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[lpeaucnoBue

Llenn n npuHUunel ctaHgapTusaunn B Poccumnckon Peagepaunn yctaHosneHbl PeaepanbHbiM 3aKOHOM
oT 27 aekabdbps 2002 r. Ne 184-P3 «O TeXHUYECKOM perynmpoBaHnuny», a npasmna npuMeHeHunst HauMoHanbHbIX
ctaHgapTtoB Poccunckon ®egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccumnckon ®epgepaumin.
OCHOBHbIE NONMOXEHUAY

CBeoeHUA o cTaHgapTe

1 NMOAINOTOBIEH JlabopaTopuen npodbnem KNMHUKO-nadbopaTopHOU ANarHOCTUKKM Hay4Ho-1uccneno-
BaTENbCKOro LeHTpa [ocyaapCTBEeHHOro obpasoBaTenbHOro yupexgeHusa Bbicllero npodpecCnoHanbHOro
obpazoBaHusa «MockoBckasa MmeguumnHckasa akagemua um. .M. CeveHoBa PocsapaBa» Ha OCHOBE ayTEHTUY-
HOro nepesoda ctaHgapTa, ykasaHHoro B nyHKTe 4, nogrotosneHHoro @Iyl « Poccnckmm Hay4yHo-TexHun4yec-
KA LeHTP MHPOopMaLUnX No cTaHaapTusaunm, MeTpoIorMn U oLeHKe COOTBETCTBUSAR

2 BHECEH TexHu4yeckum kommnteToM no ctaHaaptusaumm TK 466 «MeanumHCcKmne TexXHONormm»

3 YTBEPXIOEH N BBEAEH B OENCTBUWE [MMpukazom deaepanbHOro areHTcTsa no TEXHUYECKOMY
perynmupoBanunto u metponorin ot 9 aekadpsa 2009 r. Ne 619-cT

4 Hactodawun ctaHgapT naeHTudeH mexayHapogHomy ctaHgapTty NCO 15197:2003 «Cuctemel gnar-
HoCcTUYecKue in vitro. TpeboBaHUA K cUCTeEMaM MOHUTOPHOTO HADNIOAEHUS 3a KOHLUEHTpPaUUEN rMIoKO3bl B KPO-
BU AN CAaMOKOHTPONS Npu nedeHun caxapHoro gunabeta» (ISO 15197:2003 «/n vitro diagnostic test
systems — Requirements for blood-glucose monitoring systems for selftesting in managing diabetes
mellitus»).

HanmeHoBaHMe HacTodAlWlero ctaHgaprta UsMeHeHO OTHOCUTENTbHO HaUMMeHOBaHUA yKasaHHOIo MexXxay-
HapoaHoro ctaHgapTa ana npuseaeHusa B cooteeTcTBMe c T OCT P 1.5 (NyHKT 3.95).

[Tpy NpUMeHeHUn HacTOALWEero ctaHgapTa pekoMmeHayeTca UCMONb30BaTh BMECTO CChITOYHBIX MeXay-
HapodHbIX (perMoHanbHbIX) CTaHOApPTOB COOTBETCTBYWOWME UM HauuoHanbHble cTaHOapTbl POCCUMCKOW
Pegepaunn, ceegeHUa O KOTOPLIX NMpuBeaeHbl B A0ONONHUTENBHOM NpunoxeHun C

5 BBEAEH BI'NEPBbIE

ViHgbopmauuss ob U3MeHeHUsIX K HacmosileMy cmaHoapmy nybrnukyemcss 8 eXXe200HO u3dagaeMoM
UHpOpMallUOHHOM yKa3amerne «HayuoHanbHbIe cmaHoapmbi», @ mekcm U3MeHeHUU U rornpasok — 8 exe-
MeCSYHO u30asaeMbix UHOPMaUUOHHLIX yKalzamensix «HauuoHanbHbie cmaHOapmei». B cniyyae nepe-
cMompa (3aMeHbl) Uiu OmmMeHbl Hacmosuweao cmaHoapma coomeemcmeyrujee yeeodoMiieHue byodem
onybruKo8aHO 8 eXXeMeCAa4YHO Li30asaeMoM UHOpMaUUOHHOM YKa3zamerne «HalyuoHanbHbie cmaHoapmabi».
Coomeemcmeyroujas UHpopMayus, yeeooMIIeHUe U meKcmbl pasMellaromcsi makxe 8 UHpopMalUuUoOHHOU
cucmeme obujea0o rnonb3oeaHuss — Ha ocbuyuanbHoM caume @eodepanbHo20 azeHmemea rno mexHuU4e cKoMy
pezaynuposaHuro U Mempornoauu e cemu VIHmepHem

© CtaHpgapTuHdopm, 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 PeryrimpoBaHuo 1 MeTpPoioru
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BBenoeHue

CUCTEMbl MOHUTOPUHra KOHUEHTPaLUWMKU rMIoKO3bl B KPOBU ABNAOTCA MeAULUHCKUMW ANarHOCTUYECKUMI
nsgenuamu in vitro (IVD-nsgenunga), npumeHae MbIMMU NPenMyLLIeCTBEHHO NauneHTamMu, cTpagaroLwmmmy caxap-
HbIM anadeTom. CaxapHblid AnadeT BbI3bIBAETCA OTHOCUTENBHBIM UMW aBCONMIOTHBIM AePULUTOM cekpeLnin
MHCYINMHA, YTO BedeT K aHOMalbHOW KOHUEHTpaUWUX rMoko3bl B KDOBU U XPOHUYECKUM OCTIOXKHEHUAM. [1pu
npaBUNbHOM UCMNOMNB3OBAHUMN CUCTEMA MOHUTOPUHIa KOHLEHTPAaLUUW MMHOKO3bl B KPOBU NO3BONSAET NOMb30Ba-
Teno cnegutb 3a KOHUEeHTpaLUWUen rmoKo3bl B KPOBU U NPUHUMATbL Mepbl ANA KOHTPONSA ee U3MeHeHUN.

Hactoawmn ctaHgapT npeaHasHadeH angd cucteMm MOHUTOPUHIa rMoKOo3bl B KPOBWU, UCMONb3yeMblX
HenpodgeccnoHanamu. lNepBoovepeaHON 3adaven SIBNSIETCH yCTaHOBMeHUe TpeboBaHUMA ANsl NonyvYeHUs
MPUEeMNEeMbIX pabodnx XapakTepucTuk 1 MeTogoB AN AeMOHCTPaLMnM COOTBETCTBUA TpeboBaHUAM 3TOro
cTaHpapTa.

Kputepun appeKTUBHOCTU PYHKLNOHUPOBAHUA CUCTEM MOHUTOPWHIA MMOKO3bl B KPOBW ObINN YCTAHOB-
NeHbl NCX0as N3 TOYHOCTU (MPELU3NMOHHOCTU U NMPaBUNLHOCTK), TpebyeMon aAns UHAMBUAYaNbHLIX Pe3ynbTa-
TOB cogep’XaHus rnoKo3bl B KPOBU. KpUTepun TOYHOCTU CUCTEMbI Takke U3BECTHbl B AMArHOCTUKe In Vitro
(IVD) kKak Kputepum cyMmMapHOU NOrpeLllHoCT 1 UCNONb3YIOTCA B HAcCToALWEeM cTaHaapTe, MNOCKObKY HEKOTO-
pble MeTPOoNorMdyeckme TepMUHbl, ODBLIMHO WUCNOMNb3yeMble B MeXAyHapodHbIX cTaHdapTax (Hanpumep,
HeonpeaeneHHOCTb), He3HaKoMbl NPOCTOMY Nofb3oBaTesNo. TOYHOCTL CUCTEMBI, HA KOTOPYIO BINUAET CUCTEe-
MaTU4ecKas MorpeLluHoCcTb U HeonpeaeneHHOCTb U3MEPEHUS, ONUCLIBAeT CTeneHb ONU30CTU OTAESIbHbIX
pe3ynbTaToB, BblaBaeMbIX CUCTEMON MOHUTOPUHIA rMIOKO3bl B KPOBU, K UCTUHHBIM 3HAYEHUAM CoaepXaHuns
rMIOKO3bl, eClnn gaHHas cucTemMa UCnonb3yeTcd No HasHavyeHUo HenpodpeccuoHanamu.

Kputepum TOYHOCTU CUCTEMbI OCHOBAaHbLI HAa TPeX CYXXAEeHUAX:

a) 9PPEeKTUBHOCTbL COBPEMEHHOM TEXHOMOIMN ANA HAONAEHUA NALWUEHTOB, CTPpaaalLMX caxapHbIM
amabeTtom, NpoaeMOHCTPUPOBAHHASA B KITMHUYECKUX UCCeAOoBaHUAX C MOMOLLbIO COBPEMEHHBIX MOHUTOPUH-
rOBbIX YCTPOUCTB;

b) pekoMeHaaUnM UccnegoBaTtenen gmaberta, a TakKe CyLecTByLWMe cTaHa4apThl Ha NPOoayKLUUO U
PYKOBOACTBA TEXHUYECKOro perynmpoBaHums;

C) COBpeMeHHble TeXHOMOTK, NoaTBepXaeHHbIe 30PEeKTUBHOCTLIO UMEICLLIMXCA B Nnpogake nsgenuvu.

[Tpn BbINOMHEHUN KpUTEPUEB 3PP EKTUBHOCTU XKenaTtenbHbIe KPUTEPUN TOYHOCTU A0IKHBI ObITb COMNOC-
TaBNeHbl C BO3MOXHOCTAMU CYLLECTBYOLWUX CpeaCTB U3MepeHUsa (COBPEMEHHOMO YPOBHSA) N X 3PP EKTUB-
HOCTbHO B OTHOLUEHUN KITMHUYECKUX UCXOA0B. bbiNo NpUHATO pelueHune, 4Yto bonee cTporne TpeboBaHUs K
TOYHOCTU NMPUBEAOYT K TOMY, YTO M3FOTOBUTENU NPU MOAEPHU3ALNNA KOHCTPYKUUK DyayT KOHLUEHTPUPOBATLCS
Ha aHaNUTUYECKUX XapaKTePUCTMKAX 3a cHeT ApYrMX BaXXHbIX CBOUCTB NpnbopoB. Hanpumep, YacToTa BbINon-
HEHUNA aHanu3a ang AMabeTUKOB MOXKET OKa3aTbCsl TAKON e BaXKHOW, KaK TOYHOCTb OTAENIbHOIo pesynbraTa,
a yeM Oonblue yaoObCTBO CAMOKOHTPONS MMOKO3bl B KPOBUW, TEM DOnNbLUE YAOBMETBOPEH MaLUEHT.

Kputepmnm TOYHOCTW CUCTEMbl onpeaensitoT MUHMUMarbHbIE NMPpUeMreMble paboune xapakrepUucTUKK
npnbopa, npeaHasHavyeHHOro Ansl CaMOKOHTPONS coaepXaHWs rMoKo3bl B KPOBM.

OXungaetcqa ganbHeullee pasBUTUE TEXHOIOINMN, KOTOpPOe AOIMKHO NPUBECTU K YCOBEPLUeHCTBOBAHUIO
3 PEKTUBHOCTU NPUDOPOB AN MOHUTOPUHIa coaepXXaHWsl TMHOKO3bl. OTU YCOBEPLUEHCTBOBAHUSA OyayT
NMMETb KOHKYPEHTHbIE NpenMyLLlecTBa, B YaCTHOCTHU, 3a cHeT YMeHbLUeHUA 3aBUCMMOCT OT HaBbIKOB NOMb30-
BaTens.

HacTosLwmmn ctTaHgapT ycTaHaBNMBaeT TpeboBaHUA HeNOCPeaCTBEHHO K NMpubopamMm CaMOKOHTPOMS KOH-
leHTpaL WM rnKosbl B KPOBW, BKITOYada cBeAeHUSA, npegocTtaBnsemMble narotosutenem. Qouwmne tpedboBaHus,
KOTOpPble MPUMEHUMbI KO BCceM MedULMHCKUM gnarHoctudeckum nsgenuam in vitro (IVD-nsgenmam) n onunca-
Hbl B Apyriux ctaHaaptax (Hanpumep, MCO 13485 nNCO 14971), BKNOYEHbI NYyTEM CChINOK TaMm, rae Heobxo-
OUMO.

XOTHA HACTOALWUN cTaHAapT He NPpUMeHAeTCA K MeToaAuKamMm nsMepeHnd, darlum pesynbTaThl B Nopaa-
KOBOW WKane (Hanpumep, BusyanbHble U NONYKONAYECTBEHHbIE METOAUKN N3MepPeHNs), OH MOXKeT OKasaTb-
CA MOMNE3HbIM B Ka4eCcTBe PYKOBOACTBA ANA pa3paboTKn MeToa0B OLEHKN 3PPEKTUBHOCTMU TaKUX CUCTEM.

IV
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HAUUWOHANBbHBIN CTAHOAPT POCCUUCKOMWN PEOEPALNMN

CACTEMblI OJUATHOCTUYECKHUE IN VITRO

TpeboBaHMA K cMcTEMaM MOHUTOPHOIO HabNAeHNA 3a KOHLUEeHTpauuen rmwkKo3bl B KPOBU ANA Ca-
MOKOHTPONA NpU nevyeHn caxapHoro gmaderta

In vitro diagnostic test systems. Requirements for blood-glucose monitoring systems for selftesting in managing
diabetes mellitus

[lata BBegeHnsa — 2010—09—01

1 O6nactb NpMeHeHUA

HacTosawmn ctaHaapT ycTaHaBnmBaeT TpeboBaHUA K CUCTEMaM MOHUTOPUHIa [MOKOo3bl in Vitro, ¢
MOMOLL IO KOTOPLIX U3MEPSIIOT KOHLLeHTPaLUIo rIIHoKO3bl B Npobax KanunnsipHOW KPOBU, a Takke MeToAbl Npo-
BEPKN U noATBepAeHUA 3P PEKTUBHOCTM 3TUX CUCTEM NMOMNb30oBaTENSIMN. TakMe CUCTEMbI NpeaHa3sHaYvYeHbl
018 CaMOKOHTPONS Nofb3oBaTtenen (HenpodgeccnoHanos), cTpagatrolmx caxapHsiM AnabeToMm.

HacTosilwmin cTtaHgapT MPUMEHSIETCS U3rOTOBUTENSAMU TaknX CUCTEM W APYTMMUA OpraHmM3auusiMn
(Hanpumep, opraHn3aLmamMm rno TeEXHNYECKOMY PerynmpoBaHnto 1 oL eHKe COOTBETCTBUS), HECYLLIMMN OTBET-
CTBEHHOCTb 3a OLLEeHKY 3(pdDeKTUBHOCTN paboThbl TAKUX CUCTEM.

HacTodalwmi cTaHaapT

- He obecneyvmBaeT BCECTOPOHHEN OLEHKU BCEX BO3SMOXKHbLIX pakTOPOB, KOTOPbLIE MOTYT MOBMUATL HA
pabo4ne xapakTepUCcTUKU TaknUxX CUCTEM,

- HEe OTHOCUTCH K U3SMEPEHUIO KOHLUEHTpaLWUn rmoKosbl AN8 AUarHocTMpoBaHUSa caxapHoro anabdeTa,
- He KacaeTca MeAULUUHCKUX acnekToB nevyeHunsa caxapHoro anaberta u

- He NpUMeHseTCa K MeTogamM U3MepeHusl, AallWmM pe3ynbTaThl B MOPSAAKOBOW WKane (Hanpumep,
BM3yalibHble, NONYKONTNYeCTBEHHbIe MeTodbl).

2 HopmaTuBHbIe CCbINKN

B HacTosleM cTaHgapTe UCNOoNb30BaHbl HOPMATUBHbBbIE CChINKW Ha creaylolme cTaHaapThl:

NCO 13485:2003 Usgenua meaunumHckne. CUCTEeMbl MeHemKkMeHTa KadecTBa. CUCTEMHBIE TpeboBa-
HUA ONA Uueneun perynmpoBaHus

NCO 14971:2000 Uzgenna meguumHckme. [NpuMmeHeHne MeHempKMeHTa pmucka K MeauLMHCKUM N30ennsam

NCO 17511:2003 WNagenusa megnumHckne anga aunarHocTuKK in vitro. lamepeHunst Benmy4nH B BMONorn-
yeckmnx npobax. MeTponorndyeckasi npocnexxMBaemMocTb 3Ha4YeHWUA, NPUNMCaHHbIX KannbpaTopam 1 KOHTPOb-
HbIM MaTepuanam

MOK 60068-2-64:1993 KcnbiTaHUA Ha BO3aeNCTBUE BHELLHUX dpakTopoB. HacTb 2. cnbiTaHus. Acnbl-
TaHWe Fh: lWWnpokononocHaa cnyvyanHas subpauuns (LngppoBoe ynpaBneHne) n pykoBoACTBO

MOK 61000-4-2:95 OnektpomMarHutHaa coBMecTUMOCTb. HacTb 4. MeToaukm ncnbiTaHUU N U3Mepe-
HUW. Pasgen 2. VcnblTaHne Ha HEBOCNPUUMYMBOCTL K 3NIEKTpOCTaTUYECKOMY paspaay

MOK 61000-4-3:95 OnektpomMarHUTHasi COBMeCTUMOCTb. HacTb 4-3. MeTtoaukn ucneiTaHUA U N3Mepe-
HUN. cnblTaHKUe Ha yCTOMYUBOCTL K BO3AENCTBUIO 3TIEKTPOMArHUTHOrO NOMA € U3Ny4YeHMeEM Ha pagnodacToTax

M3K 61010-1:2001 TpeboBaHusi K 6e30MacCHOCTM 3MeKTPoobopyaoBaHUA ANA NPOBEAEHUA U3MEpe-
HAW, ynpaBneHns 1 nabopatopHoro ncnonb3oBaHus. Hacts 1. Obwme TpedboBaHUs

U3paHune odbmumnanbHoe
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M3K 61010-2-101:2002 TpeboBaHMs K 6e30nNacHOCTU aNeKTpoobopyaocBaHUa And NpoBeaeHNst U3me-
DEHUWN, yNIpaBNeHns 1 nadbopaTopHOro Ucnonb3oBaHus. Hactb 2-101. YacTHble TpeboBaHUA K MeQULIMHCKOM
annapartype ans guarHocTukun in vitro (IVD)

MOK 61326:97 3SnekTpoobopyaoBaHue Ans USMepPeHUs, ynpasneHnst 1 NabopaTtopHOro UCMonb3oBa-
HUA. TpeboBaHUA K 3NEeKTPOMarHMTHOW COBMECTUMOCTHU

EH 376:2002 PeakTuBbl gnarHoctudveckue in vitro pna camokoHTpons. NHdopmauus, nocTaBnsgemMas
N3rOTOBUTENEM

EH 13612:2002 OueHKa TexXHUYEeCKUX XapakTepUcTuk MeauUUHCKUX ONarHOCTUYECKUX YCTPOUCTB In
vitro

EH 13640:2002 OueHka cTabuUnbHOCTU peaKTUBOB AN ANArHOCTUKW in vitro

3 TepMUHbI U onpegeneHus

B HacTodweM cTaHgapTe npuMeHeHbl crneayrowmne TepMnuHbl ¢ COOTBETCTBYHOLWUMUK onpeaeieHUAMN:
3.1 ToYHOCTb (accuracy). CTeneHb ODNNIOCTU pesynbTaTa U3MEPEHNN N NPUHATOrO ONMOPHOro 3HaYe-
HUS [1].

[MTpnmevaHnne 1 — TePMUH «TOYHOCTbY NPUMEHUTEINBHO K CEPUN PEIYINBTATOB U3MEPEHNN BKITIOHAET KOMbBU-
HaUMIO KOMMNOHEHTOB CNy4YanHOW NOrPEeLIHOCTN N KOMIMOHEHTA OBLWEN CUCTEMATUYECKOW NMorpeLwHocTn (unu bias) [2].

[TpumevaHune 2— B OTHOWEHUN KPUTEPUSA TOYHOCTU PEIYNbTATOB CUCTEMbI MOHUTOPUHIA IMHOKO3bl B KPOBU
cMm. 3.24.

3.2 cuctemMatTuyeckad norpewHocTb (bias). PasHocTb Mexay ™aTteMaTUdecKumMm oOXunaaHuewm
pes3ynbTaToB U3MEPEHUN N NPUHATBLIM ONMOPHBLIM 3HaYeHUeM [3].

3.3 cucrtemMa MOHUTOPUHra rmrKo3bl B KpoBU (blood-glucose monitoring system): Cucrtema nsme-
PEeHWs1, COCTOSILLLAA U3 NOPTATUBHOIO NpNdopa 1 peakTUBOB, NCNONb3yeMas Ans HabnoaeHus in vitro KOHLEH-
TpaUnK rMoKO3bl B KPOBMU.

[TpumedyaHune—Cucrembl MOHUTOPUHIA MMIOKO3bl B KPOBU U3MEPAIOT COAEPKAHME IMIOKO3bl B Mpobax Kanwun-
NSIPHON KPOBU U MOTYT BbIPa3nTb pe3ynbraThl MO0 Kak KOHUEHTPALUMIO MMIOKO3bl B KPOBU, NMDO Kak paBHOLEHHYO KOHLEH-
TPauuio rMoKo3bl B CbIBOPOTKE (Mnasme). B HacToAweM cTaHAapTe KOHUEHTPaUNA OTHOCUTCSH K TUNY Pe3ynbraTtoB, coobua-
eMbIX CUCTEMOMW.

