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Mpeaucnosue

Lenu v npuHumnbl cTaHaapTusaumm B Poccuiickon ®enepaunn yctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekabps 2002 r. Ne 184-d3 «O TexHU4eCKOM perynupoBaHuny, a npasuna NpUMeHeHUs HauMoHasbHbIX
ctaHgaptoB Poccuiickon ®eaepauym — FOCT P 1.0—2004 «CtaHpaptusauus B Poccuitckon ®epnepauuu.
OCHOBHbIE NONOXEHUA»

CBepeHus o cTaHpapTe

1 NOArOTOBNEH Nabopatopueit npobnem kNuHWKo-nabopaTopHon auarHocTukn HayvyHo-uceneno-
BaTeNbCKOro LeHTpa MocyaapCcTBeHHOro 0bpasoBaTenibHOro yypexaeHusa Bbicliero npodeccmoHanbHoro
o06paszoBaHusa «MockoBckaa MeauUMHekas akagemus M. .M. CeueHoBay PocsapaBaHa ocHoBe COGCTBEHHO-
ro ayTeHTUYHOro Nepesoaa cTaHaapTa, ykasaHHOro B nyHKTe 4

2 BHECEH TexHu4yeckum koMuteTOM no ctaHaapTusauumn TK 466 «MeavunHckue TeXHOnorum»

3 YTBEP>XOEH W BBEAEH B JAEWNCTBWE Mpukasom denepanbHOro areHTcTBa no TeXHUYECKOMy
perynnpoBaHuio u meTposiornn ot 9 aekabpst 2009 r. Ne 612-cT

4 Hacroswwui ctaHaapT ugeHTudeH MexayHapoaHoMmy ctaHaapty UCO 17593:2007 «KnuHnyeckue
nabopaTopHble NccrieoBaHUS U U3aenus MeauuuHckue in vitro. TpeboBaHUsi K cucTeMam MOHUTOPUHIA in vitro
AN caMmoTecTUpOoBaHUA Npu nepoparnbHOW Tepanuu aHTukoarynaHtammu» (ISO 17593:2007 «Clinical laboratory
testing and in vitro medical devices — Requirements for in vitro monitoring systems for self-testing of oral
anticoagulant therapy»).

HaumeHoBaHWe HacTosLero ctTaHaapTa U3MeHEeHO OTHOCUTENBHO HaUMEHOBaHUS YKa3aHHOTo MexXay-
HapoAHoro cTanaapTa Anga npueseaeHua B cooteeTcTBue ¢ FOCT P 1.5 (nyHkT 3.5).

Mpu NnpUMeHeHnn HacTosILLEero cTaHAapTa peKoOMEHAYETCS UCTIONb30BaTh BMECTO CCINOYHBLIX MeXayHa-
POAHBIX (pernoHanbHbIX) CTaHAapTOB COOTBETCTBYOLLME UM HaLMOHanNbHble cTaHaapTel Poccuiickon deaepa-
LK, cBeJeHUs 0 KOTOPLIX NpUBeAeHbl B AONONHATENbHOM NpuroxeHuu G

5 BBEJEH BMNEPBbIE

UHopMayusi 06 USMEHEHUsIX K HacmosiueMy cmaHdapmy nybriukyemcsi 8 exe200HO u3zdasaemMoMm
UHbopMayUOHHOM yKka3amerie «HauuoHansHele cmaHOapmbl», @ MeKcm uU3MeHeHuUl U rorpasok — 8 exeme-
CSIYHO U30asaeMbix UHGOpMaUUCHHbIX yKkazamersix « HauuoHansHble cmaHdapmei». B criiydae nepecmMompa
(3ameHbl) unu ommeHbl Hacmosiuw,e2o cmaHdapma coomeemcemeyroujee yeedomiieHue bydem onybnukosaHo
8 eXXeMeCsIYHO U3dasaeMoM UHGhopMauUOHHOM yKasamere «HayuoHarnbHbie cmaHOapmsl». Coomeememey-
owas uHgopmauus, yeedoMreHue U meKkcmai pa3melaromcesi makxke 8 UHghopmalyUuoHHOU cucmeme obuiezo
roN1b308aHUs1 — Ha oghuyuansHoM calime @edepalibHO20 a2eHmcmaa 1o MeXHUYECKOMY pe2y/iuposaHuio U
mempoJsoauu 8 cemu IHmepHem

© CrangaptuHgopm, 2010

Hacroawuin ctaHaapT He MoxeT 6bITb MOMHOCTLIO MW YaCTUYHO BOCnpouseseaeH, TUpaXXUposaH U pac-
NpocTpaHeH B kKavecTse oduumansHoro usgaHus 6es paspelueHuns ¢e,qepaanoro areHTcTBa no TexHn4ecKo-
My perynuposaHuio U MeTponoruu
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BBepeHue

CucTeMbl MOHUTOPWHIa NepopansHON Tepanuu aHTUKoarynsHTaMmu npeactasnsioT cobon MmeguunHekne
n3genust Ans QnardHocTUkK in vitro, UamepsaioLLne NPpoTPOMBUHOBOE BpeMsi B Npobax cBexel, HeMsMeHeHHO
KpoBuYernoseka. [IpoTpomMONHOBOE BpeMs ABMsieTCA UHANKATOPOM CrocoBHOCTU KPOBU CBEpThIBaTLCH. Meau-
LMHCKMe U3aenus Ans AnarHocTUKK in vitro NS camoTeCcTUPOBaHNUS MpW NepopansHOn Tepannm aHTukoarynsiH-
TamMU UCMONb3YIOTCA NPEeMMYLLUeCTBEHHO ModbMU, Y KOTOpbIX 3aMeHeHbl cepAeyHble KranaHbl, wunm
nauueHTamMu, cTpagaroLLmMMm MepLaHnemM npeacepaunin unn Tpombo3om rinybokux BeH. MalueHTbl 4oMKHbI Noa-
[AepXMBaTb YPOBEHb aHTUKOArYNsAHTa B KPOBU LOCTATOUHO BLICOKUAM, UTOGLI CHU3UTL 0BpasoBaHue TpoMOuHa,
1 B TO )Xe BpeMs 0CTaTOYHO HU3KUM, YTODbI n3bexaTb Ype3MmepHoro kKpooteveHust. CucteMa MOHUTOPUHTa
nepoparnbHoi Tepanun aHTUKoarynsiHTaMm No3BosisieT NoNb30oBaTeslio KOHTPONMPOBATL Tepanuio aHTUKoary-
NAHTaMU M NPUHUMATL Mepbl, YTOBbI yNpaBnATe ypOBHEM aHTUKOArynsHTa, NPUCYTCTBYIOLLEro B KPOBU.

HacTtoswmii cTaHaapT NpUMEHsIeTCS K cUCTEMaM MOHUTOPUHIAa NepoparnbHON TepanuyM aHTUKoarynsiHTa-
MW, KOTOpPbIE UCTIONb3YOTCs HenpodeccmoHanamu. MNepBuyHbIE Lienin COCTOAT B TOM, YTOObl YCTaHOBUTBL Tpe-
6oBaHMA K CUCTEMaM MOHWMTOPUHra nepopasibHOW Tepanun aHTUKoarynsiHTamu, KoTopble Mo3BOSsAT
nonb3oBaTenaM-HenpodeccMoHanamM 4oCTUYb NPUEMIEMOTo KavyecTBa UCCNefoBaHWIA, U onpeaeniTb NnpoLie-
Aypbl ANS U3rOTOBUTENEN N APYINX 3auHTepPecoBaHHbIX CTOPOH, KOTOPbie MO3BONAT NPOAEMOHCTPUPOBaTh
COOTBETCTBME TaKUX cUCTeM TpeboBaHMAM HacTosLWEero cTaHaapTa.

Kputepun kavyectsa paboTkl 4518 CUCTEM MOHUTOPUHIA NepoparbHON Tepanuy aHTUKoarynsiHTamm 6sinim
yCTaHOBIEHbl Ha OCHOBE JOCTUIHYTOrO B HACTOsILLEE BPEMS] YPOBHS, KOTOPLIN NPeAoCTaBnNseT CyLeCTBEeHHYO
nonb3y nygobcerea nayneHTam [68], [69]. Kputepum npeactaBneHbl B TEpMUHAX K TOUHOCTU CUCTEMBI» , NOTOMY
YTO MeTposiornyeckasl TepMUHONOrnsi, 06LIMHO NMPUMEHsieMasi B cTaHAapTax (Hanpumep, NpaBUNbHOCTbL U
HeonpeaeneHHoCTb 3MepeHus), He 6bina 6bl NOHATHA Nonb3oBaTensM-HenpodeccuoHanam. TOUHOCTb cUC-
TEeMBbI, Ha KOTOPYH BNUSIOT CUCTEMaTUYECKOE CMeLLeHue 1 criyqaliHble acddekThl (0bpaTHO NponopLMoHans-
Hble HeonpeaeneHHOCTU W3MEepeHWs), OnucbiBaeT cTeneHb OnM30CTU MHAMBUAYANbHBLIX PEe3ynbTaToB,
Mony4eHHbIX CUCTEMO MOHUTOPWHIA NepoparnbHOi Tepanum aHTUKOArynaHTaMmu, TOHHbIM 3HAYEHUAM MeXay-
HapoAHoro HopManunsosaHHoro otHowweHna (MHO) npu npuMeHeHUU cUCTeMbl HenpodeccuoHanamu.

Mpu ycTaHoBNEeHWUN KpuUTepues paboTel NpeanonaraeTcs, YTo nonb3osartesm 6yayT A0MKHEIM 0bpazomM
oTobpaHbl 1 nonyyat HeobxoAanmoe obyveHre, YTo YCTPoncTBO ByaeT AOMKHEIM 06pa3oM o6CnyxuBaThCs 1
YTO MEeTOANKM UCCNeaoBaHNA N KOHTPOMA 6YAYT BbINOMHEHbI B COOTBETCTBUM C UHCTPYKLMSIMU MO NPUMEHEHWIO,
paspaboTaHHbEIMN U3roToBUTENeM. peadnonaraetcsa Takke, YTO U3roToBuUTenu ByayT npegycMmatpuBath
3hheKTbl BO3MOXHOIO HENPaBUNBHOMO NPUMEHEHUs], BKIOYasi BO3MOXHbBIE OTKITOHEHUS NOoMb3oBaTens oT
pekoMeHA0BaHHOro 06CNy>XMBaHWSA, METOAMK UCCeA0BaHNS U KOHTPONS.

TpeboBaHusi, KOTOPbIE ABMAOTCS YHUKAMBHBIMA AN CAMOTECTUPOBAaHNUSA C MOMOLLbIO CUCTEM MOHUTO-
pUHra nepopanbHON Tepannn aHTUKoarynsaHTamum, BKNodas onpeaeneHHblin 06 bem nHgopmauun, noctasnse-
MOW M3roToBuUTENEM, NpeacTaBneHbl B HacTosiweM ctaHgapTe. Obwne TpeboBaHUsA, KOTOPbIE OTHOCATCH KO
BCEM MeAULVHCKUM U3Aennam Ans AnarHOCTUKW in vitro n cogepXaTcs B ApYrux cTaHgapTtax (Hanpumep,
M3K 61010, UCO 13485, UCO 14971 n NCO 18113), ykasaHbl ccbifikamu TaMm, rae 3To Heobxoanmo. Kpome
TOro, MOTYT NPUMEHSATLCA COOTBETCTBYIOLLUME HALMOHAMNbHbIE NPaBuna v MHCTPYKL AN,
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HAUMOHANbHBIN CTAHOAPT POCCUUCKOW OS®EOEPALMUMU

KNMUHUYECKUE NABOPATOPHbLIE UCCNEAOBAHUA
U n3genuna MEQUUUHCKUE IN VITRO

TpeGoBaHUA kK cUcTeMaM MOHUTOPUHTA in Vitro ANA caMoTecTUPOBaHUA
Npu nepopanbHON Tepanum aHTUKOArynsHTaMm

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

DaTta BBegeHna — 2010—09—01

1 O6nacTb NpUMeHeHus

HacTtoswmwi ctaHgapT yctaHasnnsaeT TpeboBaHUs K USMepUTENbHLIM CUCTeMaM in Vitro Ana caMOKOHT-
pons feveHns aHTaroHucTamu ButamuHa K, Bkntouas pabouve xapakrepucTukn, obecnevyeHue kadectsa u
oby4eHue nonb3osaTenein n MeToankn BepudukaLmm 1 BanuaaL M KayecTsa BhINONHeHUs NpeanonaraemMbl-
MU Monb3oBaTensMm nNpu hakTnIeckux n MogennpyemMblx yCroBUAX NCMOMb30BaHNS.

HacToswwmii ctaHaapT OTHOCUTCA UCKIOYUTENBHO K CUCTEMaM U3MepeHUsi TIpoTPOMBUHOBOIO BpeMeHH!,
1CNonb3yeMbIM NOAbMU NS KOHTPOS CAMOCTOATENLHOIO fTeYeHUs aHTaroHMcTaMmn ButTamuHa K n npeacrae-
naowmmM pesynbTaThl Kak MexayHapoaHoe HopManusosaHHoe oTHoweHne (MHO).

HacTtoswwmin ctaHaapT NpUMEHUM K U3roTOBUTENAM TakuX CUCTEM W K APYrMM OpraHusaumnam (Hanpumep,
perynupytoLime opraHbl U opraHusaLmn, oLeHMBaoLWMe COOTBETCTBUE), OTBETCTBEHHBLIM 3a OLieHKY paboTbl
AaHHBIX cUcTEM™.

[eincTsune HacTosLWero cTaH4apTa He pacnpocTpaHsaeTes Ha:

- U3MepuTeribHble CUCTEMBI in Vifro ANs XapakTepUCTUK CBEPThIBAHUS KPOBW, OLLEHNBAIOLLNX Teparnuio
aHTaroHncTamu BuTamuHa K, ucrnonbsyemsie Bpadyamy Uiv apyruMu paboTHUKaMu 34paBooXpaHeHus;

- BCECTOPOHHIO OLLeHKY BCEX BO3MOXHbIX (hakTOpOB, KOTOPbIE MOTYT MOBNUATL Ha paboTy AaHHbIX CUC-
TEeM nnm

- MeaVUMHCKUeE acneKTbl NepoparnbHOn Tepanum aHTUKoarynsaHTamu.

2 HopmaTuBHbIe CCbISNIKK

B HacTosdweM cTaHgapTe UCNOoNb3oBaHbl CChINKM Ha cneayllme ctaHaapThl U Apyrue HopMaTUBHLIE
AOKYMEHTHI:

MCO 13485:2003 Usgenusa meanumHckue. CucTeMbl MeHeQKMeHTa kadecTBa. CUCTEeMHble TpeboBa-
HUS B Lensx perynupoBaHums

NCO 14971:2000 Uspenusa meauumHckue. MpuMeHeHWE MeHeKMeHTa pUcka K MeaAUUNHCKUM usae-
nmam

MCO 15198:2004 KnuHu4eckas nabopaTopHasa MeavumHa. Nsgenna meguumnHckie 4ns AMarHoCTUKK
in vitro. NoaTeepxaeHne METOANK KOHTPOSS KaYecTBa, PeKOMeHAYyeMbIX U3rOTOBUTENAMU NOMb3oBaTeNam

MCO 17511:2003 Usgenus meauUMHCKME ONA ANArHOCTUKK in vitro. IamepeHue Benu4unH B Buonoru-
Yeckux npobax. MeTponorMyeckas NpocrneXxmBaeMocTb 3HAYEHUA, MPUNUCaHHBIX KanubpaTopam U KOHTPO b-
HbIM MaTepuanam

* B cootBeTcTBUM CO cTaTbsiMu 1 u 11 PegepanbHoro 3akoHa Ne 102-$3 «O6 o6ecneveHnn eauHCTBa UBMEPEHUI».

WUzpanne opuymnansHoe
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MCO 18113-1 KnuHuyeckue nabopaTopHble UCCNeaoBaHMs U AnarHocTMyeckne MeauLmMHCKMe cucTe-
Mbl in vitro. UIHdopmauuns, npegocTasnsemas nsrotosurenem (Mapkmposka). HYacts 1. TepmuHbl, onpegene-
HUS 1 obLw e TpeboBaHus

MCO 18113-4 KnuHun4eckne nabopaTopHble UCCNedoBaHUs U QNarHocTnyeckne MeauUnHcKue cucte-
Ml in vitro. iHdbopmaLmsa, npegoctasnsemas nsroTosutenem (Mapkuposka). Yactb 4. [lnarHocTuieckue peak-
TUBbI in Vitro ANsi camoTecTUpoBaHUs

MCO 18113-5 KnuHuyeckune nabopaTopHble UCCreaoBaHUA U AMarHoCTMYeckne MeguLnHCKMe cucTe-
Mbl in vitro. Undpopmauus, npegoctaBnsemMasi usrotosutenem (MapkupoBka). Yactb 5. lnarHoctuyeckue
WHCTPYMEHTEI in vitro Ana caMoTecTUpOBaHWA

M3K 61000-4-2 3neKTpomarHUTHas coBMecTuMOoCTb. YacTb 4. MeToauKkn UCbITaHUA N USMEPEHNIA.
Pasgen 2. UcnbiTaHne Ha HEBOCTIPUMMYUNBOCTb K 3r1eKTpocTaTyeckomy paspagy

M3K 61000-4-3 3nekTpomarHMtHasa COBMeCTUMOCTb. YacTb 4-3. MeToauKu UCNIbITAHWUA 1 UBMEPEHUN.
WcnbiTaHne Ha yCTONYUMBOCTb K BO3AEACTBUIO 31IEKTPOMarHUTHOrO NOMs C U3NyYeHnemM Ha paguodacTtoTax

M3K 61010-1:2001 TpeboBaHusi kK 6ezonacHoCTM anekTpoobopyaoBaHUs AN NPoBeAeHUs u3Mepe-
HWI, ynpasneHus 1 nabopaTopHOro ucnonb3osaHus. YacTs 1. O6wwme TpeboBaHus

M3K 61010-2-101:2002 TpeboBaHus k 6e30MacHOCTU IMEKTPOOGOPYAOBaHUS AN NPOBeAeHUst U3Me-
peHuin, ynpaeneHus 1 nabopaTtopHoro ncnonb3osaHus. Yacts 2-101. YacTHble TpeboBaHUst K MEQULMHCKON
annapartype ansa guarHocTuku in vitro (IVD)

M3K 61326 3nekTpoobopydoBaHue AN U3MepeHus, ynpasneHns 1 nabopaTopHoro Cnonb3oBaHus.
TpeboBaHuWs K 8NeKTPOMarHMTHON COBMECTUMOCTH

EH 13532:2002 O6wwue TpeboBaHMsa K MEANLIMHCKAM U30eNNAM ANA ANarHOCTUKW in vitro Ans caMoKOH-
Tpons

EH 13612 OueHka akcnnyaTaunoHHbIX XapakTepUcTUK MegULNHCKUX OUarHoCTUYeCcKUX YCTPOMCTB in
vitro

EH 13640 OueHka cTabunbHOCTM peakTUBOB AN AUAarHOCTUKN in vitro

TexHun4eckne ot4yeTbl BO3, Homep 889, 1999, MpunoxeHne 3 — PykoBoasLume NpUHLMIBLI Ans Tpomborn-
NacTUHOB W NNa3Mebl, UICNOSb3YEMbIX 4151 KOHTPOS NepopansHO Tepanm aHTUKoarynsaHTaMm

3 TepMuHbI M onpeaeneHus

B HacToseM cTaHaapTe npuMeHeHbl TepMuHbl No MCO 18113-1, a Takcke criegylowmne TepMnHbl ¢ CooT-
BETCTBYOLWMMU onpedeneHUsaMu:

3.1 TouHoCTb U3MepeHus (accuracy of measurement): CteneHb 6MM30CTU MEXAY Pe3yNbTaToOM Usme-
PEHWA 1 MPUHATLIM ONMOPHBIM 3HaYeHUEM.

MpumedvaHuns

1 TepMWH « TOYHOCTb M3MEPEHUsI», KOria OH OTHOCUTCSI K psifly pe3ynbTaToB UCCIIeA0BaHWIA, OXBaTbIBaeT KOMGMHa-
LMo CriyYariHbIX KOMMOHEHTOB M O6LLYI0 CUCTEMATUYECKYHO OLLMOKY MNM KOMMOHEHT cMeLeHust [1].

2 [nsicuctemM MOHUTOPVWHIa NepopanbHOW Tepanumu aHTMKoarynsiHTamMmym TOYHOCTb U3MEPSIETCA CTENEHBbIO COOTBET-
CTBUSI pe3ynbTaToB U3MEpeHui 06pa3sLOB KPOBM OT pasnUYHbIX NaLmMeHToB 3HaveHusim MHO, npocnexusaembim 4o Mex-
JyHapoaHoro pecbepeHTHOro npenapara Tpom6onnactvHa.

3 AgantupoBaHo u3 [2, nyHkT 3.11].

3.2 cMelueHue usmepenus (bias of measurement): Pasnuuune mexay oxvaaHvem pesynbTtaToB Tectamn
NPUHATLIM ONOPHBLIM 3HA4YEeHNEM.
[3, nyHkT 3.8]

MpwnmeyaHune— CmelleHne — mepa npaeunbHocTu [1].

3.3 kpoBb (blood): LiMpkynunpytoLias BHYTpW COCYAOB TKaHb OpraHvM3ma, CoCTOsILLAs U3 XXMAKOW Nnasmbl
1 B3BeLUEHHbIX POPMEHHbIX 31EMEHTOB.

MpwuMmeyaHwu e — BHacToswem CTaHAapTe TEPMUH OTHOCUTCS K CBEXEN KPOBM 6€3 aHTUKOArynsHTOB.

3.4 npo6a kanunnsapHoi kpoBu (capillary blood sample): KpoBb, cobpaHHas nocne npokona Menkux
COCYZO0B, KOTOPbIE COeANHSOT apTepUOosbl U BEHYNbI.

MpwnmedaHune— KanunnsipHas KpoBb, NONyHYeHHan NyTEM NPOKONa KOH4YMKa nanbLua, o6b14Ho cobupaeTcn 6e3
1062aBOK TUNa aHTUKOAryIsIHTOB UIM KOHCePBaHTOB. MoaToMy npo6a HecTabunbHa.

2
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3.5 KoHTponbHbIN MaTepuan (control material): Bellectso, MaTepuan unu usgenue, npeaHasHaveH-
Hble N3roToBUTENeM ANA NPOBEPKN pabounx xapaKkTe pUCTUK MeAULIMHCKOrO Usnenua ANa AnarHocTukn in vitro.

MpumevaHusn

1 AgantuposaHo u3 [4, nyHkT 3.5].

2 KoHTponbHble MaTepuans! A4Ns MOHUTOPUPOBaHWUSI AEUCTBUSI aHTUKOArynsiHTOB MOTYT ObITb peakTMBHBIMU NNn
HepeakTUBHbIMU. PeakTMBHBIN KOHTPONbHLIM MaTepuan y4acTByeT B peakuum ¢ KOMNOHEeHTamMm peakTueos. Hepeaktue-
HbIl KOHTPOITb HE pearnpyeT C KOMNOHEeHTaMN PeaKTUBOB, HO cnocobeH o6ecneunTb KOHTPOIb PYHKLUMOHANBHBIX BO3MOX-
HOCTel Yepes apyrve cpeAcTea, HaNnpUMep MOAENMPOBaHUe peakumm (CM. puanyeckuii KOHTPOrb).

3.6 kKoHTponbHbIN UHTepBan (control interval): CtaTucTudeckun onpasaaHHble 3Ha4YeHNA, onpeaeneH-
Hble Kak npuemMrneMble 3HaUeHUs1 U3MepPEeHUs], NOMyYeHHbIe C UCMONb30BaHWEM AaHHOMO KOHTPOMLHOrO MaTe-
puana.

3.7 meauumHckuin paboTtHuUk (healthcare provider): Yenosek, ynonHOMOUYEHHbIN OKka3blBaTb MEAULUH-
CKYI0 MOMOLLIb NALUEHTY.

M pwumedaHun e— BHacTosiwem ctaHgapTe paboTHUK 30paBOOXpaHEHUs1 — YenoBeK (JOKTOp, MeAcecTpa, Tex-

HUK, TEXHUYECKUI CrieLmanuct unm COOTBETCTByIOUJ,I/Iﬁ I'IOMOI.l.l,Hl/IK), KOTOprﬁ WHCTPYKTUPYET NauneHTa OTHOCUTENbHO Ca-
MOTECTUPOBaHUA.

3.8 UHTerpupoBaHHbIA (PYHKLUOHANBLHLIA KOHTpONb (integrated functional control): KoHTponbHbINA
MaTepuan, KoTOpbIN IBNAETCA COCTaBHbIM KOMNOHEHTOM peakTuBa U3MEPUTENILHON CUCTEMBI, NpeHa3HaYeH-
HbIM M3roTOBUTENEM AJ151 BepudukaLmum pabounx xapakTepucTuk UaMepuTesibHON CUCTEMBI.

MpumeyaHune—NHTerpupoBaHHbIM (PYHKLMOHANBHBIA KOHTPOMNb UCCNEayoT OHOBPEMEHHO C U3MEPEHUEM
npo6bl NauueHTa, OH BKItoYaeT B cebsl peakTMBHbINA KOMIMOHEHT U 06ecneunBaeT hyHKUMOHANBHYIO NPOBEPKY METOAWKMN U3-
MepeHus. PesynbraTthl MHTErPUPOBaHHOIO KOHTPOIS AOIMKHbI GbITh B NpeAenax npegonpeaeneHHoro nHTepeana namepe-
HWUS ANA U3MEPEHHOTO 3Ha4eHWs1.

3.9 mexayHapoaHoe HopmanuloBaHHoe oTHoweHue; MHO (international normalized ratio, INR):
PesynbTaT u3amepeHusi NpoTpoMBMHOBOr0 BpeMeHN naumeHTa, KoTopbii 6bin cTaHAapTU3MPOBaH MO CBOWM-
cTBaM TpombBonnacTuHa, UCMoNb3yeMoro B MeTOAUKE U3MEPEHUS, BbIPAXEH OTHOCUTENbHO HOPManbHOro
NonynsLUNOHHOro cpeHero sHa4YeHus.

MpwnwmeyaHn e — [Ons obeyxaeHns ncnonsaoBanns MHO — cm. [5].

3.10 mexayHapoaHbIl pedrepeHTHbIN npenapar (international reference preparation, IRP): Pece-
PeHTHbIN KannbpaTop, noaaepKaHHbl BceMupHOI opraHmsaLumein 30paBooxpaHeHus.

MpumeyaHne— MexayHapoaHbil pedepeHTHbIV Npenapar TpombonnacTvHa HenocpeaCcTBEHHO KanMbpoeaH
no CBOeN aKTMBHOCTW NPOTUB OPUIMHAmNbHbIX BPUTAHCKUX CPABHUTENBHBIX NMpenapaToB TPOMOONNAcTMHA, NCMOb3YeMbIX
npw yctaHoenenum cuctemsl MHO.

3.11 npoMexyTouHas npeLM3MOHHOCTb U3MepeHUs (intermediate precision of measurement): Mpe-
LIN3NOHHOCTb U3MEPEHUSA NMPU NMPOMEXYTOYHBIX YCIOBUSIX MEXAY YCIIOBUSIMI BOCMPOU3BOANMOCTA U YCITOBUSI-
MU MOBTOPAEMOCTMU.

MpumevyaHwun

1 KoHuenumsa NpoMexXyTOUHbIX YPOBHEN NpeLn3MOHHOCTM onrcaHa B [6].

2 Konu4ecTBeHHble Mepbl NPOMEXYTOHHOW NPEeLU3NOHHOCTN 3aBUCSAT OT NPeAyCMOTPEHHbIX YCIOBUA.

3 lMpomexyTouHasa NPeLu3MoHHOCTb yKa3biBaeT Ha BapnabenbHOCTL, KoTopas OyaeT ueneiTaHa nonb3osarenem B
YCNOBUAX TUMUYHOIO UCMONb30BaHUA.

3.12 ycnoBus npoMexyTouHom npeunsnoHHocTu (intermediate precision conditions): Ycnosus, npu
KOTOPbIX HEe3aBUCUMBbIE pe3yrbTaTbl USMEPEHUS MNOyYeHbl OOHUM 1 TEM XXe MeTOA0M U3MePEHUst Ha NAEeHTWNY-
HbIX 0Bpasliax B OAHOM 1 TOM e MecTe, HO rae Apyrie nepeMeHHble — onepaTopsl, 06opyaoBaHue, kanuo-
POBKa, YCIOBWA BHELLHER cpefbl U/Uv BpeMeHHbIe MHTepBarbl OTNINYaoTCS.

3.13 mexayHapoaHbIi uHaekc YyBcTBUTENbHOCTU, MUY (international sensitivity index, ISI): ®akTop,
KOTOPbIN NO3BONAET NpecbpasosaHue pesynbTaTa M3MepeHust NPOTPOMOUHOBOTO BPEMEHU NaLMeHTa B 3Have-
HUA MeXXayHapoaHOro HOPManNN3oBaHHOMO OTHOLLEHUS.

MpwumeyaHune— [OnaobeyxaeHns ncnonsaosanus MY n MHO cwm. [5].

3.14 HenpodcpeccuoHan (lay person): Yenosek 6e3 cdopmansHoro o6y4eHuss B cOOTBETCTBYIOLLEN
obnacTtun nnun gucumnnnHe.
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MpumevaHusn

1 AgantvpoBaHo 3 onpegeneHusa B [7].

2 B HacTosiwem cTaHaapTe HenpodeccnoHan — 3T0 NoNb30BaTeNb YCTPONCTBA AN MOHUTOPUHIA NepopaneHOn
Tepanuu aHTMKoarynaHTaMu, KOTopbIi HE UMEeT CrneunanbHbIX MeANLMHCKMX, Hay4YHbIX UK TEXHUYECKNX 3HAHWUW, CBA3aH-
HBIX C MOHUTOPVHIOM NepopanbHON Tepanum aHTUKoarynsHTamm.

3.15 pa6ouuit kanubpaTtop nsrotoButena (manufacturer's working calibrator, working measurement
standard): CtaHgapTHbI 06paseL, KOTOpbI UCnonb3yeTcs 06bI4HO B nabopaTopun U3roToBnTeNs Ans kanvo-
POBKM UM NPOBEPKU MaTepurarbHbIX Mep, U3MEPUTENbHBIX NPUBOPOB UNK pedpepeHTHLIX MaTepurarsnos.

MpumevaHus

1 ApgantmposaHo n3a MICO 17511.

2 3710 nNpumMeHMMO K npenaparty TpombonnactmHa, MCnonbL3yeMomMy U3roToBUTENEM NpU NOAroTOBKE CMECU peakTu-
BOB A1l onpeAeneHusi NpoTpoMOUHOBOIO BpEMEHU.

3 lMNpwnucaHHoe 3HaveHne paboyero kanubparopa N3roToBUTENS, METPOSIOMMYECKU NMPOCIIEXMBAEMOE 0 MEXAY-
HapoAHoro pedepeHTHOro npenapara.

3.16 BbIOpaHHas M3roToBUTENEeM MeToAuKa u3mepeHus (manufacturer's selected measurement
procedure): MeToguka usmepeHusi, Kotopast oTkanubposaHa 0gHUM UM HECKOSNbKUMU NEPBUYHBIMU UIU BTO-
pU4HBIMK KanubpaTopamu 1 NoATBEPXKAEeHa ANs NpeanonaraeMoro NPUMeHeHUsI.

Mpnmeyanne—MUCO 17511, 4.2.2, nepeuncnienme f), ykasbiBaeT BoiGpaHHYI0 U3rOTOBUTENEM METOAMKY U3Me-
PEeHus B Lienu NPoCNexXuBaeMocTu.

