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BBepeHue

CrcTeMbl MOHUTOPWHIa NepopanbHon Tepanuu aHTUKoarynsHTaMu npeactasnsioT cobo MmeguunHekne
n3aenust Ans QnarHocTUKkK in vitro, UamepsioLLMe NPpoTPOMBUHOBOE BpeMsi B Npobax cBexel, HeMsMeHeHHOM
KpoBMYenoBeka. [poTpoMBUHOBOE BpeMs ABNSEeTCH MHANKAaTOPOM CIOCOBHOCTU KpOBUM CBEpThIBaTLCA. Meau-
LMHCK1e U3aennsa Ans AnarHoCTUKN in vitro Ans camoTecTUpoBaHWA Npu nepoparbHON TepannyM aHTUKoarynsiH-
TamMU UCMONb3YIOTCA NPEeMMYLLUeCTBEHHO ModbMU, Y KOTOPbIX 3aMeHeHbl cepAeyHble KrnanaHbl, wunm
nauuneHTamu, CTpagarowuMm MepLaHnemM npeacepania Ui Tpom603om riny6okmx BeH. MNauneHTsl AoMmkHbI noa-
AepX1BaTb YPOBEHb aHTUKoArynsHTa B KPOBU LOCTATOYHO BBICOKUM, YTOGHI CHU3UTL 0BpasoBaHue TpoMOuHa,
1 B TO XXe BPEMS 4OCTaTOUHO HN3KUM, YTOBbI n3bexaTb YpeamepHOro kpoBoTeveHus. CucTema MOHUTOpUHra
nepepopanbHoi Tepanun aHTUKoarynsHTamMmy No3BonseT Nofb3oBaTeso KOHTPONMPoBaTh TEpanuio aHTUKoa-
r'YnsiHTaMun v NnpyHUMaTh Mepbl, YToGbl yNpaBnisaTe ypOBHEM aHTUKOArysiHTa, MpUCYTCTBYIOLLETO B KPOBW.

HacTtoswwmii cTaHaapT NpUMEHsIeTCs K cUCTEMaM MOHUTOPUHIa NepoparnbHOn TepanMu aHTUKoarynsiHTa-
MW, KOTOPBIE UCMONbB3YHTCA HenpodeccnoHanamu. NepBuYHbIe e COCTOST B TOM, YTODbI YCTAHOBUTL Tpe-
6oBaHMA K CUCTEMaM MOHWMTOPUHra nepopasibHOW Tepanun aHTUKoarynsiHTamu, KoTopble Mo3BOSsAT
nonb3oBaTensM-HenpodgeccMoHanam AoCTUYb NpUeMIeMOoro KauecTsa nccrie4oBaHui, U onpeaennuTb npoLe-
Aypbl 4NS U3roTOBUTENEN N APYINX 3auHTepPecoBaHHbIX CTOPOH, KOTOPbIE MO3BONAT NPOAEMOHCTPUPOBATh
COOTBETCTBME TAKMUX cUCTeM TpeboBaHMAM HAcTosILLEro cTaHAapTa.

Kputepun kavyecTsa paboTkl 4118 CUCTEM MOHUTOPUWHIa NepoparbHOi Tepanum aHTUKoarynstHTamm 6einm
yCTaHOB/EHbI Ha OCHOBE JOCTUIHYTOrO B HACTOSILLEE BpeMS YPOBHS, KOTOPLIN NPeAoCcTaBnNseT CyLeCTBEHHYO
nonb3y nyaobcrea nauneHTam [68], [69]. Kputepuun npeactaBneHbl B TepMUHAX K TOUHOCTU CUCTEMBI» , NOTOMY
YTO MeTponoruyeckasi TepMUHOMOINS, OBBEIMHO MpUMeHsieMasl B cTaHgapTax (Hanpumep, nNpasUNbHOCTb U
HeonpeaeneHHoCTb 3MepeHus), He 6bina 6bl NOHATHA Nonb3oBaTensaM-HenpodeccuoHanam. TOUHOCTb cUC-
TeMbI, Ha KOTOPYH BINSIOT CUCTEMaTUYECKOE CMeLLleHne 1 cryvaiiHble acdekTbl (0bpaTHO NponopLMoHans-
Hble HeonpeaeneHHOCTU W3MEepeHWs), OnucbiBaeT cTerneHb OnM30CTU MHAMBUAYANbHLIX Pe3ynbTaTos,
Mony4eHHbIX CUCTEMO MOHUTOPWHIA NepopasibHON Tepanum aHTUKOArynaHTaMu, TOHHbIM 3HAYEHUAM MeXay-
HapoAHoro HopManunaosaHHoro otHowweHna (MHO) npu npuMeHeHUU cUCTeMbl HenpodeccuoHanamu.

Mpw ycTaHoBNEeHWUN KpuTepues paboTel NpeanonaraeTcs, YTo nonb3osartesm 6yayT A0MKHBIM 0b6pa3om
oTobpaHbl 1 nonyyat HeobxoamMMoe oByyeHue, YTO YCTPOIUCTBO ByaeT AomkHbIM 06pa3oM obcnyxusaTbes U
YTO MEeTOANKU UCCeJOBaHNA N KOHTPOMA 6YAYT BbINOMHEHbI B COOTBETCTBUM C UHCTPYKLMSIMU MO MPUMEHEHWIO,
paspaboTaHHbEIMN U3roToBMTeneM. Mpeanonaraetcs Takke, YTO U3roToBUTenu ByayT npegycMmatpuBathb
3t ekTbl BO3MOXHOIO HENPaBUILHOMO NPUMEHEeHUs, BKMoYasi BO3MOXHbIE OTKIIOHEHUS Nonb3osaTens oT
peKoMeHA0BaHHOro 06CnyXnBaHns, METOAUK UcCneqOBaHUSA U KOHTPONS.

TpeboBaHusi, KOTOPbIE ABMAIOTCA YHUKANbHBIMA A1 CAMOTECTUPOBaHUSA C MOMOLLbIO CUCTEM MOHUTO-
pyHra nepoparbHON Tepanum aHTUKoarynaHTaMmu, BKIovas onpeaeneHHbii oobemM uHgopmaumm, noctaense-
MOW N3roToBUTENEM, NpedcTaBsneHbl B HacTosAweM ctaHgapTe. Obwue TpeboBaHuUs, KOTOPbIE OTHOCATCA KO
BCEM MeIMLVHCKUM U3aennam Ana AnarHOCTUKM in vitro n cogepXaTcsl B ApYrux ctaHgaptax (Hanpumep,
IEC 61010, ISO 13485, ISO 14971 n ISO 18113), ykazaHbl ccbinkamu Tam, rae 31o Heobxoaumo. Kpome Toro,
MOTYT NMPUMEHSATLCHA COOTBETCTBYIOLLME HaUMOHaNbHbIE NPaBUIia M UHCTPYKLIMK.



rocT I1SO 17593—2011

M E XTOCUYAAUPU CTH BETUHTHUB # C TAHQAAPT

KINMWHUYECKUE NABOPATOPHbBLIE UCCNEAOBAHUA U U3OENUA MEOUUUHCKUE IN VITRO

Tpe6oBaHUs K cUCTeMam MOHUTOPUHTa in Vitro Ans caMoTecTUPOBaHUsA
npy NepopanbHOl Tepanumu aHTUKOArynsAHTaMu

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

DaTta BBegeHna — 2013—01—01

1 O6nacTb NnpUMeHeHuns

HacToswmin cTaHgapT ycTaHaBnuesaeT TpeboBaHWs K U3MepuTenbHEIM cucTteMam in vitro ans camo-
KOHTPONSs NeYeHnsi aHTaroHncTamm suTamuHa K, Bkntouas paboume xapaktepucTuku, obecnedyeHue kayectsa u
obyueHure nonb3oBaTenen n MeToanku BepudrkaLum 1 Banuaalmm kavecTsa BbIMNONHEHWs npeanonaraemMbl-
MU MoNb30BaTeNAMMU NpuU hakTUYECKUX 1 MOAENUPYEMBIX YCIOBUSAX NCNOMb30BaHNS.

HacTosilmi cTaHaapT OTHOCUTCS UCKTIOUUTENBHO K CUCTEMaM M3MepeHUsl MpoTPOoMOHOBOro BpeMeHu,
UCTOMNb3yeMbIM NIoAbMU AN KOHTPOMSA CaMOCTOATENBHOIO NevYeHna aHTaroHucTamm ButamuHa Ku npeacras-
NALWUM pesynbTaTbl Kak MexayHapoaHoe HopMannsoBaHHoe oTHoleHue (MHO).

HacToswmi cTanaapT NPUMEHUM K U3roTOBUTENSAM TakUX CUCTEM U K APYrAM OpraHuMsaumam (Hanpumep,
perynupyoLLme opraHbl U opraHnsaumn, oLeHUBaoLWmMe COOTBETCTBIUE), OTBETCTBEHHBLIM 3a OLEHKY paboThbl
DaHHbIX cuctem.”

[encTeune HacCToALLEero cTaHAapTa He pacnpoCcTpaHsAeTcs Ha:

- U3MepUTenbHbIe CUCTEMBI in Vitro ANst XapakTepUCTUK CBEPTbIBAHUA KPOBU, OLEHUBAIOLLUX Tepanuio
aHTaroHncTamu ButaMmuHa K, ncrnornbayemeie BpadaMu Unv apyrumm paboTHUKamu 3apaBooxXpaHeHuns;

- BCECTOPOHHIOH OLIEHKY BCEX BO3MOXHbIX (haKTOPOB, KOTOPLIE MOTrYT NOBNUATL Ha paboTy AaHHBIX CUC-
TeM unm

- MeguuMHCKMe acnekTbl NepoparnbHOn TepanMm aHTuKoarynaHTamu.

2 HopmaTuBHbIe CCbINKK

B HacTosiLleM cTaHdapTe UCNosb30BaHbl CCHINIKMA Ha creayowme cTaHaapTel U Apyrue HopmaTuBHbIE
[OKYMEHTHI:

ISO 13485:2003 Medical devices — Quality management systems — Requirements for regulatory
purposes (M3genna meguumHckme. Cnuctembl MeHeakMeHTa kavecTsa. CucteMHble TpeboBaHusa B LeNax pery-
NpoBaHNs)

ISO 14971:2000 Medical devices. Application of risk management to medical devices (U3genua meau-
LUuHckue. MpuMeHeHe MeHeXXMeHTa pyUcka K MeauLMHCKUM U3aerusam)

ISO 15198:2004 Clinical laboratory medicine — In vitro diaghostic medical devices — Validation of user
quality control procedures by the manufacturer (Knunudeckas nabopatopHas MeguumnHa. Msgenns MeguumH-
CKue Ans guarHocTuku in vitro. MoaTBepaeHne MeToAMK KOHTPOIS KavecTBa, PEKOMeHOyeMbIX U3roToBuTens-
MU Nonb3oBaTensim)

* B Pocculickoli ®edepayuu — 8 coomgemcemesuu co cmamesmu 1 u 11 ®QelepansHozo 3akoHa Ne 102-903
«06 obecrieveHuu eQuHCMBa U3MepPeHUll».

U3paHne opnumnansHoe
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ISO 17511:2003 In vitro diagnostic medical devices — Measurement of quantities in biological
samples — Metrological traceability of values assigned to calibrators and control materials (U3genuns meanumn-
CKvie ANA AMarHoCcTuKM in vitro. iamepeHrune BennynH B 6uonorudeckux npobax. MeTponoruyeckas npocnexu-
BaEMOCTb 3Ha4YeHMWNA, NPUNUCaHHbIX KanubpaTopam U KOHTPOSbHEIM MaTepuanam)

ISO 18113-1 In vitro diagnostic medical devices — Information supplied by the manufacturer
(labelling) — Part 1: Terms, definitions and general requirements (KnuHndeckne nabopaTopHble nccnegosa-
HUSA U gnarHocTUYeckne MeaunumHcKkue cuctemsl in vitro. IHopMaums, npeaocrtaBnsemMas UsrotoBMtenem
(mapkuposka). YacTb 1. TepMuHEl, onpeaeneHus n obwve TpebosaHms)

ISO 18113-4 In vitro diagnostic medical devices — Information supplied by the manufacturer
(labelling) — Part 4: In vitro diagnostic reagents for self-testing KnuHuueckune nabopaTtopHble UccrienoBaHms 1
AnarHocTnyeckue MeguumMHcKne cuctemel in vitro. UHdopmaums, npegocTasnsemas UsrotoBuTtenem (Mapku-
poBka). YacTb 4. [lnarHocTnyeckune peakTunsel in vitro Ans camoTecTUpoBaHus)

ISO 18113-5 In vitro diagnostic medical devices — Information supplied by the manufacturer
(labelling) — Part 5: In vitro diagnostic instruments for self-testing (KnuHuyeckne nabopaTtopHble nccnegosa-
HUA U gnarHocTuyeckue MeguuUuHCKUe cuctemsl in vitro. UHopMauums, npegoctasnsiemasi U3roToBUTENEM
(MapkupoBka). YacTb 5. lnarHocTu4ecknue MHCTPYMEHThI in vitro ANs caMoTecTUpoBaHus)

IEC 61000-4-2 Electromagnetic compatibility (EMC) — Part 4: Testing and measurement techniques —
Section 2: Electrostatic discharge immunity test (SnektpomarHutHaa coBMmecTumocTb. Yactb 4. MeToauku
UCMbITAHUA 1 U3MepeHnid. Pasgen 2. VicnblTaHne Ha HeBOCTPUUMUYMBOCTL K 3M1EeKTpOCTaTUIECKOMY pa3psay)

IEC 61000-4-3 Electromagnetic compatibility (EMC) — Part 4: Testing and measurement techniques —
Section 3: Radiated, radio-frequency, electromagnetic field immunity test (3nekTpoMmarHuTHas coBmecTu-
MoCTb. HacTb 4-3. MeToAMKM UCNBITaHNA 1 n3MepeHnid. UcnbiTaHne Ha yCTOMHNBOCTL K BO3AEACTBUIO 3TIEKTPO-
MarHWTHOro NoMs ¢ N3ny4yeHneM Ha paguodacTorax)

IEC 61010-1:2001 Safety requirements for electrical equipmentfor measurement, control, and laboratory
use. Part 1. General requirements (Tpe6oBaHus k 6esonacHoCT anekTpooGopyaoBaHUS AN NpoBeaeHUs!
n3MepeHuii, ynpaeneHusi u nabopatopHoro ucrnonb3oBaHus. Yactb 1. O6wme TpebosaHust)

IEC 61010-2-101:2002 Safety requirements for electrical equipment for measurement, control and
laboratory use. Part2-101. Particular requirements for in vitro diagnostic (IVD) medical equipment (Tpe6osaHus
k 6e3onacHOCTM 3M1eKTpoo6opyaoBaHUS ANs NPOBEAeHUSA USMEPEHWUIA, yNpaBneHnus U NabopaTopHOro Ucnonb-
30BaHus. Yactb 2-101. YacTHbie TpeboBaHUA K MEAULIMHCKOM annapaType Ans AMarHocTuku in vitro (IVD))

IEC 61326 Electrical equipment for measurement, control and laboratory use. EMC requirements
(OnekTpoobopyaoBaHe ANA U3MepeHUs, ynpasneHusl u nabopaTtopHOro ucnonb3oBaHusA. TpeboBaHuA K
3MeKTpoMarHUTHON COBMECTUMOCTU)

EN 13532:2002 General requirements for in vitro diagnostic medical devices for self-testing (O6wue Tpe-
60BaHKs K MeAULMHCKUM U3AENUSM A5l AMarHOCTUKM in Vitro Ansi CAMOKOHTPONs)

EN 13612 Performance evaluation of in vitro diagnostic medical devices (OueHka akcnnyaTauuoHHbIX
XapaKTepucTUK Me AULIMHCKUX AUarHOCTUYECKUX YCTPOUCTB in vitro)

EN 13640 Stability testing of in vitro diagnostic reagent (OueHka cTabunsHOCTU peakTUBOB A4NA AuarHoc-
TWUKW in vitro)

TexHunueckue otyeThl BO3, Homep 889, 1999, MpunoxeHue 3 — PykoBogsaLumMe NpuHUMbLI ANA Tpom6o-
NNacTUHOB U NNa3Mbl, UCNONb3YEeMbIX ANsl KOHTPOMS NepoparnbHON Tepanuy aHTUKoarynaHTamm

3 TepmuHbl v onpeneneHns

B HacToswem ctaHaapTe npumeHeHbl TepMuHbl o 1ISO 18113-1, a Taicke cneayowme TepMUHLI € COOT-
BETCTBYIOLMMU ONpeaeneHNAMU:

3.1 TouHoCTb U3MepeHus (accuracy of measurement): CteneHb 6nM30CcTN MeXAY pe3ynbTaToM U3Me-
peHuns U NPUHATBIM ONOPHBLIM 3HaYEeHUueM.

MpumevaHnusn

1 TepMuH « TOYHOCTb U3MEPEHUsI», KOrAa OH OTHOCWTCSI K psifly Pe3ynbTaToB UCCNIEA0BaHUI, OXBaTbIBAaET KOMOMHA-
LMIO Cry4anHbIX KOMNOHEHTOB U 06LLLYI0 CMCTEMaTNYECKYHO OLLUMOKY MMM KOMMOHEHT cMmellenns [1].

2 [1ns cuctem MOHUTOPUHIA NepopanbHON Tepanuy aHTUKOArynsHTamMmyu TOYHOCTb U3MEPAETCA CTeneHblo CooT-
BETCTBUsI pe3ynbTaToB M3MepeHun o6pa3LoB KPOBM OT PasnnyHbIX NauneHToB 3HaveHnam MHO, npocnexvweaembim 4o
MexayHapoaHoro pedepeHTHOro npenapara Tpomb6onnactuHa.

3 ApantupoaHo u3 [2, nyHkT 3.11].
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3.2 cmMmelyeHue usMmepeHus (bias of measurement): Pasnuune mexay oxvaaHuem pesynbtaToB Tectain
MPUHSATBIM OMOPHBIM 3HAYEHUEM.
[3, nyHKT 3.8]

MpwumeyaHune—CmeweHne — mepa npasunbHoCTH [1].

3.3 kpoBb (blood): Linpkynunpyrowas BHyTpM COCYA0B TKaHb opraHuamMa, CoCTosILLas U3 XX1AKON Nnasmebl
1 B3BELUEHHbIX POPMEHHBIX 3/TEMEHTOB.

MpuMeuyaHu e — BHacToswem cTaHaapTe TEPMUH OTHOCUTCS K CBEXEN KPOBU 683 aHTUKOarynsHTOB.

3.4 npob6a kanunnsipHoi kpoBu (capillary blood sample): KpoBb, cobpaHHas rnocne npokona Mesikmx
COCYO0B, KOTOPbIE COeANHSIIOT apTePUOSIbl 1 BEHYbI.

MpwnmeyaHun e—KanunnspHas KpoBb, NONyYeHHas NyTeM NPoKora KoHYMKa nanbua, o6bl4HO cobupaercs 6e3
[06aBOK TMNa aHTUKOAryrnsiHTOB UM KOHCepBaHTOB. MNoaToMy npoba HecTtaburnbHa.

3.5 koHTponbHbIN MaTepuan (control material): BewecTtso, matepuan unu nsgenve, npegHasHaveH-
Hble MU3roTOBUTENEM A1 NPOBEPKN paboUnX XapakTe pUCT UK MeaULIMHCKOrO U3aenus AN QNarHocTUKN in vitro.

MpumedaHuns

1 AganTnpoBaHo 13 [4, nyHkT 3.5].

2 KoHTponbHble MaTepuarns! 4ns MOHUTOPUPOBAHUA AENCTBUSA aHTUKOArynsiHTOB MOryT 6blTh PEaKTUBHBIMU UMK
HepeaKTUBHbIMW. PeakTVBHbIN KOHTPOIbHBIM MaTepuarn y4acTByeT B peakuym ¢ KOMNOHeHTaMun peaktmeos. Hepeaktue-
HbI KOHTPOIb HE pearnpyeT ¢ KOMNOHEHTaMW PEaKTMBOB, HO cnocobeH o6ecneynTb KOHTPOb PYHKUMOHAMNBHbBIX BO3MOX-
HOCTel Yepes Apyrve cpeacTea, Hanpumep MogenMpoBaHve peakumm (CM. U3nYecknii KOHTPOrb).

3.6 KOHTponbHbIA UHTepBan (control interval): CTaTucTudeckn onpasaaHHble 3Ha4eHna, onpeaenex-
Hble Kak npuemriemMble 3Ha4YeHUs1 U3MepPeHUsi, NonyyYeHHbIe C UCMOMb30BaHMEM AaHHOrO KOHTPOMLHOrO MaTe-
pnana.

3.7 MeauMumMHckui paboTHUK (healthcare provider): Yenosek, yNnofIHOMOYEHHBIN OKasbiBaTb MEAULIUH-
CKYH0 MOMOLLb NaLMUEHTY.

MpuMeyaHue— B HacTosAweM cTaHgapTe paboTHYK 30paBoOOXpaHEHUA — YenoBeK (AOKTOp, MEACECTPA, TeX-
HUK, TEXHUYECKUI CNeuunanmueT unm COOTBETCTBYIOLLMI NMOMOWHWK), KOTOPbIA MHCTPYKTUPYET NaumeHTa OTHOCUTENbHO ca-
MOTECTUPOBAHUS.

3.8 MHTerpupoBaHHbIN (PYHKLMOHaNbHLIA KOHTPONb (integrated functional control): KoHTponbHbIN
Martepuan, KoTopbli ABMSIETCA COCTABHBIM KOMNOHEHTOM peakTUBa UsMepUTENbHON CUCTEMBI, NpeAHa3HavYeH-
HbIM U3roToBUTENEM ANA Bepudukauum pabounx xapakTepucTuk UsmepuTenbHON CUCTEMBI.

MpumeyaHune—UHTerpupoBaHHbIN PYHKUMOHANBHBIN KOHTPOINb UCCINEnyoT OAHOBPEMEHHO C U3MEPEHNEM
npo6bl NauueHTa, OH BKIOYaeT B ce6s peakTUBHbIN KOMMOHEHT U o6ecneqmBaeTt hyHKLUMOHANBHYIO NPOBEPKY METOAVKM U3~
MepeHus. Pe3ynsraTbl MIHTENPMPOBAHHOIO KOHTPONA AOMKHLI GbiTh B Npeaenax npegonpeaeneHHoro nHTepeana namepe-
HUS ANA U3MEPEHHOTO 3HAUEHUSI.

3.9 mexayHapogHoe HopmanuizoBaHHoe oTHoweHue; MHO (international normalized ratio, INR):
PesynbTaT nsmepeHuss npoTpoMBMHOBOIO BpeMEHU nauveHTa, KOTopblil Bbin cTaHaapTU3UMpoBaH Mo CBOK-
cTBam TpoMGonnacTuHa, UCnosib3yeMoro B MeToauke U3MepeHusi, BbIpaXkeH OTHOCUTENbHO HOPMarbHOro
NONynsALUOHHOro CpeHero 3HaueHus!.

M pwnmeyaHn e — [ns o6eyxaeHus ucnonb3zopanus MHO — cm. [5].

3.10 MexayHapoaHbii pedpepeHTHLIA Npenapar (international reference preparation, IRP): Pece-
peHTHbIN KanubpaTop, noaaepXaHHbIN BceMupHoi opraHusaumein snpaBooxpaHeHust.

M pwumeyaHun e — MexayHapoaHbiii pedepeHTHLII Npenapar TpombonnacTHa HenocpeACTBEHHO KanmbposaH
no CBOEW aKTMBHOCTU NPOTUB OPUIMHATIbHBIX GPUTAHCKMX CPaBHUTENBHLIX MPEnaparoB TPOMBONNacTMHA, NCMONb3YeMbIX
npu yctanosneHum cuctemsl MHO.

3.11 npomexyTouHasa NnpeLU3MOHHOCTbL U3MepeHus (intermediate precision of measurement): Mpe-
LIM3UOHHOCTb U3MEPEHUS MPU NPOMEXYTOUHBIX YCITOBUSIX MeXAY YCITOBUSIMUW BOCTPOU3BOAUMOCTU U YCIOBUS-
MU MOBTOPAEMOCTU.
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MpumevaHuns

1 KoHuenuusi npomMexxyTouHbIX YPOBHEW NPELM3MOHHOCTU onucaHa B [6].

2 KonuuecTBeHHble Mepbl MPOMEXYTOYHOWN NPELM3NOHHOCTM 3aBUCAT OT NPEAYCMOTPEHHBIX YCIOBUMNA.

3 lMpomexyTouHas NPeLm3nOHHOCTb yKkasbliBaeT Ha BapuabenbHOCTb, KoTopas 6yaeT UcrnbiTaHa Nonb3oBaTenem B
YCNOBUAX TUMUYHOIO UCTNOINb30BaHUA.

3.12 ycnoBus npomexyTo4HoW npeuusmoHHocTu (intermediate precision conditions): Ycnosus, npu
KOTOpPbIX HE3aBUCUMbIE pe3ynbTaTbl U3MepPEeHUs NoryYeHbl O4HUM U TEM Xe MeTOA0M U3MePEHUs Ha AEHTUY-
Hbix 06pasiiax B OIHOM U TOM Xe MecTe, HO rae Apyrue nepemeHHble — ornepaTopbl, obopyaoBaHue, kannb-
pOBKa, YCI0BUsi BHELUHEN cpeabl W/ BpeMeHHbIe MHTepBaribl OTAUYaloTCS.

3.13 mexayHapoaHbIi UHAEKC YyBcTBUTENbHOCTU, MUY (international sensitivity index, IS1): ®akTop,
KOTOpbI No3BOMNAET NpeobpasoBaHue pesynbTaTta UsmepeHusi NpoTPOMBUHOBOrO BpEMEHU NaLMeHTa B 3Have-
HUA MeXAyHapoAHOIo HOPManU30BaHHOTO OTHOLLEHUSI.

M pwumeyanne— na obeyxaenus ncnons3osavust MUY n MHO cwm. [5].

3.14 Henpodpeccuonan (lay person): Yenosek 6e3 cdopmanbHoro obyyeHusi B COOTBETCTBYHOLLEN
obnacTv unn gucumnnuHe.

MpumevaHuns

1 AgantmpoBaHo u3 onpegenenusiB [7].

2 B HacTosiWwem cTaHgapTe HenpodeccnoHan — 3TO Nonb3oBaTerb YCTPOWCTBA A5 MOHUTOPUHTa NepopanbsHoOn
Tepanuu aHTUKOarynsiHTaMm, KOTOpbIV He UMeeT crneumanbHbIX MeAWUMHCKUX, HAyYHbIX UITU TEXHUYECKUX 3HAHUW, CBA3aH-
HbIX C MOHUTOPVHIOM NMepoparnbHOM Tepanuu aHTUKoaryrnsiHTamm.

3.15 pab6ouui kanubpartop usrotrosutens (manufacturer's working calibrator, working measurement
standard): CtaHaapTHbIN 06paseL, KOTOPLIA UCTONb3yeTcst 0GbIMHO B TabopaTopum U3roToBUTENS ANA Kanuo-
POBKM UM NPOBEPKN MaTepuranbHbIX Mep, M3MepuTenbHBIX NpUbopoBs Unu pedepeHTHLIX MaTepuanos.

MpumevaHusn

1 ApgantmpoaHo n3 SO 17511.

2 3ToNpuMeHMMO K npenaparty TpombonnactuHa, MCrnosib3yemMmomy N3roToBUTENEM NPU NOATOTOBKE CMECH peakTu-
BOB A/151 onpegeneHns NpoTPOMOVMHOBOIO BPEMEHM.

3 MpunucaHHoe 3Ha4eHne pabodero kanwbpatopa U3roToBMTENSs, METPOSIONMHECKU NMPOCNEXMBAEMOE [0 MeXAy-
HapOAHOro pedhepeHTHOro Npenapara.

3.16 BbIGpaHHas usrotoBuTeneM meToAuka usmepeHua (manufacturer's selected measurement
procedure): MeTognka nsmepeHusi, Kotopas oTkanubposaHa 0gHUM UM HECKOMbKAMU NEePBUYHBIMU U BTO-
PUYHBIMU KanuMbpaTopamu U NoATBEPXAEHAa ANS NpeanonaraeMoro NpUMeHeHus.

MpumeyvaHune—ISO 17511, 4.2.2, nepeuncnenue f), ykasbiBaeT BoIOpaHHyIO M3roTOBUTENEM METOAVKY M3Me-
peHUsi B LIEN NpocnexxmBagMocTy.

3.17 noctosiHHasA npouegypa usmepeHua usrotosutens (manufacturer's standing measurement
procedure): MeToauka nsmepeHus, Kotopas oTkanMbpoBaHa O4HUM U HeCKOMbKUMK pabodunmMm kanmbpaTo-
pamMu N3roToBUTENS U KanmbpaTopoM 6onee BbICOKOro YPOBHS U NOATBEPXAeHa A4 ee npeanonaraemoro
NPUMEHEHMS.

MpumedaHnune—ISO 17511, 4.2.2, nepeuncnenve f), ykasbiBaeT NOCTOSHHYIO METOANKY M3MEPEHUS U3TOTOBU-
Ternem B Lienu NPOCNexmBaeMocTu.

3.18 MeToauka uaMepeHus (measurement procedure): COBOKYNHOCTb onepaLui, onpeaeneHHo onn-
CaHHbIX N OXapaKTepu3oBaHHbIX, UCNOMb3YEMbIX NPU BbINOSIHEHUMN crieuMdprUiecknx n3MepeHnii B CoOoTBeT-
CTBWU C AaHHBEIM METOA0M.

[1, onpenenerune 2.5]

3.19 uHTepBan usmepeHus (measuring interval): CoBOKYNHOCTb 3HAYEHUA N3MEPSAEMORN BeNUYNHBI,

AN KOTOPOW CMeLLeHNe U HenpeLM3MoHHOCTb NpenonaranTcst HaxoAaLWUMUCS B ykasaHHbIX NpeJenax.

MpnmedvaHuns

1 MpeacTaBnsAeT MHTepBar pe3ynbLTaToB UCCIeA0BaHWs, B KOTOPOM paboure xapakTepucTukm bbinv nogTeepxae-
Hbl U3roTOBUTENEM.

2 ApantupoBaHo 13 [1, onpegenenue 5.4].

3.20 MeTponoruyeckas npocnexuBaeMocTb (metrological traceability): ColicTBO pesynbTata nsme-
PEHUS UM 3HAYEHWUA 3TarloHa, 3aknioyaoLeecs B BO3MOXHOCTU YCTAHOBNEHNS €ro CBA3W C COOTBETCTBYIO-

4
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LWMMKU 3TanoHaMu, OObIMHO MeXAYHapoAHLIMA UMW HauMoHanNbHbIMW, MOCPEACTBOM HEnpepbiBHON Lenu
CMMYEHWI, UMEIOLLNX YCTaHOBIIEHHbIE HeonpeaeNieHHOCTU.
[1, onpeaenerue 6.10]

3.21 du3mnyeckum KoHTponb cuctembl (physical control system): KoHTponbHoe yCTpOIUCTBO, KOTOpoe
He coAepPXUT XMMUYECKN peaKTUBHBIE KOMMOHEHTLI U NPeAHa3Ha4YeHo U3roToBUTENEM ANs NpoBepkU paboThbl
WHCTpYMeHTa.

MpumevaHusn

1 ®uU3nYeckuii KOHTPOIb CUCTEMBI MOXET ObITb B (hOpME 3NEKTPOHHOTO YCTPOWCTRA, KOTOpoe obecneunBaeT moge-
NIMpyeMyIo peakumio.

2 PesynbtaT dhmanyeckoro KOHTpornsi gomkeH 6biTb B npegonpeaeneHHbIX npeaenax, 4tobbl cucrema namepeHums
paccmaTpuBanach kak OyHKLMOHMpPYIoLWasi 4OMKHbIM 0b6pa3om.

