaHUM TecTa 1 pa3paboTke KpuTepues NPUemMIeMocTy.

KoHTponbHas nonoca, kotopas MogenupyeT Nosocy peakTusa nocse peakuuu, Wi 4pyroi noaxoasaLLui
KOHTPO/bHbIV MaTepuan MoryT 6bITb MCNOMb30BaHbI A1 NOATBEPXKAEHNSA TOT0, 4TO paboure xapakTepucTuku
CUCTEMbI HE U3MEHEHbI.

MpumMeyaHne — INEKTPOHHbIE CUCTEMbl KOHTPOJIS MOTYT coo6LaTh pesynbTaTbl B eAuHuLax {Hanpumep, B
MUIINBOILTAX), OT/IMYAIOLLMXCSA OT TEX. KOTOPbIE COO6LLAI0T ANt 06pa3L0B KPOBU. B 3TOM C/iyuyae MOryT UCMOJb30BaThCs
cpefjHee 3HauYeHVe 1 NOBTOPSIEMOCTb 3HAUYEHU, O KOTOPbIX COO6LLAeT YCTPOICTBO.

MopAfoK n3smepeHns UCMbITyeMbIX 06pasLoB A0/KeH 6bITb onpeAenieH B nporpamme.

CpepHee 3HayeHne MHO u cpefiHekBafpaTUYHOE OTK/IOHEHWE BOCMPOWM3BOAUMOCTU [O/KHbI ObiTb
BbIYMC/IEHbI NEpes KaxiblM UCMbITAHWEM W MOC/Ee HEro, U pa3NInyns CpaBHEHbI C KPUTEPUAMN NPUEMIEMOCTH.

a) CwmelleHune: pasnnyune mexay cpefHum 3HadyeHnem MHO nocsie ucnbiTaHns v CpefiHUM 3HavyeHnem
MHO nepeguncnbiTaHNeM f0/XHO ObITb BbIUMC/IEHO Y CPABHEHO C KPUTEPUAMU MPUEMNEMOCTU A1 CMELLLEHUS.

b) MoBTOPAEMOCTb: KBafpaTHbIl KOPEHb Pa3NNUMA Mexay BapuaHcoli (CTeneHblo cBo60bl) NoBTOpsie-
MOCTU MOC/IEe UCMbITAHWSA Y BApUaHCO NOBTOPAEMOCTY Nepej ucnbiTaHnem JOo/KeH 6biTb BbIYMCIIEH Y CPABHEH
C KpuTEpMem NpuemMsIeMoCTH 415 NOBTOPSEMOCTMU.

6.10 MexaHn4yeckas yCTOWYMBOCTb NPOTUB yAapa, BUbpauunmn n caaBneHms

6.10.1 lNporpamma TecTa BUGpaumnn

BbINOHAOT TECT pabounx XxapaKkTepUCTHK, ONUCaHHbIN B 6.9.

BbinonHAWT TecT Bubpauun, kak onpegeneHo B nogpasaene 8.3 M3K 60068-2-64.

Mocne Toro, Kak UcnbiTaHne BM6PaLMn BbINO/THEHO, MOBTOPUTL TECT Pab0oUnX XapakTepuCcTuk.

MpumeHsoT TpeboBaHusA, onpefeneHHsle B nogpasgene 8.3 MOK 60068-2-64.

6.10.2 lNporpamma TecTa nageHus

[na npoBepkn YyCTOWUYMBOCTU K NOBPEXAEHNIO OT NMafeHUs BbINOMHAOT UCMbITaHWe 6a30BbiX paboumx
XapakTepucTUK, Kak 3To onpeesieHo B 6.9.

BbINOMHAKT TECT NafeHns, Kak 3To onpegesieHo B nogpasgene 8.2 MOK 61010-1.

[Mocne Toro, kak ucnbiTaHne nageHns BbINOSIHEHO, NOBTOPSAIOT UCTbITAHNE Pabounx XapakTepUCTUK.

MpuMmeHsT TpeboBaHus, onpeaeneHHble B nogpasgene 8.2 MOK 61010-1.

6.11 Mpepenbl BO3aelicTBUS TeMnepaTypbl

6.11.1 Tllporpamma BbiCOKOTEMMEPATYPHOro UcnbliTaHns

BbINOHAT TECT pabounx xapakTepuCTyK, Kak 3To onpeAeneHo B 6.9.

MomeLLalnT MHCTPYMEHT B Kamepy, B KOTOPOIi MOXET GbITb OTC/IEXEeHa BHYTPEHHAA TemnepaTypa.

12



FOCT PUCO 17593—2009

YsenuuusatoT Temnepatypy Ao (50 i 2) X 1 ocTaBnaloT MHCTPYMEHT Npu 3TON Temnepartype Ha 84 B
Kamepe.

YpansaoT MHCTPYMEHT 13 Kamepbl, AatloT eMy ox/1aAnTbCca A0 TemnepaTypbl (23 +2) X 1 nosTopstoT
ncnbiTaHne pabounx xapakTepucTuk.

[na Tex cucTem, B KOTOPbIX PeaKTVBbI ABMAIOTCSH COCTaBHbIM KOMMOHEHTOM YCTPO/CTBA U HE MOTYT GbITh
oTAesNeHbl OT UHCTPYMEHTA, YC/I0BMSA BbICOKOTEMNEPaTYPHOr0 BO3AENCTBUSA [O/MKHbI ObITb OrPaHNYeHbl yCo-
BUAMU NPUMEHEHNS, onpeAeneHHbIMU U3rOTOBUTESEM.

6.11.2 TporpamMmma HU3KoTemnepaTypHOro UcrnbiTaHns

BbINONHAIOT TecT pabounx xapakTepUCTUK, Kak 3To onpegeneHo B 6.9.

MomeLLatT MHCTPYMEHT B 3KOJIOTMYECKYH0 KaMepy, B KOTOPOW MOXET ObITb OTCNEXeHa BHYTPEHHAS TeM-
neparypa.

YmeHbluaoT Temnepatypy 4o (-20 i 2) X 1 ocTaBnAsioT MHCTPYMEHT B Kamepe npu 3Toi Temnepatype
Ha 8u.

TemnepaTypa UHCTPyMEHTa B 9KO/IOTMYECKON Kamepe A0/mKHa J0CTuYb (23 + 2) °C. yTobbl n3bexartb
KOHAEeHcaumnmn Biaru u3 Cbiporo BHELLHEro Bo3ayxa, KOHTakTUPYHOLLLero ¢ Xo/104HbIM MHCTPYMEHTOM. Y AansoT
WHCTPYMEHT 13 KaMepbl Y NOBTOPSOT TECT PaboUmnX XapaKTepUCTUK.

[lns Tex cuctem, B KOTOPbIX PeakTUBbI ABMSOTCA COCTABHbIM KOMMNOHEHTOM YCTPONCTBA U HE MOTYT ObIThb
oTAesNeHbl OT MHCTPYMEHTA, HU3KOTeMNepaTypHble YC10BUSt BO3AENCTBUA AO/MKHbI ObITb OrPaHNYeHbl YCN0BU-
AMU NPUMEHEHNSA, oNpefesIEHHbIMU U3TOTOBUTESIEM.

6.12 lNporpamma ncnbiTaHNsA BO34ENCTBUA BIAXHOCTbIO

BbINONHAIOT UCMbITaHMe 6a30BbIX pabounx xapakTepucTuk, kak aTo onpegeneHo B 6.9.

MomeLalT MHCTPYMEHTbI B KaMepy C KOHTPOSIMPYEMbIMY TEMMNEPATYPOWi 1 BNaXHOCTbIO.

CTabunuanpyroT oTHOCUTE/bHYH0 BNaxHoCTb (RH), He kKoHaeHcupyemyto Ao (90 + 3) %. u Temnepatypy
Ha ypoBHe (32 2) X .

OcTaBNAT MHCTPYMEHTLI B Kamepe Ha 48 4 NMpu yKka3aHHbIX TeMnepaType v B/IaXKHOCTH.

MepemMeLLaoT MHCTPYMEHTbI U3 KaMepbl B KOMHATHbIE YC/TOBMSA C OTHOCUTENIbHOM BNAXHOCTbIO MeHee
60 % v Temnepatypoii (23 £2) X nocTaBnsAwT Ha 15 MUH.

Llenb aToro Tecta — oueHka cTeneHn u adhhekToB NOrIoLeHns BaxHocT. Jlloban Bnara, NornoLeH-
Has yCTpOICTBOM BO BpeMs NpebbiBaHWA B KaMepe, COXpaHsaeTcs B HeM. TeMmnepaTtypa f0/KHa 0CTUYb YPOB-
HS OKpyXXatoLeli cpefbl B TeyeHne 15 MVH. HO MONHO 6anaHCcUpoBKX He TpebyeTcs.

MoBTOPAOT UCMbITaAHNE paboynx xapakTepucTuk.

6.13 lVcnblTaHne XpaHeHUs N UCMNOJIb30BaHUA peakTUBOB

Ycnosusa AN XpaHeHus, UCNosib30BaHUS U TPAHCNOPTUPOBaHNS PeaKTUBOB U KOHTPOJ/IbHbLIX MaTepunasnos
[O/MKHbI 6bITb ONpeAesieHbl Y NPOBEPEHbI.

CTabunbHOCTL peakTUBOB M KOHTPO/IbHbIX MaTepuasios B TEYEHNE CPOKa roAHOCTU AO/MKHA ObITb Npoje-
MOHCTpupoBaHa. MNpumeHsaT TpeboBaHus, onpegeneHHsie B EH 13640.

7 TMporpammbl 06yyeHuss 1 o6pasoBaHnA

71 O6y4eHne MegNLNHCKNX pabOTHNKOB

M3roToButenb Ao/mkeH paspaboTarb M NOATBEPAUTL MPOrpaMmy 06yyeHns ANs MeguLMHCKUX paboTHM-
KoB. [Mporpamma obyyeHns foMmxKHa HayYnTb MegULMHCKUX paboTHMKOB Hanexallemy UCcrnosb30BaHuIo cuc-
TeMmbl, BbIGOPY NaLMEHTOB 1 X 06YUYeHUI0.

Mporpamma 06y4yeHns AN MegULMHCKMX paboTHUKOB A0/KHA BK1OYATbL B Ce651 peKOMeHA0BaHHble Kpu-
Tepun BblbOpa NauMeHTOB W ONUCaHWE XapakTepuCTUK NoMb30oBaTtesis, CNoCcOoOHbIX npefckasaTb ycnex B
MCNONb30BaHUN CUCTEMBI.

MporHocTuyeckne xapakTeprncTukM A0/MKHbI BKIOYATL B Ce6S:

- CMNOCOGHOCTb NOHMMATbL KOHLIENLMIO NepOpasbHON Tepanun aHTUKoaryiIasHTamn n ee puckos;

- TOTOBHOCTb BbIMOMIHATL CAMOTECTMPOBAaHME in Vitro nmepopanbHO Tepanuu aHTuKoarynsHtamu u
aKTUBHO COTPYAHMNYATbL C MEAULMHCKAM PaboTHUKOM B AOKYMEHTaLuy 1 nHhopMaLnoHHOM o6MeHe 4N8 pery-
NMpoBaHuAa Tepanuu;

- BOCTaTOYHYIO JTOBKOCTb PYK U OCTPOTY 3pEHUS U

- AEMOHCTpMpyemMoe corfacue nauyeHTa.

B cnyyasx, ecnv nauuMeHT He oTBevaeT KpUTepusM, nporpamma 00y4yeHWs AOo/KHa cnocobcTBoBaTh
TOMY, YTO U3MEPEHUSA MOTYT ObITb BbIMO/THEHLI 06YYEHHBIMW POACTBEHHUKAMMN UAN APYTUMUN TPETbUMMW ANLaMMU,
KOTOpble 0TBEYatoT KpUTEpPUAM Bbibopa.
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7.2 O6y4eHVe NnaunMeHTOB U APYrUX Nosib3oBartesie

M3roTtoeuTens fomkeH paspaboTarb U NpefocTaBuTb NporpaMmy 06yyYeHus A5 NauMeHToB U Apyrnx
nonb3oBartesiell ycTpoicTea.

Mporpamma foskHa BKIYaTh B Ce65 cnefyoLine 3N1eMeHTbl:

- OCHOBHYI0 MHG)OPMALMIO O CBEPTLIBAHUM KPOBY 1 TEpanuu aHTUKoarynsHTamu,;

- 06bACHEHMWe pe3ynNbTaToB oOnpejesieHns NpoTPoM6bMHOBOro BpemeHn 1 MHO;

- 00bsACHEHVEe onpefenieHHoro 419 nayMeHTa HAMBUAyaibHOro TepaneBTUYeCcKoro HTepBeana,;

- 06yy4eHune NpoKosy KOXW M CaMOTECTUPOBAHUIO in Vitro NPOTPOMOGUHOBOTO BPEMEHW;

- 3ajaun nosb3oBaTesniein u MeanUMHCKUX PaboTHUKOB B CaMOTECTMPOBaHUM in Vitro Nnpu nepopasnbHoi
Tepanuu aHTukoarynsHTamu;

- BefieHue 3anvcei nauneHTom u MeanLMHCKUM paboTHUKOM;

- onucaHue MeToAMK KOHTPOSIA U BHYTPEHHUX KOHTPOEWR CUCTEMBI;

- aKUeHT Ha Hagnexallei nHTepnpeTaunm pesynbTatoB KOHTPONS;

- HeobxoAvMmble AeCTBUSA B Cnyyae, ecnv pesyibTaTbl KOHTPO/SA BbIWAN 3a Lenesble npeaess;

- NPOTOKON 415 CBA3W MeXAy NauueHTaMm u MeanLUHCKUMU paboTHUKaMK;

- HeobxofuMble fleiCTBUSA B CrlyUae, ecnv pesyibTaThl BbIWAV 3a Npeesibl UHANBUAYabHOro Tepanes-
TUYECKOro nHTepsana:

- [feicTBue, Heobxo4MMoOe B Cnyyae [OMN0HUTENbHbIX 60/1e3He, KpUTUYECKUX CUTyaumnil nnn HecyacT-
HbIX Clyyaes.

Mporpamma 06pa3oBaHUs A0/MKHA 06ecneynTb AOCTATOYHble TEXHUYECKMEe 3HaHUS OTHOCUTESIbHO
obLeli KoHLenuuyu nepopasnbHOl Tepanun aHTUKoarynsaHTammn v foskHa 06yUYnTb NpakTUYeCKUM HaBblkam
BbINOJIHEHNA CAMOTECTMPOBAHMS in Vitro NPOTPOMOBUHOBOIO BPEMEHU Y METOAMKAM KOHTPOSA.

OueHka cnoCco6HOCTU NONb30BaTENA AO0/MKHBIM 06Pa30M BbINONHATL CAMOTECTUPOBAHNE A0/MKHA ObiTh
npoBefeHa no 3aBepLleHnn NporpaMmbl 06yyYeHus.

OueHka [0mKHa BKIOYaTb B ce65 NpakTUyeckunii TeCT TEXHNYECKOro MacTepcTsa W/unn NUCbMeHHbI
TeCT NOHNMaHWA.

MpumeuyaHue — MoxeT 6bITb XenaTenbHON Nepuoguyeckas NOBTOPHAs OLEHKa Nosib3oBateseil, 4Tobbl oLe-
HUTb UX COOTBETCTBME TPE6OBAHNSAM U NOATBEPAUTE COXPAHEHUE UMU KOMMETEHTHOCTU.

M3roToBUTENb AO/MKEH NPELOCTABNTHL METO/ JOKYMEHTUPOBaHMS YCMELIHOTO 3aBEpLUEHUSI NO/b30BaTe-
NleM nporpammbl 06pa3oBaHus.

n pnmMmevyaHne — O6yHeHI/IeMO)KeT6bITb3aperVICTpVIpOBaHOVI3rOTOBI/ITeﬂeMVIﬂI/IMe,CI,VILWIHCKI/IM pa60THI/IKOM.
8 [lNpoBepka pabounx xapakTepUCTUK CUCTEMbI

8.1 O6Lwue NooxXeHus

WccneposaHnsa NnpoBepku paboumnx xapakTepucTUK CUCTEMbI A0/DKHbI MPOBOAUTLCSA Kak YacTb KOHTPOSIA
NPOEKTUPOBAaHNA CUCTEMbI U3rOTOBUTENSA, YTOObI NPOAEMOHCTPMPOBATL, YTO CUCTEMA MOHUTOPUHIA in Vitro
nepopasbHO Tepanuv aHTUKoaryaHTaMum cooTBeTCTBYeT TpeboBaHNAM NPaBubHOCTU, NPELU3NOHHOCTU U
TOYHOCTU CUCTEMBI.

MpumeHstoT TpeboBaHus, onpegenerHsie B ICO 13485.

8.2 Bknagbl B HeonpeaesieHHOCTb U3MepeHuns

dakTopbl, KOTOpblE BANAIOT HA TOYHOCTb (MPELN3NOHHOCTb N NPaBUbHOCTL) pedynbTatoB MHO 1 BHOCAT
CBOI1 BK/1af, B HEONpeAeNeHHOCTb U3MepeHns, A0/MKHbI ObiTb MAEHTUNLMPOBAHbI U yYTeHbI NpY pa3paboTke
nporpamMmMbl NMPOBEPKK.

OTU hakTopbl BKAOYAKT BHYTPUUHAMBUAYATbHYIO GMONOrMYEcKyl0 BapuaLlumio, HeonpefesneHHoCcTb
N3MepeHnsa NpUMNMCaHHOro 3HavyeHus kanmbpaTopa (HexeBaTka pedepeHTHOro maTepuana 605ee BbICOKOro
YPOBHSA 1 OrpaHuyeHns peepeHTHOW MeToANKA N3MEepPEHUsi, pekoMeHA0BaHHon BO3), pasnuuus cakropa
YYBCTBUTE/ILHOCTU, Pa3/iMuma Mexay napTusiMmM peakTusa, HeCTabUNbHOCTL peakTuBa U HeMnpeLunsnoHHOCTb
n3MepeHus.

