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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-03 «O TexHUYeCcKOM perynmupoBaHiun», a npaBuna npMMmeHeHuns HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBepgeHUA o cTaHaapTe

1 NMOArOTOBJIEH JTabopaTtopuen npobnem KNMHUKO-NabopaTtopHOU ANarHOCTUKKM Hay4Ho-Uccneno-
BaTeNbCKOro LeHTpa [ocyaapCTBEHHOro obpasoBaTENbHOMO yupeXaeHus Bhiclero npodeCcCnoHanbHOro
obpasoBaHuda « MockoBckada meguumnHckaa akagemusi um. .M. CeveHoBa» Poc3apaBa Ha ocHOBe CODCTBEHHO-
ro ayTeHTUYHOro nepeBoaa ctaHdapTa, yKkasaHHOro B NyHkKTe 4

2 BHECEH TexHnuyeckum komutetom no ctaHgaptmusaumm TK 466 « MegmnumHckme TexXHonormm»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PenepanbHOro areHTCTBa no TEXHUYECKOMY
perynupoBaHuio n MeTpofiornn ot 9 aekabdpst 2009 r. Ne 612-cT

4 Hactodawun ctaHaapT nageHTudeH mexagyHapogHomy ctaHgapty NCO 17593:2007 «KnuHnyeckme
nabopaTtopHble UccneaoBaHna nU3aenusa MmeguumnHckmne in vitro. TpeboBaHUA K cUCTEMaM MOHUTOPUHIA In Vitro
ONA caMmoTecTUpoBaHUA NpunepopansHouTepanum adTukoarynaHtamm» (ISO 17593:2007 «Clinical laboratory
testing and in vitro medical devices — Requirements for in vitro monitoring systems for self-testing of oral
anticoagulant therapy»).

HaunmeHoBaHMe HacTosdLWero ctaHgapta MSMeHeHo OTHOCUTENTbHO HAaUMMEeHOBaHUA YKa3aHHOro MeXxay-
HapogHoro ctaHgapTa ana npuseaeHuda B cootseTcTBMe cOCT P 1.5 (NyHKT 3.5).

[Tpy NnpMMeHeHUN HACTOALLEro ctaHaapTa pekoMeHayeTCs UCMNONb30BaTh BMECTO CChINTOYHBIX MeXayHa-
POAHLIX (PerMoHanbHbIX) CTaHAAaPTOB COOTBETCTBYOLLME UM HaUMOHaNbHble cTaHaapTel Poccunckon @egepa-
LN, cBedEeHUA O KOTOPbIX NpUBeAeHbl B ACMONMHUTENBHOM NPUNoXeHNn G

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOPpMaUUOHHOM YKazamerne «HalyuoHalbHble cmaHOapmabi», a mekcm UaMeHeHUU U rornpasoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPpMaUUOHHbLIX yKazamernsax « HayuoHanbHble cmaHOoapmely. B criydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXKeMeCsI4HO U30asaeMoM UHpopMaylUOHHOM yKkazamerne «HayuoHarnbHbie cmaHOapmbly. Coomeemcmaeay-
rowas UHgbopmayus, yeeooMIieHUe U meKkcmaei pa3Melaromcs makxe 8 UHpopMalyUoHHOU cucmeme obuieao
ronb308aHuUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsioauu 8 cemu MIHmepHem

© CTtaHgaptuHdopm, 2010

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

CuUcTeMbl MOHUTOPUHIa NepopanbHON Tepaninu aHTUKoarynaHTaMmy npeacrtasnsaoT cobon MegmnLnHCKNE
n3genna ang guarHoCcTUKK in vitro, namepsitone npoTpoMonHOBoOe BpeMsi B nNpobax ceexen, HensmMmeHeHHON
KpoBuYenoBeka. [poTpoMOUHOBOE BpeMs SIBNAETCA MHOANKATOPOM CNOCOBHOCTU KPpOBU CBEpPThIBaThCA. Meaun-
LMHCKME n3genuna ana anarHoCcTuKK (n vitro ona camoTecTUpOoBaHUA NpU nepopanbHOU Tepannm aHTukoarynsH-
TaMW WUCMNONb3YHOTCA MPEeUMyLLIECTBEHHO MOAbMU, Y KOTOPbLIX 3aMeHeHbl cepaevHble KnanaHbl, WU
nayneHTamu, cTpagarownmmm mepLuaH1uem npeacepamn nn TpoMmoo3om rinyookmx BeH. lNauymeHTsl 4OMKHbI NOA-
OepXnBaTb YPOBEHb aHTUKOAryNsIHTa B KPOBM AOCTATOYHO BLICOKUM, YTOOLI CHU3UTL 0OpasoBaHUe TpoMOUHA,
N B TO XXe BPeMS A40CTAaTOYHO HU3KUM, YTODBLI N3beXaTb Ype3MepHOro KpoBoTedeHus. Cuctema MOHUTOPUHTa
nepopanbHOU Tepannun aHTUKoarynssHTaMmy NO3BONAET NOMb30BaTENO KOHTPONUPOBATL Tepanuio aHTUKoary-
NAHTaMMN U NPUHUMATL MepPbI, YTODbI YNPaBNATb YPOBHEM aHTUKOATYNSIHTA, MPUCYTCTBYIOLLIETO B KPOBM.

HacTtodawmm ctaHaapT NPUMeHAETCH K cucTeMmam MOHUTOPUHIa nepopanbHOU Tepann aHTUKoarynaHTa-
MW, KOTOPbIE UCNONbB3YIOTCA HenpodeccnoHanamu. lNepBuUHbIE LLENN COCTOAT B TOM, UTODbI YCTaHOBUTL Tpe-
OoOBaHMA K CUCTEMaAM MOHUTOPUHra nepopanbHOW Tepanuu aHTUKoarynsiHTamu, KOTopble MNO3BOMAT
nonb3oBaTensamM-HenpodeccumoHanam goctuib NpMeMneMoro Kauectsa nccrnegoBaHun, onpegenntb NpoLie-
aypbl ANs U3roTOBUTENEN U APYrUX 3aUHTEepPeCcOBaHHbLIX CTOPOH, KOTOpble NMO3BOMAT NPOAEMOHCTPUPOBAaTL
COOTBETCTBUE TAKUX CUCTEM TPpeDOBaHUAM HACTOSALLEro ctaHgapTa.

Kputepumn kavectBa paboThl ANS CUCTEM MOHUTOPWUHIAa NepoparnbHON TeEpanMnU aHTUKoarynaHTamm obinu
YCTaHOBNEHbl HA OCHOBE AOCTUTHYTOrO B HAcTosILee BpeMs YPOBHS, KOTOPLIV NpeaocTaBndeT CYLLeCTBEHHYIo
nonb3y nyaobcTea nauneHtam [68], [69]. KpuTepun npeactaBneHbl B TEPMUHAX « TOYHOCTU CUCTEMBI» , IOTOMY
YTo MeTponornyeckas TepMMHONOrns, obblMHO NpUMeHsAeMas B cTaHaapTax (Hanpumep, NpaBUNbHOCTb U
HeonpeaeneHHOCTb M3MepeHNd), He Dbina Okl NOHATHA Nonb3oBaTensaM-HenpodgeccuoHanam. TOYHOCTb CUC-
TeMbl, Ha KOTOPYIO BIMAKOT CUCTEMaTUYecKoe cMellleHne 1 cnydvanHble 3ddekThl (0bpaTHO NponopLUmnoHarnb-
Hble HeonpeaeneHHOCTU WU3MEPEHUs), OnUCbIBaAeT CTeneHb ONM3oCTU WHAMBMAYANbHBLIX PE3yNbTaToB,
NONMYyYEHHbIX CUCTEMON MOHUTOPUHIa NepopanbHOW Tepannm aHTukoarynaHTamMmy, TOYHbIM 3Ha4YeHUSAM MexXay-
HapoaHoro HopmMmanusosaHHoro otHoweHna (MHO) npu npMMeHeHn cUcTeMbl HenpodgeccnoHanamMmu.

[1pn ycTaHOBNEHUN KpUTEPKUEB paboThl NpeanonaraeTcs, YTo Nonb3oBaTeiM dyayT AOMKHBEIM 0Opa3oMm
oTobpaHbl 1 Nony4vyat Heobxoanumoe odby4yeHue, YTO YCTPOUCTBO ByaeT AOMKHBIM 0bpa3omM O0OCNyKMUBATLCA U
YTO METOAUKN NCCNeaoBaHNA N KOHTPONAOyayT BbINOMHEHBLI B COOTBETCTBUN C UHCTPYKLUAMM NO NPUMEHEHNIO,
paspaboTaHHbIMU U3roToBUTENEM. [lpeanonaraeTca TakXe, YTO UIrOoTOBUTENM OyayT npeaycmaTpuBaTh
o PEeKTbl BO3IMOXXHOIO HENPAaBUNbHOIO NPUMEHEHUS, BKNoYasad BO3MOXHbIE OTKINMOHEHUS MOMb3oBaTENd OT
pPeEKOMEHAOBaHHOIo 00CNYXNBaHUA, METOOQMNK UCCNEOAOBAHUSA N KOHTPONSI.

TpeboBaHUA, KOTOpbIe ABNSAIOTCS YHUKANBbHBIMW ANS CAMOTECTUPOBAHUSA C MOMOLLLIO CUCTEM MOHUTO-
PWUHIra NnepopanbHON TepanMn aHTUKoarynaHTamm, BknoYaa onpeaeneHHbli odobem nHdpopmMmaL My, NocTaBnsie-
MO N3roTOBUTENEM, NpeacTaBneHbl B HacTodAweM ctaHgapTe. Obwmne TpedboBaHMS, KOTOPbIE OTHOCATCH KO
BCEM MeAULMHCKUM M3genusam Onst AnarHoCTUKW in vifro n cogepXaTtcs B ApYriux ctaHgapTax (Hanpumep,
M3K 61010, NCO 13485, NCO 14971 n NCO 18113), ykasaHbl cchilikaMn TaMm, rae at1o Heobxoanmo. Kpome
TOTO, MOTYT NMPUMEHSATLCH COOTBETCTBYIOLME HaLlMOHaNbLHbIe npaBuia  MUHCTRYKL NN,
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

KIIMHU4ECKUE JTIABOPATOPHbLIE UCCIIEJOBAHUA
N USAEnNA MEQUUUHCKUE IN VITRO

TpeboBaHUA K cucTteMamM MOHUTOPUHTA in vitro ona camoTecTUpoBaHUA
npu nepopanbHOUN Tepanuu aHTUKoarynaHTaMmu

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

[NaTta BBeaeHna — 2010—09—01

1 O6nacTtb NpUMeHeHus

HacTodawmnn ctaHgapT ycTaHaBNMBaeT TpebOoBaHUS K USMePUTENbHLIM CUCTEMaM in Vitro ANA CAMOKOHT-
PONS NnevYeHus aHTaroHUcTamm BuTamMmnHa K, Bknodaga padboyne xapakrepucTuku, obecnevyeHne Kadectsa U
obyveHne Nonb3oBaTenen n MeToankm sepudnkaum 1 sanmgaunm kKayectea BhINONHEHUA npegnonaraeMabl-
MW NoNb3oBaTenaMm nNpun pakTn4ecknx 1 MmoaenmpyemblX yCIOBUAX UCNONbL3OBaHUA.

HacTtodawmnmn ctaHgapT OTHOCUTCA UCKNHOYUTENIBHO K CUCTEMaM M3MEPEHUA NPOTPOMONHOBOIO BPEMEHN,
MCMONb3yeMbIM NMIOABMU ANA KOHTPOA CaMOCTOATENbHOMO NIeYeHnda aHTaroHucTaMmm ButTammHa K n npeacras-
NACLLUUM pesynbTaThl Kak MeXxayHapoaHoe HopManusoBaHHoe oTHoweHne (MHO).

HacTtoawmum ctaHgapT NpUMEHUM K U3TOTOBUTENAM TakMX CUCTEM U K ApYrMM opraHmsaunam (Hanpumep,
perynupyrowme opraHbel U opraHMsaunm, oLeHnBaroWwme CoOOTBETCTBME), OTBETCTBEHHLIM 3a OLLEHKY paboThl
OaHHbIX CUCTEM™.

[encTBMe HacToALWEero cTaHaapTa He pacnpocTpaHAeTcs Ha:

- U3MepUTESIbHbIE CUCTEMBI iN Vitro ANa XapakTepucTUK CBEpPThIBAHUSA KPOBU, OLEHUBAKOLLUX Tepanuio
aHTaroHMcTamu Butammua K, ncnonbayemsle Bpadyamin Ui gpyrumm padboTHUKaMm 3apaBooXpaHeHns;

- BCECTOPOHHIOH OLLEHKY BCEX BO3MOXHbIX (akTOPOB, KOTOPbLIE MOTYT NOBMNATbL HA paboTy AaHHbIX CUC-
TEM NN

- MeaULMHCKUE acrneKTbl NepoparnbHOn Tepanumnm aHTUuKoarynsaHTamMu.

2 HopMaTuBHbIE CCbINKN

B HacTosileM cTaHaapTe UCNONb30BaHbl CChINKM Ha crneayowmne ctaHgapTel U Apyrme HopmMaTUBHBIE
OOKYMEHTBI:

NCO 13485:2003 Usgenua meguumHckne. CuctemMmbl MeHegXMeHTa KavecTBa. CUCTEeMHble TpeboBa-
HUA B LeNax perynmpoBaHus

NCO 14971:2000 Nspenua meanunHckue. NpumeHeHne MeHegXMeHTa pUcka K MeauLUMHCKUM n3ae-
NINAM

NMCO 15198:2004 KnunHuyeckada nabopatopHasa meanunHa. Isgenna meguunMHckue ang AnarHoCTUKA
in vitro. I'oaTBepXXaeHne MeToANK KOHTPONMA KaYeCcTBa, pekoMeHayeMbIX U3roTOBUTENSIMA NONb30BaATENAM

NMCO 17511:2003 Uzgenuna megnunHckme anst AMarHoCcTukK in vitro. amepeHune BennvnH B OUONorn-
yeckux npobax. MeTponormyeckasi npocnexXmBaeMocTb 3HAYEHWN, NPUNUCAHHLIX KannbpaTtopam U KOHTPOb-
HbIM MaTepuManam

* B coorBetctBUM co ctatbsamn 1 n 11 ®egepanbvHoro dakoHa Ne 102-93 «Ob6 obecneveHnmn eanHCTBa U3MEPEHUNY .

U3paHune odbmumanbHoe
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NCO 18113-1 KnuHunyeckmne nabopaTtopHble nccrnegoBaHnusa M gnarHoctuyeckne meauumMHCKMe cucTe-
Mbl in vitro. IHpopMauua, npegoctasndaemMad nsrotosutenem (Mapkuposka). Hacte 1. TepmuHbl, onpeaene-
HLAS 1 obLwKne TpeboBaHUS

NCO 18113-4 KnuHundeckune nabopatopHble uccnegoBaHnusa M gnarHoctmyeckme meguuMHCKUe cucTe-
Mbl in vitro. IHpopmMauna, npegoctaBnsgemMada M3arotoButenem (MapkmpoBka). Hactb 4. lnarHoctmyeckue peak-
TUBLI /N vitro ANa camoTecTUPOBaHUSA

NCO 18113-5 KnuHuveckue nabopatopHble uccnegoBaHna M gnarHoctmdeckme meauuMHCKUE cucTe-
Mbl /n vitro. NHpopMauna, npegoctaBngaemMas Usrotoputenem (Mapkumpoka). Hactb 5. dunarHoctmyeckue
MHCTPYMEHTHI /n vitro ANAa caMoTeCcTUPOBaHUA

M3K 61000-4-2 OnekTtpomMmarHutHasi COBMecTuMocTb. HacTtb 4. MeToauKkn ncneltTaHM 1 NUSMEPEHUN.
Pasgen 2. AicnblTaHne Ha HEBOCNPUUMHYMNBOCTL K 3MTIEKTPOCTAaTUMECKOMY paspsaay

M3K 61000-4-3 OnekTpomMmarHutHasi COBMecTUMOCTb. HacTb 4-3. MeToamnkn ncneltTaH 1 USMepPEeHUN.
McnblTaHWe Ha YCTOUYNBOCTL K BO3AENCTBUIO 3NeKTPOMarHMTHOro Nons ¢ nsnyyvyeHnMeM Ha paguovacrortax

MO3OK 61010-1:2001 TpeboBaHus K He30NaCHOCTU 3NeKTPpoobopyaoBaHUA ANA NpoBeAeHUSA N3Mepe-
HUAW, ynpaBneHuns n nabopaTtopHoro ucnonb3oBaHua. Hacts 1. Obwne TpedoBaHUS

M3K 61010-2-101:2002 TpeboBaHUA K 6e30nacHOCTU aNeKTpoobopyaoBaHUa ANs nNpoBeaeHUs N3ame-
PEHUW, ynpaBneHUsa n nadbopaTtopHoro nucnons3oBaHua. Hacts 2-101. YHacTHble TpeboBaHUA K MeQULIMHCKOM
annapartype ana guarHoctukun in vitro (IVD)

MO3K 61326 JOnektpoobopyaoBaHune Ang U3IMepeHUs, ynpaseHUs 1 nabopaTopHOro NCNonb30BaHUS.
TpeboBaHUA K 3NeKTPOMarHMTHOM COBMECTUMOCTU

EH 13532:2002 Ob6wune TpeboBaHUA K MeANLUHCKUM U30eNUaM AN ANarHOCTUKW in vitro Ang CaMoKOH-
Tpong

EH 13612 OueHka skcnnyaTauUOHHBIX XapakKTepUucTuk MeguumMHCKMX AnarHoCTUYECKNX YCTPOWUCTB in
vitro

EH 13640 OueHka cTabunbHOCTU peakTUBOB A1 ANArHOCTUKN in Vitro
TexHu4veckune otyeThl BO3, Homep 889, 1999, NpunoxerHune 3 — PykoBoasime npuHUMnbl ANs TpoMOon-
NacTUHOB Y NNa3Mbl, UICMOMNb3YEMbIX ANA KOHTPONA NepopansHON Tepanun aHTUKoarynsiHTamMmu

3 TepMUHbI N onpegeneHus

B HacTodaweM cTaHaapTe npuMmeHeHbl TepMinHbl No MCO 18113-1, a Takke cnegyoLlime TepMUHBI C COOT-
BETCTBYOLWMMM onpeaerneHUsIMu:

3.1 TOYHOCTb U3MepeHusa (accuracy of measurement): CteneHb 6IM30CTU MeXAY pPe3ynbTaToOM U3Me-
DEHUA N MPUHATBHIM ONOPHBIM 3HAYEHUE M.

[TpumevyaHwms
1 TepMMH « TOYHOCTb U3MEPEHUS», KOrAa OH OTHOCUTCS K PSIAY Pe3ynbTaToB NCCNeaoBaHun, OXBaTbIBAET KOMDUHA-
LIMIO CINYHaWHbIX KOMMOHEHTOB N ODLLYIO CUCTEMATUYECKYIO OLLMBKY NNTM KOMMNOHEHT cMmeLeHuns [1].

2 [lnscnctem MOHUTOPWHIa nepopanbHOnN Tepannum aHTUKoarynaHTaMmm TOHYHOCTb N3MEPSAETCH CTENEHbIO COOTBET-
CTBUS PE3yNbTaTOB M3AMEPEHNN 0BPA3LOB KPOBU OT pasnunyHbIX nauneHToB 3HaveHusm MHO, npocnexuBaembim 4o Mex-
AyHapoaHoro pedepeHTHOro npenapara tpombonnactuHa.

3 ApgantupoBaHo u3 [2, nyHKT 3.11].

3.2 cMelleHUe uaMepeHud (bias of measurement): Pasnudne mexay oxmgaHmMem pesynbTaToB TecTa U
MPUHATBIM ONMOPHBLIM 3HAYEeHNEM.

[3, NYHKT 3.8]

[TpumeyaHn e— CmeweHne — mepa npasmnobHoOCcTH [1].

3.3 KpoBb (blood): upkynupytowaa BHyTPKU COCY40B TKaHb OpraHmsma, CocTodaLlas U3 XXUaKkou nnasmol
1 B3BeLUEeHHbIX POPMEHHBIX 3NTEMEHTOB.

[TpnmeyaHwue—BHacToswem cTaHgapTe TEPMUH OTHOCUTCSH K CBEXEN KPOBU De3 aHTUKOAarynsiHToOB.

3.4 npoba kanunnapHou kpoBuU (capillary blood sample): KpoBb, cobpaHHas nocne npokona Menkux
COCYAOB, KOTOPbIE COeNHAIOT apTepPUonbl U BEHYILI.

[1pwnmeyaHune— KanmnnapHas KpoBb, NONy4YeHHas NyTeMm NPoKona KOH4YMKa nanbsua, 0dbivHO cobupaetcs 6ea
No06aBOK TMNA aHTUKOArynsHTOB UMK KOHCEPBAHTOB. [1oaTomMy npoba HecTabunbHa.

2



[OCT P UCO 17593—2009

3.5 KOHTponbHbIU MaTepuan (control material): BewecTso, Matepuan nnm nsgenue, npegHasHaueH-
Hble N3rOTOBUTENEM AN MPOBEPKNA pabovmnX XapaKTe pUCTUK MeanLUHCKOro Usaennsa ans AnarHoCTukn in vitro.

[TpyumevyaHNH

1 AgantmpoBaHo u3 [4, NyHKT 3.5].

2 KOHTpOnbHbIE MaTepuansl Anst MOHUTOPUPOBAHUA AENCTBUS aHTUKOAryNsHTOB MOryT ObiTb PEaKTUBHBIMU UIN
HEpeaKTUBHbIMN. PeakTUBHbIN KOHTPOJIbHBIN MaTepuan y4acTByeT B peakymm ¢ KOMMOHEHTaMU PeakTUBOB. HepeaKkTuBs-
HbIW KOHTPOIb HE pearnpyeT ¢ KOMMNOHEHTaAMW PEAKTUBOB, HO CNOCOBEH 06eCNeUnNTb KOHTPONb PYHKUMOHAIBHbBIX BO3MOX-
HOCTEWN Yepes Apyrne cpeacTBa, HanpumMmep MogenmnpoBanHmne peakumm (M. dU3NYeCKUN KOHTPOIb ).

3.0 KOHTpONbHbLIN UHTepBan (control interval): CTaTucTndeckn onpaegaHHble 3Ha4YeHUd, onpeaeneHx-
Hble Kak npuemMnemMsble 3Ha4YeHUa NsMepeHus, NnonyYyeHHble ¢ UCNOoNIb30BaHNUEM AaHHOIO KOHTPONLHOIO MaTe-
puana.

3.7 MeauuMHCKUN paboTHUK (healthcare provider): Henoeek, ynonMHOMOYEHHbIWA OKasbiBaTb MeaUL,NH-
CKYH0 MOMOLLb NMaLMeHTY.

[MTpumeyaHun e — B HacTosiwem cTaHaapTe paboTHUK 3apaBoOXpaHeHnsl — YernoBeK (JOKTOp, MeacecTpa, TEX-
HUK, TEXHWYECKUI CneuuanucT UM COOTBETCTBYIOLLUIN NOMOLLHWK), KOTOPbIA MHCTPYKTUPYET NauMeHTa OTHOCUTENbHO Ca-
MOTECTUPOBaHUS.

3.8 UHTerpupoBaHHbIN (pyHKLUUOHaNbHbLIU KOHTpPONb (Integrated functional control): KOHTpONBHBIN
MaTepuan, KoTopbI ABNSAETCHA COCTAaBHbIM KOMMNOHEHTOM peaKTBa U3MePUTENbHOU CUCTEMBI, MpeaHa3HauYeH-
HbIM M3rOTOBUTENEM ANHA BepUdUKaALIUK pabovnNX XapaKkTepUCTUK UBMEPUTETNbHON CUCTEMBI.

[TpnmedaHwne—NHTErpnpoBaHHbI PYHKUMOHAINBHbBIN KOHTPOINb UCCNEAYIOT OQHOBPEMEHHO C U3MEPEHUEM
Npobbl NauneHTa, OH BKINOYaeT B cebsi peakTUBHLIN KOMIMOHEHT N obecneunBaeT PYHKUMOHANBHYIO NPOBEPKY METOANKN N3-
MepeHusi. Peaynbrartbl MHTENPUPOBAHHOIO KOHTPONS AOMKHbI ObITh B Npeaenax npegonpeaeneHHoro MHTepeana namepe-
HUA AN U3MEPEHHOIO 3HAYEHUS.

3.9 MexayHapogHoe HopmanusoBaHHoe oTHoweHue; MHO (international normalized ratio, INR):
PesynbTaT UsMepeHua npoTpoMOMHOBOrO BpeMeHM nauueHTa, KoTopblin Obln cTaH4apTU3UPOBaH MO CBOW-
CTBaM TpoMbonnacTuHa, UCNOMb3YEMOro B MeToAuKe U3IMepPeHUs1, BblpaXeH OTHOCUTENbHO HOPMarbHOro
nonynsaLMoOHHOTO cpeaHero sHavueHus.

[TpwnmeyaHnwune—[naobeyxgeHns ncnonezoeaHnsg MHO — cm. [5].

3.10 MexayHapoAHbIN pedepeHTHbIN nNpenapart (international reference preparation, IRP): Pede-
PEHTHbLIW KannbpaTop, nogaaepXaHHbld BceMnpHON opraHunsaumnen 3apaBooxXpaHeHus.

[TpunmedyaHune— MexagyHapogHbin pedhepeHTHbIN Npenapart TpoMmbonnacTuHa HeNocpeaAcTBEHHO KannbpoBaH
NO CBOEN aKTUBHOCTU MPOTUB OPUTMHAIBHBIX BPUTAHCKMX CPaBHUTENBbHbLIX NpenapaToB TPOMOONNacTuHa, NCMoNb3yeMblX
npwv yctaHosneHunm cuctemsl MHO.

3.11 npoMexyTo4yHad npeuu3MoHHOCTb U3MepeHUd (Intermediate precision of measurement): Npe-
LM3UOHHOCTb U3MEpPEHUA NPU MPOMeEXYTOYHbIX YCNOBUAX MexXay YCNOBUAMU BOCNPOU3IBOAUMOCTU U YCIOBUSI-
MW MOBTOPSIEMOCTMN.

[TpyumevyaHNH

1 KoHuenumsi NpoMeXXyTOYHbIX YPOBHEWN MNPELN3NOHHOCTY onncaHa B [6].

2 Konn4ecTBEHHbIE MEPLI MPOMEXYTOYHOWN NPEUN3NOHHOCTU 3aBUCAT OT NPEAYCMOTPEHHbLIX YCITOBUN.

3 [NpomexyTodHas NPeun3noHHOCTb YKa3bIBAET HA BapnabenbHOCTb, KOTOpasi byaeTt ucnbiTaHa Nofib30BaTENIEM B
YCINMOBUAX TUMNYHOIO UCMONMb30BAaHWAL.

3.12 ycnoBusl npoMeXyTo4dHoU npeUun3noHHOCTHU (intermediate precision conditions): Ycnosusa, npu
KOTOPbIX HE3AaBUCUMBbIE pesyribTaTbl USMepEeHUA NonyvYeHbl O4HUM U TEM XKe MeTO40M M3MEPEeHUA Ha MOSHT Y-
HbIX 0bpasuax B 04HOM U TOM XXe MecTe, HO rae Apyrue nepemMeHHble — oneparopbl, 0bopyaoBaHue, kKanno-
POBKa, YCNOBUA BHELLUHEeW cpeabl U/UNN BpeMeHHbIe UHTepBarbl OTNTINYAIOTCA.

3.13 MexayHapogHbIN UHAeKC YyBcTBUTeNnbHOCTU, MY (International sensitivity index, I1S1): ®akTop,
KOTOPLIN NO3BONAET NpeocbpasoBaHne pesynbTaTta UsMepeHUs NPOTPOMOUHOBOTO BpeMeH NaLneHTa B 3HaYe-
HAA MeXXQyHapoaHOro HopMarim3oBaHHOIo OTHOLLEHNS.

[1TpunmeyaHnwune—naobeyxgeHns ncnonezoannsa MAY n MHO cwm. [5].

3.14 HenpodreccuoHan (lay person). Yenosek 0e3 dpopmanbHOro obyvyeHUa B COOTBETCTBYHOLLEN
obnacTu nnu gucumnnimnHe.
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[TpumevyaHwmns
1 AganTMpoBaHo U3 onpeaeneHunsi B [7].

2 B HacToswem cTaHgaprte HenpodgeccnoHan — 370 NoSib30BaTElb YCTPONCTBA ANA MOHUTOPUHIA nepopansHOn
Tepannu aHTUKoarynsiHTamMmu, KOTopbiv HE UMEET cneunanbHbIX MEANUNHCKUX, HAYYHbBIX NN TEXHUYE CKNX 3HAHUN, CBA3aH-
HbIX C MOHUTOPWUHIOM MNepopanbHON Tepanun aHTUKoarynsaHTamm.

3.15 pabouuun kanudbpaTtop naroroButena (manufacturer's working calibrator, working measurement
standard): CtaHgapTHbIN 0bpaseL, KOTOPLIN UCMONb3YeTCs 00bIMHO B NabopaTopun U3roTOBUTENA AN Kanno-
DOBKU U NPOBEPKN MaTepuanbHbIX Mep, U3MepUTeibHbIX NPUOOPOB UK pedepeHTHBIX MaTeprnanos.

[TpyumevyaHNHs
1 ApantmpoBaHo n3 ICO 17511.

2 JTONpMMEeHUMO Knpenaparty TPoMOonnacTuHa, CNonb3yeMomMy N3roToBUTENEM NPU NOATOTOBKE CMECU peaKTu-
BOB A5 onpeaeneHns NpoTpoMObmnHOBOro BpEMEHM.

3 lNpunucaHHoe 3HavYeHne pabodero kannbparopa n3roToOBUTENS, METPONTOTMYECKN MPOCNEXNBAEMOE A0 MEXAY-
HapoaHoro pedepeHTHOro npenapara.

3.16 BblIOpaHHaA U3roToBuTeneM Metoauka usmepeHua (manufacturer's selected measurement
procedure): MeToguka nsmepeHusi, Kotopast oTkannmbpoBaHa oaHUM UM HECKONbKUMK NEPBUYHBIMU UM BTO-
DUYHBIMUM KannbpaTopamMn U NOATBEPXAEHa ANg npeAnonaraeMoro npuMeHeHus.

[MTpumevanunme—NCO17511, 4.2.2, nepeuncnerune f), ykasoiBaeT BbIOPaHHYIO N3rOTOBUTENEM METOAUKY N3ME-
PEHUS B LEMNN NPOCEXNBAEMOCTH.

3.17 nocTtoAiHHadA npoueAypa naMepeHuda usrotoButTena (manufacturer's standing measurement
procedure): MeToauka namepeHust, Kotopasi oTkanmbdposaHa ogHUM U HECKOTNbKUMN paboumnmMmm KanmbpaTo-
paMn N3roTOBUTENSA UM KannbpaTopom Donee BbICOKOro YPOBHS U NoATBEp)XAeHa ANd ee npeanofiaraemMoro
MPUMEHEHUS.

[MTpumevanunme—NNCO 17511, 4.2.2, nepedncnenue f), ykasbiBaeT NOCTOSHHYIO METOAUKY N3MEPEHUSA U3TOTO-
BUTENEM B LIENU MNPOCNEXNBAEMOCTHN,

3.18 MeToguKa uaMepeHua (measurement procedure): COBOKYNHOCTbL onepaunin, onpeaeneHHo onu-
CaHHbIX N OXapaKkTepU30oBaHHbLIX, UCMOMb3yeMbIX MPU BLINONTHEHUN cnelnduniecknx MsMepeHnn B COOTBET-
CTBUWX C AaHHbIM METOAOM.

[1, onpeaeneHne 2.95]

3.19 UHTepBan uaMepeHua (measuring interval): COBOKYNHOCTb 3HAYeHUN U3IMEePAEMOUN BeNTMYUHDI,
08 KOTOPOU CMeLLeHUe N HENPELMN3IUOHHOCTb NpeanonararnTca HaxoaaWwnMMCA B YKasaHHbIX Npeaenax.

[TpumevyaHms

1 lNpepcraBnaeT HTEPBAN pPe3ynbTaTOB NCCNEeA0BaHUS, B KOTOPOM paboymne XxapakTtepuUCTUKM Dbl NOATBEPKAE-
Hbl U3TOTOBUTENEM.

