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Mpeancnoeue

1 NMOAOIOTOBMNEH Accounauunen cneuManucToB U opraHusauuin nabopartopHon cnyxbel «®enepayuns
nabopatopHoi MeguuuHel» (Accoumnauuna «PINIM») (KomuteToM Mo MONEKYNAPHOA OUArHOCTMKE MHAEKLVOH-
HbIX ¥ HEMHMEKLMOHHBIX 3aborneBaHui «PIIM») Ha ocHoBe COBCTBEHHOMD NEpPeBoAa Ha PYCCKUIA A3bIK aHrmo-
f13bIYHOW BEPCUU JOKYMEHTA, YKA3aHHOro B NyHKTe 4

2 BHECEH TexHuyeckum komuTeToM no ctaHgaptuzaumm TK 380 «KnuHuueckne nabopaTopHbie
uccrnenoBaHus M AMarHoCTUYECKUE TECT-CUCTEMbBI UH BUTPO»

3 YTBEPXOEH W BBEOEH B JEWCTBWE MMpukasom ®enepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynuposaHuio U metponorin ot 19 nions 2023 r. Ne 561-cT

4 HacToswmi cTaHgapT uaeHTUYeH MexayHapogHomy aokyMeHTy ISO/TS 22583:2019 «[paBuna ans
pyKOBOAUTENEN NPOBEAEHUS UCCIENOBAHUNA MO MecTy HaxoxaeHus naunenta (MMHI) n none3oBaTtenein me-
OVUWHCKWUX U3Oenuid, npedHasHadeHHblx ana atux uenen» (ISO/TS 22583:2019 «Guidance for supervisors
and operators of point-of-care testing (POCT) devices», IDT).

MexgyHapogHbI 4oKyMeHT paspaboTaH TexHnyeckum komuTtetom MCO/TK 212 «KnuHnyeckue nabopa-
TOpPHbIE UCCrnenoBaHusa 1 AMarHOCTUYeCKME TeCT-CUCTeMbI in Vitro».

JononHuTensHble CHOCKWM B TEKCTe CTaHAapTa, BblAeNeHHbIE KYpPCUMBOM, NpUBEAEHbl AN MOSICHEHWS
TekcTa opuruHana

5 BBE[JEH BIEPBbIE

MNpasuna npumeHeHUss Hacmosweao cmaHdapma ycmaHoeneHsl 8 cmamse 26 @edepanbHO20 3aKOHa
om 29 uwoHsa 2015 2. Ne 162-03 «O cmaHdapmu3sayuu 8 Pocculickol ®edepayuu». MHpopmayus ob us-
MeHeHUSX K HacmosuwieMy cmaHO0apmy nybrnukyemcs e exes00HOM (0 COCMOSAHUK Ha 1 AHeaps meKyuieao
2o0a) uHghopmayuoHHOM yKazamene «HayuoHanmeHble cmaHOapmbi», a oguyuanbHbil MeKcm usMeHeHul
U ronpasok — 8 eXeMecAYyHoOM UHOPMayUOHHOM ykaszamene «HayuoHanbHbie cmaHdapmei». B ciyvyae
rnepecMmompa (3aMeHbl) unu ommMeHbl Hacmosuie2o cmaH@apma coomeemcmayrouwee ygedomneHue bydem
onybnukogaHo 8 6nuxaluweM 6bINycKe eXeMecsyHo20 UHGhoPMayUuoHHo20 ykaszamens «HayuoHanbHbie
cmaHOapmol». Coomeememayow,as UHGhopMayusi, yeedoMIeHUe U MeKCmbl pasMewalmcs makxe 8 UH-
gopmayuoHHOU cucmeme 06wea0 Noab3osaHuUss — Ha oghuyuansHoM calime PedepanbHO20 azeHmcmea fno
MexXHUYEeCKOMY peaynuposaHuro U Memposnoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© ISO, 2019
© OdpopmneHue. ®IBY «UMHcTUTYT cTaHgapTuzayuny», 2023

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NnpoCcTpaHeH B Ka4vecTBe ocbmu,uaanoro n3gaHus tes pas3pelieHna dJe,qepaanoro dreHTCTBa no TexHu4de-
CKOMY perynmnpoeaHu N MeTponornn
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BeegeHue

Bnarogaps gocTynHocTW U BLICTPOTE NOMyYeHUs peayrnksTata UcCcrefoBaHui No MeCcTy HaxoXaeHus na-
umeHTa (MMHIT) meanumnHckne nzgenus ona WMHTI (nanee — wapenue ana MMHI, nagenve) wupoko uc-
Nonb3yKT B KAYEeCTBe MHCTPYMEHTa ANS NPUHATUA PELUeHU B OTHOLUEHUM COCTOSIHUS 300POBbS, NEYEHWs U
yxofa 3a nayueHTamu. Takue pelleHUsi MOTyT BKMYaTh rocnuTan1M3auuio, HanpaeneHue nauneHTa B apyrue
nevyebHo-NpothUnakTMYecKke yupexaeHus 1 LerneHanpasneHHoe BeaeHe nauueHTta. Mepel, npeanpuHaTbie
no peaynsratam MMHIT, MoryT uMeTb rpax4aHcKo-NpaBoBLIie W/UNK WHble opUuOUYeckue NocnencTBus, Takne
KaK OTCTpaHeHWe OT TPYLOBOW AeATENbHOCTU, MPUHATME PELLEHUA Cyaa NO ceMelHbIM Aenam, OTMeHa OCBO-
BoxaeHWs nopg 3anor, yCrnoBHO-4OCPOYHOE OCBODOXAEHME.