MpumeuvaHunsn

1 Cneuunduka nHTepdepupyoLwmx Bewects n ahekTbl N30/IMPOBaHHbIX AehULMTOB (DAKTOPOB Koarynsunm He
nsyyvaroTca npu sepudmkanun pabounx xapakTepuUCcTUK CUCTeMbI.

2 MMpeanucaHHas pedepeHTHas MeToAuka m3mepeHus, MeTofd 803 HaKIOHHOW NPOGUPKK, SIBNSETCS TPYAHO-
BbIMO/IHVMOIA. B BbICOKOIi CTeneHy 3aBUCMMOI OT HaBbIKOB MO/Ib30BaTENSA NAENCTBUTEIbHA TONbKO ANs oLeHkn MHO mex-
Ay 1.0 n 4.5. MonbITkM pa3paboTaTb UCTUHHBIN Kann6paTop He Gbiin ycnelwHbiMU. PedpepeHTHas MeToaMKa U3MEPEHNS 1
Kanuépatop MOryT BHECTW 3HaUYWUTEeNbHbIA Bk1aj B yBeMueHne HeonpeeneHHoCTN n3MepeHns NnpoTpomM61HOBOro Bpe-
MEHM.
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8.3 lMpoBepka pabounx xapakTepUCTUK CUCTEMbI

MpoBepka paboumnx xapakTepuCTUK CUCTEMbI AO/KHA ObITh BbINOSIHEHA COTMTACHO MMCbMEHHOW Nporpam-
Me. MporpaMmma Ao/HKHA, KAKMUHUMYM, ONpeaennTb AeTasiv SKCNepuMeHTa, MeTOAMKMA aHann3a faHHbIX U Kpu-
Tepun npvemnemMoctu. CraTucTUyeckue MpPOEeKTbl, BK/OYAS YMCAO WMHCTPYMEHTOB, €AWHWL, peakTuBa,
napasnnesbHbIX MPo6 1 KPUTEPUN NPUEMNIEMOCTH, AO0/KHbI 6bITb 060CHOBAHbLI B MporpaMmMe. PesynbTaTtbl Npo-
BEPKM pabounx XxapakTepuCTHK A0/MKHbI ObITb 3aperncTpMpoBaHbl B OTYeTE.

Bce KOMMNOHEHTbI CUCTEMbI, 0TOBPAHHOW 4151 OLEHKM, BK/I0UYast MUHCTPYMEHThI, peakTUBbl U NpUHAaANex-
HOCTW. AOMKHbI 6bITb NpeACTaBUTE IbHBIMUY AN NPOAYKTa, NPeAHa3HaYeHHOro AN NPO4aXH.

Curctema MOHUTOPUHTA in Vitro nepopasibHO Tepanuy aHTUKoarynsHTamu Ao/HkHa 6bITb OTbIOCTUPOBaHA
[0 NPOBEPKN, COTNTACHO MHCTPYKLMN N3rOTOBUTENS (Hanpumep, Yepes KoaupoBaHue, uunsl). Hukakoe perynu-
poBaHMe He A0/IKHO NPOBOAUTLCS MeXAY NOBTOPHLIMU U3MEPEHUSIMU, €C/IN UHCTPYKL MU U3rOTOBUTENS HE
onpeaensioT perynupoBaHne nepes KaxablM U3MepeHnem.

PekomeHAOBaHHbIE M3rOTOBUTENIEM METOAMKU KOHTPONSA AO/KHbI ObiTh BbINO/IHEHbI 40 KaXAoi npo-
BEPKU.

YHUKabHbIA XapakTep n3MepeHust NpOTPOMOUHOBOr0 BPEMEHN, XapaKTePUCTUKIM ONpeaeneHHol cucTe-
Mbl CAMOTECTUPOBAHUSA U HECTABM/TLHOCTbL 06pa3LL0OB A0/MKHbI ObITb NPUHATLI BO BHUMaHMe Npu paspaboTke
nporpammbl aKCNepUMeHTa A/15 MPOBEPKM pabounx xapakTepucTuK CUCTEMBI.

CoOTBETCTBYIOLWMIA 0b6pasel, 4N1s KaXAOoro NPOBEPOYHOro MccrnefoBaHusi onpegeneH B 8.4 un 8.5.
AnbTepHaTUBHbI 06paseL, MOXET 6bITb UCMOMb30BaH, YTOObLI OLEHUTHL ONpeAesieHHbIe NepeMeHHbIe (Hanpu-
Mep. MPELN3VOHHOCTb OT UHCTPYMEHTA K MHCTPYMEHTY), €C/I1 HYXXHO NPOAEMOHCTPMPOBAaTb 3KBMBA/IEHTHOCTb
CBeXel KanunisapHo KpoBU.

MpumeuyaHus

1 XoTsi inua, NpUHUMAaloLLMe aHTaroHUCTbl BUTamMuHa K. SsBNATCA NpeanonaraeMbiMy Nosib30BaTeNAMMU YCTPOid-
CTBa. NPOTOKON Tpe6yeT, UTo6bl 06pasLbl OT rpyNMbl N0AEN, He NPUHUMAIOLL X aHTArOHUCTLI BUTaMuHa K. Gbiain BKIOYEHbI
B UCCNELOBAHNE A/151 NPOBEPKM NPUEMIEMOI TOYHOCTU (MPELU3NOHHOCTM M NPaBUILHOCTM) N0 BCEMY UHTEPBASY N3Mepe-
HUS. BK/IIOYAs 3HAUYEeHUs HUXeE TepaneBTUYECKOro MHTepBana.

2 O6yuyaemble onepaTopbl MOTYT BbINMOMHUTL NPOBEPKY PBOOUMX XapakTEPUCTUK cUCTEMbI. HenpodeccuoHasbl
BbINOJIHSAT UCCNE0BaHUA PAGoUNX XapakTepUcTUK CUCTEMbI, ONUCaHHbIe B pasaene 9.

8.4 TlpoBepkKa Npeum3noHHOCTUN U3MeEPEHUA

8.4.1 O6wme NoN0XKeHUA

MpeunsroHHOCTb U3MEPEHNSI CUCTEMbI MOHUTOPUHTA in Vitro NepopasibHON Tepannm aHTUKoarynsHTamu,
MCMnosib3yemoii AN camoTeCcTMpPOBaHUs, f0/MKHa OblTb BEpudrLMpoBaHa B (hakTuiecknx uim Mogenmpyembix
YC/I0BUAX UCNONb30BaHUA.

[MoBTOPAEMOCTb M NPOMEXYTOYHasA NPeLU3NOHHOCTb U3MEPEHUS A0/DKHbI OblTb NPOBEPEHbI M0 OTHOLLe-
HUIO K KpUTEPUSAM paboumx XxapakTepucTrK, NOyYEHHbIM U3 KPUTEPUEB TOYHOCTM cucTeMbl no 8.5. Kputepun
nprvemMIeMocTu AO/MKHbI 6bITb 3aperncTpMpoBaHbl B nporpamme.

[ncnepcroHHbI aHann3 aBnseTca NpeanoYTUTEIbHbIM CTATUCTUYECKUM METO0M AN1S OLLEHKN MHOXeC-
TBEHHbIX (hakTOpoB. BbIGOp Uncna MHCTPYMEHTOB, NapTUii peakTuBa M NOBTOPHbIX NCCNef0BaHuiA AN UcnbiTa-
HMA NPELM3NOHHOCTU JO/TKEH GblTb OCHOBAH Ha MCTOYHMKaX BapuabesibHOCTU, NOYUYEHHbIX U3 pe3y/ibTaToB
AncnepcroHHOro aHanmsa.

MpumeyaHune — OTHOCUTENBHO O6OLMX MPUHLMMNOB OLLEHKM MNPEeLM3NOHHOCTM MeToda u3mepeHus cm. (3J.
OnpeaeneHnst U NOHSATUS NMOBTOPSIEMOCTM, BOCMPOM3BOAMMOCTU U NPOMEXYTOUHbIX YPOBHE MPELVU3NOHHOCTY OMUCAHBI
B[3]. [61. (16].

MockonbKy NpoBepka NPeLM3MoHHOCTN TpebyeT UCXOANTbL U3 06LIYHON Npoueaypbl M3MEPEHNS, BbINO/I-
HEHMSA MHOTUX U3MEPEHUIA N3 0AHOro U 6onee 06pa3uoB, AaHHbIEe JO/KHbI 6bITb NPOBEPEHbI NMPOTUB 06bEK-
TUBHbIX KpUTEPUEB BAUIMAHOCTU ANS BbISB/IEHNS 3¢hDeKTOB HECTabuIbLHOCTU NPO6.

MpumevyaHuns

1 Tonbko orpaHu4yeHHasi npoBepka NOBTOpsieMOoCTU n3mepeHnss MHO MoxeT 6bITb NpoBeAeHa HENOCPEACTBEHHO B
TeuyeHune J0/roro BpeMeHu, 419 MHOTUX NapTuii 1 MHOTMMU aHanMTUKaMmn BCneAacTBMe HecTabnnbHOCTY 06pasL0B KPOBU.
MpoBepka To4yHOCTM (CM. 8.5)NpefHasHayYeHa 411 BKIOYEHUSI HeonpeAeeHHOCTHW, BbI3BAHHON 3TUMU NepeMEHHbIMU.

2 CypporaTHble Npobbl (HanprmMep, KOHTPO/IbHbIE MPO6bI) M anbTepHATUBHbIE NOAXOAbI K OLleHKe MOryT 6bITb HEO6-
XOANMbBIMY 4715 OLLEHKM BKIaga onpefesieHHblX nepemMeHHbIX. Takne OueHKn — CylecTBeHHas YacTb MPOBEPKM MPOEKTa,
HO NOCKOJ/IbKY, HauuMHasi C uccnefoBaHus NpoekTa, OHW MMEeKT TeHAEHLMI0 6biTb cneuntuyHbIMU NS YCTPOICTBA,
OHW — BHe 06/1aCTV NPUMEHEHMNSA HacToALWero ctaHaapTa.
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8.4.2 TlpoBepka NOBTOPAEMOCTU U3MEPEHUS

8.4.2.1 O6wume nonoxeHms

MoBTOPAEMOCTb M3MEPEHMUS [O/KHA ObITh OLEHEHA HA OCHOBE NapannefbHbIX 06pasLoB KanunaspHO
KpoBW. UTO6bI NPMGAN3NTLCA KYCNOBUSM MOBTOPAEMOCTH, 06pasLibl f0/MKHbI ObITh B3ATbI M3MEPEHbI B npese-
nax KOPOTKOro NPOMeXyTka BPEMEHM.

O6bACHEeHWE NnaHa akcnepumMeHTa A0/HKHO BbITb 3aperncTprpoBaHo B nporpaMme.

MpumMmeyaHune — PykoBogsLme NPUHLMNbI onpeAeneHns NOBTOPSIEMOCTY METOAUKNA U3MEPEHUS cM. (16).

84.2.2 O6pasupl

MpoBepka NOBTOPSAEMOCTU AO/MKHA ObITb BbINOIHEHA CO CBEXUMM 06pasLaMy KanunaspHoi KposK, no
KpaiiHeit mepe, oT 30 nauneHToB, NoMyYaL X Tepanuio aHTaroHucTamu ButamrHa K. u. no kpaiiHeii mepe, ot
15 yenoBek, He MosyyawLWwmnx nevyeHns. MNaymeHTbl 4OMKHbI 6bITb 0TO6PaHbI TakMM 06pa3oM, YTO6bI 3HAYEHNS
MHO oxBaTu/n BeCb MHTEPBAN M3MEPEHUS CUCTEMbI MPW. NO KpaiiHei mope, 15 naumeHTax B KaXX40M U3 UHTep-
BasI0B, OnpeAeneHHbix BTabnuue 1.

[lBa o6pasua A0/MKHbI 6bITb B3ATHI OT K&XA0r0 NauueHTa ¢ MOMOLLbI0 MPOKOa KOXu (HanpumMep, U3 AByX
nasnbLes).

3HauveHne MHO kaxpgoro o6pasua f0o/IKHO ObITh ONpeseneHo, NCNob3ys CUCTEMY MOHUTOPWHTA in Vitro
nepopasibHOl Tepanuy aHTuKoaryisHTamm.

O6bemMHas 015 3pUTPOLMTOB B KPOBM (TeMaToKpuUT) A0/MKHA 6biTh B npegenax ot 0.35 go 0.50 n/n (ot
35% n0 50%).

Tab6nuuya 1— WNHTepBansl MHO ana npoBepky NOBTOPSIEMOCTU U3MEPEHUSA

VHTepsan 3HayeHnsa MHO
HeTepaneBTuyeckuii Huxe 2.0
Hu3kuii TepaneBTuYeckuii OT12.0 103.0
BbiCOKWiA TepaneBTuyecKuii OT1 31 po45

MpumeuyaHune — MaTepuansl CypporaTHOro o6pasua MoryT UCMo/b30BaThbCA BMECTO (PaKkTUUECKUX 06pasLoB
nayMeHToB, 4To6bl NPOBEPUTL BbICOKWIA TEepaneBTUYEeCKNii NHTEpBaI.

8.4.2.3 VIHCTPYMEHTbI U peakTuBbI

MoBTOPAEMOCTb M3MEPEHUS MOXET ObITb NPOBEPEHA C UCNO/Ib30BAHNEM OAHOIO WU 6o/lee UHCTPYMEH-
TOB ¥ 0AHONM unu 6onee napTuin peaktuea. Ecnu ncnonb3yetcsa 6onblie, Yem OANH UHCTPYMEHT UAn napTus
peakTuBa, NnsaH aKcrnepuMeHTa Ao/HKEH NMO3BOINTL MPOBECTN aHa/IN3 NOBTOPSEMOCTU B Npefeniax efUHCTBEH-
HOTO WHCTPYMEHTa w/wnum B npegenax efUHCTBEHHON naptuu (HanpuMep, MeToAuka [UCNEePCUOHHOro
aHanusa).

8.4.3 TpoBepka NPOMeXyTOYHO NPeLN3NOHHOCTY N3MEPEHUS

8.4.3.1 O6LWMe NonoxeHns

MpoBepka NPOMEXYTOYHON NPeLN3NOHHOCTN U3MEPEHNS [0/KHA NPOBOANTLCA B HOPMAasIbHbIX YC/10BU-
AX MCMONb30BaHMA (TO eCTb MHAMBMAYalNbHbIA NOMb30BaTE/lb B TEYEHWE MHOTUX OHEW C OOHUM U TEM Xe
WUHCTPYMEHTOM).

MN3rotoBuTENN A0/MKHBI MCMOMb30BaTh AWCMEPCUMOHHbIM aHanu3 ANS onpeAefieHus CyLwecTBEHHbIX
WCTOYHMKOB Heonpeae/IeHHOCTU U3MEePEHUS, YTOObI BK/TOUYNTL UX B UCMbITaAHWE NPOMEXYTOYHON NPeLn3nNoH-
HOCTW. O6BbACHEHWE MiaHa 3KCnepumeHTa [O/HKHO ObiTb 3aperncTpupoBaHo B nporpammMe. Kak MUHUMYM,
N3roTOBUTENN AO/KHbI BK/OYATL KOMMNOHEHThLI HEONPee/IEHHOCTY «OT NapTun K NapTun», «oT UHCTPYMeHTa K
WNHCTPYMEHTY» U «OTO AHS KO AHIO».

MpomexyTouHasn NpeLn3noHHOCTb M3MEePEHNA [o/KHa 6bITb NPOBEPEHA HA NPOTSXEHUN BCETO NHTEpBa-
na nsMepeHnsa NHCTpyMeHTa.

MprumeyaHne — PykoBogawye NPUHLUMMBLI NO ONpeAesIeHN0 NMPOMEXYTOUYHOW NPeLM3nNoOHHOCTU M3MepPEeHus
cm. (6).

8.4.3.1.1 O6pasubl
MpomexyTouHas NpeLn3noHHOCTb A0/IXHA GblTb MPOBEPEHA C MCMNO/Ib30BAHUEM KOHTPO/IbHOTO MaTepu-

ana B HM3KOM TepaneBTuyeckom uHtepsasne (MHO ot 2.0 go 3.0) 1 BbICOKOM TepaneBTUYeCKOM WHTepBase
(MHO 01 3.1 g0 4.5).
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KOHTpobHblE MaTepuanbl AO/KHbI OblTb MOATOTOB/IEHBI COMMTACHO MHCTPYKLUMSAM NO NPYMEHEHUIO U3ro-
ToBUTENA. CTabUNbHOCTL KOHTPO/IbHLIX 06pasLoB 3a MNepuof NpoBefeHUs OLEHKW AOo/mKHa 6biTb Mog-
TBEPXAEHa.

8.4.3.1.2 NHCTPYMEHTbI N peakTuBbl

Mo kpaiiHei Mepe, f0MKHbI BbITb 0TOOPaHbI feCATb MHCTPYMEHTOB, YTOObI MPOBEPUTL MPOMEXYTOUHYIO
NPeun3NoOHHOCTb M3MEPEHNA CUCTEMbI MOHUTOPKWHTA in Vitro NnepopasibHON Tepanuu aHTUKoarynsaHTamu.

MpoBepka MOXeT ObITb BbINO/IHEHA HA €4WHCTBEHHOI NapTuX peakTWBOB, €C/M AOCTYMHblEe AaHHble
[EMOHCTPUPYIOT, YTO NPOMEXYTOYHASA NPeLn3NoHHOCTb (BKIOYas NOBTOPSAEMOCTb) HE 3aBUCUT CyLLLECTBEHHO
OT napTuu peakTnsa. B gpyrux cnyyaax AO/HKHbI UCMO/Ib30BATLCA MHOXECTBEHHbIE NMapTuu, U 3KCNepuMeHT
[O/MKeH 6bITb paspaboTaH TakMm 06pa3om, YTOObl BKIOUNTL M3MEHUMBOCTb «OT NapTumn K naptum». Yucno
Mcnonb3yemblx NapTuii AOMKHO 6bITb ONpaBfaHo (Kak MMHUMYM, 6bITb PaBHbIM TPEM).