3.17 noctosiHHas npoueAypa usMepeHusa usrotoBuTens (manufacturer's standing measurement
procedure): MeToanka nsmepeHusl, Kotopasi oTkanMbposaHa 0g4HUM WU HECKONbKUMKU pabounmun kanubpaTo-
paMu M3roToBUTENA Unu kanubpaTtopom 6onee BbICOKOrO YpOBHA 1 NOATBEPXKAEHa ANA ee npegnonaraemMoro
NpUMeHeHus.

NMpnumevwanne—MUCO 17511, 4.2.2, nepeuncnenue f), ykasbiBaeT NOCTOSHHYIO METOAUKY U3MEPEHUS U3FOTO-
BUTENEM B Lienu NpoCNexueBaemMocTu.

3.18 MmeToauka usamepeHust (measurement procedure): CoOBOKYNHOCTb onepaLuii, onpeaeneHHo onu-
CaHHbIX U OXapaKTepusoBaHHbIX, NCNOSIb3YEMbIX NPU BLINOSIHEHUU crieunduIecknx n3MepeHnin B CooTeeT-
CTBWU C AaHHBEIM METOA0M.

[1, onpeaeneHue 2.5]

3.19 uHTepBan usmepeHusa (measuring interval): CoBOKyNnHOCTb 3HAYEHUA N3MEPAEMON BEMTNHYUNHDI,

ANsi KOTOPOW CMeLLeHNe U HenpeLnsNoHHOCTb NpeanoniaraTCsa HaxoAAWMMNCA B YKasaHHbIX npegenax.

MpumevaHunsn

1 MpeacTaBnsieT IHTEpPBan pe3ynbTaToB UCCNEAOBaHNSA, B KOTOPOM paboune xapakTepucTvky O6binv noaTBepXKae-
Hbl U3rOTOBUTENEM.

2 ApantmpoeaHo n3[1, onpegenenue 5.4].

3.20 MeTponoruyeckas npocrexuBaeMocTb (metrological traceability): CsolicTBo pesynbTtata name-
PEHUS UMK 3HaYeHUs aTanoHa, 3aknioyatoLleecs B BO3MOXXHOCTU YCTaHOBIEHWUSA ero CBA3N C COOTBETCTBYIOLLU-
MW 3TanoHamu, OBbIMHO MEXAYHapOOHbIMW UMW HauMOHanbHBIMW, MOCPEACTBOM HEerpepbiBHOW Lenu
CMUYEHWI, UMEeoLNX YyCTaHOBIEHHbIE HeonpeaeneHHOCTU.

[1, onpepenerne 6.10]

3.21 dwmsnyeckuit KoHTponb cuctemMbl (physical control system): KoHTpornbHoe yCTpONCTBO, KOTOpoe
He CoOePXXUT XMMUYECKN PeaKTUBHbIE KOMMOHEHTLI 1 MpeaHa3HavYeHo N3roToBUTENeM As NpoBepku paboThl
MHCTpyMeHTa.

MpumevaHuns

1 OU3MYECKUI KOHTPOMNb CUCTEMbI MOXET BbITh B OpME SNEKTPOHHONO YCTPOWCTBA, KOTOpOoe o6ecneymBaeT moae-
NMpyemyto peakumio.

2 PesynbTaT OhU3NHECKOro KOHTPOIsi JOMKeH ObiTb B NpegonpeaeneHHbIX npeaenax, 4tobbl cuctema namepeHns
paccmaTpurBanachk kak hyHKLMOHUPYoLWas 4OMKHBIM 0Bpa3som.

3.22 npeuu3nOHHOCTbL U3MepeHus (precision of measurement): CteneHs 61M30CcTU MeXAY He3aBUCH-
MbIMUW pe3yfibTataMmn U3MepeHuia, NonyYeHHbIMU B OTOBOPEHHBIX YCIIOBUSIX.

MpnmevaHusn
1 AgantmpoBaHo 13 [2].
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2 CreneHb Npeun3MoHHOCTU BbIpaXXeHa B LMPOBON hopmMe CTaTUCTUHECKMMU MEPaMU HENPELM3NOHHOCTY N3Me-
peHusi cpeaHeKBagpPaTUHHbIM OTKIIOHEHMEM U KO3 DULMEHTOM BapuaLmm, KOTOpble 06paTHO NPONopLMOHarnbsHO CBA3aHbI
C NPEeLV3NOHHOCTBI0. KonNnyecTBEHHbIE Mepbl MPELM3NOHHOCTM 3aBUCSIT OT NMPEAYCMOTPEHHbBIX YCITOBUINA.

3 TMpeunsnoHHOCTb JaHHOW METOAUKM U3MEPEHUA NogpasaensaeTcsi COrnacHoO YKa3aHHbIM YCNOBUSIM NPEeLM3N0oH-
HocTu. Cneuudpnyueckne COBOKYMHOCTU KpaWHWX YCINOBWUM Ha3blBAIOT «MOBTOPSIEMOCTbIO» (3.26) U «BOCMPOU3BOAM-
MocTbio» (3.28).

3.23 npoTpomMGuHoBOe BpeMs (prothrombin time): Bpemsi, Tpebyemoe ans o6paszoBaHus Cryctka B
ob6pasLie KpOBU MOCHe KOHTaKTa ¢ MaTepuanom TpoMGonnacTMHOBOMO peakTMBa.

3.24 cucrtema Ana usMepeHUs npotpomM6uHoBoro BpemeHu (prothrombin time measuring system):
MameputenbHas cuctema, Kotopasi peructTpupyeT Bpemsi, Heobxoaumoe ans obpa3oBaHus crycTka B obpasLe
KpOBW Npy BO3AENCTBUM TpoMBoNnacTnHa Unm peareHta TkaHeBoro chaktopa.

MpwumeyaHune— Cuctema BktoHaeT B cebs1 peakTMB U MHCTPYMEHT, UCTIONb3yeMble Ans peructpauum BpeMe-
HU 06pa3oBaHusi crycTka.

3.25 peareHT (reagent): Yacte MegULMHCKOrO n3aenusa Ana ANarHocTukn in vitro, kotopas, ocylle-
CTBMSASE XMMUYECKY0 U 3M1EKTPOXUMUNYECKYIO peaKLMio, BbI3bIBAET CUrHar, KoTopbliA No3BonsieT 0BHapyX1UTb
BEMUYMHY U U3MepUTb ee 3HaueHune B obpasLie.

3.26 noBTOpsieMOCTb U3MepeHus (repeatability of measurement): MNMpeLnU3MOHHOCTL U3MeEpeEHUs Npur
YCITOBUNSAX MOBTOPAEMOCTN.

MpumeyaHune—AganTmpoBaHo 13 [2].

3.27 ycnoBua noBTopsieMocTUu (repeatability conditions): Ycnosus, npn KoTopbiX HesaBUCUMBble
pe3ynbTaTbl U3MepPeHUs NofyYeHbl OAHUM 1 TEM XXe METOA0M N3MepeHus Ha naeHTUYHbIX 06pasLax, B 0aHON U
Tow e nabopaTopun, TeM e onepaTopoM, UCMOTb3YIOLLMM TO XXe 06opyaoBaHue B Npeaenax KopoTKUX UHTep-
BasioB BpeMeHMU.

MpumevaHwusn

1 AganTtupoBaHo u3 [2].

2 [NpaKkTn4eckun HeM3MeHHbIe YCNOoBMSA, NPMBOASLLME K MUHUMAanbHON BapnabenbHOCTU pe3ynbTaToB U3MEPEHUs.
3 BHacTosiwem cTaHaapTe «nadbopaTtopumn» A0MKHbI MHTEPNPETUPOBATLCS KAK «MECTOMONOXEHUAY.

3.28 BocnpousBoaAUMOCTb U3MepeHus (reproducibility of measurement): NMpeyunsanoHHoCTbL n3mepe-
HWS NMPU YCNOBUSIX BOCNPOU3BOAUMOCTH.

MpumeuyaHu e — AgantupoBaHo u3 [2].

3.29 ycnosusa BocnpouszBoguMocTtu (reproducibility conditions): Ycnosusi, npu koTopbIx pe3ynbTaThbl
N3MepeHus Nosy4eHbl OAHUM U TEM Ke METOAOM U3MEePEHNs Ha AeHTUYHBIX 06pasLax, B pasHbix nabopaTtopu-
SIX, PasHbIMW oNiepaTopamMu, UCNosb3yLWMMU pasnndHoe obopyaosaHue.

Mpumeuvanwusn

1 lMonHoOCTLIO U3MEHEHHOe yCroBUe NpeaHasHaveHo, YTobb NpeacTaByTh yCNOBUS, MPUBOASILLME K MAKCUMATBHOM
BapuabenbHOCTU pe3ynbTaToB TecTa.

2 B uensix HACTOAWEro craHaapTa, «nabopatopum» 4OMKHbI MHTEPNPETUPOBATLCS KaK K MECTOMONMOXEHUNA».

3 ApantupoBaHo u3 [2].

3.30 BropuuHaa pedepeHTHaA MeToAuKa u3MepeHua (secondary reference measurement
procedure): MeToauka usmepeHus, kotopasi oTkanubpoBaHa ogHUM UM HECKONbKUMN NEPBUYHBLIMU Kanubpa-
TOpaMu.

MpwumeuyaHun e — Metoanky Ans n3MepeHns NPOTPOMGUHOBOTO BPEMEHW MHOIA HA3LIBAIOT KBTOPUYHANA CTaH-
[apTHasi MeToavKa».

3.31 To4yHOCTb cucTeMbl (system accuracy): CTeneHb 6NU30CTN penpeseHTaTUBHBLIX Pe3ynbTaToB
U3MepeHUs, MOJTy4YEeHHbIX USMEPUTESTbHOW CUCTEMON, K NPUHATBIM ONOPHBIM 3HaYEHUAM.

MpumeuaHnwusn

1 TepMHH «TOHHOCTb U3MEPEHUA» NO OTHOWEHUIO K PAAY PE3yNbTaToB U3MEPEHUs OXBaTbIBAET KOMOGUHAUNIO KOM-
NOHEHTOB Cy4ailHOI NOrPELWHOCTU M O6LLeNn CUCTEMaTUYECKOW OLLIMGKU NN KOMMOHEHT CMELLEHUS.

2 PedepeHTHbIe 3Ha4eHUs NPUNUCaHbl B COOTBETCTBMIN C METOANKON M3MEPEHWS, NPOCTeXUBaeMon 4o pedepeHT-
HOW MeToAUKU M3MepeHns 6onee BbICOKOro nopaaka.

3 TouHOCTb CUCTEMBI MOXET BbiThb BbIPaXeHa Kak UHTepBarl, KOTOpbI oxBatbiBaeT 95 % Habniogaemblx pasnuynin
Mexay pe3yrnbraramy OLEHUBAEMON CUCTEMbI M NX pedpePEeHTHBIMK 3HAYEHNAMIN. ITOT MHTEPBAI TaloKe BKNIOYaeT B cebn
HeornpeaeneHHOCTb U3MEPEHUsI METOANKW 3MEPEHNS, UCMNONb30BaHHOW ANA NPUNUCLIBaHUS pedepeHTHLIX 3HAYEHWIA.

4 ApantupoBaHo u3 [8, nyHkT 3.24].
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3.32 npaBunbHoCTb U3MepeHusl (frueness of measurement): CteneHb 6NM30CTU cpeaHero 3HaueHus,
NOMYYEHHOTo U3 6OMbLUIOI CepUn pe3ynbTaToB USMEPEHWUIA, K MPUHATOMY ONOPHOMY 3HaYEHNIO.

MpumeuaHuns
1 Mepa npaBunbHoOCTM — cMmelleHue (3.2).
2 ApantupoBaHo u3 [2].

3.33 TunoBoe ucnbiTaHue (type test): NcnelraHne ogHoro unmn Heckonbkux obpasLoB 06opyaoBaHus
(nnn vyacTten 06opyAOBaHUSA), N3rOTOBMEHHBIX N0 OAHOMY NPOEKTY, YTOGLI NOKa3aTb COOTBETCTBUE NpoeKTa n
Npou3BOACTBa OAHOMY U HECKOMNEKNM TpeboBaHNSAM NPUMEHEHHOTO cTaHaapTa.

MpumevyaHusn
1 Crartnctnyeckas Bbibopka He TpebyeTcsi Anst TMNOBOIO UCTbITAHWUS.
2 ApanTupoaHo ns MOK 61326.

3.34 cornacue nonb3oBatens (Uuser compliance): CnocoBbHOCTb 1 FOTOBHOCTb NOMb30BaTeNs U3Mepu-
TenbHOW cUCTeMbI NpUaepKMBaTbcs U paboTaTh B Npeaenax onpeaeneHHbIX cneuudgukaumniia MeToanki nsme-
peHus.

3.35 obpasel BeHO3HOWM KpoBU (venous blood sample): Kposb, cobpaHHas nocne npsiMoro npokarbl-
BaHWSA BeHbl, 06bIMHO C MOMOLLBIO UMbl U LLNPULLA UK APYroro yCTpocTBa Ans cbopa KposM.

MpwnmeyaHun e — BeHosHasi KPOBb MOXET ObITb cobpaHa 6e3 406GaBOK TWNa aHTUKOArynsiHTOB UMW KOHCepBaH-
TOB, V1 B 9TOM cryyae oHa bydet HecTabunbHON; BEHO3Has KpOBb MOXET Takke ObiTb coGpaHa B KOHTeHepbl, cogepalume
Jo06aBKM UnNu KOHCepBaHTbI ANst cTabunuaaumm onpeaeneHHbIX KOMMNOHEHTOB.

3.36 ob6bemHas gons apuTpouuToB B KpoBU (volume fraction of erythrocytes in blood): Mponopuus
KneTok B obpasLie KpoBM.

MpunmevaHusn

1 BbipaxeHHas kak 4orns, 4acTo 0603Ha4aeTCsA U Kak NPOLEHT (06bIYHbIN) n3 eguHuLbl CU.

2 WHorpa HasbiBaKT «reMaToKPUTOMY, MO HAMMEHOBAHUIO MHCTPYMEHTA, MEPBOHAYANbBHO UCMONb30BAHHOIO AN
onpegenenns 06 beMHON 4ONW SPUTPOLUTOB B KPOBU.

4 lpoekTupoBaHue U pa3BUTHE

4.1 O6wue TpeboBaHUA

MpumeHsitoTcs TpeboBaHus, onpegenerHble B UCO 13485.

TpeboBaHus, onpeaeneHHble B EH 13532, npuMeHsoT npu oueHke 3kcnnyaTaunoHHbIX XapakTepucTuk
CUCTEeMbl MOHUTOPWHTA in vitro nepoparnbHO Tepanuu aHTUKoarynaHTaMmu.

MpwumeyaHue—Pasgensl 6 1 8 onuckiBaloT 4eNCTBUA NpU BepuduKaumm NpoekTa, KoTopble NpeaHasHaveHbl
Ans obecneyeHns rapaHTUM CnocobHOCTM NPoAYKTa COOTBETCTBOBATL XapakTEPUCTUKaAM NPELIM3NOHHOCTH, MPaBUNBbHOCTH,
6e3onacHocTn 1 HagexHocTu. Paspen 9 onuckiBaet aencTens Npy Bepudmkaumm NpoekTa, KoTopble NpegHasHavYeHbl Ana
obecneyeHnsi rapaHTUM COOTBETCTBUS YCTPOICTBa TpeboBaHUAM nonb3oBaTens.

4.2 UHTepBan uamepeHus

MHTepBan nsmepeHuns cuctembl 4osmkeH ObiTb, MO KpanHei mepe, ot 1,0 4o 6,0 MHO.

4.3 besonacHocTb

MpumeHsoT TpeboBaHug, onpeaeneHHble 8 MOK 61010-1 M MOK61010-2-101.

4.4 MeHeXMeHT pUucka

4.4.1 MNMpueMneMocTb pUCKOB

M3roToButenb AOIPKEH onpeaenuTb NpUeMneMocTb NoTeHLMaNbHbIX PUCKOB, OCHOBLIBASICb HA 3HAHWM,
Nno MeHbLUen Mepe, criefyoLmX hakTopoB:

a) npepgnosiaraemoro UCnosnb3oBaHUA NPOAYKTa;

b) HaBbIkOB U OrpaHUYeHns Nonb3oBaTenen:

C) 3awmThl NPOTUB HEYMBILUNIEHHOrO U3MEHEeHUA NnapamMeTpoB HACTPOUKWN (Hanpumep, cooblyaemble
eauHULbI);

d) BeposATHBLIX OTKIOHEHUA OT peKoMeHA0BaHHOTO OBCNYXUBaHUA, METOANK PaboThl U KOHTPONS;

€) BNuUsaHUs nHTepdepupyoLLIMX BeLLecTs.

M punmeyaHn e — PykoBogswme NpUHLMNGI ANS OLEHKN NOTEHUMaNnbHO MHTEpEepUpyoWmx BeWeCTs, cMm. [9].

4.4.2 OueHka pucka
MpumeHsioT TpeboBaHus, onpegeneHHble B UCO 14971.
BbINomnHss oueHKy pyucka, M3roToBUTENL AOMKEH NPUHSATL BO BHUMaHWe cneayouee:
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a) cepbesHOCTLNOCNeAcTBUl HeOGHaPYKEHHOro 0TKasa (HanpuMep, NoTeHUanbHbIA Bpea naumeHTy);

b) BepoATHOCTb BO3HUKHOBEHMWS OLUMOKM (Hanpumep, HeAoCTaTOUYHbIN 06bem Npobbl NN HenpasWUb-
Hoe pasmelleHne eANHULLBI peakTUBa) u

C) BeposITHOCTb HECMOCOGHOCTU CUCTeMbl OBHapPYXUTb OLIMOKY (Hanpumep, AeeKTHble BHYTPEHHUe
AaTYUKM UHCTPYMEHTA).

MpumevaHwusn

1 Hacrosawwi ctangapT He onpegensieT ypoBHU NPMEMITEMOCTU pUCKa.

2 PykoBogsiwme nNpvHUMNbI A4Nsi TOro, YTo6bl MaeHTUULMPOBaTL NOTEHUMaNbHbIe ONACHOCTU OT UCMONb30BaHUSA
«&AMHNLbI NCMONBb30BaHNS YCTPOWCTBY, cM. [10].

3 MeHemXMeHT pucka BkIto4aeT B cebs aHanus, oueHKY, yMeHbLLIEHUE U KOHTPOIb PUCKa.

4.5 AcneKkTbl 3proHoMM4ecKoro u YenoBeyeckoro paktopoB
MpynnpoekTUpoBaHNU CUCTEMbI MOHUTOPWUHTA in Vitro NnepopasibHOU Tepanum aHTUKoarynAaHTaMu A0MKHbI
BbITb YUTEHbI OTHOCSILLMECS K AETTY 3PrOHOMUYECKUN 1 YenoBedeckuid hakTopbl, BKIOYas, N0 MeHbLLEH Mepe,
criegytwoulee:
a) acnekTbl Nofb3oBaTeNs:
- BbIOOp,
- obyueHue,
- cornacue;
b) okpyxatoLyto cpeay UCNoOMb30BaHUS:
- Temnepartypy,
- BIA@XHOCTb;
C) CBOWCTBa CUCTEMBI:
- YCTOMYMBOCTL K yaapam,
- CcTabunbHOCTL PeaKkTUBOB;
d) nHTepdenc nonb3oBaTens:
- ynobcTBO NpUMeHeHus,
- yaob6cTBo ob6cnyxumBaHus,
- 3alWUTY OT TUMNYHOTO KM3HOCa», C KOTOPBIM MOXHO CTOSIKHYTLCSA B OKpYXXaroLlen cpeae UCnosb3o-
BaHus,
- ypo6o4nTaeMocTb pesynbTaTos,
- HenpaBW/bHbIE YCNOBUA U OLUMBOYHBIE COOBLLEHMS,
- 0AHO3HauYHble coobLLeHUs NoNb3oBaTenNto (HanpUMep, «HU3KUIA 3apag baTtapen» Unn «HN3KUA pe-
3ynbTaT», a He TOMbKO KHU3KOY),
- NpoBepKa Nnonb3oBaTenem Hagnexaluero MyHKUNOHNPOBaHNS CUCTEMBI.
4.6 OGecne4yeHue KauecTBa U CpeACTBa KOHTPONA pUcka
4.6.1 O6WMe nonoxeHus
O6ecneveHne kavecTBa CUCTEMbI MOHUTOPUHIA NEepPopParbHOM Tepanumn aHTUKOArynaHTaMmn COCTOUT U3
MHOXecTBa anemeHToB. CM. npunoxeHne E ang onvcanus pasnunuHbIX aneMeHToB obecrnevyeHna kavecTsa,
KOTOpPbIe MOTYT BbITb NPUMEHEHBI.
MarotoBuTenb gomkeH obecnevnTs cneunduiHbie Ana YCTPONCTBa MEPBI KOHTPOMA pUcKa, Kak 9Toro
TpebyeT nnaH MeHemKMeHTa pucka. MpumersoT TpeboBaHus, onpeaeneHHble B UCO 14971,
Mepbl KOHTPONS pUCKa, BKIHOYas NoBble orpaHnYeHnst, AOMKHbI ObITb ON1caHbl B UHCTPYKLMAX MO NpuMe-
HEHMIO U B Mporpamme COOTBETCTBYHOLEro 0byyeHuns.
Mepbl KOHTPONS pUcKa AOMKHBI BbITb y4TeHbI NpK 06paszoBaHUM U 0ByYeHNM NoNb3oBaTenein U paboTHU-
KOB 34paBoOXpaHeHus (CM. pasgen 7) Tak e, kak cnefyoLiue 311eMeHTbI.
4.6.2 MNpoBepka UsMepeHus
Kaxgoe namepeHune, 0 KOTopom coobLUaeT cucteMa MOHUTOPUWHa in vitro nepopansHoi Tepanini aHTUKo-
arynsiHTamu, 4ofmKHO BbITb NPOBEPEHO BHYTPU CAMOI N3MEPUTENBHON CUCTEMBI.
XapakTep 1 cTeneHb BHYTPEHHEN NpoBepku, KoTopas 6yaeT BbiNofHEeHa U3MEepPUTENbLHON CUCTEMON,
AOMKHEI 6bITb ONpeaeneHbl pesyrbTaTaMmu aHanumsa pucka.

MpumMeyaHun e — Heobxogumo, YToBbl MCNONB30BaHNE PEaKTUBOB C NMPOCPOYEHHBIM CPOKOM rogHOCTH 6bino
npegoTepalLeHo.

4.6.3 KoHTponb paboTbl cuctembl

MaroToBuTenbs AOMKEH NPeAoCTaBUTL METOAMKY KOHTPOMS U MHCTPYKLLM NO NPUMEHEHUIO KOHTPOMbHBIX
mMaTepuanos.

Mpoueaypa KOHTPONs OOMkKHa GbiTb MoaTBepxkaeHa. MpumeHstoT TpeGosaHua, onpedeneHHble B
nCO 15198.
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KoHTponbHbIA MaTepuan MOXeT COCTOATb U3 XKMAKOro KOHTPOMS, UHTErPUPOBAHHOTO KOHTPOIS UM KOM-
6uHaunn obeunx opm.

Ecnn 6ygeT ucnonb3oBaTtbcst PMU3NYECKNA KOHTPOSb (HanpuMep, KOHTPOMbHas nonoca), To U3roToBK-
Tenb AOMXKeH NpeJocTaBUTb UHCTPYKLUN MO MPUMEHEHUI0 (PU3NYECKOro KOHTPOSSA Ha MHCTPYMEHTE,

Mepen kaxxabiM nsMepeHem obpasLia KpOBUW MpoBepKa M3MepPeHUs 4oMmMkHa BbITb NpoBeaeHa coBCTBEH-
HbIM KOHTPOIEM MOHUTOPA C UCMONMb30BaHWEM BHYTPEHHETO MW BHELLHEro hU3n4eckoro KOHTPOs CUCTEMBI.

KoHTponbHbIe 3MepeHUs ¢ MPUMEHEHNEM XUOKUX KOHTPOMNbHbLIX MaTepuanos A0MKHbI OblTb BbINONHE-
Hbl KaXKbIA pas, koraa UCMonb3yeTCst HOBLIV NakeT peakTUBOB, KOrAa NoslyYeH HeoXnAaHHbIA pe3ynbTaT U Kor-
aa aToro TpebylT MEeCTHble MHCTpyKUMU. XKuMakMe KOHTpombHble cpeacTBa MoOryT OblTb 3amMeHeHbl
WHTErpupoBaHHbIM OYHKLMOHANEHBIM KOHTPOMEM.

JencTBus, koTopble AOMKHbI BbITb NPEANPUHATHI, KOrAa KOHTPOSbHbIE Pe3ynbTaThl HAXOASATCS BHE yCTa-
HOBIEHHOIO AnanascHa, A0KHbI ObITh NPUBEAEHbI B UHCTPYKLIMSX MO NPUMEHEHUIO.

4.6.4 MNpoBepka akcnnyaTauUMOHHbIX XapakTepUcTUK NpU caMoOTeCTUPOBaHUMU

MaroToBuTENb 4OMKEH peKOMeHA0BaThb MNoSb30BaTENsIM METOANKY MPOBEPKN NPUEMNEMOCTU pesybTa-
TOB CaMOTECTUPOBAHMS.

MpoBepka AomkHa OblTb OCHOBaHa Ha cpaBHEHWM Pe3ybTaToB, NOMYYeHHbBIX Nofb3oBaTenem 1 paboT-
HWKOM 3paBoOXPaHeHNs B yKkaszaHHble UHTepBanbl. PekomeHayeTCs UHTepBan WecTb MEeCSALEB UMM MeHbLLE.
Ons nonb3oBaTtenem, BHOBb MPYMEHSIIOLLMX CaMOTECTUPOBaHWE, MOTYT BbiTb HeoBxoaumel 6onee YacTble Npo-
BEPKM TEXHWKN BLINOMHEHWS UCCREA0BaHNA, HanpUMep eXeMeCcaYHo.

4.6.5 OueHKa BbINONHEHUA NoNb3oBaTeNeM UHCTPYKUMIA U3rOTOBUTENA U Bpaya

WaroToBuTENb AOMKEH PEKOMEHAOBATL B UHCTPYKLMAX NO NPUMEHEHWUO ANS MeAULMHCKUX paGoTHUKOB
noaxoasiiue MeTOANKNA KOHTPOIS Y OLLeHKW BbIMOTTHEHUS MOMNb30BaTeNeM UHCTPYKLWIA U3roTOBUTENSA U Bpaya.

4.7 MeTponoruyeckas npocneXXuBaemocTb

K npoueccy kanubpoBKM U3roTOBUTENEM YCTPOWCTB MOHUTOPWHTA in vitro nepopankHoi Tepanmm aHTUKO-
arynsiHtamu 4omkHbl 6bITb MpUMeHeHbl TpeboBaHus, onpeaenedHble B UCO 17511.

Pe3ynbTaTthl nsmepeHust 0TO6paHHON U/nnnM NOCTOSIHHON METOANKN U3MEPEHNS 3roTOBUTENS AOIKHbI
6bITb NPOCneXUBaeMbiMU K TAKOBbIM pekomeHgoBaHHon BO3 pyqHoi MeToauku nsmepeHunst nokaumpaHmem
npoBupKK, ¢ UCNOoMb3oBaHNEM MeXayHapoaHOro pedepeHTHOro Npenaparta TpombonnacTtuHa [11].

MpwnwmeyaHwn e — B pekomengyemon BO3 py4Hol meToavke namepeHusi nokaunBaHnem npoGupkm Ncnonbayot
CBEXYI0 LMTpaTHyIo Nnnasmy, Torga Kak B yCTPOMCTBaX ANA CaMOTECTMPOBAHUSI UCHONb3YIOT CBEXYI0, HeoGpaboTaHHyo
KpoBb. [pu kanMbpoBke YCTPOWCTB NPUMEHSIIOT naparnnensHoe N3MepEHNe CBEXEN MNa3mbl U KPOBU OT OQHOMO U TOTO Xe
nauveHTa. B aTom cny4ae o6pasubl KpoBU criyxat kanubpaTtopom.

Ecnv B NocToAHHON METOAUKE U3SMEPEHUSA N3rOTOBUTENS UCNONb3YETCA KPOBb, TO KanubpoBka MeToANKN
no mexgyHapogHoMy pedepeHTHoMy npenapaTy BO3 1 meToanke nokaunBaHns npoOypku A0mmkHa 6biTb Npo-
BeAeHa nyTeM napannensHoro UsmepeHus Kposu U nrasmel. NMpu kanubpoBke pyTUHHON METOANKA U3MePEeHNA
KOHEeYHOro Nosb3oBaTens AoMmMKHa GbiTb MCMOMb30BaHa KPOBb.

EcnunnoctosiHHas MeToauka UsMepeHust U3roToBUTENsI UCMONb3yeT Mia3My, B 3TOM criyyae nnasmMa gosn-
XKHa 1Cnonb3oBaThcs NpU KanMbpoBke MeToauKV No MexayHapoaHoMy pedepeHTHOMY npenapaty BO3 u
MeToauke nokavynBaHus Npobupkn. Mpu kannbpoBke PyTUHHON METOAMKN U3MEPEHUS KOHEYHOTO MoNb3oBaTe-
N5 4OMKHO NPOBOAUTLCA NapannesbHoe U3MepeH e NnasmMbl U KpoBU (Hanpumep, UCNonb3yst O4HY U Ty e nap-
TUIO peaKkTUBOB).

Llenb npocnexxnsaemocT 4OMKHA BKOYaTh B ce65 HaCTONbKO Marsio LWaroB, HaCKoSbKO 3TO NpaKTuec-
KW BO3MOXHO, 4TOObI MMHMMU3MPOBaTbL KOMBUHNPOBAHHYIO CTaHAaPTHYIO HeonpeaeneHHOCTb N3MEPEHUS.

MpumeyaHwne—Tlpyumep LUeNM NPOCNEXMBAEMOCTMN AN TUNMYHOW OTKaNMGpOBaHHOW N3rOTOBUTENEM CUCTeE-
Mbl MOHUTOPWHIA in vifro nepopansHoM Tepanum aHTUKoarynsaHTamMy nokasaH B npunoxeHum B, pucyrnok B.1. N3o6paxeHune
nornHom uenu npocnexmsaeMocTtu B3ATo n3 NCO 17511, pucyHok 5. 3TOT NpuMep He NpegHasHaveH Arnsi NpeacTaBneHns
€MHCTBEHHO BO3MOKXHOW NOAXOASALWEN Lieny NPOCNEXMBaeMOoCTH.

Mepbl KOHTPONS AOSKHBI BbITb OCyLlecCTB1eHbl B Npeaenax KaXXgoro wara npouecca KanubpoBsKn Ansi
OTCneXxnBaHuaA, oLeHKN N KOHTpOoNnA /:lpe|7|d)a N N3AMEeH4YNBOCTHN.

MpwnmeyaHwne—Wupekc cnocobroctn npouecca (Cpk) MoxeT ObiTb UCMONB30OBaH A onpeaerneHns u obHa-
py>xeHust HegonyctTumoro gpevida. Cm. [12].

Kannbposka NoCTOAHHOW METOANKN U3MEPEHUSA U3rOTOBUTENS A0MMKHA ObITb NPOBEpeHa B Npedonpeae-
MeHHBIX MHTepBarnax no BeIbpaHHbIM MeToANKaM U3MepeHUst n3roToBuUTens. B kauyecTBe pykoBoacTBa MOryT
ObITb cnonb3oBaHbl [13] n[14].

8
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Pa6ounii kanubpaTop M3roTOBUTENS MOXET ObiTb MPEeACcTaBUTENbHONM NaHernbio obpasLoB CBEXen
KanurnspHOM UM BEHO3HOM KPOBU, KOTOPLIE OXBaTLIBAIOT MHTEPBAN UsmMepeHus:, 4Tobbl rapaHTUpPOBaTh KOM-
myTabenbHOCTb KanubpaTtopa ¢ pedepeHTHOW MeTOANKOH nsMmepeHus. M3roToBuTenn AomkHbl onpeaenntb
MEeTOAUKY U Nepuo/] BpeMeHU, B Te4eHUe KOTOPOro MOryT UCMOSb30BaThCs CBeXMe o6pasLibl.