3.22 npeuu3nOHHOCTL U3MepeHus (precision of measurement): CteneHb 6MM30CTU MEXAY He3aBUCH-
MbIMU pe3ynbTaTamn U3MepeHuin, NoNy4YeHHbIMUA B OTOBOPEHHBIX YCOBUSIX.

MpumeuvaHusn

1 ApantupoBsaHo u3 [2].

2 CreneHb NPELM3NOHHOCTU BbIPaXEHa B LInpoBon (hopMe CTaTUCTUHECKMMUN MEPaMMN HEMPELM3NOHHOCTU N3Me-
peHusi cpegHeKBapaTUYHbIM OTKITOHEHMEM U K03 DULIMEHTOM Bapuaumnn, KOTopble 06paTHO NPONOPUMOHANbHO CBSA3aHbI
C NPeLn3NOHHOCTBI0. KonnuecTBeHHbIE Mepbl NPELM3NOHHOCTN 3aBUCAT OT NPEAYCMOTPEHHbIX YCNOBUN.

3 MpeunsnoHHOCTb AaHHON METOAVKM N3MEPEHUSs NMOAPa3AenAeTCA COrMacHo yKa3aHHbIM YCNOBUSIM NPEeL3nNoH-
HocTU. Cneundunyeckme COBOKYNMHOCTU KpaWHUX YCINOBUI Ha3biBalOT «NOBTOpPSieMOCTbio» (3.26) u «BoCnpou3Boau-
mocTbio» (3.28).

3.23 npoTrpomM6uHoBoe Bpemsa (prothrombin time): Bpems, Tpebyemoe ansa obpaszoBaHusi cryctka B
obpasue KpoBW Nocrne KOHTaKTa ¢ MaTepuanom TpombonnacTMHOBOro peakTuea.

3.24 cucrema gnsa uaMmepeHus npoTtpomMGuHoBoro BpemeHu (prothrombin time measuring system):
NamepuTenbHasa cucTeMa, KoTopasl permctpupyeT BpeMsi, Heobxoammoe ans o6paszoBaHus cryctka B o6pasue
KPOBU Mpu BO34eNCTBUM TpOMBONIacTuHa UK peareHTa TkaHeBoro cakTopa.

[MpwnmedaHun e — Cucrema Bknovaet B cebsl peakTMB U UHCTPYMEHT, UCTIONb3yeMble OISl pErmcTpauym Bpeme-
H¥ 06pa3oBaHus crycrka.

3.25 peareHT (reagent): YacTb MeauUMHCKOro nsaenus Ansa AWarHocTukK in Vvitro, koTopasi, ocylue-
CTBMSAS XMMUYECKYO UM 3NEKTPOXUMUYECKYIO peaKkumio, BbI3bIBAET CUrHas, KOTOPbIA NO3BONAET 0OGHAPYXUTb
BENNYNHY U N3MEPUTL ee 3HaueHne B obpasue.

3.26 noBTOpAEMOCTbL U3MepeHUn (repeatability of measurement): MpeunsnMoHHOCTL U3MepeHUs Npu
YCIOBUAX MOBTOPSAEMOCTH.

MpwumedyaHune—AganTmposaHo us [2].

3.27 ycnoBusa noBtopAeMocTU (repeatability conditions): Ycnosus, npu KoTOpbIX He3aBACUMEIE
pes3ynbTaTtbl U3MepPeHUs Nony4eHbl 0OHUM U TEM Ke MeTOAOM USMepPEHUA Ha NAeHTUYHbIX 0bpasLiax, B OQHON 1
Tol e nabopaTopun, TeMKe orepaTopoMm, NCNOMb3YHOLLMM TO Ke 060pyaoBaHUe B Npeaeniax KopoTKUX UHTep-
BasioB BPEMEHMU.

MpumevaHusn

1 AgantmpoBaHo u3[2].

2 TNpakTn4ecky HeM3MeHHble YCNOBUS, NPUBOAALLME K MUHUMaNbHOW BapnabenbHOCTU pe3yrnbTaToB M3MEPEHUsI.
3 B HacTosilwem cTaHgapTe, «nabopaTopumny 4OMKHbI MHTEPNPETUPOBATLCS KaK « MECTOMONOXEHUS» .

3.28 BocnpousBogMmocTb UdMepeHus (reproducibility of measurement): NpeunsmoHHOCTb U3Mepe-
HWSA NPY YCIIOBUAX BOCTIPON3BOAUMOCTMU.

MpwnmeyaHune—AganTmpoBaHo us [2].

3.29 ycnoBusa BocnpousBoguMocTu (reproducibility conditions): Ycnosus, npy koTopbix pe3ynbtaThbl
N3MepeHns NomydYeHbl OAHUM U TEM XKe MeTOAOM U3MEPEHUSA Ha MAeHTUYHbIX 0BpasLiax, B pasHbix nabopartopu-
SIX, Pa3HbIMW OMepaTopamMu, UCNosb3YoLWMMM pasnnyiHoe obopyaosaHue.

MpumevaHusn

1 MonHOCTbLIO M3MEHEHHOoe YCroBUe NpeaHasHa4yeHo, YTo6bl NpeacTaBnTb yCIIOBUS, MPUBOASLLME K MAKCUMaNbHON
BapnabenbHOCTM pe3ynbTaToB TecTa.

2 B uensix HacTosIWLEro cTaHaapTa, «nabopaTtopum» AOMKHbI MHTEPMNPETUPOBATLCA KaK « MECTOMONOKEHUAY.

3 ApgantupoBaHo u3 [2].
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3.30 BTopuyHaa pedrepeHTHaa MeToauKa uU3aMepeHua (secondary reference measurement
procedure): MeToauka usmepeHus, koTopas oTkannbéposaHa OqHUM U HECKOMbKMMU NEePBUYHBIMU Kanubpa-
Topamu.

M pumeyaHun e — MeTtoauky Anst UsMepeHns NPOTPOMBMHOBOIO BpEMEHW MHOIAA Ha3bIBAIOT «BTOPUYHAS CTaH-
AapTHasi MeToamkar.

3.31 TouHOoCTb cucTeMbl (system accuracy): CTeneHb 6nM30CTM penpeseHTaTUBHLIX pe3ynbTaToB
N3MepeHunst, NONMYyYEHHbIX USMEPUTENbHON CUCTEMOMN, K MPUHATLIM OMOPHBLIM 3HAYEHUSM.

MpnmeyvyaHusn

1 TepMUH «TOYHOCTb U3MEPEHUA» MO OTHOLUEHUIO K PAAY PE3yNbTaToB M3MEPEHUsI OXBaTbIBaeT KOMOMHALMIO KOM-
NOHEHTORB CIyYaliHOW NOrpeLHOCTN U 06Weln CUCTEMATUYECKOW OLUMGKU MMM KOMITOHEHT CMELLLEHUS.

2 PedepeHTHble 3HaYeHMA NPUNUCaHbI B COOTBETCTBMM C METOOUKOW M3MEPEHUs, Npocnexneaemon ao pede-
PEHTHOW MeTOANKM n3mepeHnsi Gonee BbLICOKOro Nopsigka.

3 To4HOCTb cMCTEMbI MOXET BbITh BhIpaXXeHa Kak UHTepBarl, KOTopbI oxBaTbiBaeT 95 % HabnwgaeMbIx paanuumi
Mexay pesynbrataMmy OLEHMBAEMOW CUCTEMbI U NX pethepPeHTHBIMY 3HAYEHUSIMU. DTOT UHTEPBAN TaKKe BKNoYaeT B cebs
HeonpeaeneHHOCTb U3MEPEHNST METOANKU N3MEPEHUS, NCMONb3OBAHHON A1 NPUNUCHIBAHUA PpedePEHTHBIX 3HaYEeHWUIA.

4 ApantupoBaHo 13 [8, nyHKkT 3.24].

3.32 npaBunbHoOCTb U3MepeHUA (trueness of measurement): CteneHb 6M30CTN cpegHeEro 3HaveHus,
nonyyYeHHoro 13 60nbLUION cepun pesybTaToB M3MEPEHWIA, K NIPUHATOMY ONOPHOMY 3HAYEHUIO.

MpnmevaHusn
1 Mepa npaBunbHocTM — cmeleHmne (3.2).
2 ApanTtupoBaHo u3 [2].

3.33 TunoBoe ucnbiTaHue (type test): UcnbiTaHue ogHOro UNKU HecKonbkux 0bpasuos obopyaoBaHUs
(Mnun yacTe obopyaoBaHUA), U3rOTOBIMEHHBIX MO OAHOMY NPOEKTY, YTOOLI NoKasaTb COOTBETCTBUE NPOEKTa U
NpoU3BOACTBa OAHOMY UM HECKOMbKUM TpeboBaHUAM NPUMEHEHHOro cTaHaapTa.

MpumevaHusda
1 Crartuctudeckas Boibopka He TpebyeTcs Ans TMNOBOIO UCNbITaHWS.
2 ApantupoBaHo us I[EC 61326.

3.34 cornacue nonb3oBartena (user compliance): CnocobHOCTb U TOTOBHOCTL NONb30oBaTENA U3MEpU-
TenbHOW cUCTeMbl NpUAepPXMBaThes M paboTaTh B Npedenax onpeaeneHHbiX cneudunkawin MeToanki usme-
peHust.

3.35 o6pazeu, BeHo3HoMW kpoBuU (venous blood sample): KpoBb, cobpaHHasi nocne npamoro npokanbi-
BaHWs BeHbl, 0GbIYHO C NOMOLLbIO UMbl M LLIMPULLA UIK APYroro YCTPOUCTBa A4S cbopa KpoBu.

M pwumeyaHn e — BernosHas kpoBb MoxeT BbiTb cobpaHa 6e3 4o6aBOK TMNA aHTUKOArYNAHTOR MW KOHCEPBaH-
TOB, U B 3TOM cry4ae oHa 6yaeT HecTabunbHol; BEHO3Hasi KPOBb MOXET Takke 6biTb co6paHa B KOHTENHepbl, cogepXalume
[o6aBku Unv KOHcepBaHTbl 4N cTabunuaaumm onpegeneHHbIX KOMMOHEHTOB.

3.36 obbemHan aonAa aputpouuToB B KpoBHM (volume fraction of erythrocytes in blood): Mponopuusa
KneTok B 0bpasue KpoBu.

MpnmevyaHusn

1 BblpaxxeHHas kak 4ons, 4acto o603HavaeTcs U Kak NPoUeHT (06bIYHbIN) 13 eanHnubl CU.

2 WHorpa Ha3biBalOT «rEMaTOKPUTOMY, MO HAMMEHOBAHUIO MHCTPYMEHTA, NEPBOHAYanbHO NCNONb30BaHHOIO AN
onpezaerneHusi 06 bEMHON A0NY 3PUTPOLITOB B KPOBM.

4 lMpoexTUpoBaHue U pa3BuTUe

4.1 O6wume TpeGoBaHuA

MpumeHsiloTca TpeboBaHuA, onpegeneHHblie B ISO 13485.
TpebosaHus, onpeaeneHHble B EN 13532, npumMeHsIIoT Npu oueHKe aKenyaTauMoHHBIX XapakTepucTUK
CUCTEMBbI MOHUTOPMHIA in Vitro NnepoparnbHOU Tepanumn aHTUKoarynsHTamu.

MpwumeyaHue—Paspgensl 6 n 8 onucbiBaloT AENCTBUS NPU BEpUMKALNMM NPOEKTA, KOTOPbIE NpeAHa3HaYeHb!
Ans obecrneveHusi rapaHTMmM cnocobHOCTU NPOZIYKTa COOTBETCTBOBATbL XapakTepucTukam NPeLn3noHHOCTH, NPaBUNbHOCTY,
6e3onacHocTn n HagexHocTU. Pasgen 9 onucbiBaeT AeNCTBUSI NpU BepUrKaummn NpoeKTa, KOTopble NpeaHasHaveHbl Ans
obecnevyeHusi rapaHTUM COOTBETCTBUS YCTPOICTBa TpeboBaHMSIM NoNb3oBaTens.
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4.2 WntepBan usmepeHus

UHTepBan namepeHusa cuctemMel 4ommkeH 6bITb, No kpaHen mepe, ot 1,0 40 6,0 MHO.

4.3 Be3onacHocTb

MpumeHstoT TpeboBaHus, onpeaeneHHobie B IEC 61010-1 n IEC 61010-2-101.

4.4 MeHeQXMEHT pUcKa

4.4.1 MNMpuemneMocTb pUckoB

MUsrotoBuTenb AOMKEH onpeaenuTb NpUeMneMocTb NoTeHUMarnbHbIX PUCKOB, OCHOBbIBAACH Ha 3HAHUW,
no MeHblLUe Mepe, crneayowmx hakTopos:

a) npeanonaraemoro UCNosib30BaHUA NPOAYKTa;

b) HaBblkax u orpaHn4eHUsA Nonb3oBaTenen;

C) 3aWuThl NPOTUB HEYMBLILWNEHHOMO U3MEeHEeHUsA NapameTpoB HACTPOMKU (Hanpumep, coobliaemble
eauHULbL);

d) BepOATHLIX OTKNOHEHWI OT peKOMEHA0BaHHOTO 0GCNY)XMBaHUS, METOAUK PabOThl N KOHTPONS;

e) BNMAHUA MHTepdepupyoLWNX BELLECTB.

MpwumeyaHn e — PykoBoaawme NPpUMHLUNDI 41151 OLEHKW NOTEHLMANbHO MHTEPdEpUpYIoWmX BelwecTs cm. [9].

4.4.2 OueHka pucka

MpumeHsatoT TpeboBaHuA, onpeaeneHHbie B 1ISO 14971.

BbINONHAA oUeHKy pucka, USroTOBUTENb AOSMKEH NMPUHATL BO BHUMaHue criegyowlee:

a) cepbe3HOCTbNOCNeACTBUN HeoBbHapYXXeHHOro oTkasa (HanpuMep, NoTeHUWanbHbIA Bpea nauneHTy);

b) BepoATHOCTbL BO3HUKHOBEHMA OWWOKM (Hanpumep, HeAoCTaTOUYHbIN 06bemM NPodbbl UM HenpaBUb-
HOe pasMeLLeHne eanHULbl peakTuea) u

C) BeposAITHOCTb HECNOCOBHOCTU CUCTEMBbl OBHapYXUTb OLIMOKY (Hanpumep, AedeKTHblE BHYTPEHHUE
AaTYUKU UHCTPYMEHTA).

MpumedvaHusn

1 Hacroswwi ctaHgapT He onpeaensieT ypoBHW NPUEMITEMOCTU pUCKa.

2 Pykosogsiwme NpuHLUNbI 4Ns TOro, YTo6bl aeHTMULMPOBaTL NOTEHLWabHble ONacHOCTU OT UCNONb30BaHMUS
«8[NHNL bl UCMONb30BaHNUs YCTPONCTBY, cM. [10].

3 MeHeaXMEHT pucka BKIoYaeT B ce6si aHanu3, OUeHKyY, YMEHbLUEHUE U KOHTPOIb pPUCKa.

4.5 AcneKkTbl 3proHOMUYeCKOro U YenoBe4ecKoro tpakTopoB

Mpu NpoeKkTNPOBaHUN CUCTEMbBI MOHUTOPWHIa in Vitro nepopanbHON Tepanumn aHTUKoarynsiHTammn OMMKHbI
BbITb YUTEHbI OTHOCSILLUMECS K AENY 3PTOHOMUYECKUI 1 YeNOBEYECKMiA (hakTopbl, BKIOUas, Mo MeHbLUER Mepe,
cnegywoulee:

a) acnekTbl Nonb3oBaTens:

- BbIOOP,

- obyueHue,

- cornacwe;

b) okpyxatowyto cpeay NCrnorb3oBaHUsA:

- Temneparypy,

- BII@XHOCTb;

C) CBOWCTBA CUCTEMBI:

- YCTOMYMBOCTb K yAapam,

- cTabunbHOCTbL PEaKkTUBOB;

d) uHTepdpeiic nonb3oBaTens:
yaobCcTBO NpUMeHeHus,
yao6cTBO 0bCnyXuBaHus,
3aLLMTY OT TUNNYHOTO KMU3HOCA», C KOTOPbIM MOXHO CTOMKHYTLCS B OKpYXaroLwen cpeae UCnonb3o-

BaHWUA,
- ynobounMTaeMocTb pe3ynbTaTos,
- HenpasuIlbHbIE YCOBUS 1 OLUMOOYHBIE COODLLEeHNS,
0QHO3HaYHble coobLIeHUs Nonb3osaTento (Hanpumep, «kHU3KUIA 3apaa GaTapen» U «HN3KUIA pesyIb-
TaTy, a He TONbKO «HU3KOY),
- npoBepkKa nonb3oBareneM Hagnexawero (oyHKLUUMOHUPOBAHUA CUCTEMBI.
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4.6 O6ecneuyeHue KayecTBau cpeAacTBa KOHTpONA pUcka

4.6.1 O6Wwue nonoxeHusn

ObecneyveHune kavyecTBa CUCTEMbI MOHUTOPUHIA NepopanbHoi Tepanuu aHTUKOarynAHTaMn COCTOUT U3
MHOXeCTBa an1eMeHToB. CM. npunoxeHune E ansa onncaHna pasnuyHeblx anemeHToB obecneveHns kavecTsa,
KOTOpble MOTYT ObITb NPUMEHEHBI.

MsrotoBuTenb gormkeH obecneunTb crneundnyHble Ana yCTPOUCTBa Mepbl KOHTPOMNA pUCKa, Kak 3TOro
TpebyeT nnaH MeHegxMeHTa pucka. MpumeHsitloT TpeboBaHus, onpeaeneHHble B ISO 14971.

Mepbl kKOHTPONSA pUcka, BKoYas Mobble orpaHU4eHns, 4OMKHbI 6bITb ONUMCcaHbl B UHCTPYKLMSX MO NpumMe-
HEHWIO 1 B NpOrpamMme COOTBETCTBYOLLEro 0byyYeHus.

Mepbl KOHTPONS prcka AOSMKHbI ObITb y4TeHbl Npy 06pa3zoBaHn U 06y4YeHUn Nonb3osaTenei U paboTHU-
KOB 3paBooxpaHeHunsd (CM. pasaen 7), Tak e, Kak crnegylowme 3nemMeHTol.

4.6.2 lNpoBepka usmepeHusa

Kaxxgoe nsmepeHue, o KoTopoM coobLuaeT cuctema MOHUTOPWHIa in vitro nepopanbHOW Tepanum aHTUKO-
arynsiitamu, A0SMKHO 6bITb NPOBEPEHO BHYTPU CaMOM U3MEPUTENBHON CUCTEMBI.

XapakTep v cTeneHb BHyTpeHHel Nposepku, koTopas 6yaeT BbINONHeHa U3MepUTENbLHON CUCTEMOM, AoT-
XHbl ObITb ONpeaeneHbl pesynbTaTtaMy aHanunsa pucka.

MpunmedyaHune— Heobxogumo, YToGbI MCMONB30BaHWE PEaKTUBOB C NPOCPOHEHHLIM CPOKOM FOAHOCTU GbINo
npegoTBpaLLeHo.

4.6.3 KoHTponb paGoTbkl cUcTEMBI

UarotosuTenb 4OMMKeH NpeJocTaBUTb METOAUKY KOHTPONA U MHCTPYKLMA MO MPUMEHEHUIO KOHTPOIbHbIX
MaTepuanos.

Mpoueadypa KOHTpoOns AoMmkHa ObiTb noaTBepkaeHa. MpumeHsaOT TpeboBaHus, onpeaeneHHble B
ISO 15198.

KoHTpOorbHbIA MaTepunan MOXeT COCTOATb U3 XKUAKOrO KOHTPOSS, UHTErpUPOBaHHOIO KOHTPOSA UMW KOM-
6uHaumnmn obeunx dopm.

Ecnu 6yaeT ncnonb3oBaTtbes OUSNYECKUN KOHTPONb (Hanpumep, KOHTPOoIIbHasA Noroca), To U3roToBU-
TenNb JOIMKEH NPeJocTaBUTb MHCTPYKLMK MO NPUMEHEHUIo (PU3NYECKOro KOHTPONSt Ha UHCTPYMEHTE.

Mepea kaxabiM M3MepeHueM oGpasua KpoBU NpoBepka N3MepeHNUsl A0MMKHa 6biTb NpoBeeHa cobCTBeH-
HbIM KOHTPOIEM MOHUTOPA C UCNOSIb30BaHNEM BHYTPEHHETO UIU BHELLHEro hn3n4eckoro KOHTPONsi CUCTEMBI.

KoHTpOrnbHbIE N3MEPEHUSI C MPUMEHEHNEM XNOKUX KOHTPOJTIbHLIX MaTepuanos AOMKHbI ObITb BhIMOMHE-
Hbl KaXAblA pas, Koraa UCrosib3yeTCs HOBLIN MakeT peakTUBOB, KorAa noslyyeH HeoXnaaHHbIA pesynbTaT U Kor-
Aa aToro TpebyloT MecTHble WHCTPYKUWMW. Kuakue KOHTPOSbHbIe CpeacTBa MOryT ObiTb 3aMeHeHbl
WHTErpnpoBaHHbIM (PYHKLIMOHATbHBIM KOHTPOEM.

[HencTeuns, KoTopble AOMMKHBI BbITb NPEeANPUHSATHI, KOrga KOHTPOSbHbIE Pe3ybTaTbl HAXOAATCSA BHE ycTa-
HOBIIEHHOrO AnanasoHa, AOJPKHbI ObITb NMPUBEAEHbI B UHCTPYKLUSIX MO NPUMEHEHUIO.

4.6.4 lNpoBepka akcnnyaTauMOHHbIX XapakTe pUCcTUK NpU caMoOTeCTUPOBaHUN

M3roTtoBuTENb AOMKEH PEKOMEHAOBATb NOMb30BaTENsIM METOAUKY NPOBEPKUA NPUEMIEMOCTU pe3yrbTa-
TOB CAMOTECTUPOBaHUSI.

MpoBepka fomkHa 6bITb OCHOBaHa Ha CpaBHEHUN Pe3ynbTaToB, MOMYYeHHbIX NoNb3oBaTenem 1 paboT-
HUKOM 3paBOOXpPaHeHUs B yka3aHHbIe MHTepBarbl. PekomeHayeTcst UHTepBan WecTb MecsiLes U MeHbLLe.
[ns nonb3oBartenei, BHOBb MPUMEHSIIOLLMX CAMOTECTUPOBaHUE, MOTYT BbITb He06xoauMbI 6onee YacTble Npo-
BEPKU TEXHUKU BbIMOJTHEHUS! UCCTIEA0BAHWUIA, HAMPUMEDP EXXEMECSIHHO.

4.6.5 OueHKa BbINONHEHUA NONb30BaTENeM UHCTPYKLUA U3rOTOBUTENSA U Bpada

N3roToBUTENb AOMMKEH PEKOMEHA0BATb B MHCTPYKLMSIX MO NPUMEHEHUIO AN MeANLUHCKUX pabOTHUKOB
nogxoAsime MeToAMKA KOHTPOSS U OLLeHKM BbIMOSTHEHUS NONb30BaTeIeM MHCTPYKUMA U3rOTOBUTENSA U Bpaya.

4.7 MeTponoruyeckas npocrnexuBaemMocTb

K npoueccy kanMbpoBKv U3roTOBUTENEM YCTPOUCTB MOHUTOPUHTA in Vitro nepopanbHon Tepanumn aHTUKO-
arynsiHTaMmu gOJpKHbI ObITb MpUMeHeHbl TpeboBaHus, onpeaeneHHslie B 1ISO 17511.

Pe3ynbTathl nusmepeHust oTo6paHHOA W/Mnv NOCTOAHHOW METOAUKN U3MEPEHUS 3rOTOBUTENS AOMKHbI
6bITb NpOCNEXMBaeMbIMU K TaKOBbIM pekomeHAoBaHHOoN BO3 pyyHol MeToankn namepeHus nokavympaHmem
nNpobupKu, ¢ UCMONb30BaHUEM MeXAyHapoaHoro pedepeHTHOro npenaparta TpombonnactuHa [11].

1 punmeyaHn e — B pekomeHgyemoii BO3 pyuHoi meToamke namepeHusi nokaumsaHnem NnpoGmpkun ncnonbayor
CBEXYIO LMTPaTHYIO Nna3My, TorAa Kak B YCTPOWCTBAX AN CamoTeCTUPOBaHMS MCMOMb3YIOT CBEXYl0, HeoGpaboTaHHyto
KpoBb. Npu kanMbpoBke YCTPOMUCTE NPUMEHSIIOT NaparnnernsHoe U3MepeHue CBexen NNasmMbl U KPOBU OT OAHOTO W TOTO Xe
nauuenTa. B atom cnyyae o6pa3ubl KpoBM criyxar kanubparopom.
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Ecnn B NOCTOSIHHON METOAMKE N3MEPEHUA U3FOTOBUTENSA UCMONb3YETCSA KPOBb, TO KanMbpoBka MeTOANKM
no mexayHapoaHomMy pedepeHTHoMy npenapaty BO3 nmeTognke nokavymsaHus npobupku AomkHa ObiTb Npo-
BeJeHa rnyTem naparnsnenbHOro UsMmepeHns Kposu 1 nnasmbl. MNpu kanubpoBke pyTUHHOW METOANKN N3MepeHUst
KOHEeYHOro nofb3oBatens 4ofkHa OblTb NCMONb30BaHa KPOBb.

EcnnnocrosiHHasa MeToauKa nsmepeHus UsroToB1TeNs cnons3yeT nnasmy, B 3TOM ciyyae nnasma gos-
XHa UCMonb3oBaTbcs NPU KanubpoBke METOAUKU NOo MexayHapoaHoMy pedepeHTHOMy npenapaTty BO3 n
MeToAuKe nokauynsaHus npobupku. Mpu kanMbpoBKe pyTUHHON METOAMKM N3MEPEHNSI KOHEYHOTO NoNb3oBaTe-
N4 A0SDKHO NPOBOANTLCA NaparesibHoe UsmepeHue nnasmbl U KpoBu (Hanpumep, UCNosb3ys OAHY U Ty Xe nap-
TUIO peakTUBOB).

Llenb npocnexxmBaemocTu AOMKHa BKNIOYAaTb B cebsl HACTOMbKO Mario LWaroB, HACKOMbKO 3TO NpakTuyec-
K1 BO3MOXHO, 4TOObI MUHUMU3UPOBaTL KOMBUHNPOBAHHYIO CTaHAAPTHYIO HeonpeaeneHHOCTb U3MepeHUsI.

Mpu™medyaHue—Ilpumep uenn NPOCNEXMBAEMOCTU AN TUNMYHOW OTKaNnMGPOBaHHOW U3rOTOBUTENEM CUCTE-
Mbl MOHUTOPUHIA in vitro nepopanbHOn Tepanum aHTUKOarynaHTaMm nokasaH B npunoxenwm B, pucyHok B.1. N3o6paxeHune
NOSHOW Lienu npocnexmsaeMoctu B3siTo u3 ISO 17511, pucyHok 5. 3TOT npuMep He npegHasHadveH ANsl nNpeAcTaBneHus
©QUHCTBEHHO BO3MOXHOW NOAXOASILLEN Lieny NPOCEXNBAEMOCTU.

Mepbl KOHTPONA ACIKHBI ObITb OCYLLECTBNEHbI B NPeAeriax Kaxaoro wara npoiecca kanmbposku ans
OTCNEXMBaHUA, OLEHKU U KOHTPOnA Apeida 1 USMEHYUBOCTMU.

I pwumeyaHne—WMupekc cnocobHocTn npouecca (Cpk) moxeT 6biTe UCNoONb30BaH Arsi onpegeneHus n obHa-
pyxeHus HegonycTumoro apevida. Cm. [12].

Kannbposka NoCTOsIHHON MeTOANKA U3MEPEHUS U3roTOBUTENSA AOIMKHA GbITh NpoBepeHa B npeaonpeae-
NeHHbIX UHTepBanax no BbIbpaHHLEIM MeToAMKaM U3MepeHns nsrotosuTens. B kauecTBe pykoBoacTBa MOryT
6bITb Ucnonb3oBaHbl [13] 1 [14].

Pabounin kanubpatop usrotoBuUTENA MOXeT ObiTb NPeacTaBUTENbHOW MaHenblo obpasuoB cBexewn
KanurisipHo NN BEHO3HOM KPOBW, KOTOPbIE OXBaTbIBAKOT UHTEPBa U3aMepeHusi, YTobbl rapaHTUpOBaTh KOM-
myTabensHocTb kanubpaTtopa ¢ pedepeHTHON MeToankon namepeHus. U3rotoBUTenn AOMKHbI onpeaennTb
MeTOoAMKY 1 Mepuos BPEMEHN, B TeYeHNe KOTOPOro MOryT UCMONb30BaThLCs CBEXME 06pasLbl.

5 WUHdcpopmaumsa, noctaBnsemasa u3rotoBuTenem

5.1 O6wue TpeboBaHUA

UHdopmaLms, noctasnsemas nonb3oBaTensam M3roToBUTENEM, AOIPKHA ObITb ICHOW U KpaTKOW, C NpuMe-
HeH1eM NPOCTLIX TEPMUHOB, KOTOPbIE NOHATHBI HENPOMeccMoHanam.

UHdbopmaumsa aomkHa 6bITb XOPOLLO NpeAcTaBneHHON U Nerko YaTaeMon.

Tam, rae ato uenecoobpasHo, cnegyeT NPUMEHSITb CUMBOSbI U UNOCTpaumMu. CUMBOIIbLI AOMKHBI COOT-
BETCTBOBaTb MeXayHapoaHbIM cTaHaapTam. Ecnn 6yayT npyMeHeHbl CUMBOSbI, AN KOTOPbIX HE CyLecTBYEeT
cTaHgapTa, OHW A0MKHBI ObITb ONUCaHbI B TEKCTE.

[ormkeH ncrnonb3oBaThes s3blK(M) CTPaHbl, B KOTOPOW pacnpocTpaHsieTC cucTemMa MOHUTOPWHTa in Vitro
nepoparnbHOi Tepanun aHTUKoaryaHTamun; Apyrue s3blki IBAAKTCA AONOMNHUTENbHBIMM.

CoaepxaHune MHCTPYKLMIA MO NPUMEHEHUIO AOMMKHO BbITb NOHATHO ANst Mtogen 6e3 Hay4yHOro Unu TexHU-
yeckoro obpasoBaHus.

WHCTPYKLMM MO NPUMEHEHWNIO AOMKHBI coAepKaTb HOMep NepecMoTpa UMK roA U MecsILL U3aaHUS.

5.2 MapkupoBKa WHCTPYMeHTa pAnA MOHWTOpPUHra in vitro nepopanbHOW Tepanuu
aHTUKOarynsHTamu

WHCTpYMEHT 4N MOHWUTOpPUHra in vitro nepoparbHOW Tepanun aHTUKoarynsiHTamun 4osmkeH ObiTb aeHTU-
ULMPOBaH MapKMPOBKOW, BKMOYAIOLLEN, KaK MUHUMYM, CreaytoLLyo MHdopMauumio:

a) HaMMeHOBaHWe UM TOPTroBYHO MapKy U3roTOBUTENA U aapec U3roTOBUTENS;

b) HanmeHoBaHMWe NpoaykTa U1 ero obo3HaveHue (3Ta nHopmMaLmst AOIKHA HEMOCPEACTBEHHO Haxo-
ANTLCA Ha APIbIKE, NPUKPENIEHHOM Ha YCTPOUCTBE);

C) npepnonaraemoe NpUMeHeHNe, BKITIoYasa yTBEPXKAESHNE, YTO UHCTPYMEHT NpeAcTaBnsieT cobon meaun-
LMHCKOe U3aenve ans AMarHoCTUKy in vitro AN camoTecTUpoBaHus, 1 MHOPMAaLIMIO OTHOCUTENbHO peakTu-
BOB, KOTOpPbIE UCMOb3YIOTCS C UHCTPYMEHTOM;

d) HOMep napTMM WM cepuun, HaxoAAWWNCA HENOCPEACTBEHHO Ha sIpMiblke, MPUKPENSIeHHOM Ha
YCTPOWUCTEBO;
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e) ycnoBusl Ans xpaHeHns n 06paboTkn, ecrnv npeaycMoTPeHbI;

f) ccbinky Ha pykoBoACTBO ANA NOMb30BATENS UM MHCTPYKLMK MO NPUMEHEHUIO.