Z2 ApantnpoBaHo uns |1, onpeaeneHune 5.4].

3.20 MeTponorudeckaa npocnexmBaeMocTb (metrological traceability): CBOUCTBO pesynbTaTa U3me-
PEHUNA UMK 3HAYEHUA 3TanoHa, 3aknodaroLleecd B BOSMOXHOCTU YCTAaHOBIIEHUA €0 CBA3U C COOTBETCTBYIOLL -
MW 3TanoHamMy, OObIMHO MeXAyHapoAHbIMW UMW HaUMOHaNbHbLIMUA, MOCPEACTBOM HEMNPepbIBHOU Lenu
CITMYEeHUN, UMeoLLMX YCTaHOBIEeHHbIe HeonpeaeneHHOCTH.

[1, onpeneneHune 6.10]
3.21 pusnvecknm KOHTpPOINb cuUcTeMbl (physical control system): KOHTpONbHOE YCTPOUCTBO, KOTOPOE

HEe COAEePXUT XMMUYECKN peaKkTUBHbIE KOMMOHEHTHLI U NpeaHasHavYeHo N3roToBUTENEeM A NpoBepKM paboThl
MHCTPYMEHTA.

[TpyumevyaHNHs

1 OUINYECKNN KOHTPOINb CUCTEMbBI MOXET BbIThb B POpPME SNEKTPOHHOIO YCTPONCTBA, KOTOPOE 0becnevumBaeT Moae-
NMNPYEMYIO peakumio.

2 PesynbraTt hn3nyeckoro KOHTpons AomkeH bbiTb B npeaonpegeneHHsiX npegenax, 4tobbl cucrtema namepeHus
paccmMmarpuBanach Kak PyHKLUMOHNPYIOLWAS AOMKHbIM 0Dpa3om.

3.22 npeun3nOHHOCTb U3MepeHuUus (precision of measurement): CteneHb ONUIOCTU MeXOY He3aBUCKH-
MbIMUW pesynbTaTaMn NaMmepeHUn, NoyvyeHHbIMU B OrOBOPEHHBLIX YCIOBUSAX.

[TpumevyaHwmns
1 AganTnpoBaHo us [2].
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2 CTeneHb Npeun3noHHOCTU BblpaXXeHa B ULMPPoBOnN hopmMe CTAaTUCTUYECKUMN MepamMmn HENPELN3NOHHOCTN N3ME-
peHUs cpegHeKkBaapaTtUYHbIM OTKITOHEHMEM U KOS DULUMEHTOM Bapnauumn, KOTopble 0bpaTHO NponopLMoHanbHO CBA3aHb!
C NPeUN3NOHHOCTBIO. KONMYeCTBEHHbIE MEPLI MPELN3NOHHOCTN 3aBUCAT OT NPeayCMOTPEHHbLIX YCITOBUN,

3 lNpeun3anoHHOCTb 4aHHOW METOAVKN N3MEPEHUSA NogpasaenserTcs CornacHo yKkasaHHbIM yCINOBUAM MNpPeLn3noH-
HOCTU. Cneundpunyeckne COBOKYNHOCTU KPaAWHUX YCINOBUW HA3bIBAKOT «MOBTOPSAEMOCTBIO» (3.26) n «BOCNPOU3BOAN-
MOCTbIO» (3.28).

3.23 npoTpoMbuHoBOe BpeMA (prothrombin time): Bpemsa, Tpebyemoe anst odbpasoBaHUA Cryctka B
obpasLe KpOoBU MOCre KOHTakTa ¢ MmaTepunanom TpoMmobonnacTUMHOBOIO peakTUBa.

3.24 cuctema ana nuamepeHunsa npoTpomMouHoBOro BpemMeHu (prothrombin time measuring system):
NamepuTenbHasa cuctema, Kotopast perucTpmpyeT BpeMs, Heobxoammoe anst obpasoBaHust Cryctka B obpasue
KPOBW Npn BO3JeNCTBUU TpoMbonacTuHa Unn peareHTa TKaHeBoro pakropa.

[TpunmeyaHmne— Cnucrema BKNIOYAET B DA peakTuB U MHCTPYMEHT, UCTMONb3yeMbIE AN PErmcTpaumm Bpeme-
HK 0Bpa3oBaHUA CrycTtka.

3.25 peareHT (reagent): Hactb MeaAUUMHCKOro nsgenua ana agunarHoCcTUKK in vitro, KoTopas, ocylle-
CTBIIASI XUMUYECKYO UM 3NEKTPOXUMUYECKYIO peaKLIUIo, BbI3bIBAET CUTHAMN, KOTOPLIN NO3BOMAEST OOHAPYKNTL
BENUYMHY U UIMEPUTL ee 3HaYeHne B obpasLe.

3.26 noBTOpAeMOCTb U3MepeHUsn (repeatability of measurement): INpeUn3MOHHOCTbL U3MEPEHNA NPpU
YCNOBUAX MOBTOPAEMOCTMN.

[TpumMmevyaHune—AganTMpoBaHo U3 [2].

3.27 ycnoBua noBTopsieMocTU (repeatability conditions): YcnoBua, npu KOTOPbIX HE3aBUCUMbIE
pe3ynbTaThl U3SMEePEHNA NonyyeHbl 0 AHUM 1 TEM XXe METOAOM NU3MEPEHUst Ha UaeHTUYHBIX obpasLax, B 04HON
TOWXe NabopaTopuun, TeMKe onepaTtopoM, UCNONb3YIOLWNUM TO XXe 0bopyaoBaHue B npeaeniax KOPOTKUX MHTEP-
BaJIOB BPEMEHMN.

[TpumevyaHwmns

1 AgantnpoBaHo ma [2].

2 [1pakTn4yeckm HeN3MeHHbIE YCNOBUS, NPUBOASALWLMNE K MUHUMANbHOW BapnabenbHOCTU pe3yrnbTaToB U3MEPEHUSI.
3 B HacTosiwem ctaHgapTe «nabopatopumn» AOIHKHbI MHTEPNPETUPOBATBLCH KaK K MECTOMNONOXEHUA .

3.28 BOCNpOU3IBOAUMOCTbL U3MepeHUuda (reproducibility of measurement): ['pelUN3NOHHOCTE U3MeEpe-
HUA NPU YCIOBUAX BOCNPOU3IBOANMOCTMN.

[TpumeyvyaHune—AganTMpoBaHo us [2Z].

3.29 ycnoBuAa BocnpouseogumMocTu (reproducibility conditions): YCnoBud, npu KOTOPLIX pesynbTaThl
M3IMepPEHN NoNyYeHbl OAHUM U TEM XKe MeTOAOM U3MepPeHUA Ha UAeHTUYHBIX 0bpa3sLax, B pasHbiX nabopaTopu-
AX, pasHbIMU onepaTopamMun, UICNOSb3YIOLWUMK pasfnndyHoe o0bopyaoBaHue.

[TpyumevyaHNH

1 TTONHOCTBLIO UBMEHEHHOE YCITOBME NpeAHa3Ha4vYeHo, YTobbl NPeacTaBUTb YCNOBUS, MNPUBOAALLME K MAKCUMATNbHOW
BapnabenbHOCTU Pe3ynbTaToB TeCTA.

2 B uensix HacTosAwWwero ctaHgapra, «nabopatopumn» AOMKHbI UHTEPNPETUPOBATLCA KAK « MECTOMONOXEHNSY.

3 AganTtnpoBaHo u3 [2].

3.30 BTOpUYHaa pedepeHTHaAaA MeToAUKa WU3MepeHUA (secondary reference measurement
procedure): MeTognka UsmepeHus, KotTopasi oTkanmbposaHa 0aHUM UIMN HECKONBbKUMU NEPBUYHBIMU Kanubpa-
TOpaMMU.

[TpwuvmeyvaHwmne— MetToguky anst uamepeHus NPoTPOMONHOBOIO BPEMEHW MHOIAA HA3bIBAKOT «BTOPUYHAS CTaH-
apTHas MeToanKa.

3.31 TOYHOCTb cUcTeMbl (system accuracy). CteneHb ONIM3OCTM penpe3eHTaTUBHLIX pes3ynbTaToB
n3mMmepeHud, nonyvYeHHbIX USMepUTerbHOU CUCTEMON, K NMPUHATBLIM ONOPHBIM 3HAYEHUAM.

[TpumevyaHwmns

1 TepMUH «TOYHOCTb U3MEPEHUSA» MO OTHOLLEHUIO K PSAY Pe3yNbTaTOB U3MEPEHNS OXBATbIBAET KOMBOUHAL IO KOM-
NOHEHTOB CNy4YanHON NOrPELHOCTU U 0BLLEN CUCTEMATUYECKOW OLLMDOKN NN KOMIMOHEHT CMELLLEHUS.

2 PedepeHTHble 3Ha4YeHUsA NPUNncaHbl B COOTBETCTBUU C METOAUKON NU3MEPEHUS, NPOCTeXBaeMoun a0 pedepeHT-
HOW MEeTOAUKN n3amepeHmns bonee BbICOKOro nopsiaka.

3 TOYHOCTb CUCTEMBbI MOXET ObITb Bblpa)eHa Kak MHTepBar, KOTOPbIN oXBaTbiBaeT 95 % HabnogaembiX pas3nnymm
MEXAY pe3ynbTatamMn OUEHUBAEMOWN CUCTEMBI U NX pePEePEHTHBIMU 3HAYEHUSAMIW. DTOT MHTEPBAN TaKXe BKNOYaeT B cebs
HeonpeaerneHHOCTb UBMEPEHUS METOANKN NU3MEPEHUSA, NCMONb30BAHHOWU AT NPUNUCbIBAHUSA pedPEePEHTHbIX 3HAYEHUMN.

4 ApantnpoBaHo 13 [8, NyHKT 3.24].
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3.32 npaBUNbHOCTb U3MepeHusn (trueness of measurement): CteneHb 6NM30CTU CpeaHero 3HavYeHus,
Mony4YeHHoro n3 60nbLLOK cepumn pe3ynbTaToB U3MEPEHWUI, K MPUHATOMY OMOPHOMY 3HAUYEHNHO.

[TpumevyaHwmns
1 Mepa npaBunbHOCTN — cMmelleHune (3.2).
Z2 ApantnpoBaHo us [2].

3.33 TunoBoe ucnbiTaHue (type test): cnbiTaHne oQHOro NN HeCKonbkMx obpasuoB 0bopyaoBaHNS
(nnn yacten obopyaoBaHNS), N3roTOBMEHHLIX MO OQHOMY NPOEKTY, YTOObI NOKa3aTb COOTBETCTBNE NPOEKTa W
NPOW3BOACTBA OAHOMY UMM HECKONBKNM TpeboBaHNAM NPUMEHEHHOro cTaHaapTAa.

[TpumevyaHwmns

1 Ctatuctunyeckasi Bbibopka He TpebyeTca Ans TUNoBOro UCNbITaHUA.
Z2 ApantnpoBaHo na MoK 61326.

3.34 cornacue nonb3oBaTtena (user compliance): CNocobHOCTb MTOTOBHOCTL NMOMNbL30BaTE NSl U3MEPU-

TeNbHOW CUCTEMBI MPUAEPKNBATLCS U paboTaTh B npeaenax onpeaeneHHsbix cneyndmkaummm MmeTogmnkm name-
PeHKUS.

3.35 obpasel BeHO3HOU KpoBM (venous blood sample): KpoBb, cobpaHHaa nocne NnpaMoro npokanbl-
BaHWUA BEHbI, 0ObIYHO C MOMOLLLIO UMbl U LUNPULA U APYroro yCTponcTBa Ans coopa KpoBMU.

[TpunmeyaHune— BeHo3Has KpOBb MOXET BbITb CObpaHa b6e3 A0DaBOK TUNA aHTUKOATryNsAHTOB UMM KOHCEPBAaH-
TOB, U B 3TOM Cny4ae oHa byaeTt HecTabnnbHOW; BEHO3HAS KPOBb MOXET TakXe ObITb CObpaHa B KOHTENHEPDI, coagepKaLume
N00aBKU NN KOHCEPBaHTbI As cTadbunuaaunm onpeaeneHHbIX KOMNOHEHTOB.

3.36 obbeMHaa aonAa aputTpounToB B KpoBU (volume fraction of erythrocytes in blood): INponopuus
KNEeTOoK B obpasLe KpOoBMU.

[TpyumevyaHNHs
1 BbipaxeHHasi Kak gonsi, Hacto ob6o3HavaeTcsa n Kak NpoueHT (006bIvHbIN) N3 eanHnubl CUL.

2 VHorpga Ha3bIiBaOT «reMaTtokpuToM», Mo HAMMEHOBAHUIO MHCTPYMEHTA, NePBOHAYanbHO NCNOMb30OBAHHOIO A5
onpegeneHns 06 bEMHON 4O 3PUTPOLIMTOB B KPOBMW.

4 llpoekTnpoBaHue U pasBuTue

4.1 O6wue TpedboBaHUA
[MpumeHsitoTca TpeboBaHus, onpeaeneHHble B MCO 13485.

TpeboBaHud, onpeaeneHHble B EH 13532, npMeHsI0T Npu oLUeHKe aKkcnnyaTauUoHHbBIX XapaKkTepUcTuK
CUCTEMBI MOHUTOPWHIA /n vitro nepopanbHOU Tepanun aHTUKoarynsaHTamMmu.

[TpumeyaHdune—Pasgens 6 n 8 onucbiBaloT AENCTBUS MNPU BEPUDUKALMN NPOEKTA, KOTOPbIe NpeaHa3Ha4YeHbl
ansi obecneyveHnst rapaHTUm cCnocobHOCTU NPOAYKTA COOTBETCTBOBATH XapaKTepucTUKam npeum3noHHOCTU, NPaBUIbHOCTW,
besonacHoCTK 1 HagexHocTn. Pasgen 9 onucbiBaeT A4ENCTBUS NPU BEpUPUKaLMKM NPOEKTa, KOTOPblE NnpeaHa3HavYeHbl Ans
obecneyeHns rapaHTumM COOTBETCTBUS YCTPOUCTBA TPEDOBAHUSAM MONMb30BATENS.

4.2 WHTepBan uaMmepeHus

NHTepBan namepeHns cuctemMmbl 4omKkeH ObiTb, Nno kpanHen mepe, ot 1,0 4o 6,0 MHO.

4.3 be3onacHOCTb

[pumeHsaoT TpeboBaHua, onpeaeneHHble B M3K 61010-1 uM3OK 61010-2-101.

4.4 MeHeQ)XMeHT pUCKa

4.4.1 lNpneMneMocTb pUCKOB

N3roToBUTENb AOIMKEH onpeaennTb NPUemMneMocCcTb NOTEHUMAaNbHBIX PUCKOB, OCHOBLIBAsAChb Ha 3HAHWUN,
Nno MeHbLUen Mepe, crneayowmnx akTopoB:

a) npegnonaraemMoro MCnonb3oBaHUA NPOoAYKTA;

L) HaBbLIKOB M OrpaHNYeHUs Norb3oBaTeNnen:

C) 3aWNUTbl NPOTUB HEYMBILUNEHHOIO U3MEHEHUA NapamMeTpoB HACTPOUKM (Hanpumep, coobllaeMble
eauHNLbI);

d) BepOSAITHbIX OTKNOHEHUA OT PEKOMEHOOBAaHHOIo OOCNYXMUBAHUSA, METOANK PabOThl M KOHTPONS;

e) BIUAHUA UHTeppepUpyIoLLNX BELLECTB.

[TpwnmedaHune— PykoBogsawme NnpuHUMnb! 4ns OUEHKN NoTEHUNAaNbHO MHTEPd EPUPYIOLWNX BEWECTB, CM. [9].

4.4.2 OueHKa pUcka
[MpumeHsitoT TpeboBaHus, onpegeneHHble B UCO 14971,
BLINONHSASA OLEHKY pUCKa, U3roTOBUTESb AOITKEH NPUHSITL BO BHUMAHME criegytoulee:
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a) Cepbe3HOCTLNOCNeACTBUMNHEODHAPYXXEHHOrO 0TKasa (Hanpumep, NnoTeHuanbHblv Bpea nauneHTy);

D) BEpPOSATHOCTb BO3HUKHOBEHUSA OLLUUOKA (Hanpumep, HeaoCcTaTouHbIN 0bBbeM NPOoOLI UM HENPaBUb-
HOoe pa3MelleHne eaUHNLLBI peaKTUBa ) U

C) BEPOATHOCTb HECMOCODHOCTU CUCTEMBI ODHAPYXNTb OLUMBOKY (Hanpumep, aedeKTHbIe BHYTPEHHME
OaTYUKN UHCTPYMEHTA).

[TpyumMmevyaHNHs

1 Hactoawmm ctaHgapTt He onpeaensaeTt yPoOBHU NPUEMITEMOCTIN pPUCKA.

2 PykoBogswme npuHUUnbl Ans Toro, Ytodbbel naeHTUdPnunpoBaTh NOTEHUMATIbHbIE OMACHOCTU OT NCNONBb30BAHUS
«eQNHULbI NCNONBb30BaHUSA YCTPOUCTB», cM. [10].

3 MeHegKMEHT pucKa BKIIOYAaEeT B CeDSH aHanNU3, OUEHKY, YMEHbLUEHNE N KOHTPOINb PUCKA.

4.5 AcneKTbl 3proHOMNUYECKOro U YenoBe4vyecKkoro pakroposn
[P NPOEKTUPOBAHNN CUCTEMBI MOHUTOPWHTIA /N Vitro nepopanbHOW Tepannum aHTUKoarynsiHTaMmn 4o mMKHb
ObITb Yy4TEHbLI OTHOCALLMECH K AeSTY S3PrOHOMUYECKNIA U YenoBevecKniA akTopshl, BKIOYas, No MeHbLLIEW Mepe,
cnegyrollee:
a) acnekTbl NONb30oBaTENA;
- BbIOOP,
- 0by4eHue,
- cornacue;
D) OKpyXxaloLyto cpeany UCnonb3oBaHUA:
- TeMnepartypy,
- BNAXXHOCTb;
C) CBOWCTBA CUCTEMDI:
- YCTOUMMMBOCTbL Kyaapam,
- CTabUNBHOCTb PEaKkTUBOB;
d) MHTepdgenc nonbL3oBaTeNs:
- yaobCcTBO NpUMEHeHUs,
- yaobcTBO 0OCNYXMBaHUA,
- 3aWNUTY OT TUNUYHOTO KM3HOCA», C KOTOPbLIM MOXXHO CTONKHYTLCH B OKPYXXatoLen cpeae NCnofb3o-
BaHWA,
- yaobounTaeMoCTb pPes3ynbTaTos,
- HernpaBWibHbIE YCITOBUSA N OLLUBOYHBIE COODLLIEHUS,
- 0[HO3Hay4Hble cCooDLIEHUS NONMB30BATENO (HANPUMEP, «KHU3KU 3apaa daTapen» U «KHU3KUIN pe-
3ynbTaT», a HE TONbKO «HU3KO» ),
- NpPOBepkKa nonb3oBaTenem Haanexauero yHKUNOHUPOBAHUS CUCTEMBI.
4.6 ObecneyvyeHUue KavyecTBa U cpeacTBa KOHTPONA PUCKa
4.6.1 O6LwUe nonoxeHuUn
ObecneveHne Ka4ecTBa CUCTEMbl MOHUTOPUHIA NepopanbHOW Tepannun aHTUKoarynsiHTamm CoOCTOUT U3
MHOXecCTBa anemMeHToB. CM. npunoxeHune E ansg onmcaHns pasnmuHbiX 3nemMeHToB obecnevyeHunst Ka4ecTBa,
KOTOPbLIE MOTYT ObITb MPUMEHEHHI.
N3rotoBuUTENb A0MKEH obecneynTs cneundudHbie Ans YyCTPOUCTBA MEPbl KOHTPOMNS pUCKa, KaK 3TOro
TpebyeT NnaH MeHeaXXMeHTa pucka. [NpumeHsaoT TpedoBaHuA, onpegeneHHble B UCO 14971.
Mepbl KOHTPONS pUCKa, BKIToYad Nniodble orpaHnYeHns, A0KHbI ObITb ONUCaHbI B UHCTPYKLUAX NO NPUME-
HEHWIO N B NporpaMmmMe COOTBETCTBYHOLLEro 0by4veHus.
Mepbl KOHTPONS pPUCKa ACITKHBI ObITb YYTEHLI NpU 0Opa3oBaHNN U OOYYEHUX NONb30oBaTENEN U PaDOTHU-
KOB 3[paBooXpaHeHuns (CM. pasaen 7) Tak ke, Kak crneaytoLlme 3neMeHThl.
4.6.2 l[NpoBepka namMepeHus
Kaxxgoe nsmepeHumne, 0 KOTopoM coobLLaeT cuctema MOHUTOPUHIA in vitro nepopanbHON Tepanm aHTUKO-
arynaHTamun, AOMKHO BbITb NPOBEPEHO BHYTPU CaMOW U3MEPUTENBHOW CUCTEMBI.
XapakTtep U cTeneHb BHYTPEHHEeW NPpOoBEPKN, KOoTopad byaeT BbINONHEHA U3MEPUTENBHOU CUCTEMOMN,
OOITKHBI ObITb ONpeaeneHsl pesynbtataMn aHanmaa pucka.

[MTpumeyaHun e— Heobxogumo, 4ToObl MCNONb30BaHUE PEAKTUBOB C NPOCPOHEHHBIM CPOKOM rogHoOCTU BbINo
npeaoTBpaLLEHO.

4.6.3 KoHTponb paboTbl cUcTEeMBbI

N3roToBuUTENb A0IMKEH NPpeaoCTaBUTe METOAUKY KOHTPRPONA M MHCTRYKLUWW MO MPUMEHEHUIO KOHTPOIbHBbIX
MaTepunanos.

[Tpoleaypa KOHTPONA Ao/MKHA ObiTb noartBepXaeHa. lNpumeHaAoT TpeboBaHUs, onpegeneHHble B
NCO 15198.
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KOHTpONbHbLIA MaTepnan MOXeT COCTOATb U3 XKNOKOro KOHTPOSSA, UHTErpupoBaHHOIO KOHTPOSSA UM KOM-
buHaLuum obeunx dopm.

Ecnn byaeTt ncnonb3oBaTbCa PU3INYECKUN KOHTPOMb (HAanpumMep, KOHTpONbHada nonoca), To0 N3roToBU-
Telnb AOIMKeH NpeaoCcTaBUTb MHCTPYKLWK MO MPpUMeEHEeHUIo PU3NYEeCKOro KOHTPOMA Ha MHCTPYMEHTE.

[Mepen kaXagbiM nsmepeHnem obpasLa KpoBU NpoBepKa U3MepeHUa JokKHa ObiTb NpoBeaeHa cobcTBeH-
HbIM KOHTPONEM MOHUTOPA C UCMONb30BaHNEM BHYTPEHHEro Ui BHeLHero pusn4eckoro KOHTPOIs CUCTEMBI.

KOHTponbHbIE U3MEPEeHUS C MPUMEHEHUEM XUOKNX KOHTPOIMbHBIX MaTepuanoB ACMKHbI ObiTb BbINOHE-
Hbl KaXkabl pa3, Koraa UCrosib3yeTcsl HOBLIA NaKeT peakTUBOB, Koraa nosflydeH HeoXnAaHHbI pe3ynbTaT K KOor-
Oa 3Toro TpebylwT MecTHble WHCTPYKuunM. >Kuakue KOHTPOnbHble cpeacTBa MOTyT ObiTb 3aMeHeHbl
MHTErprupoBaHHbIM YHKL MOHANbHBIM KOHTPOMNEM.

[dencTtBus, KoTopble AOMMKHbI ObITh NPEANPUHSATEI, KOrAa KOHTPOMbHbIE pe3ybTaThl HAXOASTCS BHE yCTa-
HOBMEHHOIo AanasoHa, A0MKHbI ObITh NPUBeAEHbl B UHCTPYKLUAX MO NPUMEHEHUIO.
4.6.4 [lpoBepkKa akcnnyaTalMOHHbIX XapakTepUCTUK NpU caMoTeCTUpPOBaHUM

N3roToBUTENb JOMKEH peKOMEHA0BAaTL Nofb30oBaTENAM METOANKY NPOBEPKU NPUEMIIEMOCTU pe3yibTa-
TOB CaMOTECTUPOBaHMUA.

[MpoBepka gomkHa ObITb OCHOBaHa Ha CpaBHEHUN Pe3ynNbTaToB, NONYyYeHHbIX Nofib3oBaTenemM n paboT-
HUKOM 3paBOOXpaHeHUs B yKaszaHHble MHTepBarbl. PekomeHayeTca MHTepBas WecTb MecAaLeB UM MeHbLLE.
[1nsa nonb3oBarenei, BHOBb MPUMEHSAIOLLIMX CaMOTECTUPOBaHUE, MOTYT ObITb HeobXoaAUMbI 6onee YacTbie NMpo-
BEPKM TEXHNKM BbIMONTHEHUA NCCneaoBaHUN, HanpuMep exxeMecs4Ho.

4.6.5 OueHKa BbINONMHEHUA NoNb30oBaTeNneM MHCTPYKLUU U3TOTOBUTENA U Bpada

N3roToBUTENb OCIKEH pEeKOMEeHA0BaTh B UHCTPYKUMSIX MO MPUMEHEHUIO ANst MeAMNLIMHCKNX pabOTHUKOB
noaxoasilme MmeToguKkm KOHTPONA M OLUEHKM BbINONMHEHUA NoNb3oBaTeNneM MHCTPYKLUUUA M3roTOBUTENA M BpaYa.

4.7 MeTponorn4yeckasa npocrnexmBaeMocTb

Knpoueccy KanmbpoBKU N3roTOBUTENEM YCTPOUCTB MOHUTOPWUHTA in Vitro nepopanbHOn Tepan aHTUKO-
arynaHTamu AoMKHbl ObITb NpUMeHeHbI TpeboBaHus, onpeaeneHHble B NCO 17511,

PesynbTaTbl U3mMepeHnUsa oTobpaHHOW U/ MK NOCTOSIHHOW METOAUKU U3MEPEHUNS N3rOTOBUTENSA AOMKHbI

ObITb NPOCNeXMBaemMbiMn K TAKOBBIM pekoMmeHaoBaHHoN BO3 pyyHon meToauKn N3amepeHnsa NnokaunBaHUeEM
npodUPKK, C NCNONB3OBaHNEM MeXayHapoaHoro pedpepeHTHOro npenaparta tTpoMmbonnacTtuHa [11].

[MTpunumeyaHwune—BpekomeHgyemon BO3 py4yHOU METOANKE N3MEPEHUSA NOKAYNBAHNEM NPODUPKN NCMONBb3YIOT
CBEXYIO UNTPATHYIO NMNasmy, Torga Kak B yCTPOUCTBAX AJ15 CAMOTECTUPOBAHUS UCNONb3YIOT CBEXYIO, HEODPADOTaHHYIO
KPOBb. [1pn KannbpoBKe YyCTPOMUCTB NPUMEHSIOT NapannenbHoe N3MepeHne CBEXEN NNasmMmbl U KPOBU OT OHOMO N TOTO Xe
nayneHTa. B aTtom cnyvae obpasubl KPOBU CNyXart KannbpaTtopom.

Ecnun B noCTOAHHON MeTOAUKEe U3MEPEHUA N3rOTOBUTENS UCTONb3YEeTCS KPOBb, TO KanMbpoBKka MeToanKu
no mexayHapogHomy pedepeHTHOMY npenapaTy BO3 n meToguke nokadmsaHmsa npodbunpkm gomkHa 6biTb Npo-
BeJeHa nyTem rnapannienbHoro nsmepeHns Kposm 1 nnasmel. [Mpur kannubpoBKe pyTUHHON MEeTOAUKN N3MEpPEHUS
KOHEeYHOro nosib3oBaTens A4oKHA ObITb UCMOSIb30BaHa KPOBb.

EcnunocTtoaHHasa MeToanKa MaMmepeHnst U3aroTOBUTENA UCNONb3YeT Nnasmy, B 3TOM cliydae nrnasma gon-
XHa MCNoNb30BaTbCHA NpU KanMbpoBKe METOAMKU NO MeXayHapoaHomMy pedepeHTHOMY npenapaTty BO3 u
MEeTOoANKe nokavnmBaHUs Npodupkn. Npn kannbposke pyTUHHON METOANKN N3SMEPEHNS KOHEYHOIO NMoNb3oBaTe-
N Q0MKHO NPpOBOoANTLCS NapaneribHoe U3MepeHUue Nnasmbl UKPOBU (HaNnpUMep, UICNONb3ysa oaHY U TY XKe nap-
TUIO PEaKTUBOB).

Llenb npocnexnsaemMocTu 4oSKHA BKNoYaTh B ce0s HACTONbKO Mano WaroB, HACKOMNbKO 3TO NpakTu4ec-
KW BO3MOXHO, YTOObI MUHUMU3NPOBAaTh KOMOMHNPOBAHHYO CTaHAAPTHYHO HeonpeaeneHHOCTb U3MepPeHUs.

[TpumeydyaHwue—Ilpumep uenm NpocnexmBaemocTn AN TUMMYHOW OTKaANMBbpPOBaHHOW U3TOTOBUTENEM CUCTE-
Mbl MOHUTOPWHIA in vitro nepopanbHOW Tepanumn aHTUKoarynaHTaMmum nokasaH B npunoxeHum B, pucyHok B.1. N30b6paxenne

NONMHon uenw npocnexmeaemocTtn B3ATo n3 NCO 17511, pnucyHoK 5. ITOT npumep He npegHasHaveH ans npeacraBneHns
€AWNHCTBEHHO BO3MOXHOW NOAXOASALEN LLENU NPOCNEXNBAEMOCTI.

Mepbl KOHTPONS AOMMKHBI ObITh OCYLLIECTBMEHbI B Npeaenax KaXkaoro wara npouecca KannmbpoBKU ANS
OTCINEeXNBAHUA, OLLEHKU U KOHTPpons apenda n USMeH4YUBOCTH.

[TpwunmeyaHwune—VHaeke cnocobHocTn npouecca (Cpk) moxeT BbITb MCNONBL30BaH ANs onpeaeneHnst n 0bHa-
PyXeHus Hegonyctumoro gpenda. Cm. [12].

KannbpoBka NnoCTOAHHON MeTOAUKN U3MepeHNs U3roToBUTENA A0MMKHa DbITb NpoOBepeHa B npegonpeae-
NeHHbIX MHTepBanax No BblbpaHHbIM MeToAnKaM N3MepeHUsa U3rotosutens. B kavecTBe pyKoBoOACTBA MOTYT
ObITb Ucnonb3oBaHbl [13] n [14].

8
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Pabounin kannbpatop M3roToBUTENA MOXeT ObiTb NpeacTaBUTENbHOW NaHenbio ob6pa3loB CBeEXel
KanunnspHOM UM BEHO3HOM KPOBUW, KOTOPble OXBaTbIBAOT MHTEpBAal M3MepeHusl, YToObl rapaHTUpPOBaTh KOM-
MyTabenbHOCTb KanubpaTopa ¢ pedepeHTHON MeToaNKON namepeHus. M3roToBUTenn AOMKHbI onpeaennTb
MEeTOANKY 1 Nepuoa BpeMEHN, B Te4eHNEe KOTOPOro MOryT MCNOMNb30BaTbLCA CBeXine 0bpasLbl.

5 UHpopmauua, noctaBnsaemMasa UsarotToBuTenem

5.1 O6Lwue TpeboBaHUA

NHdopMaumns, nocTaBngeMas NoNb3oBaTeNsAM U3roToOBUTENEM, A0MKHA ObITb ACHOW U KpaTKOW, C NpUMe-
HeHWeM NPOCTbIX TEPMUHOB, KOTOPLIE MOHATHBLI HENpodieccuMoHanam.

NHdopMaLuna AokHa ObiTb XOPOLWo NpeacTaBNeHHON U NMErko YNTaeMon.

Tam, rge ato LuenecoobpasHo, cneayeT NPUMEHATb CUMBONLI U nnncTpaunn. CUMBONbI A0MKHBI COOT-
BETCTBOBaTb MeXAyHapoaHbIM cTaHAapTam. Ecnu dyayT npuMeHeHbl CUMBOTbI, AM51 KOTOPbIX HE CYLLIeCTBYET
cTaHaapTa, OHU AOMKHbI ObITh ONMCaHbI B TEKCTE.