5 UHdopmaums, nocraBnsiemasi U3rotoBuTenem

5.1 O6wue Tpe6oBaHuA

WMHopmaums, nocTaBnsieMasi nonb30oBaTeNisiM UsroToBUTENEM, I0SPKHA ObITb SICHOW 1 KpaTKOM!, C NpuMe-
HEeHWeM NPOCTbIX TEPMUHOB, KOTOPbIE MOHSITHBI HEeMpodeccuoHanam.

MHdopmanmsa gomkHa 6bITe XOPOLLO NpeAcTaBneHHON U NIErko YNTaeMo.

Tam, rae a1o uenecoobpasHo, creayeT NMPUMEHSATbL CUMBOIbI U nNAtocTpauui. CUMBOMbI AOMKHBI COOT-
BEeTCTBOBaTb MEeXAyHapoAHbIM cTaHaapTam. Ecrniv 6yayT npyuMeHeHbl CUMBOSbI, AN KOTOPbIX HE CyLLecTBYeT
cTaHAapTa, OHU AOMMKHBI 6bITh ONMCaHbI B TEKCTE.

JormkeH Ncnonb3oBaTbes A3bIK(M) CTpaHbl, B KOTOPOW pacnpocTpaHsaeTcs cucTemMa MOHUTOPWUHTa in vitro
nepopanbHOW Tepanun aHTUKoarynsHTamMu; Apyrue sisbikv IBAS0TCA AONONHUTENBHBIMU.

CopaepkaHune UHCTPYKLIMIA MO NPUMEHEHUIO AOITKHO BblTb MOHATHO ANs nogen 6e3 Hay4yHoro Unn TexHU-
yeckoro obpazoBaHus.

MHCTpyKuMM No npUMeHeHNIo AOMKHBI cofepkaTb HoMep NepecmMoTpa Uiu rog U Mecsil, U3gaHus.

5.2 MapkupoBKa UWHCTpyMeHTa ANA MOHUTOpPUHra jn Vitro nepopanbHOW Tepanuu
aHTUKOarynsaHTaMmm

MHCTpYMEeHT ANst MOHUTOPWHTA in vitro nepoparnbHON TepanyMu aHTUKoarysisiHTaMmu JoMmkeH ObiTb MOeHTu-
d1uMpoBaH MapKUPOBKOK, BKITIOYAIOLLEN, KaK MUHUMYM, CIeayIoLLyI0 MHopMaLmio:

a) HavMeHOBaHWe UN TOProBYIO MapKy U3rOTOBUTENS U adpec U3roTOBUTENS;

b) HaumeHoBaHWe nNpoaykTa U ero obosHaveHue (aTa nHpopmauma AoIPKHa HeNnocpeACTBEHHO HaxXo-
ANTbCA Ha ApbIke, NPUKPENNeHHOM Ha YCTPOWUCTBE);

C) npegnonaraeMoe NpuMeHeHue, BKIoyas yTBepXaeHne, UTo UHCTPYMEHT NpeacTaBnaeT cobon meau-
LMHCKoe u3genve ana AMarHoCTUKW in vitro AN camoTecTMpoBaHUs, 1 MHOPMaLMIO OTHOCUTENBHO peakTu-
BOB, KOTOPbLIE UCTIONb3YIOTCA C UHCTPYMEHTOM;

d) HoMep napTum U1 cepum, HaxoasiLLMnCa HenocpeACTBEHHO Ha ApIbIKe, NMPUKPENIEHHOM Ha YCTPO-
CTBO;

e) ycrnoBusi Ans XxpaHeHust 1 06paboTku, ecnv npeaycMOTpeHbI;

f) ccblnky Ha pykoBOACTBO A5 NOMb30BaTENs U UHCTPYKL UK NO NPUMEHEHHUIO.

Tam, rge aTo LenecoobpasHo 1 paspeLleHo NpaBuiamu, MHopMaLns Ha STUKeTKE OMKHA ObITb NpuBe-
AeHa B popme crmBornoB. CUMBOIbI 4OMKHEI COOTBETCTBOBATL NpaBunam U ctaHgapTam. Bce cumsonsl gormk-
Hbl ObITb OnMUCaHbl B MHGOPMaLWUM, MOCTaBNSEMON BMECTE C UHCTPYMEHTOM ANsl MOHWTOpWHra in vitro
nepopanbHOM Tepanun aHTUKoarynsiHTaMu.

5.3 UHCTpyKLUN NO NPUMEHEHUI0 cUCTEeMbl ANA MOHUTOPUHra in vitro nepopanbHON Tepanuu
aHTUKoarynsiHTamm

MpumeHstoT TpeboBaHus, onpeaenexHHblie 8 UCO 18113-5.

K cucteme gomkHa GbITh MpUnoXkeHa MHCTPYKLUMS MO NPUMEHEHMIO, BKITloYatowas B cebsa crieayoLlyo
NHopMaLuto:

a) HaMMeHOBaHWe UM TOProByto MapKy U agpec U3roTOBUTENs, HAaUMEHOBaHNe U agpec AUCTPUBLLo-
Topa, ecrnv NPUMeHUMO, 1 cNocob NonyyYeHUs NOMOLLA.

MpumeyaHwne—[na MeauumHCKux YCTPONCTB ANA AWArHOCTWKK in vitro, npogasaembix B EBponerickom coto-
3e, [inpextuea 98/79/EC [15] TpebyeT HauMeHOBaHUs 1 agpeca «aBTOPU3OBaHHOIO NPEACTaBUTENS», ECINW N3TOTOBUTENb
He pacnonoxeH B EBponerickom cotose;

b) HanmeHoBaHWe NpodyKkTa unu ero 0603HaUeHWE;

C) npegnonaraemMoe UCNob30BaHNe YCTPOWCTBA;

d) MpUHLMN MEeTOANKN N3MEPEHNST;

€) MOCTOSIHHYIO METOAMKY U3MEPEHUS N3rOTOBUTENS W/UNKU pedepeHTHbIA MaTepuarn, npegHasHaqeH-

HbI U3roTOBUTENEM ANs OLEHKN pabounx xapakTepucTuK;

f) Tun o6pasuoB, NCMOML3YEeMbIX U3FOTOBUTENEM ANS KANNMBPOBKN (HaNpUMep, KPOBb UMK Nasma);

g) onpedeneHHble PeakTMBbI, KOTOPLIE AOMKHBLI MCMOMb30BaATLCS;

h) meToguky usmMepeHus, KOTOpPOn AOMKHBI cliedoBaTb, NCMONb3YS YCTPOUCTBO, BKIOYaA cnegytollee:
- rocnegoBaTenbHOCTb NOArOTOBKA UHCTPYMEHTA K USMEPEH U0, BbINOSTHEHWS M3MepeH st (BKoYast
06beM 1 pekoMeHAoBaHHEIN B1a 06pasLia) M oBCnyKuBaHus ycTponcTaa;
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- rnocneaoBaTenibHOCTb PErynnpoBKU (Hanpumep, NCnonb3oBaHmne Yucna, KogoBoM Nonockl, KOAOBO-
rouyuna), UsmepeHns 1 NPoBepKX 1 Jonyckaemble BpEMEHHbIE MHTepPBasibl MEXAY HUMU;

- eA4WHULUbI M3MepeHUnsi, O KOTOpbIX coobLyaeT YCTPONCTBO Ans 3HadeHua MHO (Hanpumep, npo-
LeHT);

- COBETOTHOCMTENbHO TOro, YTo AenaTh, Koraa MHCTPYMEHT Bbldan olmnboYHble COODLLEHMUSA, HEOXN-
AaHHble pe3ynbTaThl UK pesynbTaTbl BHE YKazaHHOTo MHTepBana UsmepeHui;

i) ycnoBus BHelHel cpeabl (HanpuMmep, TemnepaTtypy U OTHOCUTENbHYHO BIIAXKHOCTh), B KOTOPbIX MOXET
NCnob30BaTLCHA CUCTEMA;

j) AeTanbHylo NpoLeaypy, KOTOPON AOSKEH cnefoBaTh NofNb3oBaTeNb NPy Hanagke yCTponcTea, ecnu
NPUMEHNMO;

K) OeTanbHble METOANKM KOHTPOIA NoMb30BaTeNs, BKNOYasa naeHTUnkaLmio KOHTPONbHOro MaTepua-
na, KOTOpbI NCMONb3yeTCA A4NA NOATBEPXKAEHUS TOr0, YTO CUCTEMA MOHUTOPWHTA in vitro nepoparnbHoOi Tepa-
nMAK aHTUKoarynsHTamum paboTaeTt AOMKHBIM 06pa3oM, BaXKHOCTb BLIMNOSIHEHUSI METOAUKA KOHTPOSSA, U COBET
OTHOCUTENbHO AeNCTBUIA B Crydae, ecriv peayrbTathl KOHTPOMS HENpUeMnemsbl;

[) TmMn oBpasua, KoTopbIM UCMoMb3yeTcH Tak Xe, kak Mbble cneunanbHble yenosus cbopa u npeasapu-
TenbHoM 06paboTku;

m) Mepbl NPeaoCTOPOKHOCTU, KOTOPbIE AOKHBI BbITb NPeANPUHATHI, YTOOLI YMEHbLUUTL PUCK UHeK-
Unn (Hanpumep, oT NPeALIeCTBYIOLWEro UCNOMb30BaHNA UHCTPYMEHTa U HenpaBuUIlbHOro yaaneHusa buono-
rMYecKn onacHelX MaTepunanos nccrnegoBaHnn);

n) Mepbl NPeAOCTOPOXHOCTU, KOTOPbIe AOIKHBI GbITb NPeANPUHATLI, YTOBbLI NPeaoTBPaTUTL NOBPEXae-
HWe cuCTeMbl (Hanpumep, OT 3MeKTPOCTaTUYEeCKOro paspsaaa, MarHUTHBLIX MOSe, BLICOKOW TemnepaTyphl,
BMNaXHOCTW, BUOpALMN 1 APYrMX BHELIHUX BIUSIHUA UK APYTUX YCIIOBUI BHELIHEN cpeabl, ecrniv MpUMEeHUMO
(cM. pazgen 5 MOK61010-2-101);

0) onucaHmne nobBACHEHNE No6bIX CUMBOJIOB, UCMONb3YEMbIX B MAPKUPOBKE 1 B UHCTPYKLMAX MO NpUMe-
HEeHWto;

p) PYKOBOOCTBO OTHOCUTENLHO AEWCTBUNA, KOTOPbIE AOMKHbI ObiTh NPEANPUHATEI NoMb3oBaTeneM Kak
crneacTBue pesynbTaTa, BKoYas:

- CCbIMIKY Ha MHCTPYKUMK, AaHHbIE MEAULUHCKUM paboTHUKOM, U NpeaynpexaeHue He OTKNOHATLCS
OT 3TUX UIHCTPYKLMI Ha OCHOBE pesynbTaTta, 6e3 KOHCYNbTaLuu ¢ MEAULUHCKAM PabOTHUKOM;

- COBET OTHOCUTENbHO TOro, Kak NoCTynaTh, eCiv pe3ynbTaT COMHUTENEH NS Nonb3oBaTens;

- yKasaHwe TOoro, Kak cMcTeMa MOHWTOPUHIa UsBeLwlaeT Nonb3oBaTensa O BbIXode pesynbrata 3a
npegerbl yKkasaHHOro MHTepBasna uamepeHus (Hanpumep, ownboUHbIe coobLeHus, yBeaoMNeHNs
06 olunbke);

q) VHbopMauuo oTHoCUTENbHO BesonacHOro yaaneHUs cucTeMbl U ee KOMMNOHEHTOB, NPy HeoGxoau-
MOCTW.

MHCTpyKUMKM ANSA NCNOMb30BaHWUSA OOITPKHBI coAepKaTb pekoMeHAaunn 0THOCUTENbHO AeACTBUA, KOTO-
pble cregyeT npeanpuHUMaTh, eCriv NPOBEPKa YKaXeT HernpueMnemblil pesynbTar.

5.4 MapkupoBKa peakTUBOB U KOHTPONILHOro Matepuana

PeakTuBbl 1 KOHTPOIbHBIA MaTepuan AOMKHbI BbITb UOSHTUULNPOBaHBI 3TUKETKON UM 3TUKETKAMM.

MpumeHstoT TpeboBaHusa, onpegenerHbie B UICO 18113-4.

Kpome Toro, Ha aTUKeTKY AOMKHa ObITh HAaHeceHa criedytowan nHdopmauus:

a) yKkasaHuve nepuogaBpeMeHU, BbIpaXeHHOTO Kak MecaLbl U/Unu aHW, B TEYEeHUe KOTOPOro peakTuB Ao
KeH 1CMoNb30BaThCA Nocne AaThl NePBOro OTKPLITUSA HEMOCPEACTBEHHOW YNaKOBKN peakTUBa;

b) ccbinka Ha MHCTPYKLMU NO MPUMEHEHWIO;

C) VMHCTPYMEHT, NpegHasHa4yeHHbIN 415 UCMOSNb30BaHWA C peakTUBaMMu.

Ha aTukeTKy AomkHO BbITb HAHECEHO NpeaynpexXAeHne O Cneayrowem:

d) ucnonb3oBaHe peakTNBoOB co cneunduumpoBaHHLIM YCTPONCTBOM A4S MOHUTOPUHra in Vitro nepo-
panbHON Tepanuu aHTUKoarynsaHTaMm 4ns nony4eHns HagexXHbIX pe3ynbTaToB UsMepeHus;

e) 6e3onacHoe yganeHue peakTUBOB NOCHE UX UCNONb30BaHNSA.

[omxeH ncnonb3oBaThCs A3bIK(M) CTPaHbI, B KOTOPO NPUMEHSAOT peakTUBLI U KOHTPOMbHBLIA MaTepuan;
Apyrne A3blkn ABNATCA JONOMHUTENbHBEIMU.

5.5 NHCcTpyKUMU NO NpMMeHeHUI0 peakTUMBOB U KOHTPOJIbHOTO MaTepuana

PeakTuBbl 1 KOHTPOSbHBLIA MaTepuan, UCMOoNb30BaHNE KOTOPLIX NPeAyCMOTPEHO C CUCTEMOW MOHUTO-
PUHra in vitro nepopaneHOi Tepanum aHTUKoarynsiHTaMmu, 4oSMKHBI CONPOBOXAATLCA MHCTPYKLMAMU NO NpUMe-
HEHWULO.

MpumeHstoT TpebosaHus, onpedeneHHble B UCO 18113-4.

Kpome TOro, UHCTPYKUUMS MO MpUMEHEHNI0 AOIMKHA BKNOYaTh B cebs cneaytoLyo MHdopMaumio:

a) ykasaHue cnocoba nonyyYeHns TOMOLLM OT U3roTOBUTENA W/KUNKN AUCTpuGLIOTOPA;
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b) WHCTPYMeHT, onpeAeneHHbIA 41151 UCMOMNb30BaHUSA C peakTUBaMKN U KOHTPOJSIbHBIM MaTepUanomMm;

€) MexayHapoaHbIA MHAEKC YyBCTBUTENBHOCTM PeaKkTUBa;

d) ycnoeua xpaHeHus (Hanpumep, TeMneparypa, BNaXHOCTb, BO34eNCTBUE CBETA);

e) onoselleHWe NpeaynpexaeHns (ans peakTMBOB) OTHOCUTENbHO HEOBXOAUMOCTU NMIIOTHO 3aKpbIBaTb
KPbILWKY HenocpeacTBEHHOro KOHTelHepa Ans 3aliMTbl PeakTUBHBIX MOMOCOK UM CEHCOPOB OT BO3AEUCTBUSA
BO34yXa;

f) wHTepBan naMepeHns ¢ ykazaHuem BepXHEro 1 HKHero Npeaenos, B KOTOPbIX COOBLLAIOT O pesynbTa-
Tax MHO;

g) paboune xapakTepucTuku Ha si3bike, KOTOPLIA MOHATEH NpeanonaraeMoMy MoMb3oBaTenNto; NPOLUEHT
cooTBeTCTBUA 3Ha4YeHU MHO, koTopble nonyyatoT, ¢ Npoueaypon pedepeHTHOro nsmepeHust AomkeH 6asu-
poBaTbCA Ha UCCNeAoBaHUAX, YKasaHHbIX B pasgenax8 u 9;

h) nio6ble nHTepdepupyoLine BelLecTBa, ycrnosus Npo6 (Hanpumep, reMonus, XXenTtyxa, nunemus) unu
dusnonornyeckne ycnosnua (Hanpumep, UsmeHeHus1 B nepudepuydeckom KposoobpalyeHumn), BRnaowmne Ha
TOYHOCTb Pe3ynbTaTos;

i) MeToauKy U3MepeHUs, UCMOoNb3yeMyto ANsl OLeHKU pabovnx XxapakTepucTUK CUCTEMEBI, U onucaHne
METPONOrM4eckon NPOCNeXNBaeMoCcTu pe3ynbTaToB UsMepeHns Ao pedepeHTHON MeTOAMKA U3MEePEHUA Unn
cTaHaapTHoro o6pasua 6onee BLICOKOro YPOBHS;

j) MeToauKy U3MepeHUs, KOTOPOI HY>XHO CrieJoBaTb, BKNOYas:

- nocneaoBaTenbHOCTb LWAroB MNOAroTOBKM PeakTUBOB U BbINONIHEHWUA U3MEPeHNs:;
- BbIGOp BpeMeHU Mexay MHANBUAYanbHLIMUY LaraMmu, eCimn NPUMEHUMO;

k) OoeTanbHy0 METOAUKY KOHTPOMS U KOHTPObHBIA MaTepuan, KoTopble UCTIONb3YHOT A5 NPOBEPKN TOTO,
YTO Cc1CTEMa MOHUTOPUHTa in Vitro nepopanbHO Tepanuu aHTUkoarynsaHtamu paboTtaeT B npegenax ee ycta-
HOBEHHBIX paBo4nx XxapaKkTepuUCTUK.

Heobxoaumas nHopMaL s OTHOCUTENBHO PeakTUBOB W/WMW KOHTPOMbHBLIX MaTepuanoB MoXeT ObiTb
BKIlOYEHa B MHCTPYKLUM NO NPUMEHEHUIO YCTPOMUCTBA UM CUCTEMBI, €CIN U3rOTOBUTENb YCTPOUCTBA UM CUC-
TEeMbl — TO K& Camoe NNLIO, YTO 1 U3roToBUTENb peakTueoB. Mpu BHeCeHUU U3MEHeHUI B 3Ty UHopMaLnio
n3meHeHHast UHopMaLMsa 40SKHa ObITb MOMeLLeHa B UHCTPYKLMIO NO NPUMEHEHWIO peaKTUBOB.

6 WcnbiTaHne 6e3o0nacHOCTU U HAOEXKHOCTHU

6.1 O6wue TpeboBaHUA

6.1.1 Mporpamma

WcnbiTaHne 6e30nacHOCT M HaAeXHOCTY AOMKHO BbITb BEIMOMHEHO U3rOTOBUTENEM COTIacHO MMCbMEH-
Ho nporpamme. B nporpamme, No MeHbLUEN Mepe, A0MKHbI BbITb orpeaeneHbl UCNbITaHUS NpoeKTa, BKIovas
YUCNO UHCTPYMEHTOB, EANHUL, peakTUBa U MOBTOPHLIX U3MEPEHUIA Ha MHCTPYMEHT, U METOAUKU aHanusa aaH-
HbIX, U KpUTEpUU MpuemnemMocTn. PesynbTaTbl ncnblTaHWin 6e30MacHOCTU U HaAEXHOCTU AOMKHbLI ObiTh
3aperncTpupoBaHbl B oTHETE.

YkasaHHble TpeboBaHUS K UCMbITAHMAM ABASIOTCA MUHUMaNbHLIMU TPeGoBaHUSAMU.

LN vcnblTaHnia skcnnyaTaunoHHBIX XapakTe pucTMK Nporpamma AoSkHa BKMoyaTh B cebs cTatuctuuec-
koe 06 bsICHEHWE ANS UCMbITaHUS MPOeKTa.

MpumevaHunsn
1 TecTbl, onucaHHble B 6.2—6.8, ABMNAIOTCS TUMOBBIMMW UCTIBITAHUAMUA.
2 TecTbl, onucaHHble B 6.9—6.12, ABNATCA UCTBITAHUAMU PaBOUNX XapakTepUCTUK.

6.1.2 UHCTpyMeHTbLI U peakTuBbI

NHCTpYyMeHTbI U peakTunBbl, 0TOBpaHHbIe A UCTIbITaHUS!, AOMKHbI NPeACcTaBNAaTbL co60i eAUHULILI U3ae-
1M MaccoBOro NMpoM3BOACTBA.

[lna TUMOBLIX TECTOB B KaXA0OM TECTE AOSKHBI UICMNOMb30BAaTLCS, MO KpaliHel Mepe, TP MHCTPYMEHTA.

[na TecToB paboynx xapakTepUCTUK B KaXXOOM TecTe AOIPKHbI UCMONb30BaThCs, Mo KpalHen Mepe,
AeCATb NHCTPYMEHTOB.

6.1.3 Kputepuu npmemnemocTu

KpuTepuu npuemnemocTtu Anst CMeLLeHUsi U MoBTOPSIEMOCTU ANS UCTIbITaHNIA pabounx XxapaKTepmucTuk
B 6.10—6.13 A0/KHbI 6bITb BbIBEAEHbI U3 KPUTEPUSI TOUHOCTM cucTeMsbl B 8.6.1. O6BbsACHEHNe AN KpUTEepreEB
nMpUeMnemMocTy AOSTKHO ObITb 3aperncTpMpoBaHo B NpoToKoMe.

Cuctema MOHUTOPUHTa in Vitro NnepopanbHoi Tepanuu aHTUKoarynsiHTaMmn AohkHa Unu yaoBneTBopsTh
KpUTepusM NprUeMnemMocTu B KaxkOoM MporpamMmme UcrbITaHWi, Un AomKHa O6bITb MpU3HaHa HepyHKLMOHMPYIo-
LUen U He JoSMKHa NoKasbiBaTb YMCoBON pesynstat MHO.

OTkasbl yAOBNEeTBOPAThL KPUTEPUSIM NPUEMNEMOCTUN A0SKHbI ObITb UCCNEAoBaHbI.
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6.2 3auwura oT yaapa TOKOM

MpumeHsitoT TpebosaHua, onpegeneHHble 8 MGK61010-1, pasgen 6.

6.3 3awuTa oT MexaHMYecKux onacHocTen

MpumeHsitoT TpebosaHua, onpegeneHHble 8 MOK61010-1, pasgen 6.

6.4 dnekTpoMarHMTHas COBMECTUMOCTb

MpumeHsitoT TpeboBaHus, onpegeneHHble B MOK 61326. Kpome Toro, npumeHsiioT TpeboBaHus, onpeae-
NeHHble B NpUIoxeHun A,

6.5 TennoBasi pe3aUCTEeHTHOCTb

MpumeHsioT TpebosaHus, onpeaeneHHble B MOK61010-1, pazagen 10.

6.6 ConpotuBneHue BNaXHOCTU U XKUOKOCTAM

MpumeHsiloT TpeboBaHuA, onpegeneHHble B MOK 61010-1, noapasaensl 11.1, 11.21 11.3.

6.7 3awuTa OoT BbieNMUBLUUXCA FA30B, B3pbIBa U UMNNO3UU

MpumeHstoT TpebosaHus, onpeaeneHHbie B MOK 61010-1, nyHkTbl 13.1 11 13.2.2.

6.8 KoMnoHeHTLI ycTpoicTBa

MpumeHsitloT TpeboBaHuaA, onpegeneHHble B MOK61010-1, noapasaens 14.1, 14.4,14.5114.6.

6.9 UcnbiTaHMe paGouyux XapaKTepucTuk

McnbiTaHue pabounx xapakTepucTuk AOIHKHO ObITb BEINOMHEHO Nepea 1 Nocne Kaxaoro onpeaeneHust
MeXaHW4YeCcKoro conpoTueneHua yaapy, subpauum n sHegperuio (cMm. 6.10) u sawmMTel NPOTUB BO3AENCTBUS
Temneparypbl U BllaXHOCTH (cM. 6.11 1 6.12). PelueHns o cooTBETCTBUU/HECOOTBETCTBUN KPUTEPUAM AOSKHbI
6bITb OCHOBaHbI Ha BAUAHUU (hakTOPOB Ha CMELLEHUE U NOBTOPAEMOCTb CUCTEMBI.

BHe kaxaoro UcnbiTaHua pabounx xapakTepucTuk UHCTPYMEHT AN MOHUTOPUHTa in Vitro nepopanbHoi
Tepanuu aHTUKoarynsHTammn gomkeH 6biTb ypaBHOBeLUeH Npu TemnepaTtype (23 + 2) °C. PekomeHa0BaHHbIN
N3roToBUTEIEM KOHTPOMbHBIA MaTepuan unu noaxoasiuas anstepHaTnsa OMKHbI ObITe UCNONb30BaHbI A
MCMbITaHWA Pabounx XxapakTepuUcTUK.

MoxeT okasaTbeca TpyQHO OTAENUTL U3MEHUMBOCTb, 06YCNOBIEHHYIO CBOMCTBaMM 06pasua U KOMMOHEH-
TOB PEaKTUBOB, OT USMEHYNBOCTU, CBA3AHHON CO CBOMCTBaMMN KOMMNOHEHTOB UHCTPYMEHTA. OTO A0MKHO BbIThb
YUTEHO MpY NPOeKTUPOBaHUK TECTa U pa3paboTke KpUTEPUER NPUEMIEMOCTH.

KoHTpornbHas nonoca, kotopas MogenupyeT Nofocy peakTuaea nocre peakuun, nuv gpyron noaxoasawuin
KOHTPO/bHbIN MaTepuran MoryT 6bITb UCNONb30BaHbI 4111 NOATBEPXAEHUS TOro, YTo paboune xapakTepucTukm
CUCTEMbI HE M3MEHEHDI.

MpunMeyaHune— DNeKTPOHHbIE CUCTEMbI KOHTPONA MOryT coobwaTte pesynsratel B €auHMuax (Hanpumep, B
MUINUBOMBTAX), OTIMYAIOLLMXCST OT TEX, KOTopble coobuaoT Ans 06pa3LoB KPoBU. B aTOM cnyuae MoryT ucnonb3oBaTbca
cpeaHee 3Ha4YeHVe 1 NOBTOPSIEMOCTb 3HA4YEHUI, O KOTOPbIX COOBLWaeT yCTPONCTEO.

Mopsaok usmepeHust UcnbITyeMbix 06pa3suLoB gomkeH 6bITh onipeaeneH B nporpamme.

CpeaHee 3HauyeHne MHO u cpegHekBagpaTUHHOE OTKIIOHEHWE BOCMPOU3BOAUMOCTU AOMKHbLI ObiTb
Bbl4MCNEHbI Nepes KaXablM UCTILITAHWEM 1 MOCNE HEro, U Pa3fMYusl CpaBHEHbI C KPUTEPUAMU NPUEMNIEMOCTH.

a) CwmelleHne: pasnuune mexay cpegHuM 3HaveHnem MHO nocne ucnbliTaHus n cpeaHUM 3HaYeHneMm
MHO nepea ncnbiTaHuem OTKHO ObITb BLIMUCIIEHO U CPaBHEHO C KpUTEPUAMU NPUEMNEMOCTU ANA CMeLLeHNs.

b) MosTopsiemocTb: KBaAPaTHLIA KOPEHb Pa3NUUNSA MeXay BapuaHCon (CTeneHbio cBoboabl) noBTopsie-
MOCTU MOCNE UCMbITaHWUS U BapnaHCOW NOBTOPAEMOCTHN Nepea UCTbITaHUEM A0SHKeH BblTb BLIMUCIEH U CPaBHEH
C KpUTEPUEM NPUEMIIEMOCTN AN MOBTOPSIEMOCTM.

6.10 MexaHuveckasi ycTOM4MBOCTbL NPOTUB yAapa, BUGpaLMu u caaBneHua

6.10.1 MNMporpamma Tecta BUGpayum

BbINoNHAOT TecT pabounx xapakTepUcTuK, onucaHHbIN B 6.9.

BobinonHAoT TecT BUbpauuwn, kak onpeaeneHo B nogpasaene 8.3 M3K 60068-2-64.

Mocne Toro, kak UcnbiITaHWe BUGpaLUA BEINOSIHEHO, MOBTOPUTL TECT paboyvnx XapaKkTe pucTuK.

MpumensioT TpeboBaHus, onpegeneHHbie B nogpasgene 8.3 MOK 60068-2-64.

6.10.2 MNporpamma TecTa nageHus

[na npoBepku yCTOMYMBOCTU K MOBPEXKAESHUIO OT NageHUs BbIMOMHAOT UCNbiTaHne 6a3oBbix pabounx
XapaKTepuUCTUK, Kak aTo onpeaeneHo B 6.9.

BbInonHsA0T TECT NageHns, Kak 3To onpeaeneHo B nogpasaene 8.2 MoK 61010-1.

Mocne Toro, Kak UcnbITaHNe NageHst BbINONHEHO, NOBTOPSIKOT UCTbliTaHWe pabounx XxapakTepucTUK.

MpumeHsioT TpeboBaHus, onpeaeneHHbie B nogpasaene 8.2 MOK 61010-1.

6.11 MNpegenbl BO3aencTBUA TEMNEPaTypbl

6.11.1 MNMporpaMmma BbICOKOTEMNEpPaTypPHOro UCNbITaHUA

BuinonHsoT TecT pabounx XapaKTepucTuk, Kak 3To onpegeneHo B 6.9.

MoMewaloT MHCTPYMEHT B KaMepy, B KOTOPO MOXET GbiTb OTCNeXeHa BHYTPEHHAA TeMnepaTypa.
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YBenuuusatoT Temrepatypy Ao (50 £2) °C 1 ocTaBNsA0T MHCTPYMEHT Npu 3ToW TemnepaType Ha 8 4 B
Kamepe.

YaanawT UHCTPYMEHT 13 Kamephbl, AaloT eMy OXNaauTbea Ao TeMmnepatypbl (23 +2) °C 1 noBTOpsoT
ncnbiTaHe pabounx xapakTepucTuK.

[ns Tex cucTem, B KOTOPBIX PeaKTUBbI ABMSIOTCA COCTABHBIM KOMMOHEHTOM YCTPOCTBA U He MOTYT BbITb
oTAeneHbl OT MHCTPYMEHTA, YCIIOBUSA BbICOKOTEMMEPATYPHOro BO3AENCTBUA AOMKHBI 6bITh OrpaHU4eHbl yCro-
BUAIMU NMPUMEHEHUS, OnpeaeneHHbIMU U3TOTOBUTENEM.

6.11.2 lMporpaMmMa HU3KOTEMNEPATYPHOro UCTbITaHUA

BeInonHsA0T TecT pabounx xapakTepncTuk, kak 3To onpegerneHo B 6.9.

MomeLaoT MHCTPYMEHT B 3KOMOTMYECKYO KaMepy, B KOTOPON MOXET BbiTb OTCIEXeHa BHYTPEHHASA TEM-
nepaTtypa.

YMeHbLlaoT Temnepatypy Ao (—20 + 2) °C 1 ocTaBnalT UHCTPYMEHT B KaMepe Mpu 3Ton TeMnepaTtype
Ha 8 4.