Hanuune npocTbix B UCNONbL30BAHWUA W3AENUA MPUBENO K PacLUMPEHUD BO3MOMKHOCTM NpoBeaeHus
MMHTI npu okazaHu® MeaAULMHCKOW NOMOLLW, HanpuMep: UCcneaoBaHue rmiKo3bl, aHanna pakTopoB cBep-
TbIBaHWS KPOBM, OLEHKA MapKepoB MHMEKUNOHHbIX, CepaeyYHO-COCYAMCThIX 3aboneBaHuii, onpegeneHue re-
MornobuHa, onpegeneHue KonuuecTBa NeWKOLMTOB, NMPOBeAEHWME TecTa Ha GepeMeHHOCTb, 0BHapyxXeHue
aKTOB UCMNOMNb30BaHUA 3aMNPELLEHHbLIX HAPKOTUYECKUX NPpenapaToB U TECTUPOBAHME Ha LOMUHT.

Hapsagy co cTaHgapTHBIMKU NpaBunaMun NpoBedEeHUs] UCCMNENOBaHUSA XKUOKOCTEN OpraHM3mMa, BbloeneHun
N TKaHeWl naumeHTa B KOHTPONMMPYEMbIX U perynmpyembix yCrnoBusx MeguumHckon nabopatopun, MMHI Bo
BCEM MUpe BCe Yalle NpoBoAAT nonb3oBaTteny usgenvid ons MMHNM (ganee — nonb3oBartenu, nons3oBaTenm
M34enuin) BHe CTaHAapTHbIX NabopaTopHbIX YCroBuiA 6e3 nogaep Kk MeauMuMHCKon nabopaTopuu.

WMHTI1 moryT BbiTe NpOBEAEHEl MPU OKa3aHUUM MEOULWHCKOW MOMOLLM B YCMOBUSAX, BKIHOYAKLLMX, HO
He OrpaHUYMBaKLLUX: CTAaUMOHapHble M aMBynaTopHble MegULIMHCKWME yYpexaeHus, anTeku, ensalepckue,
aKkyLlepcKue NyHKTbl, yYpeXaeHWUst JOMTOCPOYHOr0 YX04a, MeguUMHCKMe KabuHeTsl B OTAANEHHBIX U CEMNbCKUX
paroHax, 0bLecTBeHHbIe OpraHn3aUnm, Takme KakK NpaBooXpaHUTEeNbHbIe OpraHbl, MPOM3BOACTBEHHbIe Npea-
NPUATKUS, CNOPTUBHBLIE COOPYXEHWUS, HayYHble yYpexaeHUs, BOEHHbIe YacTW, TOProBble LIEHTPbI, a TakkKe npu
Ypes3BbIYaMHbIX CUTYaUUsaX, CTUXMAHBIX BeacTBUSAX.

Mockoneky pesynsratel MMHIT MoryT 6biTh MCNOML30BaHbLl ANS NPUHATUSA 3HAYUMBIX PELUEHUA O 300-
pPOBbE MaLMEHTOR, XXU3HEHHO BaXHO, YTOBbI n3genne yHKUMOHMPORANO AOMKHLIM 0Bpa3om AN nony4YyeHus
OOCTOBEPHLIX pPe3ynsraToB, a Nonb3oBateny nsgenuii Bbinu KOMNeTeHTHbIMKW B YacTu npoeegeHus MMHI.
Ons atoit uenu HeobxogMmo, 4ToObI CUCTEMa KOHTpONs KadyecTBa Obina npefocTaBneHa pykoBOAMTENeM Mo
KOHTponto kadectea MMHI (ganee — pykosogutens MMHI, pykoBoguTens) n 4OCTyNHa Nonb3oBaTensam.

BepoATHOCTb Mony4yeHMsi HegocTOBepHbIX pesynstatoB MMHIT Bo3dpacTaeT npu ocylecTBNeHUd na-
BopaTopHOW OeATeNnbHOCTW, HE COOTBETCTBYKLWEN TpeboBaHMAM CUMCTEMbI KOHTDPOMS KadecTBa, YTO MOXET
OKasaTb HEeraTMBHOE BNUSAHWE Ha NauneHTa C TOHKW 3peHUs MPUHATUS pelleHniA, KacalLlWmnXca COCTOAHNS ero
300pOBbSA UMW NpeoCTaBNeHns emMy Mep COLManbHOW NOOOEDXKKN.

HacTtosilmin cTaHgapT U3noXeH SOCTYMHbIM A8 MOHUMMAaHWUA A3bIKOM. Ero Lenb cocToUT B TOM, YTOOBI
NpegocTaBUTb PYKOBOAMTEMO W MOMb30BaTeNnsM pekomMeHZauun no oueHke LenecoobpasHocTu npegnara-
emoro MMHTIM, Beibopy metogoB 1 usgenuin gnsa VIMHI, B ToM 4Micrne No TEXHUYECKMM XapakTepucTuKam
m3genuin 1 ksanudukaumMm ux nonb3oBaTtenen, KoTopble obecnevar HaOeXHOCTb, KA4YEeCTBO M NpaBUIbHYH
WHTEPNPETALMIO NOMYyYEHHbIX pe3ynbLTaToB, COOTBRETCTBYOLME NPeanonaraeMomMy MCNonb30BaHUIO.