3.4 npudop ANA USMepeHUa KOHLUeHTpaLuuu rnkosbl B KpoBM (blood-glucose meter): KOMMNOHEHT
CUCTEMbBI MOHUTOPWHIA TTHOKO3bl B KPOBU, KOTOPLIX NpeocbpasyeT pesynbTaT XMMUAYECKON peakun B KOHLIEH-
TpaLuto rMoKo3bl B Npobe.

3.5 KOMMyTabenbHOCTb MaTepuana (commutability of a material): CnocobHOCTbL MaTepuana gaBaThb
OAWNHaKOBbIE YACNEeHHbIE COOTHOLUEHUSI MeXay pe3ynbTataMn U3MepeHunst, BbINONTHEHHBbIMW C MOMOLLbIO AaH-
HOro Habopa MeToANK U3MEPEHUSA NPU USMEPEHNN OOHOMO U TO XKe KONn4ecTBa, aHanorm4yHble COOTHOLLEHUSIM
MeXay MmatemMaTU4eCcKUMMM OXKUgaHUSAMIM 3aBUCUMOCTEN, NMONyYeHHbIX, eCl Te XXe caMble npoLeaypbl npuMe-
HeHbl K ApyrMuMm MaTtepuanam coOTBETCTBYOLWero tuna [4].

[TpnmevyaHwue—B oTHOWEHMN CTaHAAPTHbIX 00pPa3UOB, UCMNONb3YEMbIX ANA KannbpoOBKU METOAUK U3MeEpe-
HUS1, MPUMEHSIEMBbIX K Bruonornyecknm obpasuam, «gpyrme marepuarnbl COOTBETCTBYIOLLEro TUMa» BKITIOYAOT BONbLLIOE YMC-
no obpasuoB OT 340POBLIX MONb30BATENEN U MALMEHTOB, CTPaAAWMX COOTBETCTBYIOWMM 3aD0NEBaHMNEM.

3.6 KOHTpONbHbLIKN MaTepuan (control material): BelwecTtso, matepuan unm msgenue (npenapart),
npegHa3HavYeHHOe N3roToBUTENEM AN NMPUMEHEHUS NPK NPoBepKe pabovnx xapakrepUCcTUK MeanLUHCKOro
OnarHocTudeckoro nsgenusa in vitro [9].

3.7 uHpopmauua, npunaraemMasd U3roToBuTeneM K MeAUMUUHCKOMY YCTpouUCTBY (information
supplied by the manufacture with the medical device): Jltobasa HanucaHHagd, oTnevyaTtaHHasa Unu rpagpuyeckast
MHpopMaLmna Ha MeauuMHCKOM 0bopyaoBaHUMA UM BMELLAOLWEM ero KOHTEUHEPE UMM YNaKoBKe, a Takxke
conpoBognTenbHaa MHopMaLua, Kacawwasacsa naeHTUupukaumm, TeEXHUYECKOro onnmcaHnsa n npuMeHeHus
MeaULUMHCKOrO Wu3genud, 3a WCKMIYeHUMEM TOBapoCONpoBOAUTENIbHOWM AOKYMEHTauunm U peknamHbIX
MaTepuarnos.

MpumevaHne 1—BasaTo na [6].

[TpnmedaHune 2— BHEKOTOPLIX CTPaHaxX MHPOPMAaLUNIO, MPEaOCTaABNAEMYIO U3FOTOBUTENEM, HA3bIBAKOT «3TU-
KETUPOBAHUNEY.

3.8 UHCTPYKUUU NOo npuMeHeHUK (instructions for use): WHdopmauna, noctaBnaemMas N3roToBuTe-
nem un npunaraeMmas K MeauumMHCKomMy guarHoctudeckomy msgenuto in vitro (IVD-nsgenuio), oTHocawadaca K
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Oe3onacHOCTU 1 NMpaBUNbHOMY UCMOMNb30BaHUIO peakTuBa UM 6e3onacHoOMy U NPaBUITbHOMY TEXHUYECKOMY
obcnyXuBaHUIo, 3KCNyaTaunn U BbISBIIEHUIO OCHOBHBIX HencnpaBHocTeln npubopa.

[MTpumevaHne 1—Baatowmns[5]n[7].

[TpyumedvaHune 2— VHCTPYKUUN NO MPUMEHEHNIO PEAKTUBOB AJA ANArHOCTUKN in vitro Ans CaMOKOHTPONSA Onw-
caHbl B EH 376.

[TpnmevaHume 3—VIHCTPYKUMM NO NPUMEHEHNIO NPUBOPOB ANsl ANArHOCTUKW in vitro Ans CaMmOKOHTPOMNS Onu-
caHbl B [8].

[TpynmedaHune 4 —VIHCTPYKUMM NO NPUMEHEHUIO MOXHO MONy4YnUTb B POPME naketa 4OKYMEHTOB (Ha OTAelNb-
HbIX NTUCTaxX) W/Mnu cnpaBoYHUKa NONb30BaTENs.

3.9 npoMexyTodyHaa npeuu3noHHOCTb (intermediate precision): lNpeUn3NOHHOCTE B NPOMEXYTOU-
HbIX YCIOBUAX MeXay YCNOBUSAMU BOCNPOUIBOAMMOCTU U YCNTOBUAMUN NOBTOPAEMOCTN.

[TpnmedaHun e — KoHUuenuus NpoMexyToYHbiX YPOBHEN NPEUN3NOHHOCTU onucaHa B [9)].

3.10 ycnoBua npomMexXxyTodHou npeumsmoHHocTu (intermediate precision conditions): Ycnosus,
MNP KOTOPbIX HE3AaBUCUMbIE pe3ynbTaThbl UCTbITAHMA NONyYaloT OAHUM U TEM Xe MeTOAOM, Ha MAEHTUYHbIX
obbeKkTax UCMNblTaHUA, B O4HOM M TOM XXe MecTe, HO Korga Apyrue nepemMeHHble napamMeTpbl UCTIbITaHUSA, Takne
Kak onepaTopbl, obopyaoBaHUe, KanubpoBKa, OKpyXaloluMe YyCrnoBust W/WNU MPOMEXYTKA BPEMEHMN,
pasnuMyarTCcA.

[TpwnmeyaHwmne— MNamepsemas NPeUN3NOHHOCTb B YCITOBUSX, BEAYLLMX K U3MEHUYMBOCTHN, NMpeacTaBnseT dak-
TUYECKY0 Nonb3y. Konn4ecTBEHHbIE KPUTEPUN NMPOMEXKYTOYHOW NPELN3NOHHOCTU 3aBUCAT OT OTOBOPEHHbLIX YCITOBUMN.

3.11 aTukeTtka (label). OTnevataHHadq, HanucaHHasa UnNM rpaguyeckas MHPopmMauuna, HaHeceHHas Ha
n3genne N coaepawmnm eroc KOHTENHeD.

[TpumevaHune—BadaTo ns [9].

3.12 HenpodpeccuoHan (layperson): Jluuo, He npolwleallee cneunanbHY NoOAroTOBKY B KOHKPETHOW
obrnacTtu U1 No KOHKPeTHOMN ANCLUMNIINHE.

[MTpunmevaHnune 1— B3aro uns onpegenenns «lay user» (npocton none3oeatens) B EH 376.

[TpyumevaHune 2—IlpuMeHNTENBHO K HACTOSALWEMY CTAHOAPTY MOMb30BaTENb YCTPOUCTBA A5 MOHUTOPUHIA
[TIHOKO3bl B KPOBWU, KOTOPbIM HE MMEET CrneunanbHbiX MEANLMHCKUX, HAYHYHO-TEXHNYECKMX 3HAHUN, KacalowWwmnxcsa Habnwoge-
HUA COAePXXaHUS IMHOKO3bl B KPOBMW.

3.13 naptua (lot, batch): OguH NN HECKOMNMBKO KOMMOHEHTOB UM FOTOBLIX MPUOOPOB, KOTOPLIE Npe-
CTaBNAT cObOOU 0AMH TUN, MOAEb, KNacc, pa3Mep, COCTaB UMM BEPCUIO NPOrpaMMHOro cbecnevyeHunsa 1 npo-
n3BeJeHbl NPEUMYLLIECTBEHHO B OAUHAKOBLIX YCNOBUAX, M 0bnagatoT OAUHAKOBLIMU XapaKTepucTukamun u
Ka4yeCTBOM B YCTaHOBNEHHbLIX Npeaenax.

[TpumevaHnune—BHOupektuee 98/79/EC [10] n B eBponenckmnx ctaHgaprax npeanovTUTenbHbIM TEPMUHOM $IB-
nsertcsa TepmuH «batch».

3.14 MeToauKka usmepeHud, BblOpaHHaa mnaroroButenemMm (manufacture’'s selected measurement
procedure):. MeTogmka nsmMepeHus, KanmbpoBaHHasa ¢ NOMOLLbK OAHOMO UMM HECKONbKUX NEePBUYHBLIX UM
BTOPUYHBIX KOCTUPOBOYHLIX MHCTPYMEHTOB U YTBEPXAEeHHaA ANnd NPUMeHeHNUA No HasHavYeHUIo.

[MTpunmevanunme—BWCO 17511, nyHkT 4.2.2, nepeuncneHune f), nokaszaHa BbIOpaHHan N3rotoBUTENEM METOANKA
N3MEPEHUS B LENOHKE MPOCNEXNBAEMOCTMN.

3.15 NMOCTOAHHO AeUCTByHWLWaA MeToauKa U3MepeHUA usroroButena (manufacture's standing
measurement procedure): Metoauka uUsmepeHud, KanmbpoBaHHasi ¢ NOMOLLBLID OQHOMO UMM HECKONbKUX
PabOYNX KOCTUPOBOYHLIX MHCTPYMEHTOB UMM IOCTUPOBOYHLIX MHCTPYMEHTOB DOee BbICOKOro Knacca 1 yTeep-
XOeHHaa ana npMMmeHeHus no HasHadveHuio.

[MTpunmevanume—BWNCO 17511, nyHKT 4.2.2, nepeuncneHue h), nokazaHa NnoCTOAHHO AEUCTBYIOW A METOAMNKA
N3MEPEHNSA NIFOTOBUTENS B LEMOYKE MNPOCNEXNBAEMOCTN.

3.16 BKnaablWwl B ynakoBKY (package insert): VIHCTpyKUMKX MO NpUMEHEHUIO U apyraa nHgopmMauuna
018 CUCTEMbI PeaKTUBOB UMM KOHTPOMNLHOMO MaTtepuana, Kotopas noctaBndeTcqa BNOXEHHOM B YNAaKOBKY, HO
He HAHOCUTCA Ha Kakyro-nnbo ee YacTb.

3.17 o6beMHana AoNA KpoBAHbLIX Teney B KpoBu (rematokpuTt) (packed cell volume): ObbemHas
00N 3PpUTPOLUTORB B KPOBMN.
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[TpumeyvyaHue 1 —Bboipaxaerca nnbo B gecsaTnyHbIX gonsix (cucrema CH), nnbo B npoueHTax (ycnoBHblE €au-
Huubl). EanHnubl CU (n/n) nogpasymeBatoTcs.

[TpumedvyaHue 2—VHorga HaA3bIBAOT «FrEMaTOKPUTOMY», MO HAMMEHOBaHUIC Nnpubopa Ansa onpeaeneHns obnb-
eMa KPOBSIHbIX TENEL B KPOBMW.

3.18 npeuM3nOHHOCTbL U3MepeHUua (precision of measurement): CteneHb 6NMU30CTU OPYr K ApYry
pPe3ynbTaToB U3MEepPEeHUs, NoNYyYeHHbIX B OroBOPEHHbIX yCcrnoBusax [1].

[MTpumevyanunme 1 —CreneHb NPELN3NOHHOCTU BbIPaXXatoT YNCNEHHO C NOMOLLBbIO CTATUCTUYECKUX KPUTEPUEB

NOrpeLlHOCTU U3MEPEHUS, TAKMX KaK CTaHZapTHOE (CpeaHeKkBagpaTuHeckoe) oTKNoHEHe N ko3dhdnUMEHT Bapuaunm, Ko-
TOpble 0bpaTHO NpoNopUMOHanbHbl MPEUN3NOHHOCTU. KonnyecTBeHHbie KpUTEPUU NPELN3NOHHOCTU 3aBUCHT OT OFTOBOPEH-

HbIX YCINOBUW.

[TpumevaHune 2—I1peunanoHHOCTb JAHHON METOANKN N3MEPEHNA NoAPaA3aAEeNAETCHa COrracHO yCTaHOBINEH-
HbIM YCNOBUSM NPELUN3NOHHOCTU. KOHKPETHBIN psig NpeaenbHbIX YCIOBUN HA3bIBAOT «MOBTOPSAEMOCTbY (3.20) n «BOCNpO-

N3BOANMOCTb» (3.22).

3.19 cuctema peakTuBOB (reagentsystem). HacTb MeaAULUMHCKOrc AMarHOCTUYeCKoro usaenus in vitro
(IVD-nsgenua), kotopasa nopoxgaet curHan B pesynbtate XUMUYEeCKoU UMK 3NeKTPOXUMNYECKON peakumn,
YTO MO3BONAET OOHAPYXNUTb aHaNM3npyemMmoe BellecTBO (Hanpumep, rnokosy) B Npodbe N U3MepUTb ero KoH-
LeHTpaLuuio.

3.20 noBTOpAEeMOCTb (CcxXoAUMOCTbL) (repeatability): lNpeynsnoHHOCTE B YCNOBUAX MOBTOPSIEMOC-
" [1].

3.21 ycnoBua noBTopaAeMocTU (repeatability conditions): YcnoBus, nNpu KOTOPbIX HE3aABUCUMbBIE
pe3ynbTaThl UCNBITAHUA (M3MEPEHNST) NONyYaloT OAHUM U TEM Xe MeTOAO0M, Ha MOEHTUYHLIX OOBbEKTaX UCTbI-
TaHWS, B OQHON 1N TOW Xe nadbopaTopun, 0caAHUM U TEM XKe OnepaTopoM, C UCNONb3OBaAHMEM OQHOIO U TOTO XKe
obopyaoBaHUA B npedenax KopoTKOro npomMexyTtka BpemeHu [1].

[TpuymedvaHunel—BOCHOBHOM, HEN3MEHHbIE YCNOBUA ANSA NPeacTaBNeHNs YCNoBUW, 4alowmnx MUHUMAanbHY O
N3MEHYNBOCTb PE3YNLTATOB UCTbITAHWUA.

[TpumevaHue 2—IpPUMEHNTENBHO K HACTOSALWLEMY CTAHAAPTY TEPMUH «nabopartopusi» cnegyeTt MHTEPNPETU-
POBaTb KaK «onpeaeneHHoe MecToy.

3.22 BocnpousBoaAUMMOCTD (reproducibility): lNpeun3snoHHOCTb B YCNOBUAX BOCNPOU3IBOAUMOCTH [1].

3.23 ycnoBuda BocnpousBogumMmocTu (reproducibility conditions): YcnoBusd, B KOTOPbIX pesynbTaThl
MCMNbITAHUA MNONYyYaoT O4HUM U TEM Xe MeTOAOM, Ha MOEHTUYHBIX 0bbeKTax UCMbITaHUA, B pa3HbIX NabopaTto-
PUAX, pa3HbLIMK onepaTopamMu, ¢ UCNONb3oBaHUEM pasHoro obopyaosaHus [1].

[TpumedaHune 1 —ITloNHOCTLIO UBMEHEHHbIE YCITOBUSA ANSA NpeACcTaBNeHNs yCnoBuUN, 4atowmnx MakCMMarnbHY O
N3MEHYNBOCTb PE3YNLTATOB UCTbITAHWUA.

[TpumevaHune 2—IIpPUMEHNTENBHO K HACTOSAILLEMY CTAHAAPTY TEPMUH «nabopartopusi» crneayeTr UHTEPNPETU-
POBaTb KaK «onpeaeneHHoe MecToy.

3.24 ToYyHOCTb cuUcTeMbl (system accuracy): CTteneHb 6MN30OCTU penpe3eHTaTUBHLIX Pe3ybTaToB
n3mepeHnsa (UCnbiTaHUs), BbINOMHEHHbIX C MOMOLLbIO CUCTEMBI USMEPEHUS, K COOTBETCTBYHOLLIMM UM OMOPHBIM
3HaYEHNAM.

[TpumevaHune 1 — TEPMUH «TOYHOCTb» MPUMEHUTENBHO K CEPUN PEIYNBTATOB U3MEPEHUS (UCTbITAHUSA) BKITHO-
YyaeT CoYeTaHne COCTaABMNAWMX CIyYanHOW MOrPELLHOCTN U COCTaBNAWEN OBLWEN CUCTEMATUYECKOW NOTPELLHOCTH [2].

[TpumevaHune 2— OnopHble 3HAYEHNA NPUCBANBAIOTCH C NOMOLLBIO METOAUKN U3MEPEHUS, MPOCNEXNBAEMON
no pedhepeHTHON METOANKE N3MepeHns bonee BbICOKOro Nopsgka.

[TpumevaHune 3— TOYHOCTb CUCTEMBI MOXHO BblPa3nTb KakK MHTEpPBarl, KOTOPbIN BKIo4YaeT 95 % pacxoxae-
HUW, HABMAaeMbIX MeXAy pesynsrataMmu, NoNy4eHHbIMU OLUEHMBAEMOW CUCTEMON, U X ONOPHbLIMU 3HAYEHUSAMWN. ITOT UH-
TepBarn TakkKe BKIO4YaeT HeonpeaeneHHOCTb N3MEPEHNA METOANKN N3MEPEHUSA, NCNONBb3YEMOUN OJ15 NPUCBOEHNS OMNMOPHbIX
3HaA4YEHUNI.

3.25 npocnexuBaeMocTb (traceability): CBOUCTBO pe3ynbTaTta MSMepeHnda Unm sHadyeHune ctaHgapT-
HOro ocbpasua, NocpeacTBOM KOTOPOro OH MOXeT ObITb OTHECEH K opmumansbHbIM, 0ObIMHO HALMOHAaNbHBIM
NN MeXOyHapoaHbIM 3TanoHaMm, Yepes HepaspbIBHYHO Lenb CITMYEeHUN, KaXXaoe U3 KOTOPbIX UMeeT YyCTaHOB-
NeHHYo HeonpeaeneHHOCTb [2, onpegeneHue 6.10].

3.26 npaBUNbHOCTDL (trueness): CteneHb 6BNN3OCTU cpeaHEero 3Ha4YeHns, NoNy4YeHHOro Ha OCHOBAHWUK
OONbLLUOW CEpUN PE3YNbTATOB U3MEPEHNN (UCNbITAHWUN), K IPUHATOMY OMNOPHOMY 3Ha4YeHuto [1].

4



[OCT P UCO 15197—2009

[TpumeyvaHwmne—Tllokaszatenem NpaBUbHOCTU OBbIMHO ABNSETCH 3HAYEHUE CUCTEMATUYECKOW MOrpeLHoC-
™ (3.2).

3.27 cTaHaapTHoe ucnbiTaHue (type test): NcneiTaHne 0QHOrO UMM HECKOMNbKNX 0DpasLoB 0bopyao-
BaHWUS (MNU KOMMNOHEHTOB 0DOpPYyAOBaHMSA), M3FOTOBMEHHBLIX NO KOHKPETHOMY MPOoeKTy, Y4TODLI NoKasaTh, YTO
MPOEKT N KOHCTPYKLUA YOOBNETBOPSAOT OAHOMY N Bonee TpeboBaHUAM NMPUMEHAEMOro ctaHgapTa.

[MTpnmevanune 1—OnanpnbopoB, KOHTPONMUPYIOLWMX COAEPKAHUE IMIOKO3b! B KPOBU, CTATUCTUHYECKOW BbIDOP-
Kn HE TpebyeTcs.

[MTpumevaHne 2—Baatomns MOK 61326.

3.28 HacTpoukKa CUCTeMbl MOHUTOPUHTa FMIOKO3bl B KPOBU Nonb3oBaTeneM (user adjustment of
blood-glucose monitoring system): llpoueaypa, onucaHHaa B UHCTPYKLMAX NO NPUMEHEHUIO, NOCPEACTBOM
KOTOPOW NoNb3oBaTellb BBOAUT HOMeEpP, BCTaBMNAET KOAOBYHO NONOCKY (CTpUM) UK 3NeMeHT Koga v 1.4. AN
OOCTMXKEHNA CUCTEMOWN NMPpUeMnemMbIX pabouymnx xapakTepucTuk.

4 TMpoekTupoBaHMe U pa3paboTKa

4.1 O6wue TpeboBaHUA
[MpumeHsitoT TpeboBaHus, ycTaHoBneHHble B MCO 13485.

[TpumedvaHune—Bpasgenedun7.2u 7.3 onncadsl npouegypb! NPOBEPKN HA CTaauKn NPOEKTUPOBAHUSA, Harpas-
NeHHble Ha obecnevYeHne rapaHTumn Toro, YTO CUCTEMA MOXKET BbINONHUTL TPEBOBAHUSA K NPELUU3NOHHOCTU, NPaBUNbHOCTMN,
be30nacHOCTU U HAZEXHOCTU. B pasaene 8 onucaHbl npoueaypbl Banngaumm Ha ctTagnm npoeKkTa, HaueneHHble Ha obecne-
YeHWe rapaHTun Toro, YTO TOYHOCTb CUCTEMbI COOTBETCTBYET TPEDOBaAHUAM MONMb30BaTENS.