TemnepaTypa MHCTPYMEHTa B 3KOJOrMYeCcKon kaMmepe ormkHa gocThyb (23 + 2) °C, 4yTobbl n3bexatb
KOHAEHcaLMW Briarn N3 Cbiporo BHELLHEro Bo3ayxa, KOHTaKTUPYHOLLEro ¢ XONo4HbIM UHCTPYMEHTOM. YaansiioT
WNHCTPYMEHT U3 KaMepbl 1 NOBTOPSIIOT TeCT pabounx XxapakTepucTuk.

[nsa Tex cucTem, B KOTOPbIX PeaKTUBbI IBMSIOTCS COCTABHLIM KOMMOHEHTOM YCTPOWCTBA 1 He MOTyT BbiTh
oTAeneHbl 0T UHCTPYMeHTa, HU3KoTeMNepaTypHble YCIOBUsSI BO3AENCTBUSA AOIKHBI 6bITb OrpaHuYeHbl YyCNoBU-
AMU NPUMEHEHUSA, orpeaeNeHHbIMN N3rOTOBUTENEM.

6.12 MNporpamma UcnbITaHMA BO3AENCTBUA BNaXKHOCTbIO

BeinonHsaoT ncneitaHne 6a3oBbIX paboyumnx XxapaKkTepucTuK, Kak 3To onpeaeneHo B 6.9.

MomeLlaT UHCTPYMEHTBI B KAMepy C KOHTPONMPYEMbIMU TeMNepaTypon 1 BNaXXHOCTLIO.

C1abunuanpyoT oTHocuTenbHY BnaxHocTb (RH), He koHaeHcupyemyto o (90 + 3) %, u TemnepaTypy
Ha ypoBHe (32 + 2) °C.

OcCTaBnAal0T UHCTPYMEHTLI B KaMmepe Ha 48 Y Mpu yKasaHHbIX TemnepaTtype 1 BaXHOCTU.

MepemellatoT MHCTPYMEHTBI U3 KaMepbl B KOMHATHbIE YCITOBUSA C OTHOCUTESbHOW BNaXHOCTbIO MeHee
60 % ntemnepatypoil (23 + 2) °C nocTasnsaoT Ha 15 MUH.

Llenb sToro Tecta — oueHka cTeneHn 1 adpdekTos NnornoLweHus BnaxkHocTu. liobas snara, nornoweH-
Has yCTpOMCTBOM BO BpeMsi NpebbiBaHWs B kamepe, coxpaHsieTcs B HeM. TeMnepaTtypa A0/mKHa JOCTUYb YPOB-
HS1 OKpyXXatoLLen cpeapl B TedeHue 15 MUH, Ho nonHon 6anaHcMpoBKX He TpebyeTcs.

MoBTOPAIT UCMbITAHNE PaBOYNX XapaKTEPUCTHK.

6.13 UcnbiTaHMe XpaHeHUs U UCNONBb30BaHUS PeakTUBOB

Ycnosus Ansa xpaHeHns, NCrnosb30BaHUs U TpaHCNopTUPOBaHUS peakTUBOB U KOHTPOSIbHBIX MaTepuarnos
[OMKHbI 6bITb OrpeaeneHbl U NPoBepPeHHI.

CTabunbHOCTb PeaKTUBOB U KOHTPOSbHbLIX MaTepUarnos B TEYEHNe Cpoka roAHOCTN Ao/DkHa BbITb Npoae-
MoHCTpupoBaHa. MNpumeHstoT TpeboBaHusA, onpegeneHHble B EH 13640.

7 Mporpammbl o6yuyeHusi n o6pazoBaHusA

7.1 O6yueHue MegULUHCKUX paGOTHUKOB

W3roToBuTenb AOMMKEH paspaboTaThb U NOATBEPAUTL NPOrpaMmmy obydeHus As MeaULMHCKUX paBoTHU-
koB. Mporpamma o6y4eHnUs AOIHKHa HayUNTs MEAULIMHCKUX paBOTHUKOB HaAnexallemy UCMoNb30BaHUIo CUC-
TeMbl, BbIGOPY NaLMeHTOB U MX 0BYYeHuto.

Mporpamma o6yyeHns Ans MeauLUHCKUX paGoTHUKOB A0MKHa BKoYaTb B cebs pekomeHAoBaHHbIe Kpy-
Tepun BbIGOpa NaUMEHTOB M OMNMCaHWE XapakTepUCTUK MoNb3oBaTens, crnocobHbIX MpeackasaTth ycrnex B
NCTONb30BaHUN CUCTEMBI.

MporHocTUYecKne XapakTepuUCTUKA AOMKHEI BKIoYaTh B ce6s:

- CMOCcoBHOCTL MOHUMATL KOHLLENLMIO NepoparbHOM Tepanuu aHTUKoarynsaHTamm v ee pPUCKOB;

- TOTOBHOCTb BBIMOMHATL CAMOTECTUPOBAHUE in Vitro nepopanbHOi Tepanuu aHTUKoarynsHTamu u
aKTUBHO COTPYAHWYATL C MeAULMHCKAM paBoTHUKOM B AOKYMEHTaLMK 1 MHopMalmnoHHoM oGMeHe Ang pery-
NMpoBaHUs Tepanuu;

- [0OCTaTOYHYH MTOBKOCTb PYK M OCTPOTY 3pEHUst 1

- OEeMOHCTpUpYyemMoe corfacue nauueHTa.

B cniyvasix, ecnu nauueHT He OTBeYaeT KpUTepusiM, nporpamma obyueHust JoIkHa cnocobCTBOBaThL
TOMY, YTO U3MEPEHUS MOTYT 6bITh BEINOMHEHbI 06y4YeHHBIMU POACTBEHHUKAMUW UMW APYTUMUA TPETbUMU ULLaMu,
KOTOpblE OTBEYAIOT KPUTEPUAM BhiGopa.
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7.2 O6yyeHue NnauueHTOB U ApPYruX nonb3oBarenen

MsroToBuUTEnNb AOMKEH paspaboTaTb U NpeaocTaBUTb Nporpammy obydeHust Anst NaLUeHTOB U ApYrux
nonb3oBaTesnien ycTponcTaa.

Mporpamma gomkHa BKAoYaTh B ce6A cneaylolmne areMeHThI:

- OCHOBHY0 MH(bopMaLMIO O CBEPTbIBAHAM KPOBU 1 Tepanvn aHTUKoarynsHTamu;

- 0bbsACHEHWe pe3ynbTaToB onpeaeneHus NnpoTpoMmbuHoBoro BpemeHn u MHO;

- obbsAcHeHWe onpeaenieHHOro Ans nauneHTa UHAMBMAYanNbHOro TepaneBTUYECKoro UHTEpBana;

- obyyeHne NPoKosy KOXK N CaMOTeCTUPOBaHMIO in Vitro N(poTPOMBUHOBOIO BPEMEHMU;

- 3afayu nonb3oBaTenei  MeULIMHCKUX paboTHUKOB B CaMOTECTUPOBAHWUM in vitro Npu nepopanbHon
Tepanuu aHTUKoarynsiHTamu;

- BefeHue 3anucein NaLMeHTOM U MeJULIMHCKUM paboTHUKOM;

- onucaHne MeTOAUK KOHTPOIS U BHYTPEHHUX KOHTPOMNEN CUCTEMBI;

- aKUeHT Ha Haanexallenl MHTepnpeTaLum pesynbTaToB KOHTPONS;

- HeobxoauMble AeViCTBUS B Clyyae, eCrv pesynbTaTbl KOHTPOMNSA BLILAW 3a LieNneBble npeaens!;

- NPOTOKON ANS CBA3W MeXAy NauueHTaMmm U MeaULMHCKUMU paboTHUKaMK;

- HeobXxoAuMble AeNCTBUA B CryYae, ecrnu pesyrnbTaThl BbILWW 3a Npeaenbl MHAMBUAYanbHOro Tepanes-
TUYeCcKOoro MHTepBana;

- AencTBue, HeobxoAMMoe B criydae AONOMHUTENbHBIX 60Ne3HeN, KPUTUMECKMX CUTYaLLUA UK HecHacT-
HbIX CITy4aes.

Mporpamma obpas3oBaHUsa AoMKHaA 0BecneunTb AOCTaTOYHbIE TEXHUYECKUE 3HAHUSI OTHOCUTENbHO
obLen koHLenuun nepopansHoOn Tepanun aHTUKoarynstHTaMmn u AokHa oBy4UTb NpakTUMECKUM HaBblkam
BbINOMHEHNUA CaMOTECTUPOBaHUA in Vitro NPOTPOMBUHOBOr0 BPEMEHN U MeTOAWKaM KOHTPONSA.

OueHka cnocobHOCTM Nonb3oBaTens AOMKHLIM 06pa3oM BLINOMHATL CAMOTECTUPOBaHWE A0MKHa 6bITb
npoBeAeHa Mo saBepLUeHNU MporpaMmel 0By4eHUA.

OueHKa fomkHa BKNoYaTh B ce6a NpakTU4eCcKUin TeCT TEXHUYECKOro MacTepcTea WM NMCbMeHHBIN
TeCT MOHUMaHMS.

MpwumedyaHne— MoxeT 6bITb XXenaTenbHOW Nepuoguyeckas NoBTopHas oueHKa nonbaosarenen, 4Tobbl oue-
HWTb MX COOTBETCTBME TPeBOBaHNSIM U NOATBEPANUTL COXPaHEHNE UMU KOMNETEHTHOCTU.

MaroToBuUTENb AOKEH NPEAOCTaBUTL METON, AOKYMEHTUPOBaHUA yCnelwHoro 3aBepLieHna nonb3oBare-
nemM nporpamMmmebl oGpaaoBaH na.

n pnmMmedvyaHNne — 06yquV|e MOXeT 6blTb38perMCTpMpOBaH0 narorosutenemunm MeguumMHCKMM pasoTHVIKOM.
8 MMpoBepka paboumnx XxapakKTepUMCcTUK CUCTEMbI

8.1 O6wue nonoxeHus

WccregosaHus npoBepkn paboumx xapakrepucTUK CUCTEMbl AOMKHBI MPOBOAUTLCA KaK YacTb KOHTPONA
NPOEKTUPOBAaHNSI CUCTEMBI U3rOTOBUTENS, YTOObLI NPOAEMOHCTPUPOBAaTb, YTO CUCTEMA MOHUTOPUHTa in Vitro
nepoparnsbHOW Tepannn aHTUKoarynsiHTaMmm cCoOOTBETCTBYET TpeboBaHMsSIM NpaBUITbHOCTU, MPELU3NOHHOCTU U
TOYHOCTU CUCTEMBI.

MpumeHstoT TpeboBaHus, onpeaeneHHble B UCO 13485.

8.2 Bknagbl B HeonpeaeneHHOCTb U3MepPeHuUs

dakTopbl, KOTOPbLIE BAUSIIOT HA TOYHOCTbL (NPELM3UOHHOCTL U NPaBUIIbHOCTL) pe3ynbTaTtoB MHO nBHOCAT
CBOW BKMag B HeonpeaeneHHOCTb U3MepeHusl, AOKHBI ObITb MAEHTUMDULMPOBaHDLI U YYTEHbI NpU pa3paboTke
nporpamMmsl MPOBEPKU.

OTU dhakTopbl BKMKOYAOT BHYTpUMHAMBUAYamNbHYI0 Guonornyeckyio Bapuauuio, HeonpeaeneHHoCTb
N3MepeHnss NPUNUCaAHHOro 3HaYeHus kanubpaTopa (HexBaTka pedepeHTHOro Matepuana 6onee BbICOKOro
YPOBHS U orpaHuyeHus pedepeHTHON MeToauku naMepeHus, pekomeHgosaHHon BO3), pasnuuna daktopa
YYBCTBUTENBHOCTU, PA3NU4MA MeXAy NapTUSIMU peakTUBa, HecTabUNbHOCTbL peakTUBa U HeNpPeL3UoHHOCTb
N3MepeHUs.

MpumevaHunsn

1 Cneuuduka nHTepdepmpylowmx Belects 1 3heKTbl U30NMPOBaHHbIX AedULMTOB (HaKTOPOB KOArynauwm He
n3y4atoTcs npu Bepudmrkauum paboumx xapakTEpUCTUK CUCTEMBI.

2 MpeanucanHas pedepeHTHas MeToanKka uamepenusi, metog BO3 HaknoHHoW npobupkun, sBNAeTCA TPyaHO-
BbINONHWMOW, B BLICOKON CTENEHN 3aBMCUMON OT HABbLIKOB MNONb30BaTenNs U AeNCTBUTENbHA TONbKO ANns oueHkn MHO mex-
Ay 1,0 n 4,5. MonbITkm pazpaboTaTb MCTUHHBIN kKanMbpaTop He 6binu yenewHsiMu. PedepeHTHas METOAUKA U3MEPEHUA U
KanubpaTop MOryT BHECTU 3HAUUTENbHbIV BKNaA B yBENMYEHNE HEONPEAENEeHHOCTU N3MepeHusi NPOTPOMOBUHOBOTO Bpe-
MEHMU.
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8.3 lMpoBepka pabounx xapakTepucTUK CUCTEMbI

MpoBepka pabounx xapakTepUcTUK cUCTEMbI A0MKHa BbITb BEINOMHEHA COrNacHO NMCbMEHHON Nporpam-
Me. [NporpamMmma AorKHa, Kak MUHUMYM, OnpeaenuTb AeTanu akcnepuMmeHTa, MeTOAUKN aHanm3sa AaHHbIX U KpU-
Tepuu npuemnemoctu. CTaTucTUyeckue MNPOEKThl, BKIOYAsA 4YUCHO WHCTPYMEHTOB, €AWHUL, peakTuBa,
napasnnenbHbIX NPo6 U KpUTEepUU NpUEeMIEeMOCTH, AOIKHbI 6bITb 060CHOBaHLI B porpamMe. PesynbTaTthl Npo-
BEPKM pabo4mx XapaKTe pUcTUK AOSPKHbI ObiTb 3aperucTpupoBaHbl B oTHeTe.

Bce koMMoHeHTbI cUcTeMbl, 0TOBpaHHOM ANs OLEHKW, BKIMOYasA UHCTPYMEHTHI, peakTUBbl U NpUHaanex-
HOCTU, OOJPKHBI 6bITb NpeAcTaBUTENbHBIMU A1 IPOAYKTA, NpeaHa3HauYeHHOro ANA NPoAaXu.

Cuctema MOHUTOPUHIa in vitro nepopansbHOn Tepanum aHTUKoarynaHTamy AomkHa 6bITb OTIOCTUPOBaHA
[0 NPOBepKU, COTNacHoO MHCTPYKLMUW U3roTOBUTENS (Hanpumep, Yepes KogupoBaHue, Yunel). Hukakoe perynu-
poBaHue He AOIPKHO MPOBOAUTLCS MeXAy NMOBTOPHLIMU U3MEPEHUAMU, €CNU UHCTPYKLUU U3FOTOBUTENS He
onpeaensiioT perynuposaHve nepen KaxablM usmepeHnem.

PekomMeHAOBaHHbIE U3rOTOBUTENEM METOAMKN KOHTPONSA AOMKHbLI GbiTb BLIMOMHEHBI A0 KaXAoW nNpo-
BEPKM.

YHuUKarnbHbI XapakTep usmepeHusi NpoTPOMBUHOBOIO BPEMEHU, XapaKTepUCTUKN onpeaeneHHon cucte-
Mbl CAMOTECTUPOBAHUS U HECTabunbHOCTL 06PasLOB AOMKHEI ObiTb NPUHATEI BO BHUMaHKe Npu paspaboTke
nporpamMmbl 3KkCNepUMMeHTa Ansi NpoBepKku paboumx xapakTepucTuK CUCTEMBI.

CooTBeTCTBYIOLWMIA 0bpasel, ANs KaXkaoro NpoBepovHOro uccrnenosaHus onpegeneH B 8.4 u 8.5.
AnbTepHaTWBHbIA 0BpaseL, MOXeT OblTb UCMOMb30BaH, YTOObI OLEHUTL onpeAeneHHbIe NnepeMeHHble (Hanpu-
Mep, NPEeLM3NOHHOCTb OT UHCTPYMEHTa K MUHCTPYMEHTY), €CIU HY>KHO NPOAEMOHCTPUPOBaThL 9KBUBANEHTHOCTb
CcBeXen KanunmsipHon KpoBu.

MpumevyaHwusn

1 XoTs nuua, NnpMHMMaloLwme aHTaroHUcTbl BUTaMmHa K, sBnsaTcs npegnonaraemeiMm NoNb30BaTenAMm yCTpoii-
CTBa, NpoTOKON TpebyeT, uTo6bl 06pa3Lbl OT FPYNIbI MoAen, He NPUHUMAIOLWMX aHTArOHUCTLI BUTaMuHa K, GbinNn BKNIoYeHb!
B MCCneaoBaHne Ans NpoBepkM NpuemnemMon TOYHOCTY (NPeLM3NOHHOCTU U NPaBUNBHOCTI) NO BCEMY UHTEPBany namepe-
HWA, BKITIOYasi 3HAYEHNS HUXKe TepaneBTUYECKOro MHTepBana.

2 O6GydyaeMble onepaTopbl MOFYT BbINOMHWUTL MPOBEPKY paboumnx xapakTepucTuk cucTembl. Henpodeccuonans
BbIMOMHAT NCCMNeA0BaHNA pabounx XxapakTeprUcTUK CUCTEMBI, ONUCaHHbIE B pa3aene 9.

8.4 lNpoBepka NpeLyU3MOHHOCTU U3MepeHunnA

8.4.1 O6wme nonoxeHus

MpeLn3noHHOCTb U3MEPEHUA CUCTEMBI MOHUTOPUHTA in Vitro nepoparnbHOn Tepanum aHTUKoarynaHTamu,
MCMONb3YyeMON Arsi CaMOTeCTUPOBaHNSA, AOMKHa ObiTb BepUULMpoBaHa B (hakTU4ECKUX Uit MoAenupyemblixX
YCMOBUSX UCNOMNb30BaHUS.

MMoBTOPAEMOCTb 1 MPOMEXYTOUYHAA NPeLn3OHHOCTb N3MepeHnst 4OMKHbI BbITb MPOBEpeHbI MO OTHOLE-
HUIO K KpUTepusiM pabounx xapakTepUCTUK, NOSyYEeHHBIM U3 KPUTEPUER TOYHOCTU cucTeMbl No 8.5. Kputepumn
npuemMIeMoCTy AOMKHbI BbITb 3apPerncTpUpoBaHsbl B porpaMmme.

AuncnepcuoHHbIN aHanua ABAsieTCA NpeanoyTUTENbHBIM CTaTUCTUYECKUM METOAOM ANs OLEHKU MHOXeC-
TBEHHbIX (hakTopoB. BeiGop YMcna MHCTpYMEHTOB, NapTuiA peakT1Ba U NOBTOPHLIX UCCNeAoBaHUA ANsA UcnbITa-
HUS MPEeLM3NOHHOCTM JOMKEH BbITh OCHOBaH Ha MCTOUHUKAX BapuabenbHOCTU, NOMyYeHHbIX U3 pe3ynbTaToB
OUCNepCUoHHOro aHanmaa.

MpumeyaHune—OTHOCMTENBHO OGLIMX MPUHUMIMNOB OLEHKU MPELM3UOHHOCTM MeTofa u3mepeHusa cm. [3].
Onpegenexnsi 1 NOHATUSI NOBTOPSIEMOCTU, BOCNPOU3BOAVMOCTU M NMPOMEXYTOYHbIX YPOBHEN NPELU3NOHHOCTU ONUCaHbI
B (3], [6], [16].

MockornbKy NpoBepKa NPeLnsnoHHoCTM TpebyeT MCXOAUTb U3 0BLIYHON NpoLieaypbl USMEPeHUs, BLINOSI-
HEHWS1 MHOTUX M3MepeHMiA M3 ogHoro nnn Gonee 06pasLOB, AaHHbIE AOIDKHBI GbITb NPOBEePeHbl NPOTUB 06 bek-
TUBHbIX KPUTEPUER BaNMOHOCTX ANSA BbisiBNeHUs 3dpdekToB HecTabunbHOCTM Npo6.

MpumevaHwusn

1 Tonbko orpaHnyeHHas NpoBepka nosTopsieMmocTn uamepednss MHO MoxeT 6biTh NpoBeeHa HENOCPEACTBEHHO B
TEYeHne JONroro BpeMeHu, Anst MHOTMX NapTuii ¥ MHOTMMMW aHANMTUKaMK BCNEACTBME HECTAOUNBLHOCTU 06pa3LOB KPOBM.
Mpoeepka TouHOCTH (CM. 8.5) NpegHa3HaveHa ANns BKNIOUYEHUS HEONPEAENEHHOCTU, BbI3BAHHOW 3TUMU NEPEMEHHbIMN.

2 CypporatHble npobbl (Hanpumep, KOHTPOIbHbIE NPOOLI) M anbTepHaTUBHbIE NOAXOAb! K OLIEHKE MOTYT GbiTb HE06-
XOAUMBIMU NS OLEHKN BKI1aaa onpeAeneHHbIX nepeMeHHbIX. Takue OLeHKU — CyLLLeCTBEHHAs YacTb NPOBEPKU NPOEKTa,
HO MOCKOIbKY, HauMHasi ¢ UCCNeAoBaHnUs NMpPOeKTa, OHU UMEIOT TeHAeHUMio GbiTb cneumduyHbiMKM ANs yCTPOUCTBA,
OHM — BHe 06nacTu NpUMEHeHNn HacTOSALWEro cTaHaapTa.
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8.4.2 MNpoBepka NOBTOPSAEMOCTU U3MEPEHUST

8.4.2.1 O6Lwume nonoxeHns

MoBTOpsieMOCTb U3MEepeHUa AoMMKHa BbITh OLleHeHa Ha OCHOBE NapannenbHbix 06pa3sLUoB KanUNIAPHON
KpoBu. HUTO6bI NpUBAN3UTLCS KYCNOBUAM NOBTOPSIEMOCTU, 06pasLibl A0MMKHBI GbITh B3ATHI U M3MEPEHbI B Npeae-
nax KOPOTKOro NPOMEXYTKa BpeMEHN.

O6bsAcHeHWe NnaHa aKkcnepuMeHTa AOIMKHO ObITb 3aperucTpupoBaHo B Nporpamme.
1 pwnm™medyanne— Pykoeogsawyme npuHUMIbI onpegeneHnsi MNOBTOPSEMOCTH METOAVNKU U3MepeHUs cMm. [16].

8.4.2.2 O6pasubl

MpoBepka NOBTOPSAEMOCTU AOMKHA BbITb BLINOMHEHA CO CBEXUMU 0BpasLiamMn KanurssipHOW KpoBu, No
KpanHei Mepe, oT 30 NnaLMeHTOoB, NoNyYaoLWUX Tepanuio aHTaroHucTamun ButamuHa K, 1, no kpanHemn mepe, ot
15 yenoBek, He nony4awoLmX fiedeHns. MauneHTbl AOMKHBI 6bITh 0TOGPaHbI TaKMM 06pasoM, YTOGbI 3HAYEHUA
MHO oxBaTunuBecb UHTEpBas U3MepPeHUs CUCTEMBI NMpK, Mo KpaHen Mepe, 15 nauueHTax B KaXaoMm U3 uHTep-
BanoB, onpeaeneHHbIX B Tabnuue 1.

[Ba obpasLa AOMKHbI BbITb B3ATLI OT K&XKA0IO NaLMeHTa ¢ MOMOLLbIO NPoKosia KOXu (Hanpumep, ns AByX
nanbLes).

3HaveHne MHO kaxaoro obpasua AOMKHO bbITb onpeaeneHo, CNob3ysa CUCTEMY MOHUTOPWHTa in Vitro
nepoparnbHOi TepanumM aHTUKoarynaHTaMu.

O6bemHas 4ons 3pUTPOLMTOB B KPOBU (reMaTokpuT) forbkHa 6bITb B Nnpeaenax ot 0,35 go 0,50 n/n (ot
35 % 8o 50 %).

Ta6nwuya 1 —WHtepBansi MHO gnsa npoBepky NOBTOPSEMOCTU U3MEPEHUS

WHTepBan 3Havenus MHO
HeTepanestuveckun Hwuxe 2,0
Hunakuin TepaneBTnHECKMI O12,0 po 3,0
Bbicokuin TepaneBTUYECKUI Or3,1p04,5

MpwumeyaHn e— Marepuansl cypporatHoro o6pasua MoryT Ucnonb3oBaTbCA BMECTO hakTUHecknx obpasuos
NauueHToB, 4YTOObL! NPOBEPUTB BbICOKUIA TEpaneBTUYECKUIA MHTEpBan.

8.4.2.3 NHCTpYMEHTLI N peaKTUBbI

MoBTOpsieMOCTbL M3MepeHUa MOXeT BbITb MPOBEpeHa ¢ UCMONb30BaHMEM OAHOMO UNn 6onee UHCTPYMEH-
TOB M ofHoW unu 6onee napTun peakTnea. Ecnu ncnonbsyetca 6onblue, 4eMm oANH UHCTPYMEHT UK NapTUA
peakTuBa, MriaH aKcnepumeHTa A0STKeH NO3BOMUTL NMPOBECTU aHanus NoBTOPSIEMOCTU B Npeaenax eANHCTBEH-
HOrO WMHCTpPyMeHTa wu/unu B Npegenax eAuHCTBEHHOW napTuu (HanpuMmep, meToauka AUCNEpPCUOHHOTo
aHanusa).

8.4.3 lNpoBepka NPpoMeXYTOUYHOWU NPELU3UOHHOCTU USMEPEHUA

8.4.3.1 O6wme NonoxeHUN

MpoBepka NpoMeXyTOYHOW NPELU3UOHHOCTN U3MEPEHUS AOIPKHA MPOBOAUTLCSA B HOPMaribHbIX YCNOBU-
AX UCMONb30BaHWUA (TO eCcTb NHANBUAYANLHLINA NONb3oBaTeNb B TeYEeHWe MHOMMX AHEN ¢ O4HUM U TeM Xe
WHCTPYMEHTOM).

N3roToBUTENU AOIMKHBLI UCNOMNL30BaTh OUCMEPCUOHHLIM aHanus Ans onpefeneHust CyleCTBEeHHbIX
WCTOYHUKOB HeornpeaeneHHOCTN N3MepeHnst, YTOObI BKIMIOYUTb UX B UCMbITAHUE NMPOMEXYTOYHON NPEL3NoH-
HocTu. O6bsACHEeHUe NnaHa aKcnepuMeHTa AO0MKHO 6biThb 3aperucTpupoBaHo B nporpamme. Kak MuHumym,
WU3roTOBUTENU OOKHBI BKIMOUATb KOMNOHEHTLI HeonpeaeneHHOCTN «OT NapTUN KNapTUNY», «OT UHCTPYMEHTa K
WNHCTPYMEHTY» U KOTO AHS KO AHIO».

MpomexyTouHas NpeLn3UoHHOCTb M3MepeHUs oMKHa ObiTb MPOBEpeHa Ha NPOTSXKeHUM BCero UHTepaa-
nawnamepeHns UHCTpYMeHTa.

M pumedyaHune— PykoBogsawme NpUHLUMNBLI NO OnNpeAerneHnio NPOMEXyTOHHOW NPELMU3UOHHOCTU U3MepeHust
cm. [6].

8.4.3.1.1 Obpasubl

MpoMexyTouHas NpeLn3MOoHHOCTb A0IkHa 6bITb NPOBEpeHa C UCNONb30BaHUEM KOHTPOSbHOTO MaTepu-

ana B HU3KoM TepanesTuieckoM uHTepsane (MHO ot 2,0 go 3,0) 1 BbICOKOM TepaneBTUYECKOM UHTepBane
(MHOo0713,14804,5).
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KoHTponbHble MaTepuansl 4OMKHbI 6bITb NOArOTOBEHbI COrMacHO UHCTPYKLMUSIM MO MPUMEHEHUIO U3ro-
ToBUTENS. CTabUIbHOCTL KOHTPOSNbHBLIX 0OpasLoB 3a nepuoj NpoBeAeHWUs OLEHKA AOIpkHa ObiTb nog-
TBEpXKAeHa.

8.4.3.1.2 VHCTpyMEHTbI N peakTUBbl

Mo kpaiiHelt Mepe, AOIKHBI 6bITb 0TOBPaHbI AECATL UHCTPYMEHTOB, UTOGLI NPOBEPUTHL MPOMEXYTOUHYIO
NPeLM3NOHHOCTb U3MEPEHUS CUCTEMbI MOHUTOPWHIA in Vitro nepoparnbHOW Tepanumn aHTUKoarynsiHTaMu.

MpoBepka MOXeT 6bITb BbINOMHEHA HA €AUHCTBEHHOW NapTUX peakTUBOB, €Cru AOCTYNHbIE AaHHbIE
OEMOHCTPUPYIOT, YUTO MPOMEXYTOUHas NPeLU3UOHHOCTb (BKIMoYasi NOBTOPSIEMOCTb) HE 3aBUCUT CYLLIECTBEHHO
OT MapTuu peakTuea. B Apyrux crnyqasx AOMKHBI UCMOSb30BaTbLCS MHOXECTBEHHbIE MapTuK, U 3KCMEPUMEHT
JorkeH 6bITb paspaboTaH TakuM 0Bpasom, YTOObI BKITIOYMTL UBMEHUYMBOCTL «OT NapTuu K napTum». Yucno
NCnonb3yeMbiX NapTUii AOMMKHO BbITb onpaBaaHo (Kak MUHUMYM, ObITb paBHBIM TPEM).

HomxkHa bbITb UccregoBaHa NapTUs N YacTb NnapTun. EcnnnonHas naptusi HeAOCTyNHa, ee YacTb UCTa-
TyC MaTepuana 4OMKHbI ObiTb 3aperncTpupoBaHbI.

EnunHMLbl peakTUBa AOMKHbI 6bITh B3ATHI, MO KpallHel Mepe, U3 aecaTtu bnakoHoB unuv naketos. [Npor-
pamMma MpoBepKkM AOKHA rapaHTUpoBaTb, YTO AaHHble O pasfMYHbIX NepeMeHHbIX (Hanpumep, napTuum,
WHCTPYMEHT) HE NepenyTaHbl.

8.4.3.2 Tpoueaypa npoBepku

MuHUManbHas cxema NPOBEPKA NPOMEXYTOYHOW NPELU3NOHHOCTU B TeYEeHUe MHOMMX AHel Tpebyet
0 HOTO U3MEePEHUS B AeHb Kaxkaoro obpasua B TedeHue 10 gHel Ans Kaxaoro U3 4ecsT MHCTPYMEHTOB.

MeToaunka moxeT 6bITb U3MeHeHa, YTobbl UICNoNb30BaTb MHOMME NapTUK peakTuea. EquHuubl peaktuBa
OOIDKHBI ObIT B3SITHI U3 OHOTO M TOro e hnakoHa Uiy nakeTa ansi kaxagoro obpasua.

8.4.4 AHanus paHHbIX

8.4.4.1 BanuaHocTb AaHHbIX

[o Havyana aHanusa gaHHble AOMKHbI ObITb OLeHeHbl, YToObl MaeHTUdhUUMpoBaTh oWwMbkn 1 ceuae-
TenbCcTBO HecTabunbHocTK Npob. OueBnaHbIe OWNBKU (Hanpumep, OWNBKN TpaHCKPUNLMM, HeQOCTaTOUHbIN
06bem npobbl) A0MKHbI ObITb 3apPerncTpupoBaHbl U McnpaBneHbl. Hukakue gaHHble He MOTyT ObITb UCKIOUEHbI
6e3 NPUYKHbI (Hanpumep, Mo OAHUM CTaTUCTUYECKUM NpUYnHam). HectabunbHocTb Npo6, BbipaXkeHHas B Apeit-
e pesynbTatoB, MOXeT OblTb MAEHTUUUMPOBAHA C MOMOLLbIO CTAaTUCTUMECKOTO aHanusa pesynbTaToB
napannensHelX Npob ns kaxxaoro obpasua. MpUMeHsoT creayoLme pyKOBOAALLME NPUHUMNGI:

- [Ans gaHHbLIX NOBTOPSIEMOCTU BIYUCISIOT Npeaen AnanasoHa napannenbHbiX U3MepeHUiA Ha OCHOBa-
HUW BCceX AaHHbIX. Ecnn npeunsnoHHocTs cesizaHa ¢ MHO, To npegen agnanasoHa napannesibHbIX U3MepeHuin
6yaeT Takke 3aBuceTb 0T MHO, nockonbky 6oee BhipaKeHHbIe pasfiuns Mexay pesynbTatamu napannesb-
HbIX U3MEPEHUA MOTYT oXuagaTbes npu 6onee BbICOkMX 3HadeHnsx MHO. O6bacHeHne ans atoro npeaena
OCHOBaHO Ha CTaTUCTUYECKOM pacnpejeneHun guanasoHa U Takke 3aBUCUT OT NPEeLU3MOHHOCTA CUCTEMBI.
Mpeaen BbIMACANAOT cnedytownm obpasom:

1) BbluucnatoT pasnuyne mexay napannensHbIMU n3mepeHnsamMn 4ns kaxagoro obpasua.