[lomkeH UCnonb3oBaThCA A3bIK(M) CTPaHLI, B KOTOPOWU pacnpocTpaHaAeTcs cuctemMa MOHUTOPUHra in vitro
nepopanbHOW Tepanum aHTUKoarynsHTamMmm, apyrme a3blkn ABNATCA AONONMHUTENBHBIMM.

CoaepXaHne UHCTPYKLUMIA MO NPUMEHEHUIO A0IKHO ObITb MOHATHO ANA Nntogen 6e3 HayuHOoro Unmn TeXHM-
YyecKoro obpasoBaHus.

MHCTpYKLWMU NO NPUMEHEHUIO A0 KHBI coAepXaTbk HOMeP nepecMoTpa UNn roa U MecsL, n3gaHus.

5.2 MapkupoBKa WUWHCTPYMeHTa AnA MOHUTOPUHra I[n Vitro nepopanbHOU Tepanuu
aHTUKoarynaHTamu

MHCTPpYMEHT ANnst MOHUTOPWHra /in vitro nepopanbHOW Tepanun aHTUKoarynsaHTaMmm AomKeH ObITb MOEHTU-
bnuMpoBaH MapKUPOBKOKW, BKKOYaoLWen, Kak MUHUMYM, crneayolwyro MHopmMaLunto:

a) HauMMeHOBaHWe UNN TOProBYO MapKy U3roTOBUTENA M agpec U3roToOBUTENSA;

b) HaumeHoBaHUe npoaykTa Unn ero cbosHaveHue (3Ta HopMaumsa AomKHa HenocpeACTBEHHO HAXO-
OUTBCA Ha Apnblke, NPUKpenneHHOM Ha YCTPOUCTBE);

C) npegnonaraemoe npuMeHeHue, BKNYasa yTBepKaeHue, YTo MUHCTPYMEHT NpeacTaBnsieT cobon megun-
LUMHCKOEe U3genuve ans aAnarHocTukuy in vitro Anga camoTecTUpoBaHUs, U MHQoOpMaLNo OTHOCUTENBHO peaKTu-
BOB, KOTOPbIE UCMONb3YHTCA C UHCTPYMEHTOM,;

d) HOMep napTUM UnNu cepun, HaxoaaWnncsa HenocpedCcTBeHHO Ha Apnblke, NPUKpenneHHOM Ha YCTPOU-
CTBO;

e) ycnoBUa Ang XpaHeHust u obpaboTKn, ecnn NpeayCcMOTPEHbI;

f) ccbinNKy Ha pyKOBOACTBO A4 NoNb3oBaTeNns UMM UHCTPYKLUK MO MPUMEHEHUIO.

Tam, rae aTo LuenecoobpasHo 1 paspelleHo npasunamu, MHQopmMaL, mnst Ha 3TUKETKE A0MKHA ObITh NPUBE-
neHa B popme cuMBooB. CUMBOMbI AOIKHbI COOTBETCTBOBATL NpaBuiamM U cTaHgapTam. Bce CMMBONBLI AOTTXK-
Hbl ObITb OnUcaHbl B MHMOPMaLWUX, NOCTABNSIEMON BMECTE C WUHCTPYMEHTOM ANSl MOHWUTOPWHra in Vvitro
nepopanbHOU Tepanun aHTUKoarynsHTamMmu.

5.3 UHCTpYKUUM NO NPUMEHEHUIK CUCTeMbl ANA MOHUTOpPUHra in vitro nepopanbHOU Tepanun
aHTUKoarynaHTamu

[pumeHsitoT TpedboBaHud, onpegeneHHble B MCO 18113-5.

K cucteme gomkHa ObiTb NPUNOXEHa MHCTPYKUMA NO NMPUMEHEHUI0, BKMoYaoLwas B cebsa cneayroulyto
MHPOPMaLIUIO:

a) HaUMMeHOBaHWe UM TOProBYO MapKy WU aapec U3roToOBUTENSA, HAUMEHOBaHWE 1N aapec AUCTPUDLIO-
TOpa, eCnu NPUMEHNMO, U crocod NoNyYeHUss MOMOLLIN.

[TpnmedaHwne—Ina MeanuMHCKNX YCTPOUCTB ANA ANarHOCTUKN in vitro, npogaBaemMmbiX B EBPONENCKOM COolto-
3e, dupektuea 98/79/EC [15] TpebyeT HanmeHOBaHUS M agpeca «aBTOPU3OBAHHOIO NPeacTaBUTENS», €CINU U3roTOBUTENb
He pacnonoxeH B EBponenckom cotoae;

b) HanmeHoOBaHWe NpoayKTa nnn ero obo3HavYeHue;

C) npegnonaraemMoe UCrnonb3oBaHUe YCTPOUCTBA;

d) NpUHUMN MeToANKN USMEPEHUS;

e) MNOCTOSIHHYIO MeTOAUKY U3MEPEHUS N3roTOBUTENS U/ nnu pedepeHTHbIN MaTepuarn, npegHasHaveH-

HbIN U3roTOBUTENEM AO151 OLLeHKM pabo4nx XapakTepuUCcTUK;

f) TMn 0Bpa3LEeB, UCNOMb3YEeMbIX U3rOTOBUTENEM ANA KannMbpoBKK (Hanpumep, KPOBb UMW Nnasma);

g) onpeneneHHble peakTUBbI, KOTOPbIE ACMKHbBI MCNOMb30BAaTHLCS;

h) MeToauKy U3MEPEHUS, KOTOPOWN AOITKHbLI CNeAoBaTh, UCMONb3yS YCTPOMUCTBO, BKIOYad crnegytollee:
- nocnegoBaTeNbHOCTL MOATOTOBKU MHCTPYMEHTAa KU3MEPEHMIO, BLINOINMHEHUS U3MEepPeHUs (BKNoYas
obbeM 1 pekoMeHO0oBaHHLIN BUA obpasua) n obcnyXmMBaHUA yCTPOUCTBA;
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- nocnegoBaTenbHOCTb PerynmpoBKM (HanpumMmep, UCnonb3oBaHue Y1ucna, KogoBoW NMosockl, KOAOBO-
roymna), UsmepeHuns U NpoBepKn U gornyckaemMble BpeMeHHbIe MHTepBanbl MexXxay HAMM;

- eMNHNLbI N3MEPEHNSI, O KOTOPbIX coobllaeT ycTponcteo anst 3HaveHns MHO (Hanpumep, npo-
LeHT);

- COBETOTHOCUTENBbHO TOro, YTO AenaTh, KOoraa MHCTPYMEHT Bbldarn oLMOOYHbIE COODLLEHUSA, HEOXKN-
OaHHble pe3ynbTaThl UMK pe3ynbTaThl BHE YKa3aHHOIro MHTepBana MsMmepeHui;

1) yCnoBuUsi BHeELLHeW cpeabl (Hanpumep, TeMmnepaTtypy M OTHOCUTENBHYIO BMTAXKHOCTL ), B KOTOPbLIX MOXET
MCNONb30BaTbCS CUCTEMA;

|) AeTanbHYIo npoueaypy, KOToOpOoW OCIMKeH criegoBaTh Nonb3oBaTesb Npu Hanagke yCTPoOMUCTBA, eclu
NMPUMEHUMO;

K) aetanbHble MeTOAUKN KOHTPOMA Nonb3oBaTend, BkoYasa naeHTUUKaL o KOHTPONbLHOrC MaTepua-
na, KOTopbIv UCNONb3yeTca ANd NOATBEPXKAEHWNA TOro, YTO cCUCTEeMa MOHUTOPWHTAa In vitro nepopanbHON Tepa-
MM aHTUKoarynsHTamm paboTtaeT A0MKHbIM 00pa3oM, BaXXHOCTb BbINOMHEHUSA METOAMNKA KOHTPONSA, N COBET
OTHOCUTENbHO AEUCTBUN B Crnydae, ecn pesynbTaTbhl KOHTPOMNA HenpueMnemsi;

1} Tun obpasua, KOToOPbIN UCNONb3YETCs Tak Xe, Kak NMiobble cneunanbHble YCNoBUa coopa 1 npeaBapu-
TeNbHON 00PaboTKU;

m) Mepbl NPeaOCTOPOXKHOCTU, KOTOPLIE ACMKHBI ObITh NPEeANPUHATHLI, YTODbI YMEHBLUNUTL PUCK NHADEK-
LK (Hanpumep, oT NpeawecTBYOLWEroc NCNonb30BaHNs MHCTPYMEHTa UM HENpPaBUMbHOro yaaneHnus 61nono-
rM4YecKkn onacHbIX MaTepuanoB UccrneaoBaHUn);

N) Mepbl NPeaoCTOPOXKHOCTU, KOTOPbIE ACITKHBI ObIThb NPeANPUHSATLI, YTODLI NPpeaoTBPaTUTL NOBPEXae-
HUe cUCTeMBl (Hanpumep, OT 3MeKTpocTaTUYeckoro paspsaga, MarHUTHbIX NMonen, BBICOKOM TemMnepaTypbl,
BMaXXHOCTU, BUOpaLMM U APYTMX BHELLIHUX BAUSIHAA UMW APYTUX YCINOBWUIA BHELLHEN cpeabl, ecnii NPUMEHUMO
(cM. pa3gen 5 MOK 61010-2-101);

0) onucaHue nobbAcHeHUe NtodLIX CUMBOMOB, UCNONb3YEMbIX B MAPKUPOBKE M B UHCTPYKLUAX NO NPUME-
HEeHWIO;

P) PYKOBOACTBO OTHOCUTENLHO AEUCTBUA, KOTOPLIE AOMKHBLI ObITh NPeAnpPUHATHI NONL30OBaTENEM KakK
cfeacCTBUe pe3ynbTaTta, BKNoYas:

- CCBINTKY HA UHCTPYKUMIN, AaHHbIE MeANLIMHCKUM pabOTHUKOM, U NpeaynpexXageHne He OTKITOHSATLCH
OT 3TUX UHCTPYKLMN HA OCHOBE pe3ynbTaTa, be3 KoHcynbTauun ¢ MeguUUHCKUM pabOTHUKOM;

- COBET OTHOCUTENLHO TOro, Kak NoCTynaTb, eCln pe3ynbTaT COMHUTENEH ANA NoNb30oBaTeNd;

- yKasaHWe TOoro, Kak cuctema MOHUTOPUHra M3BellaeT NoNb3oBaTeNnd O BbiXode pesynbTaTta 3a
npeagenbl yKasaHHOro MHTepBana usmepeHus (Hanpumep, ownboYHble coobLLEeHNA, YBEeAOMMNEHUS
00 onbKe);

gq) MHdopmMaLno OTHOCUTENBLHO DE30NacHOro yaaneHUst CUCTEMbI U ee KOMMNOHEHTOB, NPU HEODXoaW-
MOCTMI.

MHCTPpYKLUMKM ANA MCNONb30BaHUA AOIMKHBI coaepXaTb pekoMeHaaunum OTHOCUTENbHO AeUCTBUN, KOTO-
pble cneayeT npednpuHUMaTh, eCni NpoBepka YKaXkeT HenpueMnemMbl pesynbTar.

5.4 MapKupoBKa peakTUBOB U KOHTPONbHOIo Matepuana

PeakTuBbI 1 KOHTPOSbHbLIA MaTepuan gomkHbl ObiTb MAEHTUDULUPOBAHbI 3TUKETKOW U STUKETKaMMN.

[MpumeHsitoT TpeboBaHus, onpegeneHHble B UCO 18113-4.

Kpome TOro, Ha aTUKeTKY Ao/mKHa ObITb HAHeceHa crneayrowast MHopmMauns:

a) yKasaHue nepuoaaBpeMeHU, BbIpaXKeHHOro kak Mecsitbl U/Unn aHu, B Te4EeHUE KOTOPOro peakTuB A0N-
XeH MCNONb30BaTbCA Nocne AgaThl MePBOro OTKPbITUA HENOCPeACTBEHHOM YNakoBKN peakTUBa;

b) ccbinka Ha UHCTPYKUKUW NO MPUMEHEHUIO;

C) WHCTPYMEHT, NnpeagHasHa4veHHbIN ANS UCMOMNb30BaHUSA C peakTUBaMMU.

Ha 3TUKeTKY ACIMKHO ObITb HAaHEeCeHO npeaynpeXxXageHune o cneayroLlem:

d) ncnonb3oBaHWe peakTUBOB CO cneynpnumMpoBaHHbLIM YCTPOUCTBOM ANA MOHUTOPWHIa in vitro nepo-
panbHOW Tepanun aHTuKkoarynsaHtTamum ang nonyvyeHnda HaaexXHblX pesynbTaToB U3SMepeHUs;

e) be3onacHoe yaaneHune peakTUBOB NOCNe NX NCMOMNb30BaHUS.

[onkeH ncnonb3oBaTbCA A3LIK(M) CTPaHbI, B KOTOPOWU MPUMEHSIIOT peaKTUBLI U KOHTPOMNbHEIM MaTepuan;
apyrue A3bikn ABNATCA A0NONHUTENBHBIMMA.

5.5 UHCTpYKLUU NO NPUMEHEHUIO PeaKTUBOB U KOHTPOIbHOIoO MaTtepuana

PeakTuBbl U KOHTPOMNBHLIM MaTepuan, NCNoNb30oBaHUe KOTOPLIX NpedyCMOTPeHO ¢ CUCTEMON MOHUTO-
PUHTa In vitro nepopanbHOU Tepannn aHTUKoarynsiHTamu, 40MKHbI CONPOBOXAAaTbCA UHCTPYKLUMAMK MO NpUMe-
HEHWIO.

[MpumeHsatoT TpeboBaHus, onpeaeneHHbie B UCO 18113-4.

Kpome TOoro, MHCTPYKUMS Mo NPUMEHEHUIO A0TKHA BKNOYaTh B cebs cneayrowyo MHpopMauunto:

a) ykasaHue cnocoba nonyvyeHus NoMoLmM OT U3roTOBUTENS W/MNU ANCTPUBLIOTOPA;
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D) MHCTPYMeHT, onpedeneHHbIN AN UCNONb30BaHUA C peakKTUBaMM M KOHTPONbHBIM MaTepuanom;

C) MexXxayHapoAHbIM MHOEKC YYBCTBUTENbLHOCTU PeaKTUBa;

d) ycnoBua xpaHeHUa (Hanpumep, Temnepatypa, BNaXXHOCTb, BO3AEUCTBUE CBeTA);

e) onoBelleHne npeagynpexgeHus (4nsa peakTMBoB) OTHOCUTENBHO HEODXOAUMOCTU NNOTHO 3aKpbiBaTb
KPbILLKY HenocpeaCTBEHHOIO KOHTenHepa ANng 3aluTbl peakTUBHBIX NOMOCOK MU CEHCOPOB OT BO3AEUCTBUSA
BO3AyXa;

f) MHTepBan U3MepeHUs ¢ ykasaHMeM BEPXHErro M HWXKHEro npeaernoB, B KOTOPbLIX COODLLA0T O pe3ynbTa-
Tax MHO:;

g) paboume xapakTepUCTUKN Ha A3bIKE, KOTOPLIWA NOHATEH NpeanonaraeMoMy NoMb30BaTeNO; NPOUEHT
COOTBETCTBMUSA 3Ha4YeHU MHQO, KoTopble nony4atoT, € npoueaypon pedepeHTHOro U3MepeHunst 4omkeH basu-
POBaTbCs HA UCCNeAoBaHUSX, YKa3aHHbIX B paszgenax 8 n 9;

h) ntobble MHTepdepupyomne BeLWEeCTBa, YCNoBUA Npob (HanpumMmep, reMonuns, XXenTtyxa, nMnemMust) nnu
pnsnonormiyeckme ycnoBust (Hanpumep, namMeHeHust B nepnudeprnveckom KposoobpalleHnn), Bnusitolme Ha
TOYHOCTb Pes3yNbTaToB;

1) MeToauKy N3MepeHusl, UCNONMb3yeEMYIO AN OUEHKU pabounx XxapakTepUCTUK CUCTEMBI, U onucaHue
MeTpPOoNorM4eckomn NpocneXXnBaemMocT pe3ynbTaToB U3MepeHUsa Ao pedepeHTHON MeToOAUKU N3MepeHna NN
cTaHaapTHOro obpasua 6onee BLICOKOro YPOBHS;

]) MeToauKy UsmMepeHUs, KOTOPOW HY>KHO crneoBaTh, BKYasa:

- nocnegoBaTeNlbHOCTb LWAroB NoAroTOBKA peakTUBOB U BbINOTHEHUS UBMEPEHUS;
- BbIOOpP BpeMeHU Mexay nHaAUBUAyanbHbIMW LLAraMmm, ecrnm NPUMeEHUMO;

K) AeTanbHYHO MeTOAUKY KOHTPOMNA UKOHTPOMNbHBIM MaTepuan, KoTopble UCMONb3YIOT ANS NPOBEPKUN TOrO,
UYTO cUCTEeMa MOHUTOPWHra [n Vitro nepopanbHOU Tepannu aHTUKoarynsHtamm pabdboTaeT B nNpegenax ee ycra-
HOBEHHbIX paboumnx xapaKTepucTuk.

Heobxoanmast nHpopmau st OTHOCUTENLHO PEaKTUBOB U/MMN KOHTPOMbHLIX MatepuanoB MOXeT ObITb
BKIoYeHa B UHCTPYKL UM NO NPUMEHEHUIO YCTPOUCTBA UM CUCTEMBbI, ECIN U3TOTOBUTENL YCTPOUCTBA UMK CUC-
TEeMbl — TO XXe camMoe NNLO, YTO U U3roTOBUTENb peaKTUBOB. ['lpn BHeCceHUN N3MeHeHUU B 3TY UHopMaL Ko
n3MeHeHHaa nHdopmMmauna AomKkHa ObITb NOMeELLEeHA B UHCTPYKLUIO NO MPUMEHEHUIO PEaKTUBOB.

6 UcnbiTaHne 6e30nacHOCTU U HAOEXHOCTMU

6.1 O6wue TpeboBaHNA

6.1.1 lNporpamma

McnbiTaHne 6e30nacHOCTU M HAOEXKHOCTU AOIMKHO ObITh BbINMOTHEHO U3rOTOBUTEIEM COIMacHO NMUCbMEH-
HoW Nporpamme. B nporpamme, No MeHbLLen Mepe, A0TKHbI ObITb onpeaeneHbl UCMbITaHUA NPoeKTa, BKITtoYas
YACIO NHCTPYMEHTOB, €AUHUL, peaKTUBa U NOBTOPHbLIX NU3AMEPEHUA HA MHCTPYMEHT, U METOAUKN aHanm3a aaH-
HbIX, N KpUTEepun npmemnemocTtu. Pesynbtatbl UCMbITaHMKA 6€30NacHOCTU N HAOEXHOCTU AOJTKHBLI ObITh
3aperncTpupoBaHbl B oT4ETE.

YKasaHHble TpeboBaHNSA K UCMNbITAHUAM ABMATCA MUHUMaNbHBIMU TpeboBaHUAMN.

[ns ncnblTaHUK 3KkennyaTaunUoHHbIX XapakTepuUCcTUK NporpamMmmMa AoSKHa BKoYaTh B cebs cTaTucTUYec-
Koe 0O BbACHEeHMe ANnA UCTbITAHNA NMPOoeKTa.

[TpumevyaHwms
1 TecTbl, ONUCaHHbIE B 6.2—6.8, ABNAKTCH TUNOBLIMWU UCMBbITAHUAMMW.
2 TecTbl, oNnncaHHble B 6.9—6.12, ABNAOTCA NCNbITAHNAMMU PAbOYNX XapaKTEepPUCTUK.

6.1.2 UHCTPYMEHTbI U peaKTUBLI

MHCTPYMEHTHI 1 peaKTUBLI, 0TODpaHHbIe ANsl UCNbITAHWUS, AOTKHbI NPeACcTaBNATL COOOU eAUHULILI N3ae-
MM MaccoBOro NPoOU3BOACTRA.

[na TUNOBBLIX TECTOB B KAXXAOM TeCTe AO0/MKHbI MICNONb30BaThLCH, N0 KpanHe Mepe, TPU MHCTPpYMEHTA.

[Onsa TecToB pabounx XapakTepUCTUK B KaXXAOM TecTe AO/MKHbI UCNOMb30BaThCA, MO KpauHen mepe,
necsaTb UHCTPYMEHTOB.

6.1.3 Kputepuun npuemMnemMmocTtTiu

Kputepum npuemMmnemMocTti ans cMeLeHnst 1 NOBTOPAEMOCTU ANS UCMbITaHUA pabounx XapakTrepuUcTuk
B 6.10—6.13 A0/mKHbI ObITb BbIBEAEHLI M3 KPUTEPUA TOUHOCTU CUCTEMBI B 8.6.1. ODBbACHEHME OANS1 KPUTEPUEB
NPMeMNeMOCTN OOMKHO ObITb 3aperncTpMpoBaHo B NPOTOKONE.

Cucrtema MOHUTOPWHrA /n Vitro nepopanbHOU Tepannun aHTUKoarynaHTamMmm gomkHa Unm yaoBneTBOPATh
KPUTEPUAM NPUEMMNEMOCTU B KAXKA0W NporpamMme UCTbITaHUA, UK AOoSKHA ObITh NpU3HaHa HeYHKLNOHNPYO-
e 1 He AoJKHa nokasbiBaTh YMcnoBou pesynetat MHO.

OTKasbl yOOBNETBOPATL KPUTEPUAM NPUEMMNEMOCTMN AOIKHBI ObITb UCCNeaoBaHbl.
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6.2 3awuTta oTyaapa TOKOM

[TpumeHsatoT TpeboBaHus, onpegeneHHble B MOK61010-1, pasgen 6.

6.3 3awWunTa oT MeEXaHUYECKUX OMAaCHOCTEN

[TpumeHsatoT TpeboBaHus, onpeageneHHble B MOK61010-1, pasagen 6.

6.4 OnekrpomMarHUTHasaA COBMeCTUMOCTb

[MprmeHsaAoT TpeboBaHus, onpegenerHHble B MOK 61326. KpomMe Toro, npUMeHsitoT TpedboBaHus, onpeae-
NIeHHbIe B NPUNOXeHUn A.

6.5 TennoBada pe3UCTEHTHOCTb

[TpumeHstoT TpeboBaHus, onpeaeneHHble B MOK61010-1, paszgen 10.

6.6 ConpoTtuBneHune BNaXXHOCTU U XUOKOCTAM

[MpumMmeHstoT TpeboBaHua, onpegenerHble B MOK 61010-1, nogpasagensl 11.1, 11.21 11.3.

6.7 3awuTa OT BbiAeNIMBLUUXCA rasoB, B3pbiBa U UMNJTI03UN

[MpumeHsitoT TpeboBaHus, onpegeneHHble B MOK 61010-1, nyHkTeI 13.1 11 13.2.2.

6.8 KOMNOHEeHTLI yCTpOUCTBA

[MpumeHsitoT TpeboBaHus, onpegeneHHble B MOK 61010-1, noapasgenst 14.1,14.4, 14.5n 14 .6.

6.9 UcnbiTaHMe paboUvyux xapakTepucTuk

NcnbliTaHne pabounx xapakTepucTuk AoSmKHO ObITh BLIMOMHEHO nepea 1 nocne Kaxaoro onpegeneHus
MEXaHWU4YEeCKOro ConpoTUBNEHUS yaapy, Bubpauun n sHegpeHuo (CMm. 6.10) 1 3al1MThl NPOTUB BO3AENCTBUA
TemnepaTypbl U BNaXXHOCTU (CM. 6.11 1 6.12). PelweHnsa 0 COOTBETCTBUU/HECOOTBETCTBUN KPUTEPUAM OOMKHBI
ObITb OCHOBAHbLI HA BNUAHUX PaKTOPOB HA CMELLEHNE U MOBTOPAEMOCTb CUCTEMBI.

BHe KaXXaoro ncnblTaHnUa paboumnx XxapakTepUCTUK MHCTPYMEHT ANA MOHUTOPWHIa in vitro nepoparnbHOoU
Tepanun aHTukoarynaHTamm gomkeH obiTb ypaBHOBeLLeH npu TemnepaTtype (23 + 2) °C. PekomeHaOBaHHbIN
N3rOTOBUTENEM KOHTPOMBbHBLIA MaTepMan Unn noaxoaslwas anbtepHaTuBa AoMKHbI ObITb MCMONMb30BaHbl AN
NCMbITaHUS pabounX XapakTepucTuK.

MoxxeT okazaTbCa TpyAHO OTAENMUTb U3MEHUYMBOCTL, 0OYCNMOBMEHHYIO CBOUCTBaAMU 0OpasLa U KOMMNOHEH-
TOB peakTUBOB, OT U3BMEHYMBOCTU, CBSISAHHOW CO CBOUCTBAMU KOMMNOHEHTOB UHCTPYMEHTA. OTO ACMKHO ObITh
YUTEHO NPU NPOEKTUPOBaHUN TeCTa N paspaboTke KpUTepneB NPUEMMEMOCTMN.

KOoHTponbHada nonoca, kKotopasa mogenmpyeT NONocy peakTUea nocre peakuun, Mnm apyrov noaxoaswmnia
KOHTPOMBHBIM MaTepuan MOryT ObITb UCMONbL30BaHbI ANS NOATBEPXKAEHUA TOTO, YTO paboUvne XxapaKkTepUCTUKK
CUCTEMBI HE N3MEHEHHI.

[TpnMeyaHUue— ONeKTPOHHbIE CUCTEMbI KOHTPONS MOIMyT coobuwarb pe3ynbrartel B €guHnUax (Hanpmmep, B

MUIMNMBONbTAX), OTNNYAIOLWMXCS OT TEX, KOTOpble coobuwatoT Ansa 0b6pasuoB KpoBU. B 3TomM cnyvyae MorytT MCnonb3oBaTbCS
cpegHee 3Ha4YeHne U NOBTOPSEMOCTb 3HAYEHUI, O KOTOPbIX COOBLWAaeT YyCTPOUCTBO.

[TopsaoK U3MepeHUst UCNbITYeMbIX 0Opa3LOB A0MKEH ObITh onpeaeneH B nporpamMmme.

CpeaHee 3HavyeHne MHO u cpegHekBagpaTU4HOE OTKNOHEHWE BOCMNPOU3BOAMMOCTU AOITKHbI ObITh
BblUMCNEHBI Mepen KaXXablM UCMbITAHUEM U NOCNe Hero, U pasnnu4ns cpaBHEHbI C KpUTEPUAMN NPUEMITEMOCTI.

a) CmelleHune: pasnuine mexay cpegHum sHadeHnem MHO nocne ncneltaHUa M cpeaHUM 3HavYeHnem
MHO nepeancnsiTaHnem gOMKHO ObITb BLIMUCIEHO U CPABHEHO C KPUTEPUSMU NPUEMIEMOCTU AN CMELLEHUS.

b) MNoBTOPSAEMOCTL: KBagpaTHLIN KOPEHb Ppasnuinus Mexay BapruaHcon (CTeneHsbo cBobOabI) MOBTOPSE-
MOCTW NOCNE UCTIBITAHUS N BapUaHCOW MOBTOPSIEMOCTM NEepe UCTbITAHNEM A0JKEH ObITb BbIMACIIEH U CPaBHEH
C KpuTepuem npmemieMocTi 4ns noBTOPAEeMOCTH.

6.10 MexaHu4yecKasa ycCTOMYNBOCTb NPOTUB yaAapa, BUbpauum u coaBneHus

6.10.1 MNMporpamma Tecta BUOpauun

BbINONHAT TECT paboumnx XapakTepuUcTmK, onMcaHHbIn B 6.9.

BbINnonHAOT TEeCT BUbpauunmn, kak onpeageneHo B nogpasaene 8.3 MOK 60068-2-64.

[Tocne Toro, Kak UcnbiTaHMe BUbpaunn BbINONHEHO, NOBTOPUTL TECT pabounx XapakTepuCcTUK.

[MpumMmeHsitoT TpeboBaHUs, onpeaeneHHble B noapasgene 8.3 MOK 60068-2-64.

6.10.2 lporpamma TecTa nageHusn

[nsi NnpoBepKkn YCTOMHYMBOCTU K MOBPEXAEHUNIO OT NageHunst BeINOMHAKT UCNbITaHUe Ba3oBbIX paboynx
XapaKkTepUCTUK, Kak 3To onpegeneHo B 6.9.

BLINONHAOT TECT NageHus, Kak 3To onpegeneHo B noapasgene 8.2 MOK61010-1.

[Tocne Toro, Kak UcrnblTaHue nageHns BbINONMHEHO, NOBTOPSAIOT UCTbITaAHME pabo4nX XapakTepUCTUK.

[MpuMeHsioT TpeboBaHus, onpegeneHHble B noapasaene 8.2 MOK61010-1.

6.11 lpeaenbl BO3aeNCTBUA TeMNepaTyphbl

6.11.1 [Nporpamma BbiCOKOTEMNEPATYPHOIo UCNbITaHUA

BbINOMHAKT TECT paboUunx XapakTepPUCTUK, KaK 3TO onpeaeneHo B 6.9.

[TomMelLatoT MHCTPYMEHT B KAMEPY, B KOTOPOW MOXET DbITb OTCNEXEHA BHYTPEHHSASA TeMnepartypa.
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YBenudueatoT Temnepatypy 4o (50 = 2) °C 1 oCcTaBnAlT UHCTPYMEHT NpU 3TOU TemnepaTtype Ha 8 4 B
Kamepe.

YOanawT UHCTPYMEHT U3 KaMepbl, 4alT eMy oxXlagnutbca Ao Temnepatypbl (23 £2) °C 1 NOBTOPSAIOT
NCMbITaHWe paboynx XxapakTepucTuK.

[na Tex cuctem, B KOTOPbIX peakKTUBLI ABNAOTCA COCTaBHbLIM KOMMOHEHTOM YCTPOUCTBA U HE MOTYT ObITb
OoTAeNleHbl OT UHCTPYMEHTA, YCIMOBUS BbICOKOTEMMNEPATYPHOro BO3AENCTBUA AOTKHbLI ObITh OrpaHUYeHbl YCIo-
BUAMM NPUMEHEHNA, onpeaeneHHbIMA U3rOTOBUTENEM.

6.11.2 lNlporpamma HU3KOTEMNEPATYPHOIro UCNbITaHUA

BbINOMHAT TECT paboUunx XapakTeEpPUCTUK, KaK 3TO onpeaeneHo B 6.9.

[ToMeLaT MHCTPYMEHT B 3KOJTIOTMYECKYHO KaMepy, B KOTOPOU MOXET DObITb OTCNEXeHa BHYTPEHHSIA TEM-
nepartypa.

YMeHblatoT Temnepatypy ao (—20 £ 2) °C 1 ocTaBNsAOT MHCTPYMEHT B KaMepe Nnpu 3ToN TeMmnepaType
Ha 8 u.

TemMmnepaTtypa MHCTPYMEHTa B 3KONOTMYeckon Kamepe AoMKHa aoctudb (23 £ 2) °C, 4Tobbl n3dbexaTb
KOHOeHcaL X BNaru U3 Cbliporo BHeLWWHero Bo3ayxa, KOHTaKTUPYIOLWEro ¢ XonoAHbIM MHCTPYMEHTOM. Y4anawoT
MHCTPYMEHT N3 KaMmepbl N MOBTOPSAIOT TECT pabounX XapakTepUCTUK.

[Nna Tex cnctem, B KOTOPLIX peaKTUBbI ABMNSAKTCA COCTAaBHbIM KOMMOHEHTOM YCTPOUCTBA U HE MOTYT ObITh
OTAEeNEeHbl OT UHCTPYMEHTA, HU3KOTEMNepaTypPHbIE YCNOBUA BO3AENCTBUA AOITKHBI ObITh OrpaHUYeHbl YCITOBU-
AMU NPUMEHEeHUA, onpeaeneHHbIMU N3roTOBUTESIEM.

6.12 lporpamma ncnbiTaHUA BO34eUCTBUA BNaXXHOCTbLIO

BbINONHAOT UCNbITAaHUE BA30BbLIX pabounX XapakTepUCTUK, Kak 3To onpeaeneHo B 6.9.

[ToMmewaoT UHCTPYMEHTLI B KAMEPY C KOHTPONTMPYEMbLIMU TEMNEPaTYPOU U BITAXKHOCTLIO.