JlonxHa 6bITb UCCNefoBaHa napTua WA vYacTb napTun. Ecnv nonHas naptusi He4oCTyNHa, ee YacTb ncTa-
TyC Matepuana fo/MKHbl 6bITb 3aperncTpupoBaHbl.

EAMHMLbI peakTMBa AO/MKHbI 6bITb B3SITbI, N0 KpaiiHeli Mepe, U3 AecsaTn thnakoHOB WK nakeTos. Mpor-
paMma MNpoBepKu AO/MKHA rapaHTUpoBaTb, YTO AaHHble O Pas3/INyHbIX NEepeMeHHbIX (Hanpumep, napTuu,
WHCTPYMEHT) He nepenyTaHbl.

8.4.3.2 Tlpouenypa npoBepku

MuHMManbHasa cxema NpoBepKN MPOMEXYTOYHOW NPeLU3NOHHOCTU B TeYeHWe MHOrUX gHel TpebyeT
0iHOTO U3MEepeHUsi BAEHb KaxAoro obpasua B TeveHne 10 aHel ANs KaXA0ro n3 AecsiT MHCTPYMEHTOB.

MeToauka MOXeT 6bITb U3MEHeHa, YTOo6bI MCNOJb30BaTb MHOTME NapTUK peakTuea. EAVHULLI peakTuBa
[O/MKHbI 6bITb B3ATbI U3 OHOTO M TOTO Xe do1akoHa Un nakeTa ANna Kaxaoro obpasua.

8.4.4 AHanns gaHHbIX

8.4.4.1 BanungHoCTb flaHHbIX

[o Hauana aHanu3a faHHble JO/MKHbI GbITb OLEHEeHbl, YTOObl NAeHTU(MLMPOBaTb OWNGKN 1 cBuAae-
TeNbCTBO HecTabunbHOCTM Npob. OyeBUAHbIE OLINOKN (HanpyMep, OWNBKN TPaHCKPUNLMKW, HEeJOCTaTOUHbI
06BbeM Npo6bl) AOMKHBI ObITb 3aperncTprpoBaHbl U UCpasieHbl. Hukakue AaHHble He MOTyT ObITb UCKIHOYEHbI
6e3 NpuyVHbI (HanpyYMep, N0 O4HUM CTaTUCTUYECKUM NpuYnHam). HectabuibHOCTb NPO6, BbipaxXeHHas B Apeii-
e pe3ynbTaToB, MOXeT ObiTb MAEHTU(MUMPOBAHA C MOMOLLLID CTATUCTUYECKOrO aHanuM3a pe3ynbTaToB
napaJsnesnibHbIX Npob 13 Kaxaoro obpasua. NpUMeHAIOT crefyoLe pykoBogsALLmMe NPUHLNMBIL:

- NS AaHHbIX NOBTOPAEMOCTU BbIYUCAAIOT Npeaes gnanasoHa napannefbHbiX U3MepeHuii Ha OCHoBa-
HWK BCeX AaHHbIX. Ecnu npeuusnoHHocTb cBa3aHa ¢ MHO, To npefen fuana3oHa napassesibHbiX M3MepeHuii
6yfeT Takxke 3aBuceTb oT MHO. MOCKO/bKy 60/1ee BblpaXKeHHbIe Pas/inyma Mexay pesysibTatamu napannesnb-
HbIX M3MEPEHUI MOryT OXunaaTbcs npu 6onee BbICOKUX 3HaYeHnsx MHO. O6bsicHeHue ansa atoro npegena
OCHOBAHO Ha CTaTUCTUYECKOM pacnpefesieHun guanasoHa v Takke 3aBMCUT OT NPELU3NOHHOCTU CUCTEMDI.
Mpegen BbIMNCAAIOT Cnefylowmnm o6pasom:

1) BbluncnsioT pasnuyve mexay napanienbHbIMU U3MePEHUsaMU 418 Kaxa0ro obpasua.

2) BbluncnsioT cpefHee 3HauyeHre napansiesnbHbIX M3MepeHnii 4N Kaxaoro obpasua.

3) MonyuvatoT oLeHKy NPeLn3MoHHOCTMN B Npefenax obpasyua Ha OCHOBE pa3/IMyHbIX UCCie0BaHNii
1 cneundrkaymin cuctembl. NMockoNbKy NPeLm3noHHOCTb 06bIYHO yMeHbLlaeTes ¢ MHO, aTo gonx-
HO 6bITb BbIpaXEHO Kak koadpdumumeHT Bapuauum (CV).

4) insa Kaxporo obpasua naumeHTa yMHOXatoT cCpefiHee 3HayeHne napasasiefbHbliX U3MEepPeHnin Ha
CVun3aTeM Ha 4.2. [ony4yeHHoe YnCno ABASEeTCA Npeesiom guanasoHa napasnsenbHbiX U3MepeHuii
AN faHHOro naymeHTa.

5) Hanpumep, npegnonaratoT, 4To ABa pe3ynbrara Ana nauneHta — 2.4 n 2.6. CpegHee 3Hauve-
Hne — 2,5. Ecnim CV 5 % ncnosib3yeTcsa Kak oueHka Npeun3noHHoCTU B Npejenax nayneHTa, torga
npegen agnanasoHa Ay6smkatoB 2.5 x 0.05 x 4.2 nnam 0.525. Tak kak hakTnueckoe pasnumune — 0,2,
cTabunbHOCTb NPO6 6biNa 66l Npuemnemas. Ecnv 3HauyeHns napannenbHbix Npo6 6biin 2.2 n2.8. Tor-
fJa cpefiHee 3HayeHue Bce ele b6yfeT 2.5. HO 3TO pasnmume npesbicUIO Obl Npegen AnanasoHa
napasnnenbHbIX N3MepPeHNIA.

NMpumevyaHne — BeposiTHOCTb pasnuuus pesynbTaToB napasfesibHbiX U3MepeHuii, NpeBbilatLLero npeaen
fnanasoHa napasnsesnibHbIX U3MepeHwuii, coctasnseTt 99.7 %. 4To yka3blBaeT Ha HeeliCTBUTEIbHOCTb AAaHHbIX U3-3a HecTa-
6unbHOCTU NPo6 nnu apeida 112];

- 4N npoMexyTo4HO NPeLn3noHHOCTU UCMOMb3YI0T BCe AaHHbIe, YTOObI BLIYNCNTL NPESEeN UCK/Ye-
HUA faHHbIX. STOT Npefesn OCHOBaH Ha uccnefoBaHun 10 06pasLoB U pa3paboTaH, YTO6bl 0GHAPYXUTL Kak
BbICOKME, TaK M HU3KUEe BbiNajatole pesynbTaTtbl. ITO 3HAYEHNEe MOXEeT 6bITb BbIUMCIEHO CreyoWmm o6pa-
30M:
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1) Ana kaxgoro obpasua BbIYMCASAIOT CpeHee 3HauyeHvne W cTaHAapTHoe OTK/oHeHue (SD) ans
cepun u3 10 06pasuos.

2) Takxe onpefensawT MUHMaNbHOE U MakCMMasibHOe 3HaveHuns B cepun n3 10 o6pasuos.

3) BbluncnaioT cnepytolyto ctatnuctuky: (Makcumym — CpefHee 3HadeHue)/CpefgHekBagpatuyec-
Koe oTknoHeHne n (CpefHee 3HaveHne — MuHumymyCpeHekaaapaTuieckoe OTK/IOHeHe.

4) bepyT 60/bluee U3 3TUX ABYX uncen. 3T0 nNpeAcTaBaseT BO3MOXHbIA NYHKT Nog03peBaemMoro
pesynbTara.

5) Ecnu pesynbTar wara 4 6oblue, yem 2.48. To NoA403peBaeMblii pe3ynbTat nNpeBblllaeT npeaesn
UCK/TIOYEHUA AAHHbIX.

MpumeyaHnsa

1 BepoATHOCTb 3HAYEHWUA JaHHbIX, NPEBbIWAaWMX Npefen UCKIIYEHNA AaHHbIX, cocTaBnaet 99 % Toro, YTo ux
KpaiiHne 3HayeHus He Bbi3BaHbl OCHOBHOW HENPELM3NOHHOCTbIO CUCTEMBI. VX HY)XHO paccMaTpuBaTh Kak BblIGPOCHl. OHU
npeAcTaBAsAIOT CAyyYan YpesBbluaiHbIX yCN0BUA paboTbl, KOTOPbIE HE 0XUAAKTCA NP HOPManbHOM Ucnonb3osBaHun (17].

2 PykoBogsiwme NpuHUUNGLI ANa ngeHTudunkaumnm sBbiopocos — cM. (16J. (18J.

Mpun NCKNIOYEHNN [aHHbIX NPUMEHSAIOT CriegyoLmne Tpe6oBaHmns:

- [aHHble, onpeAeneHHble Kak CTaTUCTMYeckme BbIGPOCHI, He A0/MKHbI MCKNYaTbCA. AHANN3 AaHHbIX
[OMKeH ObITb BbINOSIHEH, 1 pe3y/bTaTbl COOOLLEHbI C BKIOYEHMEM 1 6€3 BK/TOYEHNS BbIGPOCOB;

- ANA NOBTOPSEMOCTU NpeBbILEHe NPUeMIeMOro npegena pasnuynsa Mexay napaanenbHbiMu nsme-
peHnAMK yKasblBaeT Ha HecTabunbHOCTb NPo6. O6a n3MepeHnsa ByayT cUNTaTbCA HEBEPHLIMU U HE JOMKHbI
MCMoNb30BaTbCA NPV BbIYUCAEHNW NOBTOPSEMOCTHY;

* ANA NPOMEXYTOYHONM NPEeLU3NOHHOCTN TEHAEHLMS, NPeBblLLaoLLas npuemMaemblii npeaen, ykasoisaeT
Ha HecTabunbHOCTb NPO6. Bce n3mepenus faHHon Npobbl 6yAyT CUMTATLCA HEBEPHBLIMU U HE AO/KHBI NpUMe-
HATBLCA B BbIYNCIIEHNAX;

- ecnu meToanyeckas owmnbkKa nam cboin MHCTPyMeHTa NPOoM30LLIN BO BPEMS UCTbITAHUS, fO/KHO 6bITb
npoBeAeHO nccnefoBaHve AN onpefeneHnss nNpuyrHel. ViccnefoBaHne v ero 3akiioyveHnsa fO/MKHbI BbiTb
3aperucTpmpoBaHbl B oTHeTe;

- ecnunpuymHa obHapyxXeHa, po3yibTaToT 3aTPOHYTOro obpasua byfeT cunTaTbCs HEBEPHbIM U He f0/1-
XeH 6bITb MPYMEHEH B BblYNCNEHNAX;

- [daHHble, OTK/IOHEHHbIE MO ONpeAeNIeHHoN NpuyrHe (Hanpumep, NOATBEPXAEHHan ownbka aHannTu-
Ka). MOTyT 6bITb 3aMeHEHbl HOBbIMU pe3yibTaTamun U3MepeHus;

- €C/v NpuUYMHa He MOXeT 6bITb onpeaeneHa, aHanns AaHHbIX AO/MKEH OblTb BbIMOMHEH, U pe3ynbTaTbl
COOOLLEHbI C BK/TIOYEHVEM 1 6e3 BK/TIOYEHUS pacCMaTprBaeMbIX JaHHbIX.

8.4.4.2 AHann3 noBTOpAEMOCTH

CpepgHee apudmeTnyeckoe 3HaueHne, cpegHekBagpaTnyeckoe oTKNOHeHNe 1 KO3 ULMeHT Bapualum
N5 NOBTOPSAEMOCTU AO/KHbI 6bITh BbIYMC/IEHBI C NPYMEHEHVEM 3aperncTpMpoBaHHbIX CTATUCTUYECKUX NPO-
ueayp.

[nsa kaxporo Habopa 06pas3LoB criegyeT coobLaTh Cneay oLy MHopmaLmio:

a) obuee cpegHee apnhmeTnyeckoe 3HauYeHe Habngaembix 3HavyeHnin MHO;

b) cTaHAAapTHOE OTK/IOHEHME NOBTOPSAEMOCTH € 95 % floBEPUTE/IbHBIM UHTEPBA/IOM U MHTEPBA/IOM 3HA-
YeHUi (MUHMManbHOE 1 MakcumanbHoe 3HavyeHns) u koadpuuneHT Bapraunm (CV) gnsa kaxaoro Habopa 3Ha-
yeHuii MHO;

C) pesioMe N06bIX HefeNCTBUTENbHbIX AAHHbIX, NAEHTU(NLUPOBAHHbIX N UCKNIOYEHHbIX N3 CTATUCTK-
4ecKoro aHann3a, Bkyas MetTod naeHTudvkaummn n pesynbTaTel UCCNef0BaHuS;

d) ccblIKM Ha cTaTUCTUYEeCKne MeTOAMKM aHanunsa.

NMpumeyaHune — YTobbl BLIYNCINTL CPeAHEKBAAPATUYECKOE OTK/IOHEHNE N3MEPEHNsA UK pedepeHTHOl cuc-
TeMbl (mlr). Heo6xoaum cnepyowmii psag (19):

YT106bI NONYYNTh AOBEPUTENbHbIV MHTEPBA 415 02 UK 0, UCNOb3YIOT BbIBOAbI N3 (hakTa, uto Na3fl2o2pacnpegene-
HO KaK X1-KBagpaT co cTeneHsiMn cBo6oAbl 21 - N - M.
Moatomy BepxHwuii (1 - a)npeaen goBeputenbHocTu (M!) NonyyatoT U3 cnefytoLLero:

"/(0, ,) =t1uun2,r).
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8.4.4.3 AHanu3 NpoMeXxyTo4HO! NPeLn3MoHHOCTH

CpepHee 3HayeHune, CTaHAAaPTHOE OTK/IOHEHNe 1 KoathdrLMeHT BapuaLmm A8 NPOMEXYTOUHOM npeun-
3UOHHOCTYW J0/MKHBI ObITh BbIUMCIEHbI 418 K&aXA0ro 06pasLa c UCnosib30BaHNEM JOKYMEHTVPOBaHHbIX CTaTuc-
TUYECKNX METOAUK.

AvncnepcnoHHblit aHann3 (ANOVA) — npeanouTuTeNbHbIA METOZ A8 aHan3a AaHHbIX 415 NPOMEXY-
TOYHOI NPELU3NOHHOCTHU.

[ns kaxporo obpasua AomkHa 6biTb coobLyeHa cnegytolian nHopmaums:

a) obuiee cpeAHee 3HaYeHne HabngaemMblx 3HaveHnin MHO ans kaxgoro obpasua:

b) cpefHekBajpaTnyeckoe OTK/IOHEHME MPOMEXYTOYHOW NPeuusnoHHoCcTM ¢ 95 % goBepuTeNbHbIM
MHTEepBasIOM U KoadhhumeHToM Bapuauum (CV) 3HaueHuii MHO kaxaoro obpasua;

C) pestome NobbIX HefenCTBUTENbHBIX AaHHbIX, UAEHTUDULMPOBAHHbIX W UCK/TIOYEHHBIX U3 CTaTUCTH-
YecKoro aHanunsa, BkoYas MetTof naeHTndukaumm n pesynbtaTbl UCC/iefoBaHns;

d) ccblfikn Ha MeTOAMKY CTaTUCTUUYECKOrO aHasn3a.

8.5 [poBepkaTOYHOCTU CUCTEMBI

8.5.1 O6wwe TpeboBaHMA

TOYHOCTb CUCTEMBI AO/MKHA ObITb MPOBEPEHa B (hakTUYECKUX UAN MOAENNPYEMBIX YCTOBUAX UCMO/b30-
BaHuA.

MpoBepka TOYHOCTH CUCTEMbI [LO/HKHA BKHOUYNTL cucTemartmyeckme ahdekTbl (CMelLeHne) ncnyyaliHble
adppekTbl (HENPELM3NOHHOCTb). KOTopble 6bl/in 6bl UCTIbITAHbI MHAMBYAYaNbHBIM NO/b30BaTENEM B OXuaae-
MbIX YC/I0BUSAX UCMO/Ib30BaHUSA.

n pnmMmedaHne — B3anmooTHOWeEHNSA MeXAy TOYHOCTbI, NMPaBU/IbHOCTLIO U NPEeUU3NOHHOCTLIO PaCcCCMOTPEHbDI
B(3).

MeToAvka nsmepeHus, ncnosibdyemas kak OCHoBaHue A1 NPOBEPKN TOYHOCTU CUCTEMBI, AO/DKHA ObITb
60/51€ee BbICOKOTO METPOJIOrMYECKOro YPOBHSA, YeM 1CNob3yeMas 419 KannbpoBKN PYTUHHOW METOAMNKN n3me-
PeHNA KOHeYHbIX Nosib30BaTeeli UK. ecv OHa TOTo Xe YPOBHS, TO 0/XHa 6bITb CBSi3aHa ¢ MeToAuKoli BO3
nokaymeaHusa NPOBUPKN Yepes OTAENbHYIO HENPEPbLIBHYIO LIEMOYKY.

MpumeHstoT TpeboBaHus, onpegeneHHsle B EH 13612.

8.5.2 WccnepgosaHue nonynauynu

Cy61beKTbl, 3aperncTpupoBaHHble B UCCNef0BaHnm, 40/MKHbI COOTBETCTBOBATL KpUTEPUSIM 0TOOPA, ycTa-
HOBJ/IEHHbLIM B 7.1.

CT0 BOCEMbAECAT NAaUMEHTOB, MOMyYatoLWmUX NnepopasbHyo Tepanunio aHTuKoaryisHTaMu, f0/KHbl 6bITb
3aperncTpupoBaHbl, Kak MUIHUMYM, B TpEX MecTax nccnegoBanus. B gononHeHune, 20 340p0BbIX N04el AOMXK-
Hbl ObITb 3aperncTpMpoBaHbl BO BCEX MecTax 1ccnefoBaHus.

[nsa Kaxporo nauneHTa A0/MKHbI 6bITh 3aperncTpupoBaHbl gemorpaduyeckme aaHHble, Lenesble MHO 1
nokasaHus Ansa Tepanuu aHTukoarynsHTaMu, a Ans 340poBbIX N0geil — fgemorpaduyeckme gaHHble.