4.2 be3onacHoOCTbL
[MpumeHsitoT TpeboBaHus, yctaHoBneHHble B MOK 61010-1 n MOK 61010-2-101.

4.3 [lpocnexxnBaeMocCTb

MpumeHaoT TpeboBaHMA K npoueccy KannmdpoBKW, BbINOMHAEMON U3rOTOBUTENEM, YCTAaHOBIIEHHbIE B
NCO 17511.

[TpunmevaHnunme 1 — CnoMmowbio BbIBPAHHON N3rOTOBUTENEM UMW NOCTOSIHHO AEUCTBYIOLLEN METOANKN U3MEpeE-
HUSA MOXHO N3MEPUTL KOHLEHTPAUMIO IMICKO3b! B Npobe nnbdo Kposwu, NMbo nnasmel. ECnn ncnone3yoT npobbl Nnasmsbl, CUC-
TEMA MOHUTOPUHIA ITIIOKO3bl B KPOBU MOXET BblAaTbh pPe3yrnbraThl Kak 3KBUBANEHT COAEPXXaHUS IMIOKO3bl B MiiasMme, gaxe
eclin CUCTEeMAa MOHUTOPUHIA IMOKO3bl B KPOBU M3MEPSna npodbl KPOBW.

[MTpnmevaHwme 2— Llenoyka npocnexxmBaeMocTn A0OIMKHA BKIHOYaTbh pa3yMHOE YMCIO 3TanoB, YToOObl CBECTU K
MUHUMYMY CYMMAaPHYIO HEONPEeaeneHHOCTb.

[TpnmedvyaHwune 3— Llenodyka npocnexmBaeMmocTu 4N TMNUYHON CUCTEMbI MOHUTOPUHIA, KanmbpoBaHHOW B 3a-
BOACKUX YCNOBUSAX, NMpMBeAeHa B NpunoxeHun B. SToT npumep He nogpasymeBaeT 4eMOHCTpaUnIo €QUHCTBEHHO BO3MOX-
HOW NMoaxoasilen Lerno4vkn NpocrneXXmBaemMocCcTu.

4.4 AcneKkTbl aproHomMuyeckoro/vyenoBe4veckoro cakropa

[Tpn NpoeKTUpoBaHUMN CUCTEMBI MOHUTOPWUHTA MMIOKO3bl B KPOBU HEODXOANMO Y4eCTb 3proHOMMUYECKUN U
COOTBETCTBYIOLLMA YerioBeydeckn pakTopbl B OTHOLLEHUN cneayowero:

a) NerkocTb 3KcnyaTtauum;

D) nNpocToTa TexXHU4eckoro obcnyXmMBaHua;

C) 3aluTa OT U3HOCca, ODLIYHO NPOUCXoAALIEro B YCNOBUAX MCNOMb3OBAHUS;

d) CUYNTBLIBRAEMOCTb U3MEPEHHbLIX pe3yrbTaToB,;

e) MOHSATHOCTb (HeaBYCMbICIIEHHOCTbL) COObLIEHMA NONb30BAaTENO, HAanpuMep «low battery» («nogcaa-
Ka baTapen») Unn «low result» («KHU3KNUN pe3ynbTaT») BMECTO COODLWEHNS «low» («HU3KMINR).

[MTpnmevaHunme 1 — Cucrembl MOHUTOPUHIA MHOKO3bl B KPOBU, NpeagHa3Ha4vYeHHbIe Ans CAMOKOHTPOMNS, MOIyT
NCNonb3oBaTbCH HenpodeccnoHanamMmm ¢ pasnUyHbIMU HOUINYECKUMU U MEHTANTbHBIMU BO3MOXHOCTSAMMU.

[TpyumevaHmne 2— 3TN CUCTEMBI HAaCTO MPUMEHSIOTCH OTAENbHbIMU MOMb30BaTENSIMU, KOTOPLIE MOTYT BbIMOIN-
HATb U3MEPEHUS NPU PA3NUYHbBIX YCTAHOBOYHbIX NapamMeTpax.

[MTpnmevaHnune 3— He npegnonaraercs, 4T0 0gHa cUcCTEMa MOHUTOPUHIA [TOKO3bl B KPOBU YAOBMNETBOPUT
BCEX BO3MOXHbIX MONb30BaTenen unm Bce BO3MOXHble YCTAHOBOYHbIE NApaMeTpbi.

4.5 AHanuns pUcKkoB
[TpumensatoT TpeboBaHust, yctaHoBneHHble B MCO 14971,
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N3roToBUTENb AOKEH YCTAHOBUTL NPUEMITEMOCTb NOTEeHUMaNbHbIX PUCKOB, UCX0AA U3 3HAHUSA chneay-
IOLLMX PaKTOPOB, HO He orpaHNYNBadACh 3TUM:

a) HasHadveHue NpPoayKTa;

b) ymeHUe nonb3oBaTens 1 orpaHUYeHns;

C) 3awmTta OT HEeCaHKLUNOHUPOBAHHOIMO U3MEHEHUSI OCHOBHBIX NMapamMeTpoB (Hanpumep, coobllaemMblX
eauHULL) Unn

d) BnusiHWe nonagaHnUsa MellaroLL X BELLECTB.

[TpnmedaHun e — PykOoBOACTBO MO OLUEHKE MNOTEHUMAINbHO Mewwawmx sewecTts cm. [11].

[1p1 BbINOMHEHUN aHanMsa PUCKOB U3rOTOBUTENb AOJKEH OLEHUTD:

€) BepOsITHOCTb BO3HMKHOBEHUA HEUCTNPABHOCTU [Hanpumep, HegoctaTtodeH obbem NpodLl UMK Henpa-
BUIMbHOE pacnofioXeHne UCNbITyeMon NoNockn (cTpunall,

f) BEPOATHOCTb TOrQ, UTO CUCTEMA HE ODHapPYXMBAET HEUCMPABHOCTb U

g) nocneacteBmsa HeobHapy>XKeHHOW HeUCNPaBHOCTMU.

[TpnmedaHune—HacToawmun ctaHgapTt He 3agaeT YPOBHU pyUcKa U NPUEMITEMOCTb PUCKOB.

4.6 MpoBepka, BbINONHAeMaaA Nonb3oBarTenem

KOHCTPpYKLMA CUCTEMbI MOHUTOPUHIA FMNIOKO3bl B KPOBWM AOMMKHA NO3BOMNATL NOMNb30BAaTENO OCYLLECT-
BUTb MPOBEPKY:

a) npaBuibHOro yHKUNOHNPOBAHUA CUCTEMbBI MOHUTOPUHTa (T.€. KOHTPOMb CUCTEMBI) U

b) nNpaBMbHOMO BbINOMTHEHUA N3MEPEHUS, BKITOYas nocneaoBaTenbHOCTb 3TanoB npoueaypsi.

[ PMMEYAaHWE— [lonb3oBaTento PEKOMEHAYETCH BbLINOITHATD MNMPOBEPKY BO BPEeMHA UCNOIb30BaHUA CUCTEMBbI.
«Bo BpeMsA NCMNOJib30BaHWUA» O3HAYAET 40, B rnpouecce Uiin cpady rnocrie BbinoJiHeHNAH U3MEepPEeHUA. DEKOMEHﬂ,yETCFI BHE /-
PUTb MNPOBEPKY, OCYWECTBITAEMYIO MNOJib30BareriemMm, B USMepeHmne, eClin Takoe BO3IMOXHO.

[TpoBepkKa, BbINONHAEMas nofib3oBaTtenem, Jo/MKHa JaBaTbh OAHO3HAYHYI0 MHAOPMaLMIO.

5 UHdopmauua, npegoctaBnsaemMas U3arotoButenem

5.1 3TUKeTKN oNa npubopa, UsMepALLEro KOHUEeHTpaLuIio rMKo3bl B KPOBI

[Tpndop, NIMEPSAIOLLIMA KOHLIEHTPAaLWIO FNOKO3bl B KPOBU (M3MEPUTENL), ACITKEH ObITb MAEHTUPULINPO-
BaH C MNOMOLLLIO 3TUKETOK, coaepXallmx, Kak MUHUMYM, crneayroLlyo MHQOpMaLUUIo:

a) HauMeHoBaHMe U TOProBY MapKy U3rOTOBUTENA N ero aapec;

b) HaumeHoBaHMe N 0DO3HAYeHWe U3gennsa (ata MHopMaUUs OO0MKHA HaxXOoOUTbLCHA Henocpea-
CTBEHHO Ha 3TUKeTKe, NMPUKpenneHHoW K U3aernunio);

C) HasHauveHWe [gomkHa MMeTbCca MHpopMaLnd, YTO gaHHOe n3genue asnaeTcs MmeguuMHCKUM n3aenu-
eM ang in vitro gnardoctukun (IVD-nszgenuem) ona camokoHTPONA, a Takke MHpopMaLngd, Kacarladacy cucTe-
Mbl PeaKTUBOB, KOTOPbIe UCNONb3YOTCA C 3TUM Usgenuemi;

d) HOMep napTun UN CepPUNHBIN HOMEP Ha 3TUKETKe, NMPUKPenneHHOW K N3aenuio;

€) yCcnoBUS XpaHeHUs 1 obpalleHunst, ecn HeobxoanMmo;

f) ccbINKy Ha cnpaBOYHUK NONbL3oBaTeNs UM UHCTPYKLUUKX MO NMPUMEHEHUIO.

Tam, rge Heobxoaumo, MHOPMAaLUIO Ha 3TUKeTKe crieayeT NpueoanTb B popmMme cumBonoB. CUMBOILI
OOIMKHBI COOTBETCTBOBATL NMPUMEHAEMOMY pernamMmeHTy 1 MexgyHapoaHelM cTaHgapTam. Bce CMMBOMBI A0I-
XXHbl ObITb ONMUCAaHbI B MHpOPpMaL K, npunaraeMon K U3amepuTento cogepXxaHus rioKo3bl B KPOBW.

5.2 UHCTPYKLUU NO NPUMEHEHUI0 CUCTEMbI MOHUTOPUHTA IMIOKO3bl B KPOBU

NHCTPYKLWN NO MPUMEHEHUIO AO0ITKHbI ObITh NpeacTaBeHbl B YETKOW U NAKOHUYHOW popMe C UCMONMb30-
BaHMEM TEPMWUHOB, NOHATHBLIX AN HenpodpeccnoHana. MHgpopmauna aomkHa ObITb YETKO NpeacTaBfieHa w
nerko yntaema. lNevatb (LpNGT) ACITKHA ObITh KpynHOW (Hanpumep, wpnud T Courier 12 NyHKTOB), a coaepKa-
H/e NerkoaocTynHO Ang NoHUMMaHus nuuamm 6e3 Hay4YHOoM UMnn cneuuanbHOWN TEXHNYECKOW NOAroTOBKAN. Tam,
rae Heodbxoaumo, AOMKHBI UCMOMb30BATLCHA CUMBOMLI U UNTHOCTPaLIUNA.

MHCTPYKLUN MO NMPUMEHEHUIO AOIBKHBI YETKO YCTaHaBNMBaTb, KakMe AeUCTBUS HEODXoaUMO Npeanpu-
HUMaTb, eCNi NpoBepKka NokasbiBaeT HeAOCTOBEPHLIN pe3ynbTar.

Heobxoanmo Ncnonb3oBaTh sA3bIK(M) TOU CTPaHbI, B KOTOPOW peanunusyoT CUCTEMblI MOHUTOPUHIA MMHOKO-
3bl B KpOBW. [lononHuTensHble s13bIkN HEe 0bA3aTeNbHbI.

NHCTPYKLMM NO NPUMEHEHUIO ACJTPKHBI coaepXaTb cneayoLwyo MHPOopMaLUMIo:

a) HanMeHoBaHWe U TOProByO MapKy U3roTOBUTENSA U ero aapec; HaMMeHoBaHMe 1 agpec ANCTPUDbL-
loTepa (ecnn numeetcs) (B EBponeinckom Cotose Oupektmnea 98/79/EC [10] TpebyeT BKNIOYEHNS HAMMEHOBA-

6
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HUA WU agpeca «NONTHOMOYHOro npeacTtaBUTENnd», eCcliM U3roTOBUTENb HaxoauTcAa BHe EBpocorosa), U
pa3bsiICHEHNE, KaK 0bpaTUTbCS 3a NMOMOLLbIO;

b) HaumeHoBaHWe N ob6o3HavYeHne U3aenus;

C) HasHayeHue Usgenus;

d) npuHUMN meToAaa;

e) MeToauKn namepeHnusa U/nnn KannmbpoBoYdHble MaTepuansl [cregyeT ykasaTb, ecnii UMeeTcsl, Npo-
CNEXXMBAEMOCTb B COOTBETCTBUM C METOAMKOW NMONy4YeHUsS UICXOOAHOrO U3MepeHnsa (ANs KOHTPONA nocneayto-
LKX) UW/KUNK No ctaHaapTHOMY obpasLy bonee BbICOKOro nopsakal, AICnonb3oBaHHbIE U3roToBUTENEM AN
YCTAHOBNEHUS U OLLEHKM SKCNNyaTauMOHHbIX XapaKkTePUCTUK;

f) TN npod, NCNONb3OBaHHbLIX U3rOTOBUTENEM ANA KannbpOoBKU, HanpuUmMep, KPOBb UMK CLIBOPOTKA
(nnasma);

gJ) COOTBETCTBYHLLYH CUCTEMY PEaKTUBOB,;

h) MeToauky M3MepeHusi, B COOTBETCTBUM C KOTOPOW BBLIMOIHST U3MepeHUs Ha AaHHOM npubope,
BKNHOYas:

- NocneaoBaTeNnbHOCTbL PErynupoBKA (Hanpumep, UCNoNb3oBaHWe HOMepa, KOAOBOW NOJTIOCKU UM 3Ne-

MEeHTa U T.4.) USMepeHUN U NPOoBEPKN, a Takke pacnpegeneHue npoMeXXyTkoB BpeMeHU Mexay HUMMU;

- MOoCneaoBaTenbLHOCTL NpoLeayp No NoAroToBke Npubdopa K BbIMONHEHUIO N3MEPEHUS], YTODLI BbIMOI-

HUTb 3TO U3MepeHUe (BKITHOYas YACTIO U PEKOMEHAOBAHHLIN BHELUHWN BUA 00pasLoB), U 0OCNYKUBAHUIO

npndopa nocne BbINCMHEHNHA N3MEPEHUNS;

- e JNHULBI U3MepeHUs, coobLlaemMble NPUOBOPOM, HAanNnpUMep MMOoIbL/n nnu mMr/an:

- 3KBUBANEHTHbI UMW HET pe3ynbTaThkl, coobllaeMblie NO KPOBWU U NO Nasme;

- COBETHI, KaK NocTynaTb B TOM cliydae, ecnn npubop Beigan ownbo4yHoe coobLlleHune;

1) OKpyXarow e ycrnosus (Hanpumep, aAnanasoH TemnepaTtyp U BNa)XXHOCTL), B KOTOPbLIX CUCTEMA A0K-
Ha NCMONb30BaTbLCY;

]) nogpobHoe onucaHue npoLeaypbl, KOTOPYH ACIMKEH BbINOMNHATL NONb30BaTEeNb NPU HACTPOWUKE NMPU-
bopa, ecnun NpUMeHseTCcs;

K) nogpobHoe onucaHue npoueayp Ang KoOHTPOngd, BbINOMHAEMOro nNonb3oBartenem, BKovas NaeHTr-
puKaLMIO COOTBETCTBYHIOLLErO KOHTPOMNBHOIO Matepuana, KoTopbli He0OX0AMMO UCNONb30BaTh, UTODLI yDe-
OUTbCH, YTO CUCTEMA MOHUTOPUHIa MOKO3bl B KPOBWU paboTaeT HOpManbHO, U COBET, KaK NOCTYMNMUTb B TOM
criydyae, ecnv pesynbTaTthl KOHTPOMNA HENPUEMITEMBI;

) TN UCcnonb3yemoun Npodkl, a TakKe cnevLnarnbHblie YCNOBUSA ee B3SAITUA U NpeaBapuTernbHOn 0bpaboTKu;

m) Mepbl NPeaoCTOPOXKHOCTU, KOTOPbLIE HECOXOAMMO NMPEAnPUHATL B OTHOLLEHUN pUCKa MHPULUMPOBA-
HLASA nepen NpUMeHeHnem nNprubopa;

n) Mepbl NPeaOCTOPOKHOCTU, KOTOPbIE HEODXOAUMO NPEANPUHATL B OTHOLLEHWNIN 3MEKTPOCTAaTUYECKOrO
3apsiga, MarHUTHBIX MONen N Apyrx snekTpudecknx yCnoBun, a Takke BO3AeUCTBUE TeMNepaTypbl, BITAXKHOC-
TU N APYTrUX OKpyXKatoLwwmnx ycnosun, no obcraHoeke (cMm. MOK 61010-2-101, pasagen 5);

0) onucaHue N NosICHEHUE BCEX CUMBOOB, UCNOMb3YEMbIX HA 3TUKETKaX 1 B UHCTPYKLUAX MO NpumMeHe-
HUHO;

D) PYKOBOACTBO KAEUCTBUIO, KOTOPOE AOMKeH NpeanpuHATL Nonb3oBaTeNb Kak cneacTBue nonyvyeHHo-
ro pesynbrarta, BKo4ad:

- CCbINKY Ha pekoMeHaauun Bpava uWimnnm KBanupuumnmpoBaHHOrO NaTtpoHaXHoro paboTHUKa U npeay-

npexgeHne o TOYHOM codnaeHUN MHCTPYKUMA Ha OCHOBE pesynbTaTta 6e3 KoHCcynbTaluum ¢ Bpa4vom

NN ApYyrum KBanupurumpoBaHHbIM PpaboTHUKOM 34paBOOXPAHEHUS;

- COBET, Kak AeUCTBOBaTb, eCNK pe3ynbTaT He ACeH NONb30BaTelIo;

- MHOWUKaLUKUIO, C MNOMOLLbIO KOTOPOW cucTeMa MOHUTOPWHIa npeaynpexgaeT NoNb3oBaTensd, 4To

pe3ynbTaT BbIXOAWUT 3a paMKU «MHTepBana UuaMmepeHus» (Hanpumep, olnboYHbie COODLLIEHNS, NOXHbIE

yBeOJOMIEeHUS);

gq) nHdopmauuno o 6es3onacHon yTunmsawumm CUCTEMbI N1 €€ KOMMOHEHTOB, €CNU HEODXOANUMO;

r) rog n Mecs, U3gaHust MHCTPYKLUMK MO NPUMEHEHUNIC W/MNn HOMEP NepecMoTpa.

5.3 3TUKeTKN ANA CUCTEMbI PeaKTUBOB U KOHTPOJNIbHOIro Mmartepuana

Cuctema peakTMBOB U KOHTPONbHbLIA MaTepuan AoMKHbl ObITb MOAEHTUPULNPOBAHLI C MOMOLLbIC OAHOM
NN HECKOMNBKUX 3TUKETOK.

[pumeHsatoT TpeboBaHUs, ycTaHoBNeHHble B EH 376.

B nononHeHWe, Ha aTUKeTKe(ax) AoMmKHa ObITb pa3MelleHa cneaywowas nHdopmauns:

a) yKkasaHue npoMexyTka BpeMeHU, B TedeHMe KOTOPOro criegyeT UCNONb30oBaTh peakTUBLI Nocre nep-
BOI0 BCKPbITUA KOHTEUHEepa ¢ peakTUBOM, BbIpa)KEeHHOro B Mecsiuax U/unm aHsix;

D) ccbifka Ha UHCTPYKUUW N0 MPUMEHEHUIO;
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C) U3MepuTenb IMOKO3bl B KPOBU, KOTOPLIU MPUMEHSAIOT C AaHHBIMU peaKTUBaMMu.

[TpeaynpexaeHnsa B OTHOLIEHUU NPUMEHEHUA CUCTEMbl peakTUBOB C KOHKPETHbLIM U3IMepUutenem WU
MHpopmaLmnio 06 yTUnmsaLmm CUCTEMbI PEaKTUBOB NOCIE UCTMONb30BaHUS cneayeT BKIIOYNTL B CBEAeHUS Ha
3TUKETKE ANS NONyYeHUs1 HaAeXHbIX Pe3ynbTaToB M3MEepPEeHN U BesonacHoM yTunmsaum oTXoa0B.

HeobxoanMmMmo MCnonb3oBaTh A3bIK(M) TOW CTpaHbl, rAe peanusylTca 3TU peakTUBbl U KOHTPOSIbHBIE
MaTepuansl, AONONMHUTENbHBbIE SA3bIKU HEe 0bA3aTerbHbI.

5.4 UHCTpYKLUUU NO NPUMEHEHUID peaKTUBOB U KOHTPONbHOIo Matepuana

[MpumMmeHsatoT TpeboBaHUsA, ycTaHoBNeHHble B EH 376.