TaMm, rae ato LenecoobpasHo 1 paspeLleHo npaBunamm, UHhopmaLms Ha STUKETKE AOIKHA GbITb NpUBe-
AeHa B hopme cumBonos. CUMBONLI AOMKHBI COOTBETCTBOBATL NpaBunam u ctaHgapTam. Bce cumeonbl gon-
XHbl GbITb OnMKUcaHbl B UHOpMaLuK, NOCTABNSIEMON BMECTE C UHCTPYMEHTOM A1l MOHUTOPUHIa in Vitro
nepoparnbHOi Tepanum aHTUKoarynsHTaMu.

5.3 WHCTpYKUMU NO NPUMEHEHUI0 cUCTeMbl AMNsi MOHUTOPUHIa in Vitro nepopanbHOW Tepanuu
aHTUKoOarynsaHramu

MpumeHsitoT TpeboBaHus, onpegeneHHble B ISO 18113-5.

K cucteme gomxkHa 6bITe NpUNoXeHa MHCTPYKLMSA NO NPUMEHEHMIO, BKIloYatoLLas B ceba cneayoluyto
uHopmaumio:

a) HauMeHoBaHWe U TOProBy MapKy U agpec U3roTOBUTENSsl, HAMMEHOBaHWe 1 agpec auCTpubbIOT-
opa, ecnv NpUMeHnMo, 1 cnoco® NoNyYeHNs NOMOLLIN.

[Mpumeyanune—[na MeamuMHCKUX YCTPOWCTB ANsi AMArHOCTUKM in vitro, npoaaBaembix B EBponelickom coto-
3e, [inpektuea 98/79/EC [15] TpebyeT HaumeHOBaHMsI U aapeca «aBTOPU3OBAHHOIO NpeACTaBUTErNSI», eCNU N3roTOBUTENb
He pacnonoxeH B EBponenckom cotose;

b) HaumeHoBaHMe NpoaykTa UK ero obosHaveHue;

C) npegnonaraeMoe UCcnosib3oBaHNe yCTPOWUCTBA;

d) NPUHUMN MeToANKN U3MEPEHNs;

e) MOCTOSIHHYIO MEeTOAUKY M3MEepeHUs narotoButens nunu pedepeHTHbIR MaTepuan, NnpegHasHaveH-
HbIA U3roTOBUTENEM ANS OLEHKN paBovnX XapakTepuUCTUK;

f) Tn 06pasLoB, UCMONb3yeMbIX U3rOTOBUTENEM Ans KanMbpoBKu (HanpuMep, KpOBb UMK NNasma);

g) onpegeneHHble peakTUBbl, KOTOPbIE AOIPKHbI NCMOMNb30BaTLCS;

h) meToduky nsmepeHusi, KOTOPO AOMKHBI criefoBaTh, UCMONb3YA YCTPOUCTBO, BKAOYaA cneayoulee:

- rocneaoBaTtenlbHOCTb NOArOTOBKA UHCTPYMEHTa K M3MEePEeHUIo, BbINOMHEHUA u3mMepeHua (BKovas
o6beM U pekoMeHA0BaHHbIN Bg 06pasLia) M o6CnyKnBaHusa ycTpoincTea;

- rocrneaoBaTenbHOCTb PeryfiMpoBKA (HanpuMep, UCToNb3oBaHWe Y1cna, KOAOBOW NOMochkl, KOAOBOTO
yuna), U3MepeHns U NPOBEPKN U A0NyCKaeMble BPeMeHHbIe NHTePBanbl MexXay HAMMU;

- e[VHNLbl U3MEepeHUs, 0 KOTOPbIX coobLLaeT ycTponcTBo AN 3HavyeHnsa MHO (Hanpumep, NpoLeHT);

- COBET OTHOCUTESILHO TOro, YTO AenaTh, Koraa MHCTPYMEHT BblA4arn owmnboYHble COobLLEeHUs, HeoXnaaH-
Hble pe3ynbTaTbl U pe3ybTaThl BHE YKazaHHOro MHTepBana M3MepeHui;

i) ycnosus BHellHen cpefbl (Hanpumep, TemrnepaTtypy v 0OTHOCUTENbHYO BNAXHOCTb), B KOTOPbIX MOXET
NCMONbL30BaTLCH CUCTEMA;

j) AeTanbHylo NpoLeaypy, KOTOPON JOIDKEH cnegoBaTh Nofb3oBaTeNb NP HanaaKke yCTPoNCTBa, ecnm
NPUMEHUMO;

k) AeTarnbHble METOAUKM KOHTPOISA NOMNb30BaTEeNs, BKNHOYaA MAeHTUhMKaLMIO KOHTPOMbHOTO MaTepua-
na, KOTOpbIN UCMOMb3YEeTCA AN NMOATBEPKAEHUA TOro, YTO CUCTEMA MOHUTOPUHTA in Vitro nepopanbHoi Tepa-
UK aHTUKoarynsaHTamu pabotaeT A0MKHBEIM 06pa3oM, BaXKHOCTb BbIMNONHEHUSE METOAMKA KOHTPOMS, 1 COBET
OTHOCUTENbHO AENCTBUIA B Cryvae, ecriv pe3ynbTaTbl KOHTPONSA HeNnprueMaemel;

[) Tvn oBpasua, KoTopbI NCNONb3yeTcs Tak xe, kak Ntobble cneLuansHble ycrnosus céopa n npeasapu-
TenbHoN 06paboTKy;

m) Mepbl NPeAOCTOPOKHOCTU, KOTOPbIE AOMKHbI BbITb NPEANPUHATHI, YTOObI YMEHLLUUTL PUCK UHDEK-
Luu (Hanpumep, oT NPeALIecTBYIOLWEro UCNoMb30BaHNA UHCTPYMEHTa 1M HenpasuibHOro yaaneHus 6uono-
rMYeckn onacHbIX MaTepuanos nccnegoBaHun);

n) Mepbl NPeAoCTOPOXHOCTA, KOTOPbIE AOMKHBI ObITb NPEANPUHATLI, YUTOGLI NPEACTBPATUTL NOBPEXae-
HUWEe chCTeMbl (Hanpumep, OT 3MEKTPOCTaTUYECKOro paspsaa, MarHUTHbIX MOMeR, BbICOKOW TemMmnepaTypbl,
BNaXHOCTW, BUBpaLIMM 1N APYrMX BHELIHUX BAUSIHUIA UMW APYTUX YCIIOBUIA BHELLHEN cpeabl, ecrnii NPUMEHUMO
(cm. pasgen 58IEC 61010-2-101);

0) onucaHwe N o6 bACHeHWE NoBBIX CUMBOIIOB, UCMONb3YEMBIX B MapKUPOBKE U B UHCTPYKLMAX MO NpUme-
HeHwuto;

p) PyKOBOACTBO OTHOCUTENBbHO AENCTBUIA, KOTOPbIe AOSKHBI BbITh NPeANPUHATEI NoMb3oBaTeNeM Kak
cregcTsue pesynbTaTa, BKIovasi:

- CCbIfIKY HA MHCTPYKUMW, AaHHble MeAULMHCKM paBoTHUKOM, U NpeaynpexaeHne He OTKIIOHATLCA OT
3TWUX UHCTPYKLMIA HAa OCHOBe pe3ynbTaTa, 6e3 KoHCyNbTauMn ¢ MeaUUNHCKAM PaBOTHUKOM;

- COBET OTHOCUTENBbHO TOr0, Kak NoCTynaTh, €Crv pesynbTaT COMHUTENEH A5 Nonb3oBaTens;
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- yKasaHue TOro, Kak CUCTeMa MOHUTOPUHra U3BeLLaeT Nofb3oBaTenNs o BLIXOAE pesyfbTaTta 3anpefesbi
yKa3aHHOro UHTepBara usmepeHus (Hanpumep, owmnbGodHblie coobleHns, yBeaomneHus o6 owmbke);

q) uHdopmaumio oTHocUTenbLHO Be3onacHoro yaaneHusl CUCTeMbl U ee KOMIMOHEHTOB, NpU Heobxoau-
MOCTM.

MHCTPYKUMM Ana UCMONb30BaHUS A0IMKHBI CoAepXaTb pekoMeHaaLuM OTHOCUTENbHO AeNCTBUIA, KOTO-
pble cnegyeT npeAnpyUHUMaTh, eCIN NPOBepKa YKaXeT HenpueMIeMblii pesynbTar.

5.4 MapKupoBKa peakTUBOB U KOHTPOMNbLHOro Marepuana

PeakTuBbl 1 KOHTPOMbLHLIA MaTepyan AOMKHbl 6biTb MAEHTURULIMPOBaHBI ATUKETKOWM UM 3TUKeTKaMM.

MpumensioT TpeboBaHus, onpeaeneHHbie B ISO 18113-4.

Kpome Toro, Ha aTUKeTKy AOMKHa BbITb HAHECeHa creaytoLlas MHpopmauus:

a) ykasaHue nepnoaaBpeMeHW, BbIpaXKeHHOTO Kak MecsiLbl U/Unn AHU, B TEYEHUE KOTOPOTO PeaKTUB A0ST-
XX€H Ucnonb3oBaTbCs Nocse AaTbl NEPBOro OTKPLITUS HENOCPeACTBEHHOM YNAaKOBKA peakTUBa;

b) ccbinka Ha MHCTPYKUMM MO NPUMEHEHUIO;

C) WHCTPYMEHT, NpeAHasHa4YeHHbIA 48 UCNONb30BaHUsA C peakTUBaMu.

Ha aTukeTky AoMmkHO BbITb HAHeCeHO NpeaynpexaeHue o cneaytoLlem:

d) ucnonb3oBaHWe peakTMBOB CO creunduUUMPOBaHHbLIM YCTPONCTBOM 4111 MOHUTOPWHra in Vitro nepo-
panbHON Tepanuy aHTUKoarynsiHTamMmu st Nosy4YeHns HaaeXHbIX pe3ybTaToB U3MePEHNs;

e) 6e3onacHoe yganeHue peakTUBOB MOCHE UX UCNONb30BaHUSA.

[ormkeH Ncnonb30oBaThCs A3bIK(M) CTpaHbl, B KOTOPOW NPUMEHSIIOT peakTUBbI M KOHTPOSbHLIV MaTepuarn;
Apyrue s3blku ABMSIOTCA AOMNONHUTENBHBIMU.

5.5 WUHCTPYKLMM NO NPUMEHEHUIO PEAKTUBOB U KOHTPOSIbHOrO Matepuana

PeakTuBbl U KOHTPOMbHBIM MaTepuarn, UCNOSIb30BaHNE KOTOPLIX NPeayCMOTPEHO C CUCTEMOA MOHUTO-
pUHra in vitro nepoparnbHOA Tepanumn aHTUKoarynsaHTamun, 4OMKHbI CONPOBOXKAATLCA UHCTPYKLUSAMM MO NpuMe-
HEeHMIo.

MpumeHstoT TpeboBaHus, onpeaeneHHble B ISO 18113-4.

Kpome Toro, MHCTpyKLMS O MPUMEHEHUIO 4OSMKHA BKNOYaTb B ceba cneaytoLuyto MHdbopMaumio:

a) ykasaHue cnocoba nonyyeHns MoMoLLM OT U3rOTOBUTENS UM AUCTpUGLIOTOPA;

b) WUHCTPYMEHT, onpeaeneHHbIA ANs UCNONb30BaHUA C peakTUBaMMN U KOHTPOJSIbHLIM MaTepuanom;

C) MexayHapoAHbIA UHAEKC YyBCTBUTENbHOCTYN peakTuBa;

d) ycroBus xpaHeHus (Harnpumep, TeMnepaTypa, BraXXHOCTb, BO34eNCTBME CBETA);

e) ornoBseLleHre NpedynpexaeHns (ana peakTMBOB) OTHOCUMTENbHO HEOOXOAMMOCTHU MIIOTHO 3aKpbIBaTb
KPbILLKY HEMOCPeACTBEHHOIO KOHTeHepa Ans 3alMTbl peakTUBHEIX MONOCOK UM CEHCOPOB OT BO3AENCTBUSA
BO34yXa;

f) nHTepsan namepeHns ¢ ykazaHnem BepXHero 1 HKHero npeaernos, B KOTOPbLIX COObLLAatoT O pesynbTa-
Tax MHO;

g) paboune xapakTepuUcTUKM Ha A3bIKe, KOTOPLIN MOHATEH NpeanoiaraeMoMy Nofb3oBaTeNto; NPOLEHT
COoO0TBETCTBUA 3Ha4YeHUn MHO, koTopble nonyyatoT, ¢ npoLeaypoi pedhepeHTHOro U3mMepeHust 4omkeH 6asn-
pPOBaTbCA Ha UCCredoBaHUAX, YKasaHHbIX B pasgenax8 n9;

h) no6ele nHTepdeprpyoLLMe BelLlecTBa, yCroBus Npob (Hanpumep, reMosus, XXenTyxa, NIMnemMns) unu
dumsnonornyeckne ycrnosua (Hanpumep, UsmeHeHus B nepudepnyeckom KpoBoobpalleHunn), BNnaoLwmne Ha
TOYHOCTb PE3yNbTaToB;

i) MeToauKy U3MepeHUs, UCNOoNb3yemMyto AN OUeHKM pabovmx xapakTepucTMK CUCTEMBI, U OnUcaHne
METpPOororM4eckoim NPoCnexXnsaeMocT pesynbTaToB U3MepeHust 4o pedepeHTHON METOANKN N3MepPEHUst UM
cTaHAapTHoro o6pasLa 6onee BLICOKOro YPOBHS;

j) mMeToanKy naMepeHusi, KOTOPOI HYXXHO CrieaoBaThb, BKIOYas:

- nocneaoBaTeNlbHOCTb LWaroB NOAroTOBKM PeakTUBOB 1 BEINOITHEHUSA U3MEPEHUS;

- BblbGOp BpemMeHn Mexay UHANBUAYarbHbIMU WaraMmu, eCriv NPUMEHUMO;

k) AeTanbHyo METOANKY KOHTPOIS M KOHTPOSbHEIA Matepuan, KoTopble UCNOMb3YHT A1 NPOBEPKM TOTo,
YTO CUCTEMA MOHUTOPUHIA in Vitro nepopanbHoi Tepanumn aHTUkoarynsHTamm paboTtaeT B npegenax ee ycta-
HOBIEHHbIX Ppabounx XapakTepucTumk.

Heobxoaumasi MHopMaLna OTHOCUTENBHO PEeakTUBOB U/MMN KOHTPOMbHBLIX MaTepuanos MoXeT BbiTh
BKITFOYEHa B UHCTPYKLUMM MO MPUMEHEHNIO YCTPOCTBA UM CUCTEMBbI, ECIIN U3TOTOBUTESb YCTPOWCTBA UIN CUC-
TeMbl — TO XK€ caMoe fINLO, YTO N U3roTOBUTESb peakTUBOB. [pn BHECEHUN U3MEHEHWI B 3Ty MHopMaLmio,
nsmeHeHHas uHdopmauma 4omkHa GbITb MOMeLLEeHa B MHCTPYKLMIO NO NPUMEHEHWI0 PEaKTUBOB.
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6 WUcnbiTaHue 6e30MacHOCTU U HAAEXHOCTU

6.1 O6wue TpeGoBaHuA

6.1.1 MNporpamma

McnbiTaHue 6e30nacHOCTU U HAAEXHOCTN AOSKHO BbIThb BLIMNOMHEHO U3rOTOBUTENEM COMMAaCHO NMUCbMEH-
Hol nporpamme. B nporpamme, no MeHbLLe Mepe, A0IPKHBI ObITb ONpeaeneHbl UCTbITaHUSA NPoeKTa, BKIoYas
YUCIIO UHCTPYMEHTOB, eANHUL, PeakTUBa U MOBTOPHBLIX U3MEePEHUIA Ha UHCTPYMEHT, U MeTOAWKU aHanuaa aaH-
HbIX, U KpUTEPUM MPUEMNEMOocTU. PesynbTaThl UcnbiTaHWiA 6e30MacHOCTU U HAaAEeXHOCTU AOMKHBI ObITh 3ape-
rMCTPUPOBaHbI B OTYETE.

YkazaHHble TpeboBaHUA K UCMbITAHUSIM SIBASAIOTCS MUHUMaNbHbIMU Tpe6oBaHUAMN.

[Ana ucneITaHWi akcnnNyaTauMoHHbIX XapakTepucTUK NporpaMMa AospkHa BKIlouaTh B cebsl cTatucTuyec-
Koe 06 bsicCHeHUe Ans UCMbITaHWUA NPoeKTa.

MpumevaHuns
1 TecTbl, onucaHHble B 6.2—6.8, ABNAIOTCA TUMOBLIMU UCTILITAHUSIMMU.
2 TecTbl, onucaHHble B 6.9—6.12, ABNsI0TCA UCNbITAHUSIMU paboymx XapakTEPUCTUK.

6.1.2 UHCTPYMEHTbI U peakTUBbI

MHCTpYyMeHTBI 1 peakTuBbl, 0TOBpaHHbIe ANs UCMbITaHWS, 40PKHBI PEACTaBATbL cO60i eAUHULLI U3ae-
NWiA MaccoBOro NPon3BoAcCTBa.

[N TUMOBBIX TECTOB B KAXXAOM TECTe AOIDKHBI UCMONb30BaThLCA, MO KpaHel Mepe, TPU MHCTpYMeHTa.

[na TecToB pabounx xapakTepuUCTUK B KaXKAOM TecTe AOSDKHbI UCMOMb3oBaThCA, NO KpaiHel mepe,
OecsATb UHCTPYMEHTOB.

6.1.3 Kputepuu npuemnemoctu

Kputepuu npuemnemocti Ans CMeLLeHNs: U MOBTOPSIEMOCTU ANS UCMbITaHUIA pabounx xapakTepucTuk B
6.10—6.13 gormKkHbI 6bITh BbIBEAEHBI U3 KpUTEPUS TOYHOCTU cUcTeMbI B 8.6.1. OGbsCHEHUE ANS KpUTepUes
npuemMnemMocTy 4OIPKHO BbITh 3aperucTpMpoBaHo B NPOTOKoNeE.

Crictema MOHUTOPWHra in Vitro NnepoparnbHOW TepanuyM aHTUKoarynstHTaMu 4oSKHa U yaoBnNeTBOPATbL
KpUTEPMAM NMPUEMITEMOCTU B KXKAOW NporpamMmme UCTbITaHUA, Unu AoMKHA 6bITb Npu3HaHa HedyHKUUOHUPYO-
LLei U He JOMKHa NokasbiBaTb YcnoBon pesynbtat MHO.

OTKasbl yOoBIEeTBOPATb KPUTEPUSM NPUEMAEMOCTU AOMKHEI BbITh UCCNEAOBaHbI.

6.2 3awMuTa oTynapa TOKOM

MpumeHsitoT TpebosaHus, onpeaenexHble B IEC 61010-1, pasgen 6.
6.3 3aliuTa oT MexaHU4YeCKUX onacHoCTen

MpumeHsitoT TpebosaHus, onpeaenexHble B IEC 61010-1, pazgen 6.
6.4 dneKkTpoMarHMTHast COBMECTUMOCTb

MpumeHstoT TpeboBaHus, onpegeneHHble B IEC 61326. Kpome Toro, npumeHsaoT TpebosaHus, onpeae-
NeHHbIe B MPUoxeHuu A.

6.5 TennoBasi pe3UCTEHTHOCTb

MpumMenstoT TpeboBaHus, onpeaeneHHble B IEC 61010-1, pasgen 10.

6.6 ConpotuBneHue BNaXHOCTU U XUAKOCTAM

MpumensatoT TpeboBaHus, onpegenexHble B IEC 61010-1, nogpasgens 11.1,11.21 11.3.

6.7 3awura oT BbIAENUBLUUXCSH Fa3oB, B3pbiBa U UMNNO3UN

MpumeHsatoT TpeboBaHug, onpegenerHble B IEC 61010-1, nyHkTbl 13.11 13.2.2.

6.8 KoMnoHeHTLI ycTpoOiCcTBa

MpumeHsatoT TpeboBaHus, onpeaenexHele B IEC 61010-1, nogpasaensi 14.1, 14.4,14.5u1 14.6.
6.9 UcnbiTaHne paboumnx xapakTepucTuk

UcnbiTaHne pabounx xapakTepucTuk AomMKHO 6biTb BLINOMHEHO Nepen 1 Nocne Kaxaoro onpeaeneHus
MeXaHW4eCcKoro conpoTUBNeHus yaapy, Bubpauum n BHegpeHuto (cMm. 6.10) 1 3aWwuntbl NPOTUB BO3AEICTBUS
Temneparypbl 1 BriaxxHocTh (cM. 6.11 1 6.12). PewweHns o cooTBETCTBUU/HECOOTBETCTBUN KPUTEPUSAM OOSIKHbI
6bITb OCHOBaHbI Ha BNUsiHUK (hakTOPOB Ha CMeLLeHWe U NOBTOPAEMOCTb CUCTEMBI.

BHe kaxaoro ucnelTaHns paboymx xapakTepUCTUK UHCTPYMEHT ANsi MOHUTOPWHra /n Vifro nepoparbHOon
Tepanun aHTUKoarynsiHTamm 4ofkeH 6biTb ypasHoBelleH npu Temnepatype (23 + 2) °C. PekoMeHA0BaHHbINA
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M3roTOBUTENEM KOHTPOMbHLIA MaTepuan unn noaxodsiwlas ansTepHaTMBa A0SDKHbI GbITb MCMNONB30BaHbI AN
UCTIbITAHWUSA PaBoUNX XapaKTePUCTHK.

MosxeT okasaTbcsa TPYAHO OTAENUTb UBMEHUYUBOCTb, 06YCMOBMNEeHHYHO CBOMCTBaMM 06pasLia 1 KOMMOHeH-
TOB PeaKTUBOB, OT U3MEHUYMBOCTHU, CBA3AHHON CO CBOVCTBAMU KOMMOHEHTOB MHCTPYMEHTA. OTO AOMKHO BbITh
yuTeHO Npu NPOEKTUPOBaHUM TecTa U paspaboTke KpUTEPUEB NPUEMITEMOCTH.

KoHTponbHasa nonoca, koTopas MoAenupyeT nonocy peakTnea nocne peakuuun, Unm Apyroi noaxoaaimin
KOHTPOMbHBINA MaTepuan MoryT GbiTb UCMONb30BaHbI A8 NOATBEPKAEHNS TOrC, UTO paboyne XapakTepucTkm
CUCTEMBI HE U3MEHEHBI.

MpumeyaHwue— ANeKTPOHHbIE CUCTEMbI KOHTPOISI MOryT coobliaTh pesynbrathl B eauHuuax (Hanpuvep, B
MWUNIMBONBTaxX), OTIMHAIOLLMXCA OT TeX, KOTopble coobatoT Ans 06pasLoB KpoBU. B aToM criydae, MOTyT UCNONb30BaThCS
cpeaHee 3Ha4eHe U NOBTOPSIEMOCTb 3Ha4YEHMUI, O KOTOPbIX COOBLLAET YCTPOMCTEO.

Mopsaok M3MepeHus UCMbITyeMbIX 06pasLoB AomkeH BbITb OnpeaerneH B nporpamMmMe.

CpeaHee sHaveHne MHO n cpegHeksagpaTnyHOe OTKIIOHEHWE BOCMPOU3BOAMMOCTU AOSMKHBI BbiTh
BblYMCIIEHbI Nepea KaxabliM UCNbITAHWEM U NOCIe Hero, 1 pasnuuuns cpaBHeHbl C KPUTEPUSMU MPUEMIIEMOCTH.

a) CwmelleHue: pasnuyne Mexay cpegHum sHadyeHnem MHO nocne vucnbiTaHnst n cpeiHUM 3HaYeHuem
MHO nepeg ncnbiTaHneM A0SKHO BbITb BbIYUCIIEHO M CPABHEHO C KPUTEPUSIMU NPUEMIEMOCTW ANA CMELLEHUS.

b) MoBTopsieMocTb: KBaApaTHLINA KOPEHb pasnuyns Mexay BapuaHcon (CTeneHbo cBoboabl) nosTopsie-
MOCTM NOCIe UCNbITaHUS 1 BapUaHCON NOBTOPSAEMOCTM Nepes UCNblTaHNeM AoMKeH BblTb BbIMUCAEH U CPaBHEH
C KpuTepmrem NpuemMneMocTy Ans MoBTOPAEMOCTH.

6.10 MexaHu4yeckas ycToM4YMBOCTb NPOTUB yAapa, BU6paLuu u caaBneHus

6.10.1 lMporpamma TecTa BUGpauumn

BbINonHAOT TecT paboumx XxapakTepncTuk, OnMcaHHbIA B 6.9.

BoinonHsoT TECT BUOpaLumu, kak onpegeneHo B noapasaene 8.3 IEC 60068-2-64.

Mocne Toro, kKak ucnbiTaHe BMOpaLnM BbINOSIHEHO, MOBTOPUTL TECT pabounx xapakTepucTuk.

MpumensioT TpeboBaHus, onpegeneHHobie B nogpasaene 8.3 IEC 60068-2-64.

6.10.2 lMporpaMma TecTa NageHuUsn

[ns NpoBepKM YCTOMYMBOCTU K NOBPEXAEHUIO OT NageHusl, BeINOSHAT UCNbiTaHne 6a30BbIX paboumnx
XapaKkTepuUCTUK, Kak 3To onpeaeneHo B 6.9.

BbINonHsiloT TeCT NageHus, kak 3To onpeaeneHo B nogpasgene 8.2 IEC 61010-1.

Mocne Toro, kKak UcnbiTaHue NageHus BeINOMHEHO, NOBTOPAOT UCNbITaHUE pabounx XxapakTepucTuK.

MpumeHsoT TpeboBaHus, onpeaeneHHble B nogpasgene 8.2 IEC 61010-1.

6.11 lMpeaenbi Bo3gencTBUSA TEMNEpaTypbl

6.11.1 MporpaMma BbICOKOTEMMNEPaTYPHOro UCNbITAHUA

BbINonNHAIOT TecT pabounx xapakTepucTuk, kak 3To onpedesneHo B 6.9.

MoMewaloT UHCTPYMEHT B KaMepy, B KOTOPO MOXET BblTb OTCNEXEeHa BHYTPEHHSASA TemnepaTypa.

YBenuuuaaioT Temnepatypy Ao (50 + 2) °C 1 ocTaBNsAOT MHCTPYMEHT Npu 3Ton TemnepaType Ha 8 4 B
Kamepe.

YpanaoT UHCTPYMEHT U3 KaMmepbl, 4aloT eMy 0XNaauTbea 4o TemnepaTyphbl (23 +2) °C M NoBTOPAIOT UCTbI-
TaHue pabounx xapakTepUcTuk.

Ana Tex cucTeM, B KOTOPbIX peakTUBbI ABNAOTCA COCTABHbLIM KOMNOHEHTOM YCTPOMCTBA U HE MOTYT BbITh
oTAeneHbl OT UHCTPYMEHTA, YCIIOBUS BbICOKOTEMMNEPaTypHOro BO3AENCTBUS AOMKHBI BbITb OrpaHUYeHbl YCno-
BUMAMU NPUMEHEHUs, onpeaeneHHbIMA U3roTOBUTENEM.

6.11.2 MNporpaMmma HU3KOTEMMNEPaTyPHOro UCNbITAHUA

BeinonHAoT TecT pabounx xapakTrepucTuk, kKak 3To onpegesneHo B 6.9.

MoMewwaoT MHCTPYMEHT B 3KOMOTNMYECKYHO KaMmepy, B KOTOPOI MOXET BbiTb OTCNEeXeHa BHYTPEHHARA TeM-
nepaTtypa.

YMeHbwaroT Temnepatypy Ao (MuHyc 20 +£2) °C n ocTaBnsaoT UHCTPYMEHT B KaMepe Npn 3Ton Temnepary-
pe Ha8u.

TemnepaTypa MHCTPYMEHTA B 3KOJOrMyeckoi kaMepe AokHa AoCTudb (23 £2) °C, 4Tobbl n3bexaTtb KoH-
AeHcauumn Bnarm u3 cbiporo BHELIHEro Bo3ayXa, KOHTAKTUPYIOLEro ¢ XONoAHbIM UHCTPYMEHTOM. YaansaioT
WHCTPYMEHT N3 KaMephbl 1 NOBTOPSAIOT TECT pabounx XxapakTepuUCTUK.

[na Tex cucTeM, B KOTOPLIX PeaKTUBbI ABMSIIOTCS COCTABHLIM KOMIMOHEHTOM YCTPOWCTBA U HE MOTYT BbiTb
oTAeneHbl OT UHCTPYMEeHTA, HU3KOTeMMepaTypHbIe YCIOBUS BO3AENCTBUSA AOMMKHEI BbITh OrpaHU4eHbl YyCnosu-
SAIMU NPUMEHeHUs1, onpeaenieHHbIMU U3roTOBUTENEM.
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6.12 lMporpamma ucnbiTaHUA BO3AEUCTBUSA BITAXXHOCTLIO

BbinonHsaoT ncnbiTaHne 6a30BbIX paboyunx XxapakTepucTuk, kak aTo onpeaenerHo B 6.9.

MomMeLaT MHCTPYMEHTBI B KAMEPY C KOHTPOMMPYEMbIMU TEMNEPaTypPOo 1 BNaXHOCTLIO.

CTabunmanpyoT oTHoCUTENbHY BnaxHocTsb (RH), He koHaeHcupyemyto 0o (90 + 3) %, uTemnepaTypy Ha
ypoBHe (32 +2) °C.

OcCTaBnsAT MHCTPYMEHTLI B KaMepe Ha 48 4 Mpu ykasaHHbBIX TeMnepaType 1 BNaxHOCTU.

MepemMellaloT UHCTPYMEHTHI N3 KaMepbl B KOMHATHbIE YCITOBUSI C OTHOCUTENLHOW BIAXKHOCTLIO MEHee
60 % n Temnepatypoin (23 £2) °C n octaBngaioT Ha 15 MUH.

Llenb sToro Tecta — oLeHka cTeneHn 1 3hdeKToB NornoLeHns BraxHocTu. Jliobas Bnara, nornoLueH-
Hasl yCTPONCTBOM BO BpeMsi pebbiBaHus B KaMepe, coxpaHsieTcs B HeM. TemnepaTypa AomKHa OCTUYb YpOB-
Hs1 OKpy>KatoLLen cpeabl B TedeHne 15 MUH, HO NonHon 6anaHcMpoBKM He TpebyeTcs.

MoBTOPAIOT UCMBITAHNE PaboYNX XapaKTEPUCTHIK.

6.13 UcnbiTaHUe XpaHeHUs U UICNONIb30OBaHUS peakTUBOB

YcnoBus onsi XxpaHeHus, UCMosib30BaHUsA U TPAHCMOPTUPOBaHUS peakTMBOB U KOHTPOMbHBIX MaTepuanos
OOMKHbI BbITb ONpeaeneHbl U NPOBEPEHDI.

CT1abunbHOCTL PeaKTUBOB U KOHTPOJIbHBLIX MaTepunarnos B TEYEHUE CpoKa roaHOCTU AoMMKHa BbITh Npoae-
MOHCTpupoBaHa. MNpumeHsitoT TpeboBaHus, onpegeneHHble B EN 13640.