3HayeHuss MHO y o6cnefoBaHHbIX UL, fOMKHbI NOKPbITh MHTepBan namepexmns ot 1,0 40 6.0 MHO npwu
N3MepeHnn NOCTOSAHHOW METOAUKOWN N3MEePEHNA N3rOTOBUTENA UK aNbTEePHATUBHON METOAMNKON N3MepeHUs.
3HayeHnss MHO Bbliwe 6.0 f0/KHbI 6bITb UCK/TOYEHDI.

Mo kpaiiHei mepe, y 5% o6cnepoBaHHbIX uL, (N = 10) A0/KHbI 6bITb 3HaYeHns MHO mexay 4.6 16,0 (cm.
Tabnuyy 2 B 8.5.3). Ecnim Heo6xogumMoe uucio nauymeHtToB ¢ MHO Bbiwe 4,5 He MOXeT ObiTb NOMYYEHO Ha
Haya/bHbIX MecTax UCCNef0BaHnsA, MOXET OblTb HEO6XOAUMbIM pacllMpeHne nccnefoBaHns B AONONHUTE b-
HbIX MecTax.

JlomkeH 6bITb 3aperncTpMpoBaH MHAVBUAYa bHbIV TepaneBTUYeCcKUili MHTepBas Kaxgoro naymeHTa.

8.5.3 O6pasubl

[.ns npoBepkM TOYHOCTM CUCTEMBI AO/IKHbI UCMO/b30BATLCA UM 06pasLbl CBEXel KanunapHoO KpoBu,
nnu obpasLbl CBEXeN NNn cTabunn3npoBaHHON BEHO3HON KPOBY.

LN BbIGPAHHOM U3roToBMTENIEM METOAMKN N3MEPEHMUS [O/MKHA UCMOMb30BaThCA LMTpaTHas nnasma.

O6pasLbl cBexel KanuiisapHOW KPOBM A0/MKHbI 6bITb cCOOpaHbl MPOKO/IOM KOXM (Hanpumep, KOHYMKa
nanbua). Kaxablil o6pasel, fo/mkeH 6biTb CO6paH 13 0TAENbHOro Npokona nasnbua. Jo/XHbl MCNOb30BaTLCA
TUNOBbIE KOHTENHepbI, pazpaboTaHHble A8 c6opa KanuNAapHON KPOBK, €CIN 3TO NPUMEHUMO.

O6pasLbl A0/KHbI 6bITb NOATOTOB/IEHLI M 06paboTaHbl COMNMACHO MHCTPYKLMAM MO NPUMEHEHWIO, BK/IIO-
Yasa npeaBapuTesibHy0 06paboTky Npobbl, ecnun TpebyeTcs.

Kaxablii 06pasel, fo/KeH NMEeTb O0CTaTOUHbI 06bEM AJ15 U3MEepPEeHUS 1. NO KpaiiHeil Mepe, AnsA napan-
NenbHOro M3MepeHns B COOTBETCTBUM C METOAMKON M3MEPEHUS N3rOTOBUTENSA.

KpuTepun ncknoyeHms, Tmna 06beMHOR 40M 3PUTPOLUTOB (TeMaTOKPUT), AO/KHbI 6bITb OCHOBaHbI Ha
WHCTPYKLMAX N3roTOBUTENA MO NPUMEHEHNIO U onpejesnieHbl B npoTokose. OfHako o6pasubl ¢ 06beMHbIMM
nonamu aputpoumToB oT 35 % A0 50 % A0/MKHbI BbITb BK/THOYEHDI.
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3HauyeHust MHO fo/xHbI 6bITb pacnpegeneHsl, kak onpegeneHo B Tadbiuue 2.
3HauyeHuss MHO fo/XHbl 6bITb ONpeaeneHbl CUCTEMO 411 MOHUTOPMHTA in Vitro nepopansHoii Tepanuu
aHTMKoarynsHTamu.

Ta6nuya 2— 3HayeHnss MHO B o6pasuax 4719 NPOBEPKN TOYHOCTH CUCTEMBbI

Yucnosas gons npo6”. % 3HaveHns MHO
10—15 Hwuxe 2.0
15—40 OT1 2.0 go 2.8
15—40 OT12.9 p03.7
10—30 OT1 3.8 o 4.5
5—10 Ot 4.6 o 6.0

* EC/in KaTeropvsi 3anosiHeHa (To eCTb MakCMMasibHO A0MYCTUMbIA NPOLLEHT JOCTUIHYT), 6onblue NPo6 He MOXeT
6bITb JOMNOMHEHO B JAHHYI0 KATEropuIo.

8.5.4 NHCTPYMEHTbI 1 peakTuBbl

MpoBepka TOYHOCTK cucTeMbl B 8.5.7 npegnonaraeT, 4To 4719 kaxgoro obcnegyemoro 6yaeT ncnosnb3o-
BaH OAMH UHCTPYMeHT. Micnonb3oBaHmne 60/blue, YeM OLHOTO MHCTPYMEHTa, ANA 06cnefyeMoro MoxeT 6bITb
Heo6X04MMbIM, YTOObI MUHUMU3NPOBATL BPEMS MeXy napassiesibHbIM1 UsMepeHuamn. Ecnunpegnonaraet-
cAUNCNoMbL30BaTh 60/1€€ 04HOr0 MHCTPYMEHTA, TO UHCTPYMEHTbI C/ieyeT pOTUPOBaTh B NPOLIECCe BbINO/THEHUS
nporpaMmbl Takum 06pasom, 4Tobbl 4MCN0 06pa3LoB, U3MEPEHHbIX KaXLLbiM UHCTPYMEHTOM, 6b1/10 PaBHbIM.

MpumeyaHue — Vcnonb3oBaHne 6O/MbLWIENO YAC/A UHCTPYMEHTOB YBESMUMBAET MPOMEXYTOUHYID BapuaHcy
M3MepeHus, NOTOMY YTO BapuaLusi OT MHCTPYMEHTA K MHCTPYMEHTY He Ha6/oAanack 6bl Npy BbINOMHEHUW UCCMNeAoBaHus
L7151 OAHOTO MayMeHTa Ha O4HOM 1 TOM Xe WHCTPYMEHTE. DTO TaKKe YCPeAHSET ONpeaeneHHbIe BASHUS UHAMBUAYAIbHbIX
MHCTPYMEHTOB (MOTEeHLMANbHO YBEIMUYMBAIOLLEECS UM YMEHbLUAIOLWEECs CMeLleHne n3MepeHus).

Ecnu pa3sHble o6cnegyemble NCNOMb3YIOT O4WH U TOT XXe UHCTPYMEHT, MOXeT 6bITb HE06X0AMMOI oUnc-
TKa MHCTPYMeHTa BO n3bexaHune nepefayun C KpoBblo 60/1€3HETBOPHbBIX MMKPOOPraHN3MOB. V3rotoBuTemn fon-
XHbl YTBEPANUTL METOAVKY OUUCTKM 1 BKIIOUYUTL MHCHOPMALLMIO MO O4MCTKE B PYKOBOACTBO A1 NO/Ib30BaTenei.

Mo kpaiiHei Mepe, ABe NapTUK peakTuBa A0/HKHbI ObITb BK/IOYEHbI BUCCEA0BaHNe N0 NPOBEPKe TOYHOC-
TV CUCTEMBI.

8.5.5 Bbl6bpaHHasa U3rotToBUTENEM METOAMKA N3MEPEHUS

MN3roToBuTENb A0MKEH YCTAHOBUTL BbIOPAHHYIO U/MN MOCTOAHHYI0 METOANKY U3MEPEHUS, NPOC/IeXunBa-
eMyI0 10 py4HOli MeTOANKN peddepeHTHOro U3MepPeHNs NoKaunBaHUs NPOBMPKM, UCMOb3YIOLLLEN MeXAyHapoa-
HbIl pedhepeHTHbIV NpenapaT TpombonaacTuHa.

MeToauka fomkHa cofepxaTb onncaHune npoueaypbl c6opa Npobdbl OTHOCUTENIBHO KOHLEHTPaL K Comn
NIVMOHHOW KMCNOTbI U MapKy ycTpolicTBa AnsA coopa.

MpumeHsT TpeboBaHus, onpegeneHHsie B UCO 17511.

MpumeHstoT TpeboBaHusA, onpeaeneHHble B pasgenax 5 n6. cepun TexHunyeckmx otyetos BO3. No 889,
1999.

NMpumevyaHue 1— NS NpunNucbiBaHUS peddEPEHTHbIX 3HAYEHNI MOXET UCNO/b30BaTLCA PYTUHHASA METOAVKA
N3MepeHnsa cBepTbiBaHMSA (Hanpumep, B 60bHWYHON MAn ambynaTtopHoii nabopaTopuu), KOTOpas npocnexvsaeTcs A0
pYU4HOIi pedhepeHTHO METOAUKN M3MEPEHUS NoKaYMBaHUS NPOGUPKM C UCMONb30BaHEM MEXAYHAPOAHOro pedhepeHTHOro
npenaparta Tpom6onnacTvHa v noaTBepXAeHa B OTHOLWEHUN NPaBUbHOCTA U NPELU3NOHHOCTU MyTEM CPaBHEHUS C Bbl-
6paHHOli N3roTOBUTENEM WM NMOCTOSIHHOW METOANKOW N3MEPEHUst N3rOTOBUTENS.

[JeTanbHoe onucaHne MeToauk1 U3MepeHus, 06bIYHO onpeaensioLlei peepeHTHbIe 3HaYeHUs!, BKO-
yas NpoCnexnBaemMocTb 0 PyYHoli pechepeHTHOV METOAVKI U3MEPEHUs MOoKauMBaHWs NPO6UPKY € NCMOSb30-
BaHWEM MEX[YHapOoAHOro ped)epeHTHOro npenapara TPOMGONIACTUHA UM IKBUBANEHTHOCTb BbliGPaHHOI
WY NOCTOSIHHO MEeTOAUKN N3MEPEHUst U3TOTOBUTENS, JO/HKHO 6bITb 3apErMcTPUPOBaHO B NPOTOKOSE.

NMpumeyaHue 2— MNpumepbl NOAXOAALMX Lienell NPOCNEXMBAEMOCTN AN BbIGpaHHON npoueaypbl n3mepe-
HWA N3roTOBUTENSA NpefCcTaB/eHbl a NnpuaoxexHun B. pucyHkn B.2 n B.3.

ECnn n3roToBMTENb 3aK/IIOUNT KOHTPAKT ¢ nabopatopueii pepepeHTHbIX U3MepeHUit, To AO/MKHbI BbiTb
NPeAnpPUHSTLI COOTBETCTBYIOLLME MEPbI A5 NOATBEPXKAEHNS TOr0, 4TO 1a60PaTOPUs 4OCTATOUHO KBANNPULM-
poBaHa. 4To6bl BbINO/HATL NPOLEAYPY N3MEPEHUSI.

MpumeuvyaHne 33— BkayecTBe pyKoBOACTBA MOXET ObITb MCMOM030BaH (20).
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8.5.6 lpoekTnccnegosaHunsa

TOYHOCTb CUCTEMbI MOXET 6bITb NPOBEPEHA, UCNOb3YSA UM OAHO- WU ABYXCTYNEHYaToe CpaBHEHNE.

Mpv ogHOCTYyNneHYaTOM CpaBHEHUM KanUNASPHYI0 KpOBb CPAaBHMBAIOT C BEHO3HOM KPOBbIO 6e3 aHTuKoary-
nsaHTa (ecnu TpebyeTcs Kak npreMaeMblil Tun Npoobbl) U LMTPaTHOMN NAa3moi.

Mpy ABYXCTYNeHYaTOM CpaBHEHUN KanuANsSpHYI0 KPOBb CPaBHUBAKT C BEHO3HO KPOBbLIO 6e3 aHTmKoary-
NAHTA. W BEHO3HYI0 KPOBb 6e3 aHTuKoarynsHTa CpaBHMBAIOT C LMTPATHON NNa3Moii. TOT NoAX04 MOXET ObITb
MCNONb30BaH B CyYae, eC/im OTHOLLEHNSA MeX Yy BEHO3HOW 1 KanuNispHO KPOBbIO YCTAHOBJ/IEHbI.

MpumeuaHune — Jliobasa npoueaypa No3BOASET abIMONHUTb HECKO/IbKO MapannesibHbIX U3MEPEHUIA N3 KaxA0oro
o6pasLia BEHO3HOI KpoBUW. [M03TOMY OLEHKA Pas3/IMUHbIX UCTOYHMKOB Bapuauuv (Hanpumep, napTum peakTusa, UHCTPYMEH-
Tbl. 06bEMHAsA [0 3pUTPOLMTOB) MOXET 6bITb NPOBEAEHA C YBE/TMUEHHON CTATUCTUYECKON CUMONA.

NHamBrayanbHble U3MepeHns CUCTEMO MOHUTOPUHTA in Vitro mepopasibHON Tepanuu aHTUKoarynsHra-
MW AOSDKHbI 6bITb CPaBHEHbI C pedpepeHTHbIMU 3HavyeHnsmMu MHO. onpegeneHHbIMy B COOTBETCTBUY C NpoLie-
[ypoii n3MepeHns u3rotoBuTens (To ecTb BbIOPAHHOW WAM NOCTOSSHHOW METOAMKOW WM3MEepeHuss unuM B
COOTBETCTBUY C APYrOil YTBEPXAEHHOV METOAMKONM N3MepeHUs, KoTopas AaeT SKBUBa/IEHTHbIE pe3yibTaThl).

8.5.7 MeToguka

8.5.7.1 O6uwue nonoxeHus

M3roToBuTEeNb MOXET NPEANOYECTb OAHOCTYNEHYATYIO WK ABYXCTYNeHYaTylo meToauky. MNpevmyuec-
TBa U HEOCTATKM KaXXA0i MeTOAMKN onucaHsl B 8.5.7.2 1 8.5.7.3.

MpuBeaeHHble fanee niaHbl 3KCNepuMeHTa NpeacTaBnsaloT MUHMMalbHblE TpeboBaHNs AN1A NPOBEPKU
TOYHOCTM cUCTEMbI. METOAMKN MOTYT 6bITb BUAOM3MEHEHbI, YTOOGbI MPUCNOCOBUTLCA K MHOTMM NapTUSIM peak-
TVUBOB W APYTUM (DaKTOpaMm.

8.5.7.2 OpHocTyneHyaras meToauka

[Ba o6pasua KanunnspHoi KPOBM A0KHbI GbITb COBPaHbI OT KaXA0r0 06C/1IeyEMOro COrnacHoO MHCTPYK-
LMSIM U3rOTOBMTENS NO NPUMEHEHUIO ANS Napas/ie/ibHbIX U3MEPEHMWI CUCTEMOI MOHMTOPUWHTIA in Vitro nepo-
panbHOW Tepanvu aHTUKoarynssHTamu.

OpHoBpeMEHHO 06pa3sel, LMTPaTHON BEHO3HOW KPOBU AO/MKEH ObITh COGpPaH y 06C1eyEMOr0 OMbITHLIM
hne6boToMUCTOM B COOTBETCTBMM C TpeboBaHUSMM peddepeHTHON MeToAukM naMepeHus (cM. 8.5.5). Ecnm
M3roToBMTEb NPEAHa3HavYaeT NCNO/b30BaTb YCTPONCTBO A1 BEHO3HON KPOBU, HE cofiepxallell aHTukoary-
NSHTBI. AO/MKHA 6bITb CO6paHa Npoba gaHHOro Tuna. BeHo3Has KpoBb 6€3 aHTMKOAary/isHTa MOXeT UCNoMb30-
BaTbCA AN MCCNeaoBaHns nnasmbl nocne fo6aBNeHns LUMTPaTHOro aHTukoarynsHTa u otaenexHus 6egHoi
Tpomb6ouuTamu naasmeol.

O6pasybl KanUNNSPHOW 1 BEHO3HOW KPOBU (€CNIN MPUMEHNMO) AO/MKHbI GbITh U3MEPEHbBI OLEeHNBAEMbIM
YCTPOICTBOM COF/TACHO MHCTPYKLMAM U3rOTOBUTENA MO NPUMEHEHWIO, 1 pe3y/ibTaTt A0/KEH 6bITb 3aperncTpu-
poBaH B ICTe faHHbIX c6opa 06pasLoB.

Mocne n3mepeHns cMCTeMO MOHUTOPUHTA in Vitro nepopasibHOl Tepanun aHTUkoarynsHtTamm (ecniv npu-
MeHUMO0) 06pa3seL, BEHO3HOW KPOBY ,0/1KeH 6biTb 06paboTaH U NpoaHaIn3MpoBaH B COOTBETCTBUM C NOCTOSAH-
HOli MEeTOAMKOW W3MEpPEHUs W3roTOBUTENS WM anbTepHATMBHOW MeToAukoin unsmepeHus (cm. 8.5.5), u
pesynbtaT MHO gosmkeH 6bITb 3aperncTpypoBaH B /IMCTE AaHHbIX cbopa.

O6beMHasn [oNs 3pUTPOLUTOB (3HAYEHME TeMaToKpuTa) A0/KHA ObiTb M3MEpPEHa B KaxaoM ob6pasLe,
4YTO6bI NMOATBEPAUTL, HUTO 3HAYEHNE — B NMpejenax NpuemMsemMoro uHTepeana, onpegeneHHoro Ans ycTpoi-
cTBa. Pe3ynbTaThbl O/MKHbI ObITb 3aperncTprMpoBaHbl B INCTE AaHHbIX coopa npob.

8.5.7.3 [ByxcTyneH4yatas meToauka

B nByxcTyneHuaTon metoauke:

a) B TeyeHue NepBoro aTana fo/mkHa 6bITb NOKa3aHa 3KBUBANIEHTHOCTb BEHO3HOW 1 KanuanspHoni Kpo-

BUY, U

b) B TeueHve BTOpPOro atana 6yayT MCNo/ib30BaTbCA BEHO3HAsA KPOBb 6e3 aHTUkoarynsHTa kak obpasel,

[ANsi ycTpolicTBa MUCCNef0BaHUSA KPOBU U BEHO3HAA LMTpaTHas nja3ma U3 TOro e BEHO3HOro obpasua

AN COOTBETCTBYIOLWEro MeTofa CpaBHEHUS.