CTabunnanpyroT OTHOCUTENbHYIO BNaXHOCTb (RH), He koHaeHcupyemyto 4o (90 £ 3) %, n Temnepartypy
Ha ypoBHe (32 £ 2) °C.

OcTaBNAKT UHCTPYMEHTHI B KaMepe Ha 48 4 Npu yKasaHHbIX TeMnepaTtype U BMaXKHOCTH.

[lepemelatoT MHCTPYMEHTHI U3 KaMepPbl B KOMHATHbIE YCNOBUS C OTHOCUTENbHOW BNa)XHOCTLIO MeHee
60 % ntemnepartypon (23 = 2) °C noctaBndaoT Ha 15 MUH.

Llenb aTOoro recta — oueHka cteneHn n apdeKToB nornoweHnsa BnaxXHocTu. JIrobas Bnara, nornoweH-
HadA YCTPOMNCTBOM BO BpeMsi NpebbIiBaHUA B KaMepe, coxXpaHaeTcsl B HeM. TemnepaTypa AoiKHa A0CTUYb YPOB-
HA OKpyXKatoLlen cpeabl B TeveHue 15 MUH, HO NONHOM BanaHCUPOBKM He TpebyeTcs.

[TOBTOPSOT UCNBITAHNE PADOYNX XapaKTEPUCTUK.

6.13 UcnbiTaHUe XpaHeHUA U UCNONb3OBaHUA peakTUBOB

YCcnoBUs ANs XpaHeHUs, UICNoNb30BaHUA M TPAHCNOPTUPOBAHUA PeaKTUBOB U KOHTPONbHBIX MaTepuanos
OOIKHBI ObITh ONpeaeneHbl U NPOBEPEHHDI.

CTabunbHOCTb PEaKTUBOB U KOHTPOSbHBIX MaTepranoB B TeYeHMe CcpoKa roaHoCTU A0JKHA ObITb Npoae-
MOHCTpUpoBaHa. [NpumMmeHaoT TpeboBaHus, onpeaeneHHsle B EH 13640.

7 lMporpammbl 00y4YeHUA n oo6pazoBaHuA

7.1 Oby4vyeHUe MegULUHCKUX pabOTHUKOB
N3roToBUTENb AOITKEH pa3zpaboTaTb U NOATBEPAUTL NporpaMmmy obydyeHunsa ans MeauuMHCKNX paboTHU-

koB. Nporpamma obyveHns gomkHa Hay4YnTb MEANLMHCKUX pabOTHUKOB HaANeXallemMy UCronb30BaHUK CUC-
TeMbl, BbIOOPY NALMEHTOB N UX ODYHEeHNIO.

[Tporpamma oby4eHna angd MmeauuMHCKMX paboTHUKOB A0KHA BKNoYaTh B cebst pekoMeHAOBaHHbIE KpU-
Tepun Bblbopa NaUWMeHTOB U ONUCaHMe XapaKTePUCTUK MOMb3oBaTensl, CNoCODHLIX NpeackasaTb yCrnex B
MCNONb30BAHUN CUCTEMBI.

[TporHocTUYECKUE XapakKTepUCTUKN ACIKHbI BKNOYaTh B cebs:

- cNocobHOCTb NOHMMAaTbL KOHLIENLUIO NepoparnbHOn Tepannum aHTUKoarynsaHTamMm N ee PUCKOB;
- TOTOBHOCTb BbLIMOJIHATE CaMOTECTUPOBaHWE in Vitro nepoparnbHOW Tepanuu aHTUKoarynaHTamu U

aKTUBHO COTPYAHUYaTb C MeAULUHCKUM paboTHUKOM B JOKYMEHTaL 1 n nHpopmMaLnoHHOM obMeHe ans pery-
NMMPOBAaHUNA Tepanuu;
- [OCTaTOYHY0 NOBKOCTb PYK M OCTPOTY 3peHNs U

- IeMOHCTpUpyemMoe cornacue naumeHTa.
B cny4yasx, ecnn naumMeHT He oTBeYaeT KpUTepusam, nporpamma obydeHns AorkHa cnocobcTBOBaTb

TOMY, YTO U3MEPEHUSI MOTYT ObITb BbINOTHEHLI 0BYYEHHBIMU POACTBEHHUKAMW UM APYTMMU TRPETbUMIN NTLAMMU,
KOTOpbIE OTBEYAaT KpUTEPUAM BblDOpA.
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7.2 Oby4yeHMne NaLMeHTOB U ApPYrnux norib3oBaTtenen

N3roToBUTENb AOMKEH pa3paboTaTbh M NPeaoCcTaBUTh NporpamMmmy odbydeHUs ans nauueHToB 1 aApyrux
NnoNb3oBaTenen ycTpoucTBea.

[Tporpamma gonkHa BkoYaTh B cebs cneayowne 3neMeHThl:

- OCHOBHYI0 MH(pOpMAaLNIO O CBEPTLIBAHUM KPOBU U Tepannm aHTUKoarynaHTamu;

- 0DBbACHEHUE pe3yNnbTaToB onpeaeneHuns NnpoTpomMmouHosoro spemerHn n MHO;

- 0DBACHEHUE onpeaeneHHoro aAns nauneHTa UHANBUAyansHOro TepaneBTUYECcKoro MHTepBana;

- 0Dby4YeHue NPOoKOoNY KOXM N CaMOTECTUPOBAHWIO [N Vitro NPOTPOMOUHOBOIO BPEMEHH;

- 3aJa4n nonb3oBaTenem n MegnuUnHCKMX paboTHUKOB B CaAMOTECTUPOBAHWUN in Vitro nNpu nepopanbHOU
Tepanun aHTUKoarynaHTamu;

- BeJeHue 3anmcen naymeHTom n MeauLMHCKUM pabOTHUKOM;

- onncaHue MeTOAUK KOHTPONSA U BHYTPEHHUX KOHTPONEN CUCTEMBI;

- aKUeHT Ha Hagnexallen nHtepnpeTaunm pe3ynbTaToB KOHTPONMS;

- HeobxoauMble AENCTBUSA B clydae, eCnun pesynbTaThl KOHTPOMNS BbILWN 32 LieNIeBbIe Nnpeaensl;

- NPOTOKO ANS CBSA3WM MexXay naumeHTaMmn 1 MeauLMHCKUMK pabOoTHUKaAMU;

- HeobxoauMble AEUCTBUA B Criydae, eCcrnivi pe3ynbTaThl BbILUW 3a Npeaenbl UHAUBMAYalnbHOro Tepanes-
TUYECKOro MHTepBana;

- AencTBUe, HeobxoamMmoe B criyvyae A0NONMHUTENbHBIX O0Ne3Hen, KpUTUYECKMX CUTYaL Ui UM HecuacT-
HbIX CITyYaes.

[Tlporpamma obpaszoBaHUA AO0MMKHa obecneynTb AOoCTaTOoYHble TEXHUYEeCKUEe 3HaAHUS OTHOCUTENbHO
obLLen KOHUENUMM nepopanbHON Tepannun aHTUKoarynsiHtTaMmn 1M AoKHA 0DYyUnUTb NMpakTUYEeCKUM HaBbIKam
BbINOJIHEHUNS CAMOTECTUPOBAHNUA in Vitro NpoTPOMOUHOBOIC BPEMEHU U METOAMKAM KOHTPOTS.

OueHka crnocobHOCTM NoNb3oBaTEeNA AOIKHBIM 0Dpa30M BhINOMHATL CAMOTECTUPOBAHUE ACMKHA ObITh
npoBeAeHa no 3aBepLUeHUn NporpaMmmel 0dyveHus.

OueHKa gomkHa BKNoYaTb B CeDS NpakTUYecknin TeCT TEXHUYECKOTro MacTepcTBa U/Mnm nMcbMeHHbIN
TeCT MOHUMaHUAL.

[Tpumeyadnwmne—Moxer ODbiTb XenatenbHOW NepPnognveckasl NOBTOPHAaNA OUeHKa Mnorib3oBaTenen, Ytobbl oue-
HUTb NX COOTBETCTBUE TPEOOBAHUSM N NOATBEPANTL COXPAHEHUE UMUN KOMIMETEHTHOCTM.

N3roToBUTESNb ACIMKEH NPeJoCTaBUTb METO AOKYMEHTUPOBAHUSA YCMELHOro 3aBepLUIeHNsS NoNb3oBaTe-
nem nporpamMmmsl 06paszoBaHUs.

[TpunmeyaHune— ObyveHne MoxXeT ObITb 3aperncTPMPOBaHO N3rOTOBUTENEM UITU MEAVULMHCKUM PADOTHUKOM.

8 lMpoBepka padbounx xapakTepucTuK CUCTEMBbI

8.1 O6wme nonoxeHUA

MccneaoBaHMs NPoBEPKN pabounx XxapakTepUcTUK CUCTEMbI AOMKHBLI NPOBOAUTLCS Kak YaCTb KOHTPOMS
MNPOEKTUPOBAHUA CUCTEMbBI U3rOTOBUTENS, YTODLI NPOAEMOHCTPUPOBATL, YTC CUCTEMA MOHUTOPUHrA in Vitro
nepopanbLHOW Tepannm aHTUKoarynaHTaMmmu cooTBETCTBYET TpeboBaHUAM NPaBUNbLHOCTU, NPELM3NOHHOCTU U
TOYHOCTU CUCTEMBI.

[MpumeHsitoT TpeboBaHus, onpegeneHHble B UCO 13485.

8.2 Bknagbl B HeonpegeneHHOCTb U3MepeHUus

PaKkTopbl, KOTOPLIE BMTUAKOT HA TOYHOCTL (NPEeLU3NOHHOCTL U NpaBUNbLHOCTL) pesynbTaTtoB MHO nBHOCAT
CBOW BKNaa B HeonpeaeneHHOCTb N3MepeHust, A0IMKHbI ObITb MOAEHTUPULIMPOBAHBLI U y4TEHBI NPpK pa3paboTke
nporpamMmmsbl MPOBEPKA.

DTN pakTopbl BKMHOYAKOT BHYTPUMHAMBUAYANBHYHO OUONOrMYEcCKyo BapuaLuo, HeonpeaeneHHOCTh
N3MEpPEHNs NPUNMCaHHOro 3HavYeHnst kannbpartopa (HexBaTka pedpepeHTHOro Mmartepmnana 6onee BbICOKOro
YPOBHSA N OrpaHnYeHna pedpepeHTHOU MeToaANKN uaMmepeHunsa, pekomeHgosaHHou BO3), pasnuuusa gakTopa
YYBCTBUTENLHOCTU, PA3NUUNS MeXOy NapTUAMM peakTuBa, HECTabMNbHOCTL peakTuBa N HENPELUM3MOHHOCTL
N3MepeHuns.

[TpyumevyaHNHs

1 Cneundunka MHTEPEPUPYIOLLNX BEWECTB U 3PPEKTLI N30ONNPOBAHHLIX gedbnumntoB hakTopoB Koarynsaumm He
N3y4varoTcs Npu Bepudumkaumm paboumnx XxapakTepPUCTUK CUCTEMBbI.

2 lNpeanucaHnas pedepeHTHaa MeToanka nameperHus, metog BO3 HaAKNOHHOW NPOBUPKK, ABMAETCHA TPYAHO-
BbINONTHUMOW, B BbICOKOW CTENEHU 3aBUCUMOUN OT HABbIKOB MNMOMb30oBaTeNA U AeNCTBUTENbHA TONbKO Ansd oueHKn MHO mex-
ay 1,0 4,5, lNonbITkn paspaboTtate NUCTUHHLIN KannbpaTop He BbINn yecnewHbiMU. PetepeHTHas MeToanKa U3aMepeHus u
KanmbpaTtop MOryT BHECTM 3HAYUTENbHbLIW BKNAaA B YBENMUYEHUE HEONPEAENEHHOCTUN U3MEPEHUS MPOTPOMOUHOBOIO BpE-
MEHMN.
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8.3 lNpoBepka padbouyux xapakTepmcTuK CUCTeMbl

[TpoBepKa pabo4mnx xapakTepUcTUK cUCTeMbI AOMKHA ObITb BbINMOSHEHa CorfiacHo NMCbMEeHHOM Nnporpam-
Me. lNporpamma AomKkHa, Kak MUHUMYM, ONpeaennTb AeTanm 3KkCnepmmMmeHTa, MeTOAUKN aHannsa gaHHbIX U KpU-
Tepun npuemMnemoctn. CTaTUCTUYECKNe TMPOEeKThbl, BKYaAs YUCMO WHCTPYMEHTOB, edWHWUL, peakTuBa,
napannenbHbIX MPobd 1N KpUTepun NPUeMnemMocTu, 40MKHbI ObITb 0O0CHOBaHLI B rnporpamme. PesynbTaThl Npo-
BepPKN paboumnx xapakrepucTuK AOTKHbI ObITh 3aperncTpnupoBaHbl B OTYETe.

Bce KOMMOHEHTLI CUCTEMBI, OTOBPAHHOM AN OLUEHKN, BKIOYAst MHCTPYMEHTBI, PeakTUBLI N NPUHaANEX-
HOCTW, JOMMKHBI BbIThb NMpeacTaBUTENbHBIMK A1 NPCAYKTA, NpeAHa3Ha4YeHHOro AN Npoaaxu.

Cuctema MOHUTOPWHIA in vitro nepopansHON Tepanun aHTUKoarynaHTaMmm gomkHa 6 biTb OTHHCTUPOBAaHA
[0 NMPOBEPKN, COrMacHo UHCTPYKLUN U3roTOBUTENS (HAanNnpuMep, Yepes KogmpoBaHue, Ynnel). Hukakoe perynm-
POBaHUE He AOIMKHO NPOBOAUTLCA MeXay NOBTOPHLIMU U3MEPEHUAMUN, €CNA MHCTPYKUUA N3rOTOBUTENS He
onpeaensatoT perynmpoBaHne nepen KaxxabiM U3SMepeHUeM.

PekoMmeHOOBaHHbIE N3rOTOBUTENEM METOAMKN KOHTPOMSA JOIMKHbI ObiThb BbIMOMHEHb! A0 KaXXO0W Npo-
BEPKMW.

YHUKanbHbIN XapakTep U3MepeHunsi NpoTPOMBOUHOBOIO BPEMEH N, XapaKTepUCTUKN onpeaeneHHON CUCTe-
Mbl CAMOTECTUPOBAHUSA N HECTADUNMBbHOCTL 0OpPa3LOB AOIMKHBI ObITb MPUHSATHI BO BHUMAaHWE Npn paspaboTke
NpOorpamMmmebl 3KCNepUMEHTa ANA NPOBEPKU pabounx XxapakTepuUCcTUK CUCTEMBI.

COOTBETCTBYOWMN obpasel, ANA KaXaoro NpoBepovHOro uccnegosaHua onpegeneH B 8.4 u 8.5.
AnbTepHaTUBHBLIN 0Bpaszel, MOXET DbITb NCNOMNB3OBAH, YTOOLI OLLEHUTb onpeaeneHHble nepeMeHHble (Hanpu-
Mep, MPELM3NOHHOCTb OT UHCTPYMEHTA K UHCTPYMEHTY), ECIN HY>KHO NPOAEMOHCTPUPOBATL 3KBUBANEHTHOCTb
CBeXXeW KanunnsapHOW KpOBMN.

[TpumevyaHwmns

1 XoTd nuua, npuHnMaowme aHtaroHUCTbl BUTamuHa K, ABNSATCH npeanonaraeMmbiMn NoNb3oBaTeN MM yCTPOK-
CTBa, NPOTOKON TpebyeT, yTobbl 06pa3uUbl OT rPynnbl NOAEN, HE NPUHMMAICLWLMX AHTArOHUCTLI BUTaMunHa K, BbINn BKITIOYEHb!
B UccrnegoBaHue ansi NPOBEPKU NPUEMNEMON TOYHOCTU (MPELN3NOHHOCTU U NPaBUINBHOCTU) NO BCEMY MHTEPBANy N3mepe-
HUA, BKIIoYas 3HAYEHUSA HUXKE TepaneBTUYECKOro MHTepBana.

2 Oby4yaemblie onepaTtopbl MOryT BbIMONHUTL MPOBEPKY paboumnx XapakTepuctuk cuctemsl. HenpodeccmnoHansi
BbINONHSAT UCCneaoBaHus pabounx XxapakTepucTuK CUCTEMbI, ONMCaHHbIE B pasaene 9.

8.4 llpoBepKanpeyUn3INOHHOCTU UBMEepPEHUA

8.4.1 OOLwune nonoxeHus

[TpelI3MOHHOCTb N3MepPEHUS CUCTEMbBI MOHUTOPWHIA in Vitro nepopanbHON Tepanmnnu aHTUKoarynsiHTamu,
NCMONb3yeMOW ANs caMOTECTUPOBaHUSA, A0TKHA ObITb BepudpuLnpoBaHa B akTU4eCKUX UMM MoaennpyemblX
YCINOBUAX NCMOMNb30BAHUS.

[TOBTOPAEMOCTb U MPOMEXKYTOUHAA NPELU3NOHHOCTb U3MEPEHUA A0MKHBI ObITb NPOBEPEHLI MO OTHOLLIE-
HAKO K KPUTEPUSIM paboUnx XxapaKTepUCTUK, NONyHEHHbIM U3 KPUTEPUEB TOUHOCTU CUCTEMBI NO 8.5. Kputepuu
NPMeMNeMoCT OOMKHbI ObITb 3aperncTpupoBaHbl B NporpaMmme.

dncnepcnoHHbIN aHanNn3 ABNSAETCs NpeanoYTUTETbHbIM CTaTUCTUYECKUM MEeTOA0M ST OLLEeHKN MHOXKEeC-
TBEHHbIX aKTopoB. BeIBOP YMcna MHCTPYMEHTOB, NapTUI peaKkTUuBa U NOBTOPHbLIX UCCneaoBaHWUN AN UCTbITA-
HUASA NMPeLU3NOHHOCTU A0MMKeH ObiTb OCHOBAH Ha UCTOYHMKAX BapnadebHOCTU, NONYyYEeHHbIX U3 pe3ynbTaToB
ONCNEePCUOHHOro aHanmsa.

[TpnmedyaHune—OTHOCUTENBHO OBWMX NPUHUMNOB OUEHKU MPELM3NOHHOCTU MeToda m3amepeHuss cm. [3].

OnpefeneHnsa u NoHATUS NOBTOPSEMOCTN, BOCTIPOM3BOAMMOCTU U MPOMEXYTOUYHBIX YPOBHEN NPELM3NOHHOCTN ONUCaHb!
B [3], [6], [16].

[TocKoNbKY NpoBepKa NpeLn3noHHOCTU TpebyeT UCXoanTb U3 0ObIMHOW NMpoLeaypbl U3MEPEHUS, BbINOI-
HEHUA MHOTUX U3MEepPEeHNI U3 04HOro N 6onee 0dpasLOEB, AaHHBIE AOTKHBLI ObITh NPOBEPEHbI NPOTUB OO BEK-
TUBHbIX KPUTEPUEB BanNnMAHOCTW ANS BbisABNEeHUS 3 eKToB HeCcTabunbHOCTU Npoo.

[TpumevyaHwms

1 TonbKO orpaHnvyeHHas npoBepka nopTopsemMmocTn namepeHmns MHO moxeT bbiTb NpoBeaeHa HENOCPEACTBEHHO B
TeYeHne AONroro BpeMeHu, aAns MHOrMX NapTmm 1 MHOTMMM aHanNnUTUKaMn BCneacTemne HectabunbHOCTN 06pa3L OB KPOBW.
[TpoBepka ToHHOCTHK (CM. 8.5) NnpegHasHaveHa ans BKIIOYEHUSI HEOMNMPEAENEHHOCTH, BbI3BBAHHOW 3TUMW NEPEMEHHbIMMU.

2 CypporartHble Nnpobbl (HanpuMep, KOHTPOIbHbIE NPOOLI) M anbTepPHATUBHbIE NMOAX0Ab! K OLEHKE MOTryT BbITb HEOD-
XO0OMMbIMW AN OUEHKU BKNaga onpeaeneHHbiX NepemMeHHbiX. Takme OUeHKM — CyLeCTBEHHAasA YacTb NPOBEPKU NPOEKTA,
HO MOCKONbKY, HA4YMHas C UCCNeaoBaHUsA MPOEKTa, OHM UMET TeHAeHUMo BbiTb cneununyHbiMM ANs YCTPOWUCTBA,
OHU — BHe obrnacTm NpUuMeHeHNs HACTOSLWEro cTaHaapTa.
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8.4.2 [lpoBepKa NOBTOPAEMOCTU UBMEpPEHUA
8.4.2.1 ObLwme NnonoxeHns

[ToBTOPAEMOCTb U3MEPEHUA AoIMKHA ObIThb OLleHeHa Ha OCHOBE NapanfienbHbIX 00pa3LoB KanunsapHOn
KpoBW. HToObI NpMBNU3UTLCS K YCIOBUAM MOBTOPAEMOCTU, 06pasLbl 4OMKHbI ObITb B3AThl U M3MeEpeHbl B npeae-
flaxX KOPOTKOro NpoMeXXyTKa BpeMeH!.

Ob6bACHEeHWe NnaHa 3KcnepuMeHTa AoTKHO ObITh 3aperncTpmMpoBaHo B NporpamMMe.

[TpwnmedaHun e— PykoBogsawme NpuHUMNbl onpeaeneHns noBTOPAEMOCTU METOAVNKU namepeHuns cm. [16].

8.4.2.2 O0pasusbl

[TpoBepKa NOBTOPAEMOCTU AOIMKHA ObITh BLINMOSTHEHA CO CBEXUMUW 0bpasuaMn KanunisipHonu KpoBu, Mo
KpanHen mepe, oT 30 NaUuMeHTOB, NonydarLlmnx Tepannio aHTaroHucTamm ButammHa K, 1, no KkpanHen mepe, ot
15 YenoBek, He nony4atoLwmx neveHusa. lNauneHTbl 40MKHbBI ObITb OTODPaHbLI TaKUM 0Opa3oM, YTODLI 3HAYEHUS
MHQO oxBaTunnBecb MHTEPBaN U3MepeHnUst CUCTEMBI NP, Mo KpalnHen mepe, 15 naunMeHTax B KaXXKaoM U3 UHTEP-
BasioB, ornpegeneHHbIX B Tabnuue 1.

[1Ba obpasua A0MKHbI ObITh B3ATHI OT KXXA0ro naLMeHTa ¢ NoOMOLLbHO NPOKoNa KOXU (HanpuMmep, N3 AByX
nanbLeB).

3HaveHne MHO kaxxgoro obpasla AoMKHO BbITh onpeaeneHo, UCNONb3yd CUCTEMY MOHUTOPWHTA in Vitro
nepopanbHOU Tepanun aHTUKoarynsHTamMmu.

ObbemMHas 40NA SPUTPOLUMNTOB B KPOBU (reMaToKpUT) AoimkHa obiTh B npeaenax ot 0,35 go 0,50 n/n (oT
35 % 80 50 %).

Tabnwuwya 1 —WurepBansl MHO ans npoBepku NOBTOPAEMOCTUN N3MEPEHUS

AHTEepBan 3Ha4veHnsa MHO
HeTepaneBTn4eCcKkun Huxe 2,0
Huskum TepaneBTU4eCKUN Ot 2,0 no 3,0
BbICOKMM TepaneBTUYECKNIA Ot 3,1 no 4,5

[MTpunmeyaHun e— Martepmnansl cypporatHoro obpasua MoryT UCronb3oBaTbCsl BMECTO hakTuiyeckux obpasuos
NnaLneHTOB, YTOObI NPOBEPUTL BbICOKUN TepaneBTUYECKUI MHTepBarn.

8.4.2.3 VIHCTpYMEHTEI U peaKTUBbI

[TOBTOPAEMOCTb U3MEpPEeHNst MOXeT DbITh MpoBepeHa ¢ UICNONMb30BaHMEM OQHOIo NN bonee MHCTPYMEH-
TOB W 04HOW UK Bonee napTun peaktmea. Ecnu ucnonebsyeTcs bonblle, 4eMm oauH MHCTPYMEHT UMK NapTUd
peakTuBa, NiaH aKkcnepumeHTa 40MKeH NO3BONUTL MPOBECTM aHanM3 NOBTOPAEMOCTU B Npeaenax e AUHCTBEH-
HOrO WMHCTpyMeHTa W/unu B npedenax eauHCTBEHHOW napTum (Hanpumep, MeTtoauka AMCnepCUOHHOro
aHanmsa).

8.4.3 [lpoBepKa NpoOMeXyTo4yHOU NPeLyU3NOHHOCTU UBMEepeHun
8.4.3.1 Obwume nonoxeHnd

[TpoBepKa NPoMeXXyTOYHOU NPEeUn3MOHHOCTU USMepeHna A0IMKHa NPOBOAUTLCA B HOPManbHbIX YCIOBU-
AX LCNONb30BaHUA (TO €CTb UMHAUBUAYAalbHBLIM NONMb30oBaTENb B TeYEeHMEe MHOMMX AHEWN C OQHUM N TEM Xe
MHCTPYMEHTOM).

N3roToBUTENN AOMKHbI MCNOMNb30OBaTb AMCMEPCUOHHBIM aHanu3 Ana onpeaeneHns cylecTBeHHbIX
MCTOYHUKOB HeonpeaeieHHOCTN N3MepeHns, YToObl BKITHOYUTL X B UCMbITAHNE NMPOMEXYTOYHON NpeLn3noH-
HocTU. OObACHeHMe NnaHa 3KCrnepuMeHTa OO/PKHO OblTb 3aperncTpupoBaHo B nporpamme. Kak MUHUMYM,
M3roTOBUTENN OOJKHbI BKITHOYaTb KOMMNOHEHTbI HeonpeAeneHHOCTM «OT NapTUM KNapTUm», «0T UHCTPYMEHTA K
MHCTPYMEHTY» U «OTO AHSA KO JHIO» .

[TpomexyTouHaaA NpeLn3noHHOCTb U3MePEeHUsA A0IMKHa ObITb NpoBepeHa Ha NPOTSHKEeHNN BCEro NHTepBa-
fla U3MepPeHNs MHCTPYMEHTA.

[TpwnmeyaHwmne— PykoBogswme nNpuHUMNBLI NO ONPeaeneHutdo NPOMEXYTOHHON NPEeUn3nOHHOCTU U3MEPEHUS
cMm. [6].

8.4.3.1.1 Obpasubl

[TpomerkyTo4YHas npeum3nMoHHOCTb JOTKHA ObiTb NPOBEpPEHa C UCMOSIb30BAaHNEM KOHTPOJIbHOrO MaTepU-

ana B HN3KoM TepaneBTudeckoMm nHTepesane (MHO ot 2,0 go 3,0) 1 BLICOKOM TepaneBTUYeCKOM UHTepBane
(MHO o1 3,1 804,5).

16



[OCT P UCO 17593—2009

KOHTpOonbHbIE MaTepuansl ACITKHbI ObITb NOArOTOBMNEHbLI COrMACHO NHCTPYKLUMSIM MO MPUMEHEHUNIO N3TO-
TOBUTENA. CTabunbHOCTb KOHTPOIbHBLIX 0Dpas3LOoB 3a nepuoa npoBedeHUs OUEeHKM OomkHa ObiTb noa-
TBEepXXaeHa.

8.4.3.1.2 VIHCTpYMEHTLI U peaKkTUBHI

o kpanHen mepe, 4OMXKHbI ObITb 0OTOOpaHbl 4ECATb MHCTPYMEHTOB, YTOObLI NPOBEPUTL MPOMEXKYTOYHYIO
MnpeLn3noHHOCTb U3MEPEHNA CUCTEMbI MOHUTOPWHTA in Vitro nepopanbHON Tepanun aHTUKoarynaHTaMmu.

[TpoBepka MoOXeT BbiTb BbINOMHEHA HA €AUNHCTBEHHOW NapTUM PeakTUBOB, €Cln AOCTYMHbIE AaHHbIe
O0EMOHCTPUPYIOT, YTO NPOMEXYTOUYHAA NPELU3NOHHOCTL (BKITHOYAasi NOBTOPSIEMOCTb) HE 3aBUCUT CYLLLIECTBEHHO
OT NapTuun peakTnuea. B apyrnx cnydasax goIKHbl MICNONb30BaTbLCS MHOXKECTBEHHbIE MapTUU, N 3KCNEPUMEHT
0OIKeH BbITb paspadboTaH Takum obpasomM, YTobbl BKITHOUYUTb U3MEHUYMBOCTb «OT NapTUM K napTum». Yicno
MCNOSb3YEMBIX MapTUA AOIMKHO BbITb ONpaBaaHo (Kak MUHUMYM, ObITb PaBHBLIM TPEM).

LdomkHa bbITb UCccneaoBaHa napTusa unM4acTtb napTun. EcnvnonHasa naptTnsa HegocTynHa, eeYyacTb UCTa-
TYC Matepunana aAomkKHbl ObITb 3apPerncTpUpoBaHhl.

EAnMHMLBI peakTBa OOMKHbI ObITh B3SIThI, MO KpaUHEN Mepe, U3 AecCATU PrakoHOB UK NakeToB. [1por-
paMMa NPOBEPKN AO/MKHA rapaHTUpoBaThb, UTO AdaHHble O pa3fIMYHBIX NMepemMeHHbIX (Hanpumep, naptuu,
MHCTPYMEHT) He nepenyTaHbl.

8.4.3.2 llpouenypa npoBepKn

MunHMManbHasa cxema npoBepKN MPOMEXKYTOYHON NPEeLM3NOHHOCTN B TeYEeHWe MHOrMxX AHen TpebyeT
O[JHOro NU3MepeHns B AeHb Kaxkaoro obpasua B TedeHne 10 gHen Ana Kaxkaoro 3 4ecAT UHCTPYMEHTOB.

MeToauka MmoXeT ObITb U3MeHeHa, YToDbl UICNOoMb30BaTb MHOTME NapTUM peakTuea. EanHMLbI peakTuBa
IOMKHBbI ObITb B3AThl U3 OHOMO 1 TOro Xe doflakoHa Uy nakeTa Ang Ka)kgoro obpasua.

8.4.4 AHanu3 AaHHbIX
8.4.4.1 BannaHoCcTb AaHHbIX

[1o Hayana aHanus3a gaHHble AOMMKHbI ObITb OLUEeHeHbl, YTOObl naeHTUMULMPOBaTb OLUUMDOKN U CBUOE-
TeNbCTBO HecTabunbHOCTM NP0O. O4YeBUAHBLIE OLLMOKK (HanpUuMep, CLINOKK TPpaHCKPUMNLIUAN, HEOAOCTATOUHbIN
0bBbeM Npodbl) AOMKHBI ObITh 3apPEerMcTpupoBaHbl U UCNpaBeHbl. HMKakme gaHHble HE MOTYT ObITb UCKMHOYEHbI
0e3 NpUYMHLI (Hanpumep, No 0 AHUM CTaTUCTUYECKMM NpudnMHam). HectabunbHOCTL NPpoD, BbipaXkeHHasi B APen-
be pesynbTaToB, MOXET ObiTb MAEHTUPULMPOBAHA C NOMOLLbK CTATUCTUYECKOrO aHanusa pesynbTaToB
napannenbHbIX Npod 13 kaxkgoro obpasua. NpuMeHsaT cneayowne pykosoasilme NpUHLAMbI:

- [1na gaHHbIX NOBTOPSAEMOCT BbIMACIAOT Npeden ananasoHa napannenbHbiX UamepeHi1 Ha OCHOBa-
HUK BCceX AaHHbIX. Ecnn npeunsnoHHocTb cBs3daHa ¢ MHO, To npegen agnanasoHa napannenbHbIX U3SMepeHniA
oyaeT Takke 3aBuceTb oT MHO, nockonbky 6onee Boblpa)KeHHbIE pasnuyna Mmexay pesynbtataMmu napannenb-
HBIX U3MEePEHUN MOTYT oxXnaaTtbea npu 6onee BblICOKMX 3HaveHnsax MHO. ObbacHeHMe ans aToro npeaena
OCHOBaHO Ha CTaTUCTUYECKOM pacnpegeneHnn guanasoHa U TakkKe 3aBUCUT OT NPeLUN3NCHHOCTU CUCTEMBI.
[Tpegen BbIMUCIAOT cneayrowmm obpasom:

1) BblMUCNAOT pasnuymne mexay napannenbHbIMU NU3MepeHUaMn ans Kaxkaoro cbpasua.
2) BbluMucnatoT cpegHee 3HavyeHUe napannenbHbIX UamepeHnUn AN Kaxaoro obpasua.