Kpome TOro, aofmkHa ObITh BKNOYeHa cneayowas MHopmMaLuua:

a) yKasaHue, Kak nony4ynTb NOMOLLb OT U3rOTOBUTENS U/ NN ANCTPUDLIOTEPA;

D) KOHKPeTHbIN N3MepUuTenb rMKO3bl B KPOBU ANA NPUMEHEHUSI C 3TON CUCTEMON PeakTUBOB U KOH-
TPOJIbHBIM MaTepuanom;

C) YCNOBUA XpaHeHUs (HanpumMmep, TemnepaTtypa, BNaXXHOCTb, BO3AENCTBUE cBeTa U APYrnx pakTopoB
oKpyXatoLllen cpeabl), HeobXoaMMO TakKe BKNHOYUTb B UHCTPYKLUUIC MO NPUMEHEHWNIO peaKTUBOB NpeaynpeX-
OeHuns1, KacalLwmeca HeobXoAMMOCTU NNOTHO 3aKpbiBaTb NPOOKY KOHTenHepa, 4Tobbl 3alUTUTbL NOMOCKN,
NPONUTaHHbIE PeakTUBOM, UMK AaTUYMKU OT BO3AEUCTBUA BO3QyXaA;

d) MHTepBan UsMepeHus, ykasbiBalolW BEPXHIOK U HWKHIOK rpaHUUbl KOHUEHTpauuM, B npeagenax
KOTOPbIX pe3ynbTaThl TOYHbI N COODLIAOTCS NONbL30BATENIO;

e) paboune xapakTepUCcTUKN (CBA3aHHbIE C TOUYHOCTBIO CUCTEMbI XapaKTEePUCTUKN, OCHOBAHHbLIE Ha
pe3ynbTatax UCNbITaHUSA, BbIMONIHEHHOTO B COOTBETCTBUM C pasaenom 7), 3asBreHHble Ha A3blke, MOHATHOM
ONs1 NoNb3oBaTenyd, U nokasaTtenm TOYHOCTU CUCTEMBI (CM. 7.4.2), U3rOTOBUTESb AOTKEH COODLNTL:

- ANS1 KOHLEeHTpauun rnokosbl MeHee 4,2 mmonb/n (MeHee 75 Mmr/an) — npouUeHT pe3ynbTaToB B
npegenax £0,28, £ 0,56 n £ 0,83 mmonb/n (£ 5, £10 1 £ 15 Mmr/an) oT ONOPHLIX 3HAYEHUH;

- ANS1 KOHUEHTpAaL WX rnoKo3sbl, paBHOWU Unn bonee 4,2 mmons/n (paBHOW Unn donee 75 mr/an), — npo-
LeHT pesynbTaToB B Npeaenax 5 %, £ 10 %, £ 15 % n £ 20 % OT ONOPHBLIX 3HAYEHUWN;

f) BCe MellaloLine BelleCcTBa, COCTOsSIHME Npob (Hanpumep, remonuns, ounnpybuH, nunemus) nnmn pusin-
ONOrn4ecKkne ycrnoBusa (Hanpumep, USMeHeHUst nepupeprunHoOn LIMPKYNSLUN), KOToOpbIe HEDNAronpPUATHO BIK-
AT HA TOYHOCTb pPe3ynbTaToB;

g) MeToauka usmepeHus, Ucnonbayemast Ans OLLEHKN pabouynx XapaKTepUCTUK CUCTEMBI, a TaKKe 3asiB-
NeHne o NPocneXMBaemMoCcT B COOTBETCTBUMN C METOANKOW BbIMONMHEHUS NCXOOHOIo N3MepeHnsa KOHLUEHTpa-
LM TIHOKO3bl UNW cTaHOapTHOro obpasua donee BbICOKOro NOPsiaka;

h) KOHTPOMNbHLIA AMaNasoH 3HAaYEHUA KOHUEHTPAaL WA MMHOKO3bl B KANUMNSPHON KPOBM AN HeanabeTu-
YECKUX MHTEPBANOB 1 TUN Npod, NCNONb3yeMbIX AN KanMbpoBKKn (Npoba KpoBM UMK NNa3Mbl);

1) MeToanKa N3MepeHuns, KOToOpyo HeObXoaNMO UCNOMb30BAaTh, BKIIHOYAA:;

- NocneaoBaTenbHOCTL AeUCTBUA NOC NOArOTOBKE CUCTEMbLI PEaKTUBOB 1 BLIMOHEHUIO U3MEPEHUN;

- MHTepBal BpeMeHU Mexay oTaenbHbIMU AeUCTBUAMK, €CINN UMEEeTCH;

]) nogpobHoe onucaHue npoueayp KOHTPOMNS U KOHTPOMbHBLIX MaTepmnanoB, NPUMEHSIEMbIX 4119 NPOBEP-
KN paboThl CUCTEMBI MOHUTOPUHIA MMIOKO3bl B KPOBU B A0NYyCKaeMbIX npeaenax.

HeobxoanMmo MCnonb3oBaTh A3bIK(WM) TOM CTpaHbl, B KOTOPOW peakTUBbI U KOHTPOMNbHLIE MaTepuansl
peanunayoTcs; npeacrasneHne nHgopmMmaunm Ha AONONHUTENbHLIX S13blKaxX He 00s13aTeNbHO.

Tpebyemasi nHpopmMaLnsas B OTHOLUEHUN PEaKTUBOB WU/UMN KOHTPOIbHbIX MaTepuanoB MOXET ObITb
BKMOUEHAa B UHCTPYKLUN MO NMPUMEHEHWIO NMpMbopa Nnm CUCTEMBI, €CINN U3roTOBUTENb NpUdopa Ui CUCTEMB
TOT XK€ caMbl, YTO U U3rOTOBUTENb peakTUBOB. Ecnn B 3ToN nHopmMaunum nponucxoguTt UsMeHeHne, Heobxo-
OMMO UCNOMNb30BaTh 3TUKETKU HA peaKTuUBax, YToObl YyBEAOMUTL NOMb30BaTEN, a Takke NOMECTUTb U3MEHEH-
HYIO MH(pOpMaLMIO B MHCTPYKLUMK NO NPUMEHEHUNIO CUCTEMbI PeaKTUBOB.

6 UcnbiTaHMA HAAEXHOCTU N 6e30MaCHOCTMU

6.1 Obwue TpeboBaHUA

6.1.1 lNporpamma

JKCNnepuMeHTanbHble NPOEKThl, METOAUKU aHanMs3a gaHHbIX U KPUTEPUN MPUEMKN OCTTKHbI ObITh ONUca-
Hbl B NporpamMme.

[Tporpamma gomkHa yctaHaBnmMBaTh YNCIO U3MepUuTenen, eAUMHUL, peakTUBOB M YUCIO napanserbHbIX
N3MepeHU Ha U3MepUuTens.

[nsa skcnnyatayMoHHbIX UCMbITAHUA NporpaMmmMa AohKHa coaepXaTb cTatucTmieckoe oboCcHOBaHME.

YcTaHOBMEeHHbIe TpebOoBaHUSA K UCTbITAHUSM ABMAOTCS MUHUMAalbHBIMU TpeboBaHUSAMMN.



[OCT P UCO 15197—2009

[TpunmedvaHune 1—MenbiTaHns, onncaHHble B 6.9—6.12, ABNAOTCA UCNbITAHUAMW ANA onpeaeneHnst padbo4mx
XapaKTepPUCTUK.

[TpumevaHnune 2—lenbiTaHus, onucaHHble B 6.2—6.8, ABNAOTCH CTAHAAPTHLIMU UCTIBITAHUSAMM.

6.1.2 U3smeputenun u cuctemMbl peakTUBOB
N3mepuTenn n CUCTeMbl peakTUBOB AOMKHbI ObITh penpeseHTaTUBHLIMU ANSl eAUHULL NpoayKUMK nna-
HOBOro NPOU3BOACTRA.

[na onpegeneHns paboumnx xapaktepuctuk HeodbxoaMmMo UCnbITaTb B KaXXAOM UCMNbITAHUMA HE MeHee
10 namepuTtenen.

Ona ctaHaapTHLIX UCNbITAHUA B KaXXOA0OM UCMbITAHUMA PpeKoOMeHOYEeTCH UCMOMb3oBaTb TPU N3MEPUTENA.

6.1.3 Kputepuum npuemMmkm

Kputepum npuemMkn anst cucteMaTu4eckon norpelHoCTU 1 NOBTOPAEMOCTU B onpeaeneHnn pabovmnx
XapakTepucTuk, onmcaHHom B 6.10—6.13, cneayeT BbIBOAUTL MO KPUTEPUO TOYHOCTU cUcTeMbI B 7.4. ObocC-
HOBaHWE HEeOBbX0AMMO BHECTU B MPOTOKOI.

Cunucrtema MOHUTOPUHIa rMIOKO3bl B KPOBWU A0IKHA BbINOMHATL KPUTEPUN NPUEMKN B KaXKOOM NPOTOKONE
NcnbiTaHMsAa. B NpoTUBHOM cnyyae 3Ta cUctTeMa A0KHa cHnTaThCa HePYHKLUMOHANBHOW, He NoKasbiBatoLen
YNCNEHHbIX pe3ynbTaT KOHUEeHTpaLu MM IMoKos3bl.

HecooTBeTCTBME KPUTEPUAM NPUEMKN OOITMKHO BbITh NMpoaHanm3npoBaHo.

6.2 3awuTa OT INeKTpUYeCcKoro yaapa
[TpumeHsioT TpeboBaHua, yctaHoBneHHble B MOK 61010-1, pasgen 6.

6.3 3alluTta OT MexaHUu4YecKMUx NoBpeXaeHUn
[MpumeHatoT TpeboBaHus, ycTtaHoBneHHble B MOK 61010-1, pazagen 7.

6.4 dnekTpoMarHUTHasd COBMECTUMOCTb

[pumeHsaoT TpeboBaHus, ycTaHoBneHHble B MOK 61326.
Kpome Toro, npuMeHsitoT TpeboBaHUs, YyCTaHOBMNEHHbIE B NPUIOXeHUN A.

6.5 TepMOCTOUKOCTL
[TpumeHstoT TpeboBaHUA, ycTaHoBneHHble B MOK 61010-1, pasaen 10.

6.6 CTOUKOCTb K BO3AEUCTBUIO BNnaru n Xuagkocten
[MpumensatoT TpeboBaHusA, yctaHoBneHHble B MOGK 61010-1, 11.1, 11.2 1 11.3.

6.7 3awuTa oT AecopbupoBaHHLIX razoB, B3pbiBa U UMMNIO3UN
[TpumeHatoT TpeboraHus, yctaHoBneHHble B MOK 61010-1, 13.1 n 13.2.2.

6.8 KOMNOHEeHTbLI U3MepPUTENbHOro YCTPOUCTBA
[TpumeHsioT TpeboBaHua, yctaHoBneHHble B MOK 61010-1, 14.1, 14.4, 145 n 14.6.

6.9 OnpegeneHne pabounx xapakTepucTuk

OnpegeneHne pabo4vnx xapakTepUCTUK OO/BKHO BbINOMHATLCA OO0 WU NOCNe KaXaoro onpegeneHus
MEXaHNYEeCKOro CONnpoTUBIIEHUA yaapy, BUbpaumm 1 cotpaceHunto (M. 6.10) 1 3anThl OT BO3AENCTBUSA TEM-
nepaTtypsbl N BNaXXHOCTU (CM. 6.11 1 6.12). COOTBETCTBNE/HECOOTBETCTBUE KPUTEPUSIM OOITPKHO ObITh OCHOBA-
HO Ha BNUAHUKN BO3OEUCTBUN HA CUCTEMATUYECKYIO MOrpeLllHOCTb CUCTEMBI U MOBTOPAEMOCTD.

[lepea KaxkgblM onpegeneHUemM paboymnx XxapakKTepUucTuk MaMepuTens rMoKo3bl B KPOBWU ACIHKEH ObITb
npuBedeH K paBHOBeCHOW TeMnepaType (23 £ 2) °C.

[ns onpegeneHns paboynx xapaktepuUcTuk crneayeT UCMonb3oBaTbh PeKOMeHAYEMbIN U3rOTOBUTENEM
KOHTPOMbHbLIN MaTepuan U1 noaxoasilyto anbTepHaTUBY.

MoxeT oKasaTbCs 3aTPYAHUTENbHBLIM OTANYUTL NUSMEHYNBOCTL, BOSHMKAIOLLYHO MO BUHE obpasLia U CUC-
TeMbl peakTUBOB, OT U3BMEHUYMBOCTU, BbI3bIBAEMON KOMMNOHEHTAMU N3MEPUTENS. DTO HEOOXOANMO YHECTb NP
NAaHNPOBaAHUA UCMbITAHUA N pa3paboTKe KPUTEPUEB NPUEMKA.

Obpa3subl AOTKHbI UCMbITEIBATLCHA B COOTBETCTBUN C NMOPAAKOM, YKa3aHHbIM B MPOTOKONe.

CpeaHsas KoOHLUEeHTpauna rmoKosbl M NOBTOPSAEMOCTb AC/TKHbI ObITb paccyHMTaHbl 40 M NOCNe KaxKaoro
3anpoca, 1 pacxoXXgeHne AOMKHO ObITb CONMOCTaBMNEHO C KPUTEPUEM MPUEeMKN.

a) CpegHasa KOHUEeHTpaUWUa rnokosbl: pacxoXigeHne mexay cpeaHen KoOHUeHTpauuen rmokosbl nocne
3anpoca u cpegHen KoHLUEeHTpaLnen rniokosbl 40 3anpoca ACITKHO ObITb pacCcYUTaHO U CONOCTaBMEHO C KPU-
Tepuem NpUemMKkm B OTHOLLEHUN CUCTEMATUYECKOM NOrpeLllIHOCTMI.
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b) MNoBTOpPAEMOCTb, KBaJpaTHbINA KOPEHb U3 pacxoXaeHuUsa mMexay Aucnepcuein NoBTopAeMoCcT Nocne
3anpoca un gucrnepcuen NoBTopsAeMoCcTM A0 3anpoca, A0IMKHbI ObITb paccyMTaHbl M CONOCTaBEHbI C KPUTEPU-
eM NPUEeMKN B OTHOLLUEHUN NOBTOPAEMOCTH.

6.10 MexaHun4yeckoe conpoTuBneHue yaapy, Buopaumm n coTpsaCeHuro

6.10.1 MNMpoTokon ncnbiTaHnA Ha BUGpaLuro

BbINoNHAT onpegeneHne paboumnx xapaktepnucTuk B COOTBETCTBUK € 6.9.

BbINnoNHAOT UCNbiTaHMe Ha Bo3gencTteme Bubpauunn B cootsetctBum ¢ MOK 60068-2-64, 8.3.

[Tocne 3aBepLieHUs BUOpaLUOHHBIX UCNbITAHWUN NOBTOPSAOT onpeaeneHmne paboynmx XxapakrepucTuk.
[MpumMmeHstoT TpeboBaHug, yctaHoBneHHble B MOK 60068-2-64, 8.3.

6.10.2 lNMpoTokon ncnbiTaHUA Ha NageHue

UTOobObI OUEHUTL YOapONpPOYHOCTL NPU NageHnn, BbIMOMNHAT onpeaeneHne paboumnx xapakrepuctuk B
COOTBEeTCTBUAN C 6.9.

BeINONHAKT UcnbiTaHWe Ha nageHune, onpegeneHHoe B MOK 61010-1, 8.2. ocne 3aBepLueHUs UCNbITA-
HAW Ha NageHne NoOBTOPAIT onpeaeneHne pabodnx xapakTepucTuk.

[MpumeHstoT TpeboBaHud, yctaHoBneHHble B MOK 60010-1, 8.2.

6.11 lNpepenbl BO3AeUCTBUA TeMNepaTypbl Ha npudop

6.11.1 llpoToKkon ucnbiTaHUA Ha BO3AeNCTBUE NOBLILLEHHOU TeMNepaTypbl

BbINonHAT onpegeneHne padboumx xapakTepucTuk B COOTBETCTBUN € 6.9.

[ToMelwaoT Kaxablh U3MepUTENb B repMeTUYecK 3aKkpbiTyo KNUMaTUYeCcKyo KamMepy, TeMnepaTtypy
BHYTPU KOTOPOU MOXXHO OTCNEeXuBaTh.

YBenMuuBarT TeMnepaTypy BHyTpK kamepbl 4o (50 = 2) °C 1 ocTaBNdaAl0T NpU 3TOUN TeMnepaType Ha 8 |
B repMeTU4YHOW Kamepe.

M3BnekarT Usmeputenb U3 KnMMaTU4eckon Kamepbl 1 garoT oXnagutbca 4o Temnepartypsl (23 = 2) °C,
3aTeM MOBTOPSAOT onpeaeneHne pabounx xapakTepucTuk.

[1na TakMx cuUCTeM, B KOTOPbIX CUCTEMA PeaKTUBOB ABNAETCH HEOTbLEMMIEMbLIM KOMMOHEHTOM U3MEpPU-
TeNbHOro Npmbopa n He MOXET ObITb oTAeNneHa OT Hero, yCnoBUsa BO3AeUCTBUS MOBLILLEHHOW TeMnepaTyphl
OOIKHBI ObITb OrpaHnU4YeHbl 40 YCNOBUA 3KCNyaTauun, yCTaHOBNEHHbIX U3TOTOBUTENEM.

6.11.2 NMpoToKON UCNbITaHUA NPU NOHNXKEHHON TeMnepartype

BbINoNHAOT onpegeneHne padboumx xapakTepucTuk B COOTBETCTBUN € 6.9.

[ToMmellaloT KaXabl U3MEePUTENb B TePMETUYECKU 3aKPbITYIO KNUMaTUYECKYD KamMepy, TeMnepaTtypy
BHYTPU KOTOPOWU MOXHO OTCNEXnBaTb.

YBenuumneatoT TeMnepaTtypy BHyTPU Kamepbl 40 MUHYC (20 + 2) °C 1 oCcTaBNA0T NPU 3TOU TeMnepaTtype
Ha 8 4 B repMeTU4YHON Kamepe.

M3BnekaroT namMeputenb U3 KNnMMaTUYeckon KaMmepbl U galoT HarpeTbcda Ao TeMnepatypbl (23 £ 2) °C,
3aTeM NOBTOPAIOT onpegeneHne paboumnx xapaktepucTuk.
[1na Taknx cUcTeM, B KOTOPbIX CUCTEMA PEeaKTUBOB SIBNAETCH HEOTbEMIEMbIM KOMMNOHEHTOM U3MEepU-

TenbHOro npudopa 1 He MoXeT ObITb OTAeNneHa OT Hero, yCnoBusa BO3AENCTBUSA NOHWKEHHON TeMnepaTypsl
OOKHBI ObITb OrpaHuUYeHbl 40 YCNOBUA 3KCNyaTauun, yCTaHOBNEHHbIX U3roTOBUTENEM.

6.12 lNNpoToKkon UcnbiTaHUA Ha BO34EeUCTBUE BITaXXHOCTU Ha obopyaoBaHue

BbINonHAT onpegeneHne padboumx xapakTepucTuk B COOTBETCTBUN € 6.9.

[TomelaloT n3MepuTenb B KaMepy BITaXXHOCTH.

CTabUnnanpyroT OTHOCUTENbHYIO BNaXXHOCTL, bes koHaeHcauun 4o sHaveHua (93 = 3) % 1 Temnepary-
pbl (23 £2) °C.

OCTaBnAKT USMepUTENb B KaMepe BMaXXHOCTU Ha 48 J.

N3BneKkaT U3mMepuTenb U3 KaMepbl BMaXHOCTU U AatoT NMPUNTU B paBHOBECKE A0 AOCTUXKEHUS TEMMeE-
patypbl (23 £ 2) °C 1 0THOCUTENbLHOU BraxXHOCTM 60 % B TedeHUe 15 MUH, 3aTeM NOBTOPAOT onpeaeneHune
pabouNX XapaKTEPUCTUK.

6.13 OnpepeneHne ycnoBu XpaHeHUA U NPpUMEHeHUs peakTUBOB

YCcnoBuUA XpaHeHUsa U NMPUMEHEHUA CUCTEeMbl PeakKTUBOB M KOHTPOJIbHOrO mMaTtepuana AoJTKHbl ObiTb
onpeaeneHbl U NOATBEP)KAEHbI.

[TpumeHsitoT TpeboBaHus, ycTaHoBNeHHbIE B cTaHaapTe EH 13640.
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7 OueHKa aHaNUTUYeCKUX XapaKTepUCTUK

7.1 Obwune TpeboBaHUA

OueHKa aHanUTUYeCKUX XapakTepUCTUK A0ITKHA ObITh BbINOMHEHA B YaCTU CUCTEMbI KOHTPOMNS Ha aTane
MPOEKTUPOBaHWUA N3rOTOBUTENA.

[pumensatoT TpeboBaHus1, yctaHoBeHHble B MCO 13485.

OueHKa XapaKTepUCTUK A0MKHA BbIMOMHATLCS COrMacHO MMCbMEHHOMY NMpoTokony. MNpoToKon AormKeH
3aJaBaTb AeTarnn 3KcnepuMMeHTa, npoueaypbl aHanusa gaHHbIX U KpUTepun NpuemMKu.

B npoTokone Takke Heobxoanmo oboCHOBaTb CTAaTUCTUYECKME pacyeThl, BKIoYast YACTIO N3MepuTenen,
eVHUL, peakTUBOB 1 PernIMUMpoOBaHHbLIX 0OpasLOB, a TakKe KpUTepum NpuemMKu.