7 Mporpammbl 06yYyeHMs n ob6pa3oBaHuA

7.1 O6yueHue MeAULUHCKUX paGOTHUKOB

MaroToBuUTENb AOIDKEH pa3paboTaTh M NOATBEPAUTb Nporpammy oBydeHus ans MeanumnHCKUX paboTHU-
koB. Mporpamma o6y4eHnsa AoMmkHa Hay4YUTb MEAULIMHCKUX paBOTHUKOB Hadnexallemy Ncnofb3oBaHuo cuc-
TeMbl, BEIGOPY NaLMEHTOB 1 UX OBYYEHUIO.

Mporpamma oB6y4eHus Ans MeauLMHCKMX paboOTHUKOB A0SDKHA BKIHOYaTh B ce6s pekoMeHA0BaHHbIe Kpu-
Tepun BbIGOpa NaUMEHTOB U OMUcaHWe XapaKTepUCTUK Morb3oBaTens, crnocobHbIX npeackasaTb ycrnex B
MCMoNb30BaHUM CUCTEMBI.

MpOrHoCTNYECKME XapaKkTePUCTUKA AOIKHbI BKIOYaTL B cebs:

- CMocoBHOCTb MOHUMATbL KOHLEMNLIMIO NepopansHOM Tepanumu aHTUKoarynsaHTaMm 1 ee pUCKOB;

- TOTOBHOCTb BbINOMHATL CAMOTECTUpPOBaHWE in Vitro nepopanbHOi Tepanun aHTUKoarynsiHTamm u
aKTUBHO COTPYAHWYATL C MeAULMUHCKAM paBoTHUKOM B AOKYMEHTaLMK 1 MHdopMalmnoHHoM o6MeHe Ang pery-
NUpPoBaHMWSA Tepanuu;

- AOCTaTO4YHYIO TOBKOCTb PYK M OCTPOTY 3pEHMs 1

- OEMOHCTpUpyeMoe cornacue nauueHTa.

B cnyyasix, ecnv nauueHT He OTBeYaeT KpUTepusam, nporpaMma obyyeHust omkHa crnocobGCTBOBaTh
TOMY, YTO U3MEPEHUS MOTYT ObITb BbINOMHEHbI 06Y4YeHHBIMU POACTBEHHUKAMM U APYTUMU TPETEUMU NULAMMU,
KOTOpble OTBeYatoT KpUTeprnaM Beibopa.

7.2 O6yueHue NnaLueHTOB U ApYyrux nonb3oBartenen

M3aroToBuUTENb AOMKEH paspaboTaTb U NpefocTaBUTbL NporpaMMmy obyveHns Ans naluMeHToB 1 ApYrnx
nonb3oBaTenen ycTponcTaa.

Mporpamma gomnxkHa BKtoYaTh B cebs crieaytolime 3NeMeHThi:

- OCHOBHY MH(OPMaLIMIC O CBEPTLIBAHMM KPOBW 1 Tepanumn aHTUKoarynsHTamu;

- obbsAcHeHWe pe3ynbTaToB onpeaeneHns npoTpoMbuHoBoro Bpemenn n MHO;

- 0bbsACHEHMWe onpeaeneHHoro Ans nauneHTa MHAMBMAYansHOro TepaneBTUYecKoro MHTepBana;

- obyyeHune NPoKOMy KOXN 1 CaMOTECTUPOBaHWULO in Vitro NpoTPOMGUHOBOMO BPEMEHM;

- 3aja4u nonb3oBaTenen 1 MeaMLUMHCKUX pabOTHUKOB B CAMOTECTMPOBAHNN in Vitro Nnpy nepoparnsHon
Tepanuu aHTUKoarynsHTamu;

- BeJleHue 3anuncen nauneHToM N MeauuUMHCKUM paboTHUKOM;

- onuMcaHne METOAUK KOHTPOSIS U BHYTPEHHUX KOHTPOMEN CUCTEMDbI;

- aKLEeHT Ha Hagnexalen nHTepnpeTalmmn pesynbTaToB KOHTPONS;

- Heobxogumble OeACTBUSA B cniydae, eCnv pesynbTaTbl KOHTPONS BbILAW 32 LieNeBble npeaen.;

- MPOTOKOM ANS CBSI3N MeXAy NaumMeHTamMm U MegMLUHCKAMM paboTHUKamu;

- Heobxogumble AeNCTBUSA B CNyvae, eCnin pesynbTaThl BbILAW 32 Npeaernbl UHaMBMAYarnbHOro Tepanes-
TUYECKOro MHTepBana;

- OencTeue, HeobxoaMmoe B criydae JONONHUTENbHBIX BoNesHen, KpUTUYECKNX CUTYaLUnin Unn Hecdac-
THbIX Crly4aes.
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Mporpamma o6pasoBaHus AorkHa o6ecneynTb AOCTaTOYHbIE TeXHUYEeCKUEe 3HaHUA OTHOCUTESbHO
obuen koHUenuMn nepopanbHOi Tepanun aHTUKOArymnsiHTaMmn U OoImkHa 06GY4UTb NPaKTUYMECKUM HaBblKam
BbINOMHEHUA CaMOTECTUPOBAHUS in Vitro NpoTPOMOBUHOBOIO BpeMeHU U MeToANKaM KOHTPONS.

OueHka cnocobHOCTU NoNb3oBaTENA A0MKHBIM 00pa30M BLINOMHATL CAMOTECTUPOBaHNE A0IPKHA BbITb
npoeeAeHa No 3aBepLUIEeHNM MPorpaMmbl 0Gy4eHUs.

OueHka aonkHa BKMNOUUTL B cebsl NpakTUYeCKUA TeCT TEXHUYECKOro MacTepcTBa W/uUnn NMCbMEHHbIN
TECT NOHUMaHWSA.

M pumeyaHune— Moxer 6biITb XXenaTenbHOW Nepuoanyeckasi NOBTOpHAsi OueHKa nonb3oBarenen, YTobbl oue-
HWUTb NX COOTBETCTBUE TPEBGOBaHUSIM U NOATBEPAUTL COXPaHEHNE MU KOMMETEHTHOCTM.

WN3roToBuUTENb AOMKEH NPEAOCTABUTb METOA AOKYMEHTUPOBAHUS YCNELHOrO 3aBepLUeHUsA Nofib3oBaTe-
nem nporpammel 06pasoBaHus.

M pwumeuyaHune— ObyyeHne MoxeT GbiTb 3aPErMCTPUPOBAHO UFOTOBUTENEM UNU MEAULMHCKUM PAGOTHUKOM.
8 lMpoBepka pabounx xapakTepucTUK CUCTEMbI

8.1 OOwue nonoxeHus

WcecnepoBaHus NpoBepki paBodumnx XxapakTepucTuk CUCTeMbl A0MKHBI NPOBOAUTLCA Kak YacTb KOHTPONA
MPOEKTUPOBaHNA CUCTEMBI U3rOTOBUTENSA, YTOGLI NPOAEMOHCTPUPOBATL, YTO CUCTEMa MOHUTOPUHTa in Vitro
nepoparbHOi Tepanum aHTUKoarynsitHTamMmu CoOTBETCTBYeT TpeGoBaHUAM NPaBUNLHOCTH, NPELU3UOHHOCTU U
TOYHOCTU CUCTEMBI.

MpumeHrsitoT TpeboBaHus, onpeaeneHHslie B ISO 13485.
8.2 Bknaabl B HeonpeaeneHHOCTb U3MEPEHUA

®aKkTopbl, KOTOPbIE BAUSIOT HA TOYHOCTb (NPEeLM3NOHHOCTb U NPaBUNbHOCTL) pesynbtatos MHO uBHOCAT
CBOW BKIaj B HeonpeaeneHHoCTb N3MepeHnst, 40KHbI ObITb MAeHTUDULMPOBaHDLI U y4TeHbl Npy paspaboTke
nporpaMmbl MPOBEPKN.

OTn dhakTopbl BKIOYAT BHYTPUMHAMBUAYamNbHYO GUOnornyeckyio Bapuauuio, HeonpeaeneHHoCTb
N3MepeHnst NPUNUCaHHOro 3HaveHust kanubpartopa (HexBaTka pecepeHTHOro MaTepuarna bonee BbICOKOrO
YPOBHS U OrpaHudeHus peepeHTHON METOAMKN n3MepeHusi, pekomeHaoBaHHon BO3), pasnuuusa caktopa
YYBCTBUTEMLHOCTHW, Pa3NNYNA MeXay napTusMM peakTnsa, HecTabunbHOCTb peakTuBa U HenpeLUU3MoHHOCTb
N3MepeHusl.

MpumedvaHus

1 Cneuudwmka nHTepdepmpyowmx Bewects n ahdeKTbl U30NMpoBaHHbIX AedULMTOB (DaKTOPOB KoarynsiuMm He
usyvatoTcs npv Bepudmkaumm paboumnx xapakTe pucTUK CUCTEMBI.

2 lMpepnucaHHasi pedepeHTHass meToauka uamepenusi, metog BO3 HaknoHHow npobupku, siBnsieTcsi TpygHO
BbINONHWMOWN, B BbICOKON CTEMNEHU 3aBMCUMOW OT HABbIKOB MOSb30BaTerNs U AeACTBUTENbHA TONbLKO Ans oueHkn MHO mex-
ay 1,0 n4,5. NonbiTkn pazpaboTaTe MCTUHHBIN KanMbpaTop He 6binu yenelwHbiMu. PedepeHTHasi METoAUKa U3MEPEHUS U
KanubpaTop MOryT BHECTU 3HAUUTENbHbIV BKIaj B yBENMYEHWE HEONPEAENEHHOCTU U3MepPEHUsi NPOTPOMOBUHOBOTO Bpe-
MEHMU.

8.3 MpoBepka pabounx xapakKTepucTUK CUCTEMbI

MpoBepka pabo4ynx xapakTepUCTUK CUCTEMBI A0MKHA ObITb BBINOMHEHA COrMacHO MMCbMEHHON Nporpam-
me. [Nporpamma AorpkHa, Kak MUHUMYM, orpeennTb AeTanun akcnepuMmeHTa, MeTOAUKU aHanM3sa AaHHbIX U Kpu-
Tepuu npuemnemoctu. CrtaTucTUYecKkMe NPOeKTbl, BKIOYAs YUCIO WHCTPYMEHTOB, eAuHUL, peakTuBea,
napasienbHbIX Mpob 1 KpUTEepUn NPUEMNIEMOCTU, AOIKHBI BbITb 060CHOBaHbI B porpaMme. PesynbTaThl Npo-
BepkM pabounx xapakTepuCTUK AOSDKHBI ObITb 3aperMcTpupoBaHbl B OTHETE.

Bce KOMMNOHEHTHI cUCTeMbI, 0TOBpaHHOM ANS OLeHKU, BKITI0Yas UHCTPYMEHTBI, peaKkTUBbI U MPUHaanex-
HOCTW, AOJDKHBI ObITb NpeAcTaBUTENbLHLIMU 4111 IPOAYKTAa, NpeAHa3HauYeHHOro Ans NpoaaXxu.

Cuctema MOHUTOPUHra in vitro nepoparnbHOWA Tepanuy aHTUKoarynsiHTaMu oJbkHa 6bITb OTHIOCTUPOBaHa
[0 NPOBEepKU, COrMacHO UHCTPYKLUMA U3roTOBUTENS (Hanpumep Yepes KoguposaHue, unnol). Hukakoe perynu-
poBaHWe He OOJPKHO MPOBOAUTLCS MEeXAY MOBTOPHBIMUA U3MEPEHUSIMU, €CNN UHCTPYKLUUKN U3TOTOBUTENSA He
onpeaensiioT perynuposaHne nepea KaxabiM UsMepeHueMm.

PekoMeHOOBaHHbIE U3rOTOBUTENEM METOAMKW KOHTPOMS AOMKHbI ObiTb BbIMOMHEHbI A0 KaXXaoWn
NPOBEPKMU.
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YHUKanbHbIN XapakTep U3MepeHUst NpOTPOMOUHOBOTO BPEMEHMU, XapaKTepUCTUKN onpeaeneHHon cucte-
Mbl CAMOTECTUPOBAHUSA U HECTabuUnbHOCTb 06pPasLOB AOMKHBI ObITb NPUHATEI BO BHUMaHKE Npu paspaboTke
nporpaMmbl 3KCNepuMeHTa Ans NpoBepKku paboumx XxapakTepucTuUK CUCTEeMbI.

CooTtBeTcTBYIOWNIA 0b6pasel, AN KaXOoro NpPOBEPOYHOro uccnenosaHua onpedeneH B 8.4 u 8.5.
AnbTepHaTUBHBIN 0BpaseL, MOXeT BbITb UCMOMb30BaH, YTOObI OLEHUTL onpeaerneHHble NepeMeHHble (Hanpu-
Mep, MPeumnsUoOHHOCTb OT WHCTPYMEHTa-K-UHCTPYMEHTY), €CnU HYXXHO NPOAEMOHCTPUPOBaTb 3KBUBA-
JIEHTHOCTb CBEXEN Kal'lVIJ'IJ'IﬂpHoVI KPpOBW.

MpumeuvuaHnuns

1 Xota nuua, npvHumalolmMe aHTaroHucTel BuTamumHa K, siBnsioTcs npegnonaraeMbiMM MONb30BaTENAMU
YCTpPOWCTBa, NpoTokon TpebyeT, 4To6bl 06pa3ubl OT rpynnbl Niogen, He NPUHUMAKWMX aHTAroOHUCTLI BUTamuHa K, 6binn
BKIMIOYEHbI B UCCNeA0BaHNE A5 NPOBEPKM NPMEMIIEMON TOUYHOCTM (NPEUU3NOHHOCTU M NPABUITBHOCTU) MO BCEMY UHTEPBA-
ny namepeHus, BKrnioyas 3Ha4eHus1 HMXxe TepanesTn4eckoro uHTepeana.

2 O6yqaemble onepaTtopbl MOIyT BbIMOMHUTL NPOBEPKY pabounx xapaktepuctuk cuctembl. HenpodeccnoHansi
BbINOMHSAOT UCCNeAoBaHns paboumnx xapakTepUCTUK CUCTEMBI, ONMCaHHbIE B pa3aene 9.

8.4 MpoBepka NpeyU3UOHHOCTU USMEPEHUA

8.4.1 O6wue nonoxeHus

MpeunsnoHHOCTbL N3sMepeHUst CUCTEMbI MOHUTOPUHTA in Vitro nepopanbHON Tepanumn aHTUKoarynaHTamu,
NCNonNb3yemon ANs camoTecTMpOBaHus, AOMKHa 6bITb BepudunumMpoBaHa B hakTUHeCcKUX Ui Moaenmpyemblix
YCNOBUAX NCNONb30OBaHUS.

MMoBTOPAEMOCTL U MPOMEXKYTOUHAs NMPEL3NOHHOCTb U3MEPEHNA AOMKHbI ObITb MPOBEPEHbI MO OTHOLLE-
HUIO K KOUTEPUAM pabounx XxapakTepUCTUK, MOMyYEeHHbIM U3 KpUTEPUEB TOYHOCTU cucTeMsl o 8.5. Kputepuu
npuemMreMocTy A0MKHbI ObITh 3aperucTpUpOBaHbI B Nporpamme.

AncrnepcnorHHbI aHanuMs siBnsieTca NpeanoYTUTENbHBIM CTaTUCTUYECKUM MEeTOAO0M ANS OLEHKU MHO-
XecTBeHHbIX hakTopoB. Beibop uncna MHCTPYMEHTOB, NapTU peakTUBa U MOBTOPHbLIX UCCMeQoBaHU Ans
NCMbITaHUSA NPELN3NOHHOCTIN AoMKeH BbiTb OCHOBaH Ha UCTOYHUKaX BapuabenbHOCTH, MONyYeHHbIX U3 pe3ynb-
TaToB AMCNEPCUOHHOro aHanusa.

MpumeyaHune—OTHOCMTENBHO OOLIMX MPUHLUUIMOB OUEHKW NPEUM3NOHHOCTM MeToada uamepenuss cm. [3].
OnpegeneHns 1 NOHATUS NOBTOPSEMOCTM, BOCNIPOM3BOAVIMOCTU U NPOMEXYTOUHbBIX YPOBHEN NPELU3UOHHOCTU ONMUCaHbI B
(31, [6], [16].

MockornbKy NpoBepka NPeLn3noHHOCTY TpeByeT MCXOANUTL U3 0BLIMHON NpoLeaypbl N3MepeHUs, BLINOS-
HEHWS1 MHOTUX U3MepPEeHWiA U3 oaHOro Unn 6onee 06pasLOB, AaHHbIE AOKHBI 6bITh NPOBEPEHbI NPOTUB 06bek-
TUBHbIX KPUTEPUEB BaNMAHOCTY ANA BbiBNEHNA 3pdeKkToB HecTabunbHOCTI Npo6.

MpumedyaHus

1 Tonbko orpaHnyeHHas npoBepka NnoeTopsieMocTy uamepermst MHO MoxeT GbiTb NpoBegeHa HENOCPEACTBEHHO B
TeYeHue 0Nroro BpeMeHu, Ans MHOrMX NapTui, 1 MHOTMMKW aHanuTMKaMn BCNeacTene HecTabnnbHOCTN 06pasLoB KPOBMU.
MpoBepka To4HOCTH (cM. 8.5) NpegHa3HaveHa ANsi BKIOYEHUS] HEONPeaeneHHOCTW, BbI3BaHHOM 3TUMK NepeMeHHbIMN.

2 CypporaTHble npo6bl (Hanpumep, KOHTPOMbHbIE MPOOLI), U anbTePHATUBHbIE NOAX0Ab! K OLEHKE MOTyT GbITh HE06-
XOAUMbIMUW A OLEHKN BKNaga onpeaeneHHbIX NepeMeHHbIX. Takme oLeHKM — CyLLeCTBEeHHas YacTb MPOBEPKMU NPoeKTa,
HO MOCKOIbKY, HA4YMHAs C UCCNEeaoBaHNs NPOEKTa, OHN UMEeIoT TEHAEHLUMIO BbITb CNeLMdUYHBIMK 4N YCTPOWCTBA, OHN —
BHE 06nacTn NPYMEHEHNs HaCTOSILLEro cTaHaapTa.

8.4.2 lMpoBepka NOBTOPsIEMOCTU U3MEPEHUS

8.4.2.1 O6wue nonoxeHus

MoBTOpPAEMOCTb M3MepeHns 4oIMkHa ObITh OLleHeHa Ha OcHOBe NapansensHbIX 06pasLUoB KanunnsapHon
KpoBU. Y106kl NpUBIM3NTLCA KYCMOBUAM NOBTOPAEMOCTH, 06pasLibl A0KHbI BbITh B3ATHI M 3MepeHbl B npeae-
nax KopoTKOro NpoMexyTka BpeMeHM.

O6bsicHeHMe nnaHa aKkcnepuMeHTa AOMKHO BbITb 3aperncTpupoBaHo B NporpaMme.

MpwnmeyaHn e — PykoBoasiume NPUHLMMLI ONpeaeneHns NOBTOPAEMOCTU METOAUKU U3MepeHuns cM. [16].

8.4.2.2 O6pasLbl

MpoBepka NOBTOPSAEMOCTY AOMKHA BbiTb BbIMOIHEHA CO CBEXUMM 00pasLaMy KanunispHON KpoBK, nNo
KpaiHei Mepe, oT 30 NaLmMeHTOB, NoNyYalLMX Tepanuio aHTaroHucTamm BuTammnHa K, 1, no kpaiHen mepe, ot
15 yenosek, He nony4YaroWwmx nedeHns. NMaunueHTbl 4oMKHbI ObITb 0TOOpaHbI TakMM 06pa3oM, YTOBkI 3HaYeHUs
MHQO oxBaTunnu BeCb MHTEPBaN M3MePEHUS CUCTEeMbI P, Mo KpaliHed Mepe, 15 naLueHTax B KaXa0M U3 UHTEp-
BanoBs, onpeaeneHHbIX B Tabnuue 1.

[Ba obpaslia AOMMKHbI BbITb B3AThI OT KAXA0T0 NaLMeHTa ¢ TOMOLLbH NPOKoNa KoM (HanpuMep, U3 aAByX
nanbLues).

16



roCT ISO 17593—2011

3HaveHne MHO kaxpaoro obpasua AomKHO ObITh onpeaeneHo, UCTIONb3YsA CUCTEMY MOHUTOPWHTa in Vitro
nepopanbHOi Tepanumn aHTUKoarysiHTaMu.

O6beMHan gons 3pUTPOLMTOB B KPOBM (reMaToKpUT) AomkHa ObiTb B npegenax ot 0,35 no 0,50 n/n (ot
35 % 0o 50 %).

Tabnwuya 1— Wutepeansl MHO gns npoBepku NOBTOPSEMOCTU M3MEPEHNS

WHTepBan 3navenus MHO
HeTtepanestuyeckun Hwuxe 2,0
Huakuii TepaneBTnyeckuii 012,080 3,0
BbiCcoknii TepaneBTUyeckuii Ot 3,1004,5

MpwuMedaHue— MaTepuans cypporatHoro o6pasua MoryT Mcrnonb30BaTbCs BMECTO hakTuieckux o6pasLos
nauneHToB, YToGbl MPOBEPUTL BbICOKMI TEPANEBTUYECKNIA HTEPBAT.

8.4.2.3 VHCTPYMEHTHI U peakTushbI

MoBTOPSIEMOCTb M3MePEHUA MOXET BbITb NPOBEpPEeHa € UCMONb30BaHWEM OAHOTO U 6ornee UHCTPYMEH-
TOB U OA4HON UNn Gonee NapTuii peaktnea. Ecnun ucnonbayetca Gonblue, 4em oanH UHCTPYMEHT UK napTus
peakTuBa, NnaH aKcnepumeHTa AOSKEeH NO3BOMMTL NPOBECTU aHanMs NoBTOPAEMOCTU B Npeaenax eAUHCTBEH-
HOrO WHCTPYMEHTa W/WnIn B npefdenax eAWHCTBEHHOW napTuv (Hanpumep, meToauka AUCMIEPCUOHHOTO
aHanuaa).

8.4.3 MpoBepka NPOMeXyTOYHOWN NPEeLU3NOHHOCTU U3MEepPeHUA

8.4.3.1 O6wue nonoxeHus

MpoBepka NPoMeXyTOYHO NPeLM3UOHHOCTN U3MePEHUA AOMMKHA NPOBOANUTLCA B HOPMarnbHLIX YCNOBU-
AIX NCMONb30BaHuA (TO eCTb MHANBUAYaNbHBLIA NOMb30BaTENb B TEYEHNEe MHOMUX AHER C OAHUM U TeM Xe
WNHCTPYMEHTOM).

M3roToBMTENN AOSKHBI UCMONb30BaTh AUCMEPCUOHHBLIA aHanNU3 Ans onpeaeneHns CywecTBeHHbIX
NCTOYHWUKOB HeonpeaeNeHHOCTU U3MepeHnsl, YTOObI BKMIOYUTL UX B UCNbITAHWE NPOMEXKYTOUHON NPELN3UOH-
HocTM. OGbsICHEHUE MMaHa 3KCMEPUMEHTa AOIDKHO ObITb 3aperncTpupoBaHo B nporpamme. Kak MUHUMYM,
N3roTOBUTENM AOJDKHBI BKIMKOYATh KOMMOHEHTHI HEONPEAENEHHOCTU «OT NapTUK K NapTUM», «OT UHCTPYMEHTa K
WNHCTPYMEHTY» U «OTO [AHS KO AHIO» .

MpomexxyToyHas NpeLU3MOHHOCTb M3MepPEHUS A0MMkHA ObITb NPOBEpPEHa Ha NPOTSHXKEHUN BCEro MHTEpBa-
nauaMepeHusi UHCTPyMEHTA.

M pwumeyaHn e — PykoBogsilume NpuHUMNGLI NO ONpeAeneHnto NPOMeXyTOUHOW NMPEeLU3NOHHOCTU M3MEPEHUS
cMm. [6].

8.4.3.1.1 O6pasupl

MpomexyTouHas NpeLm3noHHOCTb A0MKHA BbITb NpOBEpeHa C UCNOMb30BaHNEeM KOHTPOMIbHOro MaTepu-
ana B HU3KOM TepanesTudeckomM uHtepsane (MHO ot 2,0 no 3,0) 1 BbICOKOM TepaneBTU4eCKOM UHTepBarne
(MHO o1 3,1 0104,5).

KoHTponbHble mMaTtepuarnbl AOSKHbI ObiTb MOATOTOBMIEHLl COMMACHO WHCTPYKUUSIM MO MPUMEHEHUI0
nsrotosutensi. CTtabunbHOCTb KOHTPOSbHBIX 0OpasuoB 3a nepvod NpoBedeHUs OLEeHKU AOMKHAa ObiTb
nogTBepxaeHa.

8.4.3.1.2 UHCTpYMEHTbI U peakTuBbl

Mo kpaiHel Mepe, AOIKHBI 6bITb 0TODPaHbI AECATL MHCTPYMEHTOB, UTOOLI NPOBEPUTHL MPOMEXYTOUHYIO
NpPeLM3nNOHHOCTb U3MEPEHUS CUCTEMbI MOHUTOPWUHIa in vitro nepopanbHOW Tepanumn aHTUKoarynsHTaMu.

MpoBepka moxeT ObiTb BbiNOMHEHa HA eQUHCTBEHHOW NapTUM peakTUBOB, eCiN AOCTYMNHble AaHHble
AEMOHCTPUPYIOT, YTO NPOMEXYTOYHAs NPELUSMOHHOCTD (BKIMIOYasA NOBTOPAEMOCTb) HE 3aBUCUT CYLLIECTBEHHO
OT MapTuu peakTuea. B Apyrux crnyqyasx AOMKHbI UCMOSb30BaTbLCA MHOXXECTBEHHbIE MapTuK, U 3KCMEPUMEHT
[oIKeH bbITb paspaboTaH Takum 0bpasom, UToObl BKMIOYUTL U3MEHUYMBOCTbL «OT MapTUMK K napTtumn». Yucno
UCMONb3yeMbIX NapTWi AOMMKHO BbITb onpaBaaHo (Kak MUHUMYM, 6bITb paBHLIM TPEM).

HomxHa 6bITb UCCnedoBaHa NapTUs UNMYacTb NapTuu. EcnunonHas naptus HegocTynHa, ee YacTb U CTa-
Tyc MaTepuarna AoMKHbl BbITb 3aperucTpupoBaHsbl.

EauHuupbl peaktnea [omkHbI 6bITh B3AThI, NO KpaiHein Mepe, U3 aecaTn nakoHoB U1 nakeTos. MNpor-
paMMa MpoBEepKN AOSPKHA rapaHTUpoBaTb, YTO AaHHble O PasfINYHBLIX NepeMeHHbIX (Hanpumep, napTuum,
WHCTPYMEHT) He nepenyTaHbl.
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8.4.3.2 Tlpoueanypa npoBepkn

MuH1ManbHasa cxeMa MpPoBepKU NPOMEXYTOUHOW NPEeLU3NOHHOCTU B TEYEHUE MHOMUX AHEW TpebyeT
0[HOT0 N3MepeHus B AieHb Kaxxaoro obpasua B TedeHune 10 gHen 4na Kaxaoro us AecaTu UHCTPYMEHTOB.

MeToguka MoXeT BbITb U3MeHeHa, 4Tobbl UICNOoNb30BaTh MHOTUE NapTUN peakTuea. EauHMLEI peakTuBa
OOIKHBI ObITb B3ATHI U3 OAHOMO M TOro e dhnakoHa Unu nakeTa ans kaxaoro obpasua.

8.4.4 AHanus faHHbIX

8.4.4.1 BanuaHOCTb AaHHbIX

[o Hayana aHanu3a gaHHble AOMKHbl OblTh OUeHeHbl, YTobbl naeHTuduLuMpoBaTh ownbkn U ceuae-
TeNbCTBO HecTabunbHocTU Npo6. OuyesuaHble oWNBKN (HanpuMep, OWNBKN TPaHCKPUNLUMK, HEAOCTATOUHBIN
06beM Npobbl) AOMKHBI BbITh 3aperncTpupoBaHbl U UcnpasneHsbl. Hukakue gaHHbIE He MOTYT ObITb UCKITIOYEHBI
6e3 NpUYKnHbI (Hanpumep, No OAHUM CTAaTUCTUHECKUM NPUYUHaM). HecTabunbHOCTL Npo6, BuipaXkeHHas B Apeid-
de pesynbTaTtoB, MOXeT ObITb MAeHTUDULMPOBaHA C NMOMOLLBLID CTaTUCTUYECKOrO aHanusa pesynbTaToB
napanneneHbIx Npob us kaxxgoro obpasua. MpumMeHAOT cneaytowme pykoBoAALLME NPUHLMMBL

- [ns gaHHbIX MOBTOPSIEMOCTU BLIMUCTIAIOT Npeden avanasoHa napannesfbHbiX U3MepeHuin Ha OCHoBa-
HWUW BCceX AaHHbIX. Ecnun npeuusnoHHocTs ceAzaHa ¢ MHO, To npeaen guanasoHa napannenbHbiX U3MepeHuin
6yaeT Tawke 3aBuceTb oT MHO, nockonbky 6onee BbipakeHHbIE pasnuuma Mexay pesynbtatamu napannenb-
HbIX N3MEpPEHUA MOTYT oXxuaaTtbes npu 6onee Bbicokux 3HaveHUsx MHO. O6bsacHeHne ansa 3Toro npegena
OCHOBaHO Ha CTaTUCTUYECKOM pacnpeaeneHun aManasoHa n Takke 3aBUCUT OT NPELU3NOHHOCTA CUCTEMBI.
Mpepen BbYMCASIIOT crieayowmMmM o6paszom:

1) BbluncnaioT pasnuune Mexay napannenbHbiMu U3MepeHuamMmn ansa kaxkaoro obpasua.

2) BbluncnsiioT cpegHee 3HaveHue napannenbHbIX n3MepeHnii Ana kaxaoro obpasua.

3) Mony4aloT oueHKy NpeLM3MoHHOCTU B Npeaenax obpasua Ha 0CHOBE pasfnNYHbIX UccneaoBaHuiA Unm
cneundmrKaLnii cucTembl. MockonbKy NpeLUn3MoHHOCTb 06bIMHO yMeHbLuaeTes ¢ MHO, aTo AomkHO 6bITh Bbipa-
XeHo Kak koapduuneHT Bapuaumm (CV).

4) [ns kaxkpgoro obpasLa naumeHTa YMHOXaloT cpegHee 3HaveHue napanfenbHblX usmepeHuii Ha CV u
3aTeM Ha 4,2. [Nony4yeHHoe Yncno ABnAeTCA Npedenom ananasoHa napannenbHbIX U3MepeHuin 4Na 4aHHOTO
nauueHTa.

5) Hanpuwmep, npeanonaratoT, 4YTo ABa pesynbTata AnA nauveHta — 2,4 n 2,6. CpegHee 3Hauve-
Hue — 2,5. Ecnn CV 5 % ucnonb3yeTtcsa Kak oueHka NPeLn3noHHOCTU B Npedenax nauneHTta, Toraa npeaen
AvanasoHa ay6nukaToB 2,5x 0,05x 4,2 unn0,525. Tak kak chaktudeckoe pasnuume — 0,2, cTabunbHOCTb Npo6
6bina 66l npueMnemMas. Ecnv sHayeHusa napannensHbix npob 661N 2,2 12,8, Toraa cpegHee 3HaYeHUe Bee ellle
6ypeT 2,5, HO 3TO pasnuune npesbicko 6l Npeaen AanasoHa naparnenbHbIX U3MepPeHUiA.