3) lNMony4atoT oLeHKY NpeLn3snoHHOCTU B Npeaenax obpasLa Ha OCHOBE pasNIMYHbLIX NCCNeaoBaHNM
Mnn cneundgunkaunm cnctemel. Nockonbky NpeUmM3noHHOCTL 00bIMHO YMeHbLlaeTess ¢ MHO, 3To aonk-
HO ObITb BblpaXXeHO KaK kKoapdpuumneHT Bapuauun (CV).

4) [na kaxgoro obpasua nauneHTa yMHOXaloT cpeaHee 3Ha4veHue napannenbHbiX U3MepeHnUn Ha
CVunzatemHa4,2. INonydyeHHoe YUCNO ABNAEeTCA nNpeaenioMm AnanasoHa napannenbHbeIX UsMepeHU
Onga AaHHOro nauneHTa.

5) Hanpumep, npeanonarareT, UTO ABa pes3ynbTata Angd naumeHta — 2,4 n 2,6. CpegHee 3HaJe-
Hne — 2,5. Ecnn CV 5 % mncnonbiyeTca Kak oLeHKa NpelyM3nMoHHOCTU B npedenax nayueHTa, Toraa
npeaen ananasoHa ayonukaTtoB 2,5 x 0,05 x 4,2 unun 0,525. Tak kak paktndeckoe pasnmime — 0,2,
cTabunbHOCTL NP6 BbINa bkl NpuemMnemas. Ecnn sHavyeHmnst napannenbHbIXNpod ObINMM 2,21 2,8, TOr-
na cpefHee 3HauveHue BcCe elle byaeTt 2,5, HO 3TO pasnuyne nNpeBbICUNO ObI Npeaen AnanasoHa
napannenbHbIX U3SMepeHNNA.

[TpumeydyaHun e— BeposaTHOCTb pas3nuYnsl pe3ynbTaToB NapannenbHbiX N3MEPEHU, NPEBbLIWAOLWErO npeaern
ananasoHa napannenbHbiX namepeHuin, coctasnseT 99,7 %, 4To yKasbiBAET HA HEAENCTBUTENBHOCTb AaHHbIX N3-3a HECTA-
bunbHoCcTM NPob nnu apenda [12];

- Onga npomMeXXyTouHON NPELM3NOHHOCT M UCNOSb3YIOT BCE AaHHbIE, YTOObLI BBIMUCTTUTL Npeaenn NCKIoYe-
HUAS AaHHbIX. QTOT npeaen ocHOBaH Ha uccnegosaHum 10 obpasLoB K paspadboTaH, YTODObl OOHAPYXXUTL Kak
BbICOKME, TaK N HMA3KME BbiNnadatoLlme pesynbTaThl. ITO 3HAYEHNE MOXET ObITb BLIYMACNEHO crieayowmnm obpa-
30M;
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1) Ons kaxgoro obpasua BbIMUCNAT cpegHee 3HavYeHne M cTaHgapTHoe oTKNoHeHue (SD) ans
cepnun nz 10 obpasLoB.

2) TakxXe onpenensaroT MUHUMaNbHOE U MakCUManbHoe 3HavYeHnsa B cepun 13 10 obpasLoB.

3) BbiaucnawoT cnegytowyto ctatuctuky: (Makcumym — CpeagHee 3HadeHue )/CpeagHekBagpaTuyec-
koe oTKIoHeHue n (CpegHee 3HaveHne — MuHumym)/CpeaHekBagpaTUdeckoe OTKIOHEHME.

4) bepyT bonbLlee U3 3TUX ABYX YMcen. OTO NpeacTaBnsieT BO3IMOXHbIA NYHKT NO403peBaeMoro
pesynbTaTa.

5) Ecnu pesynbTaT wara 4 6onblue, 4em 2,48, To noao3peBaeMbl pe3ynbTaT NpeBbILAaeT npeaen
MCKNOYEHNA AaHHbIX.

[TpumevyaHwms

1 BeposaTHOCTb 3HA4YeHUS AaHHbIX, NMPEBbLIWAKLWMX Npeaen NCKNIYeHNA AaHHbIX, cocTasnsaeT 99 % Toro, 4YTo mx
KpanHne 3Ha4YeHUA He Bbl3BaHbl OCHOBHOW HENPELUN3NOHHOCTBIO CUCTEMBI. VIX HY)KHO paccmaTpuBaTh Kak Bblbpockl. OHK
NpeacTaBnsaloT Cny4vam Ype3BblHanHbIX YCNOBUN PaboThl, KOTOPLIE HE OXUAATCH NPU HOPMarnbHOM Ucnonb3oBaHum [17].

2 PykoBogsilwme npuHUmMnsl anst naeHtTndukauymm seldbpocos — cm. [16], [18].

[Tpn NCKNoYeHN AaHHbIX NPUMEHSAOT cneayroune TpedboBaHUS:

- JaHHble, onpedeneHHble Kak cTaTucTuideckme BbIOPOCHI, HE AOMKHBI UCKNoYATLCA. AHANM3 gaHHbIX
OOJKeH ObITb BbINMOMHEH, U pe3ynbTaThl COODLUEHEI C BKITIOYEHNEM N BE3 BKITHOYEHUSA BEIDPOCOB;

- ONs NOBTOPSAEMOCTU NPeBbILLIEHUEe NPUeMNeMoro npeagena pasnuyna mexay napannenbHbiMU nsmMe-
DEeHUSIMU YKa3bliBaeT Ha HecTabuneHoCTb Npob. Oba namepeHnsa dyayT cunMTaTbCa HEBEPHLIMU U HE OOTKHbI
MCNONMb30BaTLCH NMPU BbIMUCIIEHUN NOBTOPAEMOCTH;

- AN NPOMEXYTOUYHON NPeLUn3nOHHOCT TeHAEHUUA, NpeBbiWatoLwWas npuemMnemMsin Nnpeaen, ykasblBaeT
Ha HecTabunbHOCTL NPob. Bce namepeHns gaHHoW Npobbl byayT CHUTATLCS HEBEPHBLIMU U HE AOIMKHBI NpUMe-
HATLCH B BbIMUCIEHUSAX;

- ecnu Mmetoaunyveckast olnbka nnm coon MHCTPYMEHTA NPOU3oLLNIN BO BPEMSA UCTILITAHMUSA, AOMKHO ObITh
NpoBeaeHO uUccnegoBaHue ans onpegeneHUst NpudnHbl. iccnegoBaHWe M ero 3akmoveHns OoMKHbl ObITb
3aperncTpupoBaHbl B oTHeTE;

- ecnmnnpuynHa obHapyXeHa, pe3ynbTaT oT 3aTpoHYTOro obpasladyaeT cumtTaTbCsi HEBEPHBIM MHE A0I-
XXeH ObITb MPUMEHEH B BbIYNCNIEHUSAX;

- JaHHble, OTKMOHEHHbIE NO onpeaeneHHoON NpuinMHe (HanpumMmep, NoATBEPXKAEeHHAas oLMOKa aHanUT K-
Ka), MOryT ObITb 3aMeHeHbl HOBbIMU pe3ynbTaTaMmn U3MepPEeHUs;

- eCnn NpUYMHa He MOXeT ObITb onpeaeneHa, aHanns gaHHbIX A0MKeH ObITb BbINOMHEH, U pe3yNbTaThl
COODOLLEHbI C BKNOYEHUEM U Be3 BKIMIOYEHUNA paccMaTpUBaEMbIX AaHHbIX.

8.4.4.2 AHanM3 NnoBTOPAEMOCTU

CpeaHee apudpmeTndeckoe sHa4yeHMe, cpeaHekagpaTudeckoe OTKIIOHEHNE N KO3 PULUUEHT BapuaLlmnn
0N NOBTOPSAEMOCTU AOMKHbI ObITb BBIMACNEHBLI C MPUMEHEHUEM 3aPETMCTPUPOBAHHBIX CTATUCTUYECKNX NPO-
Leayp.

[ ns kaxxporo Habopa 0bpasyoB creayeTt coodbulaTte cCneayrLlyo MHQPoOpMaLUIo:

a) obulee cpeaHee apnudpmeTnieckoe aHaveHne Habnwogaemblx 3HavyeHA MHQO:;

b) cTaHaapTHOE OTKINOHEeHMe NOBTOPAEMOCTU C 95 Y% AoBepUTerbHbIM MHTEPBalioM U UHTEePBarioM 3Ha-
YeHUN (MMHUMaNbHOEe U MakCUMarnbHoe 3HavYeHUs) 1 koadpuuneHT Bapuauun (CV) ansa kaxaoro Habopa 3Ha-
yeHun MHO;

C) pestoMe NobbIX HeaeUCTBUTENBbHBIX AaHHbIX, MOAEHTUPULMNPOBAHHBIX U UCKNOYEHHBIX N3 CTATUCTU-
YeCKOro aHanmaa, Bknovas metoq naeHTudnukaummm n pesynbtaTbhl MCCNeaoBaHUS

d) CCbIJIKM Ha cTaTUCTUYECKME METOANKMN aHanusa.

[TpnmeyaHune—YTobbl BbIMUCTUTL CpeAHEKBAAPATUYECKOE OTKITOHEHNE N3MEPEHNA UK pehePEHTHOWN CUC-
Tembl (m/r), Heobxoanm cneayrowmin psa [19]:

1 & 5
SDi/r= | — X1 + Xoi ).
t/ \in ;( 1 2.')

YTo6bl NONYy4YnTh AOBEPUTENBHbLIN MHTEPBAN ANS 62 UMW 6, UCNONBb3YIOT BbIBOALI M3 HaKTa, YTo Nsd 2/c2 pacnpenene-
HO Kak Xn-KBagpaT co cTeneHsmu ceoboabl 2n —n=n.

[ToaTomy BepxHun (1 — o) npegen 4OBEPUTENBHOCTU (Ul) NONyYaoT N3 CreayoLLero:

n-sdﬁr

74N o

ul (szfr) =

ul (c; ;) = \/Ul(ﬁfn)-
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8.4.4.3 AHanuns npomMexxyTouHoM NnpeLmn3noHHOCTH

CpeaHee 3HavyeHUe, cTaHOapTHOE OTKNOHEeHUe U Ko PUUMEHT Bapuauun Ans npoMeXXyTo4YHOU nNpeLu-
3MOHHOCTU AOMKHbI ObITh BEIYMCNEHBI AN KaXXaoro obpasua ¢ CNonb3oBaHMEM AOKYMEHTUPOBAHHBIX CTaTUC-
TUYECKNX METOONK.

OuncnepcnoHHbIn aHanns (ANOVA) — npeanodTutenbHbliM MeTod ANa aHanusa gaHHbIX ANS NpoMexy-
TOYHOW NPeLN3NOHHOCTN.

O ns kaxaoro obpasya gomkHa ObITb cooblyeHa cneayowas MHPopMaLns:

a) oblee cpegHee 3Ha4veHWe Habntoaaembix 3HaveHUn MHO ana kakgoro obpasua;

b) cpeaHekBagpaTU4YecKoe OTKIMOHEHUE NPOMEXYTOUYHOU NpeUns3moHHOCTU ¢ 95 % aoBepuTenbHbIM
MHTepBanom n koadgpdpuumneHTom sapmauum (CV) sHaveHnn MHO kaxaoro obpasua;

C) pestoMe NnbdbbiX HeAeUCTBUTENBbHbLIX AaHHbIX, UASHTURULMPOBAHHBIX N UCKIMIOYEHHBIX N3 CTaTUCTU-
YeCKOoro aHanusa, Bkrnovaga metoa ngeHTudpukaunmm n pesynbtathl UCCNeaoBaHUA;

d) CCbIJIKM Ha METOAMNKMN CTAaTUCTUYECKOTo aHanmsa.

8.5 lpoBepKka TOYHOCTU CUCTEMDI

8.5.1 O6wune TpeboBaHuUA

TOYHOCTb CUCTEMBI AOIKHA ObITh NpoBepeHa B akTUYEeCKUX UM MOAEeNMMPYEeMbIX YCNOBUAX NCNOTb30-
BaHUAA.

[lpoBepKa TOYHOCTM CUCTEMBI A0ITKHA BKIIOYUTL cUcTeMaTudeckne adpdpekThl (CMeLlleHne ) U crydanHble
adpdpekThl (HENPELUN3NOHHOCTL), KOTopbIe DbINK Bbl UCNbITaHblI MHAUBUAYANBHBIM NOMNL30OBaTENEM B OXXMAae-
MbIX YCIOBUSIX UCNONb30BaHUS.

[ PUMEYAHWE — B3anMoOoOTHOLWLEHUSA Me}l(,ﬂ,y TOYHOCTbBH, MNMPaBUJ1IbHOCTBbKO U TNPEUNINOHHOCTBbKD PaCCMOTPEHDbLI
B [3].

MeToaunka nsmepeHusi, UCnonb3yemasi Kak OCHOBaHMe A NPOBEPKU TOYHOCTU CUCTEMBI, A0ITMKHA ObITb
bonee BbICOKOrO METPONOrMYECKOro YpoBHS, YeM UCMONb3yeMas ANd KanndpoBKU PYTUHHOW METOANKA U3ME-
PEHUSA KOHEYHBIX MONb30BaTENEN UMK, €CNN OHA TOrO XXe YPOBHSA, TO A0MKHa ObITh cBA3aHa ¢ MmeTtoankon BO3
nokavynBaHUa NpodUPKN Yepes oTAENbHYIO HEMPEPLIBHYHO LIEMOYKY.

[pumeHstoT TpeboBaHus, onpeageneHHble B EH 13612.

8.5.2 UccnepoBaHue nonynauuu

CyObeKThl, 3aperMcTpmpoBaHHbIE B UCCNeaoBaHUNU, ACMKHBI COOTBETCTBOBATL KpUTEPUSIM 0TOOpPA, yCTa-
HOBMNMEHHbIM B 7.1.

CTo BOCEMbAECAT NALMEHTOB, NONyYaoLWUX NepopanbHyo Tepanunio aHTukoarynsaHTamm, 4omMKHbI ObITh
3aperncTpupoBaHbl, Kak MUHUMYM, B TpeX MecTax uccnegosaHus. B gononHeHune, 20 340p0OBLIX NICAEN O0OTXK-
Hbl BbITb 3aperncTpmMpoBaHbl BO BCeX MecTax uccrnegoBaHus.

[1Nn9a Kaxaoro naumeHTa Ao BKHbI ObIThb 3aperncTpupoBaHbl gemMmorpadundeckme gaHHble, uenesbie MHO 1
nokasaHus anga Tepanun aHTUKoarynsaHTamMmm, a angd 3goposbiX Nrogen — aemorpadgpunyieckme gaHHbIe.

3HaveHusa MHO y obcneaoBaHHbIX ML, ACIMKHBI NOKPLITE MHTepBan namepeHusa ot 1,0 ao 6,0 MHO npwu
M3MEPEHNN MOCTOAHHOWN METOANKOU N3MEPEHUA NIFOTOBUTENA UMW aNbTepHATUBHON METOOUKOWN N3MEPEHNS.
3HadveHnss MHO Bbiwe 6,0 4oKHBI ObITb UCKMTHOYEHHI.

[To KpanHen mepe, y 5 % obcnegoBaHHbIX N, (N = 10) AommkHbl ObITh 3HaYeHnss MHO mexay 4,6 16,0 (cm.
Tabnuuy 2 B 8.5.3). Ecnn Heobxoanmoe vnucno nayuneHtos ¢ MHO Bbile 4,5 He MOXeT ObITb NOMYyYEeHO Ha
HavYanbHbIX MECTax UccnegoBaHMs, MOXeT OblTb HEODX0AUMbIM pacLUpeHne nccrnegoBaHns B AONMONTHUTEb-
HbIX MecTaXx.

[ormkeH ObITb 3aperncTpupoBaH MHAMBUAYANBHBIN TEpaNeBTUYECKUAN NHTEPBAS KaXXA0ro nauueHTa.

8.5.3 O6Gpa3ubl

[1n9 NnpoBepKnU TOYHOCTU CUCTEMbI AOKHBI MCNONBL30BAaTLCS UMM 0B pa3LLbl CBEXEW KanunmsapHOU KPOBWU,
NN obpasLbl cBEXEN N cTabnnnanpoBaHHON BEHO3HOW KPOBH.

[1na BbIBpaHHOW N3roTOBUTENEM METOANKNA N3MEPEHNUA A0ITKHA NCNONb30BaTbLCH LUTpaTHad nnasma.

ObpasLbl CBEXEN KANUNMSAPHOW KPOBWU AOMMKHBLI ObITb CODpaHbl NMPOKONMOM KOXU (Hanpumep, KOHYUKA
nanbua). Kaxabsin obpasel, aomkeH obiTb cobpaH M3 0TAeNbHOro Npokona nansLua. JomMKHbI NCNoNb30BaThCH
TUNOBbLIE KOHTENHEPLI, pa3paboTaHHbIe ANnda cbopa KanunnsipHoOU KpoBU, eCnii 3TO NPUMEHUMO.

ObpasLbl ACIMKHbI ObITh NOArCTOBMEHLI M 0bpaboTaHbl COrMacHO UHCTPYKUMSAM NO NPUMEHEHWIO, BKIHO-
yag npeaBapuUTensHyo 0bpaboTKy Npobbl, ecnn TpebyeTcs.

Kaxkabin obpasel AomkeH MUMeTb 40CTaTOUYHbIN 0ObeM AN UsMepeHnsa 1, No KpanHen mepe, anst napan-
NEeNbHOro N3SMepeHnd B COOTBETCTBUN C METOAUKON U3MEPEHUA N3TOTOBUTENS.

Kpnutepmnmn UCKNIOYEHUS, TUNa 06 beMHON O0NN SPUTPOLMUTOB (reMaToKpPUT), AOIKHbI ObITb OCHOBAaHbI HA
MHCTPYKLUAX U3rOTOBUTENA NO NMPUMEHEHUIO 1 onpeaeneHsl B npotokone. OaHako obpasubl ¢ 06 beMHBIMUA
O0ONSAMUN 3pUTPOLUUTOB OT 35 % 00 50 % A0MKHBI ObITb BKIHOYEHDI.
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3HaveHna MHO gormkHbl ObITh pacnpeaeneHsl, Kak onpegeneHo B Tabnuue 2.
3Ha4veHunsst MHO gormkHbl ObITb onpegeneHbl CUCTEMOW AN MOHUTOPWHIA in vitro nepopanbHOU Tepanuin
aHTUKoarynaHTamu.

abnunua 2— 3HaveHnsa MHO B obpasuax anst NpoBepKkU TOHYHOCTU CUCTEMBI

Yucnosasa nona npob?, % 3HaveHua MHQO
10—15 Huxe 2,0
15—40 OT1 2,0 go 2,8
15—40 OT1 2,9 go 3,7
10—30 Ot 3,8 004,5
5—10 OT14,6 go 6,0

“ Ecnu kaTeropus 3anonHeHa (To eCTb MakCUManbHO AOMYCTUMbIMA NMPOLEHT OCTUIHYT), bonblue Npod HE MOMXKET
ObITb AOMNONTHEHO B AAHHYIO KATEMOPULO.

8.5.4 UHCTPYMEHTDLI U peaKkTUBLI

[TpoBepKa TOUHOCTU cUCTEMBI B 8.5.7 npeanonaraeT, UTo ANs Kaxaoro obcnegyemoro byaet NCnonb3o-
BaH OAWH MHCTPYMeEHT. cnonb3oBaHue bonblle, YeM OAHOro MHCTPYMEHTA, AN obcneayemMmoro MoXeT ObIThb
HeobXoAUMBIM, UTOOBI MUHUMN3UPOBATL BRpEMS MeXAyY napannensHbiMiA nsmepeHuamn. Ecnmnpegnonaraet-
CH UCNONb3oBaTh boNnee 0AHOMO UHCTPYMEHTA, TO UHCTPYMEHTHI CriealyeT pOTUPOBATL B MPOLLeCCe BbINMONMHEHUS
NporpamMmmsel Takum cbpasom, 4Tobbl YNCNO 0BPa3LOB, U3MEPEHHBIX KaXXAbIM UHCTPYMEHTOM, ObING PaBHbLIM.

[TpumedaHune—Vcnonb3oBaHne BOMbLIEro YUCNa UHCTPYMEHTOB YBEMNUUUBAET MPOMEXYTOUHYIO BapUaHCy
N3MEPEHUS, MOTOMY YTO Bapuaumsi OT MHCTPYMEHTA K MHCTPYMEHTY He Habntoganace 6bl Npy BbINONHEHUN NCCNEA0BaHUSA
4718 OQHOro NauneHTa Ha OQHOM U TOM X MHCTPYMEHTE. ITO TaKKE YCPEeaHseT onpeaeneHHble BNUSHNS MHANBUAYanbHbIX
MHCTPYMEHTOB (MOTEHLUMANBHO YBENMUYMBAIOLLEECH UNTN YMEHBLLAKLLEECH CMELLEHNE U3MEPEHNUST).

Ecnun pasHble obcnegyemble UCMOMb3YIOT OAUH U TOT XKe UHCTPYMEHT, MOXET ObITb HE0OX0AMMON OUNC-
TKa UHCTPYMEHTAa BO n3bexkaHune nepegaydn ¢ KpoBbo 00Ne3HETBOPHBLIX MUKPOOPTraHM3MOB. VI3roToOBUTE NN O0T1-
XHbI YTBEPAUTE MEeTOAUKY OUYNCTKN U BKITHOUYUATb MHQOPMaLUIO MO OYUCTKE B PYKOBOACTBO A4 NoNb3oBaTeNneu.

[To KpanHen mepe, ABe NapTUM peakTuea AOMKHbI ObITb BKIHOYEHLI B UCCNeoBaHUE Mo NPoBepKe TOYHOC-
TU CUCTEMBI.

8.5.5 BbibpaHHaa usroroButTenemM MeToauka uamepeHus

N3roToBUTENb ACIMTKEH YCTAHOBUTL BbIDpaHHYO U/UNMU NOCTOAHHYIO METOAUKY U3MEPEHUS, MPOCNeXnBa-
eMyo 40 pYyHYHON MeTOANKU pedpepeHTHOro M3MepeHus nokavnBaHnUa npoburpkn, NCNonbayoLlen MexayHapoa-
HbIN pedepeHTHbIN NpenapaT TpoMdonacTuHa.

MeToauka aomkHa cogepaTtb onucaHune npoueaypbl coopa npodbl OTHOCUTENBHO KOHLIEHTPAaL MK CONU
NMUMOHHOW KUCNOThHI U MapKK YCTPOMUCTBa Anst cbopa.

[MpumeHsitoT TpeboBaHus, onpegeneHHble B UCO 17511.

[TpuMeHsaT TpeboBaHus, onpegeneHHble B pasgenax 5 n 6, cepun TexHudecknx otyetoB BO3, Ne 889,
1999.

[TpumedaHune 1— OnanpunnceiBaHns pedhepeHTHbIX 3HAYEHUN MOXET NCMNONb30BaTbCH PYTUHHAA METOAMNKA
N3MEPEHUSA CBEPTbIBAHUSA (Hanpumep, B DONbHUYHOW Unn ambynatopHon nabopartopumn), KOTopas NpocnexmnBaeTcs Ao
PyYHOW pehepEeHTHOW METOANKN N3MEPEHUS NOKAYMBAHUA NPOBUPKM C UCNONBb30BAHUEM MEXAYHAPOAHOIO pePepeHTHOro
npenapara TpombonnacTuHa n NoaTBeEPXA4eHa B OTHOWEHUN NPaBUNBHOCTU U NPELN3NOHHOCTU MYTEM CPABHEHUS C Bbl-
BpaHHON M3roTOBUTENEM UITN NOCTOAHHOW METOANKON N3MEPEHUSA U3TOTOBUTENS.

[eTanbHoe onncaHne MeTogukn namepeHunst, obbIMHO onpegenstoLllen pedepeHTHbIe 3Ha4YeHUs!, BKIHO-
Yyag NPOCNeXMBaeMoCTb 40 PyUHON pedpepeHTHOU METOANKN UIMEPEHUNA NOKaYUBaHMS NPODOUPKA C UCNONBb3O-
BaHMEM MexayHapoaHoro pedpepeHTHOro npenaparta TpomMbonnactiHa Mnu sKBUBaNeHTHOCTb BblIDpaHHOM
NN NOCTOAHHOW METOANKN U3MEPEHUSA U3TOTOBUTENS, ACMKHO ObITb 3aperncTpUpoBaHOo B NPOTOKONE.

[TpumevaHune 2—Illpumepbl NOAXOAAWMX LeNen NPOCNEXNBAEMOCTU AN BbIDpaHHOW npoueaypbl namepe-
HUSA N3rOTOBUTENA NpeacTaBneHbl B NpunoxexHnn B, pucyHkn B.2 n B. 3.

ECnn n3rotoBUTENb 3aKNOYNUT KOHTPAaKT ¢ nabopaTtopuren pedepeHTHLIX U3MEepPEeHUA, TO AOIKHBLI ObITh
npeanpUHATLI COOTBETCTBYIOLLME MePbI AN NOATBEPXKAEHUS TOrO, YTO NabopaTtopusa 4ocTaToOuHO KBanudnum-
poBaHa, YToObI BLINOMHATL NpoLeaypy M3mMepeHus.

[TpumevyaHue 3— B KadyecTBe PyKOBOACTBA MOXET ObITb ncnones3osaH [20].

20



[OCT P UCO 17593—2009

8.5.6 lpoeKkTuccnegoBaHuA

TOYHOCTb CUCTEMbI MOXKET DbITh NPOBEpPEHa, NCMOMb3YA UM OQHO- N ABYXCTYNEeHYaToe CpaBHEHMe.

[TpnoaHOCTYNEHYATOM CPpaBHEHUN KANMUNMSAPHYIO KPOBb CPAaBHUBAKOT C BEHO3HOM KPOBbIo Oe3 aHTUKoary-
naHTa (ecnu TpebyeTcs Kak npmemMnemMsii TUN Npodbl) U LUTPaTHOM NNasMoun.

[Tpn ABYXCTYNeH4YaTOM CpaBHEHUU KaNUNNAPHYH KPOBb CPaBHUBAKOT C BEHO3HOM KPOBbLHO De3 aHTUKoary-
NaHTAa, U BEHO3HY0 KPOBb B3 aHTUKoarynsaHTa cpaBHUBAKOT C LUMTPATHOW NNAa3Mon. DTOT NoAX0O MOXKET ObITh
MCNONb30BaH B cnyyae, eclii OTHOLWEHUA MeXxay BeHO3HOW U KanunnapHOU KpOBbHO YCTaHOBMEHHI.

[1TpunmeyaHune—IJlwbas npoueaypa NO3BONSAET BbINONHUTL HECKONBKO NapannenbHbIX U3MEPEHNN N3 KaXXA0ro
obOpasua BEHO3HOW KPOBW. [103TOMY OLEHKA Pa3nUYHbIX UCTOYMHUKOB Baprnauum (HanpumMmep, NnapTum peakTuBa, UHCTPYMEH-
Tbl, 0ObEMHAs AONS IPUTPOLUUTOB) MOXKET ObITb MPOBEAEHA C YBENTUHEHHON CTAaTUCTUHECKOWN CUTMOW.

NMHauBmayanbHble NU3AMepPeHNa CUCTEMON MOHUTOPUHIA In vitro nepopanbHOU Tepanun aHTUKoarynaHTa-
MW OOJTKHBI ObITb CpaBHeHbI ¢ pedepeHTHbIMK 3HavYeHuamMn MHO, onpegeneHHbIMW B COOTBETCTBUN C NpPOLLe-
Oypon NU3MepeHuss U3rotoButens (To ecTb BbIOpaHHOM UMM NOCTOSAHHOM METOAWMKON U3MEPEHUs UNU B
COOTBETCTBUU C APYron yTBepPXXAeHHOU MeTOANKON U3MepeHUd, KoTopad AaeT 3KBUBANEeHTHbIe pe3ynbTaThl).

8.5.7 MeTtoguka

8.5.7.1 ObLwime NonoXeHus

N3roToBUTENL MOXET NpeanovyecTb OAHOCTYNeHYaTyo UM ABYXCTYNeH4YaTyo MeToaunky. [Npenmyllec-
TBA M HegoCTaTKU KaXkaon MeToauKkm onncaHbl B 8.5.7.2118.5.7.3.

[TpnBeaeHHbIE Aanee nnaHbl 3KCnepuMeHTa rnpeacTaBnatoT MUHUManbHble TPeDOoBaHUA AN MPOBEPKA
TOYHOCTU cncTemMbl. MeToanKkn MOryT ObiTb BUAOU3IMEHEHLI, YTOOLI MPUCNOCODUTLCA K MHOTUM NMapTUSIM peak-
TUBOB UM ApYrMm dpakTopam.

8.5.7.2 OgHocTyneH4YaTasa MeToauka

[1Ba obpasya kannnnsapHOU KpoBU A0MKHBLI ObITb CODPaHbI OT KaXkaoro obcrnegyemMoro cornacHoO MHCTPYK-
LMAM U3rOTOBUTENSA NO NPUMEHEHUIO ANA napanfenbHblX U3SMepeHniA CUCTEMON MOHUTOPUHrA in vitro nepo-
panbHOW Tepanun aHTUKoarynaHTamMmu.

OaHoBpeMeHHOo obpasel, UUMTpaTHON BEHO3HOM KPOBW A0ITMKEH ObITh cobpaH y 0bcneayemMoro onbiTHbIM
hneboTOMUCTOM B COOTBETCTBUN C TpeboBaHUAMMN pedpepPeHTHOU MEeTOAUKU namepeHuns (cm. 8.5.5). Ecnu
M3roTOBUTENbL NpeaHasHavyaeT UCMONb3oBaTh YCTPOUCTBO ANA BEHO3HOW KPOBU, He coaepiKallen aHTukoary-
NAHTHLI, AOMKHA ObITb cobpaHa npoba aaHHoro Tna. BeHo3Hasa KpoBb 6e3 aHTUKoAarynsiHTa MoXeT UCMONb30-
BaTbCSA AN UCCNeaoBaHUS NNasMbl nocne AcdbasneHUs LUTpaTHOroC aHTUKoarynsaHTa u otaeneHuns oegHoun
TpOMOOLIMTAMM NNA3MBI.

Obpasubl KanMnIsipHOU U BEHO3HOW KPOBU (€CnN NPUMEHUMO) AOMKHBI ObITb U3MEPEHBI OLEHUBAEMbIM
YCTPOWUCTBOM COIMacHO MHCTPYKLUUAM N3rOTOBUTENS MO NPUMEHEHWIO, U pe3ynbTaT ACITKEH ObIThb 3aperncTpu-
POBaH B NUCTe AaHHbIX cbopa obpa3LoB.

[locne nsmepeHna CUCTeMOU MOHUTOPUHTa In vitronepopanbHON Tepan aHTUKoarynaHTamMmm (ecrnm rnpu-
MEeHUMO) 0bpaseL, BeHO3HOW KpOBM A0IIKEeH BbITb 0bpaboTaH 1 NpoaHanuM3npoBaH B COOTBETCTBUM C NOCTOAH-
HON MEeTOAUKOWU U3IMepeHUs WU3roToBUTend WUnnu anbTepHaTUBHOU MEeTOAUKOU usmMepeHua (cMm. 8.5.5), u
pesynbtat MHO aonkeH bbITh 3aperncTpmMpoBaH B NUCTE AaHHbIX coopa.

ObbeMHasa oonsa spuUTpoUnUTOB (3HAYEHNE reMaToKpuTa) A0KHA ObITb M3MepeHa B Kaxkaom obpasLe,
4yToObl NOATBEPANTL, UTO 3HaYeHNe — B Npeaenax NpUeMnemMoro nHTepeana, onpegeneHHoro ansa yctpou-
cTBa. Pe3synbTaTtbl 4OMKHBLI ObITh 3apPErncTpUpoBaHbl B NMUCTE AaHHLIX cObopa nNpood.

8.5.7.3 [ByxcTyneH4yaTtas MeToauKa

B AByXCTyneH4YaTOW MeToauKe:

a) B TeyeHue NepBoro atana AofmkHa ObITh NokasaHa 3KBUBANEHTHOCTb BEHO3HOW U KANMUNNSIPHOW KPo-

BU, U

b) B TeuyeHne BTOPOro atana dyayT UCNOMNb30BaTbLCHA BEHO3HAs KpOBb Oe3 aHTUKoarynsHTa kak obpasel,

ONs1 YCTPONUCTBA UCCNeaoBaHUs KPOBU U BEHO3HAS LUTpaTHaa nnasma 13 Toro XXe BeHO3HOro obpasua

ON9 COOTBETCTBYIOLEro Metoaa cpaBHeHuUs.