2) BbluucnsioT cpeaHee s3HadeHue napannenbHbIX U3MepeHnia Ans kaxaoro obpasua.

3) Mony4atoT oLEeHKY NPELN3MOHHOCTM B Npeaenax obpasua Ha OCHOBE pa3nuUYHbIX UcCrieaoBaHNiA
unv cneumndnkauuii cuctemel. [NockonbKy NpeLrn3noHHOCTb 06bl4HO yMeHbluaeTcsa ¢ MHO, aTo gonx-
HO BbITb BbIpaXKeHo kak koaddumeHT Bapmaumm (CV).

4) Onsa kaxpgoro obpasua naumeHTa yMHOXatoT cpedHee sHaueHne napasniesbHbIX U3SMepeHuin Ha
CVusatemHa 4,2. MNony4eHHoe Y1CIo SABMSIeTCs NpeAenioM AvanasoHa napanfenbHbiX UsMepeHui
ONs AaHHOro NnauneHTa.

5) Hanpumep, npeanonaratoT, 4TO ABa pesynbTaTa Ans nauneHta — 2,4 u 2,6. CpegHee 3Haude-
Hne — 2,5. Ecnn CV 5 % ucrnonb3ayeTcs kak oLeHKa NpeLm3snoHHOCTU B Npedenax nauuneHTa, Toraa
npeaen ananasoHa gy6nukaTtos 2,5 x 0,05 x 4,2 unn 0,525. Tak kak dpakTudeckoe pasnuuve — 0,2,
cTabunbHocTb Npob Obina 6l npremnemas. Ecnv sHavyeHUs napannenbHbIX npob 6binM 2,21 2,8, Tor-
Aa cpefHee 3HaveHue Bce elle byaeT 2,5, HO 3TO pas3nuyne npesbicUo Obl Npeaen AvanasoHa
napannernbHbIX U3MepeHUi.

MpuMeyaHne— BeposaTHOCTb pas3nuuusi pesynsTaToB napannenbHbiX U3MEPEHUIA, NPEBLILLAIOWEIO Npeaern
AvanasoHa napannenbHbiX namepennn, coctaenset 99,7 %, 4To ykasbliBaeT HA HeAEWCTBUTENBHOCTb JaHHbIX U3-3a HECTa-
BruneHocTU Npo6 nnn apevidoa [12];

- [Insi NpOMEXYTOUHOM NPELIM3NOHHOCTM MCMOTMb3YIOT BCE AaHHbIE, YTOBb! BBIMUCTIUTL Npeern UCKIoYe-
HUS AaHHbIX. DTOT Npefen OCHOBaH Ha uccneaosaHun 10 o6pasLoB U paspaboTaH, YTo6bl 06HAPYXUTL Kak
BbICOKME, TaK U HA3KWE BhiNadatolwne pesynbTaTthl. ITO 3HaYeHUe MOXeT GbiTb BbIMUCIIEHO credyolmm obpa-
30M:
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1) Ansa kaxgoro obpasua BEIYUCAAIOT cpedHee 3HavyeHne 1 ctaHaapTHoe oTKoHeHue (SD) ans
cepumn 3 10 0bpasLoB.

2) Takxe onpedenstoT MUHUMarbHOE U MakcuMarnbHoe 3HaveHns B cepum 13 10 o6pasLoB.

3) BbluucnsoT criegytoLlyto ctatucTuky: (Makeumym — CpefHee 3HadeHune)/CpeagHekBagpaTnyec-
koe oTkrnoHeHue 1 (CpegHee 3HaveHne — MuHumym)/CpegHekBagpaTuieckoe OTKIIOHEHMeE.

4) BepyT Gonbluee 13 3TUX ABYX uncesn. OTO NpeAcTaBnsieT BO3IMOXHBIA MYHKT Nogo3peBaemoro
pesyneTara.

5) Ecnwu pesynbTat wara 4 6onblue, yem 2,48, To NoAo3peBaeMblil pe3yrnbTaTt NpeBbllaeT npedern
NCKMIOYEHNS AaHHBbIX.

MpumevaHus

1 BepoATHOCTb 3Ha4YeHUSA AaHHbIX, NPEBbIWAWUX Npeaen NCKNoYeHnsa gaHHbIX, coctaensaeT 99 % Toro, 4To nx
KpawHue 3Ha4YeHns1 He Bbl3BaHbl OCHOBHOW HEMPELM3NOHHOCTBI0 CUCTEMBI. VX HY)KHO paccMaTpuBaTh kak BblGpockl. OHn
NPeAcTaBnsaioT cryyav Ype3BblHaliHbIX yCroBUN paboThl, KOTOPbIE HE OXMOAITCA NPU HOPManbHOM MCNONb30BaHUK [17].

2 PykoBogswme npuHLUNbI Ans naeHtTudukauum Bolopocos — cm. [16], [18].

Mpu ncknoYeHUn AaHHbIX TPUMEHSAIOT cneayoLwmne TpeboBaHus:

- JaHHble, onpeaerieHHble Kak cTaTUcTUIeckue BeIBPOCH!, He AOMKHbI UCKNoYaTLCA. AHann3 AaHHbIX
O0KeH BbITb BbIMOSHEH, U pe3ynbTaThl coobLleHbl ¢ BKoYeHNneM 1 6e3 BKIoYveHNs BbIGPOCOB;

- AN NOBTOPAEMOCTW NPEBbLILLEHNEe NPUEMIEMOro npeaena pasnuMumsa Mexay napannesnbHbIMU Usme-
pEeHUAMN yKasblBaeT Ha HecTabunsHocTb Npob. O6a nsmepeHus ByayT cUMTaTLCA HEBEPHBIMU U HE AOSMKHbI
NCMob30BaTbCA MPU BbIMUCTIEHNN MOBTOPSEMOCTH;

- AN NPOMEXYTOUYHON NPeLn3NOHHOCTU TEHAEHUNSA, NMpeBbilatoLan npuemnemslii npeaen, ykasoisaet
Ha HecTabunbHOCTL NPob. Bece namepeHuns gaHHoM Npobbl ByayT cHUTaTbCA HEBEPHBIMU U HE AOMKHBI NpUMe-
HATLCA B BbIYUCNEHNAX;

- ecnu metoaudeckas olmnbka nnm c6om UHCTPYMEHTa NPOU3OLLNN BO BPEMA UCTIbITAHUA, AOMKHO ObITb
npoBeAeHO uccrnefoBaHWe Ans onpedeneHusa NpuYuHbl. MiccnegoBaHne 1 ero 3aknoueHust AomkHbl ObiTh
3aperucTpupoBaHbl B 0THETE;

- ecnunpuyvHa obHapyxeHa, pesynbTart oT 3aTpoHyToro obpasua byaert cuntaTbCA HeBEPHLIM M He A0M-
)XeH ObITb MPUMEHEH B BbIYUCTIEHUSIX;

- AaHHble, OTKIOHEHHbIe NO onpeaeneHHON NpuirMHe (Hanpumep, NoaATBepXAeHHas ownbka aHanUTK-
Ka), MOryT 6bITb 3aMeHeHbl HOBBIMU pe3yfibTaTaMu U3MepeHus;

- eCnu NpUYMHa He MoXeT BbITb onpedeneHa, aHanus faHHbIX A0MKeH OblTb BEINOMHEH, U pe3ynbTaTbl
coo0bLUeHbl ¢ BKIHoUYeHeM 1 6e3 BKNoYeHUs paccMaTpuBaeMbIX AaHHbIX.

8.4.4.2 AHanu3 NoBTOPAEMOCTU

CpeaHee apudmMeTudeckoe sHaveHne, cpeaHeksaapaTmyieckoe oTKNoHeHne 1 koacbpuumneHT sapuaunm
07151 TOBTOPAEMOCTU AOMKHbI ObITb BbIMMCIIEHBI C TPUMEHEHUEM 3aperucTPUPOBaHHBIX CTaTUCTUYECKUX NPO-
Leayp.

Ana kaxporo Habopa o6pas3uoBs crieayeT coobluaTh cneaytowlyro MHopMaLumio:

a) obuwee cpeaHee apucbmeTUdeckoe sHaueHne HabnogaemMblx sHaveHuin MHO;

b) craHpapTHOe oTKNOHEHWe NoBTopsieMOoCTHU € 95 % AoBePUTENBbHBIM UHTEPBASIOM U UHTEPBASNOM 3Ha-
YeHUn (MMHUManbHoe U MakcuManbHoe 3HaveHUs1) U koadduuneHT Bapnaunn (CV) ana kaxaoro Habopa 3Ha-
YyeHun MHO;

c) pestome NobbIX HeAeNCTBUTESNbHBIX AAHHBLIX, UOEHTUULNPOBAHHBIX U UCKIIIOUYEHHBIX U3 CTaTUCTU-
Yeckoro aHanusa, Bknoyas Metoq naeHTudmkaumn n pesynbtaTtbl UCCNeAOBaHNUS;

d) cChbIfkK Ha cTaTUCTUYECKUe MeTOAMKN aHanMaa.

MpwumeyaHune— Y1obbl BLIUMCNIUTE CPpeaHEKBaAPaATUHECKOE OTKNOHEHNE U3MepEHNSA nNu pecdepeHTHON cuc-

Tembl (m/r), HeoGxoanm criegytowmii psag [19]:
1 & >
SD¢/r= |— Xq; + Xo; ).
e/ 12"}2:1:( 1+ X2;)

YTo6bi NONYy4MTb AOBEPUTENbHbINA MHTEPBAN AMs 62 UMK 6, UCMONb3YIOT BLIBOAKI U3 hakTa, uTo nsd 2/c2pacnpenene-
HO KaK Xu-KBaJpaT Co CTeneHsiMU cBoGoabl 2n —n=n.

Mostomy BepxHuii (1 — o) Nnpeaen AoBepuTENbHOCTY (Ul) NoNy4aloT U3 CNeayoWero:
n- Sdtzlr.
’no

ul (o ,,) = \/Ul(crz/r)-

ul (Gtz/r)=
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8.4.4.3 AHanus NpoMexyTOYHOM NPELIU3UOHHOCTH

CpenHee 3HavyeHue, cTaHOAPTHOE OTKIIOHEHUe U ko3 pULMEHT Bapu1aLMm AN NPOMEXYTOYHON npeun-
3MOHHOCTU AOTKHBI BbITh BLIYMCIIEHBI ANS KaXX40ro 0bpasLia c UCnonb3oBaHUEM AOKYMEHTUPOBaHHbIX CTaTUC-
TUYECKUX MEeTOAUK.

AucnepcuoHHbiii aHanus (ANOVA) — npegnoyuTutenbHbId MeToa AN aHanusa AaHHbIX 4NA NPOMexXy-
TOYHOWN NPELU3UOHHOCTHU.

Ansa kaxagoro obpasLa gomwkHa 661Tb coobLyeHa cneaytolas MHpopmaums:

a) obuiee cpeaHee 3HaYeHUe HabnogaeMbIx 3HavyeHnin MHO ans kaxagoro obpasua;

b) cpeaHekBagpaTnyeckoe OTKIIOHEHWE NMPOMEXYTOYHOU MpeuusuoHHocTn ¢ 95 % aoseputernbHbIM
UHTepBanom u koadgduumeHToM Bapmauum (CV) sHaueHurt MHO kaxxgoro obpasua;

C) pestome NobbIX HeAeNCTBUTENbHBIX AaHHbIX, MOEHTUMULMPOBAHHBIX U UCKIMTIOYEHHBIX U3 CTaTUCTU-
Yeckoro aHanusa, BKrovas MeTo4 uaeHtTudukaumm n pesynbtaTbl UCCNIeA0BaHWs;

d) CCbIMKU Ha METOAUKM CTaTUCTUYECKOrO aHanusa.

8.5 lMpoBepka TOYHOCTU CUCTEMBI

8.5.1 O6wue Tpe6GoBaHuA

TOUYHOCTb CUCTEMbI JoIKHA BbITh NpoBepeHa B hakTUHeCKUX Mnu MoaenmpyemblX YCroBUsiX UCMonb3o-
BaHUs.

MpoBepka TOUHOCTU CUCTEMBI JOSHKHA BKNHOYUTb cUcTeMaTUdeckue acekTrl (CMeLeHre) u cnyvyanHble
achpekTbl (HeNPEeLU3NOHHOCTL), KoTopble Bbink Gbl UCNbITaHbI MHAVBUAYANLHLIM MOMNb30oBaTENEM B oXuaae-
MbIX YCIOBUSIX UCNOMNb30BaHUSI.

M punMmeyaHune— BSaVIMOOTHOLueHMFl Me)ogqy TOYHOCTbIO, I'IpaBVIJ'IbHOCTbIO U NPpeUU3NOHHOCTbIO paCCMOTPEHbLI
B [3].

MeToauka UsMepeHust, UCMosb3yeMas Kak OCHOBaHWeE ANA NPOBEPKN TOYHOCTU CUCTEMBI, AOSDKHA BbiTh
6oree BbICOKOTO METPOSIOTMYECKOro YPOBHS, YeM UCMonb3yemas Ans kanMbpoBku pyTUHHON MeToANKN n3Me-
peHUsl KOHEYHBIX NoNbL3oBaTeNen UNnu, eCnn oHa TOro XXe YPOBHSA, TO A0MKHa ObITb CBsiI3aHa ¢ MeToaukon BO3
nokaduvMBaHunsi NpobrpKM Yepes oTAeNbHY0 HEMPEPLIBHYHO LENOYKY.

MpumeHsitoT TpeboBaHus, onpeaeneHHble B EH 13612.

8.5.2 UccnepoBaHue nonynauuu

CybbekTbl, 3aperMcTpupoBaHHble B UccreaoBaHnu1, 40SPKHLI COOTBETCTBOBATL KpuTtepusam oTbopa, ycta-
HOBMEHHbIM B 7.1.

CTo BOCEMbECAT NaLUUEHTOB, NOJyvaoLUMX NepoparbHyo Tepanuio aHTUKoarynsiHTamu, A0MmKHbI ObITh
3aperncTpupoBaHbl, Kak MUIHUMYM, B TpeX MecTax uccnegosaHus. B gononHeHue, 20 300poBbIX NoAen A0MK-
Hbl BbITb 3aPErncTpUpoBaHbl BO BCeX MecTax UccriejoBaHns.

[ns Kaxgoro nauueHTa OSDKHbI ObITb 3aperncTpupoBaHbl Aemorpaduyeckne aaHHble, uenessie MHO u
rnokasaHusi Ans TepanumM aHTUKoarynsiHTamu, a Ans 340poBbIX Nioge — AeMorpadudeckue AaHHbIe.

3HaveHust MHO y obcneaoBaHHbIX N, AOIDKHBI NOKPLITE MHTepBan uamepenus ot 1,0 oo 6,0 MHO npu
N3MepeHN NOCTOSAHHON METOAMKON U3MEPEHNSI U3rOTOBUTENS UMK anbTePHATUBHON METOOUKON N3MEPEHUS.
3Havenna MHO sbiwwe 6,0 A0mMKHBLI BbITb UCKMIOYEHbI.

Mo kpanHeli Mepe, y 5 % obcneaoBaHHbIX UL, (n = 10) AOMKHBI 6bITh 3HaYeHus MHO mexay 4,6 n 6,0 (cm.
Tabnuuy 2 B 8.5.3). Ecnu Heobxoaumoe uucno nauueHtoB ¢ MHO Bbiwe 4,5 He MoxeT BbiTb NoNyYeHo Ha
HavanbHbIX MecTax uccneaoBaHusi, MOXeT ObITb He0OX0AMMBIM paclUMpeHre UccneaoBaHus B 4OMONMHUTENb-
HbIX MeCTaXx.

HonxeH 6bITb 3aperucTpupoBaH MHAUBUAYAIbHLIA TepaneBTUYECKUIA MHTepPBar KaXXaoro nayuueHTa.

8.5.3 O6pa3ubl

[na npoBepkn TOYHOCTU CUCTEMBI AIOMKHBI UCMONb30BaTbCA UMM 0bpasLibl CBEXel KanMnnsapHO KpOBHU,
nnn o6pasubl cBEXEN U CTabUnManpoBaHHOW BEHO3HOW KPOBM.

Ans BbIGpaHHO U3roTOBUTENIEM METOAUKM U3MePEHUA A0IDKHA UCMONb30BaThCs LMTpaTHas nnasma.

O6pasubl cBexel KanurIsspHONW KPOBU AOMKHBI BbITb coBpaHbl MPOKOIOM KOXUW (Hanpumep, KoHYMKa
nanbua). Kaxabin obpasew, gomkeH 6b1Tb cobpaH U3 oTAenbHOro Npokona nanbLa. JomkHbl UCMoNb30BaThCA
TUNOBLIE KOHTEWHEpPbI, padpaboTaHHble Ans cbopa kanuNAspPHO KPOBW, €CAN 3TO NPUMEHUMO.

O6pasubl AoMmKHbI 6bITh NOArOTOBMNEHbI U 06paboTaHbl COrNacHO UHCTPYKUMAM MO NPUMEHEHMIO, BKITHO-
vas npeasapuTenbHyo 06paboTky Npobbl, ecnv TpebyeTcs.

Kaxabit ob6paseL, 4OmKeH MMeTb I0CTaTOUHbIN 06 beM ANA U3MepeHUsa 1, No KpanHen Mepe, And napan-
NenbHOro U3MepeHust B COOTBETCTBUM C METOAVKON N3MEPEeHNUA U3roTOBUTENS.

Kputepun ucknioueHus, Tuna o6 LeMHON A0NU 3pUTPOLNTOB (reMaTOKPUT), A0MKHLI ObiTb OCHOBaHLI Ha
WHCTPYKUUSAX U3roTOBUTENSI MO NPUMEHEHUIO U onpeaeneHebl B npotokone. OaHako o6pasubl ¢ 06beMHbIMU
00nAMU 3pUTPoLUTOB OT 35 % A0 50 % AOITKHBI ObITh BKAOYEHbI.
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3HaveHua MHO gonxHbl 6biTb pacnpeaeneHsl, kak onpeaeneHo B Tabnuue 2.
3HaveHua MHO gonxkHbl 6biTb onpeaeneHbl CUCTEMOR ANA MOHUTOPUHIA in Vitro nepopanbHon Tepanun
aHTUKoarynsaHTamu.

Tab6nunuya 2 — 3naveHna MHO B o6pasuax gns NPoBEPKM TOYHOCTU CUCTEMBI

Yucnosan gons npo6?, % 3HaueHust MHO
10—15 Hwuxe 2,0
15—40 01201028
15—40 01290037
10—30 Or3,8804,5
5—10 O14,6 no 6,0

2 Ecrin kateropusi 3anorHeHa (To ecTb MakCMMAarnbHO AOMNYCTUMbIN NPOUEHT AOCTUIHYT), Gonble Npo6 He MoxeT
ObITb JONONHEHO B JAHHYIO KaTEropumio.

8.5.4 UHCTpYMEHTDLI U peaKTUBbI

MpoBepka To4HOCTM cucTeMbl B 8.5.7 npeanonaraet, 4To Ans kaxgoro obcnegyemoro 6yaeTt Ucnonb3o-
BaH O4WH MHCTPYMEHT. Mcnonb3oBaHue borblie, 4eM OHOrO UHCTPYMEHTA, ANnA o6cneayeMoro MoxeT ObiTb
HeobX0AMMBIM, UTOOBI MUHUMU3UPOBATL BpeMsi Mexy napannensHbiM1 usmepeHuamu. Ecnu npeanonaraet-
cAa ucnonb3oBaTb 6onee 04HOTO UHCTPYMEHTA, TO UHCTPYMEHThI crieayeT poTUPOBaTh B NpoLecce BbiNofHeHUs!
nporpamMmmbl Takum o6pasom, 4To6bl YACHO 0BpasLOB, U3MEPEHHBIX KaXKAbIM UHCTPYMEHTOM, ObINO paBHLIM.

MpumeyaHwne— Vcnonb3oBaHne GOMbLIETO YNCNA UHCTPYMEHTOB YBEIMHMBAET NPOMEXYTOHHYIO BapuaHcy
U3MepeHusi, MOTOMY YTO Bapmaumsi OT MHCTPYMEHTA K MHCTPYMEHTY He Habnioganack 6bl NPy BbINOMIHEHUN NCCIeA0BaHUs
AnNsi O4HOTO NaUWeHTa Ha OOHOM M TOM XK€ MHCTPYMEHTE. DTO Takke yCpeaHseT onpeaeneHHble BIMSHUA MHAWBUAYANbHBLIX
MHCTPYMEHTOR (MOTEHLMANbHO YBENMUMBAIOLLEECS UNU YMEHBLLAIOWEECA CMELEHNE U3MepeHns).

Ecnun pasHele obcriegyemMble UCMOb3YIOT OAMH U TOT XKe UHCTPYMEHT, MOXeT B6biTb Heo6xoaumon ounc-
TKa UHCTPYMEHTa BO U3bexaHue nepefayn ¢ KOOBbH 60/1e3HETBOPHBLIX MUKPOOPraHN3MOB. M3roTosuUTenu aon-
XXHbl yTBEPAUTb METOANKY O4YMUCTKMN 1 BKITKOUYNTL MHPOPMaLIMIO MO O4YMCTKE B PYKOBOACTBO AN NoNb3oBaTenein.

Mo kpanHen Mepe, ABe NAPTUN peakT1Ba A0MKHbI ObITb BKITHOYEHbI B UCClieoBaHUE NO NPoBepKe TOYHOC-
TU CUCTEMBI.

8.5.5 BbiOGpaHHas U3roToBUTENEM METOOUKA U3MepeHUs

WNaroToBuTenb 4OMKEH YCTaHOBUTb BbIOPaHHYH U/WK MOCTOSIHHYHO METOAMKY M3MepPEHUs], TPOCnexXuBa-
eMy0 40 PYHHO METOANKU pedepeHTHOro N3SMepeHus nokavnsaHns npobrpkmn, UCNonb3yoLwen MexayHapoa-
HbI pedpepeHTHEIN NpenapaT TpoMBonacTuHa.

MeToauka fomkHa cogepxaTb onucaHue npoleaypbl cbopa Npobbl OTHOCUTENBHO KOHLLEHTPAaL/MKN COMK
TNIMMOHHOW KACMOTHI U MapKX YCTPOUCTBa Ansa coopa.

MpumeHsitoT TpeboBaHus, onpegenerHsle B UCO 17511.

MpumeHsoT TpeboBaHUA, onpedeneHHble B pasaenax 5 n 6, cepun TexHndecknx otyeTos BO3, Ne 889,
1999.

MpumevyaHwue 1—[nsanpunuceiBaHns pepepeHTHbIX 3HAa4YEHUN MOXET UCMNONb30BaTLCH PYyTUHHAA METoAMKa
N3MepeHuss CBepTbiBaHus (Hanpumep, B 6BONbHUYHON UNM ambynatopHol nabopaTtopumn), KOTopas NPOCNEXMBAETCH A0
py4HOW pedpepeHTHOW METOANKM 3MePEHNs NOKa4YMBaHWA NPOBKPKU C NCNONb30BaHUEM MEXAYHapOOHOro pedepeHTHOro
npenapara TpomMGonnacTuHa v nNoATBEPXAeHa B OTHOLLEHWM NPaBUIIBHOCTU W MPELU3NOHHOCTU NMyTEM CPaBHEHWUS C Bbl-
GpaHHOV M3roTOBUTENEM WUINU NOCTOSIHHON METOANKOW U3MePEeHNs N3roTOBUTENS.

[JeTanbHoe onucaHne MeToanKM M3MepeHust, 06bIYHO onpeaensioLwen pedepeHTHbIE 3Ha4YeHUs, BKO-
Yas NpocneXxMBaeMocTb 40 PYYHON pedhepeHTHON METOAUKN U3MEPEH NS NoKaYMBaHUA NPpoBUPKY ¢ UCNOb30-
BaHWEM MexayHapoaHoro pedepeHTHoro npenapata TpomBonnacTuHa Unu 9KBUMBaneHTHOCTb BbiBpaHHoO
NN NOCTOSIHHO M METOAMKA M3MePEHUst U3FOTOBUTENS, AOIMKHO BbITh 3aperucTPUPOBAHO B MPOTOKONE.

MpumeyvaHune 2—pumepsl NoaxogsWwMX Lenen NPoCNexuBaeMocTy Ans BelGpaHHON npoueayps! namepe-
HWUSI N3rOTOBUTENSA NPeAcTaBneHbl B npunoxeHun B, pucyHkn B.2 n B.3.

Ecnn narotoBuUTEmNb 3aKMHOYUT KOHTPAKT ¢ NabopaTopuelt pedpepeHTHbIX M3MepeHWin, TO OOMKHbI BbiTh
npeanpuHATEI COOTBETCTBYOLLNE Mepbl A5 NOATBEPXKAeHNsI TOro, UTo NabopaTopust A0CTaTOYHO KBanudpuum-
poBaHa, YTobbl BEIMONHATL NpoLeaypy U3MepeHus.

MprumeyvaHnwne 3— BkavecTBe pykoBoacTBa MOXeT 6bITb UCMONb30BaH [20].
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8.5.6 MNpoekTuccnenoBaHuA

TOYHOCTb CUCTEMBI MOXET ObITb NPOBEPEHA, UCMONb3Ys UMW OJHO- UMW ABYXCTYNEeHYaToe CpaBHEHUE.

Mpv ogHOCTYNEeHYaTOM CpaBHEHUW KANUITISIPHYHO KPOBb CPaBHUBAKOT C BEHO3HOM KpOBbo 6e3 aHTukoary-
naHTa (ecnun TpebyeTca kak npueMneMblid TN Npo6bl) U LUTPATHON NNa3MOM.

Mpw ABYXCTYNEHYaTOM CpaBHEHUM KANUITISIPHYIO KPOBb CPaBHUBAIOT C BEHO3HOM KpOBbHO 6e3 aHTukoary-
NgHTa, U BEHO3HYI0 KpoBb 6€3 aHTUKoarynsaHTa cpaBHUBAIOT C LUTPaTHOW NNasMoit. ATOT Noaxoa MoXeT 6biTb
UCMOMb30BaH B Cly4Yae, ecrii OTHOLLEHUS MeXAY BEHO3HOM U KanunsisipHOM KPOBbIO YCTaHOBMEHbI.

MpunmeyaHune—obas npoueaypa NO3BOMNSET BbINOMHUTL HECKOMBKO NapasnnenbHbIX M3MepeHnii N3 Kaxaoro
o6pa3sua BeHO3HOM KpOoBU. MO3TOMY OLieHKa pa3anUyHbIX UICTOYHWMKOB Bapuaumm (Hanpumep, NapTum peakTmea, MUHCTPYMEH-
Tbl, 06beMHas 4ONA IPUTPOLMTOB) MOXKET GbITh NPOBEAEHA C YBENTMYEHHOW CTATUCTUYECKOW CUITON.

MuansuayanbHble U3mepeH1st CUCTEMO MOHUTOPUWHIA in Vitro nepoparnbHOW TepanyMu aHTUKoarynaHTa-
MW JOMKHBI 6bITh CpaBHEHbI ¢ pedhepeHTHbIMU 3HaYeHuaMn MHO, onpeaeneHHbIMU B COOTBETCTBUM C NpoLie-
Oypoi u3MepeHusi U3rotoBuTenst (To ecTb BbIOpaHHOW MMM MOCTOAHHON MEeTOAUKOW U3MEPEeHWsa unu B
COOTBETCTBUU C APYroi YTBEPXAEHHOW METOAMKON U3MEPEHUs, KOTopast iaeT SKBUBASIEHTHLIE pe3ynbTaThl).

8.5.7 Metoauka

8.5.7.1 O6uwue nonoxeHunsa

MarotoBuTeNb MOXET NPEANOYECTb OAHOCTYNEHYATYIO MU ABYXCTYNEHYaTy0 MeToaumky. Mpenmyulec-
TBa U HEJOCTaTKN KaXKA0h MeToAMKn onucaHbi B 8.5.7.218.5.7.3.

MpuBeaeHHbIE fanee nnaHbl 3KCNepUMeHTa NpeacTaBnaioT MUHUMarbHble TpeboBaHUS ANA NPOBEPKU
TOYHOCTU cucTeMbl. MeToauku MOryT 6bITb BUAOM3MEHEHBI, UTOBBI MTPUCTIOCODUTLCA K MHOTUM NapTUAM peak-
TUBOB UNU AApyrum chakTopam.

8.5.7.2 OpgHocTyneHyaTtas meToguka

[Ba o6pasua KanunnsapHoO KpOBU A0IPKHBI 6bITh cOBpaHbl OT Kaxkaoro obcrnegyemoro CornacHo MHCTPYK-
LMSIM N3roTOBUTENS MO NMPUMEHEHUIO ANS NapaniefbHbIX MU3MEePEeHUn CUCTEMOI MOHUTOPUHTA in Vitro nepo-
panbHOW Tepanun aHTUKoarynsaHTamu.

OpHoBpeMeHHo obpasey, uMTpaTHOW BEHO3HOM KPOBU AOIPKEH ObITb cobpaH y obcrieyeMoro onbITHLIM
¢hpneboToMnCTOM B COOTBETCTBUN C TpeboBaHUAMK pedepeHTHON MeToauku usMmepenus (cm. 8.5.5). Ecnu
N3roToBUTENMb NpeagHa3HavyaeT UCMONb30BaTh YCTPOUCTBO Arsl BEHO3HOWM KPOBM, HE coAepKallel aHTukoary-
NAHTLI, AomMKkHa BbITb cobpaHa npoba fgaHHoro Tuna. BeHo3Hasa kKpoBb 6e3 aHTUKoarynaHTa MoOXeT UCNOMb30-
BaTbCA ANs MCcriefoBaHUA nnasMbl nocne AobaBneHns LMTpaTHOro aHTUkoarynsaHTa u otaeneHus 6egHon
TpomBoLuTamu nnasmbl.

O6pasupbl KAaNUSIPHON M BEHO3HOI KPOBU (ECNIN MPUMEHNMO) AOTKHBI BbITb M3MepeHb! OLeHUBaeMbIM
YCTPOMCTBOM COrMacHoO MHCTPYKLMAM N3roTOBUTENS MO MPUMEHEHUIO, U pesynbTaT AoMmKeH ObITb 3aperncTpu-
pOBaH B NMCTe AaHHbIX cbopa 06pasLoB.

Mocrne n3mepeHUsi CUCTEMOM MOHUTOPWHTA in vitro nepoparnsHO Tepanuu aHTukoarynsHTaMmum (ecnu npu-
MeHUMO) obpasel, BeHO3HOM KPOBU A0MKeH GbiTb 06paboTaH U NpoaHannsnMpoBaH B COOTBETCTBMN C NOCTOSH-
HON MEeTOAMKON W3MEepeHWs U3roToBWUTeNs WiWM anbTepHaTUBHON MeToAMKON usmepeHus (cm. 8.5.5), n
peaynbTtat MHO gomxeH GbITb 3aperucTpupoBaH B NncTe AaHHbIX coopa.