Bce KOMMOHEHTLI CUCTEMBI, BKITHOYAS U3MEPUTESbHBIE YCTPOMNCTBA, CUCTEMBI PEaKTUBOB U akceccyapbl,
OOMKHBbI BbITb penpe3eHTaTUBHBIMK B OTHOLLUEHUN NPpOoayKTa, NpeaHasHavyeHHoro anst npogaku.

Cuctema MOHUTOPUHIA IMIOKO3bl B KPOBWU ACITKHA BbITb OTPErynMpoBaHa nepen npuMmeHeHnem cornac-
HO MHCTPYKLUAM U3roTOBUTENS (HAnNnpUMep, ¢ NOMOLLIbIO KOAMPOBaHWUS, KOOOBLIX MMMYNbCOB). Mexay napan-
NenbHbIMU U3MEPEHNSIMU HENMBb3A NPOBOAUTL NOACTPOWKY, €CNU B UHCTPYKLUMSIX N3rOTOBUTENS HE OrOBOPEHA
HacTpoWKa nepen KaXkabiM MamepeHnem.

[Mpoueaypbl KOHTPONS, PEKOMEHJOBAHHbLIE WU3rOTOBUTENEM, AOJBKHBLI BbIMOMHATLCA Nepen Kakaow
OLIEHKOMN.

[TpumevaHnune 1—B7.2n7.30uUeHKM NNAHUPYIOT BbIMOSIHEHNE BEPUMUKALMWU, KOTOpas npegHasHaveHa ans
TOro, 4TobbLl YOeanThCs, YTO NPOAYKT CcrnocobeH COOTBETCTBOBATH TPebOoBaHUAM K MPEeun3nOHHOCTU U MPaBUIMbHOCTW.
B pasgene 8 oueHkn npeacTaensaloT cobon Banngaunio Ha atane NPoeKTUpPOoBaHUS, LENbIo KOTOPOWU SIBIMSAETCH YBEPEH-
HOCTb, YTO pabo4ne XapakTEPUCTUKN CUCTEMbBI COOTBETCTBYIOT YCTAHOBNEHHbIM TPEDOBaAHUAM.

[TpnmevyaHwmne 2— YcraHaBnuBarT TUN 06pasuoB, TPEDByEMbIX ANA KaXA0W OLIEHKMW.

7.2 OueHKa npeLU3InoOHHOCTH

7.2.1 ObwmMe nonoXxeHuUN

[ToBTOPAEMOCTb (CXOQMMOCTbL) U MPOMEXYTOUYHAs NPeLn3UOHHOCTb AOMKHbI BbITh OLUEHEHbI NO KpUTe-
pnaAM 3 PEKTUBHOCTH, BbIBEAEHHBLIM N3 KPUTEPUEB TOYHOCTU cUCTeMbl B 7.3. KpUTepun NnpnemMk OomKHbl
ObITb 3a0KYMEHTUPOBAHbI B MPOTOKOINE.

AHanns3 gucnepcunmn ABNAeTca npeanoyTUTeNbHbIM CTaTUCTUYECKUM METOAOM, KOTOPbLIA MCNOSb3YIOT,
Koraa HeobxoaMMo OLUEHUTb MHOroYMncneHHble dakTophl.

[TpuymevyaHune 1—B OTHOWEHUN OBLWMX NPUHLMMNOB OLEHKU MPEeLn3NOHHOCTU MeToaa nameperHus cm. [3].

[TpumevaHune 2— MOXHO NNAHUPOBATL NPOBEAEHUE SKCMTEPUMEHTOB U A5 OLUEHKN BO3OENCTBUSA TAKUX hakK-
TOPOB, KaK pasHble NapTuK, pasHble Mmarepuans! a4ns obpasuos, pasHble NONb30BaTENMU UNK APYrne nepemMeHHbie (Hanpu-
MEP, BO3AENCTBUE TEMMNEPATYPLI, BIAXHOCTW).

7.2.2 OUeHKa NOBTOPAEMOCTI

7.2.2.1 Obwme nonoxeHns

[ToBTOpPSIEMOCTbL A0OMKHa ObITb OLleHeHa B BUAE NATU 3HAaYEHMIA KOHLUEHTPAaL U roKo3bl, pacnpeieneH-
HBIX MO MHTepBany N3MepPeHns.

[TOBTOPSAEMOCTb AOMKHA ObITb U3MEPEHA B TEeYEHME KOPOTKOrO NPOMEXYTKa BPEMEHU, HE NPeBbILLAt0-
Lero oguvH AeHb/HA N3MEePUTENb, OAHUM N TEM XXEe onepaTopoM, C UCNOMb3OBaHUEM OOHOI0 N3MEPUTENS U
PEaKTUBOB OQHOW NAPTUN. SKCNEPUMEHT AO0KEH ObITb CNMaHUPOBaH TakuM 0bpasoM, YTODbl CBECTU K MUHU-
MYMY BIUSIHUE HECTabUNbHOCTU rMOKO3bI B Npobe.

OLUEHKY MOXXHO BBLINOMHATL HA O4HOW NapTun U/Unn oaHOM Nonb3oBaTene, ecnn gaHHble AEMOHCTPUPY-
10T, YTO MNOBTOPSIEMOCTb CUCTEMBI HE 3aBUCUT OT KOHKPETHLIX MapTUA peakTUBOB W/MNK MoSib3oBaTeNnen.
B MHOM cny4yae a3KCnepuMeHT A0BKEH NNaHUPOBaTbLCA TakKMM 0DpasoMm, YTOObI OLIEHUTL Takylo 3aBUCUMOCTbL
MOBTOPAEMOCTU OT yKaszaHHbIX (DaKTOPOB.

[TpnmedyaHwne—B OTHOWEHUN PYKOBOACTBA NO ONpeaeneHnto NOBTOPAEMOCTU MeToda N3aMepeHus cm. [3].

[.2.2.2 TpoObl

OLEeHKY NOBTOPAEMOCTN HEODXOAMMO BLIMOMNHATL Ha nNpobax KposwW. [NpegnovtutensHon npodbon Ans
OLLeHKW MOBTOPAEMOCTU SABNSIETCH BEHO3HAsA KPOBb.

[Mpobbl AOMKHBI ObITb MPUTOTOBMNEHLI M3 BEHO3HOW KPOBU YenoBeKa, cobpaHHOM B NPobUpKK, cogepka-
LLIMe aHTUKOArynsIHT, YKa3aHHbIN B MHCTPYKLUAX Mo NnpuMeHeHuto. ObbemMHast 40NA KPOBSIHbIX TeNeL, B KPpOBU
(reMmaToKpuT) gomkHa bbITh B Npegenax 0,35— 0,50 n/n (o1 35 % Ao 50 %).

HeobxoanmMo UCnonb3oBaTh MATb NPOO ¢ KOHUEHTPAaLUWEN TMIOKO3bl B MHTEpPBanax, YCTaAHOBJIEHHbIX B
Tabnuue 1. KoHUeHTpaLuuto rnioKo3bl B KaXkaon npobe cneayet onpeaensaTb, UCNOMb3ys CUCTEMY MOHUTOPUH-
ra rnoKo3bl B KPOBU.
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Tabnwuya 1 — HTepBanbl KOHUEHTPAUWK MMIOKO3bl AN OUEHKU NOBTOPAEMOCTH

AHTEepBan KOHUEHTpAauus rniokKo3bl, MMone/n (Mr/an)

Ot 1,7 po 2,8 (o1 30 go 50)
OT12,9 po 6,1 (o1 51 go 110)
OT16,2 po 8,3 (ot 111 go 150)
OT18,4 po 13,9 (o1 151 go 250)
OT1 14,0 pno 22,2 (o1 251 po 400)

|~ W (N |-

KOHUeHTpaLuuo rmiokosbl B Npobax BEHO3HOW KPOBU MOXHO perynupoBaTh NyTeM pasBeaeHust Npoo.l
BOAHLIM PAcTBOPOM [MHOKO3bI, NPpUroToBneHHbIM Ha 0,9 %-HOM pacTBope Conu.

PasbaBneHne He AOMKHO 3HAYUTENBHO U3MEHATL MaTpuLy Npoodkl.

[Tony4veHHbIe Npobbl crieayeT BblAepXaTb B Te4eHne He meHee 15 MUH A0 UCMOoNb30BaHUA, YTODbLI NMPo-
n3oLLNa NonHas Mmytapotauna U ObINo AOCTUTHYTO paBHOBecKe onTudecknx D n L nsomepos.

MoxHo aobaBuUTb B Npoby KOHCEPBAaHT, KOTOPLIN He MellaeT U3MEPEHUAM KOHLIEeHTpaLuWUn TNHOKO3bI
(Hanpumep, pTopua nnn MmoHomnoaaLeTarT), B COOTBETCTBUM ¢ pekoMeHaauussMn M3roToBUTENA, B 40OCTaTOM-
HOM 0Bbbeme, YToObl CBECTU K MUHUMYMY TIUKOMNNS.

UTobObI Nony4YnTb Bonee HU3KME KOHLIEHTPAaLMW TMNoKO3bl, AOMYCKAeTCA cocTapuBaHuMe npob KpoBU C
aHTUKoarynaHToM, noka coaepkaHue rmokosbl He YMeHbLUUTCA 40 XKelaeMoro YpOBHA.

[7.2.2.3 CucTeMa peakTUBOB

Tpebyetca 500 egnHUL, cUCTEMBI peakTUBOB U3 He MeHee 10 amnyn (NpobupoK) UMM KOHTEUHEPOB.

[.2.2.4 VameputenbHble YCTPOUCTBA

[1nsa oueHKN NOBTOPAEMOCTU CUCTEMbI MOHUTOPUWHIA MHOKO3bl B KPOBU HEOOX0AMMO BbIOpaTh HE MeHee
10 nsmepuTtenen.

7.2.2.5 Tlpouenypa oLeHKA

Cneaywowasa npoueagypa siBNsieTcd MUHUManNbHbIM 3KCMepUMeHTarnbHbIM NMMaHOM OLUEHKU NMOBTOpSsie-
MoCTU. OHa TpebyeT BbINONMHEHUS KaxabiM nameputenem no 10 namepeHnin Nnpod B KaXKOA0OM UHTepBare KOoH-
LeHTpaLunn rnoKkossl, npusegeHHoM B Tabnuue 1.

[TpumeyvaHnwmne—Illpoueaypy MOXHO MOANDPUUMNPOBATL, YTODLI OXBATUTb HECKONBbKO NAPTUN PEAKTUBOB U/UNK
HECKOJIbKO MONnb30BaTeENemn.

[TpoOLI AOMKHBI ObITh NPUBEAEHBI B COCTOAHNE paBHOBECUSA Npu Temnepartype (23 + 5) °C n noaaepxu-
BaTbCHA BO BPeMs 3KCrnepuMeHTa B npegenax £ 2 °C oT CcTapTOBOU TeMnepaTyphl.

[Tpexae YemM B3dATb KaXKAayk NopUuuio Ang M3aMepeHus, npoby HeodbxoammMo OCTOPOXKHO U TWATENbHO
nepeMellaTtb NnepesopavmBaHmUemM NpodOUPKNA.

EOVHNLBI CUCTEeMBI peaKTUBOB crneayeT bpaTb U3 0O4HOU U TOM Xe NPOoOUPKU/YNaKOBKA ONA KaXAoro
N3MepUTens.

a) HymepyoT eaAUHULBI CUCTEMBI PeaKTUBOB (MPOOUPKN/KOHTENHEPSI) AN KaXXa0oro NSMepUTEns.

b) BepyT eanHULLY CUCTEMEI PEAKTUBOB U3 NPODUPKU/KOHTENHEPA N HAHOCAT Ha Npooby.

Pes3ynbTaT 3anuceiBaloT.

MOoXXHO MCNONBb30BAaThL NUNETKY ANsl nepeHoca (T.e. pasHble MepHbIe NUNETKU), 0becneunBatoLLyo nepe-
HOC 0OBEMOB MNMPoOLI B Npeaenax pekoMeHayeMoro U3roToBUTENeEM MHTepBana, YTobbl MUMUTUPOBATL CTaH-
OapTHOe HaHeceHue npoodbl.

c) [NoBTopsAdT 3Tan b) ewe 9 pas, UICNONb3yA OOUH U TOT XXe U3MEPUTESb.

d) Ucnonbaya ogHy U Ty Xe Npodby, NOBTOPSAIOT 3Tanbl b) 1 C) C KaxXabiM N3 9 OCTaBLUUXCA U3MepUTenen

N NPOOUPOK UNN KOHTEWUHEPOB. JTO peaynbTaThl Bcex 10 namepeHunn Ha npoby Ha NsMepuTens.

e) bepyT cneaytowyo Npody U NOBTOPSACT aTanbl a)—d).

f) PaccunTtbiBaloT cpeagHee 3HavYeHue, cTaHaapTHoe (CpedHeKBagpaTuieckoe) OTKIOHeHUe U Ko un-

LneHT Bapuauum (CV = KB) ana kaxaoro nameputend no 10 namepeHnam.

g) PaccuntbiBaloT 0obLlee cpeaHee, COBOKYMHYO ANCNEPCUIO, COBOKYMNHOE CTaHOapTHOoE (cpeaHeKkBaa-

paTuveckoe) OTKNoHeHMe (Ha 95 % AoBepuUTeNibHOM UHTepBarne) N COBOKYMNHbIN CV.

[TpumeyaHnune— CraHgapTHoe oTKINoHeHne n CV ABMAITCH KPUTEPUSAMU NMOBTOPHEMOCTMN.

OKCNEPUMEHT MOXHO CnnaHMpoBaTb TakMM oBpasom, 4ToObl MNOMYyYUTb CTaHOAPTHOE OTKMOHEeHMe
NOBTOPSAEMOCTH, a Takke Apyrve cocTaBnaoLmne amcnepcum nyTem aHannsa aucnepcun Bmecto atanos f) ng).
ANUKBOTHI JOMKHbI OTOUpAaTbCca OT Kaxkaon npobbl HenocpeacTBEHHO nepe NepBbIM N3MEPEHNEM U
cpasy e nocne rnocneaHero U3MepeHus, BbiMONHAEMOro CUCTEMON MOHUTOPUHIA TTIHOKO3bl B KPOBU (MUHU-
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MYM B napannensbHoOM peXXnme) B COOTBETCTBUM C BbIDPAHHOW U3rOTOBUTENEM UM MOCTOAHHO AEUCTBYIOLLEN
npoueaypon nsmepeHus.

Ecnn 3T pesynbTaThl AEMOHCTPUPYHIOT BO3AeNCTBUE Apelda Ha OCHOBE nNpeaBapuUTEenbHO onpegeneH-
HBIX KPUTEPUEB CTAaDUNBHOCTU [HANPUMeEpP, NSMEHEHNE MeXay NEPBbIM U NOCNeaHUM pesynbTaTamm bonee
4 % npwn cogepxaHun rnokosbl 6onee 5,5 mmons/n (100 mr/an), unmn 6onee 0,22 mmonbe/n (4 mr/an) npwu
coaepXaHuu rnokossl, bonee nnm pasHom 5,5 mmons/n (100 mr/an)], To pesynbTaTthl ANsl AaHHOW NPOOLI
Heb38 NCNOMNb30BaTh M BCe M3MEpPEeHUa And 3Ton Npobbl HEODXOAUMO NOBTOPUTL.

7.2.3 OueHKa NpoMeXxyTo4YHOU NpPpeyn3noHHOCTHU

7.2.3.1 Obwume nonoxeHns

[TPOMEXYTOUHYIO NMPELU3INOHHOCTb HEODXOAMMO OUEHUTL AN TPexX KOHUEHTPaL WA rMoKO3bI.

OueHka gomkHa ObITb NonyvyeHa U3 UaMmepeHnUn NpeLnsnoHHOCTU B HOpMaribHbIX YCIIOBUAX NPUMEHE-
HUA, T.e. OOHUM OTAENbHbIM MOMb30BaATENEM, B TeYEeHNEe HECKObKUX AHEN, C UCMONb30BaHUEM OOHOMO A TOro
Xe N3aMeputenst U cMcTeMbl peakTUBOB OHOW napTun.

OueHKa aomKHa BbINOMHATLCSA AN HECKONbKUX U3MepUuTenen 1N pasHblX Nofb3oBaTenen B Te4eHne He
MmeHee 10 aHeNn.

OUEHKY MOXXHO BbINOMHUTL HAa OAHOW NapTUK, eCNN AaHHbIE NPOAEMOHCTPUPOBANN, YTO NPOMEXYTOM-
Has NPeunsnoHHOCTL (BKMoYad NOBTOPSAEMOCTb) HE 3aBUCUT OT NMapTuM peakTUBOB. B NpoTUBHOM cny4ae
HeobXoaMMO MCNOMb30BaTb HECKOSIbKO NapTUMA U NNAaHUPOBATb 3KCMEePUMEHT UCXOOS! U3 U3MEHAEMOCTU OT
napTun K napTUu.

[TpumedvyaHne—B oTHOWeEHUN PYKOBOACTBA NO ONPEAEneHNIo NMPOMEXYTOYHON MPELN3NOHHOCTN METOOA U3-
MepeHns cm. [9].

7.2.3.2 Tpobbl

OUeHKY NPOMEXYTOUYHOW NPeLn3noHHOCT HEOBX0AUMO BBINOMHATL C KOHTPRONbHBIMU MaTepuanamMmm.

[Mpeano4vTnTensbHbIMY NPObaMu ABNSIKOTCA KOHTPOIbHbIE MaTepuansbl, NpeaocTaBnsieMble N3rOTOBUTE-
nem. AnbTepHaTUBHbLIE KOHTPOJbHBIE MaTepuanbl MOXXHO UCNONb30BaTb, €CITM OHW YTBEPXAeHbl ANA Npume-
HEeHUS N3roTOBUTENEM CUCTEMbBI MOHUTOPWHIA MHOKO3bl B KPOBMN.

KOHTPOMbHbIK MaTepunan HeobXoAUMO FOTOBUTb B COOTBETCTBUM C UHCTPYKUMSIMUA NO MPUMEHEHNIO.
CTtabunbHOCTL Npob B TeveHne nepruoaa BhbINOMHEeHUS OLUEeHKU AOIMKHa BbiTh NnoaTBepXKaeHa.

Heobxoanmo Ncnonb3oBaTh TPU NPOOLI C KOHLUEHTPAaLUSAMK rMoKO3bl B UHTEPBAarax, yKkasaHHbIX B Tab-
nuue 2. KoHueHTpauusa riokosbl Kaxkaon npodbl A4oKHA ObiTh onpegeneHa ¢ NoMoLbo CUCTEMbl MOHUTO-
DUHra rnioKosbl B KPOBW.

Tabnwuua 2— VHTepBanbl KOHUEHTPAUUN TIHOKO3bl AN OLEHKU NPOMEXYTOYHON NPEeLn3nOHHOCTH

MHTepBan KOHUEHTpAauusa rmoko3bl, MMons/n (mr/an)
1 Ot 1,7 po 2,8 (o1 30 go 50)
2 Ot 5,3 0o 8,0 (o1 96 oo 144)
Ot 15,5 go 23,3 (o1 280 go 420)

7.2.3.3 Cuctema peakTUBOB

Heobxoanmo nccnegoBaThb NApPTUC UK YacTb NapTun. Ecnn He nmeeTcs NONHOW NapTuK, HeobXoaUuMo
3anucaThb B NPOTOKOM, YTO UCNONMb30BaNnachk YacTb NapTUK, a Takke cTaTyc MaTtepuana.

Tpebyetca 300 eanHUL, cUCTEMBI peakTUBOB N3 He MeHee 10 NpodbupoK NN KOHTEMHEPOB.

Ecnn ncnonb3yetcst HECKONBKO NapTUN, SKCNEPUMEHT HeobXoaUMO cnnaHMpoBaThb TakuM obpasom,
yToObl BCe pes3ynbTaThl OT 0AHOro U3MepuTens ObIinMn nNony4vYeHsl ¢ UCNOMb3OBAHUEM CUCTEMLI PEaKTUBOB
OQHOW N TOW Xe NapTuun.

7.2.3.4 Vameputenu

[ns1 oLeHKN NPOMEXKYTOUHON NPELN3UOHHOCTU CUCTEMbBI MOHUTOPWHIA IMHOKO3bl B KPOBU HEODXOAUMO
BblOpaTb He MeHee 10 nsmepurtenen.

7.2.3.5 [poueaypa oLEeHKA

Cneaytowas npoueaypa npeacrasnsder cobomn MMHUMAaNbHLIA NMaH 3KCnepuMeHTa ans OLEeHKN npomMe-
)KYTOYHOW NPELN3NOHHOCTU B TEYEHMNE HECKOSIbKMX AHeW. ['1naH TpebyeT BbINONMHEHUA OQHOM0 M3MEPEHUS B

OeHb Npodbl B KAXXO0W KOHLEHTpaLU W rmoKo3bl B COOTBETCTBUM € Tabnuuen 2 B TedeHne 10 gHen ans Kaxkao-
ro nu3 10 nasmeputenen.
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[poueaypy MOXHO MoanULMPOBaTh, YTODLI UCNOMNBL30BaTh HECKOMNBKO NapTUN PeaKkTUBOB,.