Ha nepBom aTane Asa obpasua KanunnapHou KpoBU A0IMKHBI ObITb cOBpaHbl y KaXaoro obcneayemoro
COrNacHO MHCTPYKLUMN U3TrOTOBUTENS NO NMPUMEHEHUIO ANA napannenbHbIX U3aMepeHUn CUCTEMOU MOHUTOPUHTa
in vitro nepopanbHOU Tepannn aHTUKoarynaHTamMmu.

OaHoBpeMeHHO obpasel, BeHO3HOW KPpOBU A0MKEH ObITb COBPpaH y UCMbITYEMOTO NnnLa onbITHLIM nebo-
TOMWACTOM B COOTBETCTBUN C TPEOOBAHUAMU CUCTEMbBI CAMOTECTUPOBAHNSA In Vitro.

ObpasLbl A0TKHBI ObITb N3MEPEHBI OLLEHUBAEMbIM YCTPOWUCTBOM COMMAacHO MHCTPYKLUUAM U3rOTOBUTENS
Mo NPUMEHEHUIO, N pe3ynbTaThl AOIMKHbLI ObITh 3aperMcTpUpPoBaHbl B NUCTE AaHHbIX cbopa.

[Tocne Toro, Kak NPoAeMOHCTPUPOBAHA 3KBUBANEHTHOCTb KanunsapHoOM U BEHO3HOMN KPpOBM De3 aHTUKoa-
'YNAHTA, MOXeT ObITb MPOBEAEHO BTOPOE CpaBHEHME 3Tana (To eCcTb MexXay obpasLaMmm BEHO3HOW KpoBUK De3s
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aHTUKOArynsiHtTa n LMTpaTHOM Nnasmon). 3To cpaBHEHUE MOXET ObITb NMPOBEAEHO B MeCcTax, KOTOPhLIE SABMNSAHOT-
cA oTAaneHHbIMW Mo BpeMeHU U MeCTy OT OpUrMHanbHOro nccrnegoBaHUA 3KBUBANTEHTHOCTU KanuniapHOU Ui
BEHO3HOW KPOBM.

[MTpumevaHne 1—B HacTosIWEM CTaHOAPTE «3KBUBANEHTHLINY® O3HAYAET HE OTNUYAaLWMNCH 3HAYUNTENBHO
[yrnoBon KoapduumneHT NuHenHon perpeccum (slope) = ot 0,95 go 1,05, otcekaembin OTPE3OK HA OCK opanHaT (intercept) =
=+ 0,1 MHO] B akcnepumeHTe C COOTBETCTBYIOLWEN CTATUCTUYECKON CUTOWN.

Ha BTopOoM aTane ocbpasel, BEHO3HOM KPOBM De3 aHTUKoarynsiHTa Ao/PKeH ObliTb M3MepPEH OLLIEHMBAEMBIM
YCTPOMUCTBOM COMMacHO UHCTPYKLUUAM U3rOTOBUTENA NO NMPUMEHEHUIO, N pe3ynbTaT 3aperncTpupoBaH B NIUCTe
cbopa gaHHbIX.

ObpaseLl BeHO3HOW KpOBM A0STKEH ObITb 00paboTaH HeMmeaneHHO U n3aMmepeH pedepeHTHON MEeTOANKOW
namepeHuns (cMm. 8.5.5), npesynbtat MHO gonxkeH bObITh 3aperncTpmpoBaH B NUCTe cbopa AaHHbIX.

ObbemMHas Oons 3puUTPOLIUTOB (3HAYEHNE reMaToKpuTa) AomkHa ObITb U3MepeHa B KaxXaom obpasLe,
YTOObI YOOCTOBEPUTL, YTO 3HAYEHNE — B Nnpeaenax npuemMnemMoro MHTepeana, onpeaeneHHoro Ans yctpou-
cTBa. Pe3synbTaThl AOMKHLI ObITh 32pErMcTPUpPOBaHbI B NMUCTe cbopa AaHHbIX.

[1ByxcTyneH4yatas mMeToamka pekoMeHayeTca AN ydacTKOB, Korga MpoKos nanbleB He BbINOMHUM
(cm. [21]).

[TpnmevaHne 2—Illpokonbl NanbLUeB MOryT OKa3aTbCs HE BbIMONMHUMbI U3-3a HeyaobcTB, gobaBnsembIX
NnaymMeHTy n3-3a AByX napannenbHbIX MPOKOMOB Arns NONy4YeHUs1 KanunispHOW M BEHO3HOW KPOBWU, a TAKKE:

- HEeTIPUHATHBI NMNauneHTaMn, KOTopble He A4aAyT Corracune Ha OCHOBE MHd)OpMElLI,HM, n/mnwu
- HEeTIPUHATBI nccriegoBarteriemMm BCrieacrene NClibl TbiIBa€MblX prﬂ,HOCTEI;I N3-3a PacxXxoda BpeMEHW Ha BbINOJIIHEHUE

npouegypeobl.

8.5.8 AHanu3 AaHHbIX

8.5.8.1 Obwume nonoxeHna

[1o aHannsa nUCTbl AaHHbIX AOIMKHBI ObITb OLEHEHbI, YTOObl MAEeHTUMULMPOBAaTL OYEeBUAHbBbIE OLUNDOKA
(Hanpumep, OLUMBKN TpaHCKPUMNLMKN, HeaoCcTaTOUHbIN 00beM obpasua KpoBu). [ omkHbl ObITb BHECEHBI COOT-
BETCTBYIOLLME NCNPaBNeHUA.

HukakmMe AOaHHble, NMPUHATBLIE NONb30OBaTENEM KaK AEUCTBUTENMbHbIE, HE MOTYT OblTb WUCKMHOUEHbl U3
OLEeHKM TOYHOCTU cucTembl. [lpn npoBepke TOYHOCTU CUCTEMBLI MPUMEHSAIOT crneaylue pykoBogdallme
NPUHLMNBI:

a) BcenpoueaypHbie oLLNOKN, COOU MHCTPYMEHTA M OTKa3bl KOHTPONMA AOJTKHbI ObITh UCCIeA0BaHbI, YTO-

Obl onpeaennTb NpUUnHy. ccnegoBaHue U ero 3aknioyeHns A0MKHbI ObITh 3apPEerncTpupoBaHbl B OTYETE.

b) Ecnu pesynbTaTt ObIN NPUHAT NONb30BaTENeM Kak AeUCTBUTENLHLIW, Aa)Xe NPpWU TOM, UTO AaBanoch

oLInMboYHOEe coobleHne, ecnn Npeaen KOHTPOoNs ObIN NpeBbIleH UK ecnn NponsoLlna npoueaypHas

OLUMOKa, Takou pe3ynbTaT He A0IIKEH ObITb OTKNMOHEH. [prU4nHa TOro, YTO NoNb3oBaTeNb UTHOPUPOBAT

oLIMBOYHOE CoobLLIeHNe, 0TKas KOHTPONSA UNn NpoLeaypHYHo oLLMOKY, A0MKHA ObITb UCCNeqoBaHA.

c) HaHHble O0TKHbI ObITb UCCcneaoBaHbl HA cTaTUCTUYECKNE BbIOPOCHI B COOTBETCTBUN C METOAMKOWN,

onpegeneHHoun B nporpamme. osmKkeH ObITh BLINMOMHEH aHaNN3 perpeccun n Koppensiumm, n otT4eT npea-

CTaBMNeH ¢ BKMOUYEeHNEeM BLIDPOCOB 1 0e3 HUX. [TyHKTBI AaHHBLIX BbIDPOCOB AOIMKHbI ObITh BKMOYEHLI B rpa-

b uKn ¢ NpUMeHeHneMm pasnMYHbIX CAMBOMOB. PykoBoasLwme npuHUMnel 4na naeHTudukaumm BeibpocoBs

npuBeaeHsbl B [16] 1 [22].

PesynbTaThl AOMKHBI ObITb COMNOCTABMNEHbI Ha rpaduke U npoaHanmM3npoBaHsbl, U AoMkKHa ObITb NpMBEae-
Ha crneayrowaga MHgopmauyms:

- obLlee Yncno npoaHannMnpoBaHHbIX 0bpasLoB;

- WHTepBan 3HavyeHn MHO, namepeHHbIX B COOTBETCTBUN C pedpepeHTHOU METOOUKON N3MEPEHUSA;

- rpadudeckoe npeacraBieHne AaHHbIX C COOTBETCTBYHOLEN CTATUCTUKONU (CM. NMpumMepbl B 8.5.8.2 U
8.5.8.3);

- pe3ynbTaTbl OLEHKU TOYHOCTU CUCTEMBI (CM. 8.6.2 1 8.6.3);

- pes3toMe BbIOPOCOB, UAEHTUMDULMPOBAHHBIX U UCKITIOYEHHbIX U3 CTAaTUCTUYECKOro aHanmaa, BKiovas
MeTOAMKY ANa naeHTudurkaunm BelopocoB U NTOMM UCCnegoBaHUA UX NPUYNHBIL, W

- bubnuorpadunyeckne ccblfikn Ha MeTOANKNA CTaTUCTUYECKOro aHanumsa.
8.5.8.2 ['padunkm pasnnyus

Pasnunyna mexay nHamsmnayanbHbIMU pe3ynbTaTamMun, NoNydYeHHbIMW C MOMOLLLIO CUCTEMbBbI MOHUTOPUHIA
In vitro nepopanbHON Tepannun aHTUKoarynaHTamm, 1 pedpepeHTHbIMU 3HAYEHUSIMU AOMKHBI ObITh NPpeAcTaBe-
Hbl Ha rpaduke Kak 3aBUCcUMbIe NnepeMeHHble. PedepeHTHble 3Ha4YeHUA MOryT ObITb CPeAHUMUN 3HAYEHUAMMU
napannenbHbIX U3MEPEHUMN.
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[[papnKn pasnnymnss — pekoMmeHaoBaHHbIN NoAxXod Ansl Toro, YTobbl M30bpa3nTb TOYHOCTb CUCTEMDI,
MOTOMY UTO CTAaTUCTUYECKME AONYLLEHUA MUHUMATbHBI, N NMPOLIEHT TOUYeK AaHHbIX, OTBeYaloLlWUX KpUTEpUAM
TOYHOCTU CUCTEMBI, TaK XKe, KaK U OL,eHKa CMeLLEHUNSA, MOTYT ObITb NErko BelumncneHsl. CM. [22] nnu [23].

["padunk pasnnuuua npoueHTa ¢ sHavyeHmnsamm MHO (npu ero HU3KUX 3HaYeHUAX) BOODLLE He NoaxoauT Ans
rpapn4eckon oUeHKM TOYHOCTU cuctemMbl. [JomnKHbl ObITb UCNONb3oBaHbl hakTudeckne pasnndng MHO. Peko-
MeHaoBaHHoe oTceYyHoe 3HaveHue 2,0 MHO.

Mpumep — MNpagbuk pe3ynbmamoe uccsrefo8aHusi NPoOB8epPKU cucmemMbl MOHUMOPUH2a rnepopasibHol mepa-
nuu aHmMukKoaz2ysssHmamu ripedcmasesieH Ha pucyHke 1. BepxHsiss u HUXHSS JTUHUU npedcmassisiiom Kpumepuu

npuemnemocmu u3 8.6.1.

Y
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X — pedepeHTHble 3HaveHnsa MHQO;

Y — pasnudue (Habnwoaaemble pedpepeHTHble 3HaveHnsa MHQO);
1T — BepxHUKU Npeaen NPUeMnemMoCcTH;

2 — HWXHUK Npeaen npuemMmnemMocTu

PucyHok 1 — [ paduk paznnumsa MHO

OueHKa TOYHOCTU CUCTEMBI A0IMKHA ObITb OCHOBaHAa Ha BCeX AaHHbIX, NPUHATLIX Nonb3oBaTenem. [Jomk-
Hbl ObITb NPUBEAEHbI Crieayowne cTaTucTUYeckne aarHele aAnga Kaxkgoro nHtepsana MHO B Tabnuue 3:

a) CmelleHMe (BbIMUCIIEHHOE KaK cpedHee 3HavYeHue pasnnynuin mexay pesynbtatamMmm CUCTEMbl MOHMU-
TOPWUHra nepopanbHoOn Tepannuu aHTukoarynaHTaMmmn n pedepeHTHbIMN 3HaYEeHUAMK) Tak XKe, Kak cTaH-
OapTHOE OTKNOHEeHMe pasnuini U cTaHaapTHas olwmMbKka cpegHero pasnuyms.

b) MNpoueHT pe3ynbTaToB B Npedenax Kputeprues NnpUeMnemMocT Anst TOMHOCTU CUCTEMbI, ONMUCAHHLIX B

8.6.1.Cm. 8.6.2.

c) VIHTepBan, KOTopbIX 0XBaTbIBaeT 95 % pasnuynn.

8.5.8.3 AHanus perpeccumn

MHanesuayansHele pe3ynbTaThl CUCTEMBI MOHUTOPWHIA /N Vitro nepopanbHon Tepannum aHTUKoarynsiHTa-
MW OOTKHbI ObITb NpeACcTaBNeHbl Kak 3aBUCUMBIE NepeMeHHbIe, a pedpepeHTHbIE 3HaYeHUS Kak He3aBUCUMbIE
nepemMeHHble. PedpepeHTHble 3Ha4YeHUs MOryT ObiTb CPeaHUMM 3HAYEeHUAMWU napannenbHbIX M3MEPEeHUN.
NaeHTUYHbIE WKanbl M MHTepBarnbl A0MMKHbI ObITb UCNONB30OBaHLI ANS X- U y-OCEMN.

YrnoBou KoagpULIMEeHT HaKInoHa NUHUK perpeccun (slope) n y — otcekaemMbl 0OTPE30K Ha OCU opauHaT
(intersept) AOMKHBI ObITb BbIMUCNEHEI B COOTBETCTBUM C NoAXoAsLWLEN METOANUKOW PpErpeccuoHHOro aHanumsa.
Mcnonb3yemMblin METOA AOIKEH ObITh 3a4aH B nporpamMmme.
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[TpumevyaHwmns

1 Mpumepbl BKNOYawT B cebs HanMmeHbLline KBagapaTbl MIMHENHOW perpeccum n perpeccum [lemuHra, optoroHarnb-
HOW perpeccum (cneynarnbHbIv cnyyan perpeccumn lemndra) unm perpeccum Passing/Bablock. CooTBeTCTBYIOW NN perpec-
CUOHHbIN aHanu3 3aBUCUT OT COOTBETCTBUSA 4aHHbIX OnpegeneHHbIM CTaTUCTUYEeCKMM gonyweHunsam. PekomeHgaumm no
OLEHKE PErPECCUOHHbBIX METOANK AN NCCNEeA0BaAHNN CPABHEHUA METOA0B U NO BbIOOPY COOTBETCTBYHIOLWEN METOANKN PET-
PECCUOHHOIo aHanmnaa cum. [24] nnu [25].

2 CmelweHne MOXeT BbITb BbIMUCIIEHO N3 YPaBHEHUSA perpeccuim no otobpaHHbiM 3HaveHnam MHO (Hanpumep, no
KOHUEHTPpaUUAM, NPUHUMAEMbIM AN 000CHOBaHUA MeanLUMHCKOro pewenuns). Cm. [22].

lMpumep — Mpadghuk pezpeccuu no OaHHbLIM uccredo8aHUs! NPOBEPKU cucmemMbl MOHUMOPUH2a rniepopasb-
HOU mepanuu aHmuKoa2ynsitHmamu ripedcmassieH Ha pucyHke 2. [lee eHewHUe NUHUU npedcmassssiiom Kpumepuu
npuemnemocmu u3 8.6.1. Yennosou ko3 puyueHm HakmoHa nuHeuHou pezpeccuu — 1,132 + 0,054; y — mouka ne-
pece4dyeHust ocu opduHam — muHyc 0,2 + 0,1; koaghpuyuenm koppensyuu — 0,943.
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4,5

4,0

3,9

3,0

2,5
2,0
1,5

1,0

0,5

05 10 1,5 20 25 30 35 40 45 50 55 60 X

X — pedepeHTHble 3HaveHus MHO;
Y — Habnwpgaemble 3HaveHua MHO:;
T — BepxHUKU Npenen NPUemMnemMocCcTH;
2 — NUHUSA perpeccun;

3 — NUHUA UOEHTUYHOCTMU;

4 — HWXXHUK Npeaen NpUuemMnemMocTi

PUCYHOK 2 — [ paduK perpeccumn

B OTHOLLUEHWNX KaXKO0ro MecTa OLLeHKN AOMKHbI ObITh NpUBeAeHbI cneayoLwne cBeaeHUs:
- rpaguk paccedaHUs AaHHbIX C NpeanonaraeMov NMHUen perpeccun U NMHUen y = X;

- HaknoH (slope) n Todka nepecedeHUa (intercept) NMHUM NMHEUHOWN perpeccun ¢ AoBepUTerbHbIMIA
MHTepBanamu;

- KoappuumneHT koppenauun NnpcoHar.

[1aHHble BLIOPOCOB MOTYT OKa3aTb HeXenaTenbHoe BNUAHWUE Ha OLEHKU LLleHTpanbHOM TEHAEHUNUN U ONC-
nepcun. CtaTucTU4eckme napamMmeTpbl AOMKHBI ObITb BBIYMCIEHBI C BKITIOYEHUEM BbIBDPOCOB 1 Be3 HUX, 1 BCe
OaHHbIe OOMKHbI ObITh NpeAcTaBeHbl HA rpadgp ke perpeccu ¢ 0OTMeTKaMmm AaHHbIX BbIDPOCOB, 0003HAYEHHbI-
MW pa3IM4YHbIMN CUMBOTaMMN.
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8.6 MnHumMmanbHada npueMmnemMas TOMHOCTb CUCTEMbDI
8.6.1 TpeboBaHNe TOYHOCTU CUCTEMDI
MuHumanbHas npuemnemMad TOMHOCTb ANA pe3yNnbTaToB, NONMYyYEHHbIX CUCTEMON MOHUTOPWUHTA In Vitro
nepopanbHON Tepannun aHTUKoarynaHTaMmm gnsa caMmoTecTMpoBaHuUa dyaeT cneayowen:
- 90 % pasnuyunn mexay pesynbtatamu, NoNMyyYeHHbIMU CUCTEMOU MOHUTOPWHTA in vifro nepopanbHOu
Tepanun aHTUKoarynsaHTamMmu, U pesynbtatamm pedpepeHTHOU MeTOaNKN U3MEPEHUA B KOMOUHNPOBAH-
HeIX MHTepBanax MHO Huke 2,0 n oT 2,0 oo 4,5, byaeT B npeaenax, ykasaHHbIX B Tabnuue 3;
- CMelleHue (cpeaHee pasnuyne) mexagy cucTeMon MCHUTOPWHIa In vitronepopanbHON Tepanim aHTUKO-
arynsHtamum n pedpepeHTHOM MeToANKOU n3mepeHua B TepanesTndeckomnHTepeane (MHO 012,0004,5)

byaeTt meHbLue unu pasHo = 0,3 MHO;

[OCT P UCO 17593—2009

- CMelleHune pe3ynbTaToB Angd cynparepanesTtndeckoro nHtepeana (MHO ot 4,6 oo 6,0) 40MKHO ObITh

CooDLWEHO.

Tabnwuya 3— Kputepum kKavecTBa BbINOTHEHUS

MHTepean MHO

Honyctumoe pasnuyune
(90 % pesynbTaTtoB)

donyctumoe cMmelleHne
(CpegHee pasnuyune)

Huxxe 2,0 + 0,5 HenpumeHnmo
OT12,0004,5 30 % + 0,3
OT1 4,6 no 6,0 HenpumeHnmo HenpunmeHnmo

[TpumevaHnwune 1— Kpurepum MMHUMaNbHOW NPUEMITEMON TOYHOCTU OCHOBAHbI HA PaboUunX XapakTepucTukax,
npeacTaBNeHHbIX B HAaCTOsALWLEE BPEMSA HA PbIHKE CUCTEM MOHUTOPWHIA in Vilro nepopanbHON Tepanumn aHTUKoarynsHtamu,
KOTOPbIE XapaKTEPUIYIOT COBPEMEHHOE COCTOSIHME KavecTBa paboThl. TU CUCTEMbI NPEAOCTABNAIOT CYLLECTBEHHbLIE BbIT0-
Obl nagneHtam. Cm. [26], [27]. Cm. npunoxenne F ansa gononHUTensHOUM MHAQOPpMaLUnN.

XOTH HUKaAKNE KPUTEPUN SKCNNyaTaUMOHHBIX XapakTePUCTUK He yKasaHbl B MHTepBane 3HadeHnin MHO
oT 4,6 00 6,0, paznuyne n cMmelleHne AoIMKHbI ObITb BbIYUCIEHBI U NPUBEOEHbI B OTYETE.

[TpumevyaHue 2—Kpurepum npuMeHsIIoT Npu NPOBEPKE TOYHOCTU CUCTEMBbI, paboTe Ha KOTOPOW NpodeCccuo-
HalnbHbIE ONEepPaTopbl CUCTEMBI HAANeXawmm obpasom 0byueHbl, KoTopasi AOIKHbIM 00pa3om 06CNYXMBAETCH, N HEODXO-
OVMbIE MPOUEAYPbl PErYIMPOBKN M KOHTPONSA NPOBOAATCH B COOTBETCTBMU C UHCTPYKUMSIMU N3FOTOBUTENSA NO NPUMEHEHNIO.

8.6.2 OueHKa TOMHOCTU CUCTEMbI

[TpnemMnemMocTb CUCTEMBI MOHUTOPWHIA in vitro nepopanbHON Tepanun aHTUKoarynsiHTamMmm gommkHa obiTb
onpeageneHa c ncnons3sosaHnem scex 400 pesynbTaToB, nonyyeHHbix oT 200 obcnegoBaHHbIX ntogen. Hucno
npuemMnemMsix pesynbtTaTtoB B kKaXXaom uHTepane MHO gomkHo ObITb CNOXeHOo, 4TobbI onpeaennTs obllee
YMCNOo NpuemMnemMslx pesynbtaToB. [1poUeHT NpueMnemMblX pes3yrnbTaToB BeIYUCTISAOT Kak Y1Co NpuemMneMblX
pe3ynbTaToB, yMHOXeHHoe Ha 100 1 pasgeneHHoe Ha obLLee YMCno pes3yfibTaToB.

8.6.3 lNpeancraBneHue AaHHbIX

PesynbtaThl B MHTEpBanax MHO B tabnuue 3, A0/MKHbI ObITb NpeacTaBneHbl pasaenbHo, NOTOMY UTO K
KaXkaoMy MHTepBasny npuMeHnmMbl pasnnyHble Kputepum paboTol; cMm. 8.6.1.

PesynbTaThl AOMMKHBI ObITb NpeacTaBneHbl B Tabnuue anga kaxxgoro nHrepsana MHO.

PekomeHaoBaHHble hopMaThl 4N MeaUUUHCKUX pabOTHUKOB U Mofib3oBaTenen-HenpogpeccnoHanos
yKasaHbl B Tabnunuax 4 n 5. [laHHble B3aThl U3 8.6.2. HTepBan npeacrtasnseT 3HaveHnsa MHQO, oLeHeHHble
B 8.6.1. BepxHun npegen nHrepeana namepeHns MoXXeT ObiTh Bbille; cM. 4.2.

Tabnwuua 4 —Tllpumep npeacraBneHns pesynbTaToB TOYHOCTU CUCTEMBI AN NPOoeCcCUOHANbHOW MapPKUPOBKU

MHTepean MHO

B npepenax 0,3 MHO

B npeaenax 0,5 MHO

Cpeanee pasnudne MHO

Huxxe 2,0

100 %

100 %

0,1

MHTepsan MHO

B npepenax 10 %

B npepnenax 20 %

B npepenax 30 %

CpeaHee pasznuiue MRHO

Ot 2,0 no 4,5

75 %

90 %

100 %

0,3

OT1 4,6 no 6,0

65 %

90 %

100 %

0,3
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Tabnwuua 5—Tlpumep npeacraBneHUs pesynbTaTtoB TOYHOCTU CUCTEMBI A5 MAPKUPOBKKN AnNsl HenpodeccnoHanb-
HbIX MONb30BaTeneu

MHTepean MHO? % nNpuemnembix pe3ynbTaTtoB

OT1 1,2 no 4,5 97 %

* TOYHOCTb CUCTEMBI BbINa oLeHeHa no 3ToMy uHTepBany pesynstatos MHO.

9 OueHKa paboTbl NONb30oBaTenNs

9.1 O6wWwmMe NnonoxxeHus

OueHka paboTbl nNonb3oBaTensg AomKHa ObiTb BbINOSIHEHA U3rOTOBUTENEM A0 pa3MeLlleHUsl Ha PbIHKE
HOBOW CUCTEMbI MOHUTOPWHIa in vitro nepopanbHON Tepanun aHTukoarynsiHtamu. NpumeHsaoT TpedboBaHus,
onpeaeneHHble B EH 13612.

Llenb oueHKU padboThbl NONb30BaTENS COCTOUT B TOM, YTODBLI NPOAEMOHCTPUPOBATL CNOCODHOCTL MOSMb30-
BaTENen NPUMEHSATb CUCTEMY MOHUTOPWHra in Vitro nepopansHon Tepannun aHTUKoarynsiHTamm u nonyvatb Npu-
eMnemMble pe3ynbTaThl Ha OCHOBE TOMNbKO MHCTPYKLWW NO NPUMEHEHNIO N 0BbyYeHUst, 0ObIYHO obecrnevynBaemoro
M3roTOBUTENEM.

OueHka paboTbl nonb3oBaTens Ao/KHa ObITb BbINOIHEHA cornacHo NMCbMeHHOW nporpamme. Nporpam-
Ma AOBKHA, Kak MUHUMYM, onpeaennuTtb obyvyeHne n obpasoBaHmne, MecTta oLUeHKU, cOop AaHHBIX 1 METOANKNA
aHanusa, U KpuTepun npuemMnemMocT. PesynbtaTthl OLUEHKM paboThl NONb3oBaTENs ACITKHBLI ObITh 3apEerncTpu-
DOBaHbLI B OTHETE.

PesynbTaThl, Nony4YeHHbIE Nonb3oBaTeneM-HenpodpeccnoHanom, ACMKHbI ObITb CPaBHEHLI C pe3yrbTa-
TaMu, NONYyYEeHHbIMWU OMNbITHBIMW TEXHUKAMW, C UCMONb30BaHUEM TOMN XXe CUCTEMbI MOHUTOPWHra in vitro nepo-
panbHOW Tepanuun aHTUKoarynaHtamu, KU Moryt ObiTb CpaBHEHbI C pesyfbTaTamMu, MonyyYeHHbIMU
M3roTOBUTESEM C NMPUMEHEeHUEeM NOCTOAHHOW/BbIDPaHHOW N3rOTOBUTENEM METOAUNKN NU3MEPEHUS.

9.2 MecTa uccnenoBaHus

NccneaoBaHUA paboThl Nonb3oBaTenen AomKHbl ObiTh NPOBeAeHbl B TpexX npodeccuoHanbHbIX y4acT-
Kax. HacTpouka AomkHa NOo3BONUTL NOMb30oBaTENO-HeNpodeccMoHany BbINMOMHATE N3MepPeHUs, NCNOMb3YH
TONBKO MHCTPYKLU MU MO NPUMEHEHUI0 N oby4eHne, 0bbIMHO obecnevynBaemMoe NoNbL3oBaTENSAM N3rOTOBUTENEM.

ObbsicHeHWe AN BbIDOpa y4aCTKOB OLIEHKN AOIMKHO ObITh AOKYMEHTUPOBAHO.

[MTpumeyaHune—NWM3rotoButenb MOXeT BblOpaTb MECTa, KOTopble NPeAcTaBnsaioT hakTu4eckoe UCMornb3oBa-
HUe NpoaykTa (HanpUMep, KIMHKKK, B KOTOPLIX NPOBOAAT NMEYEHNE aHTUKOAryNsiHTaMn ).

9.3 YYyacTHUKM uccnenoBaHUA

[To kpanHen mepe, 60 nonb3oBaTeneun, no 20 Ha y4acToK, AOMKHbI ObITb BKNOYEHLI B UCCiegoBaHUe ¢
yuyeTOM BO3pacTa, nona U ypoBHA 0DpasoBaHWA, penpes3eHTaTUBHBLIX ANA npegnonaraemMon nonynsaymu
nonb3oBaTtenen. Y4acTHUKU UccrnegoBaHna 40IDKHbl MMeTh Leneson MHTepean MHO mexay 2,0 n 4,5 1 gonx-
Hbl COOTBETCTBOBATb TPebOBaHMAM CUCTEMBI CAMOTECTUPOBAHNS in vitro nepopanbHON Tepanumn aHTUuKoary-
nsaHTamun (Hanpumep, sHavYeHns1 00 BLEMHOW ACNN SPUTPOLIMTOB AOMKHBI HAXOAWUTLCS B Npeaenax UHTepeana,
onpeaeneHHOro B UHCTPYKUUAX MO NPUMEHEHUIO).

YUYaCTHUKU AOIKHBI 3aKOHYUTL NporpamMmmy obpasoBaHUsA U3rOTOBUTENNA, HO HE AOMMKHbBI MONyYaTh ACNO/-
HATENBbHOro 0BbYy4YEeHUNA, UHCTPYKLIUN, MOMOLLIU UNU Y4EOHBIX MaTEPUANOB KPOME TEX, KOTopble 0ObIMHO Npunara-
0T K CUCTEeMEe ANda caMOoTeCcTUpoBaHUSA in vitro nepopanbHOM Tepanmm aHTUKoarynaHTamMmu.

Kak TONbKo y4aCTHUKUA 3aKOHYUNU NporpamMmmy obpas3oBaHUA U3roTOBUTENSA U CHUTAKOTCH AOCTATOYHO KBa-
NUPNLUPOBaHHBIMU, YTODBLI BLINOMHATL CAMOTECTUPOBAHNE, OHU MOTYT y4acTBOBAaTb B UCCNEA0BaHNN paboThI
nonb3oBaTeneu.

Ecnunnporpamma odydeHna TpebyeT, YToObI NONb30BaTENN NPUMEHSIN CUCTEMBI CAMOTECTUPOBAHNUSA N
vitro Ha AoOMYy, TO Y4aCTHUKN AOMKHbI ObITb NPOUHCTPYKTUPOBAaHLI O 3anpeTe UCNOMNb3oBaTh pe3ynbTaThl A
nobon MeguLUUHCKON LEenn. YCTPOMNCTBa AOKHbI ObITb NOMEYEHbI COOTBETCTBEHHO (HAanNpumMep, « ToNbKo Ans
OLEHKN paboThl», «[Nnsa MCnonb3oBaHUA B UCCNeaoBaHUNY ).

9.4 UHCTPYMEHTbI U MaTepuanbl

NccneaoBaHUs No oLUeHKe paboThl NoNbL30BaTenen AoMKHbl OblTh NPOBEAEHbI C UCNOMb30BaHUEM OAHOW
napTUn peaKkTUBa.
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9.5 OueHka yMeHUUN NONb30OBaTeNnen

B MmecTe oL eHKU y4aCTHUKN A0ITKHbI BBINMOMHUTL NPOKONbI COOCTBEHHLIX NanbLUEeB M U3MEPUTb 3HAYEHUS B
KPOBU C UCMOMb30OBaHNEM CUCTEMbI CaMOTECTUPOBaHUSA in vitro NnepoparnbHOU Tepanun aHTUKoarynsaHtTamMmu.
Kaxkabl ydacTHUK OOIMKEH BbINOMHUTL U3MepeHne ABaxabl, NonydnB ABa pesynbtata MHO.

OOy4YeHHbLIN MegUUUHCKUA paboTHUK AaHHOro ydacTka OOMKeH Takke U3MepUTb 3HadeHUe B KPOBMU
YUYaCTHUKA, UCMONb3YA TY XKe CUCTEMY CaMOTECTUPOBAaHWSA in vitro nepoparnbHON Tepanuu aHTUKoarynaHTaMmm u
TY )Xe napTuo peaktuea. MegUUUHCKUN pabOTHUK OOMKEH U3MEPUTL 3HAYEHUE B KPOBW Y4aCTHUKA ABaXAbl,
nony4us gea pesynotata MHO.