O6beMHan gons a3puUTPoLNTOB (3HaYeHMe reMaTokpuTa) Ao/kHa BbiTb M3MepeHa B kaxaoM obpasLe,
yTObObI NOATBEPANTL, YTO 3HAUYEHNe — B Mpeaenax NnpueMneMoro MHTepeana, onpegeneHHoro Ans ycTpon-
cTBa. PesynbTaThl A0MKHbI BbITb 3aperucTpupoBaHsbl B UcTe AaHHbIX cbopa npob.

8.5.7.3 [ByxcTyneH4yatas meToauka

B AByxcTyneH4aToNn MeToanKe:

a) B Te4eHWe NepBoro atana gosmkHa ObiTb NoKasaHa 3KBMBaNEHTHOCTb BEHO3HOMN M KanuinsipHON Kpo-

BU, U

b) B TeuyeHue BTOporo sTana 6yayT UCMONb30BaTLCA BEHO3Has KpoBb 63 aHTuKoarynsHTa kak obpasel,

AN YyCTPONCTBa 1cCreaoBaHUsl KPOBU U BEHO3HAA LMTpaTHas niasma 13 Toro e BeHo3Horo obpasua

OIS COOTBETCTBYHOLLIEro METOAa CPaBHEHNS.

Ha nepsom aTane gea obpasua kanunnsapHon KpoBu AoMKHbEl BbITb cobpaHbl y Kaxagoro obcnegyemoro
CornacHo MHCTPYKLN N3roTOBUTENS MO NPUMEHEHNIO Ans napanenbHbIX U3MepeHUii CUCTEMON MOHUTOPUHTa
in vitro nepopanbHOi TepannM aHTUKoarynaHTamu.

OpHoBpemMeHHo oBpaseL, BeHO3HOW KPOBU A0MKeEH BbITb cOBpaH y UCMbITYEMOro nnua onbiTHeIM chrebo-
TOMWCTOM B COOTBETCTBUM C TpeBOBAHUSMU CUCTEMbI CaMOTECTUPOBaHUSA in vitro.

O6pasupbl AOMMKHBI BbITb M3MEPEHBI OLLEHUBAEMbIM YCTPONCTBOM COMMTACHO MHCTPYKLUAM N3roTOBUTENS
Mo NPUMEHEHWIO, U pe3ynbTaThl AOMKHbI BbITh 3aperMcTpMpoBaHbl B nUCTe AaHHbIX cbopa.

Mocne Toro, kak NPOAEMOHCTPUPOBaHa SKBUBANEHTHOCTb KanuinsipHoN U BEHO3HOMN KpoBK 6e3 aHTUKoa-
rynsiHTa, MoXeT BbITb MPOBEeAEHO BTOPOE CpaBHEHME 3Tana (To eCcTb Mexay obpasLamm BeHo3HOM kposm 6e3
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aHTUKOArynsHTa u LMTpaTHOM NnasmMoi). 3To cpaBHeHME MOXeT ObITb NPOBEAEHO B MecTax, KOTOPbIe SIBMSIOT-
cs oTAaNeHHbIMN Mo BpeMEHN 1 MECTY OT OPUrMHaINbLHOro UcCnegoBaHUsA 9KBUBANEHTHOCTW KanunsipHON Unm
BEHO3HOWN KPOBU.

[TfpumMevyaHune 1—B HacTosIWEM CTaHOAPTE «3KBUBANEHTHbINY O3HAYaEeT He OTNUYaLIUACA 3HAYUTENBHO
[yrnoeon koadbuumeHT nuHeriHon perpeccuu (slope) = ot 0,95 go 1,05, oTcekaeMbil OTPE30OK Ha ocn opanHar (intercept) =
=+ 0,1 MHO] B akcnepumeHTe C COOTBETCTBYIOLLEN CTAaTUCTUHECKOW CUITON.

Ha BTopom aTane o6paseL, BeHO3HOM KpoBU 6e3 aHTUKoarynsiiTa AomkeH ObiTb M3MepeH OLeHUBaeMbIM
YCTPOWCTBOM COMACHO UHCTPYKLMSIM U3rOTOBUTENS MO MPUMEHEHUNIO, U Pe3ybTaT 3aperncTpupoBaH B nvucTe
cbopa AaHHbIX.

O6pa3seL, BEHO3HOW KPOBW AormKeH 6bITb 06paboTaH HemedIeHHO U u3MepeH pedepeHTHON METOANKON
namepeHus (cm. 8.5.5), n peaynbtat MHO gomnxkeH 6bITb 3aperncTpupoBaH B NUCTe coopa AaHHbIX.

O6bemMHasn Jonsa 3puTPOLUTOB (3HAYEeHWe remaTokpuTa) AoMmkHa ObiTb M3MepeHa B Kaxaom obpasLie,
yTO6bI YOOCTOBEPUTDL, YTO 3HAYeHWe — B Npeaerniax NpuemMrieMoro UHTepBaarna, onpeaeneHHoro 4ns ycTpom-
cTBa. Pe3ynbTaThl A0MMKHbBI BbITb 3aperncTpupoBaHhbl B ucTe cbopa AaHHBbIX.

[ByxcTyneHYaTass MeToanKka pekoMeHayeTcst ANs1 y4acTKOB, Korga MpoKos nanbLeB He BbIMNOMHUM
(cm. [21]).

MprvumevaHwune 2—Tlpokonbl NanbLueB MOryT OKa3aTbCs He BbINOMHWMbI U3-3a Heyao6CTB, AoGaBnsembiX
nauneHTy n3-3a AByX napannenbHbIX NPOKONOB AN NONYyYeHNA KanunnapHON  BEHO3HOW KPOBM, a TaKxKe:

- He MPUHATbI NaureHTamm, KOTopble He AadyT cornacue Ha OCHOBe MHAoOpMaUM, n/unu

- He NPUHSATbI nccnegoBaTenem BCNeAcTBME UCTIbITbIBAEMbIX TPYAHOCTEN U3-3a pacxoda BPEMEHW Ha BbINONHEHNe
npoueaypbl.

8.5.8 AHanus gaHHbIX

8.5.8.1 O6LWMe nonoxeHuns

[o aHanusa nUcTbl AaHHBIX JOMMKHBI ObITb OLEHeHbl, YTOObI MAEHTUDULNPOBaTL OYEBUAHBIE OLINGKN
(Hanpumep, oWNBKU TpaHCKPUNLUUKU, HeaocTaTouHbI 06beM obpasLia Kposu). JomkHbl ObiTb BHECEHBI COOT-
BETCTBYOLLME UCTIPABEHUSI.

Hukakne daHHble, NPUHATBEIE MoNb3oBaTenem Kak AelCTBUTENbHbIe, He MOrYT ObiTb UCKMOYEHbI U3
OLIeHKM TOYHOCTU cucTeMbl. [pu nNpoBepke TOYHOCTM CUCTEMbI MPUMEHSIIOT crnefylowue pykoBoasine
NPUHLMMBI:

a) BcenpoueaypHble ownbkn, c60M MHCTPYMEHTa 1 OTKa3bl KOHTPOMS AOIPKHBI O6bITb UCCNIeA0BaHbI, UTO-

6bl onpeaenuTb NpUYNHY. MiccnegoBaHue v ero 3akioveHUs 40SKHbI ObITb 3aperncTpupoBaHbl B oTyeTe.

b) Ecnu pesynbTaT Obln NPUHAT NOMb30BaTeNeM Kak AeACTBUTENbHbIA, Aaxe npu ToMm, YTO AaBanoch

owmnboyHoe coobLueHre, ecrniv npeden KoHTposs Gbin NpeBbiLeH UK eCniv NpPou3oLLNa npoueaypHas

owmnbka, Takol pesynbTaT He AomKeH BbiTb 0TKMOHeH. MpuynHa Toro, YTo Nosib3oBaTenb UrHOPUPOoBarn
owmnboyHoe coobLueHMe, 0TKas KOHTPOMSA UKW NpoLeypHYHo oWnOKyY, AoMmkHA ObITb UcCrieoBaHa.

c) JaHHble f4omkHbI ObITb MCCNedoBaHbl Ha cTaTUCTMYECKUe BbIDPOCH B COOTBETCTBUU C METOAMKON,

onpeaeneHHon B nporpamme. osmkeH 6bITb BbINOMHEH aHaNM3 perpeccur U Koppensauun, n otyeT npea-

CTaBIEH C BKIoUYeHNeM BbIBpocoB 1 6e3 HuX. MyHKTbl AaHHbIX BEIOPOCOB AOMKHBI ObITh BKIOYEHbI B rpa-

nkK ¢ NpUMeHeHNeM pasnNYHbIX CUMBONOB. PykoBoasLwme NpuHLUMnbI ANs uaeHTudmkaumm sbibpocos

npueeaeHsbl B [16] 1 [22].

PesynbTaThl 40MKHBI 6bITb COMOCTaBMNEHbI Ha rpaduke 1 NpoaHannanpoBaHhbl, 1 A4orkHa 6bITb NpuBeae-
Ha cnegyoLwas uHdopmMauus:

- obLee yncno npoaHannaMpoBaHHbIX 06pasLoB;

- nHTepsan sHadyeHnin MHO, namepeHHbIX B COOTBETCTBUM C pedhepeHTHON MeTOAUKON N3MEPEHNS;

- rpacuyeckoe npeacTasneHne JaHHbIX C COOTBETCTBYHOLWEN CTAaTUCTUMKON (CM. NpumMepsl B 8.5.8.2 1
8.5.8.3);

- pesynbTaTbl OLEHKM TOYHOCTU CUCTEMBI (CM. 8.6.2 1 8.6.3);

- pestome BbIOPOCOB, NAEHTUDNLNPOBAHHBIX U UCKITHOYEHHBIX U3 CTAaTUCTUYECKOro aHarnMaa, BrioYas
MeToANKY ANs MaeHTUUKaLMM BbIGPOCOB 1 UTOTU UcCrefoBaHNS UX MPUYNHBI, U

- Bubnuorpaduyeckmne cCoifkn Ha METOANKN CTaTUCTUYECKOro aHanumsa.

8.5.8.2 Mpadmku pasnunyus

Paznuuns mexay nHamsuayanbHeIMU pesyrbTaTaMmi, Nofy4YeHHbIMA C MOMOLLLIO CUCTEMbI MOHUTOPUHTA
in vitro nepopanbHOM Tepanumn aHTUKoarynsHTaMu, 1 pedepeHTHbIMU 3HaYeHUSIMI 4O KHBI ObITh NpeacTasne-
Hbl Ha rpadprke Kak 3aBUCUMble NepeMeHHble. PedepeHTHbIe 3HaUYeHUss MOryT BbITb CPeAHUMN 3HAYEHUSIMU
napannenbHbIX USMepeHui.
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Mpadukn paznnuma — pekoMeHAoBaHHbLIA Noaxod ANA Toro, Ytobbl M306pas3uTb TOYHOCTb CUCTEMBI,
NOTOMY YTO CTaTUCTUYECKUe AONYLLIEHUS MAHUMASbHBI, U NPOLEHT TOMeK AaHHbIX, OTBEYaoLWmnX KpuTepusam
TOYHOCTU CUCTEMBI, TaK Xe, Kak U OLLeHKa CMeLLEeHUs, MoTyT GbiTb ferko BuluucneHsl. CM. [22] nnu [23].

paduk pasnuuus npoueHTa ¢ 3HadyeHusammn MHO (npu ero HU3KNX 3HA4EHUsIX) BOOBLLLEe He NoaxoauT ANns
rpacu4eckomn oLeHKU TOUHOCTU cucTeMbl. [lomkHbI 6biTb UCNONb30BaHbl thakTudeckue pasnuyina MHO. Peko-
MeHA0BaHHOe 0TCeYHoe 3HadYeHue 2,0 MHO.

Mpumep — Mpaghuk peaynsmamoe ucciedo8aHusl NPOSEPKU cUucmeMbl MOHUMOPUH2a nepopanbHol mepa-
nuu aHmukoazynsiHmMamu npedcmaesnied Ha pucyHke 1. BepxHsisi u HUXHSIS AUHUU npedcmasnslom Kpumepuu
npuemnemocmu u3s 8.6.1.
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X — pedepeHTHbIe 3HaveHuss MHO;

Y — pasnudue (Habnogaemsie pedepeHTHbIe 3HaveHust MHO);
1 — BEpxHWUI Npeaen NpueMnemMocTy;

2 — HWXKHUIA Npegen NpUeMnemMocTu

Pucynok 1 — Npadwmk paznuuna MHO

OueHka TOMHOCTU CUCTEMBI AoMKHA 6bITb OCHOBaHa Ha BCeX AaHHbIX, NPUHATBIX Nonb3oBaTeneM. Jomnxk-
Hbl ObITb NPpUBEAEHbI Crieaytome cTaTucTudeckne aaHHble Ansa kaxaoro nHtepsana MHO B Tabnuue 3:

a) CMelleHne (BblYMCNEHHOE KaK cpefiHee 3HauYeHWe pasnuunuin Mexay pesynbTaTaMu CUCTEMbl MOHU-

TOpuHra nepopansHoOn Tepanun aHTukoarynsiHTamm u pedepeHTHbLIMA 3Ha4YeHUsIMU) Tak Xe, Kak CTaH-

DapTHOEe OTKMNOHEHWe pasnuuniA U cTaHaapTHas onbKa cpeaHero pasnuuuns.

b) MpoueHT pesynbTaToB B Npeaenax KpUTepues NpUemMnemocT 4nst TOMHOCTU CUCTEMBI, ONMUCAHHBIX B

8.6.1.Cm. 8.6.2.

¢) WUHTepBan, koTopbii oxBaTbiBaeT 95 % paznuuni.

8.5.8.3 AHanus perpeccumn

UHaneuayanbHble pesynbTaTbl CUCTEMbBI MOHUTOPUHIA /N Vitro NepoparnbHOW Tepanui aHTukoarynsHra-
MW AOMMKHbI GbITb NPeACTaBIEHbI KAk 3aBUCUMbIE NEpEeMEHHLIE, a pedepeHTHbIe 3HauYeHUs Kak He3aBUCUMbIe
nepemeHHble. PedepeHTHbIe 3HavyeHUst MOryT OblTb CpeaHUMKU 3HaYEHUsIMU napasnienbHbIX U3MepeHUi.
MaeHTnYHble WKankl U NHTepBarnbl A0MKHbI BbITb UCTIONL30BaHbI ANA X- U y-OCe.

Yrnosown koachuLMeHT HaknoHa NMHUKM perpeccun (slope) n y — oTcekaeMbli OTPE30K Ha Ocu opauHaT
(intersept) AOMKHbI ObITb BLIYUCTIEHBI B COOTBETCTBUM C NOAXOAALLE MeTOAMKON perpeccUoHHOro aHanumaa.
Wcnonb3syembln MeToa AoMKeH ObiTb 3a4aH B Nporpamme.
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MpumevwaHusn

1 Mpumepsl BkNioyaloT B cebs1 HAaMMeHbLUME KBaAPaThl IMHEWHOW perpeccumn u perpeccum [lemmtra, optoroHans-
HOW perpeccum (cneumanbHbii cnyyan perpeccum flemunra) unu perpeccumn Passing/Bablock. CooTBeTcTBY!IOWMIA perpec-
CWOHHBIN aHanu3 3aBUCUT OT COOTBETCTBUS JAHHbIX ONpeaeneHHbIM cTaTUCTUYeckMM gonylieHusim. PekomeHgauumn no
OLEHKe PerpecCUoHHbIX METOAMK TSl UCCIEeA0BaHUIA CPAaBHEHNA METOAOB U NO BbIGOPY COOTBETCTBYIOLLEN METOANKM per-
peccuoHHOro aHanusaa cm. [24] nnm [25].

2 CwmeweHune moxeT BbITb BbIMUCIIEHO U3 YPaBHEHUS perpeccun no oTobpaHHbIM 3HaveHnsim MHO (Hanpumep, no
KOHLUEHTpauumsim, NPUHUMaeMbIM Ansi 060CHOBaHMA MeAULIMHCKOIO peluerunst). Cm. [22].

Mpumep — Mpacpuk peezpeccuu No GaHHbLIM uccnedosaHus NPosepKU cUcMeMbl MOHUMOPUH2a nepopab-
HOU mepanuu aHmukoaz2ynsiHmamu npedcmasJsieH Ha pucyHke 2. [lee eHewHue fTuHuU npedcmasnsiom Kpumepuu
npuemnemocmu u3 8.6.1. Yenoeol koaghpuyueHm HaknoHa nuHeliHol peepeccuu — 1,132 + 0,054; y — modka ne-
peceyenusi ocu opduHam — MuHyc 0,2 + 0,1; koaghpuyuenm koppensayuu — 0,943.
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X — pedepeHTHble s3HaveHus MHO;
Y — Habnwopaemble 3HaveHna MHO;
1 — BEpXHUI Npegen NPUeMNemMocTy;
2 — nuHuA perpeccuu;

3 — NUHUA MOEHTUYHOCTH;

4 — HWXHUIA Npeaen NPUeMNEMoCcTu

PucyHok 2 — Npachuk perpeccumn

B oTHOLWEHWUN KaXxA0ro MecTa OLeHKU AOMKHbI ObITb NpuBeAeHbl cneaylowmne CBeAeHUs:

- rpaduk pacceaHua AaHHbIX ¢ NpegnonaraeMon NUHWER perpeccun n MNHUENR y = X;

- HaknoH (slope) n Touka nepeceueHus (intercept) MMHUU NUHENHOW perpeccuu ¢ AOBEPUTESIbHLIMU
WHTEepBanamu;

- KoacpbuumeHT Koppenauum MNMupcoHar.

[aHHble BEIBPOCOB MOryT 0kasaTb HeXXenaTernbHOe BAUSIHWE Ha OLLeHKW LIeHTparnbHOW TEHAEHLUN U AUC-
nepcun. CtatucTudeckue napamMeTpbl AOMKHbI ObITb BEIMUCIIEHEI C BKOMEeHUEM BbiGpocoB 1 6e3 HUX, 1 Bce
AaHHble A0MKHEI BbITb NpeacTaBneHbl Ha rpaduke perpeccum ¢ 0TMeTKamMmu AaHHBIX BbIBpOCOB, 0603Ha4YeHHbI-
MU pasNMYHLIMY CUMBONAMN.
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8.6 MuHumanbHas npueMneMas TOYHOCTb CUCTEMBI
8.6.1 Tpe6GoBaHue TOYHOCTU CUCTEMbI
MuHumansHas npuemnemMas TOYHOCTb ANA PesynbTaTos, NOAYYEHHbIX CUCTEMOW MOHUTOPUHTA in Vitro
nepoparnbHON Tepanun aHTUKoarynsiHTamun ans camotecTupoBaHus 6yaeTt cneayrowen:

- 90 % pasnuuunin Mexay pesynbTaTamu, NONyYEHHbIMN CUCTEMOIN MOHUTOPUHIa in Vitro nepopanbHOn
Tepanuu aHTUKoarynsHTamu, U pesynbtatamu pedepeHTHON MeToanKA U3MepeHUsa B KOMBUHUPOBaH-
HbIX uHTepBanax MHO Huxe 2,0 o1 2,0 oo 4,5, 6yaet B Nnpeaenax, ykasaHHbix B Tabnuue 3;

- cMmelleHue (cpedHee pasnuuue) Mexay CUCTEMON MOHUTOPUHTa in Vitro nepopansHou Tepannm aHTUKo-
arynaHTamu u pepepeHTHON MeToaNKoN nsmepeHns B TepanesTudeckom uHTepsane (MHO 012,0 no 4,5)
6yaeT MeHbLue unu pasHo + 0,3 MHO;
- CMeLleHue pesynbTaToB Ang cynpartepanesTudeckoro uHtepsana (MHO ot 4,6 go 6,0) 4omkHO BbITb

coobLeHo.

Tabnwuuya 3 — Kputepun ka4ecTBa BbINONHEHUS!
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Wutepsan MHO

Donyctumoe pasnuuune
(90 % pesynbtaTos)

Donyctumoe cmelleHune
(cpenHee pasnuuune)

Hwxe 2,0 +0,5 Henpumenumo
O12,0 po 4,5 30 % +0,3
0O714,6 0o 6,0 Henpumennmo Henpumenumo

Mpumedvanune 1 — Kpurepum MUHUMANbHOM NPUEMNEMON TOHYHOCTU OCHOBaHbI Ha pabo4mnx XxapakTepucTukax,
NpeACcTaBNeHHbIX B HACTOSILLEE BPEMS Ha PbIHKE CUCTEM MOHUTOPUHIA in Vitro nepopanbHONn Tepanuu aHTUKOArynsaHTamu,
KOTOpbIE XapakTepU3yoT COBPEMEHHOE COCTOSIHUE Ka4ecTBa paboTbl. 3TM cUCTemMbl NPEAOCTARNSIOT CYWECTBEHHbIE BbIFro-
Abl naumentam. Cwm. [26], [27]. Cm. npunoxenue F ans gononHuTensHOM nHopmaumm.

XOTS HUKaKWe KpUTEPUUN 3KCNNyaTaUMOHHBIX XapakTePUCTUK He yKasaHbl B MHTepBane 3HadveHnn MHO
07 4,6 0o 6,0, pasnuune u cMelLeHUe A0KHBI ObITb BLIMUCIEHBI U NPUBEAEHDBI B OTHETE.

MpumeyaHue 2— Kputepum NPMMEHSIOT NPU NPOBEPKE TOYHOCTU CUCTEMBI, paboTe Ha KOTOpOii Npodeccuno-
HalbHbIE ONepPaTopbl CUCTEMbI Haanexalwmm o06pa3om obyyeHbl, KOTopas AOKHLIM 06pa3oM 06CNyKMBaETCsl,  HeobXo-
AMMble NpoLeaypbl PErynMpoBKM U KOHTPOISA NPOBOASTCA B COOTBETCTBMM C UHCTPYKLMSIMW U3rOTOBUTENS MO NPUMEHEHMIO.

8.6.2 OueHKa TOYHOCTU CUCTEMBI

MpremMnemMocTb CUCTEMbI MOHUTOPUWHIA in Vitro nepoparnbHOi Tepanuu aHTUKoarynsiHTaMu AomkHa 6bITb
onpeaeneHa c nucnonb3osaHem Bcex 400 pesynbTaToB, nony4veHHbix oT 200 06cnegoBaHHbIX Niogen. Yucno
npueMnembix pesynbTaToB B KaxaoM uHtepsane MHO gomkHo 6biTb cnoxeHo, 4Tobbl onpegenvTb obluee
YUCNO NPUEMIEMBIX Pe3yrbTaToB. [PoLEHT NpUeMIeMbIX pe3yrbTaToB BEIMUCHSIOT Kak YUCTIO NMpUemMIieMbix
pes3ynbTaToB, yMHOXeHHoe Ha 100 1 pazgeneHHoe Ha obLyee YMCo pe3ynbTaTos.

8.6.3 lMpeacTaBneHue AaHHbIX

PesynbTaTthl B nHTepeanax MHO B Tabnuue 3, aomkHbl 6bITb NpeAcTaBneHbl pasgernbHo, MOTOMY YTO K
KaXKQoMY MHTepBany NnpuMeH1Mbl pasnnyHble KpuTepumn paboTsbl; cM. 8.6.1.

PesynbTaThl 4OMKHBI 6bITL MpeacTasneHbl B Tabnuue ans kaxgoro uHtepeana MHO.

PekomeHaoBaHHbIe popmaTthl AN MeQUUUHCKMX pabOTHUKOB U Nonb3oBaTenen-HenpodeccuoHanos
ykasaHbl B Tabnuuax 4 n 5. JaHHble B3ATbl U3 8.6.2. MHTepBan npeacTtasnseT 3HavyeHuss MHO, oueHeHHble
B 8.6.1. BepxHuin npegen nHtepaarna uamMmepeHuns MOKeT ObiTb Bbile; cM. 4.2.

Tabnwuuya 4 —lNpumep npeacraBreHns pe3ynbTaToB TOYHOCTU CUCTEMBI As MPOdECCUOHANBHON MAapPKUPOBKM

WHTepsan MHO B npepenax 0,3 MHO B npepnenax 0,5 MHO CpepnHee pasnuune MHO
Hwxe 2,0 100 % 100 % 0,1
WHTepsan MHO B npepenax 10 % B npepnenax 20 % B npepnenax 30 % CpegHee pasnuune MHO
01200045 75 % 90 % 100 % 0,3
OT14,6 0o 6,0 65 % 90 % 100 % 0,3
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Tabnwuya 5—Tlpumep NnpeacTaBneHns PesynbTaToB TOYHOCTU CUCTEMBI A4Sl MapKUPOBKM ANA HENnpodeccnoHans-
HbIX MONb3oBaTenemn

WHTepsan MHO? % npuemnembix pe3ynbTaTtos

Ot1,2p04,5 97 %

& TouHOCTb cucTeMbl Gbina oueHeHa no sToMmy nHTepeany peaynbtatos MHO.

9 OueHka paboTbl Nnonb3oBarTens

9.1 O6wue nonoxeHus

OueHka paboTbl NoNb3oBaTeNs 4oMmkHa GbiTb BLIMOSIHEHA U3rOTOBUTENEM A0 Pa3MeLleHNs Ha pbiHKe
HOBOW CUCTEMbI MOHUTOPUHTA in Vitro nepopansbHon Tepanuu aHTMkoarynsiHtamu. MpumenstoT TpeGosaHus,
onpegeneHHble B EH 13612.

Lienb oueHkM paboThl NOMb30BaTENs COCTOUT B TOM, YTOOLI NPOAEMOHCTPUPOBATL CNOCOGHOCTL NONL30-
BaTenen NpUMEHSITbL CUCTEMY MOHUTOPWHIa in vitro nepopanbHOi Tepanum aHTUKoarynsaHTaMu U nofy4ats npu-
emriemble pesyrbTaTbl Ha OCHOBE TObKO MHCTPYKLMN MO MPUMEHEHUI0 M 0byyeHus, 06bIuHO obecnevnsaemMoro
M3roTOBUTENEM.

OueHka paboTbl Nonb3oBaTeNs AoiMkHa GbiThb BhIMOMHEHA CornacHo NMCbMeHHoM nporpamme. Mporpam-
Ma AOKHa, Kak MUHUMYM, onpefenuTs obyyeHune n obpasoBaHue, MecTa OUeHKU, c6op AaHHBbIX U METOAUKN
aHanusa, n KpuTepun NpuemMnemMocT. PeaynbTaThl OLEHKU paboThl NONb30BaTeNa A0KHbI ObITb 3aperncTpu-
poBaHbI B OTYETE.

PesynbTaThl, Mony4YeHHble Nonb3oBaTenemM-HenpogeccuoHanom, JOMMKHbI OblTb CpaBHEHbI C pe3ynbTa-
Tamu, NoNy4eHHbIMU ONbITHBIMU TEXHUKAMU, C UCMOSb30BAHUEM TOW XKe CUCTeMbl MOHUTOPUHra in vitro nepo-
panbHOW Tepanuu aHTUKoarynsHTamu, M MoOryT ObiTb CpaBHeHbl € pesynbTaTamu, MonyYeHHbIMU
N3roToBUTENEM C MPUMEHEHNEM NOCTOSIHHON/BLIOPaHHOW U3rOTOBUTENEM METOANKA U3MEPEHUS.

9.2 MecTta uccnenoBaHus

Wcecneposarus paboTel Monb3oBaTenen 4omkHbl 6biTb NPOBeAeHbI B TpeX NpodeCcCuoHanbHbIX y4acT-
Kax. HacTpoiika AormkHa No3BonnTb Nonb3osaTento-HenpodeccuoHany BbIMOMHATL U3MEPEHUs], UCTIOMNb3Yst
TOJbKO MHCTPYKLMM NO MPUMEHEHMI0 1 06y4eHne, 06bIYHO obecneunsaeMoe nonb3oBaTenisM U3roToBUTENEM.

O6bscHeHWe Ans Belbopa y4acTKOB OLeHKM A0IPKHO BbITb AOKYMEHTUPOBAHO.

MprmeyaHue—M3roToBUTENb MOXET BbiOpaTb MecTa, KOTopble NPEeAcTaBnsioT (akTUYeckoe UCMoNb3oBa-
HUe npoayKra (Hanpumep, KIIMHUKKU, B KOTOPbIX NPOBOAAT NeveHe aHTUKOaryrnsiHTamm).

9.3 Y4yacTHUKU uccriegoBaHus

Mo kpanHein mepe, 60 nonb3oBaTenei, No 20 Ha y4acToK, AOMMKHBI ObITh BKITIOYEHbI B UCCIieA0BaHUE C
y4yeToM Bo3pacTa, rnona u ypoBHA obBpasoBaHWUsA, penpeseHTaTUBHLIX ANg npednoniaraeMor Nonynsauumn
nonb3oBartenen. Y4acTHUKA UccneaoBaHus A0KHbI UMeTh Lieneson uHTepsan MHO mexay 2,0 u 4,5 u nonx-
Hbl COOTBETCTBOBaTb TPEGOBaAHWUAM CUCTEMBI CAMOTECTUPOBAHUS in Vitro nepopanbHOA Tepanun aHTMKoary-
nsiHTamu (Hanpumep, s3HavYeHNst 06 BLEMHON AONN 3PUTPOLIMTOB AOMKHBI HAaXOAUTLCA B Npeaenax uHTepsana,
onpeaeneHHoro B UHCTPYKLMAX MO NMPUMEHEHUIO).

YyUacTHUKM JOMKHBI 3aKOHYUTL NporpamMmmy o6pa3oBaHuWs U3rOTOBUTENS, HO He AOIMKHBI MOMy4aTh 4ONoM-
HUTEMNbHOTO 0BYYEHNSs], UHCTPYKLIMK, MOMOLLM UM y4eBHbIX MaTeprarnoB KpoMe Tex, KoTopble 06bIYHO npunara-
0T K cUCTEeMe 4Nsi CaMOTECTUPOBAHNA in Vitro NepopanbHON Tepannn aHTUKoarynsiHTamu.

Kak ToMbKo y4aCTHUKN 3aKOHYMAK NporpaMmMy o6pa3oBaHnsi U3roTOBUTENS M CYUTAOTCA 4OCTATOUHO KBa-
NMULMPOBaHHBIMMW, YTOObI BLINOMHATL CAMOTECTMPOBAHNE, OHU MOTYT y4acTBOBATL B UCCNefoBaHUM paboThl
nonb3oBaTenen.

Ecnu nporpamma obyyeHus TpebyeT, 4Tobbl Nonb3oBaTeNM NPUMEHSNIM CUCTEMbI CAMOTECTUPOBAHMUS in
vitro Ha 4OMY, TO Y4aCTHUKU OOIMKHbI ObITh NPOMHCTPYKTUPOBAHLI O 3anpeTe UCNOoNb3oBaTh pe3ynbTaThl A5
nobo MegULMHCKO Lienn. YcTpocTBa A0MKHbI GbiTb MOMeYeHbl COOTBETCTBEHHO (Hanpumep, «Tonbko ANs
OLLeHKM paboThl», «N8 NCNONb30BaHMS B UCCeA0BaHUNY ).

9.4 UHCTpYMeHTbI U MaTepuanbl

UccnenosaHns no oueHke paboThl Nonb3oBaTenen 4omMkHbI OblTb NPOBeAeHbI C UCNONb30BaHNEM OAHON
napTuun peakTuea.
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9.5 OueHka yMeHUil nonb3oBaTeneun

B MecTe OLLeHKMN yYaCTHUKN AOSDKHbBI BLINOMHUTL NPOKOMbI CODCTBEHHbIX ManbLEB U U3MEPUTL 3HAUEHUS B
KPOBU C UCMOMb30BaHUEM CUCTEMbI CaMOTECTUPOBAHUSA in Vifro NepopanbHON Tepanun aHTUKoarynaHTaMu.
Kaxkabl y4acTHUK AOIKEH BbINONMHUTL U3MepeHue ABaxab!, Nony4ms Asa pesynbtata MHO.