Ha nepBom aTane gBa 06pasua kanunasapHoO KpoBM AO/KHbI ObITb COGPaHbl y kaxaoro obcnegyemoro
COr/1aCHO MHCTPYKL MU U3TOTOBUTENS NO NPUMEHEHNIO A1 Napasi/ie/ibHbIX U3MEPEHUIA CUCTEMOI MOHUTOPUHTA
in vitro nepopasbHOoli Tepanumn aHTUKoarynstHTamu.

OpHOBpeMeHHO 06pasel, BEHO3HOM KPOBU [0/1KEH BbITb COBPaH Y MCNbITYEMOrO /ML ONbITHLIM dhne6o-
TOMMWCTOM B COOTBETCTBUYM C TPEOGOBAHNAMM CUCTEMbI CAMOTECTUPOBAHNKS in Vitro.

O6pasLbl 4O0MKHbI 6bITh 3MEPEHbI OLEHNBAEMbIM YCTPOWCTBOM COr/TaCHO MHCTPYKLUSAM U3roTOBUTENS
no NPMMEHEHUI0, 1 pe3ybTaThbl 40/MKHbI ObITh 3aperncTpMpoBaHbl B INCTE AaHHbIX c6opa.

Mocne Toro, Kak NPOAEMOHCTPUPOBaHa 3KBUBA/TIEHTHOCTb KanuIApHOM 1 BEHO3HOW KpoBY 6€3 aHTMKoa-
rynsHTa. MoXeT 6blTb MPOBEAEHO BTOPOE CpaBHeHMe 3Tana (To ecTb Mexay o6pasLamu BEHO3HOW KpoBK 6e3
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aHTVKoarynsHTa u LMTpaTHoi nnasmoii). 3To cpaBHEHNE MOXET ObITb NPOBEAEHO B MECTAaX, KOTOPbIE ABMSAOT-
CS OTAA/IEHHBIMW MO BPEMEHW 1 MECTY OT OPUTMHANIbHOTO UCCEA0BaHNSA 3KBUBANEHTHOCTU KanuaIApHOW nnm
BEHO3HO KPOBMW.

NMpumevyaHue 1— B HaCTOSILEM CTaHAAPTE -«3KBUBA/IEHTHbIM» 03HAYAET He OT/MYAKLWMIACA 3HAYUTENBHO
[yrnosoii koadhcpmumeHT NuHeiHol perpeccum (slope) = o1 0,95 a0 1.05. oTcekaeMblli 0TpE30K Ha OcK opAuHarT (intercept) =
=r1 0.1 MHO] B 3KCNepMMEHTE C COOTBETCTBYHOLLEN CTATUCTNYECKON CUNOIA.

Ha BTOpOM 3Tane o6pasel, BEHO3HOW KPOBM 6€3 aHTMKOArynsaHTa A40/HKEH ObiTb U3MEPEH OLLEHVMBAEMbIM
YCTPOWCTBOM COFNIACHO MHCTPYKLUMAM U3rOTOBUTENS NO MPUMEHEHUIO, 1 pe3ynbTaT 3aperncTpupoBaH B McTe
cbopa faHHbIX.

O6pa3eL, BEHO3HOW KPOBM A0O/IKEH ObITh 06paboTaH HeMeaIeHHO U M3MepeH peepeHTHOR MeToANKo
n3mepeHus (cm. 8.5.5). npesynbtat MHO fomxeH 6bITb 3aperncTpupoBaH B NCTe c6opa AaHHbIX.

O6bemHas A0A 3pUTPOLUTOB (3HAYEHNe remaTokpuTa) AO/KHA ObITb M3MEPeHa B KaXAoM obpasLie,
4TO6bI YAOCTOBEPUTL, YTO 3HAUYEHNE — B Npegenax NpMeMsieMoro MHTepeana, onpeseneHHoro Ans ycTpoi-
cTBa. PesynbTarthl JO/MKHbI 6bITb 3aperncTpupoBaHbl B AncTe c6opa faHHbIX.

[lByxcTyneHuyatas MeTofuka PeKOMeHAyeTCsa AN yvyacTKOB, KOrja Mnpokos NasibleB He BbINOSHUM
(cm. (21]).

MpumeyvyaHune 2— lpoKosbl NasbLeB MOFYT 0Ka3aTbCsi HE BbINOHUMbI U3-3a HEYAO6CTB, f06aBAAEMbIX
nauueHTy n3-3a AByX napasiesibHbiX NPOKO/IOB /15 NOlyYeHUs KanuIIsipHON U BEHO3HOM KPOBU, a Takxke:

- He NPUHATLI NauueHTamm, KoTopble He AaAyT coriacue Ha OCHOBE MHd opMaLnuu, n\nm

- He NMPUHATBI CCNejoBaTesieM BCeACTBIE UCTbITbIBAEMbIX TPYAHOCTEN U3-3a pacXoia BPEMEHW Ha BbINOIHEHNE
npouegypsbi.

8.5.8 AHanu3 gaHHbIX

8.5.8.1 O6LWMe nonoxeHus

[o aHanusa nucTbl AaHHbIX AO/MKHbI ObITh OLEHeHbl, YTOObl NAEeHTU(NLMPOBATbL OYEBUAHbIE OLLUNOKM
(Hanpvmep, OWKWGKN TPAHCKPUMLMKN, HEAOCTATOYHbI 06bem o6pasua KpoBu). [Lo/KHbl 6biTb BHECEHbI COOT-
BETCTBYHOLLME NCMPABEHUS.

Hukakne gaHHble, NPUHATbIE MO/Ib30BATENIEM Kak AeiCTBUTENbHblE, He MOTYT ObiTb WCKIOYEHbI U3
OLEHKM TOYHOCTM cucTembl. lMpy MpoBepKe TOYHOCTM CUCTEMbI MNPYMEHSAT cregyowme pykoBoAsLine
NPUHLWNBI:

a) Bce npouegypHble ownbKM, C60M MHCTPYMEHTA M 0TKa3bl KOHTPO/IA JO/MKHBI O6bITh UCCNEA0BaHbI, YTO-

6blONpefenMTbNpuUmnHyY. ViccnefoBaHve 1 ero 3aknioveHns 40/MKHbI ObiTb 3aperncTprpoBaHbl BoTyeTe.

b) Ecnu pe3ynbTat 6bln NPUHAT NOb30BaTENEM Kak AeliCTBUTENbHBINA, AaxXe Npu TOM. Y4TO AaBanocb

olWMn604YHOE coobLieHne, ecnin npeden KOHTPONA 6bla NPeBbIWEH MKW eC/IM NPoM3oLLia npouesypHas

olwunbKa, Takoi pe3ynbTaT He A0/KEH ObiTb OTKMOHEH. MpUYKMHa TOro, Y4TO Nosb3oBaTe b UTHOPUPOBaN

OLWM60YHOE coobLLEeHNe, 0TKa3 KOHTPO/IA UK NpoLefypHYI0 OWNGKY, A0KHA 6bITb UCCNefoBaHa.

¢) [aHHble AO/MKHbI ObITb UCCNEf0BaHbl Ha CTaTUCTUYECKMe BbIOPOCHI B COOTBETCTBUWN C METOAMKON,

onpeaeneHHolt Bnporpamme. [o/1xeH 6biTb BbINO/THEH aHa/IM3 Perpeccun 1 Koppensaummn, n oTyeT npes-

CTaBJ/IeH C BK/IIOYEHNEM BbIOGPOCOB 1 6e3 HUX. MyHKTbl AaHHbIX BbIGPOCOB A0/MKHbI ObITb BK/IOYEHbI B rpa-

hVKM C NPUMEHEHMEM Pas3/IMYHbIX CUMBOJIOB. PykoBOASILLME NPUHLUMNBI A5 AEHTUMKAL N BbIGPOCOB

npuseseHbl B (16] u [22].

Pe3synbTatbl 4O/MKHbI 6bITb CONOCTaBAEHbI HA rpadhuke N NpoaHaM3npoBaHbl, U A0MKHA ObiTb NpuBede-
Ha cnegytowas nHdopmaums:

- o6lLee YiCno NpoaHann3MpoBaHHbIX 06pasLoB:

- WHTepBan 3HavyeHuii MHO. n3amepeHHbIX B COOTBETCTBUM C pehepeHTHON MeTOAMKON N3MepeHus:

- rpachuueckoe npegcTassieHe faHHbIX C COOTBETCTBYHOLWER CTaTUCTUKOW (CM. npumepsl B 8.5.8.2 1
8.5.8.3);

- pesynbTaTbl OLEHKN TOYHOCTU cucTeMsbl (cM. 8.6.2 1 8.6.3);

- pesiome BbIGPOCOB, NAEHTUMNLMPOBAHHBIX N CKIOYEHHBIX U3 CTATUCTUYECKOTO aHan3a, BKIoYas
MeTOAUKY ANA naeHTUnKauum BbIGPOCOB U UTOTW UCCNEAO0BAHNSA UX NPUYNHBI, 1

- bubnuorpadmyeckune CCbiIKN Ha METOAMKN CTaTUCTUYECKOTO aHaIM3a.

8.5.8.2 I'padmku pasnmums

Pasnuuna mexay nHANBUAYanbHbIMU pesyibTatamu, NoslyYeHHbIMU C MOMOLLbH CUCTEMbI MOHUTOPUHTA
in vitro nepopancHoii Tepanum aHTMKoarynsaHTamu, n peepeHTHbIMU 3Ha4EHUSAMUN AO/KHbI ObITh NpeAcTaBie-
Hbl Ha rpadhmke kak 3aBuCMMble NepemMeHHble. PediepeHTHble 3HauYeHNA MOTyT ObiTb CPEAHUMY 3HAYEHUAMU
napasniesibHbIX U3MEPEHUIA.
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Ipadvkn pasnuuns — pekoMeHAO0BaHHbIN NoAXo4 AN TOro, YTo6bl M306pas3nTb TOYHOCTb CUCTEMBI,
NOTOMY YTO CTATUCTUYECKME AONYLLEHUA MUHMMA/bHBI, U MPOLEHT TOYEK AaHHbIX, OTBEYaLNX KPUTEPUAM
TOYHOCTM CUCTEMBI, TAKXE, KaK 1 OLeHKa CMEeLLLEHNS, MOTYT BbITb IETKO BbluncneHbl. Cm. [22] nnu [23].

padvk pa3nuyma npoueHTa ¢ 3HaveHnsamMm MHO (Npu ero HU3KUX 3HaYeHnsX) BOO6LLEe HO MOAXOAUT ANs
rpachnyeckoi OLEeHKN TOYHOCTM CUCTEMBI. [l0/MKHbI 6bITb MCMONb30BaHbI hakTuyeckne pasnuuns MHO. Peko-
MeHA0BaHHOe OTCceYvyHoe 3HavyeHne 2.0 MHO.

Mpumep — Mpacunk pe3ynbTaT OB UCCIef0BaHNA NPOBEPKN CUCT EMbl MOHUT OPUHIa NepopanbHOl Tepa-
NN aHTUKoarynaHTamMu npegcTaB/eH Ha PUCYHKe 1. BerHﬂH N HUXHAA NUHUN NpeacTaBnAaAlw T KpuTepuu
npnemnemocTwun 13 8.6.1.

HIR 4rTHH e n el ARININERN (ARRRNIT 1l
10 13 20 28 80 35 40 45 50 55 60X

X — pechepeHTHbIe 3Ha4eHns MHO,

Y — paznuumne (Habnogaemble pedpepeHTHble 3HaueHnst MHO).
1 — BepxHWii NpeAen NpUeMIemMocTy;

2 — HWXHWIA NpeAen NpueMIemocTn

PucyHok 1 — padomk paznuuus MHO

OueHKka TOYHOCTM CUCTEMBI O/IKHA ObITb OCHOBaHa Ha BCEX flaHHbIX, MPUHATLIX No/1b30BaTesiem. [ox-
Hbl 6bITb NPVBEAEHBI CNeAytoLLe CTaTUCTUYeCKNe fJaHHble 41 Kax4oro nHtepsana MHO BTa6nuue 3:

a) CmelleHue (BblYMCIEHHOE Kak CpefHee 3Ha4yeHne pasnuunini Mexay pesysnbTataMm CUCTEMbl MOHU-

TOpPUHra NepopasnbHoi Tepanun aHTUKoaryaHTamm n pedepeHTHbIMU 3HaYeHNAMMN) Tak XKe. Kak CTaH-

JapTHOe OTK/IOHEHWe pa3Nnymnii n cTaHAapTHasA ownbka cpeHero pasnnuus.

b) lMpoueHT pe3ynbTaToB B Npefenax Kputepres NPUemMIemMocT A5 TOHHOCTU CUCTEMbI, ONUCaHHBIX B

8.6.1.Cm. 8.6.2.

c) WHTepBan, KoTopblii 0xBaTbiBaeT 95 % pasnunuuii.

8.5.8.3 AHanus perpeccuu

NHavBnayanbHble pe3ynbTaTbl CUCTEMbI MOHUTOPUHTA in Vitro NepopasibHON Tepanun aHTUkoarynsaHTa-
MW AO/DKHBI 6bITb NPefcTaBNeHbl Kak 3aBUCUMbIE NEPOMEHHbIE. a pedepeHTHbIe 3HaYeHNA KaK He3aBUCUMble
nepemMeHHble. PedepeHTHble 3HAYeHUA MOryT ObiTb CPEeAHUMU 3HAYEHUAMW napannefibHbIX W3MepeHUid.
MAeHTUYHbIe WKasbl M MHTepBasbl J0/MKHbI 6bITb MCNOIb30BaHbI A5 X- U y-0Cel.

YrnoBoW koathdruMeHT HaKNoHa NMHUK perpeccum (slope) ny — oTcekaeMmblii OTPE30K Ha OCK opanHaT
(intersept) 4O/MKHbI ObITb BblYNCNEHBI B COOTBETCTBUM C NOAXOAALLEN METOAMKOW PEerpeccMoHHOro aHanmsa.
Mcnonb3yemblii MeTOA, AO/IKEH ObITh 3aaH B Nporpamme.
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MpumevyaHuns

1 MpuMepbl BKNOYAlOT B ce651 HaMMeHbLUMe KBaApaTbl IMHEHOW perpeccun n perpeccun [leMuHra, opToroHasnb-
Holi perpeccun (cneyunanbHblii cnyyain perpeccun lemunnra) unm perpeccumn Passing/Babtock. CooTBeTcTBYylOWMNIA perpec-
CMOHHbI aHanN3 3aBUCUT OT COOTBETCTBUA AaHHbIX ONpefe/ieHHbIM CTaTUCTUYECKUM AonyLleHnaM. PekoMeHaauumn no
OLeHKe perpecCMoHHbIX MeTOANK AN UCCNeA0BaHN CpaBHEHNSA METOL0B U MO BbIGOPY COOTBETCTBYHOLL 1 METOANKN per-
PECCMOHHOro aHanu3a cm. (24) unu (2S).

2 CwMelleHve MOXEeT 6bITb BbIYNCIEHO U3 ypPaBHEHUSI perpeccum no oTo6paHHbIM 3HavyeHnamM MHO (Hanpumep, no
KOHLieHTpauuam, npuHUMaemMbiM 418 060CHOBaHUS MeANLMHCKOTO peleruns). Cwm. (22).

Mpumep — Fpadmk perpeccumn no AaHHbIM UCC/IEA0BAHNS NPOBEPKU CUCTEMbl MOHUT OPUHTa Nepopanb-
HOl Tepanuu aHTUKoarynaHTamMmu npejcTaBfeH Ha pUCYyHKe 2. [1Be BHEW HNE NNHNUU NPeACTaBNao T KpuTepun
npueMnemMocTu n3 8.6.1. Yrnoeoi KoadppuymeHT HaKNOHa NUHelHo perpeccun — 1,132 x 0,054,-y — Touka ne-
peceyeHunsa ocu opanHaT — MuHyc 0,2 x 0,1: koacppuuneHT KOoppensayun — 0.943.

X — pedpepeHTHble 3HaueHns MHO;

Y — HabnogaemMble 3HadeHnst MHO.

J — BepXHWii Npeaen NpuemnemMocT
2 — NINHWA perpeccun:

3 —MUHUSA UAEHTUYHOCTM:

4 — HVWKHWIA Npeaen NpUeMIEMOCTN

PucyHok 2 — padhvk perpeccun

B OTHOLLUEHUM KaXXA0ro MecTa OLLeHKM AO/KXHbI ObITb NPUBEAEHbI ClieAyioLLMe CBEEHNS:

- rpaduuk paccesHus AaHHbIX C NpefnonaraeMoi NMHNeld perpeccumn n AnHmen y = x\

- HaknoH (slope) n Touka nepeceveHus (intercept) NAMHUM NIMHENHON perpeccun ¢ AOBEPUTEIbHbIMU
WHTepBanamu;

- Ko3athhuuMeEHT KoppensLum NMupcoHa r.