MpuMeyaHn e— BeposTHOCTb paanuuus pe3ynsTaToB naparnneribHbiX M3MepeHWiA, NPEBbILLAIoWEro npeaen
AvanasoHa napannernbHbiX uamepenui, coctaensiet 99,7 %, 4To yka3biBaeT HA HEAEWCTBUTENBHOCTb AaHHbIX M3-3a HECTa-
GunbHocTn Npob nnu gpelica [12];

- [ns NpoMeXXyTOUYHOW NPEeLM3NOHHOCT UCNIONbL3YIOT BCe AaHHbIE, YTO6bI BbIYMCUTL Npeaern UCKIoye-
HWUs1 JaHHBIX. DTOT Npeaen ocHoBaH Ha uccriegosaHum 10 ob6pasuoB 1 paspaboTaH, YTOObl 06GHaPYXXUTL Kak
BbICOKWE, Tak U HU3KMe BbiNafalwolime pesynbTaTtbl. OTO 3Ha4YeHUe MOXET ObiTb BLIMUCIIEHO CriefyloLmnm
obpasom:

1) Ons kaxgoro obpasLa BEMMCASIIOT cpegHee 3HaYeHUe U cTaHaapTHoe oTkIoHeHue (SD) ansi cepumns
10 06pasLoB.

2) Takxke onpegensoT MAUHUMAaIbHOE 1 MakcuMarbHoe 3HadeHue B cepum u3 10 o6pasLoB.

3) BeluucnsoT cneaytowyto ctatuctuky: (Makcumym — CpegHee 3HadeHue)/CpegHekBagpaTuieckoe
oTKroHeHwue u (CpegHee 3HaueHne — MuHumym)/ CpegHekBagpaTuieckoe OTKIIOHEHMWe.

4) BepyTb6onbLuee N3 3TUX ABYX YMcen. To NpeAcTaBnsieT BO3MOXHbIA NMYHKT MO403peBaemMoro pesyrib-
TaTa.

5) Ecnn pesynbTar wara 4 6onblie, yem 2,48, To nogo3peBaeMblil pe3ynbTaT npesbillaeT npeaen
WCKITHIOYEHUS faHHbIX.

MpumedvaHuns

1 BeposiTHOCTb 3HAYEeHUs1 AaHHbIX, NPEBbIAOLWMX NPEAen UCKMIOHYEHUst 4aHHbIX, cocTaBnseT 99 % Toro, 4To ux
KpaWHue 3Ha4eHus1 He Bbl3BaHbl OCHOBHOMN HENPELU3NOHHOCTBIO CMCTEMbI. VX Hy)XHO paccmaTprBaTh Kak BelGpockl. OHu
NpeacTaensoT criyydan Ype3BblHanHbIX YCITOBUIN paboThl, KOTOPbIE HE OXMAAKTCH NPV HOPMarnbHOM UCMonb3oBaHum [17].

2 PykoBogsiwme npyvHUMNbI 4N naeHTudmkaumm Belpocos — cm. [16], [18].

npl/l WUCKNMKOYEHUN JaHHBIX NPUMEHAIT crneayoumne TpeGOBaHI/Iﬂf
- AaHHble, onpejerieHHble Kak cTaTUcTudeckme Bbl6pOCbI, He JOMKHbI UCKNoYaTbes. AHann3 AaHHbIX
OOKeH 6bITh BLIMOMHEH, U pesynbTaThbl coobLLeHbI ¢ BKITtoYeHneM 1 6e3 BKroueHUs Bbl6pOCOB;
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- ANg NOBTOPSIEMOCTU NPEBbILLEHWE NPUEMNEMOro Npeaena pasnuyns Mexay napannenbHbiMU u3me-
peHUsIMU yKasbiBaeT Ha HecTabunbHocTb Npob. O6a nsmeperus GyayT cunTaTbCA HEBEPHBIMU U HE JOMKHbI
NCMOoJIb30BaTbLCA MPU BbIYUCIIEHUN MOBTOPAEMOCTU;

- ANsiNPOMEeXXyTOUYHON NPeLU3NOHHOCTU, TEHAEHLMS, NPEBbILLaLWasa NpUeMeMblii npeaen, ykasoisaeTt
Ha HecTabunbHOCTL NPo6. Bee nsmepeHns aaHHOM Npobbl ByAyT CHUTATLCS HEBEPHBIMU U HE AOIDKHBI NpUMe-
HATLCS B BBIYUCTIEHUSIX;

- ecnu Metoguyeckas olmbka nnn c6on MHCTPYMeEHTa NPOU3OLLITM BO BPEMS UCTIbITAHWUSA, AOIDKHO BbIThb
npoBedeHo nccrnegoBaHve Ans onpeaeneHus NpudnHbl. MccnegoBaHve M ero 3akimioyeHUs OSKHbI BbiTb
3aperucTpupoBaHhbl B OTYETE;

- ecnunpuimHa obHapyxeHa, pe3ynbTaT oT 3aTpoHyToro o6pasua 6yaeT cuMTaTbcsl HeBEPHBIM U He 0TT-
)X€H ObITb MPUMEHEH B BbIYMUCIIEHUSIX;

- AaHHble, OTKIIOHEHHbIE Mo onpeaeneHHo NpudrHe (Hanpumep, noaTBepKAeHHas ownbka aHanMTu-
Ka), MOryT BbITb 3aMeHeHbl HOBbIMW pe3yfibTaTaMyu U3MEPEHUS;

- ecnv NpuYMHa He MOXeT BbITb onpeaeneHa, aHanM3 AaHHbIX 4OKEH GbITb BBINOSIHEH, U pe3ynbTaThbl
coobueHbl ¢ BKIoYeHUeM 1 6e3 BKMoYeHUA paccMaTpUBaeMbliX AaHHbIX.

8.4.4.2 AHanus noBTOpPSIEMOCTU

CpepHee apudmeTnyeckoe sHaveHue, cpegHekBagpaTuyeckoe oTKIIoHeHUe U Ko ULMeHT Bapuaunm
ANg NOBTOPSEMOCTU AOIKHbI BbIThb BEIMUCAEHBI C NPUMEHEHUEM 3aPErMCTPUPOBAHHBIX CTATUCTUYECKUX NPO-
ueayp.

[ns kaxporo Habopa 06pasLoB cnegyeT coobwaTe cneayoLlyo MHbopMauuio:

a) obulee cpeaHee apudmeTieckoe 3HavYeHue Habnogaembix s3HaveHnn MHO;

b) craHgapTHoe oTknoHeHue NoBTOpPAeMOCTH € 95 % AoBEpPUTENbHBIM UHTEPBANOM U UHTEPBANOM 3Ha-
YeHWi (MMHUMarnbHoe U MakcumarnbHoe 3HaYeHUa) n koadbcuumeHT sBapuauun (CV) ana kaxaoro Habopa 3Ha-
yeHun MHO;

C) pesioMe MobbIX HeAeNCTBUTENbHBIX AaHHBIX, MAEHTUDULMPOBAHHBIX 1 UCKIMIOYEHHBIX U3 CTaTUCTU-
YecKoro aHanmsa, BKrwovas Mmetog uaeHTudukaumm n pesynbTaTtbl UICCNEA0BAHUS;

d) cCbINKX Ha cTaTUCTUYECKNE MeTOAMKM aHann3a.

MpumedaHune—YTobObl BEIMUCIIUTE CPEAHEKBAAPATUHECKOE OTKITOHEHNE U3MEPEHNsT UK pediepeHTHON Cuc-
Tembl (m/r), Heobxoamm cneayowmii psg [19]:

1
2n

n
SDy, = Z X4i +le
i=1

YTo6bi NOMYy4UTb 4OBEPUTENBHBIA MHTEPBAN ANs 62 U 6, NCMONB3YI0T BbIBOALI M3 hakTa, uTo nsd%/o? pacnpegene-
HO KaK X1-KBagpart co cTeneHsimm csoboabl 2n—n=n.
Moatomy BepxHWi (1 — o) Npeaen AoseputenbHOCTH (Ul ) nony4atoT n3 crneayoLLero:

n- Sdt/r
ul (Gl/r) 2 ’
1N o

ul (o,,,) = \Jul(cf,).

8.4.4.3 AHanua npoMexxyTOouUHbI NPeLn3MoHHOCTU

CpegHee 3HayeHue, cTaH4apTHOE OTKIIOHeHWe 1 KoadULMEHT BapuaLMu 415 NPOMEXYTOUHOM NpeLu-
3MOHHOCTU 4OIMKHBI BbIThb BEIMMCIIEHBI 415 Kaxaoro obpasLa ¢ UCronb3oBaHWeM 4OKYMEHTUPOBaHHbIX CTaTue-
TUYECKNX METOANK.

OucnepcuorHblin aHanns (ANOVA) — npegnoututenbHbIR MeTod ANA aHannaa gaHHbIX 418 NPOMeXy-
TOYHOM NPELN3NOHHOCTH!.

Ons kaxpaoro obpasua gomkHa BbiTb coobLueHa cneaytollas nHdopMaLms:

a) obLee cpeaHee 3HavyeHWe Habnogaemblx s3HaveHnin MHO gns kaxgoro obpasua;

b) cpegHekBagpaTuyeckoe OTKMOHEHWE NMPOMEXYTOUYHOW NPeun3MoHHoCcTU ¢ 95%-HblM JoBepuTerb-
HbIM MHTEPBanoMm u kosdduuneHTom Bapunaum (CV) sHaveHnin MHO kaxgoro obpasua;

c) pestome nobbix HeAeNCTBUTENbHBIX AaHHbIX, MAEHTUDULMPOBAHHBIX U UCKMTHOYEHHbIX U3 CTaTUCT -
YecKoro aHanmaa, BKroyas MeTo naeHtudmukaunm n pesynsTaThl UCCNeaoBaHuUs;

d) CCbINKM Ha MeTOAMNKN CTAaTUCTUYECKOrO aHanunsa.
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8.5 lpoBepka TOYHOCTU CUCTEMBI

8.5.1 O6wue TpeboBaHuA

ToYHOCTb CUCTEeMbl AOMKHA ObITh NpoBepeHa B hakTUHECKUX UM MOAENMPYEMbIX YCIIOBUSIX MCMOSb30-
BaHUA.

MpoBepka TOYHOCTU CUCTEMBI AOIKHA BKTHOYUTb cucTemaTtudeckue addekTbl (CMeLleHre) U cnyvaiHble
adbdpeKTbl (HeNpeLn3noHHOCTb), KOTopble Gbinn Bbl UCMbITaHbI MHAWBUAYaMNbHEIM NONb30BaTENEM B OXuaae-
MbIX YCMOBUSIX UCMONb30BaHNSI.

MpumeyaHune— B3anmooTHOWeEHNS MeXdy TOYMHOCTbIO, MPABUMBHOCTBIO U NPELMSNOHHOCTBIO PaccMoTpe-
Hbl B [3].

MeToauka nsmepeHus, UCnonb3yemas kak OCHOBaHue AN NPOBEePKU TOMHOCTN CUCTEMBI, AOSHKHA BbITb
6ornee BbICOKOrO METPOMOrMyeckoro YpoBHs, YeM UCMoNb3ayeMan aAna kanubposkn pyTUHHON METOAUKN N3Me-
PEHUsA KOHEYHbIX MOMb30BaTeNen U, ecrny oHa TOro e YPoBHSA, To A0MKHa BbITb cBA3aHa ¢ MeToauko BO3
noka4uMBaHunsi NpobrpKM Yepes OTAeNbHYIO HEMPEPbIBHYHO LLEMNOYKY.

MpumeHsitoT TpeboBaHus, onpegenerHble B EN 13612.

8.5.2 UccnepoBaHue nonynsuum

CybbeKThl, 3aperncTprupoBaHHbIe B UCCieA0BaHUM, A0MKHBI COOTBETCTBOBATL KpUTEepusaM oTbopa, ycTa-
HOBJIEHHbIM B 7.1.

CTo BOCEMbAECAT NaLMEHTOB, MNOyYaloLWMX NepopanbHy Tepanuio aHTUKoarynaHTamm, 40fmkHbI ObITb
3aperucTpupoBaHbl, Kak MUHUMYM, B TpeX MecTax uccnegosaHus. B gononHenune, 20 300poBbIX Ntogen aon-
XXHbI ObITb 3apPErMcTPUPOBaHbI BO BCEX MECTaX UCCNeaoBaHuUs.

[na kaxagoro nauneHTa AomkHbI BbITb 3aperncTpupoBaHbl Aemorpacdudeckue aaHHele, uenessle MHO u
nokasaHus Ans Tepanny aHTUKoarynsaHTaMmu, a Ansa 3aoposbix Ningen — aemorpadudeckue aaHHble.

3HaveHus MHO y o6cneoBaHHbIX UL, A0MKHBI NOKPLITE MHTepBan uamepenns ot 1,0 ao 6,0 MHO npu
N3MepEeHN MOCTOAHHOW METOAMKON U3MEPEHUSA N3rOTOBUTENS UMW anbTepHATUBHON METOQUKON U3MEPEHUS.
3HaveHns MHO Bbiwe 6,0 4OMKHBI 6bITb UCKITHOYEHBI.

Mo kpaliHen mepe, Yy 5 % obcnegoBaHHbIX nuu, (N = 10) gomkHbI 6bITb 3HauyeHUs MHO mexay 4,6 1 6,0
(cm. Tabnuuy 2 B 8.5.3). Ecnu Heobxoammoe uncno naumeHToB ¢ MHO Bhiwwe 4,5 He MOXeT 6biTb NOMyYeHo Ha
HavanbHbIX MecTax uccnegoBaHus, MOXeT ObITb He0OX0OUMO pacluMpeHue uccneaoBaHus B AONOSHUTENb-
HbIX MecTax.

HomxeH 6bITb 3aperncTpnpoBaH MHAUBUAYANbHLIN TepaneBTUYECKUA MHTEPBA KaXXAoro nauueHTa.

8.5.3 O6pasubl

[na npoBepkn TOYHOCTN CUCTEMBI AOMKHBI UCMONb30BaThCA UM 0bpasLbl CBEXEeN KanunnsapHOi KpoBy,
nunun obpasubl CBEXEN U CTabNU3MpoBaHHON BEHO3HOM KPOBMU.

Ana BbIOpaHHO U3roTOBUTENEM METOAUKM U3MEPEHUNS AIOIPKHA UCMONb30BaTbCA LMTpaTHas nnasma.

O6pasupl ceexen KanunIApHOW KPOBU AOMMKHLI ObiTb coBpaHbl NPOKOIOM KOXU (HanpuMmep, KoOHYUKa
nanbua). Kaxablin obpasew gomkeH bbiTb cobpaH U3 oTAeNbLHOro Npokona nanbua. JorpkHbl UCMonb30BaThes
TUNOBbIE KOHTEWHephl, paspaboTaHHble Ansa cbopa KanMnnAaApPHOA KPOBU, €CIU 3TO NMPUMEHNMO.

O6pasubl 4oMmMKHBI 6bITb NOArOTOBMNEHbI U 06paboTaHbl COrMacHO UHCTPYKLUAM MO NMPUMEHEHMIO, BKIIO-
vas npeasaputenbHyto 06paboTky npobbl, ecnu TpebyeTcs.

Kaxxabin 06pasel, 4OMKEH MMETb A0CTaTOUYHbIA 0O beM AN usmepeHus 1, No KparnHen mepe, Ans naparn-
NEenNbHOro U3MepeHnst B COOTBETCTBUM C METOAUKON U3MEPEHNS U3roTOBUTENS.

Kputepun ucknioueHus, Tuna o6 LemMHOM A0NKU 3pUTPOLUTOB (reMaTOKPUT), AOIDKHBI ObITb OCHOBaHbI Ha
WHCTPYKLUMUAX U3rOTOBUTENSA NO NPUMEHEHUIO U onpeaerneHbl B npoTokone. OaHako obpasubl ¢ 06beMHbIMU
0onAMU 3pUTpoLMTOB OT 35 % A0 50 % AOITKHBI ObITH BKAOYEHDI.

3HaveHua MHO gomkHbl ObiTb pacnpeaeneHsbl, kak onpeaeneHo B Tabnuue 2.

3HaveHua MHO gonxkHbl 6bITb onpeaeneHbl CUCTEMON A1t MOHUTOPUHIa in vitro nepoparnbHon Tepanun
aHTUKoarynsaHTamu.
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Tabnuuya 2— 3Ha4eHus MHO B obpasuax Ans NpoBepKU TOUHOCTU CUCTEMBI

Yucnoeas nons npo6?, % BHaveHuss MHO
10—15 Hwxe 2,0
15—40 Ot2,0p002,8
15—40 Ot29p0037
10—30 Ot 3,8004,5
5—10 OT4,6 po 6,0

# Ecnu Kateropus 3anoriHeHa (To eCTb MakCUMarbHO AOMYCTUMbINA NPOLEHT JOCTUIHYT), Gorbwe Npo6 He MOXeT
6bITb 4OMONHEHO B AAHHYIO KATEropuio.

8.5.4 UHCTPpYMEHTbI M peakTUBbI

MpoBepka TOYHOCTU cucTeMbl B 8.5.7 npegnonaraet, 4To ANd kaxaoro obcneayemoro 6yaeT UCNonb3o-
BaH O4WH MHCTPYMeEHT. Mcnonb3osaHune 6ornblue, YeM OHOro MHCTPYMEHTa, AN obcneayeMoro MoxeT ObiTb
Heobxo4MMbIM, YTOBbI MUHUMU3NPOBATL BpeMs MexXay napannenbHbiMu usmepeHuamu. Ecnv npegnonaraert-
cslncnonb3oBaTh 605ee 04HOro MHCTPYMEHTA, TO MHCTPYMEHTLI crielyeT poTUpOBaTh B NpoLecce BbiNONHEHUS
nporpammel Taknum 06pasom, 4Tobbl Yo 0bpasLOB, U3MEPEHHBIX KaXAbIM UHCTPYMEHTOM, GbINO paBHLIM.

MpwnmeyaHwne— MenoneaoBaHne GonblUero YUcra MHCTPYMEHTOB YBENUYUBAET NPOMEXYTOHHYIO BapuaHcy
M3MepeHus, NOTOMY YTO Bapuaumsl OT MHCTPYMEHTa K UHCTPYMEHTY He Habnioganack 6bl NPY BbINONHEHUW UCCNEQOBaHUs
AN OQHOTro NauyeHTa Ha OAHOM M TOM Xe MHCTPYMeHTe. JTO Takke ycpeAHsIeT onpeaerneHHbIe BNUAHUS MHAVBUAYaNbHBIX
MHCTPYMEHTOB (NOTeHLUMansHO YBENUYMBAIOLLEECS UM YMEHBLLAIOLEECH CMELLEHUE N3MEPEHUS).

Ecnu pasHble obcrieayemble NCNOMb3YOT OAMH U TOT XK€ MHCTPYMEHT, MOXeT 6bITb He06X0AUMON oUnc-
TKa MHCTpyMeHTa BO n3bexaHne nepeaadn ¢ KpoBbio 601e3He TBOPHBLIX MUKPOOPraHU3MoB. Marotosutenu aon-
XHbl YyTBEpAUTb METOAUKY O4UCTKU U BKIKOYUTb MHCpOpMaLL 1O MO OUYUCTKE B PYKOBOACTBO AN NONb3oBaTENEN.

Mo kpanHen Mepe, ABe NAPTUN peakTUBa 4OMKHbI Obl Tb BKITFOYEHbI B UcCneaoBaHue No NpoBepke TOYHOC-
TU CUCTEMBI.

8.5.5 BbiGpaHHas U3roToBUTENEM METOAUKA U3MepeHUs

WNsroToBuTenb AOMKEH YCTaHOBUTL BbIBpaHHYH U/UMN MOCTOSIHHYHO METOAMKY M3MEPEHUS, MPOCTIeX1Ba-
eMy1o 0 py4HON MeToauKN pedbepeHTHOro N3MepeHus NokaunsaHs NpobrpKM, NCMorb3yoLLel MexayHapoa-
HbI pedepeHTHEIN NpenapaT TpoMbonIacTUHa.

MeToanka gomxkHa coaepaTb onucaHue npoueaypel céopa npobbl OTHOCUTENBHO KOHLUEHTPaLUM Conun
NMMOHHO KMCNOThI 1 Mapkn yCcTponcTBa Ans céopa.

MpumeHstoT TpeboBaHns, onpeaeneHHble B ISO 17511.

MpumMeHsitoT TpeboBaHus, onpeaeneHHble B pasgenax 5 u 6 [49].

MpumeyvaHwne 1—[AnsanpunuceiBaHns pehepeHTHbIX 3HAYEHWUI MOXET UCMONBb30BATLCH PYTUHHAA METOAMKA
M3MepeHnss CBepTbiIBaHUs (HampuMep, B 6onNbHUYHON MM ambynatopHol nabopartopum), koTopasl NPOCNEXMBAeTCs Ao
py4HOW pedpepeHTHOI MeToANKV M3MEPEHUsT NOKa4YMBaHWA NPOBKPKY C CNONb30BaHUEM MeXAYHapOAHOro pedepeHTHOro
npenapara TpombonnacTuHa n NoaTeepXAeHa B OTHOLEHWN NPaBUIIBHOCTM U NPELM3UOHHOCTU MyTEM CPaBHEHUS! C Bbl-
GpaHHON U3roTOBUTENEM WIM NOCTOSIHHON METOAUKOW M3MEPEHNs N3roTOBUTENS.

JeTanbHoe onncaHne MeToANKN 3MepeHUs, 0BbIMHO onpeaensaioLlei pedepeHTHbIe 3HaYEHUS, BKIIO-
Yasi NPOCNEeXUBaEMOCTb 10 PYHHOI pechepeHTHOM MeToaMKM U3Me PEeHNS NoKaunBaHus NPoBUPKA C UCTIoMNb30-
BaHMeM MexayHapoaHoro pedepeHTHoro npenapaTta TpoMBonnacTuHa U 3KBUMBanNeHTHOCTb BbiBpaHHOoM
WM NOCTOSHHOM MEeTOANKN M3MEPEHNS U3TOTOBUTENS, AOMKHO BbITh 3aperncTprpPOBaHo B NPOTOKOME.

Mpumevanue 2—pumepbl NOAXOAAWMX Lienen NPoCcnexnuBaemMocT Ans BelbpaHHoM npoueaypsl namepe-
HWS1 UBFrOTOBUTENA NpeacTaBneHbl B npunoxenun B, pucyHkn B.2 n B.3.

Ecnu nsrotosutenbs 3akniounT KOHTPaKT ¢ NabopaTopuen pedepeHTHBIX USMEPEHWNA, TO AOMKHbI BbITb
nNpeAnpUHATLI COOTBETCTBYIOLLME MePbl ANA MOATBEPKAESHNS TOro, YTo Nabopatopusi 4oCTaTOUHO KBanugumLum-
poBaHa, 4To6bl BLIMOMHATL NPOLLeAypY U3MepeHns.

NMpumeyvaHune 3— BkayecTBe pykoBOACTBA MOXKET BbiTh Mcnonb3osat [20].
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8.5.6 lMNpoekTuccnegoBaHus

TOYHOCTL CUCTEMbI MOXET BbITb NPOBEpeHa, UCMONb3Ys UM O4HO- UNW ABYXCTYMNEHYaToe cpaBHeHMe.

Mpy ogHoCTyneHYaToOM CpaBHEH U KaNUAMAPHYIO KPOBb CPaBHUBAKOT C BEHO3HOM KPOBbo 6e3 aHTukoary-
naHTa (ecnn TpebyeTcd Kak npueMnemMbli TUN Npobbl) U LUTPaTHONM Na3MoN.

Mpwn ABYXCTYyNeHYaToOM CpaBHEHUM KanunsipHYHo KPOBb CPaBHNBAIOT C BEHO3HOM KpoBblo 6e3 aHTuKoary-
NAHTA, N BEHO3HYIO KPOBb 6€3 aHTUKoarynsiHTa cpaBHUBAaOT C LUTPaTHON NiasMoi. ATOT Noaxoa MoXeT ObiTb
MCMNOmb30BaH B CriyYae, €CN OTHOLLEHUS MeXay BEHO3HOMW 1 KanunmsipHON KpOBbLH YCTaHOBMEHbI.

MpwumeyaHu e — Jliobas npouedypa NO3BONSET BLINOMHUTL HECKOMBKO NaparnnenbHbIX UBMepeHuii U3 Kaxgoro
o6pasua BEHO3HON KpoBU. [0STOMY OLEeHKa paanuyHbIX MCTOMHWMKOB Bapuaunm (Hanpumep, napTum peakTuea, UHCTPYMEH-
Tbl, 00bEMHasA J0NsI IPUTPOLUTOB) MOXET ObITh NPOBEAEHA C YBEMUYEHHON CTAaTUCTUYECKOW CUIMON.

MHavenayansHele UsMepeHUs CUCTEMON MOHUTOPWHTA in Vitro nepoparnbHOon Tepanumn aHTukoarynsHTa-
MW OMKHbI BbITb CpaBHeHbI ¢ pedepeHTHbIMU 3HaveHuamn MHO, onpeaeneHHbIMU B COOTBETCTBUM C NpoLie-
OYPOA M3MepeHUs U3roToBUTENsI (TO eCTb BbIOGPaHHOM WM NOCTOSIHHON MEeTOAMKON M3MepeHMs unu B
COOTBETCTBUN C APYroin YyTBEPXAEHHON MeTOANKOM USMEPEHUs], KOTOopas AaeT 3KBMUBaNeHTHbIe pesynbTaThl).

8.5.7 Metoguka

8.5.7.1 OO6LuMe NONOXeHUs

UarotoBuTens MOXeT npearnodecTb OAHOCTYNEHYAaTYI0 WUNW OBYXCTyneHdaTylo metoduky. Mpeumy-
LecTBa M HeAoCTaTKU Kakaon MeToamKkn onncarel 8 8.5.7.211 8.5.7.3.

MpuBeaeHHbIE Aanee NnaHbl 3KCNepUMeHTa NPeacTaBNsAT MUHMManbHble TpeGoBaHWs Ans NpoBepkU
TOYHOCTU cucTeMbl. MeToanKM MoryT BbITb BUAOU3MEHEHBI, YTOBbI NPUCNOCOBUTLCA K MHOTMM NapTUsIM peak-
TMBOB UMK ApYriM chakTopam.

8.5.7.2 OpgHocTyneH4aTas MeToauka

[Ba obpa3sLa KanunnsapHOW KPOBU AOMKHBI BbITb COBpaHbI 0T Kaxxaoro o6cneayemoro cornacHo UHCTPYK-
LUMAM U3roTOBUTESSA MO NPUMEHEHWIO ANs napannenbHbIX U3MEPEHUn CUCTEMON MOHUTOPUHra in Vitro nepo-
panbHOW Tepanum aHTrKoarynsHTamu.

OpHoBpeMeHHo obpaseL, LMTpaTHON BEHO3HOW KpOBU AomkeH 6bITb cobpaH y o6cneayemMoro onbiTHbIM
hne6oTOMUCTOM B COOTBETCTBUW C TpeboaHUAMU pedepeHTHON MeToauKn namepeHuna (cm. 8.5.5). Ecnn
N3roTOBUTENb NPegHasHavaeT UCMoNb3oBaTb YCTPOUCTBO AN BEHO3HOW KPOBW, HE coAepXallen aHTukoary-
NsHTBI, AoMKHA BbITb cobpaHa npoba aaHHoro Tuna. BeHosHasi kpoBb 6e3 aHTUKoarynsiHTa MoXeT UCMOoNb30-
BaTbCA AN UccnegoBaHWs Niasmel nocne AobasneHus LUTPaTHOro aHTUKoarynsiHTa u otaeneHust 6egHon
TpombouuTaMn Nasmei.

O6pa3supbl KanUNISPHOWN U BEHO3HOW KPOBU (€CITN MPUMEHUMO) A0IKHBI ObITh U3MEpeHbI OLeHUBaeMbIM
YCTPOWCTBOM COMfIaCHO MHCTPYKLUSIM U3rOTOBUTENS NO NPUMEHEHUIO, U pe3ynbTaT AorKeH 6bITb 3aperucTpu-
poBaH B nUcTe AaHHbIX cbopa 0bpasuoB.

Mocne uamepeHus cCUCTEMOI MOHUTOPUHTa in vitro nepopanbHOW TepanyMu aHTukoarynsiHTamu (ecnm npu-
MeHMMO) obpaseL, BeHO3HOW KpoBM AomkeH 6biTb 06paboTaH 1 npoaHanusvpoBaH B COOTBETCTBUM C MOCTOSIH-
HOM MEeTOAMKON U3MEpPEHUs USrOTOBUTENSI UMK anbTepHaTUBHOW METOAMKOW uamepeHus (cm. 8.5.5), u
pesynbtaT MHO gorkeH GbiTb 3aperucTpupoBaH B fiMcTe AaHHbIX c6opa.

ObbeMHasi AoNst 3pPUTPOLINTOB (3HAYEHUE reMaToKpuTa) AoskHa ObITb 3MepeHa B Kaxaom obpasue,
yTOOBI NOATBEPANTL, YTO 3HAYEHNEe — B Npederiax NpuemriemMoro UHTepeana, onpeaeneHHoro anst ycTpou-
cTBa. PesynbTaThbl A40MKHbI 6bITh 3aperucTpupoBaHbl B NIUCTe AaHHbIX c6opa npob.

8.5.7.3 [iByxcTyneH4yaTas MeToAuKa

B aByxcTyneHuyaTon Metoauke:

a) B TeueHMe MepBOro aTana AoSkHA BbiTb NMokasaHa 3KBUBANEHTHOCTb BEHO3HOW W KanunmsipHoWn
KpoBWU, U

b) B TeueHue BTOpOro atana 6yayT cnonb3oBaTbCsA BEHO3HaA KPoBb 6e3 aHTUkoarynsiHta kak obpaset,
NS yCTPOWCTBa UccneAoBaHUst KPOBU U BEHO3HAs LUTpaTHas Nnasma U3 Toro e BeHo3Horo obpasua ans
COOTBETCTBYIOLLEIO MeTOoAa CPaBHEHUSI.

Ha nepBom aTane ABa obpasLia kanunnsipHoi KpoBU AOMKHBI 6bITb coBpaHbl y Kaxaoro obeneayemoro
COrMacHO MHCTPYKLIMW U3rOTOBUTENS MO MPUMEHEHUIO AMNst apanfenbHbIX U3MepPEeHUiA CUCTEMON MOHUTOPUHTa
in vitro nepoparnbHOi Tepanui aHTukoarynsHTamu.

OpnHoBpeMeHHo obpaseL, BeHO3HOM KpOBU AOMKEH ObITb coBpaH y UCNBITYeMOoro nuLia onbITHEIM hne6o-
TOMWUCTOM B COOTBETCTBUM C TpeBOBaHUSAMU CUCTEMBI CaMOTECTUPOBAHUA in Vitro.

O6pasLbl A0MKHbI 6bITb U3MEpPEHbl OLEHNBAEMbIM YCTPONCTBOM COMMAcHO UHCTPYKLUSIM U3rOTOBUTENSA
Mo NPUMEHEHUIO, U pe3yibTaTbl 4OIPKHBI 6bITh 3aperncTpupoBaHsbl B IMCTe AaHHbLIX cbopa.

Mocne Toro, kKak NpoAEeMOHCTPUPOBaHa 3KBUBANEHTHOCTb KAaNUNMSPHOW N BEHO3HOWM KpoBM b6e3 aHTUKoa-
rynsiHTa, MoXeT ObITb NPOBEAEHO BTOPOE cpaBHEHME aTana (To eCTb Mexay o6pasLamm BeHO3HOM kKpoBu 6e3
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aHTUKOArynsaHTa U UMTpaTHOM NNasmMoit). OTo cpaBHEHME MOXET BbITb MPOBEAEHO B MecTax, KOTOPbIE SIBMISOT-
€A 0TAANEHHBIMWN NO BPEMEHN 1 MECTY OT OPUrMHAaITbHOIrO UCCNeJoBaHUS SKBUBANEHTHOCTW KanunsipHoOn unm
BEHO3HOW KPOBW.