O6y4yeHHbI MeanLUUHCKNA paboTHUK AaHHOMO y4YacTka OOMKeH Takke U3MEepUTb 3HaYeHUe B KPOBU
y4yacTHUKa, NCNONb3YH TY XKe CUCTeMY CaMOTECTUPOBAaHUS in Vitro nepopanbHON Tepanuu aHTUKoarynsaHTaMm 1
Ty e napTuto peaktusa. MeamunHcknii paboTHUK OOMKEeH U3MEepPUTb 3HaYeHUe B KPOBU yYacTHUKA ABaXAbI,
nony4us asa pesynstata MHO.

HemeaneHHo nocne 3T0ro MeauuMHCKUIA paBoTHUK MOXKET NoNy4nTb o6pasel, BeHO3HOM KPOBU y4aCTHU-
Ka Ons n3aMepeHunsi B COOTBETCTBUU C pedhepeHTHON MeTOAUKON N3MEPEHUS.

UTo6bl He BBOAWUTb B pacyeTbl cMeLleHne, NOpALOoK U3MepeHUs Mnonb3oBaTens Mm U MeauLUHCKUMN
paboTHNKaMU JoIKeH ObITb paHAOMMU3NPOBAHHBIM UMK YepeayeMbIM.

MpumeyvyaHune 1— Ecnm nmeloTca ABa MHCTPYMEHTa M ecnv AoNyCTUMO CUCTEMON CamOTECTUPOBaHuSA, ABa
namepeHusi MoryT ObITb caenaHbl B Npobe, B3ATON U3 eAMHCTBEHHOIO NPOoKona nasbla, Ucnonb3ysi ABe NocneAoBaTernbHble
Karnnm KpoBw.

YMeHUs Nonb3oBaTens NpUMEHSTb U 0BCNYyXUBaTb CUCTEMY, HARHOCUTL NPODBY NUNTaTb pesynbTaT 4OSDK-
Hbl BbITb OL€HEHbI 00YYEHHBIM MeANLMHCKAM PpaBOTHUKOM AaHHOTO yupexaeHusl. PesynbTaTbl OLeHKU OOMK-
Hbl BbITb 32PErnCTPUPOBaHDI.

Cpeau y4acTHUKOB UCTIbITAHWUSI MOXKET ObITb MPOBeAeH aHKETHBIA ONPOC A5 OLeHKU MOHUMaHUS UMW CUC-
TeMbI.

Mocne 3aBeplueHMa Nporpammbl NOSL3OBATENN AOMKHBI ObITb MPOUHCTPYKTUPOBaHbLI OTHOCUTENLHO
BbINONIHEHWSA 3MEPEeHNIA Ha oMY .

Kaxabl y4acTHUK JoSHKeH BbITb MPONHpOpPMMPOBaH 0 HEOBXOAUMOCTH BLINOMNHSATL, MO KpalHen Mepe,
10 nsmepeHuin Ha npoTsbkeHnn 10 gHer, Ho He Bonble, Yem 30 AHeNn, 1 He Bornblue, YeM OAHO N3MepeHue B
AeHb, criegys MHCTPYKLUMA U3rOTOBUTENS MO NPUMEHEHWIO, BKITIOYas N3MepPEHNe KOHTPOSIbHBIX MaTepuanoB.

Kaxablii y4acTHUK JommkeH BbITb MPOUMHCTPYKTUPOBAH O HEOBX0AUMMOCTU N3MepsTh ABa KOHTPOMbHBIX
obpasLa ¢ kaxabIM n3MepeHneM KpoBHu, Nosyyast B obLeit cnoxHocTy 10 3Ha4YeHUA Ans KaXKA0ro YPOBHS KOH-
TPONbLHOro Matepuana, ecrnv NPUMEeHUMO.

MsroToBuTenn 4omkHel NpeaocTaBnTb y4acTHUKaM bopMbl AaHHBIX 45151 OKYMEHTauum ux pe3ynbTaToB
CaMOTECTUPOBAHUSA 1 Pe3ynbTaToB KOHTPONS.

Mocne gomaluHero nepuoga UsmepeHuin kaxabli y4acTHUK A0SMKEH BO3BPaTUTLCA B yupexaeHue (MecTo
npoBedeHUs1 UCMbITaHWi), YToBbl 3aBepLnTb OLEHKY paboTbl Nonb3oBaTens MeauUUHCKAM paBGoTHUKOM.
3aech y4acTHUKM NCTbITaHUSA AOMKHBI BINMOMHNTL NPOKOMbLI COBCTBEHHbIX NanbLeB U N3MepuTb 0bpasLbl UX
KPOBW, UCNOMb3Ysl CUCTEMY CaMOTECTUPOBAHWS in Vitro nepopanbHON Tepanumn aHTUKoarynsiHTamu.

HemeaneHHo nocne npoBegeHNs cCamoTecTUPOBaHUSA yHacTHUKaMU 06yYeHHbIN MeaULMHCKUIA paboTHUK
AaHHOTO yupexaeHus (y4acTka UChbiTaHWA) AOMMKEH U3MEePUTb KPOBb YHacTHUKA UCTIbITaHWUs TOM XKe CUCTEMON
camoTecTUpOBaHUS in vitro nepopasnbHON Tepanun aHTUKoarynsaHTamu.

HemeaneHHo nocne atoro paboTHUK 3ApaBOOXpaHEHUs MOXeT NoNyyYnuTb obpasel, BEHO3HON KpoBU
yyacTHMKa ANsi U3BMePEHUs B COOTBETCTBUMU C pedhepeHTHON METOANKON U3MEPEHUS.

YMeHuUs nonb3oBaTtens NPUMEHATL U 0B6CNYXUBATb CUCTEMY, HAHOCUTL NPOBY MUUTaTb pe3ynbTaT A0SK-
Hbl 6bITb OLleHeHbl 00yYEeHHBIM MeANLMHCKUM PaboTHUKOM AaHHOMo yupexaeHusl. PesynbTaTbl OLeHKU AOMK-
Hbl GbITb 3aperMcTpUpPOBaHbI B 0TYETE.

Mpumevanue 2— Cpeay y4aCTHUKOB MCNbITAHUA MOXET GblTb NPOBEAEH aHKETHBIN ONMPoC, YTOBbI OLEHUTH
NOHUMaHUE UMM CUCTEMBbI.

MpumeyaHne 3—[nsapacyeTa OTHOWEHNA Pe3yNnbTaToB U3MEPEHUA NaLUEHTOM M NPO(ECCUOHATIOM MOXET
6bITb NCNONBb30BaHa NUHENHAs Perpeccus U/nnu t-TecTsbl.

9.6 Kputepumu npueMnemocTu U oueHKa AaHHbIX

BocnpounssoanmocTb NapannenbHbiX n3aMepeHnin AofmkHa BbITb BbIMMCIEHA, kak onucaHo B 8.4.4.1, Ha
OCHOBE AIBOWHbIX pe3ynbTaToB Nofb3oBaTens W pe3ynbTaToB napanfesibHbIX U3MepPeHUin MeaULMHCKOro
paboTHUKa.

CpeaHekBagpaTuyeckoe OTKMNOHEHNE NPOMEXYTOUHON NPELU3NOHHOCTA AOIMKHO BblTh BBIMMCIIEHO HA
OCHOBE pe3ynbTaToB KOHTPOMS NOMb30BaTENA C UCMONb30BaHUEM METOAUKA ANCNIEPCUOHHOTO aHanusa Ana
Ka)KQoro ypoBHst Matepuana KoHTpons, eCiv NPUMEeHNMO.

Mcnonb3ya nepBblil pesynbTaT Kaxaoro Habopa ABOMHBLIX pPe3ynbTaToB, COOTBETCTBUE pe3yfibTaToB
nonb3oBaTtesns ¢ pesynbratamm MeauuMHCKoro paboTHUKa OMKHO ObITb BEIMUCTEHO, Kak onucaHo B 8.5.8.
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ToT e caMblil aHanu3 4oSHKeH BbITb BEINOMHEH, UCMONbL3YA NEPBLIA pe3ybTaT Nofb30BaTeNs U CooTBET-
CTBYIOLLWIA pe3ynbTaTt pedpepeHTHOro U3MepeHUs, ecrnin NPUMEHUMO.

[ns pesynbTaTos nonb3osaTens M MeanUMHcKoro paboTHUka 95 % Bcex pesynbTaTos B uHTepsane MHO
012,000 4,56ygeT B npegenax + 0,5 MHO.

CpegHee pasznuuve mexay pesynbTaTami nonb3osaTenis 1 pesynbTataMmn MeauuMHCKoro paboTHUKa
[OIKHO BbITb MeHbLUe unu pasHo 10 % pesynbTaToB MeaMLMHCKOro paboTHUKA.

ToYHO Tak )Xe COOTBETCTBME Pe3ynbTaToOB NOMb30BaTeNe C COOTBETCTBYOWMMN pesynbTaTamu pede-
PEHTHOro U3MepeH s A0MKHO ObITb paccunTaHo, ecrnm 3T0 MPUMEHUMO.

PesynbTaThl nccnegoBaHus AomkHbI 6bITe coobLleHbl B doopmMaTe, onvcaHHOM B 8.6.3.

MpwumeyaHwue—Ipunoxenne F cogepxut 0630p onyGrimkoBaHHbIX OLEHOK paBoTbl, K KOTOPLIM 3TW KpUTEPUU
paboTb! GbINY NPUMEHEHbI PETPOCNEKTUBHO.

9.7 OueHKa UHCTPYKLUNA NO NPUMEHEHUIo

MHCTpyKUMM NO MpPUMEHEHUIO AOMKHBlI BbiTh OLeHeHbl y4acTHUKaMK uccneaoBaHus. MonbsosaTte-
nu-HenpodreccroHanbl U MeguUMHckMe paboTHUKM AOMKHBI paccMoTpeTb U NpeaoCcTaBUTb KOMMEHTapun
OTHOCUTESbHO NPOCTOThI NOHUMAaHNS MHCTPYKLNIA MO NPUMEHEHNIO.

OTa oueHka MoxeT 6bITb 06benHeHa ¢ uccrnegoBaHMeM, onucaHHbiM B 9.3, Unu moxeT ObITb NpoBeAeHa
OTAeNbHO.

KomMMeHTapuu nonb3oBaTtenen MoryT bbiTb MOy4eHbl NyTeM aHKETHOrO 0Npoca, Ui Kak YacTb Mccrneao-
BaHWA 4vernoBeveckoro pakropa. N3roToBUTENbL AOMKEH YCTAaHOBUTL KPUTEPUU OIS pesynbTaToB OueHKU
WHCTPYKLMIA No NnpuMeHeHno. Ecnn peaynbTaThl Nonb3oBaTenen He 0TBeYaloT KpUTepusiM NpuemneMocTu, To
N3roToBUTENb AOMMKEH paccMoTpeTb NOTPEBHOCTL NepecMoTpa pasnenos MHCTPYKLUMIA M NOBTOPUTL OLLEHKY.
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MpunoxeHne A
(obsazaTenbHoe)

DononHutenbHble TpeGOBaHI/IFI AanAa 3neKTpOMarHVITHOI7I COBMeCTUMOCTU

A1 O6wue nonoxeHns

HaHHoe npunoxeHue onpegensieT MUHUMarbHble TpeGoBaHUs ANs yCTOWUUBOCTU U SMUCCUM OTHOCUTENBHO 3eK-
TpoMarHuTHOW coBmectumoct (OMC) yCcTponcTBa ANst MOHUTOPUHIA in vitro nepopanbHOW Tepanun aHTUKoarynsHTamm,
npeaHa3Ha4eHHOro A8 CaMOTECTUPOBaHUS, B OMNONHEHWe K TpeboBaHunsim 6.4.

Ecnn ananus pucka (cm. 4.4) nokasbiBaeT, YTO BO3deNCcTBUE 6onee BbICOKMMU YPOBHAMM My4YeBON 3HEPTUK UMK
ANEKTPOCTaTUYECKOro paspaaa NnpeacTasnseT HeAoNYCTUMbIN PUCK AN NONb30BaTENSA, TOrAa YCTPOWCTBO AOIKHO ObITh
NPOBEPEHO Ha 3TUX Goree BbICOKMNX YPOBHSIX.

A.2 TpeboBaHuA TeCTa YCTOMYMBOCTH

A.21 YcTONYNBOCTbL K U3NY4YEHUIO

MpumeHsitoT TpeboBaHus, onpegeneHHsle B M3K 61000-4-3.

Kpome Toro, yCTOMYMBOCTb NPOTUB U3IYHEHHbIX YacToT AOIKHA OblTh pacluMpeHa Ha guanasoH Yactot 4o 2,5 My
npu ypoBHe ucnbitTanus 3 B/m.

A.2.2 YcTONYNBOCTDL K 3NEeKTPOCTaTUMECKOMY pa3paay

MpumeHsitoT TpeboBaHus, onpegeneHHsie B M3K 61000-4-2.

[na paspsga B BO3gyxe yCTONYMBOCTD K 3NEKTPOCTATUYECKOMY paspsay AOIMKHA 4EMOHCTPUPOBATLCH Ha UCMbITa-
TenbHbIX YPOBHAX £ 2, + 4 n + 8 kB.

NS KOHTaKTHOro paspsaa yCTONYMBOCTb K 3MEKTPOCTATUYECKOMY paspsaay AOIKHA AEMOHCTPUPOBATHLCH HA UCTbl-
TaTenbHbIX YPOBHAX + 2, £ 4 n £ 6 kB.

A.3 TpeboBaHusA TecTa cucTeMbl

Ecnu apyroe o6opygoBaHue CBA3aHO C UHCTPYMEHTOM UIU MOXET ObITb CBA3aHO C UHCTPYMEHTOM, 06pa3oBasBLwwasn-
Csl cMCTeMa TakKe JOoMKHa COOTBETCTBOBaTL TpeboBaHnsm SMC.

Onpegenss TpeboBaHus K cUCTeMe TECTUPOBAHWS, M3FOTOBUTENb AOJKEH PACCMOTPETb, AEUCTBUTENBLHO NN BO3-
MOXHO BbIMONHATL U3MEPEHNE B TO BPEMS, KaK cuctema cesidana. Kondurypaums cuctemsl, onpegeneHHas uarotoBute-
nem, unu 0603pumble KOHDUIYpaLUN CUCTEMbI, UAEHTUHDULMPOBAHHLIE aHANM30M PUCKa, OMKHLI BbITb NPOBEPEHbI, Kak
onucaHo B A.2, eCInu OHM NO3BONSAIOT MNOMb30BaTENO BLINOMHATL M3aMepeHne MHO.

TpeboBaHusi TECTa CUCTEMBI MOXHO HE NPUMEHSATL, €CINIU NPOEKT YCTPOMNCTBA NPENATCTBYET NONb30BaTEN 10 BLINOI-
HATb n3ameperns MHO, korga MHCTPYMEHT cBA3aH ¢ ApyrMm o6opygoBaHUEM.

A.4 UHCTPYKUNM NO NPUMEHEHUIO

MHCTpyKummn no npumeHennio (cm. 5.3) AoMKHbI cogepXaTb criefyioLyio MHbopMaumio:

a) yTBepxgeHue, 4To 060pyOBaHMe BbINOMNHAET NpuMeHUMble TpeboBaHns k AMC amuccum, n 4TO amMmccus
MCMONb3yeMON SHePrun HU3KasA 1 BPsiA, NN BbIZOBET NOMEXM y COCeAHEro 311EKTPOHHOIO 060pyaoBaHUS;

b) ytBepxaeHune, 4To o60opyaoBaHMe NPOBEPEHO HA YCTOWUMBOCTD K 3NeKTPOCTaTUYECKOMY pa3psay, kak onpeae-
neHo MOK 61000-4-2;

C) pPEeKOMEHAOBaHHbIE Mepbl OrpaHNUYeHUs NPUMEHEHUS], KOTOPbIE JOMXHbI GbITh NPeaAnPUHATLI NONb30BATENEM,
4TO6bI N36EXKATE HENPABUNBHON ONepaLyumn UM NOBPEXAEHUS yCTPONCTBA.

Mpumep 1— «He ucnone3yiime amom uHcmpymeHm 8 cyxol oKpyxaroujeli cpede, 0CO6eHHO ecsiu npucy-
mcmsyom cuHmemu4eckue Mamepuanbi. CuHmemuyeckast odex0a, Koepbl U Mm.0. MO2ym ebi3samsb pa3pyuiu-
menbHbIe cmamu4eckue pa3psobl 8 cyxoll okpyxaroujeli cpedey;

d) yTtBepxaeHue, 4To 060pyAOBaHNE NPOBEPEHO HA YCTOWUYUBOCTb K PaaNo4acToOTHON UHTepdepeHLMn B 4acToT-
HOM AnanasoHe U Ha NcnbiTaTeribHOM YPOBHE, onpeZieNieHHOM B HAacTOSIWEeM cTaHaapTe;

€) peKOMeHAOBaHHbIE MEPbI YMEHbLLEHUs, KOTOpbie AOMKHbI GbiTb NPeaANPUHATLI Nonb3oBaTtenem, YTobbl nabe-
XaTb NOMEX paanovacToT, C onpeaeneHHbIMU NPUMepamMn.

Mpumep 2 — «He ucnonb3yiime amom uHcmpymeHm 86/1U3u comoebix unu 6ecnposodHbIX mese¢goHos,
nepez2o08opHLIX yempolicms, ycmpolicme 05151 omKpbimusi dgepell 2apaxeli, paduonepedamyukos unu opy2020
IN1IeKMPUYECKO20 UJIU 3/IeKMPOHHO20 060pydo8aHuUsi, KONMOPbIe A8AIMCH UCMOYHUKaMU 3/1eKMpPOoMa2HUMHO-
20 u3/y4eHus, MOCKONbLKY OHU MOo2ym urHmepdepuposams ¢ Hadnexauwel pabomoli UHCMPYMEeHmMa».
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MpunoxeHne B
(cnpaBo4Hoe)

Mpumepbl Lenu NpocneXxXmuBaeMocTu

Huarpamma Ha pucyHke B.1 agantnpoBana n3 MCO 17511, yTo6bl nokasaTb NOMHYHO LieMNb NPOCIEXMBaeMOCTH ANs
KannBGpoOBKU N3rOTOBUTENEM CUCTEMbI MOHUTOPUHIA in Vitro nepopanbHON Tepanuy aHTUKOaryrsiHTamm.

Martepuan MpunucbiBaHUe 3HaYeHUs Npu kannmbposke Mertoguka

MexayHapogHas
cornacoBaHHasi pecdbepeHTHas
MeToAMKa M3MepeHus

MexayHapoaHbIi
CcormacoBaHHbIi kanubparop?

BbiGpaHHas narotoButenem
MeToauka smepeHus

PaGouwii kanubpartop
U3roToBUTENs®

MocTosAHHaA MeToauka
M3MEepPEHUS U3roToBUTENst

Kanuvbparop npogykra
U3roTOBUTENSA

PyTuHHas metoguka
M3MepeHUs1 KOHEYHOro
nons3osarens

PyTuHHas npoba

AVATATA

PesynbTar

@ MesxayHapoaHbli cornacoBaHHbIA kKanubpatop 1 pabounil KanubpaTop U3rOTOBUTENS MOTYT BbiTh
COOTBETCTBYIOLLMMU CypporaTHbiMu pecdepeHTHbIMU MaTtepuanamv UM YerioBedeckumy obpasuamu.

PucyrHok B.1 — lMNpumep uenu npocnexnBaemocTy Ans pesynerata udmepeHnsi CUCTEMbl MOHUTOPUHIA
nepopanbHol Tepanuu aHTUKoarynsHTamm
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Mpymep Ha pucyHke B.2 geMoHCTpUpYyeT Lenb npocnexneaeMocty ans pesynetatoB MHO go pedepeHTHOM meTo-
avkn namepenusi BO3 nokaumeBaHus NpobupkM M MexayHapogHoro pedepeHTHOro npenapata TpomMOonnacTMHOB C
MCMNOMNb30BaHWEM OQHOCTYNEHYATON METOAUKN, ONMCaHHOW B 8.5.7.2.

Matepuan MpunuceiBaHne 3HaueHUs Npu KanubpoBke Metoauka

MexxayHapoaHas pedepeHTHas
METOAMKA N3MEepPeHUs
(HaknoHHo Npo6upkw)

MexayHapoaHbIi
pedepeHTHbIA npenapar
TpombonnacTuHa

BbiGpaHHas M3roToBUTENEM
METOAUKA U3MEPEHUsI

Pa6ouuii kanubparop
U3roToBUTENs>

MocTosiHHaA npoueaypa
M3MEpEeHUs U3roToBUTeNA
(pYTUHHBIA MeTOA U3MEepeHUA
C LIMTPATHO! NNa3Moit)

Kanubparop npoaykra
usrotToBuTEns (Hanpumep, Yvn
C KOAOM)

PytuHHas metoavka
U3MEPEHMSI KOHEYHOTO
nonb3oBarensi (cuctema
MOHWTOPUHIa nepopanbHoO
Tepanvu aHTMKOarynsiHTamm)

PytuHHas npoba
(kanunnsApHas KpoBb)

AVATATA

Pesynstatr MHO

a -
Pa6ouuit kanubpaTtop U3roToBUTEN MOXET GbiTb COOTBETCTBYIOLMM CyppPOraTHbIM peepeHTHbIM MaTepuanom
Wnu 4yenoBe4eckum obGpasiom.

Pucynok B.2 — lMpumep uenn npocnexmBaemMocTu ans nccneaoBaHns BepudmKaLmm TOHHOCTU CUCTEMbI MOHUTOPUHIA
in vitro nepopanbHON Tepanun aHTUKoarynsiHTamm B COOTBETCTBUM C OAHOCTYNEHYaTON METOANKON
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Mpumep Ha pucyHke B.3 nokasbiBaeT uenb npocrexueaemoctn ans pedynstatoB MHO go pedepeHTHON MeToankn
nameperHus BO3 nokaumsaHusi npoGupkn 1 mexayHapoaHoro pedepeHTHOro npenapara TpomM6onnacTHoB € MCNONb30-
BaHWEM ABYXCTyNeHYaTol MeToAMKN, onucaHHon B 8.5.7.3

Martepuan MpunucoiBaHKe 3Ha4eHUA Npu kanubposke Meroguka

MexayHapoaHan pedepeHTHas
METOanKa U3MEPEHUs
(HaknoHHoM Npo6upkK)

MexayHapoaHbIii
pedepeHTHbIN Npenapar
TpoM6Gonnactuia (MPI)

BuiGpaHHan U3roToBUTENeM
METOAUKA U3MEPEHUA

Pabouwmii kanubparop

uarotoBuTens®
MocTosiHHas MeToauka
M3MEPEHUs! M3TOTOBMUTENSI
(pyTVHHBIA NaGopaTopHbIiA
METOZ C UCTONb30BaHUEM
LMTPAaTHOM MinasMbl)
Kanubparop npoaykra
M3rOTOBUTENS (HAaNpUMep, Yun
€ KoAOM)
PyTuHHas metoguka
M3MEPEHUs! KOHEYHOTO
nonb3oBarens (cucrema
MOHUTOpUHIa NnepoparbsHoiA
Tepanvum aHTUKOArynsiHTamm)
PytuHHas npo6a

(npo6a BeHO3HOM KpOBHK)

PyTuHHas MeTtoauka
WN3MEepEeHUst KOHEYHOMO
nonb3oBarens (cucrema
MOHUTOPUHIA NepopanbHON
Tepanuu aHTUKOarynaHTaMu)

VAAAN

PyTuHHas npo6a
(kanunnspHas KpoBb)

Pesynbtar MHO

2 paGouunit kKanuGpaTop MaroTOBUTENA MOXET GLITh COOTBETCTBYIOLLMM CyppPOraTHbIM pedepeHTHLIM MaTepUanom
WIK YeroBe4eckMM o6pasLoM.

PucyHok B.3 — Npumep uenu npocnexmeaemocTv Ans eepndukaumm TOHHOCTU CUCTEMbBI MOHUTOPWHTA in vitro
nepopanbHOW Tepanumn aHTUKOArynsHTamMmmu B COOTBETCTBUM C [IBYXCTYNEHYaTON METOANKON
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MpunoxeHne C
(cnpaBo4Hoe)

BbluncneHune paamepa npo6bl AN oLeHKu cMeLweHns [28]

B cootBeTcTBMM C Tabnnueli 2 B 8.5.3, no kpaliHen mepe, 150 06pasLoB A40MmKHbI 6bITb UCCIEA0BaHbLI B UHTEPBAaNe
MHO o12,0 o 4,5.

KoadhduumeHT Bapuaumm 5 % bGyaet nocTynUpoBaH Arsi CUCTEMbI MOHUTOPUHIA NepoparibHOM Tepanuy aHTUKoary-
NSHTaMu 1 Ansi BbIGpaHHOM N3roToBUTENEM METOANKNA U3MEPEHUS.

dna cpeanero MHO 3,0 cnepyet cpeaHekesagpatuyeckoe oTknoHeHne SD. =0,15.

MockonbKy BbIMNONHEHbI MapannernbHble naMmepeHusi, adpdekTMBHOE cpegHeKBaapaTU4Heckoe OTKIIoHeHne SD
yMeHbweHo go SDdup = SDE/\E =0,106.

Ecnu gonyctumoe cmewenne 0,3 MHO, 95 % poseputenbHbiiuntepBan, CI[u(1— o/2)~ 2] MoxeT 6bITb BbIMUCNEHO
cneaywowmnm o6pasom:

CI = bias + 2+/2 SDdup/~150;

TONbKO AJIMHA UHTepBana

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

Cl=4+0,3/12,24;

CI =+0,025

unm 0,3 £ 0,025 MHO.

Moatomy pe3ynbTatbl nonynsiuumn npob na 150 o6pasuos B uHTepBane ot 2,0 ao 4,5 MHO B goBepuTEnbHOM UHTEP-
Bane+ 0,025 MHO, koTopbIli ABNSAETCA AOCTATO4HBIM, YTOObLI NOATBEPAUTL, YTO paboTa cCUCTEMBI COOTBETCTBYET AONYCTU-
mMomy cMeLeHmto 0,3 MHO.
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Mpunoxenne D
(cnpaBo4Hoe)

Mpumep BbIvUCNEHUA HeonpeaeneHHocTu Ana onpegeneHua MHO npoTpoMGuHa
C NpUMeHeHueM cUcTeMbl MOHUTOPUHTa in vitro nepopanbHON Tepanuu aHTUKoarynsiHTaMu

Mpumep BblUMCIEHWs HeonpeaeneHHOCTH ans onpeaenenuss MHO npoTpoM6urHa ¢ NpUMeHeHeM CUCTEMbI MOHW-
TOPWHra in vitro nepopansHON Tepanvu aHTUKoarynaHTamm npueseaeH B Tabnuue D. 1

Ta6nwua D.1

HaumeHoBaHWe BNMAHUA

Pasmep npu
MHO 3,0

Tun

Pacnpenenenue
BEPOSTHOCTM

Henu-
Tenb

Yacr-
Hoe

Keag-
paT

KommeHTapum

3tan 1 — MNocTosiHHas MeToAMKa U3MEPEHNS U3FOTOBUTENS: MEXAyHapOAHbLIA WHAEKC YYBCTBMTENBHOCTU NapTiK

BnagernbLa
MexayHapogHbIn Honb (no | — — — — — —

pedepeHTHbI Npena- | onpeaerne-

pat HUIO)

AHanvtudeckas CV 5% vinn A HopmanbHoe 1 — 10,0225 Mexna6opatopHeii CV
owwnbka metogukm BO3 | 0,15 MHO MWY onpeaenenunsa ot 4,5
Bapwauus, 3aBucsa- | (cTaHgapT- 8o 5,7 % [11], [29], [30]
was oT onepaTtopa Hoe OTKIo- Mpeanocuinku: BHYTPU-

COBOKYNHOCTb NPO6 | HeHwue) naGopartopuein CV.- MUY
Bapvnauus metogu- onpegeneHuna meHee 3 %,
KM M3MepeHus, BbIO- COrNacHO YCNOBUSM METO-
PaHHON N3roTOBUTENEM avkn BO3 [11]
Mockonbky  yyacTByloT
3 nabopatopun, craHgapT-
HOE€ OTKINOHEeHne cneagyert
pasgenutb Ha 1,73. OgHako
MCrOnb30Baricsl  KOHCEpPBa-
TUBHbIV Noaxopn,
BapuabenbHocTb WHTepBan B Mpamoyrone- | 1,73 — — BnusiHne HU4TOXHO [29]
anroputma + 0,03 MHO Hoe

Otan 2 — PyTvHHasa meToavka name

peHusi KoHeYHOro nonb3oBaTens: abpnyHas KanmbpoBKa

AHanuTudeckas 0,0 MHO A HopmaneHoe 1 — 0,01 Bcero 6bino oueHeHo 4
owwubka  kanubpoeku | (cTaH@apT- NPWYMHBI, UCMonb3ysi 8 nap-
METOAMKM Hoe OTKIO- TUI peakTuBa, NPon3BeaeH-

CoBOKYNHOCTb MPo6 | HeHwue) HbIX 3a Nepuoa BPEMEHM
ONsi KanMBpoBKK 6onee 1 roga, obpasel Be-

COBOKYMNHOCTb  WH- HO3HOM KpoBw [30]
CTPYMEHTOB

CrabunbHocTb nap-

TMK M3roToBuTensi/pea-
reHToB

CrabuneHocTb pea- | 0,10 MHO A HopmanksHoe 1 — 0,01 TpeboBaHus K NpoaykTy,
reHToB (cTanpapT- KOTOpblE  paccmaTpuBatoT

Hoe OTKIO- Kak CTaHOapTHOe OTKMOHe-
HeHue) Hue.

Haxe npu Tom, 4TO CTa-
OUNBHOCTL PEeaKTUBOB YXe
BKITIOYEHa B 3Tan Bblle, Bbl-
OpaHHbIM KOHCEPBaTUBHbLIM
noaxoaom, ata W3MeHuYU-
BOCTb A06aBneHa 0TaenbHO
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OkonyaHue mabnuysi D. 1

Paamep npu Tun Pacnpepenenune | lenu- | Yact- | Keag-

HaumeHoBaHWe BNMSAHUA
MHO 3,0 BEPOATHOCTU Tenb Hoe pat

KommeHTapuun

Otan 3 — PyTvHHasa meToamka namepeHnsa koHevHoro nonb3oeartens: Onpegenenve MHO none3osartens

BnusHne matpuupl | CV 55 % A HopmanbHoe 1 — ] 0,0256 HenpeunanoHHocTs B
npo6kl NauneHTa unu pyKax nauueHTa B npegernax
AHanuntuueckas 0,6 MHO mexgy 5,2 n 5,5 % [31], [30],
owunbka onpegeneHns | (ctaHaapT- [33]
nonb3oBarensi HOe OTKIO-
HeHue)
BapuabenbHocTb CV 15 % A HopmanbHoe 1 — 0,002 CV 1,5 % npu ucnonb3o-
WHCTPYMEeHTa unm BaHUM 657 VHCTPYMEHTOB
0,045 MHO [34]

CymMmma KkBagpaToB 0,0701
KomGuHupoBaHHas cTaHgapTHasi HeonpeaeneHHocts  + 0,265 MHO (cTaHgapTHOe OTKITOHEHWE)

Wctounwmk: R. Leinberger, W. Plesch, B. Scheffler, C. Berding u S. Arends, Roche Diagnostics GmbH, Manrenm (He-
ony6nvkoeaHHas) TEPMAHNA,

MocTosiHHasA MeToaMKa U3MepeHUst U3roToBUTENS Morna 6biTb kanmbpoBaHa He HeMoCpPeACTBEHHO NPOTUB MEXIY-
HapogHoro pedepeHTHoro npenapata (MPI1), kak Noka3aHo B guarpamMmmMe npuynHbl U adpdekTa, a NpoTUB BbiBpaHHoW
M3roTOBUTENEM METOAVKM N3MEPEHUS, KaK NOKa3aHo Ha pyucyHke B.1. [lononHnTeneHbIV 3Tan B Lenu HeonpeaeneHHoc-
™, KanMbpoBKa BbIGpaHHON U3roTOBUTENEM MeToaMKM nameperusi npotve MPT1, go6aensieT HeonpeaeneHHocTb. Pas-
mep gobaeneHHol HeonpedeneHHocTy ByaeT naeHtTuyen atany 1 B Tabnuue D.1, uto cooTBeTcTBYeT 0,15 cTaHpapT-
Horo oTknoHeHnst MHO. BkntoveHue BbIGpaHHOW M3roToBUTENEM METOAMKN U3MEPEHUSI B LieNb KanNMOpOBKU MOXET OKa-
3aTbCsl HeoOXoAMMbIM, ecnu AOCTYMHO HedoCTaTo4YHOe KONMUYEeCTBO peakTuBa MeXAyHapoaHoro pedepeHTHOro
npenapara.