[JaHHble BbIGPOCOB MOTYT OKa3aTb HeXesnaTe/lbHOe BANSHNE Ha OLEHKMN LLEeHTPasibHOW TeHAEHL MK 1 AnC-
nepcun. CTatucTuyeckne napameTpbl 4O/MKHbI ObITb BIYUCIEHbI C BK/OYEHUEM BbIGPOCOB M 6€3 HUX. U BCE
[aHHble JOMKHBI ObITh NPeACcTaBeHbl Ha rpad ke perpeccum c 0TMETKaMM AaHHbIX BbIGPOCOB, 0603HAYEHHbI-
MW Pa3fIMYyHbIMWU CUMBONAMMU.
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8.6 MuHMManbHaa npuemMaemMast TO4HOCTb CUCTEMBI

8.6.1 TpeboBaHME TOYHOCTU CUCTEMbI

MuH/ManbHas npvemsieMast TOYHOCTb /1A Pe3y/ibTaToB, NOyYEeHHbIX CUCTEMO MOHUTOPUHTA in Vitro
nepopasibHO Tepanuu aHTUkoarynsaHTamm 45 camoTecTMpoBaHns byaeT cneaytoLei:

- 90 % pasnuunii Mexay pesynbTatamu, NoNy4YeHHbIMA CUCTEMO MOHUTOPUHTA in Vitro NnepopasbHOi

Tepanuu aHTUKoarynsaHTamu, u pesynbtatamy peepeHTHOl MeTOAVNKN U3MEPEeHNs B KOMOUHNPOBaH-

HbIX MHTepBanax MHO Huxe 2.0 noT1 2.0 8o 4.5. 6yaeT B npegenax, ykazaHHbIx B Tabnuue 3;

- CMelleHue (CpefHee pasimume) Mexay CucTemMoii MOHUTOPUHTa in vitro nepopasibHON Tepanumn aHTUKo-

arynsaHTaMmm u pechepeHTHON MeTo KO U3MepeHus B TepanesTuyeckom nHtepsase (MHO ot 2.0404.5)

6yaeT MeHbLue uan pasHo = 0.3 MHO;

- CMelleHne pe3ynbTaToB 4718 cynpartepanesTuyeckoro nHtepeana (MHO ot 4.6 fo 6.0) A0/1KHO ObITb

coo6LLeHo.

Ta6nuua 3— Kputepum kauyecTBa BbINOSIHEHUS

NHTepsan MHO AonycTumoe pasnunune fonycTuMoe CMelCHIUO
<90 % pesynbTaTtos! (cpeaHee pasnuyue)
Huxe 2.0 r 0.5 HenpumeHumo
OT 2.0 50 4.5 30 % 10.3
OT 4.6 go 6.0 HenpumeHumo HenpumeHumo

Mpumevanne 1— Kputepum MUHUManbHO NpMEMIEMOI TOYHOCTM OCHOBaHbI Ha pabounx xapakTepucTukax,
npeAcTaB/ieHHbIX B HACTOsILLEE BPEMS Ha PbIHKE CUCTEM MOHUTOPMHra T Vitro nepopasibHO Tepanun aHTukoarynsaHTamm,
KOTOpbIE XapaKkTepu3yloT COBPEMEHHOE COCTOsIHME kayecTBa paboTbl. T CUCTEMbI MPEA0CTaBAAIOT CyLLeCTBEHHbIE BbIr0-
Abl naymeHtam. Cum. (26). (27). CM. npunoxexne F ona AononHUTENbHO HopMaLluu.

XOTS HUKaKue KpUTepumn akcnayataumMoHHbIX XapakTepUCTUK He yka3aHbl B UHTepBane 3HaueHuii MHO
0T4.606.0. pasnnyne ncMmeuleHmne 0o/KHbI 6bITb BbIYMC/IEHbI 1 npmeeaeHbl BOTHETE.

NMpumevyaHue 2— KpuTepuu NpUMEHSIOT NpU NPOBEPKE TOYHOCTU CUCTEMbI, PaBoTe Ha KOTOPOIi Nnpodheccuo-
Ha/lbHble onepaTopbl CUCTEMbI Hagexalnm obpa3omM 06yyeHbl, KoTopas AO/HKHbIM 06pa3oM 06CnyxmBaeTcs, N He06Xo-
[AUMble NpoLeaypbl PeryIMpoBKY 1 KOHTPO/IS NPOBOASTCSA & COOTBETCTBUM C UHCTPYKLMUAMMN U3FOTOBUTENS NO NPUMEHEHMUIO.

8.6.2 OueHka TOYHOCTU CUCTEMbI

MpremnemMocTb CUCTEMbl MOHUTOPUHTA in Vitro nepopasibHO Tepanumn aHTUKoarysiHTaMmu A0/XHa 6bITb
onpejeneHa ¢ ucnosb3oBaHnem Bcex 400 pe3ynbTaTtoB, NosyYeHHbIX 0T 200 06¢cefoBaHHbIX Ntogeir. Yucno
npuemMsaemblX pe3ynbTatoB B Kaxaom uHTepsane MHO f0/mKHO 6biTb CMOXEHO, YTOObI onpeaenuTb obllee
YAC/O NpUeMNeMbiX pedysibTaToB. [PoLEHT NPUeM/IEMbIX Pe3y/ibTaTOB BbIYUCIAIOT KakK YNCI0 NMPpUeMIemMbIX
pe3ynbTaTos, YMHOXeHHoe Ha 100 n pa3geneHHoe Ha obLee Ync/o pesynbLTaTos.

8.6.3 lMpeacTtaBneHne daHHbIX

PesynbTatbl B MHTEpBanax MHO B Tabnuue 3, 4O/MKHbI 6bITb NpeAcTaB/ieHbl pa3fesibHo, MOTOMY UTO K
KaXXA,0My MHTepBasy NPpMMeHVUMbI pa3nnyHble Kputepun paboTbl; cMm. 8.6.1.

Pe3ynbTatbl 4O/MKHBI ObITh NpeAcTaB/eHbl B Tabnuue Ans kaxgoro nHtepsana MHO.

PekoMmeHA0OBaHHble hopMaThbl AN MeLULMHCKUX pabOTHWKOB U Nofib3oBaTeneil-HenpodeccnoHanos
ykasaHbl B Tabnuuax 4 n 5. laHHble B35Tbl U3 8.6.2. NIHTepBan npeacrtasnseT 3HaveHns MHO. oueHeHHble
B 8.6.1. BepxHuii npegen uHTepaasia MU3MepeHns MoXeT 6bITb Bbile: CM. 4.2.

Tab6nu ba 4 — I'Ipmmep npeactaBeHna pe3ynbtTatoB TOYHOCTU CUCTEMbI ANnd ﬂpOdJeCCMOHaﬂbHOIZ MapKUPOBKU

WHtepsast MHO B npegenax 0.3 MHO B npegenax 0.5 MHO CpegHee pasnuune MHO
Hwnxe 2.0 100% 100% 0.1
WHTepsas1 MHO B npegenax 10 % B npegenax 20 % B npegenax 30 % Cpegee pasnnune MHO
OT12.00045 75% 90% 100% 0.3
OT 4.6 106.0 65% 90% 100 % 0.3
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Tabnwu ua 5— I'Ipmmep npeactaBneHNa pe3ynbTatoB TOYHOCTU CUCTEMbI ANA MapKUPOBKW ONA Hel'lpOdJeCCVIOHaI'Ib-
HbIX NOsb30BaTenei

WHTepBan MHO* % NpremnembIx pesynbTaTos

OT 1.280 45 97%

* TOYHOCTb cUCTEMbI Bblna oueHeHa No aToMy MHTepBany pesynbtatos MHO.

9 OueHKa paboTbl NoNb3oBaTeNns

9.1 O6wme NnonoxeHns

OueHka paboTbl Nob3oBaTeNA [O/HKHA ObITh BbINO/IHEHA U3rOTOBUTENEM A0 pasMeLleHns Ha PbiHKe
HOBOI CMCTEMbI MOHUTOPUHTA in Vitro NepopasibHOl Tepanuu aHTrkoarynsHTaMmu. NMpuMeHsitoT TpeboBaHus,
onpepgeneHHole B EH 13612.

Llenb oueHku paboTbl N0b30BaTENSA COCTOUT B TOM. YTOObLI NPOAEMOHCTPUPOBATL CMOCOBHOCTH NO/b30-
BaTesieii NPMMEeHATb CUCTEMY MOHUTOPWHIA N Vitro nepopanbHoi Tepaniu aHTUKoaryisiHTamu n nosyyartb npu-
emsieMble pe3ynbTaTbl HA OCHOBE TO/IbKO MHCTPYKLUK N0 NMPYMEHEHMI0 1 0ByyeHuns, 06bI4HO 06ecneunsaemMmoro
N3roToBUTESIEM.

OueHka paboTbl NoNb30BaTe 1A A0/MKHA ObITh BbINOIHEHA COTNACHO MMCbMEHHO nporpamme. MNporpam-
Ma [0/KHa, KaKk MUHUMYM, onpeAennTb obyyeHne 1 obpa3oBaHune, MecTa OLeHKN, C60p AaHHbIX U1 METOAUKN
aHanusa, u KpuTepum npuemaemMocTu. PesynbTaTtbl oLeHkn paboTbl NOb30BaTe A fOMKHbI ObITb 3aperncTpu-
poBaHbl B OTHETE.

Pe3ynbTatbl, NoNy4YeHHble Nosib3oBaTesieM-HenpojeccnoHanom. o/MKHbI ObiTb CpaBHEHbI C pe3syrbTa-
Tamu, NOAYYEHHbIMU ONbITHBIMU TEXHUKAMW, C UCNOJIb30BaHNEM TOM e CUCTEMbl MOHUTOPUHTA in vitro nepo-
panbHOW Tepanuum aHTUKoarynisiHTamu, W MOryT O6biTb CpaBHEHbl C pesynbTatamu, MosyYeHHbIMU
N3roTOBMTE/IEM C NPUMEHEHNEM MOCTOAHHON/BbIGPAHHON N3roTOBUTENEM METOAVKA U3MEPEHUS.

9.2 MecTa uccnegosaHusa

Wceneposanuna paboTbl Nosb3oBaTesiei foMKHbI 6bITb NPOBEeAEHbI B TpeX NpoeccunoHasibHbIX yyacT-
Kax. HacTpoiika go/mkHa no3BoNuTb Nosb30BaTeNto-HenpodeccmoHany BbiMOHATb U3SMEPEHUS, UCMOMb3YS
TOJIbKO MHCTPYKL MU MO MPUMEHEHMNI0 NOBYyyeHne, 06bI4YHO 06ecneynsaemMoe NobL30BaTeNsAM U3rOTOBUTESEM.

O6bsAcHeHWe ans BbIbopa y4acTKOB OLLEHKN [O/KHO ObITb JOKYMEHTUPOBAHO.

MpumMeuaHue— M3roToBuTelb MOXET BblGpaTh MecTa, KOTOpble NPeAcTaBsiT (hakTUYecKoe UCNo/ib30Ba-
HUe NpoAyKTa (HanpuMep, KIMHUKK, B KOTOPbIX MPOBOAAT SleUeHne aHTUKoaryisHTamu).

9.3 YyacTHUKM nccneposaHuns

Mo kpaliHel mepe, 60 nonb3osarteneli, No 20 Ha y4acTOK, [O/MKHbI 6bITb BK/IOYEHbI B UCCNeA0BaHNe C
yyeToM BO3pacTa, nosa U ypoBHSA 06pa30oBaHWs, penpes3eHTaTUBHbIX ANA npegnonaraemoi nonynsauuv
nonb3oBaTesnei. YHacTHUKM nccnefoBaHuns fOMKHbI UMETb LeneBoi nitepsan MHO mexay 2.0 n4.5 n gonx-
Hbl COOTBETCTBOBATb TPE6OBAHUSAM CUCTEMbI CAMOTECTUPOBAHMSA in Vitro NepopasibHOW Tepanun aHTukoary-
naHTamun (HanpyumMep, 3HadyeHust 06 bEMHON A0V IPUTPOLMTOB AO/DKHBI HAXOAUTLCA B NpeAenax nHrepsana,
onpeAeneHHoro B UHCTPYKLMSAX N0 MPUMEHEHWIO).

YYaCTHUKM JOMKHBI 3aKOHUYNTb NporpaMmy 06pasoBaHns U3roTOBUTENS, HO HE AO/DKHbI NOyYaTb 40M01-
HUTEIbHOTo 06YYEHUSA, MHCTPYKLUM, MOMOLLN UM y4eBHbIX MaTepuasio KpoMe Tex. KoTopble 06bI4HO Npunara-
0T KCUCTEME A1 CaMOTeCTUPOBaHUS in Vitro nepopasibHON Tepanun aHTUKoarynsHTamu.

Kak T0/1bKO y4aCTHUKM 3aKOHUYMAM NporpamMmmy 06pa3oBaHns M3roTOBUTEIA M CHATAIOTCH AOCTATOUHO KBa-
NNULMPOBaHHLIMU, YTOGLI BbIMO/THATL CAMOTECTUPOBAaHME, OHW MOTYT y4acTBOBaTb B UCCNef0BaHM paboThbl
nosb3oBartenei.

Ecnu nporpamma o6yyeHuns TpebyeT, 4uTobbl N0/1b30BaTE/IM NPUMEHANN CUCTEMbI CAMOTECTMPOBAHNS in
Vitro Ha ;JOMY, TO YY4aCTHUKN JO/DKHbI ObITb NPOUHCTPYKTVPOBAHbLI O 3anpeTe UCMNoNb30BaTh pe3ybTaTbl A1
N060I MeANLIMHCKON Lenn. YCTpoiicTBa AO/MKHbI ObITb MOMEYEHbI COOTBETCTBEHHO (Hanpumep. «TOJbKO AN
OLEHKV paboTbl», «[119 UCNO/Ib30BaHNA B UCCIEf0BAHUN»),

9.4 NHCTpyMeHTbl U MaTepuasbl

VMccnepoBaHus No oueHke paboTbl Nosib3oBaTe el 4O/MKHbI ObiTb MPOBEAEHbI C UCNO/Ib30BAHNEM OLHON
napTum peaktusa.
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9.5 OueHka ymeHuii nonb3oBartenei

B MOCTe OLEeHKM y4aCTHUKM AO/KHBI BbINOMHUTL MPOKO/bl COBCTBEHHbIX NafbLEB U U3MEPUTH 3HAYEHUS B
KPOBU C UCMOMb30BAHMEM CMUCTEMbI CAMOTECTUPOBAHUSA in Vitro nepopanbHol Tepanuu aHTUKoarynsaHTamu.
Kax bl y4acTHVK [lO/KEH BbINOMHUTL M3MEPeHUne ABaXAbl, NoNyums Asa pesynbtata MHO.

OO6yYeHHbIli MeJULMHCKNIA paboTHMK AAaHHOTO yyacTka [O/DKEH Takke U3MepuTb 3HayeHue B KPOBU
yyacTHVKa, NCNO/b3yA Ty Xe CUCTEMY CAMOTECTMPOBAHUSA in Vitro nepopasibHON Tepanuu aHTUKoarystHTaMmm un
Ty Xe napTuio peaktusa. MegMUUHCKNIA pabOTHUK [OMKEH N3MEPUTb 3HAYEHNE B KPOBU YUYacTHUKA ABaX[bl,
nonyums gsa pesynstata MHO.

HemepfneHHO nocne aToro MeANLMHCKNA pabOTHUK MOXET NONY4YnTb 06pa3eL, BEHO3HOW KPOBU y4acTHU-
Ka ANa U3MepeHust B COOTBETCTBUM C pethepeHTHON METOAUKON N3MEPEHUS.

Utobbl He BBOAMTbL B pacyeTbl CMeLLeHMe, NopsAA0K U3MepeHUs Mosib3oBaTensiMm U MeauLUHCKUMU
paboTHUKamu AO/MKeH ObITb PaHAOMU3MPOBAHHBIM MW YepesyeMbIM.

NMpumevyaHune 1— Ecnn MeTCS ABa MHCTPYMEHTA U eCnu AONYCTUMO CUCTEMOI camoTecTMpoBaHus, ABa
n3MepeHus MoryT 6biTb CAENaHbl B po6e, B3ATOW U3 eAMHCTBEHHOTO NpoKona nasbla, UCnosb3ys ABe NnocaeoBaTesbHble
Kansam Kposu.

YMeHus nonb3oBaTens NpUMEHsTb M 06CNYXMBATb CUCTEMY, HAHOCUTb NPOBY MunTaTh pe3ynbTart fONXK-
Hbl 6bITb OLLeHEHbl 06yYEeHHbIM MEeAULMHCKUM PabOTHUKOM AaHHOT0 yYpexaeHus. Pe3ynbTaTbl OLEHKU AOMXK-
Hbl ObITb 3apPErNcTPMpPOBaHbI.

Cpep,vl Y4aCTHNKOB UCMbITaHUA MOXET 6bITb nposeaeH AHKEeTHbIN onpoc Ans oueHKN NOHUMMaHnuA UMN cUc-
TEMbI.

Mocne 3aBeplieHUs MporpaMmMbl NoAb3oBaTeNV AO/MKHbI GbITb MPOUHCTPYKTUPOBAHbI OTHOCUTE/TbHO
BbINO/IHEHNSI U3MEPEHUIA Ha AOMY.

Kaxablil yyacTHUK AO/DKEH OblTb NPOMHOPMUPOBAH O HEOOGXOAMMOCTU BbINOJIHATL, N0 KpaliHel Mepe,
10 n3mepeHuii Ha npoTskeHun 10 gHeN, Ho He 6onblie, yem 30 gHell, u He 6onblue, YeM OAHO N3MEepeHne B
OeHb, cneays UHCTPYKLMN N3rOTOBUTENS MO NPUMEHEHMIO, BKNOYas U3MepeHEe KOHTPO/IbHbIX MaTepuasios.

Kaxablil y4acTHUK JO/TKEH 6GbiTb MPOUHCTPYKTUPOBAH O HEOOXOAMMOCTU U3MEPATb ABa KOHTPOSIbHbIX
o6pasua ¢ KaxabiM N3MepeHNeM KPoBU, Nonyyas B 06Leli CoXHOCTM 10 3HaUYeHUIA ANA KaXKA0T0 YPOBHS KOH-
TPO/SILHOTO MaTepuana, ecsv NpUMeHNMO.

M3roToBMUTENMN JO/MKHBI TPEeA0CTaBUTb yYacTHUKaM DOPMbI flaHHbIX A1 LOKYMEeHTauny nx pesynbTaTtos
caMoTeCTupoBaHUA N pe3yibTaToB KOHTPOA.

Mocne gomallHero nepuosa M3MepeHuin Kaxablii yHacTHUK O/MKEH BO3BPATUTLCSA B yUpexaeHue (Mecto
nNpoBeAEeHNs MCNbITaHWiA), YTO6bI 3aBepLWUTb OLEHKY paboTbl nofnb3oBaTens MeAULMHCKUM pPaboTHUKOM.
3,qub YYaCTHUKN UCNbITaHNA O0/DKHbI BbIMO/THUTb NPOKO/1bI COBCTBEHHbIX nanbues N NSMepuUTb o6pa3ub| nx
KpOBW, UCNOJIb3YS CUCTEMY CAMOTECTMPOBAaHWKS in Vitro nepopasnbHOl Tepanumn aHTuKoarynsHTamu.