HemenaneHHo nocne 3T1oro MeguULUUHCKUM paboTHUK MOXKET Nosy4nuTh obpaseL, BeHO3HOM KPOBU YHaCTHU-
Ka ANg N3MepeHns B COOTBETCTBUN ¢ pedhepeHTHON MeTOAUKON U3mepeHus.

UTobbl HEe BBOAUTL B pacyeThbl CMeLleHue, Nopsaaok N3sMepeHns nonb3oBaTendaMnu n MeauumMHCKUMU
paboTHUKaMK AOMKEH ObITb paHAOMU3UPOBAHHBIM UMM YepeayeMbIM.

[TpumedvaHune 1— Ecnn umeroTcsa gea MHCTPYMEHTA N eCnn 4oNycTUMO CUCTEMON CaMOTECTUPOBaAHUSA, ABa
N3MEPEHNSA MOTYT DbITb CAenaHbl B Npobe, B3ATON N3 €4MHCTBEHHOIO NPOKONa nanbua, nCnonb3ys ABe nocnegoBarternbHble
Kannwu KPoBM.

YMeHUS NoNb3oBaTENS NIPUMEHSATH M ODCNYXKMBATb CUCTEMY, HAHOCUTL NPOBY NYUTATb Pe3ynbTaT A0MXK-
Hbl ObITb OLlEHEHBLI 0BYYEHHBIM MEeANLIMHCKUM PaBoOTHUKOM JaHHOMo yupeXaeHust. PesynbTaThl OLEHKU AOMK-
Hbl ObITb 3apPEerncTpUpPOBaHLI.

Cp@ﬂ,l/l YHACTHUKOB UCIBbITAHNA MOXET ObITh npoBeAdEeH dHKETH blA O POC ANnd oUueHKN MoHNMMaHNA MM CIAC-
TEMBb.

[Tocne 3aBeplleHNs NporpamMmbl NONbL3OBaATENN AOCIKHBI ObiTh MPOUHCTPYKTUPOBAHLI OTHOCUTENLHO
BbINONTHEHUA U3SMEPEHNN Ha AOMY .

Kaxabli y4acTHUK A0MKeH ObITb NPOUHPOPMUPOBAH O HEOOXOAMMOCTHU BbINMOMHATL, N0 KpanHen mepe,
10 nsmepeHnn Ha npoTskeHnnn 10 aHen, HO He BonbLlie, Yem 30 gHen, n He BonbLie, YemM OAHO U3MepeHne B
OeHb, cneays UHCTPYKUUW U3roTOBUTENSA NO NMPpUMEHEHUIo, BKoYada UsMepeHne KOHTPONbHBIX MaTeprnanos.

Kaxkabld y4aCcTHUK OOJKEH ObiTb MPONHCTPYKTUPOBAH O HEOOBXOAMMOCTU N3MEPATb ABa KOHTPOSbHbIX
obpasLa ¢ KaxkabIM n3aMmepeHnem KpoBK, Nony4vas B obLlen cnoXHocTr 10 3Ha4YeHU ANA KaXKA0ro YpOBHS KOH-
TPONBHOro MaTepuana, ecrnv NPMMeHNUMO.

N3roToBUTENN AOMKHBLI NPEeA0CTaBUTb y4acTHUKaM ddOpMbl AaHHBIX AN AOKYMEHTaL MM NX pe3ynbTaToB
CaMOTECTUPOBaHNSA N Pe3yNbTaToOB KOHTPONS.

[locne gomaluHero nepuoga usMepeHnin Kaxkabln y4acTHUK A0TTKeH BO3BPaTUTLCA B yupexaeHne (MecTo
npoBeAeHUA UCNbITAHWI), YTODLI 3aBEPLINTL OLUEHKY paboThl NMonb3oBaTend MeguUUHCKUM pabOTHUKOM.
34eCb YY4aCTHUKN UCTIbITAHUS OCITKHBI BbIMOMHUTL NMPOKONbI COBCTBEHHBLIX NanbLEB N U3MepUTb obpasLbl UX
KPOBW, UCNOMNb3YA CUCTEMY CaMOTECTUPOBAHWA /n Vitro nepopanbHOU Tepanum aHTUKoarynaHTamu.

HemeaneHHo nocne NnpoBeaeHns caMmoTecTUPOBaHUA yd4acTHUKaMU OOyUeHHbIN MeaULUHCKNA paboTHUK
OaHHOMo ydpexxaeHua (ydacTka UCbITaHUA) OOJIKEH M3MEPUTb KPOBb y4aCTHMKA UCMNbITAHUA TOW XKe CUCTEMOU
CaMOTECTUPOBaHNA In vitro nepopanbHOM Tepanun aHTUKoarynsaHTamMmu.

HemeaneHHo nocne 3Toro paboTHUK 34paBOOXPaHEeHUA MOXET Nony4YnTb obpasel, BEeHO3HOW KPOBW
yyacTHMKa AN U3MepPeHNs B COOTBETCTBUU ¢ peddepeHTHON METOAUKON N3MEepEeHNS.
YMeHUA nonb3oBaTens npUMeHsTb U obCnyXmuBaTb CUCTEMY, HAHOCUTL NPOBY UYUTAaTb pe3ynbTaT JOMK-

Hbl ObITb oUEHEeHbI 0By4YEeHHBIM MEeANLUHCKAM PabOTHUKOM JaHHOMo ydpexaeHus. Pe3ynbTaThl OLEHKU OOK-
Hbl ObITb 3apPEerncTPUPOBaHbI B OTYETE.

[TpumevaHune 2— Cpean y4aCTHUKOB UCNbITAHUSA MOXET ObITb NPOBEAEH AaHKETHLIM ONPoC, YTOOLI OLUEHUTL
NOHUMAaHUE MU CUCTEMBI.

[TpumedvaHwmne 3— [napacyera OTHOWEHUA Pe3yrnbratoB U3MEPEHUS NaLUEHTOM M NPOECCUOHANOM MOXET
ObITb UCNONb30BaHa NMMHENHAasN perpeccus n/unu t-TecTsol.

9.6 Kputepum npmemMnemMocTu U oL eHKa AaHHbIX

BocnponssBoaMMoOCTb napannenbHbiX UamepeHnin 4ormKkHa ObiTb BblMUCEHa, Kak onncaHo B 8.4.4.1, Ha
OCHOBe [ABOWHBLIX pe3ynbTaToB MNONb3oBaTeNna M pesynbTaToB NapannenbHbiX U3MepeHU mMeUuLUHCKOro
paboTHUKA.

CpegHekBagpaTU4ecKoe OTKIIOHEHUE MPOMEKYTOYHON NPeLn3MOHHOCTN JOKHO ObiTb BbIMMCIIEHO Ha
OCHOBE pe3ynbTaTOB KOHTPOMA NMOSib30BaTeNsa C UCMOSb30BaAHMEM METOAMNKUA AUCTEePCUOHHOro aHanmsa ans
KaXKaoro ypoBHSA MaTepuana KoHTpons, ecrnn npUMeHUMo.

Mcnonb3ya nepBbI pe3ynbTaT KaXgoro Habopa OBOWHLIX pe3ynbTaToB, COOTBETCTBME pe3yfbTaToB
nonb3oBaTesNis ¢ pesyfbTaTaMm MegULMHCKOro paboTHMKA AOMKHO ObITh BBIMMCNEHO, Kak onucaHo B 8.5.8.

27



[OCT P UCO 17593—2009

TOTXe cambl aHanNM3 AOMKEH ObITb BEINOMHEH, UCNOMb3YHA NepBbIN pe3yNbTaT NoNb30BaTENS U COOTBET-
CTBYHOLWLUA pe3ynbTaT pedpepeHTHOro UaMmepeHust, ecrivi NpUMeH1Umo.

[nsipesynbTaToB NONb30BaTENS U MEAULMHCKOTO paboTHUKa 95 % Bcex pesynbTaTtoB B MHTepBane MHO
oT 2,0 no 4,5 6yneT B Npegenax = 0,5 MHO.

CpeaHee pasnuune Mexay pesynbTaTtaMmu rnonb3oBartens n pesynstataMmm MeguunHCKoro paboTHUKA
OOJTKHO ObITb MeHbLUe U paBHO 10 % pesynbTaToB MeANLMHCKOro paboTHUKA.

TOYHO TaK )Xe COOTBETCTBME pe3ynbTaToB NoNb30oBaTeNIe C COOTBETCTBYIOLLMMUK pe3dynbTaTaMiu pedoe-
DEHTHOro U3MepeHns AOMKHO BbITb pacCcUNTaHO, €Crnn 3TO NPUMEHUMO.

PesynbTtaTbl MCCNeaoBaHUs A0MKHbI ObITb COODLLEHEI B popMaTe, ONMMCaHHOM B 8.6.3.

[MTpunmedanune—IlpunoxeHne F cogepxut 0630p onybriMkoBaHHbIX OLUEHOK paboThl, K KOTOPbIM 3TU KPUTEPUN
paboTbl BbINKU NPUMEHEHBbI PETPOCNEKTUBHO.

9.7 OueHKa UHCTPYKLUN NO NPUMEHEHUIo

MHCTPYKUMKA MO NMPUMEHEHUIO AO0MMKHbI ObITb OLEHeHbl ydacTHUKamMu uccneaoBaHus. [lonb3oBaTte-
nu-HenpodpeccuoHanbl U MeguLUuHCKUE paboTHUKM AOMMKHBbI pacCcMOTPETb U NMPeaocTaBUTb KOMMEHTapUK
OTHOCUTENbHO NPOCTOThI NTOHUMAaHUA MHCTPYKL WA MO NPUMEHEHUIO.

JTa oleHKa MoOXeT ObITb 00beanHeHa c uccnegoBaHUEM, ONMUMCaHHBIM B 9.3, N MOXeT ObITb NpoBeaeHa
OTAENbHO.

KoMMeHTapun nons3oBatenen MoryT obiTb NONyYeHbl NyTEM aHKETHOMO onpoca, Unn Kak4acTb nccneao-
BaHUA venoBeveckoro gakrtopa. M3rotoButenb AofmkeH YCTaHOBWUTb KPUTEPUKU AN pe3ynbTaTOB OLEHKW
MHCTPYKLUWA NO NpUMeHeHuo. Ecnn pe3ynbTaThl Nofib3oBaTenen He 0TBeYaloT KpUTEPUAM NPUeMNeMOoCTU, TO
N3roTOBUTENb AOTKEH pacCMOTPETb NOTPEDOHOCTL NepecMoTpa pas3aenoB UHCTPYKLUMA U MOBTOPUTL OLEHKY.
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[MpnnoxeHwne A
(obsizaTenbHOE)

NononHuTenbHble TpeboBaHMA ANA 3NEKTPOMarHUTHON COBMECTUMOCTM

A.1 Obwme nonoxeHus

[HanHoe npunoxeHne onpeaensietT MMHMMarnbHble TPpeboBaHnA Ans YCTOMYUBOCTU U SMUCCUN OTHOCUTENBHO 3NEK-
TPOMarHUTHON coBMecTUMOCTn (OMC) ycTponcTea Ans MOHUTOPWHIA in vitro nepopanbHON Tepanumn aHTUKOArynsaHTamMmm,
npeaHa3Ha4vYeHHoro Arns camoTeCTUPOBaHUS, B AOMNMONHEeHne K TpeboBaHusam 6.4.

Ecnn ananus pucka (cm. 4.4) nokasbiBaeT, 4TO BO3AeNCTBNE Bonee BbICOKUMU YPOBHAMMU JTYHEBOW SHEPTUN UMK
3NEKTPOCTATUYECKOIO pa3psaa NnpeactaBnsaeT HeAONYCTUMbIWN PUCK ANA NONb30BaTENs, Toraa yCTPOUCTBO AOIMKHO BbITh
NPOBEPEHO HA 3TUX BONEe BbICOKUX YPOBHSIX.

A.2 TpeboBaHMA TeCTa YyCTOUMYUBOCTMH

A.2.1 YCTONYNBOCTb K U3NTYHEHUIO
"pumeHsioT TpeboBanus, onpeaeneHHoie B MOK 61000-4-3.

{pomMe TOro, yCTOMUYMBOCTb NPOTUB U3NYYEHHbLIX YaCcTOT AOIMKHA ObITh paclumpeHa Ha gnanasoH Yactot go 2,5y,
Npv ypoBHE ncnbitaHna 3 B/m.

A.2.2 YCTONUYNBOCTDL K NTeKTPOCTAaTUYECKOMY pa3paay

[TpumeHsoT TpeboBanus, onpeaeneHHbie B MOK 61000-4-2.

[nsa paspsga B BO3gyxXe yCTOMHMBOCTD K 3MEKTPOCTATUHECKOMY paspsaay 4OJNKHA AEMOHCTPUPOBATLCS HA UCMbITa-
TENbHbLIX YPOBHAX + 2, + 4 n + 8 kB.

[na KOHTaKTHOro paspsga yCToOMUYMBOCTD K 3NEKTPOCTATUHECKOMY pa3spsay A0MKHA 4EMOHCTPUPOBATLCH HA UCTIbI-
TaTeNnbHbIX YPOBHAX £ 2, -+ 4 n + 6 kB.

A.3 TpeboBaHuA TecTa CUCTEMbI

Ecnu gpyroe obopyagoBaHue CBA3aHO C MUHCTPYMEHTOM UM MOXET ObITb CBA3aHO C UHCTPYMEHTOM, 06pa3oBaBLLas-
CH CUCTEMA TakKXKe AOoIKHa COOTBEeTCTBOBaTL TpeboBaHnam SMC.

Onpepenss TpeboBaHUSA K CUCTEME TECTUPOBAHUS, U3TOTOBUTENDL AOMMKEH PACCMOTPETb, AEUCTBUTENBHO NN BO3-
MOXHO BbINONHATb UBMEPEHNE B TO BPEMS, KAK CUcTEMA CBsA3aHa. KoHurypaums cuctemsl, onpegeneHHas narotoBurte-
nem, nnn o6o3pnmble KOHOUTypaumum cUcTemsl, MAEHTUPNLMPOBAHHbLIE aHANU30M PUCKA, AOIMKHbI ObITb NPOBEPEHLI, KaK
onucaHo B A.Z2, €Crnu OHM NO3BONAOT NONb30BaTEN O BLINONMHATL UdamepeHne MHO.

TpeboBaHus TecTa CUCTEMbI MOXHO HE NMPUMEHSATL, ECINN NPOEKT YCTPOUCTBA NPENATCTBYET NONb30BATEN O BbINOJ-
HATb nameperHna MHO, korga MHCTPYMEHT CBSI3aH € Apyrmm 06opyaoBaHUEM.

A.4 NHCTPYKLUMM NO NPNMEHEHNIO

MHCTPYKUMUM NO NPUMEHEHUIO (CM. 5.3) AOMXKHbI cogepaTb CNeayr Wy MHPOPMaUUIo:

a) yTBepxageHuwe, 4To 000pyaoBaHUE BbINOMHAET NpUMeHuMble TpeboBaHusa K AMC amuccum, m 410 3MUCCUS
NCMONb3YEMOW SHEPTMU HN3KAS U BPSIA, NN BbI3OBET MNOMEXU Y COCEAHEr0 3NEKTPOHHOIo 060pyaoBaHUS;

b) yTBEpXAeHne, YTo 060pYyAOBaAHME NPOBEPEHO HA YCTONUMBOCTD K 3NTEKTPOCTATUHECKOMY pa3psay, Kak onpeae-
nedo MOK 61000-4-2;

C) PEKOMEHA0BAHHbIE MEPLI OrPaHNYEHUA NMPUMEHEHUS, KOTOPbLIE AOMXKHbI ObIThb NPeANPUHATLI NONb30OBATENEM,
4YTOObI N30EXaTb HEMPABUITBHOW Onepaunum Nnn NOBPEXAeHNS yCTPONUCTBA.

lMpumep 1— «He ucnonb3ayume amom UHCMPYMEHM 8 CYyX0U OKpYxaroujel cpede, 0cOb6eHHO ecniu npucy-
mcmeyrom cuHmemu4veckue mamepuansi. CUHmemuyveckas odexoa, koepbi U m.0. MO2ym 8bi3g8amb pa3pyuiu-
mesibHble cmamu4ecKue pa3psiobl 8 CYXOU OKpyXXarujeu cpedey;

d) yrBepxageHue, 4To 060pyaoBaHmMeE NPOBEPEHO HA YCTOWUMBOCTDL K Paano4acTOTHOW MHTEPdEPEHLMN B HACTOT-
HOM guanasoHe U Ha UCnblTaTeENbHOM YPOBHE, OnpegeneHHOM B HACTOSALWEM CTaHOAPTE;

€) PEKOMEHAOBAHHbLIE MEPbl YMEHbLUEHUS, KOTOPbIE AOKHbI ObITh NPEAnpPUHATLI NONb3oBaTENEM, HYTObLI N36e-
XaTb NOMEX paano4acTtoT, C onpeaerneHHbIMU NPUMepPamm.

lMpumep 2 — «He ucnonb3ytime amom uHcmMpymMeHrm ebnuizu comosabix unu 6ecrnpo8oodHbIX mesiehoHO8,
nepez208OPHbLIX ycmpoucme, ycmpoucmae 0711 OMKpbImusi 0gepel 2apaxeu, paduonepedam4uKkos unu opyao20
ANIeKMPUYECKO20 UJTU 3JIEKMPOHHO020 060pydoeaHusi, KOMophble S18/ITHOMCST UCMOYHUKaMU 3/IeKMPOMa2HUMHO-
20 U3J/TY4YeHUSI, MOCKOJIbKY OHU MOo2ym uHmepgepuposamsb ¢ Hads1exauleu pabomou UHCMpyMeHmay.
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[MpnnoxeHwe B
(cnpaBo4HoOe€)

[TpuMepbl Lenu npocneXxnBaemMocTH

Ouarpamma Ha pucyHke B.1 agantupoBana na MCO 17511, ytobbl nokasaTb MOMHYO LENb NPOCNEXNBAEMOCTU ANS
KannbpoBKU N3rOTOBUTENEM CUCTEMbBI MOHUTOPUHTIA in vitro nepopanbHOW TEpanun aHTUKOArynsiHTamu.,

MaTtepuan [1lpunuceiBaHMe 3HaYeHUs1 NpU KanmbpoBKe MeToguka

MexxayHapoaHas
cornacoBaHHas pedepeHTHas

MeTOAUKa NaMepeHunA

MexxayHapoaHbiiA
COrnacoBaHHbIi kanubparop®

BeibpaHHada n3rotoBuTenem
METOAUKA U3MepeHus

Paboumin kanubpatop
M3roTOBUTENS"

[TlocTOoAHHaA mMeToauKa
N3MEPEHNA U3rOTOBUTENSA

KanubpaTtop npogykra
N3roTOBUTENS

PyTUHHaa meToguka
N3MepeHMUa KOHEYHOro
nonb3oBarTens

PyTWHHaa npoba

PesynbTart

4 MexxayHapoaHbIi cornacoBaHHbIM kannbpatop U pabouunii kanmbpaTop U3roToBUTENSI MOMYT GbIThb
COOTBETCTBYIOLLUMU cypporaTHbiMU pedepeHTHbBIMU MaTepuanamMmn Unu vYenoBeveckuMm obpasuamMu.

PucyrHok B.1 — [Npumep uenu npocnexmBaemMocTn ans pesynbrara uUaMmepeHns CUCTEMblI MOHUTOPUHIA
nepopanbHON Tepanun aHTUKoarynsaHTamMmm
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[Tpumep Ha pucyHke B.2 geMOHCTPUpYET Lenb npocnexmnsaemoctu ans peaynostatoB MHO o peepeHTHON METO-
OnKn namepennss BO3 nokaumBanus npobupku n mexgyHapoaHoro pedepeHTHOro npenapara TpombonnactuHoOB C
NCNONb30BaAHNEM OQHOCTYNEHYATON METOAUKN, ONMMCaAHHON B 8.5.7.2.

MaTtepuan [lpnucbiBaHUe 3Ha4YeHUA Npu Kanmopoeke MeToauka

MexxayHapoaHas pedepeHTHas
METOAMKA N3MepeHuns
(HaKnNOHHOW NPOBUPKU)

MexxayHapoaHbIn
pedepeHTHbIA npenapart
TpoMbONnacTuHa

BbiOpaHHaA n3rotoBuTenem
MEeTOAMKA U3MEPEHUN

Pabouuin kanmbpatop
M3roTOBUTENS"

[TocToAHHaA npoueaypa
M3MEPEHUSA U3rOTOBUTENS
(PYTUHHBIX MeTod U3MEpPEHUS
C LIMUTpaTHOM Nnasmomn)

Kanubpatop npoaykra
M3roToBUTENA (HanpuMep, Y1n
C KOAOM)

PyTUHHaa MeToguka
U3MepeHMsa KOHEMHOoro
nonb3oBaTens (cucrema
MOHUTOPUHIa NnepoparibHON
Tepanvm aHTUKoarysisiHTamm)

PyTUHHasA npoba
(KanunnsapHas KpoBb)

Pesynetat MHO

2 PaGounit KanubpaTop M3roToBUTENS MOXET ObiTb COOTBETCTBYIOLLUM CyppoOraTHbiM pedepeHTHbIM MaTepuanom
v Yyenoseyeckum obpasLiom.

PucyHok B.2 — lNpumep yenu npocnexmBaemocTn ansd ncernegoBaHus Bepuumkaumm TOMHOCTU CUCTEMbl MOHUTOPUHIA
In vitro nepoparnbHON TEpPannn aHTUKoaryrnsaHTamMmm B COOTBETCTBUN C OQHOCTYNMEHYATON METOANKON
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[Tpymep Ha pucyHKe B.3 nokasbiBaeT uenb npocnexmsaemoctn ans pesynstatoB MHO go pedepeHTHON METOANKN
namepexHuns BO3 nokavmBaHus npobupkn n mexayHapoaHoro pedepeHTHOro npenapara TpomMmbonnacTuHOB C UCMONb30-
BaHNEM OBYXCTYNEHYaTON METOANKN, ONNCAHHON B 8.5.7.3

Marepunan [MpunucsbiBaHue 3HaveHus1 Npu Kanubposke MeToguka

MexxayHapoaHas pedepeHTHas
METOAMKA UIMEPEHUS
(HAKNMOHHOWM NPOOUPKK)

MexayHapoaHbIn
pedepeHTHbIA Npenapar
TpoMmbonnactuHa (MPI1)

BuibpaHHas U3rotToBuTeneM
METOAMKA U3MEPEHUA

Pabouuin kanubpatop
U3roTOBUTENS"

[TocTOsIHHas MeToAuKa
M3MepeHUs 3roTOBUTENS
(PYTUHHLIA NabopaTOpPHbLINA
METOA C UCMONb30BaHNEM

LLUTPaATHOWU NnasMbl)

Kannbpatop npoaykra
M3roTOBUTENSA (HANPUMEP, YU
C KOAOM)

PyTuHHaA MeToguka
N3MepeHna KOHEYHOro
nonb3oBarens (cucremMa
MOHUTOPUHra nepopanbHoN
Tepanum aHTUKOaryrnsiHTamm)

PyTuHHaA npoba
(npoba BeHO3HON KpOBW)

PyTMHHaa MeToauka
N3MEepPEHNHA KOHEMHOIo
nonb3oBartens (cuctema
MOHWUTOPWHIa nepopasibHOW
Tepanuv aHTUKoarynsiHtamm)

PyTuHHasa npoba
(KanunnsapHasa KPOBb)

Peaynbtar MHO

2 PaGoumit KanubpaTtop n3rotoBUTEns MOXeT ObiTb COOTBETCTBYIOLLUM CypporaTtHeiM pedpepeHTHLIM MaTepuarnom
NN YenoBeMeCcKUM 0bpa3sL oM.

PucyHok B.3 — [lpymep uenuv npocnexmBaemMocTu 4rns Bepugpnkaumm TOHHOCTU CUCTEMbI MOHUTOPWHIA In Vitro
nepopanbHON Tepanun aHTUKoarynsaHTamMmy B COOTBETCTBUUM C ABYXCTYNEHYaTON METOAUNKOW
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[MpunoxeHune C
(cnpaBo4HOe€)

BbluncneHue pasmepa npobbl AnA oueHKU cMmelleHusa [28]

B cooTBeTcTBMM € Tabnuuen 2 B 8.5.3, no kpanHen mepe, 150 obpa3uoB A4onmKHbI ObITb CCNEeA0OBaHbl B UHTEPBAane
MHO o1 2,0 no4,5.

KoadhdwuumeHT Bapnaumm 5 % bygeTt nocTynmpoBaH Ans CUCTEMbl MOHUTOPUHIA NepopanbHON TEpanum aHTUKoary-
NsAHTaMU U Ans BbIDpaHHOW U3rOTOBUTENEM METOANKN U3MEPEHUS.

Hns cpegHero MHO 3,0 cnegyet cpeaHekBagpaTuveckoe oTknoHeHne SD- =0,15.

'loCKkONbKY BbIMOMHEHbI NapannenbHble namepeHus, 3dhPeKTUMBHOE CpeaHeKBagpaTudeckoe OTKNoHeHue SD
ymeHbweHo Ao SDdup = SD./~/2 =0,106.

Ecnun gonyctumoe cmewenne 0,3 MHO, 95 % poseputenbHbin untepBan, CI[u(1— o/2)~ 2] MOXeT ObiTb BbIMUCIEHO
crneayowmm obpasom:

CI = bias + 2~/2 SDdup/~/150;
TOJIbKO AlMMHa UHTEpBAalia

CI =+ +/2-0,106/:/150;

CI =1 0,3/12,24;

cI =+ 0,025

unn 0,3 + 0,025 MHO.

[ToaTomy pesynbTtaTthl nonynsaunm npob ns 150 obpasuos B uHTepBane o1 2,0 4o 4,5 MHO B 4oBEPUTENBHOM UHTEP-

Bane+ 0,025 MHO, koTopbIn ABNAETCA 4OCTATOYHBIM, UTOOLI NOATBEPANTL, UTO paboTa CUCTEMbI COOTBETCTBYET A4OMYCTU-
momy cmewenunto 0,3 MHO.
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[MpnnoxeHnwe D
(cnpaBo4HoOe€)

[TpuMep BbIYMUCIEHUA HeonpeneneHHocTn ana onpegenedHna MHO npoTpoMOuHa
C NPpUMeHeHUueM CUCTEMbl MOHUTOPUHTra in vitro nepopanbHOU Tepanuu aHTUKoarynaHTamMu

[Tpymep BblvMcneHns HeonpeaeneHHocTn ans onpeaenedns MHO npoTtpombuHa ¢ NpUMEeHeHneM CUCTEMbl MOHMU-
TOPUHra in vitro nepopanbHON Tepanumn aHTukoarynsHtamu npueeaeH 8 tabnuue D. 1

Tadbnwua D.1

HanmeHoBaHue BIMUAHUA

Paamep npwu
MHO 3,0

Tun

PacnpeneneHue
BEPOATHOCTU

[enwn-
TEenb

UacT-
HOEe

KBas-
part

KoMmmMeHTapuu

atan 1 — NocTosaHHas METOOANKa N3MEPEHUNA UITOTOBUTETITH. Me}l{,ﬂ,yHapOﬂ,Hblr’l MHOEKC HYyBCTBUTEJIbHOCTU MNapTUN

Bnagenbua

MexayHapogHbIn Honb (no | — — — — — —
peddepeHTHbIN Mpena- | onpeaene-
part HUIO )

AHanunTnyeckas CV 5% vnn A HopmanbHoe 1 — | 0,0225 MexnabopatopHbin CV
ownbka metoankm BO3 | 0,15 MHO MY onpepeneHnss ot 4,5
Bapvnauus, 3aBucs- | (ctaHaapT- 0o 5,7 % [11], [29], [30]
las OT oneparopa HOE€ OTKIO- [lpeanocChInkn. BHYTPU-

COBOKYNHOCTbL NPO6 | HEHKME) nabopatopHein CV MUY
Bapunaunsa metoaum- onpeageneHnsa meHee 3 %,
KW W3MEepPeHUsi, BblD- COrnacHo YycnoBusiIM METO-
PAHHOW N3TrOTOBUTETEM ankm BO3 [11]
[TockONbKy  y4acTBYIOT
3 nabopartopumn, crTaHgapT-
HOE OTKIOHEHUE cregyer
pasgenuTtb Ha 1,73. OgHako
NCIMONb30BaNcHd KOHCEepBa-
TUBHbIWN NMoaxoa
BapnabenbHOCTb ViHTepBan B [Tpamoyrone- | 1,73 — — BrnivsaHne HMYTOXHO [29]
anroputTma + 0,03 MHO HOE

IT1an 2 — PyTnHHasa meToanka namepeHunsi KOHEYHOro nornb3oBartens:. pabpunyHas kannbpoBka

AHannTudveckas 0,10 MHO A HopmanbHoe 1 — 0,01 Bcero 6bino oueHeHo 4
owmnbka  KanubpoBKM | (CTaHAAPT- NPUYMHBI, LCNONb3Ys 8 nap-
METOANKA HOE OTKNO- TUW peakTuBa, Npon3BeaeH-

COBOKYNHOCTb NPOO | HEHKE) HbIX 3a nNepuog BPEMEHW
Ansa KannbpoBKK bonee 1 roga, obpaseL Be-

COBOKYMHOCTb  WH- HO3HOWN KpoBK [30]
CTPYMEHTOB

CtabunbHOCTb nap-

TN N3roTOBUTENS/pea-
[EHTOB

CrtabunbHocTtb pea- | 0,10 MHO A HopmanbHoe 1 — 0,01 TpeboBanus K NPOAYKTY,

FEHTOR (CTaHaapT- KOTOpblIE  paccMaTpuBatoT
HO& OTKNO- KaK CTaHOApPTHOE OTKIOHE-
HEHME) HKe

[axke npu Tom, 4YTO CTa-
OUNMBHOCTL PEaKTUBOB YXKe
BKITIOYEHA B 3TaN BbllWE, Bbl-
BpaHHbIM KOHCEPBATUBHbIM
NoOAX0AO0M, 3Ta WU3MEHYU-
BOCTb AobaBneHa oTAernbHO
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OkonyaHue mabnuusi D. 1
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HanmeHoBaHUE BNUAHUA

Pazmep npwu
MHO 3,0

Tun

PacnpepneneHue
BEPOATHOCTHU

Henn-
Tenb

UacT-
HOe

KBas-
part

KommeHTapum

JTtan 3 — PyTMHHas meTtoauka namepeHus KoHeyvHoro none3oparens. OnpegeneHne MHO nonb3oBartens

Brnvaune martpuubl | CV 55 % A HopmanbHoe 1 — | 0,0256 HenpeunsamoHHOCTL B
npobbl NauneHTa NI pyKax nauueHrta B npeaenax
AHannTndeckas 0,179 MHO mexay 5,2 u 5,5 % [31], [30],
owmnbka onpegeneHnsa | (ctaHaapT- [33]
NoNb30BaTernNs HOE OTKIIO-
HEHWNE)
BapunabenbHOCTb CV 1.5 % A HopmanbHoe 1 — 0,002 CV 1,5 % npu ncnonb3o-
NMHCTPYMEHTA NnNu BaHUN ©57/ WHCTPYMEHTOB
0,045 MHO [34 ]
CyMmma KBagpaToB 0,0701

KombuHnpoBaHHas ctaHgapTHas HeonpeaeneHHocte + 0,265 MHO (ctangapTHOE OTKITOHEHUE)

McTounuk: R. Leinberger, W. Plesch, B. Scheffler, C. Berding n S. Arends, Roche Diagnostics GmbH, MaHrenm (He-
onybrnvmkosanHas) [ EPMAHNA.

