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[lpeaucnoBue

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

CBepgeHUA o cTaHaapTe

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

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

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

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

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

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

5 BBEAEH BINEPBbIE

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

© CTtaHgaptuHdopm, 2010

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

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

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

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

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

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

KIIMHU4ECKUE JTIABOPATOPHbLIE UCCIIEJOBAHUA
N USAEnNA MEQUUUHCKUE IN VITRO

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

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

[NaTta BBeaeHna — 2010—09—01

1 O6nacTtb NpUMeHeHus

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

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

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

[encTBMe HacToALWEero cTaHaapTa He pacnpocTpaHAeTcs Ha:

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

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

- MeaULMHCKUE acrneKTbl NepoparnbHOn Tepanumnm aHTUuKoarynsaHTamMu.

2 HopMaTuBHbIE CCbINKN

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

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

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

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

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

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

U3paHune odbmumanbHoe



[OCT P UCO 17593—2009

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

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

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

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

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

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

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

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

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

EH 13612 OueHka skcnnyaTauUOHHBIX XapakKTepUucTuk MeguumMHCKMX AnarHoCTUYECKNX YCTPOWUCTB in
vitro

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

3 TepMUHbI N onpegeneHus

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

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

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

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

3 ApgantupoBaHo u3 [2, nyHKT 3.11].

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

[3, NYHKT 3.8]

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

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

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

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

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

2
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3.5 KOHTponbHbIU MaTepuan (control material): BewecTso, Matepuan nnm nsgenue, npegHasHaueH-
Hble N3rOTOBUTENEM AN MPOBEPKNA pabovmnX XapaKTe pUCTUK MeanLUHCKOro Usaennsa ans AnarHoCTukn in vitro.

[TpyumevyaHNH

1 AgantmpoBaHo u3 [4, NyHKT 3.5].

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

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

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

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

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

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

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

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

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

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

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

[TpyumevyaHNH

1 KoHuenumsi NpoMeXXyTOYHbIX YPOBHEWN MNPELN3NOHHOCTY onncaHa B [6].

2 Konn4ecTBEHHbIE MEPLI MPOMEXYTOYHOWN NPEUN3NOHHOCTU 3aBUCAT OT NPEAYCMOTPEHHbLIX YCITOBUN.

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

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

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

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

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

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

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

[TpyumevyaHNHs
1 ApantmpoBaHo n3 ICO 17511.

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

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

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

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

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

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

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

[1, onpeaeneHne 2.95]

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

[TpumevyaHms

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

Z2 ApantnpoBaHo uns |1, onpeaeneHune 5.4].

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

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

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

[TpyumevyaHNHs

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

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

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

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

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

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

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

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

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

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

[TpumMmevyaHune—AganTMpoBaHo U3 [2].

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

[TpumevyaHwmns

1 AgantnpoBaHo ma [2].

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

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

[TpumeyvyaHune—AganTMpoBaHo us [2Z].

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

[TpyumevyaHNH

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

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

3 AganTtnpoBaHo u3 [2].

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

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

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

[TpumevyaHwmns

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

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

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

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

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

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

[TpumevyaHwmns

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

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

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

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

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

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

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

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

4 llpoekTnpoBaHue U pasBuTue

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

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

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

4.2 WHTepBan uaMmepeHus

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

4.3 be3onacHOCTb

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

4.4 MeHeQ)XMeHT pUCKa

4.4.1 lNpneMneMocTb pUCKOB

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

a) npegnonaraemMoro MCnonb3oBaHUA NPOoAYKTA;

L) HaBbLIKOB M OrpaHNYeHUs Norb3oBaTeNnen:

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

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

e) BIUAHUA UHTeppepUpyIoLLNX BELLECTB.

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

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

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

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

[TpyumMmevyaHNHs

1 Hactoawmm ctaHgapTt He onpeaensaeTt yPoOBHU NPUEMITEMOCTIN pPUCKA.

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

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

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

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

4.6.3 KoHTponb paboTbl cUcTEeMBbI

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

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

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

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

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

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

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

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

4.6.5 OueHKa BbINONMHEHUA NoNb30oBaTeNneM MHCTPYKLUU U3TOTOBUTENA U Bpada

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

4.7 MeTponorn4yeckasa npocrnexmBaeMocTb

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

PesynbTaTbl U3mMepeHnUsa oTobpaHHOW U/ MK NOCTOSIHHOW METOAUKU U3MEPEHUNS N3rOTOBUTENSA AOMKHbI

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

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

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

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

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

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

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

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

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

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

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

5 UHpopmauua, noctaBnsaemMasa UsarotToBuTenem

5.1 O6Lwue TpeboBaHUA

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

NHdopMaLuna AokHa ObiTb XOPOLWo NpeacTaBNeHHON U NMErko YNTaeMon.