HemegieHHO nocne npoBeAeHnsi CaMOTeCTUPOBaHWSA YYaCTHUKaMU 06YUYEeHHbI MeAULMHCKNIA paboTHUK
[aHHOr0 yupexaeHus (y4acTka UcnbiTaHns) 4O/MKEH U3MEPUTL KPOBb YHaCTHMKA UCMbITAHUS TOM e cUCTEMOlA
caMOTeCcTMpOBaHUA in vitro nepopasnbHOi Tepanuy aHTuKoarynsHTamu.

HemegneHHo nocne 3Toro paboTHUK 34PaBOOXPaHEHMS MOXET MOoy4ynuTb obpasel, BEHO3HOW KPOBU
yyacTHUKA A/151 U3MEPEHMNS B COOTBETCTBUU C pechePEHTHO METOAMKON N3MEPEHUS.

YMeHus nosib3oBaTtesis NPUMEHATb U 06CyXUBaTL CUCTEMY, HAHOCUTL MPOBY M UNTaTb Pe3ynbTaT 4O/K-
Hbl ObITb OLleHEHbl 06yYEeHHbIM MeAULMHCKUM PabOTHUKOM AaHHOT0 YUYpexaeHns. Pe3ynbTaTbl OLEHKN J0MXK-
Hbl 6bITb 3aperucTpUpoBaHbl B OTHETE.

n pnmedaHne 2— Cpe,qm YYaCTHUKOB UCMbITaHUA MOXeT ObITb nposejeH aHKeTHbI onpoc, 4YTO6bI OUEeHUTb
NOHNMaHNe MU CUCTEMDI.

NpumevyaHunue 3— [Ina pacyeta OTHOLIEHUA Pe3yNbTaTOB U3MEPEHUS NALMEHTOM U MPOECCMOHANIOM MOXET
6bITb UCNOMNb30BaHA IMHEHAs perpeccus W,'an r-Tectbl.

9.6 Kputepum npuemMaemoCcTu 1 oLeHKa AaHHbIX

Bocnpon3soAnMOoCTb NnapanienbHbiX N3MepPeHnii fomkHa ObiTb BblYMCEHa, Kak onncaHo B 8.4.4.1, Ha
OCHOBe [BOIHbIX pe3y/bTaToB MO/b30BaTeNs WU pe3ynbTaToB napanfiefibHbiX U3MepeHuit MeauLMHCKOro
paboTHuKa.

CpepHekBagpaTnyeckoe OTK/IOHEHUE MPOMEXYTOYHON NPELU3NOHHOCTY AO0/MKHO ObiTb BbIYNCAEHO Ha
OCHOBE pe3y/ibTatoB KOHTPO/IA NOMb30BaTENA C UCNOb30BAHNEM METOAUKN AUCMEPCUOHHOIo aHanusa ans
Kax[10ro ypoBHA Martepuana KoHTpos, eCnv NpUMeHnMo.

Mcnonb3ya nepeblii pesynbTar Kaxaoro Habopa ABOWMHbLIX pe3y/bTaToB, COOTBETCTBME pe3y/ibTaToB
nosib3oBatens ¢ pesynbraTamyv MegULNHCKOro paboTHMKA AO/KHO 6bITb BbIYMC/IEHO, Kak onncaHo B 8.5.8.
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ToT Xe camblil aHaNN3 O/MKEH ObITb BbINOIHEH, CMNO/Mb3YS NEPBbI pe3ybTaT No/b30BaTe1s N CoO0TBET-
CTBYIOLL M pe3ynbTaT pedhepeHTHOro M3MepeHuns, ecnv NPUMeHUMO.

[na pe3ynbTatos nonb3oBaTens u MeguLMHckoro paboTHuka 95 % Bcex pe3ynbTaToBs B MHTepBane MHO
0T12.0 8o 4.5 6ynet B npegenax = 0,5 MHO.

CpepfHee pasnuune mexay pesynbTataMu nonb3oBaTens u pesynbtataMu MeuLUHCKOro paboTHukKa
ZO/IKHO ObITb MeHbLUe Un paBHO 10 % pe3ynbTaTtoB MeAULMUHCKOro paboTHMKa.

TOYHO Tak Xe COOTBETCTBME Pe3yNbTaToB N0Mb30BaTenel ¢ COOTBETCTBYOLWMMMN pe3yibTaTtaMu pede-
PEHTHOTO N3MepPEeHNs JOMKHO 6bITb PacCUMTaHO, €C/IM 3TO NPUMEHNUMO.

PesynbTaTtbl nccnegoBaHms AOMKHbI ObiTb COO6LLEHBI B hopmaTte, onucaHHoM B 8.6.3.

MpumeyaHune — MNpunoxerne Fcogepxut 0630p ony61MKoBaHHbIX OLeHOK paboTbl, K KOTOPbIM 3TN KpUTEPUK
paboTbl 6bI/IN NPUMEHEHbI PETPOCNEKTUBHO.

9.7 OueHKa WHCTPYKUWNI N0 NPUMEHEHNIO

WHCTPYKUMN MO NPUMEHEHMUIO AO/DKHBbI 6bITb OLEHEHbl y4yaCTHUKaMu uccrnefosaHus. onb3osare-
nu-HenpodeccmoHanbl N MeAuUMHCKME paboTHWUKU AO/DKHbI pacCcMOTpeTb U MpefocTaBUTb KOMMeHTapuu
OTHOCUTENILHO NPOCTOTbI MOHUMAHUA UHCTPYKLNIA MO NPUMEHEHNIO.

OTaoLeHKa MOXeT 6bITb 06 beMHeHa C uccnefoBaHneM, onucaHHbIM B9.3. M1 MOXeT 6bITb NpoBefeHa
oTAEsNbHO.

KoMMeHTapuu nonb3oBaTesnieil MoryT 6bITb MONyYeHbl MyTEM aHKETHOTO ONPOCa, UK KaK4acTb uccneso-
BaHWSA YesioBeveckoro haktopa. M3rotoBuTesnb AO/KEH YCTAHOBUTb KPUTEPUU NS Pe3yNbTaToB OLEHKU
WHCTPYKLMIA MO NprMeHeHuto. Ecnn pesynbTaThl Noib30BaTesiell He 0TBEYaT KpUTEPUAM NPUeMIemMocTu, To
N3roToBUTEb [LO/HKEH PACCMOTPETb NOTPEOHOCTL NepecMoTpa pasfesoB UHCTPYKLUWA N MOBTOPUTL OLLEHKY.
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Mpunoxexne A
(o6sA3aTenbHoe)

JononHuTenbHble TpeﬁOBaHVIFI ansa SﬂeKTpOMaI'HVITHOVI coBMecTumocCcTun

A.1 O6uine nonoxeHus

[laHHOe npunoxeHue onpegensetT MUHUMabHble Tpe6oBaHNA A5 YCTORYMBOCTN M AMUCCUN OTHOCUTE/TLHO 3/1EK-
TpOMarHuTHol coemecTmocTu (3MC) ycTpoiicTBa AN MOHUTOPUHTIa /N vitro NnepopasnbHOii Tepanun aHTUKoarynstHTamum,
npejHasHa4eHHoro A8 camMoTeCcTUPOBaHUSA, B 0MNOJIHEHNE K Tpe6oBaHNAM 6.4.

Ecnn aHanus pucka (cMm. 4.4) nokasbiBaeT, YTO BO3feicTBMe Gosee BbICOKUMU YPOBHSAMMW ly4eBOW IHeprun uam
3/1eKTPOCTaTMYeCcKoro paspsaga npeAcTaBnseT HefonyCTUMbIA PUCK A5 NONIb30BaTENA, TOr4a YCTPONCTBO JO/KHO 6bITh
NpoBepeHo Ha 3TUX 60/1ee BbICOKUX YPOBHSAX.

A.2 TpeboBaHus TecTa ycTOWuYNBOCTMN

A.2.1 YCTOWYMBOCTb K U3NYyYEHUIO

MpumeHstoT TpeboBaHus, onpegeneHHsie B M3K 61000-4-3.

Kpome TOro, yCTol4MBOCTb NMPOTUB U3/TYHEHHbIX YACTOT A0/KHA ObITh pacluMpeHa Ha guanasoH YyacToT fo 2.5 Iy,
npu ypoBHe ucnoitanus 3 B/m.

A.2.2 YCTOWUYMBOCTb K 3/IeKTPOCTATUYECKOMY paspsay

MpumeHsoT TpeboBaHus, onpegenerHHbie B M3K 61000-4-2.

[ns paspsaga B BO3AyXe YCTOWUYMBOCTb K 3/1eKTpOCTaTUHECKOMY paspsaay Ao/HKHA AeMOHCTPMPOBATLCS Ha UCMbITa-
TeNbHbIX YPOBHAX | 2. £ 4 n+ 8 kB.

[Ns KOHTAKTHOro pa3psAa YCTOWUYMBOCTb K 3N1eKTPOCTAaTMYEeCKOMY pa3psaay JO/KHA eMOHCTPUPOBAaTbLCS Ha UCTbI-
TaTtesibHbIX YPOBHAXX 2.2 4 T 6 KB.

A.3 TpeboBaHuA TecTa CUCTEMDbI

Ecnun gpyroe o6opyfoBaHne CBA3aHO C UHCTPYMEHTOM WAN MOXeT 6biTb CBSA3aHO C UHCTPYMEHTOM, o6pa3oBaBLuas-
Csl cucTema TakKxe f0/HKHa CooTBeTCTBOBaTb TpeboBaHmam 3MC.

Onpepensas TpeboBaHUs K cMCTEMe TeCTUPOBAHUSA, N3rOTOBUTENb JO/HKEH PacCMOTpeTb, AeiCTBUTENBHO N BO3-
MOXHO BbINO/IHATL U3MEPEHMNe B TO BPEMS, Kak cuctema ceaszaHa. KoHdurypauns cuctemsl, onpegeneHHas nsrotosute-
nem. unn 0603prMble KOHPUrypaLun cucTemsl, MAEHTUULMPOBaAHHbIE aHANN30M pUCKA, AOMKHbI 6bITb MPOBEPEHDI, KaK
onucaHo BA.2, ec/iv OHM NO3BOJIAIOT NOJIb30BATE/0 BbINOMHATL n3mepeHne MHO.

TpeboBaHNA TeCcTa CUCTEMbI MOXHO HE MPUMEHSTb, €C/IM NPOEKT YCTPOicTBa NpenaTCTByeT N0/b30BaTe N0 BbINO-
HATb n3mepeHna MHO. korga MHCTPYMEHT CBSi3aH C 4pyruM o60pyAoBaHnem.

A.4 VIHCTPYKLMU NO NPUMEHEHUIO

VHCTPYKL MU 10 NpUMeEHeHMI0 (CM. 5.3) AO/MKHBI COAepXaTb CeayLLyo nHdopmaLlmio:

a) yTBepxfjeHve, 4yTo obopyAoBaHue BbINOMHAET NMpUMeHUMble TpeboBaHua Kk AMC amuccun, u 4To amuccus
MCNO/b3yeMOii aHeprn HU3Kas v Bpsf M BbI30BET MOMEXM Y COCeHEro 31eKTPOHHOro 060pyA0BaHUS;

b) yTBepxAeHue, 4yTo 060pyaoBaHNE NPOBEPEHO Ha YCTONYMBOCTb K 3/1IeKTpOCTAaTUYECKOMY paspsigy, Kak onpefje-
neHo M3K 61000-4-2;

C) peKoMeH[OBaHHble Mepbl OrpaHUYeHUs NPUMEHEHNs, KOTOpble AO0/KHbI OblTb NPEANPUHATLI NONb30BaTENEM,
4yTOObI N36EeXaTh HENPaBWU/ILHO onepalun Uan NoBpexXxAeHus ycTpoiicTsea.

Mpumep 1— «He ucnonb3yiiTe aTOT MHCTPYMEHT B Cyxoil okpyxatouieii cpefe, 0Co6eHHO ecnu npucy-
TCTBYIOT CUHTEeTUYeCKne maTepuans. CUHTeTUYeckas ofgexpa, KOBpbl U T.4. MOTYT Bbi3BaTb paspylun-
TeNbHble cCTaTuHYeCKNe paspsifibl B CyXoii OKpyxatlLlei cpege»;

d) yTBEepxAeHue, 4To 060pyA0BaHNE NMPOBEPEHO HA YCTOMUYNBOCTL K PAAMOYACTOTHOW NHTEpgepeHLMn B 4acToT-
HOM [1anasoHe 1 Ha UCMbITaTENbHOM YPOBHE, ONPESEe/NEHHOM B HACTOSALLEM CTaHAapTe;

€) PeKoMeHOoBaHHble Mepbl YMEHbLUIEHUs, KOTOpble JOMKHbI GbiTb NPEANPUHATLI NONb30oBaTeneM, YTobbl usbe-
XaTb NOMEX PajnoUacToT, C ONPeAeeHHbIMU NPUMEPaMK.

Mpumep 2 — «He ncnonb3yiiTe 3TOT WHCTPYMEHT B6GAM3N COTOBbIX UNN 6eCNPOBOAHbLIX TenedoHOB,
neperoBOpPHbIX YCTPOWCTB, YCTPONCTB ANA OTKPbITUA ABEpeil rapaxei, paguonepesaTyYnkoB Unu pyroro
3/1eKTPUYECKOTO NN 3N1eKTPOHHOTo 060pyf0BaHNA, KOTOpPbie ABNAI TCA NCTOYHUKAMU 31€eKTPOMATrHUTHO-
ro M3NyyeHnsa, NOCKONbKY OHU MOTYT UHTepdepnpoBaThb C Hagnexauwein paboT ol MIHCTPYMeHT a».
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Mpunoxexnvne B
(cnpaBo4HOE)
Mpumepsbl Lenn NPociexmBaemMocTun

[unarpamma Ha pucyHke B.1 agantupoBaHa n3 NCO 17511, yTo6bl NoKa3aTb NOMHYO Lienb NPOCAEXNBaeMoCcTun Ans
KannmbpoBKMN N3roTOBMUTENIEM CUCTEMbI MOHUTOPWHIE in Vitro nepopasibHOM Tepanuu aHTUKoaryisaHTamu.

Mpogan [purncsIry — aBMBHMA npT KaIMCpCUK» U*r0pnne

¢ MexayHBPOpHL I C(MCCBNAHb I/ K& P*TT)p 1 pabouuii K'Meperop verpTOBuTera bICryrCohIlb
COT—TrAsiyaLnmn OypponmHb Vb PBAISPEKTLLbILI MaTepriasiaMyv MM Harioam HEK/IMU 06pasLIaMM.

PI/ICyHOK B.1 — I'Ipmmep uenu npocsiexneaeMocTn ana pesynbrtata UsSMepeHna CUCTEMbl MOHUTOPUHIa
nepopaanof/‘l Tepanuu aHTUkoarynsaHtamu
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Mpumep Ha pucyHKe B.2 feMOHCTpMpYeT Lenb NpocnexnsaeMocTun ansa pesynbtatoB MHO o pedepeHTHOI MeTo-
OVKn n3mepenms BO3 nokaumsaHua NPoOGUPKM U MeXAyHapoAHOro peepeHTHOro npenapara TpoM60ONIacTUHOB C
MCnonb30BaHMEM O4HOCTYNeHYaTo MeTofnKn, onucaHHol B 8.57.2.

MeTBpuEnN Mp>» n — w aumMmuwunmn I'pVIMLIJOpC— MeTtoape»

A FWtowftKTIMBpeTop blalo TOWTIWMN H W TT 6bIThb OOCULLILWMNHY THYM CYypPONTTHUL, PUPUPEHTHBIM M U P TN a H
Wisluenceouscanm oOpBLAM.

PucyHok B.2 — lMpumep Lenu npociexnsaemMocTvt ANs UCCNefoBaHns BepudmkaLmm TOYHHOCTU CUCTEMbI MOHUTOPUHIA
T vitro nepopanbHO Tepanun aHTUKoArysHTaMun a CooTBETCTBUM C OJHOCTYNeHYaTon MeToAnKoi
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Mpumep Ha pucyHke B.3 nokasbiBaeT Lenb Npoc/iexusBaemMocTn nsa pesynbtatos MHO fo pechepeHTHO MeToAuKN
n3mepeHuns 803 nokaumsaHua NPOBUPKN 1 MeXAYHapOAHOro peepeHTHOro npenapara TPOM60N1acTUHOB C UCMOJ/b30-
BaHWeM [ABYXCTyneH4aToli MeTOANKN, ONUCaHHO B 8.5.7.3

Mareprian npunacbIMHMaHMaHM Mpy KaTepom>» Manuka

'W w1 MWOPLLT3P H30LWBXAHMOaaH Bbllbm juiBOin ayMLLLCApOLNMUPPgIBPEHT«» 1 MaTeprarieH
HIW yarv— laraaai mTSpuyai

PucyHok B.3 — Mpumep Lenu npocnexmusBaemMocTu AN BepugmkaLny TOUHOCTA CUCTEMbI MOHUTOPUHTA in Vvitro
nepopasibHOii TEpanui aHTUKOAry/iIiHTaMu1 B COOTBETCTBUU C [BYXCTYNeHYaTol MeTOANKOMA
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Mpunoxexne C
(cnpaBo4HOe)

BbluncneHne pasmepa npobbl 415 OLEHKM CMelleHuns [28]

B cooTBeTCcTBMM € Tabnumueit 2 B 8.5.3, no kpaiiHeit mepe. 150 06pa3L,0B f0/KHbI ObITb KCCNEA0BaHbI B UHTEpBae
MHO ot 2.0 go 4.5.

KoadbpumuneHT Bapnaunm 5 % 6yaet nocTyMpoBaH 418 CUCTEMbl MOHUTOPUHIa NepopanbHoli Tepanuu aHTukoary-
NAHTaMU 1 ANa BbIGPAHHON N3roToBUTENEM METOAUKN U3MEPEHUS.