PekomeHayeTtca, 4Tobbl NpoM3BOAUTENN W MOCTABLUMKW U3Oenuii obpaTnnu BHUMaHWe Nokynartensa Ha
HaCTOALLWMIA CTAaHOAPT C LENbo NpuMeHeHns ero TpeboBaHWi Npu aKCNyaTauumn M34enuii No HasHavyeHuio.

Mpumevanune 1 — lNpunoxeHnsa cogepxat nogpobHy MHpopmauuio 1 0obaBNAKT KOHTEKCT, KOTOPLIA He
BKITHOYEH B OCHOBHYHK 4acCTb HAcTosLWero ctangapTa. [osTtomy, 4ToObl MONHOCTLIO OLEHWTL €0, NOMNb30BAaTENO PEKOMEH-
pyetca ybeguTeca B TOM, MTO COOTBETCTBYHOLLME NMPUMNOXKEHUA NPUMEHSAIOT BMECTE C OCHOBHOWM YacTbi CTaHaapTa.

Mpumevyanue 2 — [peanonaraercd, 4To nNpoueaypsbl pa3paboTaHbl B COOTBETCTBMM C 3aKOHOAATENBHBIMW U
HOPMAaTUBHBIMW TPeBOoBaHUAMMN.

MpumeyaHue 3 — B HekoTOpbIX pa3fgenax HacTOALLEro ctaHgapTa ycTaHoBMeHsl TpeboBaHWA K nepcoHany
MeauuMHCcKux nabopaTopui, KOTOpLIA AormkeH oBnagaTe HeoBX0OAMMO KOMMETEHLMEN ANA NPeAoCTaBNeEHNs KOHCYNbTa-
umi 1 pabotate B nabopaTtopusax, COOTBETCTBYIOLLMX MEXAyHapoaHbeIM cTaHgapram, Bknodas MCO 15189 «MeauunHckme
nabopatopuu. TpeboBaHWA K Ka4yecTBY U koMneTeHTHocTu» U MCO 22870 «lccnegoBaHusa no mecty neyveHus (POCT).
TpeboBaHUA Kk KA4ECTBY M KOMMETEHTHOCTUY.

v
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FOCT P 70826—2023/ISO/TS 22583:2019

HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

MPABUIA ONA PYKOBOAUTENEW NPOBEAEHWUA UCCNEQOBAHUN
MO MECTY HAXOXXOEHUA MNALUMEHTA (MMHM) U NONb30OBATENEA MEQAULUMHCKUX U3OENUNA,
NPEOHA3HAYEHHBLIX ANA 3TUX LENEN

Guidance for supervisors and operators of point-of-care testing (POCT) devices

Oarta BBegeHna — 2024—05—01

1 ObnacTtb NnpUMeHeHus

HacToAawmi cTangapT COOep:XWUT npasBuna U pekoMeHdauun ONs pyKoBOOAWTENnen KOHTPONA KadecTBa
npoBegeHusa NCCNeaoBaHni No MecTy HaxoxaeHus nauunenTa (MMHI) n none3oBaTtenen nagenui, rae MMHI
BbIMOMHAET He NepcoHan MeguuuHckoin nabopartopun. HacToawmin ctaHgapT BKkMoyaeT B cebs knyesble
KOMMOHEHThI, KOTOpbIe criefQyeT y4nThiBaTh Ana obecneveHnss 6e3onacHeIX U HagexHbIX pesynsratos MMHIT.

CamoTecTMpoBaHne UCKMYEeHO M3 HAacTosALWEero cTaHgapTa.

2 HopmaTtuBHbIE CChINKK

Hactoawmn CTaHOapT HE COAepPXWUT HOPMaTUBHbBIX CCbINOK.

3 TepmuHbI 1 onpegeneHns

B HacToAwWweM cTaHgapTe NpUMEHEHbI criedyrolne TEPMUHBI C COOTBETCTBYOLLMMIM onpegeneHusamm.
TepmuHonornyeckue 6asbl gaHHeix MCO n MAK gocTynHel No cneaylowmm MHTepHeT-agpecam:

- nnatdpopMa oHnanH-npocmotpa MCO no agpecy: http://www.iso.org/obp;

- Onektponeama M3K no agpecy: http://www.electropedia.org/.

3.1 aHanwuT (analyte): KOMNOHEHT, KOTOPLIN N3MEPSIIOT, UCCMEAYIOT UMW PACCHUTLIBAIOT.

lpumep — MoKo3a, MPONOHUH, KOKauH, aHmumena k BUY.

3.2 6buonoruveckuit pedrepeHTHbIA UHTepBan, pecepeHTHLIN AMana3oH, HOpManbHbIR AUanasoH,
HopmanbHoe 3Ha4deHue (biological reference interval reference range, normal range, normal value): Cne-
LWULMPOBaHHLIA UHTEPBan pacnpefeneHns 3Ha4YeHui, NonyyYeHHbIX B Buonornyeckon pedepeHTHON no-
nynaguu.