MpumeyaHune 1—B HacTosiWeM cTaHAAPTE «IKBMBAMEHTHbINY O3HAYaeT He OTNMYAILWMIACA 3HAYUTENBHO
[yrnoeoii koadbbuumeHT nuHeriHon perpeccum (slope) = ot 0,95 o 1,05, oTcekaembii OTPE30K Ha ocu opavHar (intercept) =
= 1 0,1MHO] B sKkcrnepMmMeHTe ¢ COOTBETCTBYIOLLEN CTaTUCTUHECKON CUMON.

Ha BTopom sTane o6paseL, BeHO3HOW KpoBW 6e3 aHTUKoarynsiHTa 4ormkeH BbiTb U3MepeH oLeHUBaeMbIM
YCTPONCTBOM COrMacHo MHCTPYKLUMAM N3roTOBUTENSI NO NPUMEHEHUIO, U pe3ynbTaT 3aperMcTpupoBaH B fiucte
cbopa gaHHbIX.

Ob6pa3seL, BEHO3HOW KPOBW AOIMKeH 6bITb 06paboTaH HemeaneHHo 1 u3MepeH pedepeHTHON METOANKON
namepeHuns (cm. 8.5.5), u peaynetat MHO gonxeH ObiTb 3apeructpupoBaH B nincte cbopa gaHHbIX.

Ob6bemHas ons spuTPOLMTOB (3Ha4YeHNe reMaTokpnTa) AoskHa ObiTh M3MepeHa B kaxadom obpasue,
yTO6bI YOOCTOBEPUTBL, YTO 3HaYeHWe — B NMpederiax NpuemneMoro MHTepeana, onpeaeneHHoro 4ns ycTpoi-
cTBa. PesynbTaThl 4OMKHEI ObITh 3aperncTpupoBaHsbl B iMcTe cbopa AaHHBbIX.

[ByxcTyneH4yaTas MeToanka pekomeHayeTcst NS y4acTKoB, Korga Npokon nanbueB He BbIMONHUM
(cm. [21]).

MprnmMmevyaHwune 2—Tpokonbl NanbLeB MOryT OKa3aTbCH HE BbINONHUMbI U3-3a Heyao6cTB, gobGaBnsembix
naumeHTy u3-3a ByX napannernbHbIX MPOKOOB ANA NONYy4YeHUS KanunnspHOW 1 BEHO3HON KPOBM, a Takke:

- He NPUHSATHI NAUVeHTaMu, KOTOpPbIe He AagyT cornacue Ha OCHOBe MHpopMaLuum, n/unm

- HeMpWHATLI CCreaoBaTenem, BCEACTBMNE UCTbITEIBAEMbIX TPYAHOCTEN N3-3a pacXo4a BpeMeHW Ha BbIMOMHEHNe
npowenypbl.

8.5.8 AHanus gaHHbIX

8.5.8.1 O6uue nonoxeHns

Jo aHanu3a nucTel AaHHBIX AOMKHBI BbITb OLEHeHbl, YTOBbl MAeHTUMNLMPOBaTL oYeBUaHbIe oLWNGKN
(Hanpumep, oWNBKN TpaHCKPUNLUUA, HeaOoCTaToOuHbIN 06beM obpasLa Kposu). [JomKHbI ObITb BHECEHBI COOT-
BETCTBYOLLME UCTIPABMEHUSI.

Hukakue aaHHble, MPUHSATLIE NoMb3oBaTeNeM Kak AeACTBUTENbHbIE, HE MOTYT BbITb UCKMIOYEHBI U3 OLIEH-
KM TOYHOCTU cucTeMbl. Mpn NpoBepKe TOYHOCTM CUCTEMbI MPUMEHSIIOT crielyioLume pyKoBoasLMe NPUHLMUNI:

a) Bce npoueaypHble owmbkn, c6oM MHCTPYMEHTA U OTKa3bl KOHTPOIIS AOIMKHBI BbITb UCCNeq0BaHbI, YTO-
6bl onpedenuTb Npu4nHY. MiccneaoBaHue U ero 3saknioyYeH s A0KHbI ObITb 3aperncTpupoBaHbl B oTYETE.

b) Ecnu pesynbTaTt 6611 NpUHAT NOMb3oBaTeNneM Kak AeACTBUTENbHBIA, AaXe Npu ToM, 4YTO AaBarnoch
ownbouHoe coobLeHne, ecnu npeaen KOHTPOS GbiN NpeBbILLEH MU eCNv NpousoLLa NpoueaypHas olumbka,
Takown pesynbTaT He A0SMKeH ObiTb OTKMIOHEH. MNpuynHa Toro, YTo Nosb3oBaTeslb UTHOPUPOBan oWWBoYHOe
coobueHne, oTkas KOHTPONA U NpoLeaypPHYHo oMBKy, AomkHa ObITh UccnegoBaHa.

¢) JaHHble 4omkHbI ObITh UCCNedoBaHbl Ha cTaTUCTUYeckne BbIOpOCHl B COOTBETCTBUN C METOAUKON,
onpeaeneHHon B nporpamMe. [lomkeH 6biTb BbINOMHEH aHanu3 perpeccuuy U Koppensuun, n oT4eT npeacras-
NeH ¢ BKItloueHneM BbIGpocoB 1 6e3 Hux. MyHKTbl AaHHbIX BEIGPOCOB A0MKHBI 6bITh BKMOYEHbI B rpachuku ¢ Npu-
MeHeHUeM pasnuyHbIX CUMBOMOB. PykoBoasLve NpuHLUbI Ans uaeHTUukaLmumn BbiI6pocos npuseaeHbl B [16]
u[22].

PesynbTaTthl 40MKHBI ObITb CONOCTaBNEHbI Ha rpaduke 1 NpoaHanM3MpoBaHbl, U AoMmkHa ObiTb Npueeae-
Ha cneayowas nHpopmMaums:

- obLee YMcno npoaHann3anpoBaHHbIX 0bpasLoB;

- WHTepBan 3HavyeHur MHO, namepeHHbIX B COOTBETCTBUM C pedhepPeHTHON METOAMKON U3MEPEHUS;

- rpacmyeckoe npeacTaBneHne gaHHbIX ¢ COOTBETCTBYIOWEN CTAaTUCTUKOW (CM. npumepsbl B 8.5.8.2
n 8.5.8.3);

- pesynbTaTbl OLeHKA TOUHOCTU cUCTEeMBI (CM. 8.6.2 1 8.6.3);

- pestome BbIOpOCOB, MASHTUMDULMPOBAHHBIX U UCKIMTIOYEHHBIX U3 CTAaTUCTUYECKOrO aHanM3a, BkoYas
MeToauKY Anst naeHTudmKaLmMm BoIDpOCOB U UTOTM UCCIEA0BaHUS UX MPUYUHDI, U

- B6ubnuorpaduyeckue cCblfik Ha METOANKU CTAaTUCTUYECKOrO aHanumsa.

8.5.8.2 Npacbukm pasnmunsa

Paznuuns mexay uHaMBMayanbHbIMU pesyrnbTaTtaMmn, NoNy4YeHHbIMU C MOMOLLBIO CUCTEMbI MOHUTOPUHTa
in vitro nepopanbHON Tepanun aHTUKoarynsiHTamu, 1 pedepeHTHLIMU 3Ha4YeHUSIMA OOIDKHBI ObITb NpeacTasne-
Hbl Ha rpachmke Kak 3aBUCUMBIE NepeMeHHble. PechepeHTHble 3HauYeHUst MOryT BbITb CpegHUMKN 3HaYeHUAMU
napannenbHbIX U3MEepPeHUA.
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Mpadukn pasnuums — pekoMeHAOBaHHbLIA Noaxod AN Toro, YTobbl U306pasnTb TOUHOCTbL CUCTEMBI,
NOTOMY YTO CTaTUCTUYECKUE AONYLLEHUS MAHUMASbHDLI, U NPOLLEHT TOYEK AaHHbIX, OTBEYaloLWmMX KpUuTepuam
TOYHOCTU CUCTEMBI, TaK e, KaK U OLleHKa CMeLLeHUs, MOTYT BbITb ferko BbldncneHbl. CMm. [22] unn [23).

"paduk paznuuns npoueHTa ¢ 3HayeHuAMr MHO (Npu ero HU3KNX 3HaYeHNSAX) BOOBLLe He noaxoAnT AnA
rpacu4eckomn oLieHKM TOYHOCTU cucTeMbl. [IomkHbI 6bITb UCMONb3oBaHbl hakTudeckue pasnuuus MHO. Peko-
MeHAoBaHHOe oTCeyHoe 3HavyeHue 2,0 MHO.

lpumep — pacpuk peaynemamoe uccnedo8aHusi NPOSEPKU cucmeMbli MOHUMOPUH2a nepopansHol mepa-
nuu aHMuKoa2ynsiHmMamu npedcmaesnieH Ha pucyHke 1. BepxHsisi U HWXHAS NTUHUU npedcmaensiiom Kpumepuu
npuemnemocmu u3 8.6.1.
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X — pedbepeHTHble 3HaveHuss MHO; Y — pasnu4due (Habniogaemble pedepeHTHble 3HaveHus MHO);
1 — BepXHUI Npeaen NpueMnemMocTu; 2 — HUXHUIA Npeaen npuemMneMocTu

PucyHok 1 — Mpadmk pasnuuma MHO

OueHkKa TOYHOCTU cUCTEeMbI AoMKHA BbITh OCHOBaHa Ha BCeX AaHHbIX, NPUHATLIX Nonb3osaTenem. fon-
XHbI ObITb NPUBEAEHbI creaytolmMe cTaTUcTUYeckMe AaHHble A4ns kaxagoro uHTepsana MHO B tabnuue 3:

a) CmelleHne (BbIMUCNEHHOE KaK cpefiHee 3HaYeHUe pasnuyunuin Mexay pesynbTataMmu cUcTeMbl MOHU-
TOPUWHIa nepoparnbHOn Tepanumn aHTukoarynstHTamm n peepeHTHLIMU 3HaYEeHUAIMI) Tak XKe, Kak cTaHgapTHoe
OTKINOHEHWe pas3nNnynii U cTaHaapTHast oLMbKa cpeqHero pasnuuns.

b) MpoueHT pesynbTaTos B Npeaenax KpUTepues NpUemMnNeMocT Ans TOYHOCTU CUCTEMBI, OMUCaHHBIX B
8.6.1.Cm.8.6.2.

¢) WHTepBan, koTopblin oxsaTbiBaeT 95 % pasnuyuni.

8.5.8.3 AHanus perpeccuum

WHansuayanbHble pesynbTaThl CUCTEMbI MOHUTOPUHIA in Vitro nepopansHoOi Tepanuu aHTUKoarynsaHTa-
MW JOMKHBI BbITh NPpeAcTaBMeHbl kak 3aBUCMMble NepeMeHHble, 8 pedepeHTHbIE 3HaYeHWS Kak He3aBUCUMble
nepemMeHHble. PedrepeHTHble 3HavyeHUst MOryT ObiTb CpedHUMU 3HaYeHUsIMU napanienbHbIX U3MepeHWUi.
MAaeHTUYHbIe WKasnbl U MHTepBanbl A0MMKHbI ObITb UCMOML30BaHbI 415 X- U y-0Ce.

YrnoBou koapdULNEHT HaknoHa NMHUK perpeccuu (slope) U y — oTcekaeMbll OTPE30K Ha ocu opauHaT
(intersept) AoMmKHbBI ObITb BLIMACIEHBI B COOTBETCTBUM C MOAXOASILLEn MeTOANKON perpeccnoHHoro aHanumaa.
Mcnonb3ayeMmblilt MeToa AomkeH BbiTb 3a4aH B NporpaMme.
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MpumevaHus

1 TMpumepesl BKNoYaoT B cebs HaMMeHbLIMe KBaapaThl IMHENHONW perpeccuun u perpeccun flemunHra, optoroHans-
HOW perpeccum (CneunanbHbIf cnyyar perpeccun Jemunra) unu perpeccum Passing/Bablock. CooTBeTCTBYyIOWMIA perpec-
CVMOHHBIN aHanua 3aBUCUT OT COOTBETCTBUS JAHHbIX ONpeAerneHHbIM CTaTUCTUHECKUM AONYyWeHWAM, PekomeHgaumm no
OLEHKe perpeCcCUOHHbIX METOAMK 4115 NCCNEeAO0BaHUIN CPaBHEHWUsSI METOZORB M MO BblGOPY COOTBETCTBYIOLLLENA METOANKN per-
PeCccUoHHOIo aHanmaa, cMm. [24] nnwm [25].

2 CwmeleHne MOXeT ObITb BbIMUCIIEHO M3 YpaBHEHWS perpeccum no otobparHbiM 3HaveHusam MHO (Hanpumep, no
KOHUEHTpauusiM, NPUHUMAEMbIM 1151 060CHOBaHUSA MeANLNHCKOrO peluenust). Cm. [22].

Mpumep — Mpaghuk pezpeccuu no 0aHHbIM ucc1e08aHUs MPOBEPKU CUCIIEMbI MOHUIMOPUHZa nepoparnsb-
HOU mepanuu aHmMukKoa2ynssHmamu npedcmassieH Ha pucyHke 2. [lee eHewWHUX TUHUU npedcmaensiiom kpumepuu
npuemnemocmu u3 8.6.1. Yanoeoi koaghgpuyuenm HaknoHa nuHelHou peepeccuu — 1,132 + 0,054; y — mouka
nepeceyeHusi ocu opOuHam — muHyc 0,2 + 0,1; koagppuyueHm koppensayuu — 0,943.
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X — pedepeHTHble 3Ha4eHus MHO; Y — nabniopgaemsie sHaqeHuss MHO; 1 — BepxHui npeaen npuemnemocTu;
2 — NVHUSA perpeccuu; 3 — NUHUA MOSHTUYHOCTU; 4 — HIDKHWUIA Npeaen npuemnemMocTtu

PucyHok 2 — Mpadbuk perpeccum

B oTHOLWeEHWN Kaxa0oro MecTa oLeHKN A0MKHbI GbITb NpUBeAeHbI cneaytoLlmne CBeAeHNs:

- rpaduk paccesiHus AaHHbIX C NpeanonaraemMon NMHUER PErpeccuin N MHUeR y = X;

- HakroH (slope) U Todka nepeceyeHus (intercept) NUHUA NUHEHOR perpeccun ¢ OoBepUTENbHBIMU
NHTEepBanamu;

- koatbduLneHT Koppenauun MupcoHa r.

JaHHble BbIOpOCOB MOTYT OKasaTb HeXXenaTenbHoe BIMSHNE Ha OLeHKW LeHTpanbHON TEHAEHLMN 1 guC-
nepcun. CtaTnucTMYeckne napameTpbl 4OMKHbI O6blTh BbIYMCNEHBI C BKIOMEHNEM BEIGPOCOB 1 6€3 HUX, 1 BCe
AaHHble A0MKHbI ObITb NpeacTaBneHbl Ha rpaduke perpeccun ¢ 0TMETKaMN AaHHbIX BbIGpocoB, 0603HaYeHHbI-
MU pasnnYHBLIMU CUMBOMAMMN.
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8.6 MuHumanbHas npyueMnemMan TOYHOCTb CUCTEMbI

8.6.1 Tpe6GoBaHue TOYHOCTU CUCTEMbI

MuHUManbHas npyemnemasn TOYHOCTb ANA pe3ynbTaTos, NOYHYEHHBIX CUCTEMOI MOHUTOPUHIA in Vitro
nepopasibHOM Tepanun aHTUKoarynsaHTaMmn ans camotecTuposaHus 6yaeT cneayowei:

- 90 % pasnuuuin Mexay pesynbTaTtamn, NOMyYEeHHBIMWU CUCTEMOW MOHUTOPUHTA in Vitro nepopansHoi
Tepanuu aHTUKoarynsaHTamu, U pesynbTataMu pedepeHTHON MeToAUKU U3MepeHUst B KOMBUHUPOBAHHBIX
uHtepsanax MHO Huxe 2,0 noT1 2,0 ao 4,5, 6yaeT B npegenax, ykasaHHbIX B Tabnuue 3;

- cMmeLleHue (cpeaHee pasnuune) Mexay CUCTEMON MOHUTOPUHTA in Vitro nepoparnbHOi Tepanum aH TUKO-
arynsHTamu 1 pedepeHTHON MeToAUKoN n3mepeHus B TepanesTndeckom uHTepsane (MHO ot 2,0 go 4,5)
6yaet MeHbLie unuv pasHo +0,3 MHO;

- CMeLleHue pesynbTaToB ANA cynpatepanesTudeckoro uHTepsana (MHO ot 4,6 go 6,0) AomkHO BbITb
coobLleHo.

Tab6bnwuuya 3— Kpurepum ka4ecTea BbINONHEHNA

Wnrepsan MHO Honyctumoe pasnuiue fonyctumoe cMmelleHue
(90 % pesynbTaTos) (cpenHee pasnuuue)
Hwxe 2,0 +0,5 Henpumenumo
O0712,0p04,5 30 % +0,3
O14,6 0o 6,0 Henpumenumo Henpumennmo

MpumevaHune 1 — Kpurepum MUHUMaNbLHOW NPUEMITEMON TOYHOCTM OCHOBaHbl Ha pabo4mnx xapakrepucTu-
Kax, NpeACTaBNeHHbIX B HACTosILee BPeMSs Ha PbIHKE CUCTEM MOHWUTOPUHIA in vitro nepopanbHON Tepanumn aHTUKOarynsH-
Tamu, KOTOpble XapaKTepu3ylT COBPEMEHHOE COCTOsiHWE KadvecTBa paboTel. OTM cuCTeMbl NpeaoCTaBnAlT
CyLeCTBEHHble BbIrodbl nauneHtam. Cm. [26], [27]. Cm. npunoxenune F ans gononHutensHoOM nidopmaumn.

XOoTA HUKakne KpuTepun skcnnyaTauuoHHbIX XapakTepucTuk He ykasaHbl B UHTepBane 3HaveHUnt MHO
oT 4,6 8o 6,0, pasnuyve u cMeLleHue AOMKHbI ObITb BbIYUCAEHEI U npueeaeHbl B oT4eTE.

MpwnmeyaHne2— Kputepun npuMEHsIIOT NPY NPOBEPKE TOYHOCTU CUCTEMBI, paboTe Ha koTopol npodeccno-
HanbHble OnepaTopbl CUCTEMBI HaAnexawmm obpasom obyueHbl, koTopasi AONKHbIM 06pa3om obcnyxuBaercsi, 1 Heobxo-
AVIMble NPOoLEeAYPbl PErYNIMPOBKU U KOHTPOIS NPOBOASATCS B COOTBETCTBUM C UHCTPYKLMSIMU M3TOTOBUTENSI MO NMPUMEHEHMIO.

8.6.2 OueHKa TOYHOCTU CUCTEMBI

MpuemneMocTb cUCTeMbl MOHUTOPWUHTA in Vitro nepopanbHON Tepanuu aHTUKoarynsiHTaMu 4omkHa 6biTb
onpepaeneHa ¢ ucnonb3osaHueM Bcex 400 pe3ynbTaToB, Nony4veHHbIX oT 200 o6cnegoBaHHbIX Nioaein. Yucno
npvemMrneMbIx pe3ynbTaToB B Kaxaom uHtepsane MHO gomxHo 6biTb cnoxeHo, 4Tobbl onpeaenuts obee
YUcno NpuemMnembix pesynbTatoB. MNpoLeHT NpueMneMbiX pe3yrnbTaToB BLIYUCASIOT Kak YNCTO NPpUeMIiemMbiX
pe3ynbTaToB, yMHOXeHHoe Ha 100 1 pazgeneHHoe Ha obLlee YiCno pe3ynbTaToB.

8.6.3 MNpeacraBneHue AaHHbIX

PesynbTtathl B uHTepBanax MHO B Tabnuue 3, omkHbl 6bITb NpeAcTaBneHbl pasfgenbHo, MOTOMY HTO K
KaXXAOMY MHTepBasty NPMMEHUMbI pasfnuyHble kputepun paboTsl; cMm. 8.6.1.

Pe3ynbTathl 4OMKHLI 6bITh NpeAcTaBneHbl B Tabnuue ans kaxgoro uHtepsana MHO.

PekomMeHaoBaHHbIe popMaThl ANl MeAUMUUHCKUX paboTHUKOB U Nonb3oBaTenei-HenpodeccuoHanos
ykasaHbl B Tabnuuax 4 n 5. [laHHble B3sThHl U3 8.6.2. UHTepBan npeacraenset 3HavyeHust MHO, oueHeHHble
B 8.6.1. BepxHuii npegen uHTepsana uaMepeHust MoXeT bbiTb BhilLe; CM. 4,2.

Ta6nwuuya 4 — lNpumep npeacTaBneHusi pe3yrnbTaToB TOYHOCTW CUCTEMBI A4Sl NpodeCcCMoHarnbsHOW MapKUpPOBKU

WHrepsan MHO B npepenax 0,3 MHO B npenenax 0,5 MHO CpepaHee pasnuuve MHO
Huxe 2,0 100 % 100 % 0,1
Wnrepsan MHO B npepenax 10 % B npenenax 20 % B npepenax 30 % CpenHee pasnuune MHO
O12,0004,5 75 % 90 % 100 % 0,3
OT14,6 0o 6,0 65 % 90 % 100 % 0,3

26



rocCT I1SO 17593—2011

Ta6nwuya 5— Npumep npeacTaBneHns peaynbLTaToB TOYHOCTU CUCTEMbI AN MapKUPOBKU AN HenpodeccnoHarnb-
HbIX Nonb3oBaTenemn

Wurepsan MHO? % npuemnembix pesynbtaTos

Or1,2p04,5 97 %

# TouHocTb cucTembl Gbina oueHeHa no 3ToMy MHTepeany peaynstatos MHO.

9 OueHka paboTbl nonb3oBaTens

9.1 O6uwue nonoxeHusn

OueHka paboTbl Nonb3oBaTens AoMmMkHa GbiTb BLIMOIHEHA U3rOTOBUTENEM A0 pa3MeLleHUs Ha PbiHKe
HOBOW CUCTEMbI MOHUTOPWUHrA in Vitro nepopanbHON Tepanuu aHTUKoarynaHTaMmu. MpumensoT TpebosaHus,
onpeaeneHHble B EN 13612.

Llenb oueHku paboTbl Nonb3oBaTens COCTOUT B TOM, YTOOLI NPOAEMOHCTPUPOBAaTL CNOCOGHOCTL NOMbL30-
BaTenen NPUMEHATb CUCTEMY MOHUTOPUHIA in Vitro nepoparnbHON Tepanum aHTUKoarynsaHTaMu 1 nofyyats npu-
emMneMmble pesynbTaTbl Ha OCHOBE TOMbKO WHCTPYKUMM MO NPUMEHeHWto U  obydeHuno, o6blYHO
obecneunBaemoro U3roToBUTENEM.

OueHka paboTbl NoNb3oBaTens AorkHa GbITb BINOMHEHA cornacHo NMcbMeHHo nporpamme. Mporpam-
Ma QOSTKHa, Kak MUHUMYM, onpeaenntb obydeHue n obpasoBaHue, MecTa oueHkU, coop AaHHbIX U MeTOANKU
aHanusa, u Kputepun npuemnemocTtu. PesynbTaThl oLeHKkn paboTbl NonNb3oBaTensa A0MKHbI BbITb 3aperncTpu-
poBaHbI B OTYETE.

PesynbTaTbl, NoNy4eHHbIe nonb3oBaTenemM-HenpodeccuoHanom, AoSKHbI ObITb CPaBHEHbI C pe3ynbTa-
Tamu, NosyvYeHHbIMU OMNbITHBIMU TEXHUKAMUI, C UCNOMb30BaHWEM TOW XXe CUCTeMbl MOHUTOPUHTa in vitro nepo-
panbHOW Tepanuu aHTUKoarynsaHTamu, M MoryT ObiTb CpaBHeHbl € pesyfbTatamu, NoNyYeHHbIMU
N3roToBUTENEM C MPUMEHEHNEM MOCTOSIHHOW/BLIGPaHHOM N3roTOBUTENEM METOANKU U3MEPEHUS.

9.2 MecTa uccnegoBaHus

WccneposaHus paboTsl Nonb3oBaTenel 4omkHbl ObiTe NpoBeAeHbl B Tpex npodeccnoHanbHbIX yyac-
TKax. HacTpolka gormkHa No3BoNnTb Nonb3oBaTento-HenpodeccuoHany BhIMOMHATL U3SMEPEHUS!, UCNOTb3yS
TOJbKO MHCTPYKLMM MO MPUMEHEHUIo U 0By4veHne, 06blbHO obecrieurBaemMoe Nob3oBaTENSIM U3rOTOBUTENEM.

O6bsicHeHWe Ansi BeIbopa y4acTKOB OLEHKN AOIPKHO BbITb 4OKYMEHTUPOBAHO.

MprumMmedaHue— M3roToBUTenb MOXET BbiOpaTb MecTa, KOTopble NPeAcTaBnaioT HhakTU4eckoe UCMoNb30Ba-
HWe NpoayKTa (Hanpumep, KIMHUKW, B KOTOPbLIX NPOBOASIT NIEYEHUE aHTUKOAryrnsiHTamm).

9.3 Y4yacTHMKK uccrnegoBaHus

Mo kpaiHe mepe, 60 nonbaoBaTenei, No 20 Ha y4acToK, AOMKHbI ObITb BKMOYEHBI B UCCneaoBaHue, ¢
y4eTOM BO3pacTa, rnorna U ypoBHsl obGpa3oBaHusl, pernpeseHTaTUBHBLIX AMs npeanonaraeMoin nonynsiLuu
nonb3oBaTtenen. Y4acTHUKN UccrneaoBaHus OIMKHbI MMeTh Lenesoin nHTepsan MHO mexay 2,0 1 4,5 u gon-
XHbl COOTBETCTBOBaTL TPEGOBAHWAM CUCTEMbI CaMOTECTUPOBAHWS in Vitro nepopanbHOi Tepanuu aHTukoary-
NsiHTaMu (Hanpumep, 3Ha4eHUst 06 bLEMHON JONN 3PUTPOLIMTOB AOIKHBI HAXOAUTLCA B Npedenax uHTepsana,
onpeaeneHHoro B UHCTPYKLUMAX MO NPUMEHEHNIO).

YYacTHUKM AOMKHbI 3aKOHYUTL NporpaMmy o6pa3zoBaHNs U3roTOBUTENS, HO He AOMKHBI NonyYaTh Aonos-
HUTEMNbHOrO 0BYYEeHNs], UHCTPYKLIMI, TOMOLLX UMM y4eBHBIX MaTepuanos Kpome TeX, KoTopble 06bI4HO Mpunara-
0T K cUCTEMe AN CaMOTeCTUPOBaHWA in Vitro nepoparbHON Tepannmn aHTUKoarynsaHTamu.

Kak Tonbko y4acTHUKN 3aKOHYMINM NporpammMy o6pa3oBaHnst U3roTOBUTESS U CHMTAOTCA JOCTATOYHO KBa-
NUpULMPOBaHHBIMU, YTOBEI BLINOMHATL CAMOTECTUPOBAHNE, OHN MOTYT y4acTBOBaTL B UCCefoBaHUM paboTl
nonb3oBartenei.

Ecnn nporpamma oby4yeHus TpebyeT, 4Tobbl NoNb3OBaTENN NPUMEHSINTA CUCTEMbI CAMOTECTUPOBAHNSA
in vitro Ha oMY, TO YHaCTHUKM A0MKHbI BbITb MPOUHCTPYKTUPOBAHLI O 3arpeTe UCNoNb3oBaTh pesynsTaThl 4Ns
nroboi MeaULIMHCKOR Lienn. YCTponUcTBa AOMKHbI GbITb MOMeYeHbl COOTBETCTBEHHO (Hanpumep, « Tonbko Ans
OLeHKM paboTbl», «[n8 Ncnonb3oBaHUs B UCCregoBaHnumny ).

9.4 UHCTpyMeHTbI U MaTepuanbl

WNcenenosaHusi no oLeHke paboTel Monb3oBartenei 4omkHbI BbiTk NpoBeAeHbl ¢ UCMOoNb3oBaHMEM OAHOM
napTuM peakTusa.
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9.5 OueHka yMeHU nonb3oBarenen

B MecTe oLeHKMN yHaCTHUKW AOSDKHbI BbIMOSIHUTL MPOKOMbl COBCTBEHHBIX ManbLEes N U3MEpUTL 3Ha4eH!A B
KPOBW C UCMOSTb30BAHUEM CUCTEMBI CAMOTECTUPOBAHUSA in Vitro nepopanbHOi Tepannun aHTUKoarynaHTaMmu.
Kaxxablin y4aCTHUK QODKEH BbINOMHUTL U3MepeHune ABaxabl, MonyyrB ABa peaynstata MHO.

OO6y4eHHbIN MeaULMHCKUIA paboTHUK AaHHOTrO ydacTka [JOSKEH TakKe U3MEepUTb 3HavYeHUe B KPOoBU
y4YacTHUKa, UCTIONb3YS TY XKe CUCTEeMY CaMOTECTUPOBaHU in vitro nepopanbHON Tepanam aHTUKoarynaHTamu n
Ty e napTuio peaktusa. MeanuuHckuin paboTHUK OIDKEH U3MEPUTb 3HaYeHUe B KPOBU yHacTHUKA ABAXAbI,
nony4us Aea pesynstata MHO.

HemeaneHHo nocne aToro MeAMUUHCKUIA paboTHUK MOXeT Nony4uTb 0bpaseL, BeHO3HOW KpOBM y4acTHU-
Ka 4118 USMepeHUsl B COOTBETCTBUM € pethepeHTHON MeTOAMKON N3MepeHust.

UTobbl He BBOAUTL B pacyeTbl cMelleHue, NopsiAoK U3MEpPEHUsi Nomnb3oBaTens MM U MeaULMHCKUMU
paboTHUKaMW AoMKeH OblTb paHAOMU3MPOBaHHBIM UMK YepeayeMbiM.

MpumeyvyaHune 1—Ecnu ymeloTcs ABa MHCTPYMEHTA U €CINU AOMyCTUMO CUCTEMONM CamoTeCcTUpPOBaHwus, ABa
n3MepeHus MoryT 6bITb caenanbl B Npobe, B3fToM M3 eAMHCTBEHHOTO NPOKONa narnbLa, Mcronb3ys iBe nocnenoBarenbsHble
Kannv KpoBu.

YMeHUA Nonb3oBaTens NpUMeHsTb 1 0BCNyKMBaTb CUCTEMY, HAHOCUTL NPOBY U YUTaThb pe3ynbTaT Aos-
XHbl BbITb OLIeHEHbI 0BYYEHHBEIM MEAULIMHCKAM paboTHUKOM AaHHOTO yupexaeHusl. PesynbTaThbl OLeHKU A01-
XHbI ObITb 3aPErMcTPUPOBaHEI.

Cpean y4acTHUKOB UCTIbITAHWUSE MOXET GbITb NPOBEAEH aHKETHBIA ONPOC AN OLEHKU NMOHUMAaHUA UMU
CUCTEMBI.

Mocrne 3aBeplueHNs NporpamMmmbl NONb30BATENN AOMKHBI ObiTb MPOUHCTPYKTUPOBAHBI OTHOCUTENBHO
BbIMOMHEHWNS U3MEepPEeHUIA Ha oMY .

Kaxkgblil y4acTHUK JormKkeH ObITb NPONHOPMUPOBaH O HEOOXOAUMMOCTU BLIMOSHATL, MO KpanHen mepe,
10 u3mepeHruin Ha npoTsikeHnn 10 aHen, Ho He Bonblue, Yem 30 gHen, U He Gonblue, YeM OAHO U3MepeHune B
AeHb, criedys UHCTPYKLMN N3roTOBUTENS MO MPUMEHEHWNIo, BKITF0Yas U3BMepEeHUE KOHTPObHbIX MaTepUanos.