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

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

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

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

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

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

a) HauMMeHOBaHWe UNN TOProBYO MapKy U3roTOBUTENA M agpec U3roToOBUTENSA;

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

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

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

e) ycnoBUa Ang XpaHeHust u obpaboTKn, ecnn NpeayCcMOTPEHbI;

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

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

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

[pumeHsitoT TpedboBaHud, onpegeneHHble B MCO 18113-5.

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

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

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

b) HanmeHoOBaHWe NpoayKTa nnn ero obo3HavYeHue;

C) npegnonaraemMoe UCrnonb3oBaHUe YCTPOUCTBA;

d) NpUHUMN MeToANKN USMEPEHUS;

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

HbIN U3roTOBUTENEM AO151 OLLeHKM pabo4nx XapakTepuUCcTUK;

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

g) onpeneneHHble peakTUBbI, KOTOPbIE ACMKHbBI MCNOMb30BAaTHLCS;

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

5.4 MapKupoBKa peakTUBOB U KOHTPONbHOIo Matepuana

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

[MpumeHsitoT TpeboBaHus, onpegeneHHble B UCO 18113-4.

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

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

b) ccbinka Ha UHCTPYKUKUW NO MPUMEHEHUIO;

C) WHCTPYMEHT, NnpeagHasHa4veHHbIN ANS UCMOMNb30BaHUSA C peakTUBaMMU.

Ha 3TUKeTKY ACIMKHO ObITb HAaHEeCeHO npeaynpeXxXageHune o cneayroLlem:

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

e) be3onacHoe yaaneHune peakTUBOB NOCNe NX NCMOMNb30BaHUS.

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

5.5 UHCTpYKLUU NO NPUMEHEHUIO PeaKTUBOB U KOHTPOIbHOIoO MaTtepuana

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

[MpumeHsatoT TpeboBaHus, onpeaeneHHbie B UCO 18113-4.

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

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

C) MexXxayHapoAHbIM MHOEKC YYBCTBUTENbLHOCTU PeaKTUBa;

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

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

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

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

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

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

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

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

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

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

6 UcnbiTaHne 6e30nacHOCTU U HAOEXHOCTMU

6.1 O6wue TpeboBaHNA

6.1.1 lNporpamma

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

YKasaHHble TpeboBaHNSA K UCMNbITAHUAM ABMATCA MUHUMaNbHBIMU TpeboBaHUAMN.

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

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

6.1.2 UHCTPYMEHTbI U peaKTUBLI

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

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

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

6.1.3 Kputepuun npuemMnemMmocTtTiu

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

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

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

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

6.3 3awWunTa oT MeEXaHUYECKUX OMAaCHOCTEN

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

6.4 OnekrpomMarHUTHasaA COBMeCTUMOCTb

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

6.5 TennoBada pe3UCTEHTHOCTb

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

6.6 ConpoTtuBneHune BNaXXHOCTU U XUOKOCTAM

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

6.7 3awuTa OT BbiAeNIMBLUUXCA rasoB, B3pbiBa U UMNJTI03UN

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

6.8 KOMNOHEeHTLI yCTpOUCTBA

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

6.9 UcnbiTaHMe paboUvyux xapakTepucTuk

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

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

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

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

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

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

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

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

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

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

6.10 MexaHu4yecKasa ycCTOMYNBOCTb NPOTUB yaAapa, BUbpauum u coaBneHus

6.10.1 MNMporpamma Tecta BUOpauun

BbINONHAT TECT paboumnx XapakTepuUcTmK, onMcaHHbIn B 6.9.

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

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

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

6.10.2 lporpamma TecTa nageHusn

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

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

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

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

6.11 lpeaenbl BO3aeNCTBUA TeMNepaTyphbl

6.11.1 [Nporpamma BbiCOKOTEMNEPATYPHOIo UCNbITaHUA

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

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

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

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

6.11.2 lNlporpamma HU3KOTEMNEPATYPHOIro UCNbITaHUA

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

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

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

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

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

6.12 lporpamma ncnbiTaHUA BO34eUCTBUA BNaXXHOCTbLIO

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

[ToMmewaoT UHCTPYMEHTLI B KAMEPY C KOHTPONTMPYEMbLIMU TEMNEPaTYPOU U BITAXKHOCTLIO.

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

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

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

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

[TOBTOPSOT UCNBITAHNE PADOYNX XapaKTEPUCTUK.

6.13 UcnbiTaHUe XpaHeHUA U UCNONb3OBaHUA peakTUBOB

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

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

7 lMporpammbl 00y4YeHUA n oo6pazoBaHuA

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

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

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

[TporHocTUYECKUE XapakKTepUCTUKN ACIKHbI BKNOYaTh B cebs:

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

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

- IeMOHCTpUpyemMoe cornacue naumeHTa.
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