MpumeyaHune 1 — PedepeHTHLIA MHTEpBan COCTOMT M3 3HAYEHW UNKW AnanasoHa 3HadeHWul aHanuma
(cm. 3.1), npegnonaraemoro AN «300POBOroO YernoBekay». VX MHorga HasbiBaloT «HOpManbHbIMUY 3HadeHuamn. B To Bpe-
M$ KaK «HOpMarbHble» 3Ha4eHWa AManas3oHoB MOryT ykasbliBaTb Ha Bnarononyyne nayueqma (cm. 3.10), cnegyeT y4uTbl-
BaTb, YTO pe3ynbTaT B Npefenax « HopMarbHbIX» 3Ha4eHWA AuanasoHa He obsasaTenbHO 03HaqaeT, YTo nayueHm (cMm. 3.10)
300pOB, WMWY Pe3yneTaT 3a npedenaMy «HOpManbHbIX» 3Ha4YeHW Auana3oHa He oba3aTenbHO 03HaYaeT, YTo nayueHm
(cm. 3.10) He 3popoB. Takke BaXKHO OTMETUTL, YTO 3HAYEHUSA KHOPManbHbIX» AWMAanasoHOB MOTYT OTNNYATLECA OT usdenus
(cm. 3.6) c ogHOWM aHaNUTU4YeCcKoW cucTemMon K usdenuto (cM. 3.6) ¢ Apyro aHanUTUYeCcKOW CUCTEMOW U OT OAHOWN Nonyns-
LMK YernoBeka K OpYrou.

MpumeyaHue 2— B HeKoTOpbIX criy4asx, Takux Kak nccnegoBaHuns Ha 3noynotpebneHne HapKoTUKamu, Hop-
ManbHOe 3HaYyeHue JOMKHO BbiTh OTpMUATENbHBIM UMW He OBHapYKMBaTLCS.

[MCO 15189:2012, 3.4, nameHeHO — npumedaHua 1—4 yaaneHsl n gobasneHo npumedanue 1]

MapaHune ochbuumnansHoe
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3.3 nepegaya oTBETCTBEHHOCTU, Nepefaya nayneHTa, nepegada (clinical handover, patient handover,
handover): Nepenaya 0TBETCTBEHHOCTU MOMHOCTLK UMW YacTUYHO 3a BegeHue nayueHma (cm. 3.10) gpyromy
NWUUY UNK rpynne N, Ha BpEMEeHHOW UK NMOCTOSHHOW OCHOBE.

MpumeyvyaHue 1—Tlepegaya oTBETCTBEHHOCTW B YacTu BegeHus nayueHma (cMm. 3.10) Mexay MeguUUHCKUMUN
opraHusauusiMu Unv nogpasgeneHnusiMU SBMNSETCs CUTyaLMen BEICOKOrO pucka, a olnbKW, CBsizaHHbIE C Nepedavyen oT-
BETCTBEHHOCTW — 3TO OCHOBHbIE UCTOMHKKWM NPENOTBpPaTUMOro Bpeaa nayueHmy (cm. 3.10).

MpumeyaHue 2 — CTpyKTypMpOBaHHas W CTaHOApPTU30BaHHasa npoueaypa nepenadn oTBETCTBEHHOCTU 3a
BedeHWe nauueHTa asnsetca 3EeKTUBHON, CHWXaeT KONMYecTBO oWMOOK M MnoBbilaeT He30nacHOCTb nayueHmos
(cm. 3.10).

MpumevyaHue 3 — lNpumepom nepenayn OTBETCTBEHHOCTU ABNSAETCH obecnedeHne CBOEBPEMEHHOIO YBEAOM-
NEeHUsA YNONMHOMOYEHHOMY NMULY 0 KPUTMYECKUX peaynkTaTtax, YTobbl CBECTU K MUHUMYMY Bpen Ana nayuedma (cm. 3.10).

3.4 komneTeHTHOCTL (competence): NpogeMoOHCTPUpOBaHHAsA CMOCOOHOCTb NPUMEHSTE 3HAHWSA U YMe-
HWA Ona nonyyeHnsa TodHoro pesynstata MMHIT.

[MCO 15189:2012, 3.5, nameHeHo — pobaBneHo «ans nony4veHus TodHoro pesynbrata MMHI» u yoa-
NeHo npumeyaHue]

3.5 kpuTHnyeckmne pesynbrarthbl (critical results): PesynbraTthl 3a npegenamu yCTaHOBMEHHbLIX OManaso-
HOB, KOTOpbIE MOTYT yKasblBaTb Ha ONAcHy ONS KU3HW CUTyauur 1 TpebyoT HeMedneHHOro yBe4oMIeHNs
neyvailero spava.

3.6 uspenue’ (equipment): Mio6oe o6opyaosaHue, YCTPOMCTBO UAN MHCTPYMEHT, KOTOPbIE MOFYT BbiTh
MCMOonb3oBaHbl Ana BbinonHeHua VMHI (cm. 3.11).

Mpumevyanune 1— lNpumepamu nagenuin ana seinonHeHna MMHI aenaoTcs NpocTbie, MEHAKLLME LBET TECT-
Monocky Ans onpefeneHys rMKo3bl B Mode 1 Donee CnoXHbIE 3MeKTPOHHLIE PYYHLIE UMW HACTONbHbLIE aHANM3aTopbl,
Takve Kak rMoKOMETpbI, aHann3aTopbl MUNUAOR U ankoTECTEPOB.

MpumeyvaHue 2— [N uenen HacTosLWLero cTaHaapTa K uagenusam ans eeinonHeHus MMHI oTHocaT nobele
peareHTbl UMW pacxofHble Matepuansl, Heo6xoaUMble ANs NPOBEOEHUA UCCNEA0BaHNS.

3.7 BHellHAA oueHKa kavecTBa; BOK, npoBepka kBanudukauun; MK (external quality assessment,
EQA, proficiency testing, PT): Nepuognyeckniti npouecc nccnefoeaHuns obpasyos (cM. 3.13) ¢ ycTaHOBNEHHbI-
MW 3HAYEHUSIMW, KOTOPLIE HEM3BECTHbI ydacTHUKaMm BOK.