MpumevaHune 1—[na ncnonb3oBaHusi guarpaMmmbl NpUHnHLl M 3ddekTa ans naeHTudMKkaumm BKNagos B
HeonpeaeneHHOCTb M3MepeHusi, CM. pucyHok D.1.

MpumevyaHue 2— [na gononHUTeNbHOW MHopMauum, cm. [34], [35], [36], [37], [38].
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Otan 3

PyTuHHasa metogmka
KOHEYHOTo MNonbL3oBaTens:

onpepeneHue MHO

nonb3oBartenst
Marpuua
npoo6bi
Mpoba R S =
naumeHTa / - apuabenbHoCTb
MHCTPYMEHTa
Mpeananutuyeckue
oLnBkn
MpeunsnoHHOCTb
HeonpepeneHHocTb R
M3MepeHus >
MHO
#1 Npobbl KPOBU
3poposbe  MMpeaHanuTUdeckue 3p0poBke MpeaHanuTyeckvie naumexTa
oLMBKK

Arnroputm  Cepwus npo6

JNot
narotToBuTens

owmnbku \
Cepusa npob

MauueHTbI
PyuHas metoauka

MauneHTbl

Mpynna nHcTpyMeHTOB

pynna MHCTpyMEHTOB

Bapuauus
puay Bapuauus nota

oneparopa
BusyanbHas WcTouHuk MPI
OeTeKumMs CBepTbIBaHus
MPT HeonpeaeneHHocTb CrabunbHocTb

HeonpepaeneHHoCTb namepeHus peareHTa
namepeHusi MeToAMKN
OT METOAUKU Bias CTabunbHOCTE KanMbpoBKK

CTtabunbHoOCTb

kanubposkn BO3
TI0Ta U3roTOBUTENA

Oran 1 Oran 2
MocTosiHHas MeToauka PyTuHHas meToguka
M3MepeHus Nonb3oBaTens: KOHEYHOro Nosb30BaTens:
onpegenexve MUY naptum xoaaunHa thabpuuHas kannbposka

Pucyrnok D.1 — [duarpamma npyyunHel 1 schdpekTa uenv npocnexveaemoctu onpegenenns MHO
npoTpoMbrHa y NauneHTa, Nony4atwLWwero aHTUKoarynsiHTbl
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Mpwunoxenne E
(cnpaBoyvHoOe)

AnemMeHTbl o6ecnevyeHUs Ka4ecTBa CUCTEM MOHUTOPUHra in vitro nepopanbHoOn Tepanuun
aHTUKoarynsHTamm

Ta6nuua EA

SnemeHTbl obecneyeHuUsi Ka4ecTBa CUCTEM MOHUTOPUHTA in vitro NnepopanbHo Tepanumu aHTMKOarynsiHTaMu

Mpocnexusae- MpoBepka 1 KoHTponb MpoBepka
MOocTb Banunauus kanubpoeka Mposepka Mposepka paboTbl Kaqecaaa pa5OTbI
KanubposKu cuctembl (cm. 4.1 peareHTa WUHCTPYMEHTa nsmMepeHus CHCTEMBI I'IOJ'IbGOBZTeJ'Iﬂ
cucTembl v pasgen 9) (cm. paspen 8) (cm. pasgen 6) (em. 4.6.2) (cm. 4.6.3) (oM. 4.6.4 1 4.6.5)
(cm. 4.7)
WarotoBntens | UM3rotoButenb M3rotoBu- MarotoBu- CamokoHTponb | None3osa- MeanunHckuin
Tenb Tenb WHCTPYMeHTa Tenb paboTHUK
Mepen 3anyc- | lNMepen 3anyc- | Kaxpaa nap- | Tectuposa- | [epea kax- | C Kaxpgon | Kaxabie 6 mec
Kom; obpasupl | koM; o6pasubl | TMS  Nepen | HUe WMHCTPY- | AbiIM M3Mepe- | HOBOW yra- | KanunnspHas
NauneHToB NauneHToB C | BbIMYCKOM; MEHTa ne- | HUeM — BHYT- | KOBKOW peak- | KpoBb; aHanus
NPOTMB METO- | CYWECTBEHHbl- | KOHTPOMNbHbIE | ped BbIMyC- | PeHHMI ur3u- | TMBA M nNpu | nonb3oBaTens
OWKA  HaKMNOH- | MU U3MEHeHU- | Npobbl U 06- | KOM YECKUI  KOHT- | nosiBNeHun conocTaensneT-
HOV npoGUpKM | AMU  MNPOTMB | pasubl nauu- ponb n conoc- | HeoXuaaH- CSl C aHanNN3oM,
C ucnonb3oBa- | BblOpaHHOW U3- | eHTa TaeneHve C | HOrO pe3ynb- | BbINONHEHHbIM
Huem MPT1 roTOBUTENEM KpUTEPUAMH Tata; KOHT- | MeauUMHCKUM
MeToauKN W3- npouecca ponbHble Ma- | paboTHUKOM
MepeHusi Tepuansl W | UM € uccne-
WHTErpupo- JoBaHvem py-
BaHHbIA KOH- | TUHHOW METO-
TpOInb Avkoi B nabo-
paTopumn
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Mpwvnoxenwne F
(cnpaBo4Hoe)

MpuMeHeHUe KpuTepueB pabounx xapakTepUCTUK K ony6NUKOBaHHBIM OLi@HKaM CUCTeM
MOHWUTOPMUHra in vitro nepopanbHO Tepanun aHTUKOarynsaHTaMu

Llenb aTOro NpunoxeHnsi COCTOUT B TOM, 4TOBbI CyMMUPOBaTh JaHHble O paboumnx xapakTepucTukax JOCTYMHbIX B
HacTosiLLEee BPEMsI CUCTEM MOHUTOPWHIA in vitro nepopanbHOM Tepanum aHTUKoarynsaHTaMm, NpeacTaBneHHble B MeauLUnH-
CKOWM nuTepaType, U CPaBHUTb pe3yrnbTaTbhl ¢ MMHMMANbHO NPUEMIIEMBIMU KPUTEPUSIMU TOYHOCTU cUCTeMbl B 8.6. 3TK
pesynbTaThl — NokasaTtenb AOCTUIHYTOro OBLLENPUHSITOrO YPOBHS TOUHOCTU CUCTEM MOHWUTOPUHIA in vitro nepopansbHon
Tepanuu aHTUKoarynsHTamm 1 ykasaHue Ha Heo6xo4MMOCTb yNy4LeHWs pe3ynbTaToB naumeHToB (cM. [27], [39]).

Kniov k vHTepnpeTaumnn Tabnuubl F.1: nccnegoeaxne, oTpaxeHHoe B KaX40M cebinke B Bubnvorpadwmm (1), npea-
cTaBneHo crnegyowumM o6pasom: oLeHMBaeMoOe yCTPORCTBO (2), Tn o6pasuia kpoBu u onepaTtop (3), MeToavka naMepeHust
nabopaTtopwu (4), petanunccnegoBanus (5), MatemaTnyeckoe (6) U knuHuyeckoe (7) COOTBETCTBUE YCTPOCTBA C METOAN-
KON namepeHuns nabopatopmm n oxXmgaeMbiMy pesynbTaTtamu, OLeHEHHbIMY MPOTUB KpUTepUeB paboumx XxapakTepUCTUK B
HacTosiem cTaHgapTe (8).
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Ta6nwuua F.1

ATorn ncecnegosaHuii oLleHoK paboqnx XxapakTepucTuk

(1)

()

3)

(4)

(®)

(6)

(")

(8)

MeToauka namepeHus

CoobLleHHoe cooTBETCTBUE

Co0oBLLEeHHOE KNUHUYecKoe
COOTBETCTBUE NPOTUB

% B npegenax KpuTepues paboumnx

XapaKTepUCTUK

natoparopuu
OueHvBae- nabopartopum (cm. npumedaHme 1)
Cceblin- MOG Mpoba/ CoBOKYNHOCTL
Ka - onepartop [aHHbIX
YCTPOUCTBO
CoobuieHHoe
PeareHT vkeTpy- MapameTp 3HaqeHue MapameTp 3HaveHue unu meHbLe | 2,0—4.5
MEHT 2,0 MHO MHO
paccHuTaHHoe
[40] | ProTime | BeHosnasi/ | Ortho Re- | MLA 264 napan- | Cuctema- | 0,06 npu MHO cooTtBeT- PaccunTtan-
npodec- combiplastin | Electra | nenbHbIx Tnueckass | 2 MHO CTBYeT B pam- Hoe (u3 rpy-
cuoHan MUY =1,0 900 pesynbTata | owmMbKa —0,06 npu kax 0,4 77,3 % OblX  gaH-
uHTEpBan 3 MHO MHO cooTeeT- HbIX) 93,4 % | 94,7 %
ot 0,8 po —-0,18 npu CTBYeT B pam-
6,8 4 MHO kax 0,7 93,6 %
[40] | ProTime | lNMpokon Ortho Re- | MLA 252 napan- | Cuctema- | 0,07 npu He  coobuwa- — Paccuntah-
standard | nanbua/ combiplastin | Electra | nenbHbIx Tnyeckaa | 2 MHO nocb Hoe (13 rpy-
npodec- MUY =1,0 900 pesynbTata | owmbka -0,11 npn 6bIX  paH-
cvoHan WHTEpBan 3 MHO HbIX) 95,7% | 93,2%
or 0,8 po —-0,29 npu
7,2 4 MHO
[41] | ProTime | lMpokon Ortho Re- | MLA 407 napan- | Cuctema- | 0,07 npm He coobuwa- — Paccuntah-
standard | nanbua/ combiplastin | Electra | nenbHbIx Tnyeckaa | 2 MHO nocb Hoe (U3 rpy-
camoTec- MUY =1,0 900 pesynbTa- owmnbka -0,11 npn 6blX  paH-
TpoBa- TOB 3 MHO HbIX) 86,9% | 92,3 %
Hue WMHTepean —-0,29 npu
ot 0,8 po | Cpeanee | 4 MHO
7.9 bias 0,03
[42] | ProTime | lNMpokon Ortho Re- | MLA 411 napan- | He coo6- — He  coobuwa- — Paccuntan-
standard | nanbua/ combiplastin | Electra | nenbHbIx Lanoch nocb Hoe (M3 rpy-
npodec- MY =1,0 900 peaynbTa- OblX  gaH-
cmoHan TOB HbIX) 916 % | 97,0%
WHTEpBan
ot 1,0 po
6,9
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Tpodomkenue mabnuupi F.1

UTorn uccneposanuii oueHok pabounx xapakTepucTuk

) 2 3 4) (%) (6) (7) (8
MeTommKka uamepeHus CooblueHHoe CoobLeHHOe KNUHUYeckoe % B npepenax kpurepues paboumx
na6opaTopMM P —— €oOoTBETCTBUE NPOTUB XapakTepucTuk
OueHuBae- nabopartopuu (cm. npumevaHue 1)
Ccebin- MOE MNpo6a/ CoBokynHOCTb
Ka . onepatop OaHHbIX
ycTpoucTeo CoobuieHHoe
Pearent Wncrpy- MNapameTp Save- NapameTp 3haveHune unu MeHblle | 2,0—4,5
MEHT Hue 2,0 MHO MHO
paccuuTaHHoe
[43] | ProTime | lMpokon Organon Sysmex | 114 napan- | CpeagHee pa3- O6a B npepe- Hepgoctyn- — —
standard | nanbua/ Teknika CA 1000 | nenbHbIX pe- | Nu4ne oT na- nax TepaneBTu- HO
npodec- MY =1,85 3ynbTaToOR Gopartopum —0,07 | veckoro wuHTeEp-
CUOHarn SD cpeaHero Bana 56,3 %
pasnuuuna 0,48 | Ob6a Huxe cpea-
AbconioTHoe Hero 28,3 %
cpegHee pas- O6a Bbile
nnuwne 0,28 | cpeaHero 4,4 %
SD ot abco- O6uwee cooteeT-
TIOTHOIO cTene 89,0 %
cpegHero 04 CooTteeTtcTBUE
MHO e pamkax
0,5 87,0 %
[44] | ProTime | lMpokon Dade MLA 228 napan- | AGconioTHoe CooTteeTtcTBUE Paccum-
standard | nanbua/ Innovin NenbHbIX pe- | pasnuuue MHO e pamkax TaHHoe (u3
npodec- MUY =1,0 3yNbTaToB MeHbLue 2,0 0,3 0,4 79,0 % rpyobix
cuoHan Electra MHTepBan 2,0—4,5 0,2 CooTtBeTcTBUE AaHHbIX) 90,4 % | 96,9 %
900 OaHHbIX = MHO e pamkax
= ot 0,8 po 0,7 94,3 %
6,2 CooteeTtcTBUE
MHO e pamkax
1,0 97,3 %
[44], | ProTime | Mpokon Innovin MLA 100 napan- | Bias-Huskoe CooTteeTCcTBME Paccuun-
[45] | standard | nanbua wu | Innovin NenbHbIX pe- | 3Ha4YeHue -0,2 MHO B pamkax TaHHoe (u3
BeHo3Hass | Recombi- 3ynbTaToOB Bias-Bbicokoe 0,4 rpy6bix
KpOBb/ plastin BCS 100 napan- | 3Ha4eHue 0,1 HU3KOE COoOTBE- AaHHbIX) 974 % | 98,1 %
npodec- Innovin NenbHbIX pe- TCTBUE 74,7 %
cuoHan Recombi- 3ynbTaToB BbICOKOE COOT-
plastin BCS 100 napan- BeTcTBMe 89,9 %
nenbHbIX pe-
3yNbTaTOB
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lpodomxeHue mabnuysl F.1

ATorn uccnenoBaHvin oLEHOK pabounx XxapakTepueTuk

(1) ) @) 4) 5) (6) (7 ®)
MeTonuka UaMepeHits CoobleHHoe CoobLLeHHoe KnnHU4eckoe % B Nnpefenax kputepues pabounx
COOTBETCTBUE NPOTUB XapakTepucTuk
naBopaTtopuu COOTBETCTBUE
OueHvBae- natoparopuu (cm. npumevanue 1)
Ccebin- Voe Mpoba/ COBOKYMHOCTb
Ka YCTPOMCTBO onepaTop [aHHbIX CoobienHoe
PeareHT WHcTpy- Mapametp Srave- Napametp 3nauenue unu Merbwe | 2,0—4.5
MEHT Hue 2,0 MHO MHO
paccynTaHHoe
STA 100 napan- CooTtBeTcTBUE
nenbHbIX pe- MHO B pamkax
3yneTaToB 0,7
STA 100 napan- HU3KOe COOTBeT-
NenbHbIX pe- cTBue 87,9 %
3ynbTaToB BbICOKOE COOT-
WHTepean BETCTBUE 99,0 %
OaHHbIX =
=o1 0,8 po
6,8
[46] | ProTime | BenoaHast | rTF/95 Mokaum- | 63 napan- | CpegHee pas- MapannensHo B Hepoctyn- — —
low vo- | kpoBb/ (BO3) BaHue nenbHbIX pe- | Nuune ¢ nabo- pamkax 0,5 MHO HO
lume npocec- npobwup- | 3ynbTarta paropuen 0,04 M3 cpegHero 90,0 %
cuoHan Ku SD cpepHero O6a B Tepanes-
pasnuuus 0,3 TUYECKOM  WH-
TepBane 67,0 %
O6a Bbilwe unm
HUXe WHTepBa-
na 19,0 %
Pasnuuve na-
parnnenbHbIX
menbwe 10 %
OT CpeaHero 60,0 %
Obwee coot-
BETCTBUE 89,0 %
[47] | Coagu- BenosHasan | CRM 149R | lMokauu- | 150 napan- | CpegHee pas- PacwupenHoe Onpepgene-
Check KpOBb/ BaHue nenbHbIX pe- | nuyme ¢ naéo- COOTBETCTBUE HUWe Mo rpa-
npodec- npobup- | 3ynbTatoB patopuen -0,2 | (npumevanne 2) | 87,0 % | dwuky (npw-
cuoHan Ku WHTepean meuanue 1) | 95 % 91 %
OaHHbIX = OT
1,0 0 6,0
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lMpodomxernue mabnuysi F.1

UToru uccnenosaHuin oueHok pabounx xapakrepucTuk

) 2 3 ) ®) (6) ) (8
MeToauka usmepeHus CoobuueHtoe CoobLeHHoe KnMHU4eckoe % B Npefienax Kpurepues paboumux
CoOTBETCTBUE NPOTUB XapakTepucTtuk
nabopatopun COOTBETCTBUE
OueHuBae- na6opartopuu (cm. npumevaHue 1)
Ccebin- S Mpo6a/ CoBOKYNHOCTb
Ka yCTpOI7ICTBO oneparop AaHHbIX C006LueHHoe
Pearent M;ZLPTV' Mapametp 3:?4‘;9' MNapametp 3HaueHue unu g' th;L:g 2’&;3’5
paccyuTaHHoe
Coagu- BeHosHaa | CRM 149R | Mokauu- | 150 napan- | CpegHee pa3s- PacwupeHHoe Onpegene-
Check KPOBb/ BaHwne nenbHbIX pe- | Nuune ¢ nabo- cooTBeTCTBUE HUWe Mo rpa-
Plus npodpec- npobup- | 3ynbTatoB patopuen -0,3 | (npumevanne 2) | 88,0% | dwuky (npwm-
cvoHan Kn UutepBan meuaHvne 1) | 93 % 99 %
AaHHbIX = OT
1,030 6,0
[48] | Coagu- BeHosHas | RBT/90 Mokaum- | 56 napan- | CpegHee pas- PacwwupeHHoe Onpepgene- — —
Check KpOBb/ BaHue nenbHbLIX pe- | nuune ¢ nabo- COOTBETCTBUE HWe no rpa-
npodec- npobup- | 3ynbTatoB patopuen 0,32 | (npumevanne 2) | 90,0% | dwmky (npu-
cvoHan KU UutepBan mevanue 1)
JaHHbIX = OT
1,5004,9
Coagu- BenosHass | rTF/95 Mokaun- | 56 napan- | CpeaHee pas- PacwupeHHoe Onpegene-
Check KpOBb/ BaHue nenbHbIX pe- | nuune ¢ nabo- COOTBETCTBUE HUe no rpa-
npodec- npobup- | 3ynbTatoB patopuen 0,21 | (npumevanune 2) | 97,0% | dwmky (npwm-
cvoHarn KU UutepBan mMeyaHwve 1)
JaHHbIX = OT
1,5004,9
[49] | Coagu- BeHoanass | CRM 149S | lMokauu- | 184 napan- | CpegHee pas- CooTtBeTcTBUE Onpegene-
Check KpoBb/Npo- BaHue nenbHbIX pe- | nuune ¢ nabo- MHO B pamkax HUWe Mo rpa-
checcmo- npobup- | 3ynbTara patopuen -0,08 | 04 84,0% | dwky (npm-
Han KM WuTtepsan SD cpeaHero mevanue 1) | 95 % 99 %
OaHHbIX = OT | 3Ha4YeHusn 0,35
0,8 pno 6,0
Coagu- Benosnasa | rTF/95 Mokaun- | 184 napan- | CpegHee pas- CooTteeTtcTBUE Onpepaene-
Check KpoBb/Npo- BaHue NenbHbIX pe- | Nuune ¢ nabo- MHO B pamkax HKWe Mo rpa-
checcuo- npobup- | 3ynbTara paropuen -0,07 | 04 79,0 % | duky (npu-
Han KM UutepBan SD cpeaHero mevanve 1) | 97 % 98 %
AaHHbIX = OT | 3HaYeHus 0,42
0,8 0054
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lMpoBomxernue mabnuupsi F.1

ATorm nccnenoBaHui oueHoK pabounx xapakTepucTuk

(1 2 ®3) ) (5 (6) ) ()
CoobLweHHoe KnMHu4ecKkoe % B npepenax kpurepues pabounx
MeTO'EMKa 1SMEpEeHis COO6LLleHHoe €OoOTBETCTBUE NPOTUB PoA xapaxfepugmx i
natoparopuu COOTBETCTBUE
OueHuBae- na6opartopun (cm. npumevarue 1)
Cebin- Moe Mpota/ CoBOKynHOCTb
Ka YCTPORCTBO ornepaTop AaHHbIX Coobuentoe
PeareHT Mrcrpy- Mapametp Srave- Mapametp 3HaueHue unu meHble | 2,0—4,5
MEHT HUue 2,0 MHO MHO
paccyuTaHHoe
Coagu- BeHoaHass | CRM 149S | MNokauu- | 184 napan- | CpegHee pas- CootBeTcTBUE Onpepene-
Check KpOBb/ BaHWe nenbHbLIX pe- | nudme ¢ nabo- MHO B pamkax HUWe no rpa-
npodec- npobup- | 3ynbTtara paTopuen 0,0 04 78,0% | dwmky (npm-
cuoHan KU WuTtepBan SD cpeaHero mevanue 1) | 100 % 95 %
OAHHbBIX = OT | 3HaYeHus! 0,39
0,8 no 5,9
Coagu- BerosHast | rTF/95 Mokaun- | 184 napan- | CpegHee pas- CooTtBeTtcTBue Onpegene-
Check KpoBb/ BaHue NenbHbLIX pe- | nudme ¢ nabo- MHO B pamkax HWe no rpa-
npodec- npobwp- | 3ynbTara paTopuen 0,02 | 04 75,0 % | cuky (npu-
cuoHan Ku WHTepean SD cpepHero meuanvne 1) | 97 % 96 %
[aHHbIX = OT | 3HAYeHun 0,45
0,80054
[11] | CRM Benosnas | rTF/95 Mokaun- | 273 napan- | CpegHee pas- CooTtBeTtcTBue Onpegene-
1498 KpOBb/ BaHve NenbHbIX pe- | nuuve ¢ nato- MHO B pamkax HUWe no rpa-
npodec- npobwvp- | 3yneTtarta partopven 0,23 | 04 87,0% | dwvky (npm-
cvoHan Ku WHTepBan meuanve 1) | 99 % 98 %
JaHHbIX = OT
1,0 no 6,0
[26] | Coagu- Mpokon IL Tpombo- | ACL 465 napan- | CpegHee pas- PacwwpeHHoe Onpegene-
Check nansua/ nnactuH Futura NenbHbIX pe- | nuune ¢ nabo- COOTBETCTBUE HWe Mo rpa-
npodec- MY =0,99 3yNbTaToB paTopuen 0,02 | (npumevanne 2) | 98,0% | cuky (npw-
cuoHarn MWY =0,97 WHTepBan meudaHve 1) | 99 % 97 %
JaHHbIX = OT
1,1 8o 6,7
[27] | Coagu- BeHosHas | rTF95/ Mokaun- | 536 napan- | CpegHee pas- CooTtBeTcTBUE Onpepene-
Check kposb/npo- | RBT/90 BaHve NenbHbIX pe- | nuudne ¢ nabo- MHO B pawmkax HuWe no rpa-
theceno- npobwvp- | 3yneTatoB partopven 0,19 | 0,4 79,0 % | dwky (npu-
Han KM WHTepBan mevaHue 1) 88 % 93 %
JaHHbIX = OT
1,4 no 5,8
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> OxonyaHue mabnuus! F.1

ATtorn uccnenosaHnii oLLEHOK paboumnx XxapakTepucTuK

(1)

()

@)

(4)

(%)

(6)

)

C)

Co0BLLEHHOE KINUHUYECKoe

% B Npepgenax kpurepues paboumx

MeToqvn(a nSMEpeHis COO6LU'eHHoe COOTBETCTBUE NPOTUB XapakTtepucTuk
OueHu- nagoparopuu cooTeeTCTBUE naBopatopun (em. n 1
. npumeyvaHue 1)
Ccbin- | Baemoe Mpoba/ CoBokynHocTb
Ka YCTPOW- | oneparop AaHHbIX
ereo PeareHT MHcTpy- MapameTp Sriave- NapameTp 3HauyeHue COOf?AL:J.13HH09 merble | 2,0—4.5
MEHT Hue 2,0 MHO MHO
paccHuTaHHoe
[50] | Coagu- | MNpokon Thromborel S MDA 163 napan- | CpegHee pas- PacwupeHHoe Onpegene-
Check nansua/ MY = 1,19 nenbHbIX pe- | nuune ¢ nabo- COOTBETCTBUE HWe No rpa-
npocdec- | DadeC-Plus 3ynbTarta patopuen (npumeyvanme 2) | 90,0 % | cduky (npm-
cuoHan MY = 2,06 MLA UutepBan MHO < 2,0 0,09 mevanue 1) | 96 % 95 %
AaHHbIX = o1 | MHO 2,0—3,0 | 0,19
0,8 g0 7,1 MHO 3,1—4,0 | 0,44
MHO > 4,0 0,31
[51] | Coagu- | MNpokon Innovin 248 napan- | CpegHee pas- PacwupeHHoe Onpepaene-
Check nanbua/ MY = 1,13 nenbHbIX pe- | nuune ¢ nabo- COOTBETCTBUE HUWe no rpa-
npocec- | Recombiplastin 3ynbTaToB patopuen -0,19 | (npumevanune 2) 90 % duky (npu-
cuoHan MY = 1,10 UutepBan SD cpeaHero mevanue 1) | 100 % 96 %
DAHHbIX = OT | 3HA4YeHust 0,46
1,0p07,4 CpeaHee pa3s-
nvyme ¢ nabo-
patopuen
MHO wmeHbwe
2,0 -0,02
MHO 2,0—3,5 | -0,16
MHO 6Gonblue
3,5 -0,67

MprvumMmedvaHune 1—B uensix 3TOro NPUNOXeHUsl, COOTBETCTBUE C KPUTEPUSIMU B HACTORALEM cTaHdapTe 6bino oueHeHo Ha OCHOBe rpadmkoB, onybnmkoBaH-
HbIX aBTOpamMu. 3TV JaHHbIE, BOSMOXHO, HE COOTBETCTRYIOT pacnpegeneHuio 3Ha4eHun MHO, onpegenerHbix B 8.5.3, Tabnvua 2.

MprvmMmedyaHune 2— PacwmpeHHoe COOTBETCTBUE YUUTLIBAET NPOLEHT 06pa3LoB, pe3ynbTaThl KOTOPLIX SBMAAOTCS KIMMHUYECKU KOHKOPAAHTHLIMK (Un oba B
npegenax TepaneBTUHECKOro gnanasoHa, unv oba BHe TepaneBTMYECKOro gnanasoHa), Nic Te 3HaYeHus], KOTopble coBrnaaatoT B npedenax 0,4 eannnusl MHO. Ha-
npvmep, ecnv TepanesTn4eckuin guanascH ot 2,0 go 3,0 MHO n ogwvH pesynetat 2,9 MHO, u gpyron pesynbTtaTt 3,1 MHO, pe3ynbrats! knaccuduumpyoT Kak COOTBET-

cTBylOWME APYT APYTY.
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Mpunoxenne G
(cnpaBo4Hoe)

CBefeHUA 0 COOTBETCTBMU HalMOHanbHbIX cTaHOaapToB Poccuiickoi ®epepauun
CCbINTOYHbIM MeXAYHapoOHbIM (perMoHanbHbIM) CTaHAapTaM

Ta6tnunua GA1

OB603Ha4YEeHUE CCbINOYHOro
MeXayHapoaHoro craHaapTa
nnu apyroro HOpmMaTUMBHOro
OOKYMeHTa

O603HavYeHWe ¥ HAMMEHOBAHWUE COOTBETCTBYIOLLENO HALMOHANBHOIO CTaHaapTa WnW Apyroro
HOPMAaTUBHOIO JOKYMEHTa

NCO 13485:2003

FOCT P MCO 13485—2004 Nagenus meauumuHckue. CUCTEMBI MEHEQKMEHTA Ka4vecT-
Ba. CuctemHble TpeboBaHus B Liensix perynMpoBaHus

NCO 14971:2000

FOCT P NCO 14971—2006 Vagenus megnumHckue. NpuMmeHeHne MeHeaxXmeHTa pmuc-
Ka K MEQULMHCKUM M3aenmsam

NCO 15198:2004

*

NCO 17511:2003

FOCT P UCO 17511—2006 U3genuna meanumHckue ans auarHocTukm in vitro. Namepe-
HWe Benu4uH B Bronoruyecknx npobax. MeTponornyeckas NpocnexxmBaemocTb 3Haue-
HWI, NPUNMCaHHBIX KanMbpaTopam U KOHTPONbHLIM MaTepuanam

nCco 18113-1

*

NCO 18113-4

*

NCO 18113-5

*

MO3K 61010-1:2001

FOCT P 52319—2005 be3onacHOCTb 3neKTpuyYeckoro o6opyaoBaHna gna namepeHus,
ynpaeneHusi u nabopaTtopHoro npumeHenums. Yactb 1. O6wue Tpebosanns

M3K 61010-2-101:2002

*

MOK 61000-4-2:95

FOCT P 51317.4.2—99 CoOBMECTUMOCTb TEXHUYECKUX CPEACTB SMEKTPOMarHUTHas.
YCTOMUYMBOCTL K SneKTpocTaTuHeckum paspsgam. TpeGoaHus 1 meToasl NCNbITaHUn

MOK 61000-4-3:95

FOCT P 51317.4.3—99 COBMECTUMOCTb TEXHUHYECKUX CPEACTB SNEKTPOMarHuTHas.
YCTONUMBOCTL K pagnouacToTHOMY 3NeKTPOMarHTHOMYy nonio. Tpe6osaHna n metoael
MCnbITaHUN

MO3K 61326:97

FOCT P 51522—99 CoBMeCTUMOCTb TEXHUHECKUX CPECTB INEKTPOMarHUTHasn. Snek-
Tpyyeckoe obopyaoBaHue Ans M3MepeHus, ynpaeneHust n nabopaTtopHOro npumeHe-
Hus. TpeboBaHWsi U MeToabl UCTIBITAHUA

EH 13532:2002

EH 13612:2002

EH 13640:2002

TexHuveckne oT4yeTbl BOS,
Homep 889, 1999, npunoxe-
Hve 3

* COOTBETCTBYIOLLMI HaLMOHanNbHbIV CTaH4apT oTcyTcTByeT. [lo ero yTBepXXaeHus pekomeHOyeTcs Cnonb3oBaTh
NnepeBod Ha PYCCKUIA A3bIK 4aHHOTO MexayHapoaHoro ctaHgapTa. MNepesod AaHHOro MexayHapoaHoro ctaHgapTa Ha-
xoauTcsa B PegepanbHOM MHPOPMALMOHHOM (DOHAE TEXHUHECKMX PernameHToB U CTaHOapToB.
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