EAVMHULBI CUCTEMBI PeaKTUBOB ANS KaxKaon npobbl Heobxoaumo dpaTb U3 OQHOW U TOW Xe Npobup-
K/KOHTEenHepa.

a) OnpenensioT NpobUpKY/KOHTEUHEP eAUHNL, CUCTEMBI PEaKTUBOB AN KaXXA0oro MSMepuTens.

b) BepyT eanHULYy CUCTEMEI PE€AKTUBOB U3 KaXkaon Npobupkn/KoHTeMHepa 1 HAHOCAT Ha Npoody.

Pes3ynbTaT 3anucbiBaloT.

MoXXHO UCNONb30BaTh NUNETKY ANsl nepeHoca (T.€. pasHble MepHbIE NUNETKU), obecneYvnBatoLLyo nepe-
HOC 00BbEeMOB NpPobbI B Npegenax pekoMeHayemMoro M3rotoBUTenemM MHTepeana, 4todbl MMUTUPOBATL CTaH-
napTHoe HaHeceHune nNpodbl.

c) loBTopsAlT aTan b) Ana Kaxkaon Npoodbl.

d) loBTOpAOT 3Tanbl b) N c) 0AWH pas KaXXablM AeHb Ha KaXKa0oM U3 AEBATU OCTABLUUXCHA U3MepUTenen u

NPodUPOK NN KOHTENHEPOB Bcero B TedeHne 10 aHen. Ansa KaXxaoro UsmMepuTtenbHOro yCcTpoucTea B

TEeYeHne BCero nepmoaa oUeHKU UCNONb3YIOT OAHY U TY XXe NpobupKy/KOHTENHED.

e) PaccuuTblBalOT cpeaHee 3Ha4vyeHMe, cTaHQapTHOE (CpeaAHeKBagpaTudeckoe OTKMoHeHUe) U kKoadodou-

LMeHT Bapuaumm (CV) ana kaxxgoro usmeputensHoro yctpouctasa no 10 nsmepeHmnsam.

f) PaccunTbiBaloT obLlee cpeaHee, COBOKYNHOE cTaHAapTHOoE (CcpeaHeKkBaapaTuieckoe) OTKIIOHEeHUEe

(Ha 95 % pgoBepuTenbHOM MHTepBarne) U coBoOKynHbIM CV. CTaHaapTHoe (cpeAHekBaapaTudeckoe)

OTKIMOHeHne n CV saBRSATCA KPUTEPUSAMUA NPOMEXYTOYHON MPELU3INOHHOCTU OTAEeNBHOWM CUCTEMBI B

TeyeHne HeCKONbKNX AHEeMN.

Ecnn oueHKa BKMOYaAeT HEeCKOMNbKO MapTuiA U/KUNK HECKONMbKO Nonb3oBaTenen, MOXHO onpeaennTb
M3MEHAEMOCTb OT MapTUKM K MapTUK 1 OT NONb3oBaTENA K MONMb30BAaTENI0, a TakKe NMPOoOMeEXYTOYHYI0 NpeLnsin-
OHHOCTb ANA 0QHOro UISMepUTens.

7.2.4 AHanus gaHHbIX U NpeacTaBneHUe AaHHbIX ANA NOBTOPAEMOCTU U NPOMEXYTOUYHOU npe-
LM3UOHHOCTI

CTaHpapTHOe (cpeaHeKBaapaTndeckoe) OTKIMoHeHne 1 KoadpdpuunMeHT BapuaLm ang NnoBTOPAEMOCTU U
MPOMEXYTOYHOW NPeLU3NOHHOCTU ACMKHBI ObITh paccYUTaHbl C TOMOLLLIO NOATBEPKAEHHbLIX AOKYMEHTANLHO
CTaTUCTUYECKUX MeToaAUK. AHann3 aucnepcun siBnsieTcs npeanovTuTernbHbIM MEeTOA0M pacyeTa NpoMeXXy-
TOUYHOW NPeLUN3NOHHOCTN.

Heobxoanmo coobLlmnTb cneayoLyo nHpopmaumio:

a) KOHLIeHTpauWto rMoKosbl B KaXkaou Npobe;

b) cpegHee 3HaYeHUE U3 HABNOOAAEMbIX PE3YNbTATOB KOHLIEHTPAaL WK MMHOKO3bl ANl KaXKaoWu Npodbl;

C) cTaHOapTHoe (cpeAHeKBaapaTudeckoe) OTKIMOHeHUe NOoBTopseMocTU (Ha 95 % aoBepuTenbHOM

NHTepBane) U koadduumneHT Bapuaunm (CV) ansa KaXxaon KoOHUEHTpaLUWUY rniokosbl Beille 4,2 MMonb/n

(75 Mr/gn) u ctaHgapTHoe (cpedHekBagpaTUdeckoe) OTKNoHeHNe NoBTopdAeMocTU (Ha 95 % OoBepu-

TEeNbHOM UHTEepBane) ANns KaXxaou KOHUeHTpauMK rnokosbl HXKe 4,2 mMmonb/n (75 mr/an);

d) npomMmexyTouHoe cTaHOapTHoe (cpeAHekBaapaTuyeckoe) OTKNoHeHMe (Ha 95 % OoBepUTenbHOM

MHTepBane) n kosddpuumneHT Bapuaumnm (CV) ansa KaXaon KoOHUEHTpaUMnY rniokossbl Beile 4,2 MMOnb/N

(75 Mr/an) n ctaHpapTtHoe (cpegHekBaapaTuyeckoe) oTkNIoHeHUe (Ha 95 % AoBepuTenbHOM MHTEpPBa-

ne) Ans KaXaon KoHUeHTpauun rnokosbl HUke 4,2 mmonbs/n (75 mr/an);

e) KpaTKkue cBegeHnsa o Bblbpocax (pyKoOBOACTBO MO onpeaeneHnio Hanmy4ns BoelbpocoB NpuBeaeHo B

[12] n [13]), onpeaeneHHbIX N UCKMOYEHHEIX U3 CTaTUCTUYECKOTro aHanunsa, Bknodaa metoa naeHTudou-

Kauun 1 pesynbTaTbl UCCNeaoBaHUS;

f) ccbinky Ha MeToabl CTaTUCTUYECKOro aHanmnsa.

7.3 OueHKka TOYHOCTU CUCTEMBbI

7.3.1 TpeboBaHuA

7.3.1.1 Obwme nonoxeHus

TOYHOCTb CUCTEMBI ACTKHA oLeHMBaTbCA Ha He MeHee YeM 100 pasnnyHbIX cybbekTax B Te4YeHUe He
vmeHee 10 aHen. OueHKa AomkHa BbINONHATLCA B PaKTUYECKUX YCNIOBUAX MPUMEHEHNSI TAKMM 0Dpa3oMm, YTO-
Obl BKMNIOUUTL BIUSIHUE CUCTEMATUYECKOW NnorpelHocTu (bias) 1 cnydanHoW NorpellHOCTM (inprecision), KOTo-
pble MOTYT BHOCUTLCA OTAENbHBIMK NOMNb30BaTENSAMMN.

OTaenbHble UBMepPEHUA CUCTEMbI MOHUTOPUHIa MMIoKo3bl B KPOBU ACIMKHBLI COMOCTABNATLCHA C ONOPHbI-
MW 3HAYEHUAMU KOHLIEHTPpaLWUKX rMoKo3bl, onpeaeneHHbIMA ¢ MOMOLbIO MeToAUKU U3MepPeHUsa N3roToBUTENd
(T.e. BbIDpaHHOW N3roTOBUTENEM UMW NOCTOAHHO AEUCTBYOLLEN METOAUKUA N3MEPEHUS, UM C NOMOLLbIO MHOU
YTBEPXXAeHHOWU MeTOAUKU U3MepEeHUs], KoTopad NPpoAeMOHCTPpUpOoBana paBHOLUEHHbIe pe3ynbTaThl).

CTaHaapTHbIM METOA U3MEPEHUA TMOKO3bl (HAanpumMep, B DOMbHULE UK aMbynaTopHO B KIMMHUNYECKOU
nabopartopun), KOTOpPbIA YTBEPXKAEH AN onpeaeneHunst NPeLnu3snmoHHOCTA U NPaBUNbHOCTM NYTEM COMNOCTAaB-
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NeHUs1 ¢ BbIDpaHHOW N30TOBUTENEM UM NMOCTOAHHO AEUCTBYIOLLEN METOANKON N3MEPEHUST, MOXKHO UCMOMb30-
BaTb ANl HA3HaA4YeHUSA ONOPHbLIX 3HAYEHUMN.
[ToapobHoe onnucaHne MetToaa M3MEPEHUsl, UCNOMb3OBAaHHOIC ANA onpeaeneHnst 3Ha4eHUin, BKNoYas

ero rnpocneXxmnBaemMmocTb W/ nnn paBHOLEHHOCTb, HEODXOQMMO BHECTU B NMPOTOKOIT.
7.3.1.2 Tpobbl

OueHKa TOYHOCTU CUCTEMBI AoMKHa ObIThb BbiNoNHeHa Ha He MeHee YeM 100 npobax ceexxen Kanunnsp-
HOW KPOBW, KaXXaast U3 KOTOPLIX A0/MKHA ObITb B3fiTa B AOCTAaTOUHOM obbemMe, 4YToDObI NPOBECTU N3MepeHUe
OBYMA U3MEPUTENAMU U, KaK MUHUMYM, B NapannenbHOM peXxnme, ¢ NOMOLL b0 MEeTOANKUA N3MepPeHUda U3roTo-
BUTENS.

Koutepun UCKIMIoYEHUs1, Takne Kak o6 beMHas A0Ns KPOBSAHbLIX Tenew, B KPOBU (FEMOKPUT), AOIMKHBLI Da3u-
POBAaTbLCSl HA UHCTPYKLUSX U3roTOBUTENS MO NMPUMEHEHMUIO.

[Mpobbl KANMMNASIPHOW KPOBU ACITKHBI BbITh COBpaHbl NyTEM MPOKoNa KOXU (Hanpumep, Ha KOHYKMKe Narllb-
La), NnoAroToBNeHbl U 0bpaboTaHbl COrMAacHO MHCTPYKLUUAM MO NMPUMEHEHUo, BKIToYasa npeaBapuTenbHyo
0bpaboTKy Npobkl, ecnn TpebyeTtcs. CnegyeTt UCMONb30BaTh KOHTEUHEPEI C Npobamun, npegHasHayveHHble aAns
cbopa KanunnapHoOW KpoBW.

B HekoTOpbIX Cry4Yasix MOXeT NoTpeboBaTbCA BTOPOM NPOKON KOXN, YTOOLI NOMy4nTb NPOoDLI A0CTaTOu-
Horo obbemMa Ans BbINOMHEHUS MPOrpamMmbl.

MoxeT okasaTbCsl 3aTPyAHUTENbHBLIM NONMyvYeHUe A0CTaTOYHOro Ynucna npobd ceexen KanmnnsipHom Kpo-
BN C OYEHb BbLICOKON N OYEHb HU3KOW KOHLIEHTPAaLUMSIMM TTIIOKO3bl. B Taknx cnyvasix MOXXHO NMPUMEHUTb N3Me-
HEeHHble MPODLlI KanUMMAPHOW KPOBW, B KOTOPbLIX KOHUEHTpaUWUsl NHoKO3bl MOBbIWWEHA WM MOHWXKEeHa
MCKYCCTBEHHO (CM. HMXe).

KoHLUeHTpaLmn rnoKo3bl A0MKHBI pacnpegensaTbes B AManasoHax, YCTaHOBMNEHHbIX B Tabnunue 3. KoH-
LleHTpaLWUN TMHOKO3bl HeCBbXxoaMMo onpeaenaTb ¢ NOMOLLbIO CUCTEMBI MOHUTOPUHIA FNHOKO3bl B KPOBMW.

Kak TONMbKO KaTeropus KoHUEeHTpaLunMn 3anonHeHa, K Her Henb3st AobapnaTb bonbLe npod.

Tabdbnwua 3 — KoHueHTpauum rnoko3bl B npobax Ans oueHKM TOYHOCTU CUCTEMB

[TpoueHT Npob, % KOHUEHTpauusa rnoko3bl, MMons/n (mr/an)
5 Menee 2,8 (meHee 50)
15 Ot 2,8 po 4,3 (o1 50 go 80)
20 Ot 4,4 po 6,7 (o1 80 go 120)
30 Ot 6,7 po 11,1 (o1 120 go 200)
15 Ot 11,2 po 16,6 (o1 201 go 300)
10 Ot 16,7 po 22,2 (o1 301 go 400)
5 Bonee 22,2 (6bonee 400)

[ns KoHUeHTpauun rnwokosbl oT 2,8 Ao 22,2 mmone/n (o1 50 ao 400 mr/an) HeobXxoanMMo UCNOoNb30BaTh
TONBKO HEU3MEHEHHbIE NMPOoOLI KANUNNSAPHON KpoBWU. ECnu Heobxoanmo nony4nTb AoCcTaTOYHO Npob B Anana-
30He Bonee HU3KUX UMK Bonee BbICOKUX KOHLUEHTPpaLUWUA, KOHLUEHTPaUMo rMoKo3bl MOXHO OTperynmpoBaTh
cneayrowmm obpasom:

- UToObl NONy4YnUThL AONONHUTENBLHLIE NPODLI C KOHLUEHTPAaUWEN TMHOKO3bl MeHee 2,8 Mmonb/n (MeHee
50 mr/an), npodbbl KANMNNSAPHOW KPOBW crneayeT cobpaTb C COOTBETCTBYHOLNM aHTUKOArynstHTOM 1 UHKYOUPO-
BaTb AN rMaponuaa rnokosbl. YCnoBust MHKYOauuu (Hanpumep, Temnepartypa) Anst nonydyeHus npoo,
COBMECTUMBbIX C CUCTEMOUN (Hanpumep, 6e3 remonunsa), A0MKHblI onpeaensTbCa UIrOTOBUTESEM.

- UToObl NoNy4nTb ACNONMHUTENLHBIE NPOOLI C KOHUEHTpauMen rnokossl bonee 22,2 mmone/n (bonee
400 mr/an), npobbl KAaNUNNSIPHOW KPOBW cneayeT cobpaTh C COOTBETCTBYHOLUMM aHTUKOArynssHTOM, a 3aTeM
0o00aBUTb MMHOKO3bI.

- Heobxoanmo noaATBepAnTb KOMMYTabensbHOCTL NPOO6 ¢ OTPErynMpoBaHHOM KOHLIEHTPALIMEN C OLEHN-
BAeMOWN CUCTEMOMN.

OT Kaxxaon npodbbl HeCOXOAUMO B3sITb aNIMKBOTY HEMNOCPEACTBEHHO Nepen NepBbIM N cpa3y e Mnocne
nocnegHero U3MepeHusl Ha cUcCTemMe MOHUTOPUHIa INIKo3bl B KPOBWU AN napanferibHoro U3mepeHus ¢
NOMOLL B MeTOAMKN U3roTOBUTENS.

Ecnn metoanka nsmepeHus He paspabotaHa anga npod KpoBU N HE 3aaeTcs nNpoLeaypa ocaXaeHus
KNEeTOoK, anukKeoTbl Npodbl cneayet ueHTpudgyruposatb npu 1000 g B TeveHne 10 MuH, cpasy nocne 3abopa,
YTOOBI MONYYUTb CbIBOPOTKY (MN1asmy).
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7.3.1.3 Cuctema peakTUBOB

Heobxoanmo nccnegoBaTb BCHO NAPTUC UKW YacTb NapTu e gUHUL, CUCTEeMbI peaKTUBOB. Ecnin He nme-
eTCs NapTUA LLeNIMKOM, HeobXoaAMMO BHECTU B NPOTOKON UCCNeayemMyto YacTb NapTuUM U cTaTyc MaTtepuana.

TpebyeTca 200 eanHULL cUCTEMBI peaKkTUBOB 13 He MeHee 10 Npobupok Nnn KoHTenHepoB. Heobxoanmo
MMeTb A0ONONMHUTENbHbIE eAUHULBI OT TOM XKe caMoW NapTUn ANd BbINONMHEHUA A0NONHUTENbHBIX U3MepeHUN,
No HEOBXOAUMOCTMN.

MOXXHO Mcnonb3oBaTbk O4HY NMapTUO edUHUL, CUCTEMBI PeakTUBOB, €CNN XapakTepusylowme gaHHble
nokasanu, YTo MBMEHYNBOCTb OT NapTUM K NapTUN ABNAETCH MUHUMAaNbHBIM UCTOYHUKOM 0OLLIE N3MEHYNBOC-
TW. B NpOTUBHOM cny4ae B OLEHKY TOYHOCTU CUCTEMbI HEOOXOAUMO BKIMTIOUYUTL HECKONBKO NapTUN peakTUBOB.

7.3.1.4 Usmeputenu

UToOLI CBECTU K MUHUMYMY MNPOMEXYTOK BpeMeHW MeXay napannenbHbiIMU U3MEPEHUSIMU, MOXET
noTpeboBaTbCHA UCMONL30BaHME DoNnee oAHOIo N3MepuTenst Ha cybbekT. lNpouenypa, U3noxeHHasi B 7.3.2,
npeanonaraeT, UTo KaXXabl cyObekT UCNOMNb3yeT ABa U3MEPUTENS.

Ecnn ncnonbsyetcd 6onee AByX USMepUTenen, MX MOXHO YepeaoBaTh B X04e 3KCNepuMeHTa Tak, YTo-
Obl KaXXObIM N3MEepUTENieM U3MepPSINIoCb paBHOE YMCo Npood.

[TpwnMmeyaHune— YBenuveHmne 4yncna namepuTenen B 3KCNEPUMEHTE YMEHbLLAET KOHKPETHOE BITUSIHUE KaX0-
ro namepuTtens (CUCTEMATUYECKYIO MOMPELLHOCTL), HO MOXET YBENUYUTb U3MEHAEMOCTb B Pe3ynbrarte U3MEHSIEMOCTU OT
N3MEPUTENS K NBMEPUTENIO (MPOMEXKYTOYHAS NPELUN3NOHHOCTD ).

Ecnn oanH 1 TOT XXe NSMEPUTENb UCTIONb3YETCH PasHbIMUA CYOBEKTaMM, MOXKET NOoTPeDbOBATLCH NMPOMBbI-
BaHMe npubopa, YTobbl n3bexaTb NepeHoca NaToreHHbIX MUKPOOPraHM3IMOB KPOoBU. PekoMmeHayeTcs, 4ToOb!
N3roTOBUTENM YTBEPAWUNIN NOAXCAALLYI0O METOAUKY NMPOMbIBaAHUA N BKNOYUNN MHGOpMaLno o 3ToM B cnpa-
BOUYHWK NONb30BaTeNs.

7.3.1.5 OKpyxatoLme ycrnoBus

N3amepeHUs ¢ NOMOLLbHO CUCTEMbBI MOHUTOPUHIA MMOKO3bl B KPOBM cneayeT BhINONHATL Npyu TeMneparty-
pe (23 £ 5) °C.

NamepeHne npod KanunnsapHoW KpOBU C NOMOLLLIO CUCTEMbI MOHUTOPWHIA TMOKO3bl B KPOBU NMPpenmy-
LLIECTBEHHO BbLINOMHAETCS NPy amOynaTopHbIX MCCNeaoBaHUNAX VY MaLUeHTOB, CTpadaroLWnX caxapHbiM anade-
TOM, MNKU B DONbHUYHBIX ycnoBusix. HTepean temMmnepatyp = 10 °C oxBaTbiBaeT KonebaHUa oKpyKatoLeu
Temnepartypbl, 0ObIYHO NMponucxoasilne B 3TUX MecTax.

7.3.2 lpouenypa oUueHKHU

Cneayowas metogmka aBndeTcd MMHUManbHbIM NNaHOM SKCnepumMeHTa ans oUueHKU TOYHOCTU cUCTe-
Mbl. OHa TpebyeT He MeHee 100 cyOBLEKTOB C KOHLLEHTpaLMUAMU TMHOKO3bl B KPOBU, pacnpeaeneHHbIMAU No
NHTepBany N3mMepeHnusa B COOTBETCTBUK C Tabnuuen 3.

Takast MeToanKa MOXET ObITb NpucnocobrieHa Ans nccnegoBaHUs peakTUBOB HECKONbKMX NapTUN.

[ ns kaxxgon npobbl eaAUHULLBI CUCTEMBI PEAKTUBOB crneayeT bpaTb U3 OQHOW U TOM XKe NPOOUPKU/KOHTEN-
Hepa.

DTanbl a)—f) cneayeT BbINOMHATL ANA KaXX40M npoobbl.

a) lpucBanBatoT HoOMepa Npodbupkam Mnu KoHTenHepam (Hanpumep, ot 1 ao 10).

b) MNMony4atoT Npoby cBeXen KanUnnapHOWU KPOBU NMyTEM NMpoKona KOXM.

c) bepyT anukBoTy npobbl ANs He MeHee ABYX napannenbHbiX N3MepeHnun KOHUEeHTpaL MK rMIoKo3bl C

MOMOLLIbIO METOAMKN U3MEepPeHNUs N3roToBUTens. Ecnn ata metogmnka npegHasHadeHa ang npobd nnas-

Mbl, He0OX0aAMMO ANS Kaxkaon Npobbl BEINONHUTL NpoLeaypy NPUroToBNeHUs Nnasmbl (Hanpumep, LeH-

TpudgyruposaHue npu 1000 g B TedeHUe 10 MUH, YTODLI 0CaanTb KNEeTKN).

d) bepyT ABe eanHULI CUCTEMBI PEAKTUBOB U3 NPOBUPKN/KOHTENHepa HoOMeEP 1 N U3MEPSAIOT KOHLIEH-

TpaLuto rmoKo3bl B Npobe, UICNONb3ysa ABa U3MEPUTENA.