MpumeyaHue 1 — lNony4yeHHble pe3ynbTaTbl CPABHWMBAKT C APYrMMU pe3ynsTaTaMmy UCCredoBaHusa TOro e
obpasuya (cm. 3.13) Toro ke Buaa uzdenus ans (cm. 3.6) MMHIT (cm. 3.11), yto gaeT yyacTHUKY BOK BO3MOXKHOCTL OLEHUTL
CBOW pesynsTarthl N0 CPaBHEHWIO C APYTUMM.

MpumeyaHue 2 — PekomeHOylOTCA KOMMepYecKku OocTyrnHele nporpammbl BOK. B cnydae oTcyTcTBUA BO3-
MOXHOCTM MX NPUMEHeHUs npovasoguTeny nagenuin ans MMHI n/unn nabopatopum MOryT NpeanoXuTbe NporpamMmmel Cnu-
YUTENbHBIX UCMbITAHWIA (MccnenoBaHnin) obpasyos (cm. 3.13).

3.8 uHTepdepupyrowme dakropbl (interference factors): BewectBo unu npouecc, KOTopble NOXHO
W3MEHSII0T pe3ynbraT TecTa.

MpumeyaHue 1— BnuaHue MOXeT ObITb 3HAYUTENBLHLIM.

MpumevyaHne 2-— BelwgecTBa, KOTOPLIE NOXHO M3MEHRAIOT PE3YNLTaThl MCCNEQOBAHWA MOTYT BbITh SHAOTEHHbI-
MUy [BewecTBa B obpasue (cm. 3.13) nayuenma (cm. 3.10), obpa3oBaHHble B pe3ynsTate ecTeCTBEHHON XU3HeaeATeb-
HOCTW OpraHu3ama, Takue Kak nunugel, benku, aHTuTena) unu aK3oreHHeIMK (BelllecTea B obpasue nauveHTa, NPoHWKLWne
B OpraHn3M 13 BHeLUHeln cpedbl, Takne Kak HapKoTUKK, gkl MW NiekapcTea).

Mpumevanune 3 — Haubonee pacnpocTpaHeHHbIMU WMHTEpPdEPUPYIOWMMK dakTopaMu ABMASAKTCA reMonus
[pa3pbiB 9pUTPOLMTOB U BbIAENEHWE WX COAEPKUMOTO B OKPYXKAIOLLYIO XKMOKOCTb (Hanpumep, nnasmy/CbIBOPOTKY KpoBu)],
rMnepbunupybuHemMusa (kentas unu 3eneHas NUrMeHTauMs NnasMbl/CbIBOPOTKM KPOBWM M3-38 BbICOKOrO YPOBHS BUnMpy-
6uHa) 1 nunemus (aHoManeHO BbICOKasA KOHUEHTpauus NMNMaoB B KPOBW, XapakTepHO, YTO MiasmMa KpoBU MOXET UMETh
Benbli N MOIMOYHBLIA LBET M3-3a NPUCYTCTBUA Xupa).

MpumevyaHne 4 — Tun KoHTeWHepa ANA B3ATUS obpasla Takke MOXET BNUATL Ha UCCredoBaHue, NOCKOMbKY
KOHTEMHepbl YacTo Coaepar AONONHUTENbHbIE KOMMOHEHTHI.

3.9 BHyTpeHHU KoHTponb kKa4vecTBa; BKK, koHTponb kavectra; KK (internal quality control, 1QC,
quality control, QC): BHyTpeHHss npouenypa, KoTopas OTCNeXMBaeT NpoLecc UCCNefoBaHUs ¢ Uenbko nog-

" [Ons yeneti Hacmosiwezo cmaHOdapma mepMuH «u30enue» coomeememayem mepMUHy «MeduyuHCKoe u3denues
e coomeemcmeauu ¢ @edepanbHbiM 3akoHoM om 21 Hosbpsa 2011 2. Ne 323-®3 «O6 ocHogax oxpaHb! 300p0ebs epaxoaH
8 Pocculickot @edepayuu».

2
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TBEpPXOEeHWNA NpaBUITIbHOCTWU BbINONTHEHWUA CUCTEMHBIX TpeﬁOBaHMFI M C BbICOKOW CTEMNEeHbIo AOCTOBEPHOCTK
noareepxgaet Ha4eXHOCTb pe3ynbraTtoB OJ14 MX BKITHOYEHWUA B NMPOTOKOI.

MpumevaHune — O6pa3sysl (cMm. 3.13) BKK cogepxaT u3BecTHble Konu4yecTBa Uccnedyemoro seujecmsa
(cm. 3.1). Mpennonaraetca, YTO NONy4YeHHbIW pe3ynsTaTt byaet 6nM3ok K N3BECTHOMY 3HAYEHMIO U HAX0AUTCA B Npuemne-
MOM AuanasoHe. Ecnu pesynstaTel BeIXOAAT 3a Npegens! AonyCTUMOro AvanasoHa, Heo6xoaumo npeanpuHaTe AeRCTBUA
no ycTpaHeHuo nNpobnemsl 0o Toro, Kak nayueHmsi (cm. 3.10) nponayT uccnegoBaHue.

3.10 nmauueHT (patient): Yenosek, KOTOpPOMY NPOBOOST WCCMELOBaHWE MO MECTy ero HaxoXOeHUs
(cm. 3.11).