[TocTOsIHHAsA MeTOAMKA N3MEPEHUS N3TOTOBUTENS MOrna bbiTb KannbpoBaHa HEe HENOCPEACTBEHHO NPOTUB MEXAY-
HapogHoro pedepeHTHoro npenapara (MPTI1), Kak nokazaHo B gnarpamme npuymnHbel n 3dpdekTa, a npoTmB BblIBpaHHON
N3roTOBUTENEM METOANKN U3MEPEHUS, KaK NoKasaHo Ha pucyHke B.1. lononHuTensHbIN 3Tan B LEnu HeonpeaeeHHo -

™, KannbpoBKa BbIDPaHHOW N3rOTOBUTENEM METOANKU namepeHmns npotms MP

Mep AobaBneHHOW HeonpeaeneHHOCT ByaeT naeHTudeH atany 1 B Tabnuue
HOro otknoHennsa MHO. BkntoveHne BbIOpaHHOW M3roTOBUTENEM METOAUKU M3MEPEHUS B LENb KANMOPOBKM MOXET OKa-
3aTbCH HEODXOAMMbIM, €CInn AOCTYNMHO HEeAOCTATOYHOE KOMUYECTBO PeakTMBa MEXAYHAPOAHOro pedepeHTHOro

npenapara.

1, pobaBnseT HeonpeaeneHHOCTb. Pas-
D.1, uto cooTBeTcTBYET 0,15 cTanHgapT-

[Tpumevanne 1—[na vcnonb3oBaHna guarpamMmmsl NMPUYUHBbI U 3dPEKTa Ansd naeHTUPUKaALMM BKNaaoB B
HeonpegeneHHOCTb U3MEPEHUSA, CM. PUCYHOK D. 1.

[MTpnmevanune 22— Hna gononHntensHon nugpopmauumn, cm. [34], [35], [36], [37], [38].
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aTan 3
PyTuHHaa metoguka

KOHEeYHOro nonb3oBaTens:
onpepeneHe MHO

NoNb30BaTENS
MaTtpuua
npoobI
[1poba
naymMeHTa BapuabenbHoOCTb
MHCTPYMEHTA
[MpeaHanuTu4eckue
oLKn6KK
[1peun3noHHOCTDb
HeonpeaeneHHOCTb
namepeHmna
MHO
Npobbl KPOBK
300poBbLE [peaHanuTnyeckne 300poBbe MpeaHanuTuyeckue nauueHTa
OLUMOKK OLLIMOKHK

N\

Cepus npob Anroputm  Cepus npob

JloT

[TauueHTbI
narotosutens | 1AUMEHTDI

PyyHass meToauka

[pynna UHCTPYMEHTOB ' pynna MHCTpyMEHTOR

Bapnauus
oneparopa Bapuauusa nota
BusyarbHas WcTounnk MPTT \
AeTeKumsa ceepTbiBaHUA
HeonpeaeneHHOCTb CtabuUnbHOCTD
HeonpeaeneHHOCTb MPT] namepeHus peareHTa
N3MepeHusn METOOUKA
OT METOAUKU Bias CrtabunbHOCTL KannbpoBKW
kanubpoeku BO3 CTabunbHOCTL

nota U3rotToBUTEnA

3Tan 2
PyTuHHaa metoguka

9T1an 1
[locTOsAHHaA MeToauka

KOHeYHOIro nosib3oBartesis.

N3MepeHus NonbL3oBaTens:
thbabpuyHas kannbposka

onpeaeneHne MY naptnm xossumHa

PucynHok D.1 — duarpamma npuydunHbl n adhdekra uenu npocnexmeaemoctv onpegenedmns MHO
NPOTPOMOMHA Y NAUMEHTA, NONY4atoLWEro aHTUKoarynsaHTbl
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[MpunoxeHune E
(cnpaBo4HOe€)
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JneMeHTbl obecrnevyeHUda KadecTBa CUCTEM MOHUTOPUHra in vitro nepopanbHON Tepanuu
aHTUKoarynsaHTamm

Tadbnwuwua E.1

INeMeHThl obecneveHnAa KavecTBsa CUCTEM MOHUTOPUWHTA i1 vifro nepopanbHOW Tepanuu aHTUKOArynAaHTaMmm

[lpocnexuneae-
MOCTb Banngauus posepka U [IpoBepka [lpoBepka KoHTpont 'lpoBepka
KanubpoBKU cuctemel (cm. 4.1 kanubposka MHCTPYMEHTA N3MEPEHNSA paboTh! kavecTsa paboTh!
CUCTEMBI n pasgen 9) pearenta (CM. pasgen 6) (cMm. 4.6.2) CMCTEMD 0J15308aTEINA
(cMm. pasgen 8) (cm. 4.6.3) (cm. 4.6.4 n 4.6.5)
(cm. 4.7)
3rotoButenb 3rotoButenob 13roToBwm- 3rotoBum- CamokoHTponb | [lonb3oBa- MeanumHCcKum
TeNnb TelNb NWHCTPYMEHTA TeNnb PabOTHUK
[lepeng 3anyc- | [lepeg 3anyc- | Kaxgas nap- | Tectnpoa- | [lepepg Kax- | C kKaxxgon | Kaxable 6 mec
KOM; obpa3subl | kKoM, obpa3subl | TUS nepen | HUE UHCTPY- | AbIM  U3Mepe- | HOBOW yna- | KanunnspHas
NaLuneHTOB NAaUMEHTOB C | BbINYCKOM; MEHTA Ne- | HUEM — BHYT- | KOBKOW peaK- | KPOBb; aHanwus
NPOTUB METO- | CYWECTBEHHbI- | KOHTPOSIbHbIE | ped BbINyC- | PEHHUN PU3n- | TMBA U Npu | NONb3oBaTens
OUKW HAaKIMOH- | MU U3MEHEeHU- | Npobbl n 0b6- | KOM YECKUMN  KOHT- | NosiIBNEHUN COMOCTaBNSAET-
HOW NPOBUPKN | MU NPOTUB | pa3ubl Maum- PONlb U COMOC- | HEOXUOAH- Csl C aHanu3om,
C MUCNonb3oBa- | BbIDpaAHHOW N3- | €eHTa TaBneHune C | HOro pesyrnb- | BbINOJIHEHHbIM
Huem MPIT rOTOBUTENEM KPUTEPUAMMU Tarta; KOHT- | MEOAULUUNHCKUM
METOOAUNKN W3- npouecca PDONbHbIE Ma- | PAabDOTHUKOM
MEPEHUA Tepuanbl W | UMK C WUCCNe-

NHTErpunpo-
BAHHbIXA KOH-
TPOIb

OOBaHWEM py-
TUHHOW METO-
ANKOW B Nabo-
paTopun

37



[OCT P UCO 17593—2009

MpunnoxeHnwne F
(cnpaBo4HoOe€)

[pumMeHeHUue KputepueB pabounx XapakTepUCTUK K onyoriMnkoBaHHbIM OL,€HKaM CUCTEM
MOHUTOPUHTA [n vifro nepopanbHOU Tepanun aHTUKoarynaHTamMu

Llenb 3TOro npunoXXeHns COCTONT B TOM, YTODbI CYMMUPOBATL AaHHbIE O Ppabo4vmnx XxapakTepucTukax AoCTynHbIX B
HaCTOosILLEE BPEMA CUCTEM MOHUTOPUHIA In vitro nepopanbHON Tepanumn aHTUKoarynsHTaMmu, NnpeacTtaBlieHHbIe B MeAWN LI H-
CKOW nuTepaTtype, U CPaBHNUTb Pe3yrbTaTbl C MUHUMAITbHO MPUEMITEMbIMU KPUTEPUAMN TOYHOCTU CUCTEMBI B 8.6. ITH
pe3ynbTartbl — NoKasaTenb JOCTUTHYTOrO 0DWENPUHATOrO YPOBHS TOYHOCTU CUCTEM MOHUTOPWUHIA N vitro nepopanbHon
Tepanum aHTUKOArynsHTaMmn 1 ykasaHne Ha HeobXoaMMOCTb YNy4dLLEHUS Pe3ynbTaToB NauneHToB (M. [27], [39]).

Knto4v K uHTepnpeTaumm tabnuubl F.1: nccnegosaHue, oTpaxXeHHoOe B K2XXA0W cebinke B bubnuorpadowun (1), npea-
CTaBMEHO Creaylwmm o0bpasom: OLUEHNBAEMOE YCTPOUCTBO (2), TN obpasua KpoBu 1 onepatop (3), METOAMKA NU3MEPEHUSA
naboparopum (4), getannunccnegoBaHuns (5), matematndeckoe (6)n KnnHnyeckoe (7) COOTBETCTBME YCTPOUCTBA C METOAN-
KON N3MepeHns nabopartopmmn n 0XXnaaembiMm pesynbraTtaMmm, OLLEHEHHBIMU MPOTUB KPUTEPUEB PabOUNX XapaKTEPUCTHUK B

HacTosIlWeM cTtaHgapTe (8).
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Tadbnwua F.1

ATorn nccnegoBaHum OUEHOK pabovnx XxapakrepucTuk

(1)

(2)

(3)

(4)

(5)

(6)

(7)

(8)

MeToauka namepeHus

CoobLleHHOE COOTBETCTBUE

CoobLleHHoe KNUHUYecKoe
COOTBETCTBUE NPOTUB

% B Npepenax KputTepues pabo4mx

XapakTepucTuK

natopartopuu
OueHuBae- natoparopuu (CM. npumedaHue 1)
Ccebin- o6 [Tpoba/ COBOKYNHOCTL
Ka § onepartop NAHHbIX
yCTPONETES CooblieHHoe
PeareHt /HCTPY- [TapameTp 3Ha4YeHune [TapameTp 3HaYeHune NnNu MeHbLe | 2,0—4,5
MEHT 2,0 MHO MHO
paccYMTaHHOE
[40] | ProTime | BeHosnast/ | Ortho Re- | MLA 264 napan- | Cucrtema- | 0,06 npwu MHO cooTBeT- PaccHNTAaH-
npogec- combiplastin | Electra | nenbHbIX Tnyeckas | 2 MHO CTBYET B pam- HOE (N3 Irpy-
cuoHarn MY =10 Q00 pe3ynbTtata | owmnbka —0,06 npwm kax 0,4 77,3 % DbiX  OaH-
MHTEpBan 3 MHO MHO cooTtBerT- HbIX) 934 % | 94,7 %
ot 0,8 pno —0,18 npwu CTBYET B pam-
6,8 4 MRHO kax 0,7 93,6 %
[40] | ProTime | [lpokon Ortho Re- | MLA 252 napan- | Cuctema- | 0,07 npwu He  coobuwa- PaccYNTaH-
standard | nanbua/ combiplastin | Electra | nenbHbIX Tmyeckass | 2 MHO Nnochb HOE (N3 rpy-
npodec- MY = 1,0 900 pe3ynbTtata | owmnbka —0,11 npwn ObIX  AaH-
cuoHarn MHTEepBar 3 MHO HbIX) 95.7 % | 93,2 %
or 0,8 no —0,29 npwm
7,2 4 MRHO
[41] | ProTime | [lpokon Ortho Re- | MLA 407 napan- | Cucrema- | 0,07 npwu He  coobuwa- PaccHUTaH-
standard | nanbua/ combiplastin | Electra | nenbHbIX myeckasds | 2 MHO NoCb HOE (N3 rpy-
camMmoTec- MIAY = 1,0 900 pe3ynbTa- owmnbKa —0,11 npwm ObIX  AaH-
TUPOBA- TOB 3 MHO HbIX) 86,9 % | 92,3 %
HNe NHTEpPBan —0,29 npwn
or 0,8 po | CpeaHee | 4 MHO
7,9 blas 0,03
[42] | ProTime | [Npokon Ortho Re- | MLA 411 napan- | He coob- — He  coobuwa- PacCHUTaH-
standard | nanbua/ combiplastin | Electra | nenbHbIX LLLANOCh Nnochb HOE (N3 rpy-
npodec- MIAY = 1,0 900 pe3yrnbTa- ObIX  AaH-
CUoHar TOB HbIX) 91,6 % | 97,0 %
NHTEpPBAan
or 1,0 pno
6,9

6006—€65.1 OOUN d 1001
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[lpodomkerHue mabnuusi F.1

ATorn nccneaoBaHMm OLEHOK pabovnX XxapakTepucTuk

(1)

(2)

(3)

(4)

(5)

(6)

(7)

(8)

CoobLIeHHOEe KITUHUYEC KOS

% B npepenax kputepues padbo4nx

MeTomnka nmepenms Coobuenroe COOTBETCTBUE NPOTUB XapaKTepUCTUK
natoparopum COOTBETCTBUE
OueHuneae- nadopartopuu (cM. npumedaHune 1)
Ccebin- o [Tpoba/ COBOKYNHOCTL
Ka § onepartop OaHHbIX
yCTPOUCTBO CooBLLIeHHOoe
PeareHT AHCTPY- MapameTp 3Have- MapameTp 3HauveHue mi MeHbLUE | 2,0—4,3
MEHT HUe 2.0 MHO MHO
pPpaCCHNTAHHOE
[43] | ProTime | [lpokon Organon Sysmex | 114 napan- | CpegHee pas- Oba B npene- HepgocTyn- — —
standard | nanbua/ Teknika CA 1000 | nenbHbIX pe- | NMU4ne OT na- nax TtepaneBTU- HO
npogec- MINY =1,85 3yNbTATOB bopatopumn —0,07 | yeckoro WHTEp-
cuoHar SD cpeaHero Bana 56,3 %
pa3nnyns 0,48 | Oba Huxe cpea-
ABCONIOTHOE HEero 28,3 %
cpegHee pas- Oba BbilLE
nmyne 0,28 | cpeaHero 4.4 %
SD ot abco- ObLee cooTBET-
MIOTHOIO CTBUE 89.0 %
cpeaHero 0,4 CoOTBETCTBUE
MHO B pamkax
0,5 87,0 %
[44]1 | ProTime | [lpokon Dade MLA 228 napan- | AbcontoTHoe CooTBeTCTBUE Paccym-
standard | manbua/ Innovin NenbHbIX pe- | pasnuyne MHO B pamkax TaHHOE (M3
npodec- MY = 1,0 3yNbTaToB MeHbwe 2,0 0,3 0,4 79,0 % rpyobIX
CUOHar Electra MHTepBan 2,.0—4.5 0,2 CooTBeTCTBUE OAHHbIX) 90,4 % | 96,9 %
900 OAHHbIX = MHO B pamkax
= o1 0,8 oo 0,7 94.3 %
0,72 CoOOTBETCTBUE
MHO B pamkax
1,0 97,3 %
[44], | ProTime | [Nlpokon Innovir MLA 100 napan- | Bias-Hu3koe CooTBeTCTBUE Paccym-
[45] | standard | nanbua wm | Innovir NenbHbIX pe- | 3HaYeHUne —0,2 MHO B pamkax TaHHOEe (M3
BeHO3Hass | Recombi- 3yNbTAaTOB Bias-BbICOKOE 0,4 rpyobIX
KPOBb/ plastin BCS 100 napan- | 3Ha4YeHue 0,1 HU3KOE COOTBEe- OAHHbIX) 07.4 % | 98,1 %
npodec- Innovin NenbHbIX pe- TCTBUE 74,7 %
cuoHar Recombi- 3yNbTATOB BbICOKOE COOT-
plastin BCS 100 napan- BETCTBUE 89,9 %
NenbHbIX pe-
3yNbTaToOB
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[lpodomkerue mabnuusi F.1

ATorn nccnenoBaHUn OLEHOK pabovmnx xapakTepucTuk

(1)

(2)

(3)

(4)

(9)

(6)

(7)

(8)

COoODLWEHHOE KITMHUYEeCKoe

% B npepenax kputepues padbo4nx

MeToauka namepeHus CoobLieHHoe
naBopaTopuy COOTRETCTRIG COOTBETCTBUE NPOTUB XapaKTepUCTUK
OueHunBae- nadoparopuu (cM. npumedaHue 1)
Ccbin- oo Ipoba/ COBOKYNHOCTDL
Ka § oneparop OaHHbIX
yCTPOUCTEO CooBLIeHHOe
PeareHT /HCTPY- MapameTp SHave- MapameTp 3HaveHune ml MeHbLLe | 2,0—4,5
MEHT HUe 2.0 MHO MHO
PaCCUYMTaHHOE
STA 100 napan- CooTBETCTBUE
NenbHbIX pe- MHO B pamkax
3yNbTAaTOB 0,7
STA 100 napan- HU3KOE COOTBET-
NenbHbIX pe- CTBUE 87,9 %
3yNbTaToOB BbICOKOE COOT-
VIHTepBan BETCTBUE 99,0 %
OAHHbIX =
=oT1 0,8 po
6,8
[46] | ProTime | BeHo3nasa | rTF/95 [Tokaun- | 63 napan- | CpegHee pas- [lapannensHo B Hepoctyn- — —
low voO- | KpOBb/ (BO3) BaHMe nenbHbIX pe- | nuymne ¢ nabo- pamkax 0,5 MHO HO
lume npodec- npobwp- | 3ynbraTa paTopuen 0,04 N3 cpegHero 90,0 %
cuoHar KU SD cpeaHero Oba B Tepanes-
pa3NN4nA 0,3 TUYECKOM  WNH-
TepBane 67,0 %
Oba BblWwe nnu
HUXXE WHTEpBAa-
I1a 19,0 %
Pasnu4ne na-
pannenbHbIX
meHbwe 10 %
OT cpegHero 60,0 %
Obwee  COOT-
BETCTBUE 89,0 %
[47] | Coagu- BenosHas | CRM 149R | Tlokaun- | 150 napan- | CpegHee pas- PacllNpPeEHHOE Onpepene-
Check KPOBb/ BaHWe nenbHbIX pe- | nuyuune ¢ nabo- COOTBETCTBUE HMUE Mo rpa-
npodec- npobup- | 3yNbTaToB paTopuen -0,2 | (npumevanune 2) | 87,0 % | dumky (npwm-
cUoHan KW MHTepBan medaHne 1) | 95 % 91 %
OAHHbIX = OT
1,0 no 6,0

€69, OOU A 100
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R [lpoComkenue mabnuusi F.1

Tornm uccnenoBaHUm OLEHOK pabodmnx xapakTepucTuk

(1)

(2)

(3)

(4)

()

(6)

(7)

(8)

CooDLLEeHHOE KITMHU4YeCKoe

% B npepenax kpurepues padboqnx

MeToauka namepeHus CoobLieHHoe
naoparopui COOTRETETRNE COOTBETCTBUE NPOTUB XapaKTepUCTUK
OueHuBae- natoparopuu (CM. npumevaHue 1)
Ccebin- o6 [Tpoba/ COBOKYNHOCTL
Ka . onepaTtop OaHHbIX
yCTPOUCTBO CoobLieHHoe
PeareHT AHCTPY- MapameTp SHave- Mapametp 3HaveHue ml MeHbLLe | 2,0—4,9
MEHT HUe 2.0 MHO MHO
PaCCHUTaHHOE
Coagu- Benoznas | CRM 149R | Tlokaun- | 150 napan- | CpeagHee pas- PacwwupeHHoe Onpepene-
Check KPOBb/ BaHMe NenbHbIX pe- | nuyne ¢ nabo- COOTBETCTBUE HUE Mo rpa-
Plus npoec- npobup- | 3ynbTaToB paTopuen -0,3 | (npumevaHue 2) 88,0 % | duky (npu-
CUOHanN KW MuTepBan medvaHne 1) | 93 % 99 %
OAHHbIX = OT
1,0 no 6,0
[48] | Coagu- Benosnass | RBT/90 [Tokaun- | 56 napan- | CpeagHee pas- PacwunpeHHoe Onpepene- — —
Check KPOBb/ BaHMe NenbHbIX pe- | nuyune ¢ nabo- COOTBETCTBUE HUE Mo rpa-
npodec- npobup- | 3ynNbTaToB paTopunen 0,32 | (npumevanne 2) | 90,0 % | duky (npwm-
cuoHar KW MHTepBan MmedvanHue 1)
OAaHHbIX = OT
1,5 00 4,9
Coagu- BenosHass | rTF/95 [Tokaun- | 56 napan- | CpeagHee pas- PacwwupeHHoe Onpepene-
Check KpOBb/ BaHWe NenbHbIX pe- | nuumne ¢ nabo- COOTBETCTBUE HMUE Mo rpa-
npodec- npobup- | 3ynNbTaToB paTopunen 0,21 | (npumevanne 2) | 97,0 % | duky (npwu-
cuoHarn KW MHTepBan MmevanHue 1)
OAHHbIX = OT
1,5 0o 4,9
[49] | Coagu- Benosnass | CRM 1495 | Tlokaun- | 184 napan- | CpegHee pas- CooTBETCTBUE Onpenene-
Check KPOBb/MPO- BaHWE nenbHbIX pe- | nuune ¢ nabo- MHO B pamkax HUE Mo rpa-
deccno- npobup- | 3ynbraTa paToOpUEN —-0,08 | 0,4 84,0 % | douky (npw-
Han KU VIHTepBan SD cpepHero medvaHue 1) 95 % 99 %
NAHHbIX = OT | 3HAYEHUA 0,35
0,8 no 6,0
Coagu- Benosnas | rTF/95 [Tokaun- | 184 napan- | CpegHee pas- CooTBeTCTBUE Onpepene-
Check KPOBbL/MPO- BaHMe NenbHbIX pe- | Nn4yne ¢ nabo- MHO B pamkax HUe Mo rpa-
dheccuno- npobup- | 3ynbraTa paTopuen —-0,07 | 04 79,0 % | UKy (nNpu-
Han KU VIHTepBan SD cpepHero mevaHue 1) 97 % 98 %
NAHHbIX = OT | 3HAYEHUSA 0,42
0,8 no 5,4
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[lpodomkerue mabnuusi F.1

ATorn nccneaoBaHum OLEHOK pabovnx xapakTepucTuk

(1)

(2)

(3)

(4)

(5)

(6)

(7)

(8)

CoobLLEeHHOE KIMUHUYEeC KOS

% B npepenax kputepues pabo4mnx

MeToanka namepeHus CooblweHHoe
naGopaTopuy COOTRETCTRU G COOTBETCTBUE NPOTUB XapaKTepucTUK
OueHuBae- natoparopum (cMm. npumevanune 1)
Ccebin- o6 [Tpoba/ COBOKYMNMHOCTL
Ka YGTDORCTBO oneparTtop NaHHbIX COOBLLIEHHOS
PeareHT AHCTDY- MapameTp SHave- MapameTp 3HaveHue ml MEHbLLE | 2,0—4,5
MEHT HUe 2.0 MHO MHOQO
paccuYnTaHHoe
Coagu- Benosnass | CRM 149S | Tlokaun- | 184 napan- | CpeaHee pas- CooTBeTCTBUE Onpepene-
Check KPOBb/ BaHWeE nenbHbIX pe- | nu4ine ¢ nabo- MHO B pamkax HWEe Mo rpa-
npodec- npobup- | 3ynbrara paTopuen 0,0 0,4 78,0 % | UKy (npw-
cuoHan KU VIHTepBan SD cpeaHero medanme 1) | 100 % 95 %
ANAHHbIX = OT | 3HA4YeHUsA 0,39
0,8 oo 5,9
Coagu- BenosHas | r1F/95 [Tokaun- | 184 napan- | CpeagHee pas- CooTBETCTBUE Onpepene-
Check KPOBb/ BaHWeE NenbHbIX pe- | nuyine ¢ nabo- MHO B pamkax HWE Mo rpa-
npodec- npobup- | 3ynbraTa paTopuen 0,02 | 0,4 75,0% | UKy (npu-
cuoHan KU MHTepBan SD cpeaHero MmevaHue 1) 97 % 96 %
NAHHbIX = OT | 3HA4YEeHU$s 0,45
0,68 no 5,4
[11] | CRM Benosnas | rl1F/95 [Tokaun- | 273 napan- | CpeaHee pas- CooTBeTCTBUE Onpepene-
1495 KPOBb/ BaHUe NenbHbIX pe- | nuyne ¢ nabo- MHO B pamkax HWE Mo rpa-
npodec- npobup- | 3ynbrara paTopuen 0,23 | 04 87,0 % | UKy (npu-
CUOHan KW MuTepBan mevaHne 1) | 99 % 98 %
OAHHbIX = OT
1,0 pno 6,0
[26] | Coagu- [1pokon IL Tpombo- | ACL 465 napan- | CpeagHee pas- PacLUNPEHHOE Onpepene-
Check nanbua/ NnnacTtuH Futura nenbHbIX pe- | nuune ¢ nabo- COOTBETCTBUE HWe Mo rpa-
npogec- MINY = 0,99 3yNbTaTOB paTopuen 0,02 | (npumevanwne 2) 98,0 % | dpuky (npwm-
CUOHAar MY = 0,97 MuTepBan mevaHne 1) | 99 % 97 %
OAHHbIX = OT
1,1 no 6,7
[27] | Coagu- BenosHas | rl1F95/ [Tokaun- | 536 napan- | CpeagHee pas- CooTBeTCTBUE Onpepene-
Check KpoBb/rpo- | RBT/90 BaHWE nenbHbIX pe- | nuumne ¢ nabo- MHO B pamkax HWe Mo rpa-
dheccno- npobup- | 3yNbTaToB paTopuen 0,19 | 0,4 79,0 % | ouky (npu-
Har KW MuTepBan mevaHne 1) | 88 % 93 %
OAHHbIX = OT
1,4 no 5,8
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OkonyaHue mabnuust F.1

ATorm uccnenoBaHnm OLEHOK paboumnx XxapakTepucTuk

(1) (2) (3) (4) (9) (6) (7) (8)
MeTtoauka namepeHus CooblieHHoe COOBLLEHHOS KIMHIM4ECKos /o B Npefjenax kputepues pabouux
COOTBETCTBUE NMPOTUB XapaKkTepucTuK
OueHu- natoparopuu COOTBETCTBUE nabo
patopuiu (CM. npumedaHune 1)
Ccbin- | Baemoe [1poba/ COBOKYNHOCTL
Ka YCTPOU- onepartop OAHHbIX
oTEO PeareHT /HCTPY- NapameTp SHave- NapameTp 3HaveHue COOﬁmLI;iHHOG Merblue | 2,0—4,5
MEHT HUe 2.0 MHO MHQO
paccuYnTaHHoe
[50] | Coagu- | [lpokon Thromborel S MDA 163 napan- | CpeaHee pas- PacwunpeHHoe Onpepene-
Check nanbua/ MY = 1,19 nenbHbIX pe- | nuyne ¢ nabo- COOTBETCTBUE HWE Mo rpa-
npodec- | DadeC-Plus 3ynbraTa paTopuen (npnmevaHue 2) 90,0 % | dpuky (npwm-
cuoHarn MWY = 2,06 MLA VIHTepBan MHO < 2,0 0,09 medvaHue 1) 96 % 95 %
AaHHbIX = ot | MHO 2,0—3,0 0,19
0,8 oo 7,1 MHO 3,1—4,0 | 0,44
MHO > 4,0 0,31
[51] | Coagu- | [lpokon Innovin 248 napan- | CpeagHee pas- PacwupeHHoe Onpepene-
Check nanosua/ MY = 1,13 NenbHbIX pe- | nuune ¢ nabo- COOTBETCTBUE HWe Mo rpa-
npocec- | Recombiplastin 3yNbTaToB paTopunen -0,19 | (npumevaHue 2) 90 % duky (npwm-
cuoHan MY = 1,10 VIHTepBan SD cpeaHero medvaHue 1) | 100 % 96 %
NAHHbIX = OT | 3HAYEHUSA 0,46
1,0 no 7,4 CpeaHee pas-
nuyme ¢ nabo-
paTopuen
MHO meHblLEe
2,0 —0,02
MRHO 2,0—3,5 | -0,16
MHO 6onble
3,5 —0,67

[TpumevyaHune 1 —B uensax aToro NpMNoXeHus, COOTBETCTBUE C KPUTEPUSIMU B HACTOSILLLEEM cTaHaapTe Obino OUEeHEHO Ha OCHOBE rPadUKoOB, ONyONMKOBaH-

HbIX aBTOPaMWn. 3TV AlaHHbIE, BO3MOXHO, HE COOTBETCTBYIOT pacnpegenenuto aHadeHmnn MHO, onpeaenernbix B 8.5.3, tabnuua 2.

[TpnmevaHune 2— PacwmpeHHOe COOTBETCTBME YHYUTBIBAET NPOLEHT 0Opa3uUoB, pe3ynbTaTbl KOTOPLIX ABNSIOTCH KITMHUYECKN KOHKOPAAHTHbIMKU (Mnn 06a B
npeaenax TepaneBTUYeCcKoro ananasoHa, unm oba BHe TepaneBTUYECKOro gnanasoHa), Nnc Te 3HavYeHus, Kotopble coBnagatoT B npegenax 0,4 egnunubl MHO. Ha-
npumep, ecnun tepanestnyecknn gananasoH ot 2,0 go 3,0 MHO n oauH pesynbetat 2,9 MHO, n gpyromv peaynetaTt 3,1 MHO, pe3ynbTrarbl KnaccCupnumnpyoT Kak COOTBET-

CTBYIOLLME PYT APYTY.
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[OCT P UCO 17593—2009

MpunoxeHne G
(cnpaBo4HOe€)

CBefleHNA 0 COOTBETCTBMU HaLUOHaNbHLIX cTaHaapToB Poccunckon ®epepanum
CCbINMOYHbIM MeXAYHapOoAHbIM (perMoHanbHbIM) CTaHAapTaMm

Tadbnwuwua G.1

OBo3HavYeHue CChINOYHOro
MEXOYHAPOAHOro craHaapra
N Apyroro HOPMaTUBHOIO
NOKYMEHTA

OBbo3HavYeHue 1 HAMMEeHOBaHUe COOTEBETCTBYHOLWEro HaunoHanbHOro CtaHaapTa Ui apyroro
HOPMAaTUBHOIO AOKYMEHTA

NCO 13485:2003

[OCT P NCO 13485—2004 Na3pnenua meanumHckne. CUcTemMbl MEHEIKMEHTA KAYecCT-
Ba. CucremHble TpeboBaHUsA B LENsIX perynmpoBaHuns

MCO 14971:2000

[OCT P NCO 14971—2006 Napenna meanumHckme. [ lppmeHeHne MeHeKMEHTA PUC-
Ka K MEOULMNHCKUM U3OENNAM

MCO 15198:2004

*

MCO 17511:2003

[OCT P NCO 17511—2006 N3pgenna megnumHckmne ans aunardHoctukn in vitro. amepe-
HME BENUYMH B Bnonormyecknx npobax. MeTponornyeckas npocnexmBaeMoCcTb 3HaAYE-
HUW, NPUNMUCAHHBbIX Kannbpatopam U KOHTPONbHbLIM MaTepuanam

NCO 18113-1

*

NCO 18113-4

*

MCO 18113-5

*

MOK 61010-1:2001

[[OCT P 52319—2005 be3onacHOCTb anekTpnyeckoro obopyaoBaHns anst NaMepeHus,
ynpasneHns n nabopatopHoro npumeHenust. HYacte 1. Obwme TpeboBanms

MOK 61010-2-101:2002

*

MOK 61000-4-2:95

[OCT P 51317.4.2—99 CoBMeCTUMOCTb TEXHUYECKNX CPEeACTB 3MEKTPOMarHUTHas.
YCTONYUBOCTDb K 3MEeKTpocTatnyecknm paspsgam. TpeboBaHna n Metoibl UCNbITAHUW

MOK 61000-4-3:95

[OCT P 51317.4.3—99 CoBMeCTUMOCTb TEXHUYECKNX CPEeOCTB 3MEKTPOMarHUTHas.
YCTONYMBOCTL K PaanoH4acTOTHOMY 3NEKTPOMArHUTHOMY nosto. TpeboBanmus n metoanl
NCIbITAHUN

MOK 61326:97

[OCT P 51522—99 CoBMeCTUMOCTb TEXHUYECKUX CPEACTB 3MEKTPOMArHMTHas. I3IeEK-
Tpudveckoe 0b6opyaoBaHne AN U3MEPEHUS, YNPaBNeHUs 1 nabopartopHOro NpUMeHe-
HUA. TpeboBaHUA U MeToabl UCMbITAHNW

EH 13532:2002

EH 13612:2002

EH 13640:2002

TexHnueckne otdeTbl BOS3,
HoMep 889, 1999, npunoxe-
HVWe 3

* COOTBETCTBYIOLWMN HAUMOHANbHbIN cTaHA4ApT OTCyTCTBYET. 10 ero yrBepxgeHus pekoMmeHgyeTcs NCnonb3oBaTh
nepeBoq Ha PYyCCKNN S3blK 4aHHOIo MeXayHapoaHoro craHgapra. [lepesog gaHHOro MexgyHapoaHoro craHgapra Ha-
xoantcs B PegeparnbHOM MHPOPMALUNOHHOM (POHAOE TEXHUYECKUX PernamMeHToB 1 CTAHOAPTOB.
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