Kaxablin y4acTHUK JOMKeH BbITb NPOMHCTPYKTMPOBaH 0 HEOBX0AUMOCTN U3MEpPATb ABa KOHTPOMbHbIX
obpasLa ¢ KaxabiM U3MepeHneM KpoBM, nony4vas B obLiein CNOXHOCTU 10 3HaYeHWIn ANS KaXkaoro YpoBHA
KOHTPOMbHOro MaTepuarna, ecnu npumMeHUMo.

M3roToBuTENM 4OMKHBI NPEAOCTaBNTb Y4aCcTHUKaM (hopMbl AaHHBIX 41151 AOKYMEHTaLUM UX pe3ynbTaToB
CamoTeCTUPOBaHWS 1 Pe3ybTaToB KOHTPONSA.

Mocne gomaluHero nepuoaa UsMepeHU Kaxablil yHacTHUK AOMKEeH BO3BPaTUTLCSA B yupexaeHue (Mecto
NpoBeAeHUs NCNbITaHWin), Y4ToObl 3aBepWNTb OLeHKY paboThl Nonb3oBaTenss MeauLMHCKUM paBoTHUKOM.
34ecCb y4aCTHUKU UCNbITAHWUA AOSKHBI BLINOMHUTL MPOKOMbI COOCTBEHHBIX NanbLEB U U3MepuTb 0bpasubl UX
KPOBW, UCMOJb3Ysi CUCTEMY CaMOTECTUPOBAHUS in vitro nepoparbHOi Tepanum aHTUukoarynsHTamu.

HemeaneHHo nocne nposegeHNA CaMOTeCTUPOBaHUS y4acTHUKaMMU 0ByYEHHbI Me QULMHCKWN paBoTHUK
OaHHOro yupexaeHus (y4acTka UCNbITaHWUA) OOMKEH U3MEPUTb KPOBb YH4aCTHUKA UCTIbITAHWS TOW XKe CUCTEMON
€CaMOTeCTUPOBaHWSA in Vitro nepopanbHON Tepanum aHTUKoarynsiHTamu.

HemepneHHo nocne atoro paboTHWUK 3ApaBOOXpaHEeHUs MOXET Nony4uTb obpasel, BEHO3HON KpoBU
y4yacTHUKa ANns UsMepeHua B COOTBETCTBUMU ¢ pedepeHTHON METOANKON U3MepEeHUS!.

YMeHus nonb3osatens NpUMeHsATb U obcnyXuBaTb CUCTEMY, HAHOCUTb NPoby U uuTaTb pesynbTar
AOIMKHbI BbITb OLieHEHbl 06Y4eHHBIM MeAULIMHCKAM PaboTHUKOM AaHHOTO yypexaeHusi. PeaynbTaTtbl oUeHKN
OOIDKHbI 6bITb 3aperucTpupoBaHbl B oTHETE.

MpumevaHnune 2— Cpean y4aCTHUKOB UCTbITAHUSI MOXET GbiTb NPOBEAEH aHKETHbINM OMNpoc, YTOGLI OLEHUTL
NOHMMaHNE MU CUCTEMBbI.

Mpumevanune 3—[nAapacyera OTHOLWEHUS Pe3yNbTaToB M3MEPEHNUs NaUNEeHTOM U NPOdeCCUOHANOM MOXET
6bITb UCMONb30BaHa NUHENHaN perpeccus nmnm TecTsbl.

9.6 Kputepuu npueMnemMocTu u oLleHKa aHHbIX

BocnpoussoaumocTb NnapannenbHbIX M3MepeHuil 4omkHa BbiTb BblUMCNeHa, kak onucaHo B 8.4.4.1, Ha
OCHOBE [IBOMHBIX Pe3ynbTaToB NOMb3oBaTensl U pesynbTaTtoB napasfenbHbiX U3MepeHNin MeaULMHCKOro
paboTHUKa.

CpepnHekBaapaTnyeckoe OTKIIOHEeHUe MPOMEXXYTOUHON NPeun3MoHHOCTM SOMKHO BbiTh BEIYMCIEHO Ha
OCHOBE pe3yNnbTaToB KOHTPONA NONb3oBaTenNs C UCNONb3OBaHNEM METOANKA AUCNEPCUOHHOMO aHannsa Ans
Kaxxaoro ypoBHA Matepuana KoHTpons, ecrnv npuMeHUMo.
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Ucnonb3ya nepebiin pesynbTaT kaxaoro Habopa ABOMHBIX pe3ynbTaToB, COOTBETCTBUE pe3ynbTaToB
nonb3oBaTens ¢ pesynbTaTamm MeanLMHCKOro paboTHUKa AOIDKHO ObITh BLIMUCIIEHO, Kak onucaHo B 8.5.8.

ToT xe camblil aHanNM3 AormkeH ObiTb BLIMOSIHEH, UCTIOMNb3YS NEPBLIA pe3ynbTaT NoNb3oBaTens u cooT-
BETCTBYIOWNA pe3ynbTaT pedpepeHTHOro U3MepeHUs, ecriv NPUMEHUMO.

[napesynbTaToB Nonb3oBaTtens U MeanumMHckoro paboTtHuka 95 % Bcex pesynbTatoB B uHTepeane MHO
o1 2,0 00 4,5 6yaeT B npegenax +0,5 MHO.

CpeaHee pasnuuue Mexay pesynbTaTamMu Monb3oBaTtens U pesynbTatamm MeauunHCKoro paboTHuka
DOMKHO 6bITb MeHbLLEe 1y paBHo 10 % pe3ynbLTaToB MegUUMHCKOro paboTHUKA.

Tou4HO TaK Xe COOTBeTCTBME pe3ynbTaToB NoMb3oBaTenei ¢ COOTBETCTBYIOLMMN pe3ynbTaTamu pede-
PEHTHOro U3MepeHUsl AOMMKHO BbITb paccuuTaHo, ecnn 3To MPUMEHUMO.

Pes3ynbTathl uccnegoBaHus AOMKHbI 6bITb coobLleHbl B (hopmaTe, onucaHHOM B 8.6.3.

M punmeyanune—Ipunoxenne F copepxunt 0630p onyGnnKoBaHHLIX OLEHOK PaGoTbl, K KOTOPbIM 3TN KpUTEpUK
paboTbl 6bINM NPUMEHEHbI PETPOCNEKTUBHO.

9.7 OueHKa UHCTPYKLUA NO NPUMEHEHUI

MHCTpYKUUM NO NPUMEHEHU0 JOMKHbI GbiTb OLEHEeHbl yyacTHUKaMu uccneaoBaHua. Monbsosartenu-
HenpoceccuoHarnbl U MegnUUHCKUE PABOTHUKW A0MXHBI PACCMOTPETbL U NPEA0CTABUTL KOMMEHTapUN OTHOCHK-
TenbHO NPOCTOTHI NOHUMAHUS UHCTPYKLMWIA MO NPUMEHEHUIO.

OTa oLeHKa MoxXeT 6bITh 06beauHeHa ¢ uccrneaoBaHUeM, onucaHHLIM B 9.3, UnNu MoxeT BbITh NpoBeaeHa
oTAenbHo.

KomMeHTapumn nonb3osateneii MoryT GbITb NOMyYeHbl MyTEM aHKETHOMO ONPOCca, UMK Kak 4acTb Uccreao-
BaHWA YenoBeveckoro daktopa. MU3roToBuTeNb OOMKEH YCTAHOBUTbL KPUTEPWUWU AMsl pesynbTaToB OLIEHKU
WHCTPYKLMIA o NpUMeHeHuo. Ecnun pesynbTaTbl NONb3oBaTeNe He 0TBEYaoT KOUTEPUSIM NMPMEMIIEMOCTH, TO
U3roTOBMUTESb AOMHKEH PACCMOTPETL NOTPeBHOCTL NepecMoTpa pasaenos UHCTPYKLIMIA U MOBTOPUTL OLIEHKY.
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MpwunoxeHne A
(oba3aTenbHoe)

HdononHuTenbHble TPGGOBaHVIFI AnNA 3N1eKTPOMarHUTHON COBMEeCTUMOCTHU

A1 O6wwue nonoxeHuns

[laHHoe npunoxeHue onpegensieT MMHUManbHble TPeBGOBaHWA ONA YCTOWYMBOCTM U 3MWUCCUM OTHOCUTEINBHO
3MeKTpOMarHnTHoM coemecTumocty (SMC) ycTporicTBa ANs MOHUTOPWHIa in vitro nepopanbHOW Tepanum aHTMKoarynsiHTa-
MW, NpegHa3Ha4YeHHOoro Ans CaMOTeCTUPOBaHUS, B AOMNONHEHNe K TpeboBaHusim 6.4.

Ecnn ananna pucka (cMm. 4.4) nokasbiBaeT, YTO BO3gencTBUe 6onee BbICOKMMU YPOBHAMM My4YeBON 3HEPTUUN UK
3MEKTPOCTaTUHECKOro paspsiaa NpeacTaBnseT HeAonyCTUMBIA PUCK AN NONb3OBaTeNs, Torga yCTpoucTBO AOMKHO ObiTh
NpOBEPeHOo Ha 3TKX Gonee BbICOKUX YPOBHSIX.

A.2 TpeGoBaHusA TecTa yCTOMYNBOCTHN

A.2.1 YCTONYMBOCTB K U3NYyYEHN IO

MpumeHsitoT TpeboBaHus, onpeaeneHHsoie B IEC 61000-4-3.

Kpome Toro, ycTOMYMBOCTb NPOTUB M3MYyHeHHbIX YacToT 4oKHA ObITh paclumpeHa Ha gnanasoH vYactoT go 2,5 My,
npu ypoBHe ucnoitTanus 3 B/m.

A.2.2 YcTOMYNBOCTB K 3NIeKTPOCTAaTUYE CKOMY pa3pany

MpumeHsitoT TpeboBaHus, onpeaeneHHole B IEC 61000-4-2.

Ina paspsga B BO3gyxe yCTOMYMBOCTb K 3NEKTPOCTATUHECKOMY paspsay AOIDKHA AEMOHCTPUMPOBATLCS HA UCTIbITa-
TenbHbIX ypOBHAX £ 2, £4 n £ 8 kB.

[N KOHTaKTHOro paspsaa yCTONYMBOCTD K 3rTEKTPOCTATUHECKOMY paspaay A0MKHA AEMOHCTPUPOBATLCH Ha UCTIbI-
TatenbHbIX YPOBHAX £ 2, £4 n £ 6 kB.

A.3 Tpeb6oBaHuA TecTa CUCTEMbI

Ecnu apyroe o6opygoBaHue CBSI3aHO C MHCTPYMEHTOM UMW MOXET BbITb CBA3aHO C UHCTPYMEHTOM, 06pa3oBaBLuast-
csl cucTema Takxke AoImkHa COOTBEeTCTBOBaTh TpeboBaHusm SMC.

Onpegensas TpeboBaHus K cUCTEME TECTUPOBAaHWUSI, U3rOTOBUTESb JOIDKEH PACCMOTPETb, AeNCTBUTENBHO NN BO3-
MOHO BbIMOJIHATE U3MEpPEHKE B TO BPEMSI, Kak cucTema cBsizaHa. Kondurypaumsi cuctembl, onpegeneHHas uarotoBute-
nem, unv o6o3pumMble KOHUIypaLum CUCTEMBbI, MOEHTUOULMPOBAHHbIE aHANM30M PUCKa, AOMKHbI GbITb NPOBEpPEeHbl, KakK
onncaHo B A.2 eCnuv OHY NO3BONNSIOT NONb30BaTEN0 BbIMONHATL u3amepeHmne MHO.

TpeboBaHns TeCTa CUCTEMbI MOXHO HE NPUMEHSITb, €CINIU NPOEKT YCTPOWCTBA NPEnsITCTBYET NONb30BaTEN0 BLINON-
HATb n3mepenns MHO, korga MHCTPYMEHT cBsi3aH ¢ Apyrum o6opynoBaHueMm.

A4 UHCTPYKUMM NO NPUMEHEHUNIO

MHCTpyKUMKn No npuMmeHeHuio (cM. 5.3) AoMXKHbI coaepXaTb criefyioLyio MHhopMaumio:

a) yTBepxaeHue, YTo 06opyAOBaHME BLIMOMHSET NpUMeHUMble TpeboBaHus kK AMC amuccumn, U 4TO 3Mmccus
MCMONb3yeMON SHePrum HU3Kas 1 BPsi, NN BLI3OBET MOMEXM Y COCeHErO 3N1EKTPOHHOO 060pyaoBaHUS;

b) yTBepxaeHune, yTo 06opyaOBaHME NPOBEPEHO HA YCTOWUMBOCTD K 3NEKTPOCTaTUYECKOMY paspsaay, kak onpeae-
nexo IEC 61000-4-2;

C) pekoMeHOOBaHHbIE Mepbl OrPaHUYEHUsI NPUMEHEHUS], KOTOPbIE AOMKHbI OblTb NPEANPUHATHI NONb3oBaTeENeM,
4TO6bI U36EXKaTH HENPABUINBHON ONepaLumn Uy NOBPEXAEHUs yCTPONCTBA.

Mpumep 1 — «He ucnone3yiime amom uHCcMpyMeHm 8 cyxoll oKpyxaroueli cpede, 0CO6eHHO ecsiu npu-
cymcmeyiom cuHmemudeckue Mmamepuanbi. Cunmemusdeckas o0ex0a, Koepbl, U m. 0., MO2ym ebi3samb pa3py-
wumenbHbIe cmamuyeckKue pa3psioul 8 cyxol oKpyxaroujell cpeder;

d) yTtBepxaeHnue, uto 060pyaoBaHME NPOBEPEHO HA YCTOWUYUBOCTb K PaanovacToTHON UHTepdepeHuun B HacToT-
HOM Juarna3soHe U Ha UCnblTaTerbHOM YPOBHE, onpeierieHHOM B HAacTOSILLEM CTaHaapTe;

€) peKOMeHAOBaHHbIE MEPbI YMEHbLLEHUS, KOTOpble AOMKHbI GbiTh NPeaANpPUHATLI Nonb3oeaTtenem, 4Tobul n3de-
XaTb NOMEX pagnovacToT, C onpeaeneHHbIMU NPUMepamMu.

Mpumep 2 — «He ucnonb3yiime amom uHcmpymeHm e6n1u3u comoebix unu 6ecnposodHbIX meseghoHos,
nepe2o8opHbIX ycmpolicme, ycmpolcme 05151 OmKpbimus dsepell 2apaxeli, paduonepedamyukoe usnu dpyzo020
JN1eKMPUYECKO20 USIU 3TIEKMPOHHO20 060pydo8aHusi, KOMOpbIe S8JIAI0MCH UCMOYHUKaMU 3/1eKmMpoMazHUMHo-
20 u3NTy4eHus, MOCKONbLKY OHU Mo2ym urhmepdepuposams ¢ Hadnexauweli pabomoii UHCMPyMeHma».
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MpunoxeHne B
(cnpaBo4Hoe)

Mpumepbl Lenu NpocneXXMBaeMocTu

Ouarpamma Ha pucyHke B.1 agantuposara n3 ISO 17511, utoGbl nokasaTth NOMHYIO Lenb NPOCNeXuBaeMocTy ans
KannGpOBKU N3rOTOBUTEINEM CUCTEMbI MOHUTOPUHIA in Vitro nepopanbHON Tepanum aHTUKOaryrsiHTamm.

Marepuan MpunucbiBaHne 3HaveHUs Npy kanubposke Mertoguka

MexpayHapoaHasi
cornacoeaHHasn pedepeHTHas
MeToaMKa M3MepeHus

MexayHapoaHbii
cornacoBaHHbIi kanuGparop?

BeiGpaHHas uarotoButenem
MeToaMKa UsMepeHus

PaGouwii kanuGparop

uaroToBUTENS®
MocTosiHHaA MeToAMKa
M3MEpPEeHNs N3roTOBMTENS
KanuGpatop npogykTta
M3roTOBUTENSA

PyTuHHasa metoamka
N3MepeHUsi KOHEYHOro
nonb3oBarens

PyTuHHas npoba

AVATAVA

Peaynbtar

@ MexayHapomHbIit COrNacoBaHHbIN KanuGparop 1 paboumii KanubpaTop U3roTOBUTENS MOTYT GbiTb
COOTBETCTBYIOLLMMU CYppOraTHbIMU pechbepeHTHEIMU Marepuanamyv Unm YenoBeyeckumu obpasuamm.

Pucyrok B.1 — lMprmMep Lenv npocrnexvBaemMocTu Ans pe3ynbTarta uaMepeHunst CUCTEMbl MOHUTOPUHIa
nepopanbHOl Tepanum aHTUKoarynsHTamm
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Mpumep Ha pucyHke B.2 aemMoHCTpUPYET Lienb Npocnexmeaemoctu ans pesynetatoe MHO o pedepeHTHOW MeTo-
avkm namepenns BO3 nokauvBaHusi MpoBUpKM M MexayHapogHoro pedepeHTHOro npenapaTta TpombonnactMHoB C
MCNOSMb30BaHUEM OQHOCTYNEHYaTON METOAMKU, ONMMCAHHON B 8.5.7.2.

Martepuan MpunucbiBaHWe 3Ha4eHWA Npy kKanubposke Mertoauka

MexayHapoaHasn pecgepeHTHan
MeToaMKa M3MepeHns
(HaKNOHHOW Npo6MpKM)

MexayHapoaHbin
petbepeHTHbIN Npenapar
TpombonnactuHa

BbiGpaHHasa U3roToBUTENEM
MEeTOAMKA N3MepeHust

Pa6ounii kanubparop
warotoBuTens®

MocrosHHan npouenypa
WU3MEepeHUn U3roToBUTenNsA
(PYTUHHBIA MeTOA U3MepeHust
€ LUTPaTHON NNa3smoi)

Kanun6patop npogykra
M3roToBUTENS (Hanpumep, Yun
C KOAOM)

PyTuHHas Metoauka
M3MepeHUsi KOHEMHOTO
nonb3oBarens (cucrema
MOHUTOPUHIa nNepopanbHon
TepanumM aHTUKoarynsHTamm)

PyTuHHas npoba
(kanunnApHas KpoBb)

AYATATA

Peaynbtar MHO

8 PaBounit KanMbpaTop U3rOTOBUTENS MOXET GbiTb COOTBETCTBYIOLLMM CYppOraTtHbiM pepepeHTHbIM MaTepruanom
W1 Yenose4yeckum oGpasLoMm.

Pucynok B.2 — lMpumep Lenu npocnexmBaeMocT Ana nccnegoBaHns BepumKauum TONHOCTN CUCTEMBI
MOHUTOPUHTA in Vitro nepopanbHON Tepanmm aHTUKOarynsiHTamm B COOTBETCTBUM C OQHOCTYNEHUATON MeTOANKOM
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Mpumep Ha pucyHke B.3 nokasbiBaeT uenb npocnexmeaemocTu ans pesynstatoB MHO go pedepeHTHON METOANKN
namepenusi BO3 nokauveaHus npobupku n mexayHapoaHoro pedepeHTHOro npenapara TpoMGOonnacTMHOB € UCTONb30-
BaHVEM ABYXCTYNEH4YaTon METOAUKN, onMcaHHon B 8.5.7.3

Martepuan MpunucbiBaHWe 3HaYeHUs Npu kanubpoeke MeTtoaunka

MexayHapogHas pedepeHTHas
MeToauKa U3MEepEeHus
(HaknoHHOW NPobupkN)

MexayHapogHbIv
pedepeHTHLIV Npenapar
TpombonnactuHa (MPI1)

BblﬁpaHHaﬂ narotoemtenem
MeTOoAuKa UamepeHua

Pa6ouunin kanubpatop
uarotosuTens®

MocTosiHHaA MeToauka
M3MEpPEHUS U3roTOBUTENSA
(PyTUHHEIA NabopaTopHbIA
METOA C UCMONb30BaHNEM

LUTPaTHOI Nna3mbi)

Kanu6patop npogykra
M3roToBUTENs (HaNpuMep, Ymn
C KOAOM)

PyTuHHas meToguka
M3MepeHUsi KOHEYHOro
nonb3oBarens (cucrema
MOHUTOPUHIA NepopansHOn
Tepanuy aHTUKoarynsiHtTamm)

VATAVA!

PyTuHHas npoba
(npo6a BeHO3HOI KPOBM)

PyTuHHas meToauka
M3amepeHUsi KOHEYHOTo
nonb3oearens (cuctema
MOHUTOPWHIa NepoparbHOn
Tepanumu aHTUKOarynsiHTamm)

PyTuHHas npoba
(kanunnsapHas KpoBb)

Pesynstatr MHO

8 PaGoumii KanMGpPaTOP U3FOTOBUTENA MOXKET BbiTb COOTBETCTBYIOLLIMM CYPPOraTHBIM PeddePEeHTHLIM MaTepUanom
WIK YeSI0BEYECKMM 00pa3LIoM.

PucyHok B.3 — lMpumep uenu npocrnexveaemocTy Ansi Bepndukaunuy TOHHOCTU CUCTEMbI MOHUTOPWHIA in vitro
nepopanbHOl Tepanuy aHTUKoarynsiHTaMmy B COOTBETCTBUM C ABYXCTYMNEHYaTON METOAUKON
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Mpunoxenve C
(cnpaBouHoe)

BuiuucneHune pa3mepa npo6bbl ANA OLEeHKU cMeLleHus [28]

B cootBeTCcTBUM € Tabnuueli 2 B 8.5.3, no kpaiiHen mepe, 150 06pa3uoB AormkHbI 6bITh MCCNeAoBaHbl B UHTEPBAre
MHO o1 2,0 n04,5.

KoadhduumeHT Bapnaumm 5 % Gyget nocTynMpoBaH st CUCTEMbl MOHUTOPUHIA NepoparibHOW Tepanuy aHTuKoary-
NsSHTaMu 1 Ansi BblGpaHHOM M3roToBUTENEM METOANKA U3MEPEHUSA.

Ina cpeaHero MHO 3,0 cneayet cpeaHekBagpatuyeckoe otknoHenne SDg =0,15.

MockoneKy BbIMONHEHbI MapannenbHble U3MepeHus, addekTuBHOE cpegHeKkBagpaTu4Heckoe OTKNnoHenne SD
ymeHbleo o SDy,, = SDg /12 =0,106.

Ecnu gonyctumoe cmewenue 0,3 MHO, 95 % aoeeputenbHbivi uHTepean, CI[u(1—o/2) 2] MoxeT 6biTb BEIMMCIEHO
cnegylowum obpasom:

CI=bias +2+2 SDy,, V150,
TONbKO ANHa nHTepBana
CI=++/2 x0,106//150;
CI=1+0,3/12,24;
CI=+0,025

vwnm 0,3 £ 0,025 MHO.

MoaTomy pesynbTathl nonynsiuum npob us 150 o6pasuos B uHTepBarne ot 2,0 o 4,5 MHO B goBepUTENbHOM UHTEP-
Bane + 0,025 MHO, koTOpbIf ABNAETCH AOCTaTOYHbIM, YUTOGLI NOATBEPANTL, YTO paboTa CUCTEMbI COOTBETCTBYET ONYCTU-
momy cmewenuto 0,3 MHO.

34



FOCT ISO 17593—2011

Mpwunoxenne D
(cnpaBo4Hoe)

Mpumep BbIYUCNIEHUA HeonpedeneHHocTU AnA onpegeneHna MHO npotpom6uHa
C NpUMeHeHueM cucTeMbl MOHUTOPUHTa in Vitro nepopanbHO Tepanumn aHTUKoarynaHTaMm

MpumMep BbIMUCNEHUA HeonpeaeneHHocTn ans onpegenedus MHO npoTpombByHa ¢ NpUMEHeHMeM MOHUTOPWHIa
in vitro nepopansHHON Tepanuy aHTUkoarynsiHTamu npusegeH B Tabnuue D.1.

Ta6nwuua D.1

HavmeHoBaHue BnusaHus P:/IQ'HM(e)p;g " Tun Pzz‘;%iﬂﬁgsr:e 'E"_Zﬁ':' YactHoe | Keagpat KommeHTapuu
Otan 1 — MNocTosiHHAs MeToauKa N3MEPEHUSI N3TOTOBUTENS: MEXOYHAPOAHbIN MHAEKC YYBCTBUTENBHOCTY NapTun
Bnagensua
MexpgyHapogrbii | Honme (no on- | — — — — — —
pedepeHTHbIN  Mnpe- | pefdeneHuto)
napat
AHanutnyeckas CV 5% wwm | A | HopmanesHoe 1 — 0,0225 MexnabopaTopHbif
owmnbka metoaukn | 0,15 MHO CV MY onpegenexns ot
BO3 (ctaHgapTHOE 4,5 % po 5,7 % [11], [29],
Bapvauwsi, 3aBu- | OTKIIOHEHWE) [30]
csilas oT onepartopa Mpeanockinku: BHYT-
COBOKyMHOCTb punadopatopHbIn cv
npo6 MY onpepenenusi me-
Bapuwaumna wmeto- Hee 3 %, cornacHo ycrno-
OVKWM N3MEePEHUS, Bbl- BuaAmM metoaukm BO3 [11]
BpaHHow Mockonkbky yyacTByloT
M3roToBUTENEM 3 nabopatopum, cTaHaap-
THOE OTKNOHEHWe cneay-
eT pasgenuTtb Ha 1,73.
OpHako wvcnonb3oBancs
KOHCEPBATUBHbLIN NOAXoa
BapuabeneHocTe | WHTepean B Mpsimo- 1,73 — — BnuaHne  HUYTOXHO
anroputma + 0,03 MHO yrornbHoe [29]
OT1an 2 — PyTuHHas MeToamKa n3amepeHusi KOHe4Horo nonb3oBatens: habpuyHan kanmbposka

AHanuTudeckas 0,10 MHO A HopmanbHoe 1 — 0,01 Bcero Gbino oueHeHO
owmnbka kanubpoBku | (cTaHgapTHoe 4 npuunHbl, Ucnonb3ys 8
METOAMKM OTKINOHEHUE) napTvii peaktueBa, npo-

COBOKYMNHOCTb M3BEAEHHLIX 3a Mepuog
npob ans kannbpoe- BpemeHn 6onee 1 roga,
KU obpa3sel BEHO3HOW KpOBU

COBOKYMHOCTb [30]

MHCTPYMEHTOB

CrabunbHoCcTb
napTmm U3roToBUTE-
ns/peareHToB

CrabuneHoCTb 0,0 MHO | A Hopmanb- 1 — 0,01 TpeboBaHusi K npo-
peareHToB (cTrangapTHoe Hoe OyKTYy, KOTOpble paccMmar-

OTKIOHEHUE) puBalOT Kak cTaHgapT-

HOE OTKIOHEHME.
Haxe npu TOM, 4TO
cTabunbHOCTL PeakTMBOB
yXe BKMiOYeHa B 3TOM
Bbille, BblGpaHHLIM KOH-
CepBaTMBHLIM NOAXOA0M,
3Ta W3MEHYMBOCTb [0-
6aBneHa oTAENbHO
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OkonyaHue mabnuust D.1

Paamep npu Tun Pacnpenenenue | flenun-

HaumeHoBaHue BAnsHUA
MHO 3,0 BEPOATHOCTU Tenb

YactHoe | Ksapgpar KommenTtapum

Otan 3 — PyTuHHas metoavka namepeHusi kKoHeuHoro nones3osarens: Onpegenenne MHO nonb3osartens

Bnuanve wmatpu- | CV55 % wm | A Hopmanb- 1 — 0,0256 HenpuumnanoHHocTs B
ubl NPobbl naumeHTa 0,16 MHO Hoe pykax nauueHTa B npeae-

AHanuTtnyeckasn (crangapTHOE nax mexgy 5,2 % v 5,5 %
owunbka onpegerne- | OTKNOHEHUE) [31], [30], [33]
HWA NONb3oBaBaTens

BapnabenbHocts | CV1,5% vwm | A Hopmane- 1 — 0,002 CV 1,5 % npwm ucnons-
MHCTPYMEHTa 0,045 MHO Hoe 30BaHuM 657 MHCTpyMEH-

TOB [34]

Cymma ksagpatos 0,0701
KomGuHupoBaHHasi cTaHaapTHasi HeonpegeneHHocTb + 0,265 MHO (cTaHgapTHOE OTKNOHEHnE)

Uctounuk: R.Leinberger, W. Plesch, B. Dcheffler, C. Berding n S. Arends, Roche Diagnostics GmbH, MaHnrenm (He-
onybnukoeanHast)) TEPMAHUA.

MocTosHHasA MeToAMKa M3MePEHUSI 3roToBUTENS Morna 6biTb kannbpoBaHa He HENOCPEeACTBEHHO NPOTUB MEXAY-
HapopaHoro pedepeHTHoro npenapara (MPT1), kak nokazaHo B gmarpamme npuunHel u 3addexra, a npoTUB BbIGpaHHON
M3roTOBUTENEM METOOMKM 3MEPEHUS, KaK MOKa3aHO Ha pucyHke B.1. [lononHuTensHbIN 3Tan B uenu HeonpeaeneHHoC-
T, KanMbpoBka BbIGpaHHON U3roToBUTENEM METOAUKU namepeHus npotue MPI1, no6aensaet HeonpegeneHHocTb. Pas-
mep goGaBneHHON HeonpepaeneHHocTy 6yaeT waeHTvueH atany 1 B Tabnuuy D.1, uto cooteetcreyer 0,15
ctaHgapTHoro oTknoHeHust MHO. BkritoveHne BbIGpaHHOW M3roTOBUTENEM METOAMKM U3MEPEHUS B LeNb KannbpoBku
MOXeT oKasaTbCA HeOoOXOAVMMbIM, €Criu [OCTYNHO HEAO0CTATOYHOE KOMNUYECTBO peakTMBa MeXAyHapogHoro pedpe-
PeHTHOro npenapara.

MpumedvaHune 1— [AnsA ncnonb3oBaHus guarpaMmmel NpuuMHbl U achdekTa gna nageHTMdMKaUum BKNaaoB B
HeonpeaeneHHOCTb M3MepeHns, cM. pucyHok D.1.

MpumedvaHwue 2— [Onsa gononHutenbHOW MHpopmauum, cm. [34], [35], [36], [37], [38].

36



rOCT ISO 17593—2011

Otan 3
PyTuHHasa meToauka
KOHEYHOro nonb3oBarens:
onpepeneHwe MHO

nons3oBatens
Matpuua
npoGbi
Mpoba = .
nauueHTa / apnabenbHoCTb
MHCTPyMeHTa
MpeaHanutuyeckue
oLmMGKm
Mpeun3anoHHOCTL
HeonpegeneHHoCTb
n3amepeHus
MHO
1 Npobbl KpoBK
nauueHTa
3gopoBbe MpeaHanutuyeckue 3popoBbe Mpeananutudeckue
OLLKUGKN OLIMGKK

Anroputm  Cepus npob

Nor
warotoeuTens [1aLMEHTLI

Cepwus npob
MNauueHTbl
PyuyHas MeTogmka

lpynna nHcTpymeHTOB

Bapuauus pynna MHCTPYMEHTOB

oneparopa

Bapuauus nota

BuayanbHas WcTounuk MPM \
OeTEeKUMsi CBEPTLIBaHUS
HeonpeneneHHocTb CTabunbHOCTb
Heonpep,eneHHOCTb MPTI n3MepeHus peareHTa
namepeHus METOAUKA
OT METOAMKU Bias CrabunsHocTb KanuGpoBku
CrabuneHocTb

kanmbposku BO3
noTa U3roToBUTENSs!