MpumeyaHue 1— B HacTosAWeM cTaHOapTe TEPMUH «NaUMEHT» MCMOMNL30BaH KOHUENTYansHO.

Mpnmevyanue 2— Cnegyer OTMETUTL, YTO YENOBeK, KOTOPbIA npoxoauT MMHIT (cm. 3.11), MoxeT He umMeTb
Tekyllero 3aboneBaHvsa W, criegoBaTenbHO, He MOXET BbiTh MaUMeHTOM Kak TakoBblM. 3TO MOryT ObiTb 3aKas4yukM unu
nepcoHan nabopaTtopuu, NPOXOAsALIMe UccnefoBaHue Mo NpPUYMHAM, OTNWYHBIM OT MOMYYeHUA MEeOWMLUMHCKOW MOMOLLM,
TaKUM Kak CKpUHUWHI, MeguuMHcKoe obcnegoBaHve nepeq npMemMoM Ha paboTy unK oueHka UCMoNb30BaHWA NpenapartoB
MM XMMWYECKMX BELLECTB, NOBbIWAKLIMX paboTocnocoBHOCTE (0MNUHT).

3.11 nccnegoraHue nNo Mecty HaxoxaeHusa nauymweHTta; VMHIM (point-of-care testing, POCT, near-
patient testing): MiccnegoBaHue, KOTOpoe BLINOMNHSAKT B HEMOCPEACTBEHHOW BNWM30CTW OT NauneHTa Unn rno me-
CTY €ro HaxoXAeHWUsl U pe3ynbTaT KOTOPOro BMWAET HA BO3MOXHOE M3MeHeHWe nedenns nayueHma (cm. 3.10).

3.12 opranusauus, npegocTtaensowasn ycnyru no nposegeHuo MMHI, noctaswuk yenyr UMHI
(point of care, testing service provider, POCT service provider): ®uandeckoe nuuo Uiy opraHu3aumns, oTBeT-
CTBEeHHble 3a npepoctaenexdme MMHIT (cm. 3.11).

3.13 nepeuyHan npoba, o6paseu (sample, primary sample, specimen): uckpetHasa nopuunsa Guonoru-
UYECKOWN XUOKOCTK (Hanpumep, KpOBMW, MOYM, CMIOHBI), BEIObIXAaEMOro BO34yxXa, BOMNOC UMW TKaHekn, B3ATaa Ans
WUMHIT (cm. 3.11), koTopas npefcTaBnseT OpraHMamM YenoBeKa B Lenom.

MpumeyvaHue 1 — B HeKoTOpbIX CTPaHax BMECTO TEPMMHA «npoba» WCNonb3yloT TepMUHbl «obpaseu» unm
«NepBUYHbLIA obpaseu». [na Uenel HacToslero craHdapTa TepMuHbl «obpasely, «nepBUYHBIA obpaseu» U «npobax
crnefyeT cHMTaTh CMHOHUMMWYHBIMU.

MpumeuvaHnne 2 — WcrouHnk obpasuoB KpPOBWM (apTepuanbHasl, BEHO3HAd WU KanunnapHasa) ABnAeTcs
ele ogHMM BaXKHbIM hakTopoM, nockoneky pesdynstaTtel MMHI ana obpasuos kanunnspHOW KPOBU MOTYT OTNMYaThLCS
OT pe3ynsTatoB 00pasuUoB apTepuansHOW, BEHO3HOW KPOBW ANSA ONpeaeneHHbIX MCCNeaoBaHWi U Npy onpeaeneHHbIX
obcTosiTensCTBax.

3.14 cpouHble pe3ynbraTbl (urgent results): Peaynsrathl, HeobxoavMmMble ONs 0KaszaHWst MeguLMHCKOR
NOMOLLWM NAUMEeHTYy B TeYeHe MUHUManbHOro nepnoga BpemMeHu.

3.15 anugauua (validation): NoaTBepxOeHWe 3asBMNEHHbLIX NPOU3BOOMTENEM 3KCMNyaTaLWOHHbIX Xa-
pPaKkTEPUCTUK WU OrpaHnYeHnin ucnons3oranusa uzdenus (cm. 3.6) onsa MMHI (cm. 3.11) n onpegeneHune dakTo-
POB, KOTOPbIE MOFYT U3MEHUTL 3TWU XapaKkTepPUCTUKM B TOW UM NHOW CTEMEHN.

Mpumevyanne 1 — CywecTBeHHbIMW NokasaTenAamMyu AN AOCTOBEPHOCTW pesynbTata ABMAOTCA aHanum
(cm. 3.1), Tun obpasya (cm. 3.13) (apTepuanbHas, BEHO3HAsA UMW KanunnapHasa KpoBb; NNasma; moya) U Hanuiue UHTep-
depupyrowmnx ghakmopoe (cM. 3.8).

MpumevyaHue 2—loaTBepxaeHWe TOro, YTO METO COOTBETCTBYET Ha3Ha4YeHWIo (NoOOX0ANT ANg npegnonara-
€MOro UCNONbL30BaHWSA).

3.16 Bepudmkauma (verification): MNMogTeepKoeHne NOCPeACTBOM NPeACcTaBneHWst 0ObEeKTUBHbIX CBU-
JeTenbCTB TOro, YTO YCTaHOBMeHHble TpeboBaHWs K M34envam BbiMOSIHEHbl focmaswukom ycrnye MMHIT
(cm. 3.12).