[TpobLI cneayeT HAHOCUTL Ha eAUHULLYY CUCTEMBLI PE€aKTUBOB OANHAKOBbLIM CMOCODOM B COOTBETCTBUN C
MHCTPYKLUAMMN N3rOTOBUTENS (HaANpUMep, HeNoCpeaCTBEHHO U3 NPOKOoAa KOXKN cydbeKkTa). ECnn NpUMEHSIoT
npoObl C OTPErynMpoBaHHOW KOHLEHTpaLUnen rmoko3bl B COOTBETCTBUN € 7.3.1.2, NX HAHOCAT TaKMM CMOCOo-
OOM, YTODBI UMUTUPOBATL METOAUKY, YCTAHOBMNEHHYIO B MHCTPYKUUAX N3rOTOBUTENS MO NPUMEHEHUIO, NMPUHN-
Masi B pacyeT BO3MOXHble BO3AEUCTBUA, TaKue Kak TemnepaTtypa npodbbl. MeHsAT NpobnpKU/KoOHTENHEPb
yepes Kaxable AecATb CyObLeKkToB M obecnevnBatoT, YTODObI B OLIEHKE UCMOMNb30Banncb eauHULLLI CUCTEMBI
peakTUBOB N3 BCEX NpobUpOoK. PesynbTaThl 3annchiBatoT.

e) loBTOpAOT aTan ¢), YTobbI NONYYUTb BTOPOW pe3ynbTaT Nno MeToAUKe N3SMEPEHNS U3TOTOBUTESA.

f) OueHuMBaT peaynbTaThl N0 METOAUKE U3MEPEHUNA U3TOTOBUTENS, YTODbLI NPOBEPUTL CTADMNBHOCTL

NPOOHLI.

Ecnn 3Tt pesynbTaThl AEMOHCTPUPYIOT BO3AeUCTBME Apenda Ha OCHOBe NpeaBapuTenbHO onpeaeneHx-
HBIX KpUTEPKUEB CTAabMNBLHOCTU (HAnNpUMep, NAMeHeHNe MeXxay NepBbiM 1 NocNegHUM pesynbTaTamun bornee
4 % npw cogepxaHun rnokosbl bonee 5,5 mmonbs/n (100 mr/an) nnmn 6onee 0,22 mmonb/n (4 Mmr/an) npun cogep-
>XKaHWU rNoKo3bl, bonee nnm pasHom 5,5 mmonb/n (100 mr/an), To pesynbTaTthl 4N AaHHOTC cybbekTa Helb3s
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NCMONb30BaTh. bpakoBaHHyY NPobY HECDXOAUMO 3aMEeHUTHL APYron Npobon B TOM XKe caMOM UHTepBane KoH-
LeHTpaLA rMoKOS3bI.

Kputepun gpendpa crnegyet OTHECTU K NPOMEXYTOYHOU Npeun3noHHOCTU MeToda namepeHusa. Ecnin
KPUTEPWUN CMNLLIKOM CTpOorne, byaeTt oTOPOLLUEHO CIIULLKOM MHOIMO npob. ECnn KpUTepun He JKecTK1e, KaxyLlas-
CH HeonpeaeneHHOCTb MeTOANKN N3MepeHnst dyaeT 3aBblilLeHa.

g) lNony4aloT npoby OT cnegyroLlero cybvekrta 1M NOBTOPSAT 3Tanbl b)—i).

7.3.3 AHanu3 gaHHbIX U NpeacTaBleHUe TOYHOCTU CUCTEMD

7.3.3.1 ObLwme nonoxeHns

PesynbTaThl A4OTKHbI ObITb HAHECEHLI Ha rpadrK U NpoaHannsnupoBaHbl C NOMOLLLI OAHOW U3 MEeTOAMK,
OMNUCaHHbIX HUXE.

Heobxoanmo coobumnTb cneaytoLlyo MHpopMaLumo:

a) obliee Yyncno npoaHanmManpoBaHHbIX NPob;

) AnanasoH KOHUEHTpauWun rnoKosbl;
C) rpadouK AaHHbIX;
) CBOAKY AaHHBLIX CTaTUCTUKK C AOBEPUTENbHLIMU MHTEPBaNaMu;
) KpaTkume cBedeHust 0 BblIbpocax (PYKOBOACTBO MO onpeaeneHno Hannvuna BelIOpOCOB NpUBeaeHo B

[12] u [14]), onpeaeneHHbIX N UCKMIOYEHHbIX U3 CTaTUCTUYEeCKOro aHanusa, Bknovada metoqg naeHTugu-

Kauun 1 pesynbTaTbl UCCrieoBaHUS.

[aHHble BEIOPOCOB MOXHO HE UCKNoYaTb U3 Habopa AaHHbIX, KOTopble UCNOMNL3YIOT ANS onpeaeneHuns
MUHUMaNbLHOW NprUeMnemMon To4HOCTU (7.4.1), HO UX cneayeT UCKMoYNTL M3 pacyeTa CTaTUCTUYEeCKUX napa-
METPOB, UTOObLI N3bexaTb UCKaXKeHUs cpeaHero sHavYeHust pacnpeaeneHnsa n oueHoK gaucnepcu. Beldbpochl
HeobXoAMMO HAaHOCUTbL Ha rpadpuk ¢ ApyrMm 0bo3HaUYeHNeM;

f) CCbINIKY Ha MeToAbl CTaTUCTYECKOro aHanuaa.

Ecnun pesynbTaTbl CUCTEMblI MOHUTOPUHIA MMOKO3bl B KPOBWM COODLLIAIOT B eAMHULAX APYron MaTpuLbl
npoObl (HanpuMep, NNasmbl), N3rOTOBUTENb ACIPKEH NpeAoCcTaBUTh MOMNb3oBaTeNsM, Mo 3anpocy, AeTanu
npeodbpa3zoBaHUA N ONOPHLbIE AaHHbIE OOCTOBEPHOCTMN.

7.3.3.2 AHanns TOYHOCTU CUCTEMBIN

PacxoxaeHne mexay otaenbHbIMU pesynbTaTtaMmn CUCTEMbI MOHUTOPWHIA MHOKO3bl B KPOBU U CpegHUM
3HAYEeHNEM OMOpPHbLIX 3HAYEHUN OOTMKHO ObITb HAHECEHO Ha rpaduK Kak 3aBucMmMmast nepemeHHas. CpegHee
3Ha4YeHMe ONOPHbIX 3HAa4YEHUW OACITPKHO ObITb HAHECEHO Ha rpadouKk Kak HesaBUCUMAad NepemMeHHas.

[[padnK pacxoXageHnin aBAATCHA peKoMeHAoBaHHBIM NOAX0A0M AN N30bpakeHUs1 TOYHOCTU CUCTE-
Mbl, MOCKOIbKY cTaTUCTUYecKne AonyleHUs ABMAKTCA MUHUManbHBIMUA W MPOLUEHT ToYeK Ha rpaduke,
BLINOMHALMX KPUTEPUNA TOYHOCTU CUCTEMBI, a TaKXKe cUcTeMaTudeckad NorpeLllHoCTb OLEHKM Nerko BblIYUC-
narotcda. Cm. [14] nunum [195].

[1pumeyaHun e — HaHeceHne Ha rpacduK NpoLEHTa pacxoKaeHUs B 3aBUCUMOCTU OT KOHUEHTPaLUWKM NPU HU3KUX
3Ha4YeHUSAX KOHUEHTpaUumn obblvHO HE NoagxoanT Ans rpadnyveckon OUEHKN TOYHOCTU CUCTEMBI.

lNpumep — Npaguk pesynbmamoe no oUyeHKe cucmemMbi MOHUMOPUH2a 2J/TIOKO3bl 8 KpO8U NOKa3aH Ha pu-
cyHKke 1. [lee xupHbie nuHUU npedcmassissiom Kpumepuu npuemku u3 7.4.

PacxoxxgeHue, MMOnb/N
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PucyHok 1 — [ pauk TOYHOCTU CUCTEMDI
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7/.3.3.3 PerpeccuoHHbIN aHanns

OTAenbHble pe3ynbTaThl CUCTEMbI MOHUTOPUHIA MMOKO3bl B KPOBWU A0MKHbI ObITb HAHECEHbI Ha rpaduK
KaK 3aBUCUMas NepeMeHHad, a cpeaHee napannenbHbIX ONOPHBLIX 3HAYEeHUIN KaK He3aBUCUMad NepeMeHHas.
[na ocen x N y AOMMKHBI UICNONL30BATLCA UAEHTUYHbIE LLKaNbl U MHTEpBan.I.

HaknoH nHTepcenTa y (KOHUeHTpauKuda rmiokosbl, COOTBETCTBYOWAada onpeaeneHHoN ToUKe Ha rpaduke)
OOIMKEH pacCcYUThIBATbLCH C MOMOLLLIO NOAX0ASALLEN METOANKN PETPECCUOHHOro aHanunsa. Heobxoanmo coon-
LLINTb OLUEHKY OTKIMOHEeHUda (CTaHOdapTHYIO MOrpeLllHoCcTb) (SY, X), ecnii UCNoNb3yeTcda NIMHeUHasa perpeccus.
NMnHna perpeccrun N NUHNA TOXOECTBEHHOCTU (Y = X) OOJDKHBI LCNONB30BaTbLCA Ha rpaduke.

[Tpumevadnune 1— PerpeccMoHHbIN aHann3 3aBUCUT OT COOTBETCTBUSA AAHHbIX OnpeaereHHbIM CTaTUCTUYEC-
KUM gonyuweHunsm. ns oueHKn perpecCMoHHbIX METOAMK ANA uccnegoBaHnm metoga conocraBsneHus cm. [16] mnm [17].

[TpyumevaHne 2— Cnucremarnyeckyto NOrpeHoOCTb MOXHO paccyutatb U3 ypaBHEHUA perpeccum npu Bbil-
DpaHHbIX KOHUEHTPAUUAX IMIOKO3bl (Hanpumep, Npu MegnuUMHCKOM BbIDOPE peLlleHns 3aga4um 0 KoHUueHTpauusx). Cu. [14].

lMpumep — Npagbuk pez2peccuu Mo oYeHKe cucmemMbl MOHUMOPUH2a 2/1FI0KO3bI 8 Kpoau rnpusedeH Huxe. [ee

8HeWHUe NUHUU npedcmassasaiom Kpumepuu npuemku u3 7.4. Haknadsisaromest TUHUU pez2peccuu U 3KeusasieH-
MHOCMU.

I/IamepeHHaﬂ KOHUEeHTpPpaUWA NMKKO3bl, MMONb/
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PucyHok 2 — [ padouk perpeccunu

7.4 MnHumMmanbHasa npuemMmnemMas TOMHOCTb CUCTEMBDI

7.4.1 TpeboBaHue K TOYHOCTU CUCTEMBI

MuHuMmanbHasa npuemnemasi TOMHOCTb ANS pe3ynbTaToB, NOMYYEeHHbIX Ha CUCTEME MOHUTOPUHIA M-
KO3bl, AoMKHa BbITb CcneayoLei:

[1eBAHOCTO NATL NpPoUeHTOB (95 %) OTAEeNbHbIX pPe3ynbTaTOB KOHUEHTpaLUUX IMIoKo3bl A0IMKHBI Nnona-
natb B npeaensl = 0,83 mmone/n (15 Mr/an) ot pesynbTatoB METOAUKN N3MEPEHUA N3TOTOBUTENS NPU KOHLEH-
Tpaunax rinokossbl meHee 4,2 mmone/n (MeHee 75 mr/an) n B npeaens! £ 20 % npy KOHUEHTpaLUUSIX FMHOKO3bl,
bonee nnu pasHon 4,2 mmons/n (bonee unu pasHou 75 mr/an).

[MTpumevanume 1 —Kputepum MUHUMANbHOW NPUEMITEMON TOYHOCTU OCHOBAHbI HA MEAULMHCKUX TPEeDOBaHW-
AX K MOHUTOPUHIY Mioko3bl. CM. BBEAEHNE ANA AOMNONMHUTENBHON MHAOPpMaLUUW.
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[MTpumevaHune 2— Kputepum NnpuMEHSIIOT K OLEHKaM TOYHOCTU CUCTEMBI, B KOTOPbIX MNONb30BaTENN UMEKOT CO-
OTBETCTBYIOLLLYIO MOArOTOBKY, YCTPONCTBO AOIMKHbIM 00pa3om OTpEerynmpoBaHo, BbINONHEHa Tpebyemas HaCTporKa n MeTo-
OVKN KOHTPOMS BbIMNOMHSATCH B COOTBETCTBUM C MHCTPYKUMSMU M3FOTOBUTENS NO MPUMEHEHMUIO.

7.4.2 lNpeanctaBneHue gaHHbLIX

PesynbTaThl 40/MKHBI ObITb NpeAcTaBneHbl N0 OTAENbHOCTUN ANS UHTepBanoB KOHLUEHTpaL M1 roKo3bl
MeHee 4,2 MMonb/n (MeHee 75 Mr/an) n bonee unun pasHoun 4,2 mmone/n (bonee Unm pasHou 75 mr/an).

a) Ons KoHUeHTpauun rnwoKkossl meHee 4,2 MMonb/n (MeHee 75 Mmr/an) pesynbtathl AOIBKHBI ObITb
Bblpa)XeHbl Kak NpouUeHT 3Ha4vYeHu, nonagarownx B cneayrwowmne nHtepsansl: = 0,28 mmons/n (x5 mr/an),
+ 0,56 mmonb/n (= 10 mr/an) n = 0,83 mmonb/n (£ 15 Mmr/an);

b) [Onsa KoHUueHTpauun rnwokosbl, 6onee nnu pasHon 4,2 mmons/n (bonee nnu paBHon 75 mr/an),
pe3ynbTathl AOMMKHbI ObIThb BhIPa)XeHbl Kak NPOLEHT 3HAYeHUW, nonagarwLlmnx B creaylolmne UHTepBan.i:
+5%,+10 %, 15 % n + 20 %.

PesynbTaThl 40MKHLI ObITb NpeAcTaBneHbl B Tabnuue Ang Kaxaoro MHTepeana KoHueHTpauuin. Peko-
MeHayeMbin popmMmaT npuBedeH B npuMepe 1 tadbnuuax 4 u 5 HUXKe nNo TEKCTY.

lNpumep — Tabnuuysr 4 u 5 unnrcmpupyrom npedcmassieHue pel3ysribmamoe 07151 OUeHKU, NoKa3aHHoOU 8
7.3.3.2u 7.3.3.3, 8 x00e komopou 6bino nony4yeHo 200 pezynbmamoas om 100 cyobekToB. [JaHHbIe U Kpumepuu, uc-
nonb3yeMbie 8 onpedesieHuU npueMaemMocmu, 8bi0esIeHbl KypCcugoM.

Tabnuwua 4—Tlpumep npeacrtaBneHns pPesynbTaToOB TOYHOCTU CUCTEMbI ANS KOHUEHTPpauun [THKO3bl MeEHee
4,2 mmone/n (meHee 75 mr/gn)

B npepenax = 0,28 mmons/n B npegenax £ 0,56 mmone/n B npenenax = 0,83 mmone/n
(B Nnpegenax + 5 mr/an) (B npegenax + 10 mr/an) (B npeanenax + 15 mr/aon)
18/40 (45 %) 28/40 (70 %) 38/40 (95 %)

Tabnwuya 5—Tllpnmep npeacraBneHnst pe3ynbTaToB TOYHOCTU CUCTEMbI AN KOHUEHTPaUUKM IMIOKO3bl bonee nnuv pas-
HOW 4,2 mmonb/n (bonee nnu pasHon 75 mr/an)

B npepenax 5 % B npenenax + 10 % B npenenax + 15 % B npepenax + 20 %

36/160 (22 %) 78/160 (49 %) 136/160 (85 %) 156/160 (97 %)

7.4.3 OueHKa TOYHOCTU CUCTEeMBbI

UTobbl onpeaennTb YACO NPUEMIEMBIX PE3YNbTATOB, MPUEMMIEMOCTb CUCTEMbBI MOHUTOPWHIa roKO3b
B KPOBW OOJTKHA onpeaendaTtbest ¢ Ucnonb3oBaHmem Bcex 200 pesynbTtatoB, nonyveHHbIX oT 100 cybbeKkToB,
BKNtOYAas BCe pe3ynbTaThl, onpedeneHHble Kak cTaTucTuieckme Beldpockl. YUCNo NpruemMnemMelX pesynbTaTtoB
ONS1 KOHUEHTpaUWn rnokossl MeHee 4,2 mMmornb/n (MeHee 75 Mr/an) HeobxoaMmo CNOXUTb C YNCNOM NpuemMne-
MbIX pes3ynbTaToOB ANl KOHUEHTpauWun rnokosbl, bonee unu pasHon 4,2 mmonb/n (bonee mnu paBHOW
75 mr/an).

[MTpnmevaHnune 1—B npumepe B 7.4.2 38 n3 40 npob ¢ HM3KUM coaepXaHuem [MoKo3bl ObiNn B npeaenax
+ 0,83 mmonbe/n (£ 15 mr/an) ans KOHUeHTpauun rmwoko3dbl MeHee 4,2 mmone/n (menee 75 mr/an) n 156 na 160 npob ¢ KOH-
LEeHTpaUMeEN rmoKo3bl, bonee nnu pasHon 4,2 mmone/n (bonee nnu pasHown 75 mr/gn), 6einn B npegenax = 20 % o1 onop-
HbIX 3Ha4YeHun. CnegoearenbHo, 194 n3 200 npob (97,0 %) bbinn B npeagenax MMHUMAanbHbIX MPUEMITEMBIX SKCMNyaTauu-
OHHbIX NoKasarternewu, onpeaeneHHslXx B 7.4.1.

[TpumedyaHune 2—B Kaxagom nHTepBane KOHUEHTPpaUn MUMEeeTcs HegoCTaTouHOe YUCno npob, YToObl NO3BO-
INMUTb BbIMNONMHUTL QOCTOBEPHYIO OLEHKY NPUEMITEMOCTU MPU KOHKPETHBLIX KOHLUEHTpaUUsX.

8 OueHKa nonb3oBaTens

8.1 O6Wwune nonoxeHus

Llenbto oLeHKN NoKkasaTenen nonb3oBaTens ABngaeTcs AeMOHCTPaLMA TOro, YTo Nofib3oBaTeN cnocob-
Hbl YNPaBMATb CUCTEMON MOHUTOPUHIA TTHOKO3bl B KPOBU, €CIT CHabanTb UX MHCTPYKLUUAMU 1N 0ByYaoLWwmMmm
MaTepuanamMmu, obblMHO NpuUnaraeMbelMU K CUCTEME, U NOJTydaTb AOCTOBEPHbIE pe3ynbTaThl COAepXaHUS THo-
KO3bl B KpoBU. OueHka dYHKLUUOHUPOBaHUA Nonb3oBaTensa Ao/MKHA ObiTb BbIMOMHEHA U3rOTOBUTENEM nepea
MoCcTynSieHUeM B Npoaaxy HOBbIX CUCTEM MOHUTOPUHIA IHOKO3bl B KPOBMU.
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[TpwnmeyaHune— CneunanucTbl-MeaNKN, KOTOPbIE XKeNnatT NPOAEMOHCTPUPOBATL paboTy CUCTEM MOHUTOPUH-

ra CoOAEpPXaHus rMKo3bl B KPOBU AN KOHTPONS COCTOAHUSA OpraHn3ma, MoryT obpatnTtbcs Ans PyKOBOACTBA K MaTepua-
nam [18].

PesynbTaThl, NoNy4YeHHbIE HENPOgEeCCMOHaNOM, ACMKHbI ObITb CONOCTABMEHLI C pe3ynbTaTtaMu, Nony-
YeHHbIMUM C MOMOLL IO YTBEPXXOAEHHOWN METOAUKN UIMEPEHNS coaepXaHU4 rMioKo3bl, a Takke ¢ pe3ynbTaTamMu,
NonyvyeHHbIMU npodeccruoHarnbHbIM MeaULUUHCKUM pabOTHUKOM Ha OOHOUM M TOW Xe npobe, ¢ UCNOonMb-
30BaHMeM OQHON U TOU XXe CUCTEMOU MOHUTOPUHIa coaepXaHusa rmoKo3bl B KPOBMN.

[TnaH oueHKN AOIMKeH DbITb NOATBEPXKAEH AOKYMEHTaNbHO B NogpobHoM npoTokone. MNpumMeHsitoT Tpe-
boBaHU4, ycTaHoBMNeHHble B EH 13612.

B Kaayto nccnegyemyro naptuio BkovawT He MeHee 50 cyObeKToB ¢ pasnnyHbIMKU AaHHBIMU (BO3-
pacT, NoNn 1 ypoBeHb 0bpa3oBaHnN).