Ans cpegHero MHO 3.0 cnegyeT cpefHekBaapaTnyeckoe oTknoHeHne SOE =0.15.

MMockoNbKy BbINO/IHEHbI NapasnefibHble u3MepeHus, addekTnBHoe cpeAHekBagpaTnyeckoe OTk/IOHeHue SO
yMeHbLeHo ao SDdup -SDel-j2 =0.106.

Ecnun gonyctumoe cmeweHmne 0.3 MHO. 95% posepuTtenbHblil uHtepsan. C/[o(1 - n/2)* 2JMoXeT 6bITb BbIYUCIEHO
crnefyowmnm obpasom:

C/ =bias + 2-JZSDduplJ150.

TOMbKO ANIHA UHTepBana

C/ =i-£ 0.106/-y150:

C/ =*0.3/12.24:

C/ =r1 0.025

nnn 0.3 x 0.025 MHO.

Moatomy pesynbTaTsbl nonynsayun npob ns 150 o6pasuos B uHTepsase oT 2.0 4o 4.5 MHO B f,0BEPUTENILHOM UHTEP-
Bane! 0.025 MHO. koTopbIii ABNAETCSA JOCTATOYHbIM.UTOObI NOATBEPANTL, YTO paboTa CMCTEMbI COOTBETCTBYET f,ONYCTU-
Momy cMeuteHunto 0.3 MHO.
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Mpunoxenne D
(cnpaBo4HOE)

Mpumep BblYNCIEHUS HeonpeaeneHHoCcTn A4 onpegeneHnsa MHO npoTpom6uHa
C NPUMEHEHNEM CUCTEMbI MOHUTOPWHTA /N Vitro NnepopasibHO Tepanuu aHTUKoarynsHTaMmm

Mpumep BblYMCNEHNSA HeoNpeaeeHHOCTH AN onpegenedns MHO NnpoTpoMGrHa C NPUMEHEHNEM CUCTEMbI MOHU-
TOPUHTa > vitro nepopanbHoil Tepanuu aHTukoarynsiHTamu npueeseH B Taénuue D.1

Ta6bnuuya D1

HavimeHoBaHve BAvsHUA

Pa3mep npu
MHO 3.0

Tun

BEPOATHOCTU

Pacnpegenenve [enuv-
Tenb

Keag-
par

KommeHTapum

OTan 1— TocTosiHHas METoAMKA U3MEPEHUS U3TOTOBUTENS: MEXAYHAPOAHbIA UHAEKC YYBCTBUTENBHOCTY NapTUm

Bagenbua

MexayHapoaHbii
pedepeHTHbI npena-
par

AHanutuueckas
ownbka metoamkn BO3
Bapuwauwns, 3asucs-
aa ot oneparopa
COBOKYMHOCTb Npo6
Bapuaunsa metoau-
KN  M3MepeHus, Bblb-
paHHOI n3rotoBUTENEM

BapunabenbHoCcTb
anroputma

OT1an 2 — PyTuHHas

AHanutnyeckas
owmnbéKa KanmépoBku
MeToAUKN

COBOKYMHOCTb Npo6
ONs KannbpoBku

COBOKYMHOCTb  WH-
CTPYyMEHTOB

CTabunbHoCTb nap-
TMn unsrotosutens/pea-
reHToB

CTabunbHOCTbL pea-
reHTOB

34

Honb (no
onpegene-
HUI0)

CV 5% ummn
0.15 MHO
(ctanpapT-
Hoe OTk/o-
HeHune)

WHTepBsan
1 0.03 MHO

A

B

HopmanbHoe

Mpamoyronb-
Hoe

1

1.73

0.0225

MexnabopaTopHblii CV
MUY onpepgeneHua ot 4,5
[0 5.7% (11). (29), (30)

Mpeanocbinkn:  BHYTPU-
na6opatopHbli  CV MUY
onpegenexnus mMeHee 3 %.
cornacHo YycrioBusiM MeTo-
ankn BO3 (11)

Mockonbky  yvacTByioT
3 nabopartopuu, cTaHgapT-
HOe OTKIOHeHne cnepgyet
pasgenuTtb Ha 1.73. OgHako
MCnonb3oBasica KoHcepBa-
TUBHbIN NoAX0S4

BnvaHne HUUTOXHO (29)

MeToanKa N3mMmepeHna KOHeYHOro nosib3oBartesnd, CbaﬁpVNHaﬂ KaﬂMﬁpOBKa

0.10 MHO
(ctanpapT-
HOoe OTK/O-
HeHune)

0.10 MHO
(cTaHpapT-
Hoe OTKMo-
HeHune)

A

A

HopmarnbHoe

HopmanbHoe

1

1

0.01

0.01

Bcero 6b110 oueHeHo 4
NPWYMHBI, CMONb3Ys 8 nap-
TUiA peakTnBa, NPoOU3BEAEH-
HbIX 3a Nepuoj BpEMEeHU
6onee 1 roga, obpasey, Be-
HO3HOW KpoBu (30)

Tpe6oBaHusa K MPOAYKTY,
KoTopble  paccmaTpuBaroT
KaK cTaHJapTHOe OTK/IoHe-
Hue.

[axe npu ToM. 4YTO CTa-
6UNBHOCTb PeakTUBOB YyXe
BK/IlOYEHA B 3Tarn Bbllle, Bbl-
6paHHbIM KOHCEPBATUBHbIM
noaxofom, 3ta W3MeHuun-
BOCTb fl06aB/ieHa 0TAe/IbHO
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OkoH4aHue Tabnuybl D. 1

Pasvep npu |, Pacnpedenexve [emu- Yact-  Keag-

HavmeHoBaHne BMaHWA
MHO 3.0 BEPOATHOCTA Tenb Moe par

KommeHTapum

OT1an 3 — PyTUHHan MeToAuka n3MepeHuss KOHeYHoro nosb3osartensa: Onpegenedne MHO nonb3osBarens

Bnuaune wmatpuubl CV 55 % A HopmarsnbHoe 1 0.0256 HenpeunsnoHHoOCTb B
npo6bl nayneHTa nm pykax nauymeHTa a npegenax
AHanutnyeckas 0.16 MHO Mexay 5.2 n 5.5% [31]. [30].
owwnbka onpegenexnna  (ctaHgapT- [33]
nonb3osaTens Hoe OTKMo-
HeHue)
BapuabenbHocTb CV 15 % A HopmansHoe 1 — 0.002 CV 1.5% npu ucnonb3o-
VHCTpyMeHTa nwnn BaHMNM 657 WHCTPYMEHTOB
0.045 MHO [34]

Cymma kBagpaToBs 0.0701
Komb6UHMpoBaHHas cTaHAapTHas HeonpeaeneHHoctb x 0.26S MHO (cTaHfapTHOe OTKIOHEHME)

McTouHuk: R. Leinberger. W. Plesch. B. Scheffler. C Berding un S. Arends. Roche DiagnosUcs GmbH. MaHreiim (He-
ony6nukoBaHHast) TEPMAHUSA.

MocTosHHaA MeTofuMKa U3MepPeHUst U3roToBUTeNsA Morna bbiTb KannbposaHa He HEMOCPeACTBEHHO NPOTUB MeXay-
HapopgHoro pedepeHTHoro npenapata (MPT1). kak nokasaHo B guarpaMmMme npuyuHbl 1 3dphekTa, a NPOTUB BbIGPAHHOWA
M3roToBUTENIEM METOAVKN U3MEPEHUS, KaK MOKa3aHo Ha pucyHke B.1. JononHWTe NbHbIN 3Tan B Lienu HeonpegesieHHoC-
TU. KANNBPOBKa BbIGPaAHHOI U3roTOBUTE/IEM METOAMKU U3MepeHusi npoTre MPI. fno6aBnseT HeonpeaesieHHOCTb. Pas-
Mep fo6aBneHHON HeonpegeneHHocTn byaeT nageHTnyeH atany 1 B Tabnuue 0.1. uto cooTBeTcTByeT 0.15 cTaHgapT-
HOro oTkNoHeHns MHO. BkntoueHue BbIGpaHHON N3roToBUTENEM METOAMKN U3MEPEHUA B LieMb Kann6poBKM MOXET oka-
3aTbCsl HEO06XOAMMbIM, €Cnn [OCTYNHO HeAocTaTo4yHOe KOMIMYeCTBO peakTMBa MexAyHapoAHOro pedepeHTHoro
npenapara.

MpumevyaHnune 1— [na NCcnonb30BaHUA AvarpamMmmbl NpUUUHLL 1 ahdekTa AN ngeHTUdUKaLMn Bknagos B
HeonpeaeneHHoCTb n3MepeHns, cMm.pucyHok 0.1.

MpumevyaHune 2— [ns gononHMTeNnbHoW nHdopmayuu, cm. [34). [35]. [36]. [37]. [38].
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Jranl ann2
MocTalinsis mennte PyTuHHasA mArpoka
M)MepeHnK NOrblOoBeTenB: pbhwhjtoMnbl OBLLTK
onpegenamvM**y T NBPTLW XCLWLIHA habpuuHas TAmb6powa

PucyHnok D.1 — [inarpamma npuunHbl 1 acpdpekta Lenu npocnexvsaemocTu onpegeneHns MHO
nNpoTpoM6MHA Y NaumeHTa, Nony4yatoLero aHTMKoarynsHTbl
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MpunoxexHne E
(cnpaBouHoe)

dnemeHTblI o6ecnevyeHns kKayecTBa CUCTEM MOHUTOPUHTIa in vitro nepopaanon Tepanun
aHTuKoarynaHtamm

Tabnuua E1

OnemeHThl o6ecneyeHnsa KayecTBa CUCTEM MOHUTOPUHTA .in vitro I'Iepral'leOﬁ Tepanun aHTukoarynsaHtamu

Mpocnexvsae-
MpoBepka n KoHTponb MNposepka
MOCTb Banungaums Mposepka MpoBepka
KanmbpoBka paboTbl KayecTBa paboTbl
KanImbpoBKu cuctemsl (cm. 4.1 VHCTpYMeHTa n3MepeHns
peareHTa CUCTEMBbI nosnb3oBartens
CcuCTEMbI n pasgen 9) (cm. pasgen B) (cm. 4.6.2)
(cm. pa3gen B) (cm.4.6.3) (cm. 4.6.4 n4.6.5)
(cm. 4.7)
N3rotoButensb M3rotoButens M3rotosu- N3rotosu- CaMOKOHTpONb Monb3oBa- MeaunuyuHcknii
Tenb Tenb MHCTPYMeHTa Tenb pa6oTHUK
Mepepn 3anyc- Mepep 3anyc- Kaxpgas nap- TecTupoBsa- Mepepg kax- C Kkaxpoih  Kaxgble 6 mec
Kom; o6pasubl  Kom; o6pasubl  TuA nepef  HUe MHCTPY- AblM UW3MEpe- HoBOW yna- KanunnsapHas
naunmeHToB nayveHToB C  BblIMYCKOM; MEeHTa ne- HWEM — BHYT- KOBKOW peak- KPOBb; aHanus
NpoOTMB MeTO- CYWeCTBEHHbl- KOHTPO/IbHble  pefj BbiMyCc- pPeHHWidA u3nu- TuBa W Npu  nNonb3oBaTens
AVKA  HaKNOH- MW W3MeHeHW- npobbl U 06- KOM YecKkuid  KOHT-  MNOSIBNEHUMU conoctasnsaert-
HOW npo6upkn  AmMuK npoTMeB  pasubl nayu- poNb U COMOC- HEOXWAAH- CA C aHaNnn3om,
C ncnonb3oBa- BblGpPaHHON U3-  eHTa TaBneHune C  HOrO pesynb-  BbINOJIHEHHLIM
Hnem MPI rotoBuTenem Kputepmuamn Tarta: KOHT- MeAULUHCKUM
MeTOAuKN W3- npouecca po/ibHble Ma-  paboTHUKOM
mMepeHuns Tepuansl U uaMm ¢ uccne-

MHTErpupo-
BaHHbI KOH-
Tponb

[oBaHUEM py-
TUHHOW MeTo-
avkoii B na6o-
patopumn
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Mpunoxexve F
(cnpaBo4HOE)

MNMpumeHeHne KpuTepreB paboumx xapakTePUCTUK K ONy6/IMKOBaHHbIM OLleHKaM cuctem
MOHUTOPWHTra In Vitro nepopasnbHOi Tepanun aHTUKoarynsHTaMm

Llenb aTOro NpuIoXeHns COCTOUT B TOM. YTOBbl CYMMUPOBaThb faHHble 0 pabounx xapakTepucTukax JOCTYMHbIX B
HacTosLee BPEMS CUCTEM MOHUTOPYMHIA In vitro nepopasnibHoli Tepanum aHTuKoarynsiHTaMm, npeAcTaB/ieHHble B MeANLH-
CKOli nuTepaTtype, W CPaBHUTb pe3yfnbTaTbl C MUHWMANbHO NPUEMAIEMbIMWN KPUTEPUSIMU TOYHOCTU cucTembl B 8.6. 3Tu
pesynbTaTbl — nokasatesb AOCTUTHYTOro O6LENPUHATOrO YPOBHA TOYHOCTH CUCTEM MOHUTOPUHIA T Vitro nepopasbHoii
Tepanuv aHTUKoarynsiHTammn v ykasaHue Ha Heo6XoANMOCTb yy4lleHus pe3yibTaToB naumeHToB (cMm. (27). (39)).

Kntou Kk MHTepnpeTauum Tabnuubl F.1: uccnegoBanune, oTpaxeHHoe B Kax ol ccbinke B Bubnuorpadun (1). npea-
cTaB/IEHO C/lefyoLm 06pa3oM: oLleHMBaeMoe ycTpoicTBo (2). Tn o6pasua KpoBu 1 onepatop (3). MeToauka n3mepeHus
na6opatopuu (4). seTanuuccnegoBaHua’), matematuyeckoe (6) v knnHuYeckoe (7) COOTBETCTBME YCTPOIiCTBA C METOAN-
KO n3smepeHuns nabopaTtopuu N 0OXMaaeMbiMu pedybTatamu, OLLeHEHHbIMW NMPOTUB KPUTEPUEB pabounx XxapakTepucTuk B
HacToslwem cTaHgapTe (8).
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MpunoxeHune G
(cnpaBouHoe)

CBejfeHNs 0 COOTBETCTBMM HALMOHa/bHbIX CTaHaapToB Poccuiickoii ®deaepauun
CCbIJIOYHBIM MEXAYHapOAHbIM (PernoHasibHbIM) cTaHgapTam

Ta6nuuya G1

O603HaAUEHNE CCbIIOYHOTO
MEXIyHapoaHoro CTaHaapTa
WW APYTOro HOPMATVIBHOIO

[oKyMeHTa

MCO 13485:2003

MCO 14971:2000

NCO 15198:2004

MCO 17511:2003

NCO 18113-1
NCO 18113-4
NCO 18113-5
M3K 61010-1:2001

M3K 61010-2-101:2002
M3K 61000-4-2:95

M3K 61000-4-3:95

M3K 61326:97

EH 13532:2002
EH 13612:2002
EH 13640:2002

TexHunyeckne otyeTsl BO3,
HoMep 889, 1999, npunoxe-

Hue 3

O603HAYEHNE 1 HAMMEHOBAHME COOTBETCTBYHOLLIETO HALMOHA/IBHOTO CTaHAapTa Wi Apyrow
HOPMATWBHOIO JOKyMEHTa

FOCT P NCO 13485—2004 V3genus meguumHckme. CUCTeMbl MeHeIKMeHTa KayecT-
Ba. CucTeMHble Tpe6oBaHUS B LeNsiX perynnpoBaHus

FOCT P UCO 14971—2006 N3penusa meguunHckue. NpuMeHeHne MeHeXMeHTa puc-
Ka K MEAULMHCKUM U34enmam

*

FOCT P NCO 17511—2006 V3genusa meguumnHcKne Ans AMarHOCTUKM in vitro. 3mepe-
HWe BeNnYuH B Guonornyecknx npodax. MeTponornyeckass NpocnexmBaemMocTb 3Have-
HW/A. NpUNMCaHHbIX kKanubpaTopam v KOHTPO/IbHbIM MaTtepuanam

.

FOCT P 52319—2005 6e30nacHOCTb 3/1EKTPUYECKOT0 060PyA0BaHNA AN U3MEPEHNS,
ynpasneHua u nabopatopHoro npumeHeHus. Yactb 1. O6uime Tpeb6oBaHus

*

FOCT P 51317.4.2—99 C0BMECTUMOCTb TEXHWYECKUX CPEACTB 3/IeKTPOMarHMTHas.
YCTORYMBOCTb K 371eKTpocTaTuieckum paspsgam. TpeboBaHns 1 MeTOAbl UCNbITaHWi

FOCT P 51317.4.3—99 CO0OBMeCTUMOCTb TEXHUYECKUX CPELCTB 3/IeKTPOMAarHuTHas.
YCTOWUYNBOCTb K PaAN0OYACTOTHOMY 3/1EKTPOMArHMTHOMY Nnosto. TpeboBaHNa 1 MeToAbl
ncnblTaHwi

FOCT P 51522—99 CoBMeCTUMOCTb TEXHUYECKUX CPELCTB 3/IeKTPOMarHuTHas. dnek-
Tpuyeckoe o6opyaoBaHue A4S U3MEPEeHUs, ynpaBneHus n nabopaTopHOro npuMeHe-
HuA. TpeboBaHNA N METOAbl UCMbITaHWi

* COOTBETCTBYIOLMI HALMOHANLHbIA CTaHAAPT OTCYTCTBYeT. [lo ero yTBepXAeHNUs pekoMeHayeTcs Mcnosib3oBaTb
nepeBoj, Ha PYCCKUM A3blK JAHHOTO MEXAYHapoAHOro cTaHgapTa. MNepesoj 4aHHOTO MeXAyHapoAHOro cTaHaapTa Ha-
xoauTcs B ®efepanbHoM MHGOPMALMOHHOM (hOHAE TEXHUYECKUX PeramMeHToB U CTaHAapToB.
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