4 MepcoHan

4.1 TpeboBaHUA K pyKOBOAUTETIO

HomxHo(bl) 6bITb HasHaveHo(bl) nuuo(a), pykoBoauTenb, KoTopoe(ble) WUMEeeT(T) MOMHOMOYMS W
HeceT(yT) OTBETCTBEHHOCTb 3a Ka4ecTBO 06CNyKMBaHWA NauneHToB 1 obnaaaeT(loT) KOMNETEHLUSIMUA, NO3BO-
MASOLWMMU KOHTPONMPOBAaTEL NPOBOAUMEIE UCCIIEN0BaHUS.

PykoBoOouTens HeceT OTBETCTBEHHOCTL 3a KAYeCTBO, CBOEBPEMEHHOCTL, TOMHOCTL U 6E830MaCHOCTL NPo-
BegeHua MMHI, skniouas aHanms puckos (cMm. 9.2.5).
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PykoBogutens gomkeH onpegenutb yHKUMKM 1 0bAazaHHOCTU nonb3oBaTtenen uzgenuin ana MMHI, a
TaKKe:

- BbIOpaTh COOTBETCTBYOLME UCCNEN0BAHMS NOCIe KOHCYNLTaLMy ¢ MeQULUHCKUM CMeLnanucTomM, npu
HeobxoaumMocTu;

- 0becneynTb KOHMUAEHLNANBHOCTL NEPCOHaNBHON MHAOPMALIMK U pPe3ynsTaToB UccneoBaHus nauum-
eHTOB, NpoxoaALnX obcnegoBaHmne;

- NpegoCcTaBUTh BO3MOXHOCTb MHTEPNpEeTaLnn pesynsTaTos;

- NpegoCcTaBUTb BO3MOXHOCTL NPOBEAEHWSA KOHCYbTaLWiA;

- NpenocTaBUTL pe3ynbTaThl MCCNedOBaHUA W/UMKM HanpaBneHWe Ha COOTBETCTBYHOLWee UMNKn Heobxoau-
MOe A0MNOMHUTENbHOEe UCCnenoBaHue;

- BbIOpaTh nogxoadwee nsgenve ana UMHIT;

- 0becnevynTb BbINONHEHWE NPUMEHSIEMbIX UHCTPYKLNA;

- obecne4ynTb NPOBEAEHWE NPOoLEeayp KOHTPOMS KavyecTBa C NoCneaylLwmuM ero aHanmsom 1 NpuHATUEM
KOPPEKTUPYIOLLUX MEp;

- pazpaboTtaTtb M akTyanuanpoBaTb BHYTPEHHUE UHCTPYKLUN UINU NPOLECChI;

- 0By4YnTh Nonb3oBaTeENEN Y OLLEHUTL UX KOMMETEHTHOCTL;

- 0becneynTb COOTBETCTBYHOLIME YCNOBKUA ANA NPOBEOEHUA UCCNef0BaHWIA;

- obecneynTb ynpaerneHme matepuanbHbiMU pecypcamMu;

- obecneynTb Hagnexalyto 1 aekTUBHYIO Nepegadvy AaHHbIX KIMMHUHYECKOrO MCCNeqoBaHuns;

- obecnevnTb cooTBETCTBYOLWME Npoleaypbl 6rnobesonacHoCTN U MHAPEKLMOHHOMO KOHTPOSS.

PykoBogutens gormkeH obecnevyvTb Hanuuue npouenyp, COOTBETCTBYHOLUMX YCIyre no NpoBedeHU
MMHT1, a Takke Mx BbINOMHEHWE NOMNb30BaTENSAMMU.

B cnyuae HeobxoOUMOCTH pYKOBOOAUTENL AOIKEH 0DECNeYmMTb BO3MOXHOCTL NMPEefoCTaBNeHUS KOHCYb-
Tauui ¢ MeauLMHCKAM CneuyanncToM 1 cneuuannucToM MeguluHCKon nabopatopum.

4.2 TpeGoBaHUA K NoNb3oBaTenam

4.2.1 O6wmMe nonoxeHus

OomxkHo(bl) BbiTb Ha3HadveHo(bl) Nuuo(a) (nons3oBatens nagenua ana MMHM), npoweawee(ne) obyude-
HWEe 1 NpoaeMOHCTPUpOBaBLUEe(Me) KOMNETEHTHOCTL, HeOBXOAUMYI AnNsl NPOBENEHUs MccrneoBaHMi. Pyko-
BOOMUTENb TakKe MOXKeT OblTb NOMb30BATENEM.

4.2.2 O6yyeHune

HomxHa 6bITe BHEAPEHa nporpamma oby4eHusi nonb3oBaTenemn, KoTopas:

- ONUCLIBAET KITIOYEBbLIE acreKThl Npouecca UccneoBaHus, BKMYas:

- Lenb npouecca uccnenoBaHus,
- €0 OCHOBHbIE 3Tanbl,
- 3Ha4YMMOCTb KaxXJoro atana;

- rapaHTUpyeT, YTO NOMNb30BaTENM MOTYT NOMyyYaTh AOCTOBEPHbLIE PE3yNbTaThl;

- onucbiBaeT TpeboBaHWA K NporpamMmmamM BHYTPEHHEND KOHTPOMS Ka4ecTBa M BHELLHEN OLIeHKM KavyecTsa
1 obecrneYnBaeT UX NPUMEeHeHue (Mpu Hanuuun);

- 3asIBNSAET 0 BaXHOCTM cOBNoaeHWs Npasun, NpoLueayp ¥ MHCTPYKUWIA MO MPUMEHEHWIO U3AENUA.