Y4yacTHUKM nccnegoBaHUs JOIMKHbI YOOBNETBOPATL TpeboBaHUAM CUCTEMBI MOHUTOPWUHIA MHOKO3bI
[Hanpumep, obbeMHast A0NSA KPOBAHLIX Tenew, (reMaToKpUT) Ao/PKHa ObITh B Npeaenax 3agaHHoro anst cucTe-
Mbl MHTepBanaj.

NccnegoBaHus nonb3oBaTenen Ao/MKHbI ObITb BbINOMHEHLI C peakTUBaMnU HE MeHee YeM TpeX PasHbIX
napTun.

8.2 MecToO BbINONTHEHUA OLEHKU

CHUCcTeMbl MOHUTOPUHIA MMHOKO3bl B KPOBU AN CAMOKOHTPONMS AOMKHbI ObITb OLEeHEeHbl B Takon obcTa-
HOBKE, KOTOpas NO3BOMNUT HenpodgeccuoHany BbINOMHATL U3MepeHUs be3 BNUAHUA U3BHE, T.€. B COOTBET-
cTBUM C 8.1.

OcHoBaHUA And BbIDOpa MecTa NpoBeAeHUs OLLeHKU A0MKHbI ObITh YKasaHbl B JOKYMEHTE.

OueHKa MOXeT BbINOMHATLCA B HECKONbKUX MecTax.

8.3 OueHKa nonb3oBaTens

YJyacTHUKaM nccnegoBaHna AOMMKHBI ObITb NpeaocTaBneHbl UHCTPYKUUM NO NMPUMEHEHUIO CUCTEMBI Y
MaTepuanbl 4nst oby4yeHust, KoTopble 0OBLIMYHO NpUNAararTCH K CUCTEME MOHUTOPUHIA IMOKO3bI B KPOBMU.

[Tocne npocMoTpa 3TUX MaTepuanoB NOMNb3oBaTenM AOMKHbI NONYyYUTb NPoby KPOBW U3 NanbLa U
ncecneaoBaTthb ee ¢ MOMOLLbO CUCTEMBI MOHUTOPUHIA rMIOKO3bl B KPOBMU.

Cpasy Xe nocne caMmoKoHTPONS nNonb3oBaTens 0dbyyYeHHbIN MeaULMHCKUA NepcoHan yupexaeHus, rae
NPOBOAUTCHA UCCcneaoBaHWe, ACIMKEH U3MEPUTb KPOBb NoNb3oBaTeNsd Ha CUCTEME MOHUTOPUHIA THOKO3bl B
KPOBMW.

B TeueHne 5 MUH HEOBXOANMO NONMYYUTH BTOPYIO NPobyY KpoBU. KOHTPOMBbHbIE KOHLUEHTPALUA TMHOKO3bI
HeobXxoaumo onpeaennTs ¢ NOMOLLLH MEeTOAUKU N3MepeHUs U3roToBUTENA (T.€. BbIDpaHHOW N3roTOBUTENEM
NN NOCTOAHHO AEUCTBYOLWEN MeTOANKN U3MEePEHUS, UM UHOW YTBEPXXOAEHHOW MeTOANKU N3MePeHNd, KOTO-
pasi AaeT paBHOLEHHLIe pe3yrnbTaThl).

CTaHOapTHbIM MeTod M3MepPeHUst coaepKaHusa rmokosbl (Hanpumep, B 60nbHULLE U aMOynaTopHO B
KNMMHU4YeCcKon nabopaTopun), KOTOPbIA YTBEPXKAEH ANS OLEHKA NMPeun3ImoHHOCTU U NPaBUNbHOCTU MyTEM
COMOCTaBNEHNS C BbIDpaAHHOM U3rOTOBUTENEM UMK NOCTOAHHO ASUCTBYIOLLIEN METOONKOWN N3MEPEHUS, MOXKHO
MCMONb30BaTh AN NPUCBOEHUA ONOPHLIX 3HAYEHUN.

[logpobHoe onucaHne MeToankn M3MepeHnst, MCNoNbL30BaHHOW Anga onpeaeneHnsa 3HavyeHU KOHLEeH-
TpaLuuu rmoKosbl, BKNOYasa ee NpocneXXnBaeMmocTb U/UNn 3KBUBANMEHTHOCTb BbIDPAHHOW N3rOTOBUTENEM UMK
MOCTOAHHO AEUCTBYIOLLEN MeTOAUKE U3MEPEHUA, AOIMTKHO ObiTb BHECEHO B NPOTOKOI.

Y4YacTHUKN UccrnegoBaHUda He AOIMKHBI nolydaTbh AONONHUTENBHOW NOATOTOBKN, MHCTPYKLUMA, NOMOLL W
NN CNIPaBOYHbLIX MaTepuarnoB, KpOMe TeX, KOTopble ODbIMHO NOCTaBNSIOT BMECTe C CUCTEMON MOHUTOPUHTa
[FIHOKO3bl B KPOBMW.

YyacTHUKaM nccneaoBaHUAa MoOXeT ObiTb BblgaHa aHkeTa AN oueHKU X NOHUMaHUSA CUCTEMBI.

[Tpnembl, KOTOPbIE NPUMEHSIET NOMb3oBAaTENb NpU padboTe U 0OCNYXMBAHNUN CUCTEMBI, HAHECEHWNN MPO-
Obl U CUMTBIBAHUA pes3ynbTaTa, AOMKHbI oUeHUBaTbCA npodpeccnoHanbHbiM MeaAULMHCKUM pabOTHUKOM,
y4acTBYOLMM B UCCneaoBaHUN.

PesynbTtaTbl AOMKHEI ObITb 3aPUKCUPOBaHLI B NPOTOKOTE.

8.4 OueHKa UHCTPYKLUN NO NPUMEHEHUIo

MHCTPYKLUN NO NMPUMEHEHWUIO A0MKHbI ObITh OLIEHEHBI CaMUMIK NOMb30BaTENSIMUA.

Y4yacTHUKN UccnegoBaHnst  MeauuuHCcKne paboTHUKN AOITKHBI PACCMOTPETH MHCTPYKLU WA NO NPUMEHE-
HAO N NPpeacTaBUTb 3aMeYvaHuns, Kacarowmecd NPoCcTOThl NOHUMAaHUA.

Takylo OUeHKY MOXHO CONPOBOAUTL UCCNeaoBaHUSIMUA, ONMUCAHHBIMKU B 8.3, NN NccneaoBaHns MOXHO
MPOBECTUN OTAENbHO.

3amMevaHuns nNonb3oBaTenen MoOXHO cobpaTth NyTeM onpoca, aHKETUPOBAHUA UMKN KakK YacTb U3y4YEeHUS
YenoBeYeCcKoro oakropa.
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[MpunoxeHwne A
(obsizaTenbHOE)

NononHuTenbHbIe TPeO6OBaHUA K 3NTEKTPOMarHUTHON COBMEeCTUMOCTI

A.1 Obwme nonoxeHwus

[HaHHOe npunoXxeHne yctaHaBnmMBaeT MMHUMAarbHbIE TPEOOBaAHUSA K HEBOCNPUNMYMUBOCTU U N3NYHEHUAM, CBA3AH-
HbIM C SNEKTPOMAarHMTHOW COBMECTUMOCTBIO (OMC), Ana cuCcTeM MOHUTOPUHIA NMIOKO3bl B KPOBU, NPEeAHA3HAYEHHbIX A1
CaMOKOHTPOISA, B AONONHEHME K TpeboBaHusm 6.4.

Ecnn aHanuns puckoB (CM. 4.5) NoKa3bIBaET, YTO BO3AENCTBUE BbICOKUX YPOBHEWN U3NYHEHUS UNN INEKTPOCTATUYEC-
KOro paspsiia npeacraBnsieT HenpuemMnemMbsl PUCK AN NONb30BaTenNs, TO 3TO n3genne HeodxoanMMo UCNbITbIBATb MMEH-
HO MNPV TaKUX BbICOKUX YPOBHSIX.

A.2 TpeboBaHMA K TECTUPOBAHUIO BOCIIPUVMMUYNBOCTW

A.2.1 HeBoCcnpnmmM4YmMBOCTb K U3NYYEHNAM
"IpumeHsatoT TpeboBaHus, yctaHoBneHHble B MOK 61000-4-3.
{poOMe TOro, HEBOCNPUUMUNBOCTb K M3Ny4YaeMblM YacToTam AOJKHa ObiTb paclmpeHa go aunanasoHa 4acTtoT
BNNOTL 40 2,5 [y npun TectoBom ypoBHE 3 B/Mm.

A.2.2 HeBOCNPUMMHUYMNBOCTD K 3JIEKTPOCTATUHYECKOMY pa3paay

[TpumeHstoT TpeboBanus, yctaHoBneHHble B MOK 61000-4-2.

B OTHOWEHMU rpO30BOro paspsiaa HEBOCMIPUMMUYMBOCTD K 3MEKTPOCTAaTUYECKOMY pa3psaay AoImKHa bbiTh Npoae-
MOHCTPUpOBaHa Nnpu TECTOBLIX YPOBHSX, paBHbIX + 2, £ 4, + 8 KB.

B OTHOLWEHWUN KOHTAKTHOIo pa3psiaa HEBOCNIPUMMHYMNBOCTD K SMEKTPOCTATUHECKOMY pa3psiay AOMKHA BbiTh Npoae-
MOHCTPUpOBaHa Nnpu TECTOBLIX YPOBHSX, paBHbIX + 2, £ 4, + 6 KB.

A.3 TpeboBaHWA K NCNbITAHNAM CNCTEMBbI

Ecnu K uameputento npucoegnHeHo Nnn MoXeT BbITb NPUcoeanHeEHo gpyroe obopyaoBaHme, Nony4YeHHas cucTema
TaKKe AOMKHa BbiNONHATL TpeboBaHusa SMC. [Npu onpeaeneHnmn TpedboBaHUN K UCMbITAHUAM CUCTEMbI U3FOTOBUTEND
OOIMKEH Yy4eCTb, BO3MOXHO UM HET BbINOMHUTb U3MEPEHNE, KOTAAa K CUCTEME NOACOEANHEHO Apyroe obopyaoBaHue.
KoHdourypaumm cuctemsbl, yCTaHOBMNEHHbIE N3rOTOBUTENEM UIMU MPOrHO3NPYEMbIE KOHUTYpaUUn CUCTEMBI, UOEHTUDN-
LMPOBAaHHbIE NYTEM aHanm3a PUCKOB, AO0ITXKHbI ObITb UCNbITAHLI B COOTBETCTBUM C A.2, €CITN OHM MO3BONSAOT NOMb30BaTE-
M0 BbIMOMHATb U3MEPEHNE COAEPHKAHUSA TTTHOKO3bI.

TpeboBaHWA K UCNBITAHUIO CUCTEMbI MOTYT HE NPUMEHSATBCH, €CINU KOHCTPYKUMA Npnbopa He NO3BONMSAET MNONb30Ba-
TENIO BbINOMHATL U3MEPEHUA B Clydae npucoegnHeHus K npnbdopy apyroro odbopyaoBaHus.

A.4 NHCTPYKUMM NO NPUMEHEHUIO

MHCTPYKUMM NO NPUMEHEHUIO (CM. 5.2) AOMKHbI BKNIOYaTh CNeayrowyo MHQopMauuio:

a) 3asiBneHwe, 4to obopyaoBaHne COOTBETCTBYET TPEOBOBAHUAM, NPUMEHAEMBIM K amuccum IMC, n 4to nanyde-
HUS UCMONBb3YEMON SHEPINN BPSA NN BbI30OBYT MHTEPMEpPEHUNIO BENN3N INEKTPOHHOIO 000pya0BaHuS,

b) 3asiBneHune, 4To 060PYAOBAHNE NCMBITLIBAETCSH HA BOCNPUNMYUNBOCTD K 3NEKTPOCTAaTUYECKOMY paspsiay B COOT-

BeTcTBUM ¢ MOK 61000-4-2,

C) PEKOMEHAOBAHHbIE MEPbLI NO CHUXEHUIO YPOBHS 3arpsi3HEHUs], KOTOPble HEOBXoAMMO NPeanpPUHATD MONb30BAa-
Tento, YTobbl n3bexatb HEKOPPEKTHON paboThl N NoBpexaeHnsa npubopa.

Mpumep 1 — «Henb3st ucnonb3oeamb OaHHbIU U3MeEpUMerslb 8 CyXUX OKPYXarouwlux ycs108uUsix, 0CO6EeHHO 8
npucymcmeuu cuHmemuYyeckux mamepuanos. Cunmemuyeckasi odexoda, Koepbl U M.0. MO2ym 8bi38amb
803HUKHOBEHUE noepexoaruwux ajleKmpocmamu4yecKux pa3psidoe 8 cyxol ammocgpepey;

d) 3asBneHue, YTo 060pYyaAOBaAHUE UCMBITBIBAETCH HA BOCMIPUUMYUBOCTL K MUHTEPMEpPEHLUNN pagno4acToT B gnana-
30HE YacTOT U TECTOBbIX YPOBHSAX, YCTAHOBIMEHHbIX B HACTOSIWEM CTaHAApTE,

e) PEeKOMEeHAOBaHHbIE MEpPbl MO CHUXEHUID YPOBHS 3arpsi3HeHUs], KOTopble He0bXoaAMMO NpeanpPUHATL NONMb30Ba-
Tento, YToobl n3dexaTtb MHTEepdepeHUMn pagnovacToT, C KOHKPETHbIMU MPUMEPaMM.

lMpumep 2 — «Henb3st ucnosnb3ogameb 0aHHbLIU Npubop ebnu3zu comosbix unu 6ecnpoeodHbLIX menego-
HO8, MePeHOCHbLIX payul, ycmpoucme 0715 agmoMamu4yecKko20 OMKpPbI8aHUSI 2apakHbIX eopom unu opy-
2020 3JIGKMPUYECKO20 UJIU 3JIEKMPOHHO20 060pydogaHusi, Komopbie S18J11I0OMCsI UCMOYHUKaMu
ANTeKMPOMa2HUMHO20 U3JTy4YeHUS, MOCKOJILKY OHU MO2ym noMewams Haodnexauwelu pabome npubopa.
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[lpnnoxeHue B
(cnpaBo4HoOe)

Llenoy4ka npocnexnBaemMoCTW

OnpeaeneHne eanHULbI

CU ansa rnokKko3bil,

180 r/monb
OTBEeTCTBEHHOCTbL

MaTtepuan MeTtoanka namepeHus

MeTtoaunkKka namepeHus
NepBUYHOINO 3TaJiOHd NIST

Proton NMR v "°C NMR

[lepBUYHBLIN 3TANOH NIST

ANA KanubopoBKM

NIST SRM 91 7b°
(99,7 % £ 2 % rniokosbl)

[lpouenypa namepeHus
BTOPUYHOIO 3TarioHa

BbiOpaHHaA nsrotoButenem
MeToAUKA U3MEpPEeHUR

[eKcakuHasHbI MeTon 3rotoBuTenb
MU MKKO300KCMaa3HbIU MeToA

BTOpU4HbLIN 3TanoH
AnA KannopoBKHU

Pabouynu aTanoH nirorosutens N3roToBuTEnND
ANA KanmopoBKM
Tabnuua npenapaTtoB KPpOBU
YyeroBeka

[ToOCTOAHHO AenCTBYHOLLAA
MeToAUKa U3MepeHus
N3roToBUTENS

KannbpoBoyHbIM obpa3sel CTtaHaapTHaA MeToAMKa

NnPOoAYKUUN U3roToBUTENA N3MEepPEeHUS KOHe4YHOoro KOHeYHbI

nosib3oBartens Nonb30BaTEeNb
Cucrema BGM

O6bIvyHaA npoba KOHEYHbLIN
[Tpoba KpoBM NaUUeHTa Nornb30BaTesb

PesynbTaTt y

KOHEYHbIN
KOHUeHTpauus rmokKo3sb! ONL30BATENb

B Ye10BE4YECKOU KPOBWU

[TpumeyvyaHune 1— Vnnoctpaunsa nonHou Leno4ku npocnexmsaemMmoctn B3sata 3 NNCO 17511, 4.2.2, nepeyunc-
neHue h). 9tanbl, KOTOpPbIE HE UCMONMb3YIOTCA B JaHHOU KOHKPETHOWU CXeMe KannbpoBKKU, 3aTEHEHbI CEPbIM LIBETOM.

[TpumeyvyaHue 2— [laHHbIN NpUMep He NpeaHa3Ha4vyeH angd npeacraBneHna eJUMHCTBEHHO BO3MOXHOU LIiemnoy-
KU NPOCINEeXNBAaeMOCTU CUCTEMbI MOHUTOPUHTIA MMIOKO3bl B KPOBMW.

“NIST SRM918b ccbinaeTcs Ha CepTudukaTt aHanmaa, BbinyLweHHbIN HaunoHanbHbIM MHCTUTYTOM CTaHOAPTOB U
TexHonorun CLUA (NIST) ana ctaHgapTHoro obpasua (SRM)917b, D-rntoko3sbl (AeKCTpo3bl), UICNONb3yeMOU ANA KannbpoB-
KU B JAHHOM NPUMEDE.

PucyHok B.1 — lNpumep uenoydykn npocnexxnBaemMocTn ANA CUCTEMbI MOHUTOPUHIra rnKo3bl B KPOBU, KAaNMOopoBaHHOW
B 3aBOACKUX YCNOBUAX
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MpnnoxeHwne C
(cnpaBo4HOe€)

CBefeHMda 0 COOTBETCTBUU HaLMOHanNbHLIX cTaHAapToB Poccunckon Pegepalav cCbiNMOYHbLIM

Tadbnwuwua C.1

MeXAYHapoaHbIM CTaHAapTam

OBo3HAYEeHUE CChIJTOYMHOroO
MEXOYHAPOOHOro ctaHgapTa

Obo3HavYeHne 1 HaMMEeHOBaHKe COOTEBETCTBYHLWETro HaunMoHaNbHONoO CtTaHAaapTa

NCO 13485:2003

[OCT

TBa. CuctemHble TpeboBaHus Ans uenen perynmpoBaHus

P NCO 13485—2004 WNapenua meanumHckne. CUCTEMbI MEHEKMEHTA KaYvec-

NCO 14971:2000

[OCT

Ka K MeUUMHCKUM U3aernnuam

P WNCO 14971—2006 WN3penusa megmnumHckue. [lpumeHeHne meHeKMeHTa pUc-

MCO 17511:2003

[OC

HUSA BENUYMH B bronorndecknx npodbax. Metponornyeckas npocrnexXxmBaemMocTb 3HaYe-
HUW, NPUNMUCAaHHBIX KannbpaTtopam U KOHTPONbHbIM MaTepuanam

PWNCO 17511—2006 WVagenuns megnumnHCKMe ans AMarHoCTuKM in vitro. N1amepe-

MOK 60068-2-64:1993

[OC

OENCTBYIOWMM hakTopam MawmnH, NpubopoB 1 Apyrnx TeEXHUYECKNX nagenun. Mcnoita-
HUA Ha BO3OENCTBUE CNYyYanHOW LWIMPOKOMNONMOCHOM BMbpaumm ¢ MUCNOSb30BAHUEM
LNPPOBON CUCTEMBI YNPABITIEHUSA UCTIbITAHUSMMW

P 51502—99 MeToabl CNbITAHUWN HA CTOUKOCTb K MEXAHUYECKUM BHELLHUM BO3-

MOK 61010-1:2001

[OCT

ynpasrneHus n nabopartopHoro npumenenuns. Hactb 1. Obwmne tpeboBaHus

P 52319—2005 be30nacHOCTb 3MEKTPUYECKOro 0D0pyAOBaAHNUA AN NU3MEPEHUS,

MOK 61010-2-101:2002

*

MOK 61000-4-2:95

[OCT

YCTONYUBOCTDL K 3NEKTPOCTATUYECKUM paspsigam. TpeboBaHns u MeToabl UCMbITAHUN

P 51317.4.2—99 COBMECTUMOCTb TEXHUYECKNX CPEOACTB 3NEKTPOMAarHUTHAas.

MOK 61000-4-3:95

[OCT

YCTONYUBOCTL K pagano4vacTOTHOMY 3NEKTPOMarHUTHOMY nosto. TpeboBaHust n metoasl
NCNbITAHUWU

P 51317.4.3—99 COBMECTUMOCTb TEXHUYECKNX CPEeaCTB 3NEKTPOMAarHMTHAas.

MOK 61326:97

[OCT

Tpudeckoe obopyagoBaHue ans U3MEPEHUs, yrnpaBneHns n nabopaTtopHoOro npumMeHe-
HUSA. TpeboBaHUs U MeTOAbl UCTbITAHUW

P 51522—99 COBMECTUMOCTb TEXHUYECKNX CPEACTB SNEKTPOMArHUTHAs. IIekK-

EN 376:2002

EN 13612:2002

EN 13640:2002

*COOTBETCTBYIOWMN HAUMOHAlNbHbIN CTaHZAPT OTCyTCTBYET. 11O ero yreep>XaeHnss peKoMeHayeTcs UCnonb3o-
BaTb NEPEBOA HA PYCCKUN A3bIK 4aHHOIo MeXayHapoaHoro ctaHgapTa. [epesog 4aHHOro MexXgyHapoaHoro craHgapTra
HaxoanTcs B PeagepanbHOM MHPOPMALNOHHOM DOHAE TEXHUYECKUX pernamMeHToB U CTaHOapTOB.
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