Otan 1 Otan 2
MocTtoaHHaa MeToauka PyTuHHas metoamka
KOHEYHOro NnonbL3oBaTens:

namepeHms nonb3oBarens.

onpegeneHve MUY naptum xo3suHa thabpunyHas kanubpoeka

Pucynok D.1 — Ouarpamma npuumHel 1 acpdbekTa uenu npocnexneaemocty onpegenedmns MHO npotpombuHa
y naumMeHTa, NoNy4atoLLero aHTUKoarynsHTbl
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Mpunoxenne E
(cnpaBouHoe)

AnemeHTbl 06ecnevyeHUsl Ka4ecTBa CUCTEM MOHUTOPUHTA in Vitro nepopanLHoOi Tepanuu
aHTUKoOArynsiHTaMu

Ta6nwunua E.A

SnemeHTbl o6ecneyYeHnsa kaHecTsa CMCTEM MOHUTOPUHTA in vitro nepopanbHON Tepanun aHTUKOArynsiHTaMu

Mpocnexu- Mposepka
BaeMOCTb Banupauus Mposepia u MpoBsepka Mpoeepka KoHTpons Ka4ecTBa paboTsl
KanubpoBku cucTemsl (em. 4.1 kanubposka WHCTPYMEHTa n3MepeHus paboTkl cuctembl | nonb3osartensi
peareHTa
CUCTEMBI v pasgen 9) (cw. pasnen 8) (cm. paspen 6) (cm. 4.6.2) (cm. 4.6.3) (cm.4.6.4
(cm. 4.7) - pash 4.6.5)
Warotoeutens | Asrotoeutens | Asrotoeutene | Na3rotoButene | CamMOKOH- Monb3oBa- MeguumHckun
TPOIb MHCTPY- | Tenb paboTHWK
MeHTa
Mepen 3anyc- | MNepen 3anyc- | Kaxpaa nap- | Tectmpoea- Mepea kax- | C kaxgon Ho- | Kaxgble 6 mec
kom; obpasubl | koM; obpasubl | TMA Neped Bbl- | HUE  WHCTPY- | AblM W3Mepe- | BOW  yMNakoB- | KanumnnsipHas
nauveHToB naumMeHToB C | NyCKOM; MeHTa nepeq | HUEM — BHYT- | KOW peakTvBa | KpOBb;
NPoOTMB METO- | CyW,EecTBeH- KOHTPOINbHbIE | BbIMYCKOM peHHuI du3n- | 1 Npv NosiBNe- | aHanua nonb-
OVKW HaKMoH- | HelMM  Mame- | npobbl U 06- YECKMWA KOHT- | HUIM  HEOXU- | 30Batensl Co-
HOW NPOGWPKKM | HEHUSAMW MPO- | pasubl Nauu- pOnb 1 COMNOC- | JaHHOTO pe- | NoCTaBMnsieTca
C UChonb3o- | TMB BbIOpaH- | eHTa TaBneHve C | 3ynbTara; C aHanusom,
BaHunem MPT1 HOW N3FrOTOBU- KpUTEPUSMU KOHTPOrbHbIE | BbIMOMHEH-
Tenem MeTo- npouecca mMartepuansl U | HBIM  Meaun-
VKN usmepe- VHTErpupo- LUMHCKUM  pa-
HUA BaHHbIN 6OTHUKOM MNK
KOHTPOMb C uccnepoea-
HUEM PYTUH-
HOW MeToaun-
Kon B na6opa-
TOpUK
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Mpunoxenne F
(cnpaBouHoe)

MpumeHeHUe KpUTepueB pabounx XxapakTepUCTUK K OnyGNUKOBaHHBLIM OLLeHKaM CUCTEM
MOHUTOPUHTa in Vitro nepopanbHON Tepanuu aHTUKOArynsiHTaMu

Llenb aToro npunoxeHusi COCTOUT B TOM, 4TOGbI CYMMUpPOBaTL AaHHbIe O pabounx XxapakTepucTukax JOCTYNHbIX B
HaCTOsILLEE BPEMS CUCTEM MOHUTOPUHIA in Vifro nepopanbHON Tepanum aHTUKOArynsHTamu, NnpeaCTaBreHHbIE B Mean LVH-
CKOM nuTeparype, U CPaBHUTb pesyrnbTaTbl € MUHUMANbHO NPUEMNEMbIMU KPUTEPUSAMU TOUHOCTM CUCTEMBI B 8.6. OTn
pe3ynbTaTbl — Nokasarterlb AOCTUTHYTOro OBLENPUHATOrO YPOBHS TOYHOCTU CUCTEM MOHUTOPUHIA in vitro nepopansHon
Tepanuu aHTUKoaryrnsiHTaMm v ykaszaHme Ha Heo6xoAUMOCTb yNy4LEeHNA pe3ynbTaToB NaumeHToB (cM. [27], [39]).

Knioy k vnTepnpeTtauun Tabnuubl F.1: nccnegoeanune, otpaxeHHoe B KaxaoM ceblrnke B bubnuorpadum (1), npeg-
CTaBIeHo crneayiowmum o6pa3oMm: oLeHMBaemoe yCTPOMCTBO (2), Tun o6pa3ua KpoBu u oneparop (3), MeToanka namepeHust
nabopartopuu (4), aeTanu uccnegoBatus (5), marematuyeckoe (6) n knmHuveckoe (7) cooTBeTCTBME YCTPONCTBA C METOAM-
KON n3mepeHus nabopartopumn n oXxmpaemMbsiMy pesyrnbTaTtamu, OLeHEeHHbIMW NPOTUB KpUTEpUEB paboumnx XxapakTepPUCTUK B
HacTosiwem ctaHgapre (8).
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n
© Tab6nwuuya F.1

Utorn nccnenosaHui oLeHOK pabounx XxapakTepucTuk
(1 (2) (3) C)) () (6) (7) (8)
CoobuieHHoe
MeToauvka namepenus CoobuieHHoe KNUHWU4ecKoe % B Npepenax kputepues pabounx
natopartopuu COOTBETCTBUE COOTBETCTBUE NPOTUB XapakTepucTuk (cMm. npumeyaHue 1)
Ouenu- Mpob6a/ COBOKYNHOCTb niaboparopiu
Ccebinka Baemoe
o oneparop OaHHbIX
YCTPOWCTBO
PeareHt Wnctpy- MapameTp 3HaveHne MapameTp Save- Coo?::iHHoe meHble | 2,0—4,5
MEHT Hue 2,0 MHO MHO
paccuuTaHHoe
[40] ProTime | Benosnas/ | Ortho MLA 264 napan- | Cucrema- | 0,06 npn2 | MHO coot- Paccuutan-
npodpec- Recombiplastin | Electra | nenbHbix pe- | Tudieckan | MHO BETCTBYET B Hoe (M3 rpy-
cuoHan MUY =1,0 900 3ynbrara owunbka —0,06 npu | pamkax 0,4 77,3% | 6bIX  pawH-
vHTepBan oT 3 MHO MHO coor- HbIX) 934% | 94,7%
0,8106,8 —0,18 npu | BeTcTBYET B
4 MHO pamkax 0,7 93,6 %
[40] ProTime Mpokon Ortho MLA 252 napan- | Cuctema- | 0,07 npu 2 | He coobuwa- — Paccuntah-
standard | nanbua/ Recombiplastin | Electra | nenbHbix pe- | TMueckan | MHO nocob Hoe (U3 rpy-
npodec- MY =1,0 900 3ynbrara owmnbka —0,11 npwm 6blX  paH-
cnoHan MHTEpBan oT 3 MHO HbIX) 957% | 93,2%
0,8007,2 -0,29 npwm
4 MHO
[41 ProTime Mpokon Ortho MLA 407 napan- | Cuctema- | 0,07 npn 2 | He coobwa- — Paccuutan-
standard | nanbua/ Recombiplastin | Electra | nenbHbix pe- | Tdeckas | MHO nocb Hoe (13 rpy-
camoTec- MY =1,0 9200 3yrnbTaToB owmnbka -0,11 npwn 6biIx  paH-
TMpOBa- MHTepBan oT 3 MHO HbIX) 86,9% | 92,3 %
Hue 0,8007,9 -0,29 npu
Cpeghee | 4 MHO
bias 0,03
[42] ProTime Mpokon Ortho MLA 411 napan- | He coob- — He coobuwa- — Paccuntan-
standard | nanbua/ Recombiplastin | Electra | nenbHbIX pe- | wanocb nocb Hoe (K3 rpy-
npodec- MY =1,0 900 3ynbTaToB ObiXx  paH-
cuoHan MHTEepBan oT HbIX) 91,6 % | 97,0%
1,0 8o 6,9
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lpodomxeHue mabnuue! F.1

ATorn uccnegoeaHuii oLeHok pabounx xapakTepueTuk

M

2

@)

()

(6)

6)

%

@8)

CoobLLeHHoe KNUHUYEeCcKoe

MeToguka namepeHus CooblLleHHoe % B Npenenax Kputepues pabo4mx
naBopartopun cooTBeTCTBUE COOTBETCTBIAG NPOTHE XapaKTepucTuK (CM. npumevanue 1)
OueHu- nabopatopuu
Cobinka BAEMOE Mpo6a/ CoBoOkynHOCTb
yCTPOVCTEO onepartop JaHHbIX CoobLusHHO®
PeareHT Mrcpy- MapameTp | 3HaueHue Mapawmetp SHave- unm MeHbLue | 2,0—4,5
MEHT Hue 2,0 MHO MHO
paccunTaHHoe
[43] ProTime Mpokon Organon Sysmex 114 napan- | CpegHee Oba B npe- Hepoctyn- — —
standard | nanbua/ Teknika CA 1000 | nenbHbIX pe- | pasnuyve Jenax Tepa- HO
npodgec- MWY = 1,85 3ynbTaToB oT nabopa- NEeBTNYECKOIO
cuoHan TOpUM -0,07 | uHTepBana 56,3 %
SD cpegn- O6a HUXe
Hero pas- cpeaHero 28,3 %
nn4ms 0,48 O6a Bblle
AGconioT- cpeaHero 4,4 %
HOe cpea- Obwee cooT-
Hee pasnu- BETCTBME
une 0,28 CooTtBeTcT-
SD or a6- BUe 89,0 %
COINIOTHOIO MHO B pam-
cpeaHero 0,4 kax 0,5 87,0 %
[44] ProTime Mpokon Dade Innovin | MLA 228 napan- | Abconiot- CooTtBeTcT- Paccuum-
standard | nanbua/ MY =1,0 NenbHbLIX pe- | Hoe pasnu- Bue MHO B TaHHoe
npodec- Electra 3ynbLTaToB ume pamkax 0,4 79,0 % | (M3 rpybbix
cuoHan 900 UHTepBan MEHbLUE CootBeTtcTt- AaHHbIX) 90,4 % | 96,9 %
AaHHbIX = oT | 2,0 0,3 Bue MHO B
0,8006,2 2,0—4,5 0,2 pamkax 0,7 94,3 %
CooTtBeTcT-
Bve MHO B
pamkax 1,0 97,3 %
[44], | ProTime Mpokon Innovin MLA 100 napan- | Bias-Hus- CooTtBeTcT- Paccum-
[45] standard | nanbua u | Innovin BCS NenbHbLIX pe- | Koe 3Haue- Bve MHO B TaHHoe
BeHo3Haa | Recombip- BCS 3yNnbTaToB Hue -0,2 pamkax 0,4 (13 rpybbix
KpOBb/ lastin 100 napan- | Bias-Bbico HU3KOE COOT- AaHHbIX) 97.4% | 98,1 %
npocpec- Innovin NenbHbLIX pe- | Koe 3Haue- BETCTBME 74,7 %
cuoHan Recombip- 3ynbTaToB HUe 0,1 BbICOKOE CO-
lastin 100 napan- OTBETCTBUE 89,9 %
nenbHbIX pe-
3ynbTaToB
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lpodomkerue mabnuusi F.1

ATorn nccnegoBaHuin oLEeHOK paboqnx XapakTepucTuk

@)

(4)

®)

(6)

@)

(8)

Co0B6LLEHHOE KIMHUYEeCcKoe

MeTtoguka nsmepexus CoobLeHHoe % B Npegenax Kkputepues pabounx
naGoparopuu cooTBeTCTBUE COOTBETCTBUE NPOTUE XapakTepucTUk (CM. npumedanue 1)
OueHu- nadoparopuu
Mpo6a/ CoBOKYNHOCTb
Ccebinka Baemoe
YCTPOICTBO oneparop OaHHbIX Coobuentoe
PearenTt MHcTpy- MapameTp | 3HadeHue Mapametp SHave- uwnun merbwe | 2,0—4,5
MEHT Hue 2,0 MHO MHO
paccunTaHHoe
STA 100 napan- CooTtBeTCT-
nenbHbIX pe- Bue MHO B
3ynbTaToB pamkax 0,7
STA 100 napan- HWU3KOEe COOT-
nenbHbIX pe- BETCTBME 87,9 %
3yNnbTaToB BbICOKOE CO-
WHTepBan OTBETCTBUE 99,0 %
OaHHbIX = OT
0,8006,8
[46] ProTime Berosnass | rTF95 (BO3) | lNMokaun- | 63 napan- | CpeagHee Mapannens- Hepocryn- — —
low vo- | kpoBb/ BaHWe neneHbLIX pe- | pasnuyve HO B pamkax HO
lume npodec- npobup- | 3ynbTarta ¢ nabopa- 0,5 MHO us
cuoHan Kn TOopUen 0,04 cpegHero 90,0 %
SD cpea- Ob6a B Tepa-
Hero pas- NEBTUYECKOM
nnums 0,3 nHTEpBane 67,0 %
Oba Bblwe
WM HUXE UH-
TepBana 19,0 %
Paanwnyne na-
pannensHbIX
meHbwe 10 %
OT cpegHero 60,0 %
OG6Luee coot-
BETCTBUE 89,0 %
[47] Coagu- BeHosHas | CRM 149R Mokaun- | 150 napan- | CpegHee Pacwmupeh- Onpegene-
Check KpOBb/ BaHue nenbHbIX pe- | pasnuune HOe COOTBeT- HUe no rpa-
npodec- npobup- | 3ynbTaTtoB ¢ nabopa- cteue (npw- dumky (npu-
cvoHan Kn WHTepBan TOpUen -0,2 mevaHue 2) 87,0% | meuanne 1) | 95 % 91 %
OaHHBIX = OT
1,040 6,0
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lpodomkeHue mabnuuei F.1

ATorn uccnenoBaHui oLeHOK paboumnx XapakTepucTuk

M

@)

@)

4)

(6)

(6)

%

8)

CoobLLeHHOe KINMHUYEeCcKoe

MeToauka namepeHus CoobLeHHoe % B Npefenax kputepues pabovmx
natopatopun cooTBeTCTBUE COOTBETCTBIC POTHB XapakTepucTuk (M. npumevanue 1)
OueHu- naBopartopuu
Mpoba/ CoBOKYMHOCTB
Cebinka BaemMoe
YCTPOICTEO onepartop OaHHbIX CooblueHHoe
PeareHT Mrcrpy- MapameTp | 3HaueHue MapameTp SHave- unu meHblue | 2,0—4,5
MEHT Hue 2,0 MHO MHO
paccyHuTaHHoe
Coagu- BenosHass | CRM 149R Mokaum- 150 napan- | CpeaHee PacwvpeH- Onpegene-
Check KpoBb/ BaHue NnernbHbIX pe- | pasnuuve HO€ COOTBEeT- HWe no rpa-
Plus npodec- npobup- | 3ynbTaToB ¢ nab6opa- ctBue  (npw- tuky (nNpm-
cmoHan KK WHTepean TOpUen -0,3 MeuaHue 2) 88,0% | meuanne 1) | 93 % 99 %
OaHHbIX = OT
1,0 8o 6,0
[48] Coagu- BerosHas | RBT/90 Mokaun- | 56 napan- | CpegHee Paclumpen- Onpeaene- — —
Check KpOBb/ BaHue NnernbHbIX pe- | pasnuuve HOEe CcoOoTBe- HWe no rpa-
npodec- npobup- 3ynbTartos ¢ nab6opa- TcTBUE (NpW- cuky (npu-
cvoHan Kyt WHTepean Topven 0,32 MeuaHue 2) 90,0 % | meuanwue 1)
OaHHbIX = OT
1,5004,9
Coagu- BenosHass | rTF/95 Mokaun- | 56 napan- | CpeagHee Pacwupen- Onpegene-
Check KpOBb/ BaHve nenbHbLIX pe- | pasnuuve HOE COoOTBET- Hue no rpa-
npodec- npobup- | 3ynbTatoB ¢ nabopa- cteve (npu- ¢duky (npm-
cuoHan Ky WutepBan TOpUEN 0,21 mMevaHue 2) 97,0 % | mevanwue 1)
DaHHbIX = OT
1,5004,9
[49] Coagu- BeHosHas | CRM 149S Mokauu- 184 napan- | CpegHee CooTtBeTcT- Onpegene-
Check KpoBb/ BaHue NenbHbIX pe- | pasnuuve sue MHO B HUWe No rpa-
npocec- npobup- | 3ynbtarta ¢ nabopa- pamkax 0,4 84,0% | dwmky (npm-
cuoHan Kv UuTepean Topuen -0,08 mevanve 1) | 95 % 99 %
AaHHbIX = oT | SD cpen-
0,8806,0 Hero 3Ha-
YyeHus 0,35
Coagu- BeHoaHast | rTF/95 Mokaum- 184 napan- | CpegHee CooTtBeTcT- Onpepaene-
Check KpOBb/ BaHue nenbHbIX pe- | pasnuune Bue MHO 8 HUWe no rpa-
npodec- npobup- | 3ynbTarta ¢ nabopa- pamkax 0,4 79,0 % | dwmky (npm-
cvoHan KU Wntepsan Topuen -0,07 meuanve 1) | 97 % 98 %
OaHHbIX = oT | SD cpen-
0,8p054 Hero 3Ha-
YyeHus 0,42

LL0Z—E€6S.L OS] 100l



144

Tpodomxerue mabnuysi F.1

ATorn nccnegoeaHuii oLeHoK paboumx xapakTepueTuk

M

@)

®)

4)

(8)

(6)

%

(8)

CooBLLeHHOe KITMHUYeCcKoe

MeTopuka namepenus CoobLleHHoe % B Npepgenax kputepues pado4ux
natopartopuu COOTBETCTBUE COOTBETCTBUE NPOTUB XapakTepucTuk (cMm. npumedaHue 1)
OueHu- natoparopuu
Mpo6a/ CoBOKYMHOCTb
Cebinka Baemoe
YCTPOMCTBO oneparop Aanebx CoobLeHHoe
PeareHt WHCTpy- Mapametp | 3HaueHue MapameTp Sriave- unm merbwe | 2,0—4.5
MEHT Hue 2,0 MHO MHO
paccHuTaHHoe
Coagu- BeHoaHass | CRM 149S Mokaum- 184 napan- | CpeaHee CooTBeTCT- Onpegene-
Check KpOBb/ BaHve NenbHbLIX pe- | pasnuyune Bue MHO B HUWe no rpa-
npodoec- npobup- | 3ynbTaToB ¢ nabopa- pamkax 0,4 78,0 % | dwky (npw-
cuoHan KW WHTepean Topnen 0,0 mevaHve 1) | 100 % 95 %
AaHHbIX = oT | SD  cpeg-
0,8005,9 HEero 3Ha-
yeHus 0,39
Coagu- BeHosHass | rTF/95 Mokaum- 184 napan- | CpeaHee CooTBetcT- Onpegene-
Check KpoBb/ BaHve NenbHbIX pe- | pasnuyue Bue MHO B HUWe no rpa-
npodec- npobup- | 3ynbTaToB ¢ nabopa- pamkax 0,4 75,0 % | dwmky (npm-
cuoHarn Ky WHTepean TOpUen 0,02 mevaHve 1) | 97 % 96 %
JaHHbiX = oT | SD cpen-
0,8p054 HEero 3Ha-
YyeHus 0,45
[11] CRM BeHosHas | rTF/95 Mokaun- | 273 napan- | CpeagHee CooTtBeTCT- Onpegene-
1498 KpOBb/ BaHue nenbHbBIX pe- | pasnuyve Bue MHO B Hue no rpa-
npodec- npobup- | 3ynbratoB ¢ nabopa- pamkax 0,4 87,0 % | dwmky (npm-
cuoHan Kn WutepBan Topuen 0,23 mevanue 1) 99 % 98 %
AaAHHBbIX = OT
1,0 o 6,0
[26] Coagu- Mpokon IL  Tpombo- | ACL 465 napan- | CpeagHee Paclumpen- Onpeaene-
Check nansua/ nnacTuH Futura NenbHbIX pe- | pasnuyne HOe COOTBeT- HUWe no rpa-
npodpec- MWY = 0,99 3ynbTaToB ¢ na6opa- ctBue  (nNpu- ¢duky (npu-
cuoHan MWY = 0,97 WutepBan TOpUen 0,02 MeyvaHue 2) 98,0 % | mevanue 1) 99 % 97 %
AaHHbLIX = OT
1,1 00 6,7
[27] Coagu- Benosnast | rTF95/RBT/ Mokaun- | 536 napan- | Cpeaxee CooTtBeTcT- Onpepene-
Check KpOBb/ 20 BaHWe NenbHbIX pe- | pasnuyune Bue MHO B HWe no rpa-
npodpec- npobup- | 3ynbratoB ¢ na6opa- pamkax 0,4 79,0 % | dwmky (npu-
cuoHan Kn WutepBan TOpUen 0,19 mevanue 1) 88 % 93 %
AaHHbLIX = OT
1,4 no 5,8
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Oxoryarue mabnuuet F.1

ATorn nccnenosaHuin oLeHoK pabounx xapakTepucTuk

M

@)

®)

()

(8)

(6)

@)

8)

CoobLeHHOe KINUHUYecKoe

MeToguka namepeHus CoobLeHHoe % B Npefenax Kputepues padbounx
nabopartopun COOTBETCTBUE COOTBETCTBIE NPOTVE XapakTepucTUK (M. npumedaHue 1)
OueHu- natopartopuu
Mpoba/ CoBOKYMHOCTB
Ccebinka Baemoe
YCTPONCTBO oneparop ABHHBIX CoobLeHHoe
PeareHT Mrcpy- Mapametp | 3HaueHue Mapawmetp Snave- unm MeHbLe | 2,0—4,5
MEHT Hue 2,0 MHO MHO
paccuutaHHoe
[50] Coagu- Mpokon Thromborel S | MDA 163 napan- | CpeaHee PacwwupeH- Onpegene-
Check naneua/ MY = 1,19 NenbHbIX pe- | pasnuyune HOe COOTBeT- HuWe no rpa-
npodec- DadeC-Plus 3ynbTaToB ¢ nabopa- ctBue (npu- duky (npm-
cvoHan MWY = 2,06 WHTepean Topven MeuvaHue 2) 90,0 % | mevanue 1) | 96 % 95 %
MLA JaHHbIX = oT | MHO < 2,0 0,09
0,8p807,1 MHO 2,0—
3,0 0,19
MHO 3,1—
4,0 0,44
MHO > 4,0 0,31
[51] Coagu- Mpokon Innovin 248 napan- | CpegHee Pacwwpen- Onpegene-
Check nanbua/ MY =1,13 NenbHLIX pe- | pasnuuue HOE COOTBET- HUWe no rpa-
npocec- 3yNbTaToB ¢ nabopa- ctBue  (nNpu- ¢duky (npu-
cuoHan Recombip- UuTepean TOpUen -0,19 | mevaHue 2) 90 % | mewanne 1) | 100 % 96 %
lastin AaHHbIX = oT | SD cpen-
MUY = 1,10 1,0007,4 Hero 3Ha-
YyeHus 0,46
CpeaHee
pasnuuve
¢ nabopa-
TOpUEN
MHO meHb-
we 2,0 -0,02
MHO 2,0—
3,5 -0,16
MHO 6onb-
we 3,5 -0,67

Mpumeyvanune 1—B uensx aToro NPUNOXeHUsl, COOTBETCTBUE C KPUTEPUAMU B HACTOAWEM CTaHaapTe 6bIno OUEeHEeHO Ha OCHOBE rpadnkos, onNy6nMKOBaH-
HbIX aBTOpaMK. 3TW AaHHbIE, BOSMOXHO, HE COOTBETCTBYIOT pacnpegeneruio sHavennn MHO, onpegenenHbix B 8.5.3, Tabnuua 2.
MpumeyaHune 2— PaclwmpeHHoe COOTBETCTBME YUNTLIBAET NPOLEHT 06pa3Lo., pe3ynbTaThl KOTOPbIX ABASIOTCH KNMHWYECKU KOHKOPAAHTHBIMK (Mnn oba B
npepenax repaneBTMHeckoro agnanasoHa, unu o6a BHe TepaneBTUHECKOro AnanasoHa), Nnioc Te 3HaveHns, KoTopble conagaioT B npegenax 0,4 egunny, MHO. Hanpu-
Mep, ecnu TepanesTuHeckun guanasoH ot 2,0 go 3,0 MHO m oguH pesynbTat 2,9 MHO, u gpyron pesynetat 3,1 MHO, pesyneTatsl KnaccnpumumpyloT Kak COOTBETCTBY-

1oLLMe ApYr Apyry.
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MpunoxeHne OA
(cnpaBo4Hoe)

CBefeHUs 0 COOTBETCTBUU MeXrocyaapCctBeHHbIX CTaHOAPTOB
CCbITOYHBIM MeXAYHapoAHbIM CTaHOapTamMm

Ta6nwuuya JAA

0O603HaYeHNe U HAMMEHOBAHUE CChINOYHOTO CrteneHb 0603HavYeHre U HaMMEHOBaHWEe MEXIocy4apCTBEHHOro
MeXayHapoaHoro ctaHgapTa COOTBETCTBUSA cTaHgapTa
ISO 13485:2003 V3genns megnunHckme. Cuctemsol IDT FOCT ISO 13485—2011 W3pgenuss mMeavuuH-
MeHeaKMeHTa kavecTBa. CucteMHble TpeboBaHus B ckne. CucteMbl MeHegKMeHTa kadvectBa. Cuc-
Lensx perynvpoBaHus TeMHble TpeGoBaHWS B LEnsix perynvpoBaHus
1ISO 14971:2000 N3genua meamumHckme. MNpumeHe- IDT [OCT ISO 14971—2011 W3penus meauumH-
HUE MEHEAXMEHTA pUCKA K MEANLIMHCKMM U3OEeNnsim ckue. NpumeHeHne MeHeaXXMEeHTa pUCKa K Meaun-

LUMHCKUM M3Aennsam

ISO 15198:2004 KnuHuueckasi naGopatopHasl me- — *
avumHa. Magenust MeguuuHcKMe Ansi guarHoCTUKK
in vitro. MNoaTeBepxaeHne MeTOOUK KOHTPONS Kadec-
TBa, PEKOMEHAYEMbIX U3TOTOBUTENSIMM NOMb30BaTe-

nsiM
ISO 17511:2003 U3pgenus meguumMHckue Ans awar- IDT [OCT ISO 17511—2011 W3penus meauunH-
HOCTUKM in vitro. amepeHne BenvumH B Gronoru- CKMe Anst AnarHoCcTukK in vitro. AamepeHne Benu-
yecknx npobax. MeTponormyeckass npocnexuBae- YMH B Guonormyeckmx npobax.

MOCTb 3Ha4eHWi, MPUNWUCaHHLIX KanmbpaTopam u
KOHTPOINbHLIM MaTepuanam

ISO 18113-1 KnuHuueckne nabopatopHbie nccre- — *
JOBaHUs 1 AMarHoCTUYeckue MeavLUMHCKUE CUCTe-
Mbl in vifro. WHdopmaums, npegocTaBnsemas
usrotoBuTenem (mapkupoBka). Yactb 1. TepmuHbl,
onpeaeneHus n obwme TpeboBaHusi

ISO 18113-4 KnuHuueckue nabopatopHbie nuccre- — *
JOBaHUs W AMarHoCTUYeckue MeaVLUMHCKUE CUCTe-
Mbl in vifro. WHdopmaums, npegocTaBnsemas
narotoBuTenem (Mapkmposka). Yactb 4. [lnarHoctu-
yeckue peakTuBbl in vitro ans camoTeCTMPOBaHUA

ISO 18113-5 Knunnueckne nabopaTopHble nccre- — *
JOBaHUs 1 AMarHoCTUYeckue MeaVLUMHCKUE CUCTe-
Mbl in vifro. WHdopmaums, npegocTaBnsiemas
uarotoBuTenem (Mapkmposka). Yactb 5. [luarHoctu-
YecKMe VMHCTPYMEHThI in vifro Ansi camoTecTupoBa-
HUS

IEC 61010-1:2001 TpebGoBaHuss k 6Ge30nacHOCTM — *
anekTpoobopyaoBaHusl Ans NPOBeAEHUs! U3mepe-
HWI, ynpaeneHuss u nabopaTopHOro MCnonb3oBa-
Husi. YacTb 1. O6wme TpeboBaHusi

IEC 61010-2-101:2002 TpeboBaHus k 6esonacHoc- — *
™M anekTpoobopyaoBaHus Ans NPoBeAeHWs name-
peHuii, ynpaereHnss u nabopaTopHOro WCNosb-
3oBaHus. Yactb 2-101. YacTHble TpeboBaHus K me-
OVUMHCKOW annapaType Ans AWarHoCcTWkKW in vitro
(VD)

IEC 61000-4-2:95 OnekTpoMarHMtHasi COBMECTU- — *
MocTb. Yactb 4. MeToaukn ucnbiTaHni 1 namepe-
HuR. Pasgen 2. icnbiTaHne Ha HEBOCNPUMMYNBOCTb
K 3N1EeKTPOCTaTU4eCKOMY paspsay
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O603Ha4YeHne N HaMMEHOBaHUE CCbINTOYHOTO
MeXxayHapoaHoro ctaHgapra

CreneHb
COOTBETCTBUSA

O603Ha4eHNe U HAMMEHOBAHUE MEXTOCYAAPCTBEHHOrO
craHpapTa

IEC 61000-4-3:95 3nekTpoMarHutHasi COBMECTU-
MOCTb. YacTtb 4-3. MeTogukn ucnbITaHui n namepe-
HUW. UcnbiTaHne Ha yCTOWYMBOCTL K BO3AEWCTBUIO
3NEKTPOMArHUTHOIO NONA C M3Ny4YeHMeM Ha paguo-
vacroTax

*

IEC 61326:97 SnekTpoobopyaoBaHue ans namepe-
HUA, ynpaBneHus u nabopaTopHOro UCMONb30Ba-
HuA. TpeboBaHWA K 3NEKTPOMArHUTHOW COBMEC-
TUMOCTH

EN 13532:2002 O6wume TpebGoBaHusi K MeOULUWH-
CKUM n3genuam gnsa agnarHocTuku in vifro pnsi camo-
KOHTpOnsi

EN 13612:2002 OueHka 3KCNNyaTauMOHHBbIX Xa-
PaKTEPUCTUK  MEAWUMHCKUX  AWAarHOCTUYECKUX
YCTPOWCTB in vitro

EN 13640:2002 OueHka cTabunbHOCTU pEaKTMBOB
Ans ANarHoCTUKK in vitro

* COOTBETCTBYIOLWUIN MEXITOCYAAPCTBEHHBIA CTAHAAPT OTCYTCTBYET. [10 ero yrBepXaeHnn pekoMeHayeTcs NCNosb-
30BaTb NEPEBOA HA PYCCKUI A3bIK AaHHOIO MeXAyHapoaHoro cTtaHaapra. lNepesop AaHHOTO MeXayHapoaHOro ctaHaap-
Ta HaxoauTtcsi B PegepanbHOM nHGOPMaLMOHHOM POHAE TEXHUUYECKUX PErNaMeHToB 1 CTaHAapToB.

M pumedvaHne — B HacTosWwem cTaHgapTe MCNonNb30BaHO cnegytouwee ycnoBHoe 0603Ha4YeHNe CTeNneHn cooT-

BETCTBUSA CTaHOAPTOB:
- IDT — ngeHTU4YHbIE CTaHAAPTHI.

49



rocT ISO 17593—2011
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CaMOTeCTUPOBaHNA, MeXayHapoaHOoe HOpMalindoBaHHOE OTHOLUeHUe, Me)KﬂyHapO,D,HbIPI MHOEKC 4yBCTBU-
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