Bce nonb3oBatenu OoMxHbI YCNELWHO NPORTKU NporpaMmmy obydeHust.

Mporpamma obyveHuss gornxkHa oBHOBNATLCH, KOrga NPoOMCXOaAT U3MEHEHWA NMpoLueaypbl NPOBEgeHWs
uccnefoBaHus (Hanpumep, BBeAeHbl HOBOE M34ENWE UMM MHCTPYKLMSA), NOMNb30BaTENU B 3TOM Cly4Yae OOMKHbI
BbITb 0By4eHbl N0 akTyanbHOW NporpamMe.

Mporpamma oby4eHnsi [OMKHA Nepuoanveckn OLEeHMBATLCS Ha nNpeaMeT 3hdeKTUBHOCTU.

MpumeyvyaHmnme — AcnekTbl Npouecca UccnegoBaHwWa, KOTopble cnegyeT yuuThiBaTe B y4eOHbIX nporpaMmmax,
OnucaHbl B NpUIOXeHUn A.

4.2.3 KomneTeHTHOCTbL NONbL30BaTEnNs

Monb3oBaTenu 4OMKHbI BbITE OLEHEHbI HA MPeAMET KOMMNETEHTHOCTMW Nocre oby4YeHnst U 40 TOro, Kak UM
ByneT paspelleHo NpOBOAUTL UCCINEeN0BaHNS.

Monb3oBaTenun, NpU3HaHHble HEKOMMNETEHTHbIMW, He AO0MXKHbl NPOBOAWTL WCCMNeaoBaHWi A0 Tex nop,
noKa OHW He NPonAayT NepenoAroToBKy U He ByayT NpM3HaHbl KOMNETEHTHLIMMN.

OueHKa KOMMNETEHTHOCTW NONb30BaTeNen A0MKHA NPOBOAUTLCA C 3annaHMPOBaHHON NepPUOOUYHOCTHIO,
MHTepBan oueHKn KOMNETEHTHOCTW YCTAHABNMBAKT B 3aBUCUMOCTH:

- OT KONMYecTBa UCCNeaoBaHni 1 4acTOThbl X NPOBEAEHUS;
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- KonM4ecTBa UccnenoBaHui, NPOBOAUMBIX KaXObIM NONb30BaTENEM;

- CITOXHOCTKU UCCNeaoBaHusa (CTENEHN CNOXHOCTH);

- pesynkLTaToB OLUEHKM KayecTBa (HanpuMmep, B criyyae BbiSBNEHUSA DOMbLIOrO KONM4YecTBa OWKUBOK He-
0bxooMMO NMpOBECTWM aHanu3, YCTAHOBUThL MPUYMHBI MX MOABMEHUS M COKPATWUTL MHTEpBan npoeefeHue ob-
YyYeHMs).

Ecnn nonb3oBaTtens ¢ NOATBEPXOEHHON KOMNETEHTHOCTLIO He MPOBOAWT MCCNEOBaHWA, MOCTaBLUUKY
yenyr MIMHI cnegyet paccmoTpeTb NpUeMemblil CPOK, B TEYEHWE KOTOPOro Momnb30BaTens CHUTaKT KoMMe-
TEHTHbIM ANS NPOBEAEHUSA UCCrenoBaHuWiA, N NOBTOPHAas OLEHKa KOMNEeTeHTHOCTU He TpebyeTcs. Mo ucteve-
HUW YCTAHORMEHHOIo MNPMEMIIEMOrO CpoKa Monb30BaTeNb AOIDKEH NOBTOPHO MOATBEPAUTL CBOK KOMMETEHT-
HOCTb.

Kak npaBwuno, pegko npoBogumble MccriefoBaHusi TpebyrT Gonee 4acTol OUEHKM KOMMETEHTHOCTM
nonb3oBaTenen.

KonuyecTBo M 4acTtoTa NpoOBeAEHHbIX UCCMef0BaHUNM, B TOM YMCIe 4acToTa y4yacTusi Monb3oBaTens B
UMHIM moryT npyMeHATLCS ANs onpeaeneHus MHTepBana oueHkn komnetTeHTHocT. CnoxHocte MMHI Tak-
e MOXeT NOBMWSATL Ha MHTepBan OLeHKW KOMMETEHTHOCTW MoNb30oBaTenei, NOCKONbKY BhINONHeHWe Bonee
CINOXHbIX MCCNeOBaHMIA YacTo 3aTpyoHUTENbHO, 0coBEHHO Koraa uccneqoBaHusa npoeoasaT peako. Cneposa-
TEMNbLHO, 3annNaHNpoBaHHbie MHTEPBAIbl MOBTOPHOW OLIEHKM KOMMETEHTHOCTU AOMKHbI YUUTEIBATE KONMUYECTBO
MMHTI, npoBoaMMbIX ogHUM nonb3oBartenem, T. e. 1 uccnegosaHue, 10 nccnenosanunii, 100 nccnegoBaHui,
BbINMOMHAEMbIX EXeAHEBHO, eXXeHeaenbHO, eXXeMecsa4YHO UMW eXerogHo B 3aBUCUMOCTU OT CTEMEHW CMOXHO-
ctv MUMHTI. PesynstaThl OLEHKM KOMMETEHTHOCTM AOMKHLI ObiTb 3a(MKCMpOBaHbl B COOTBETCTBUM C 3apaHee
onpeneneHHbIM HabopPOM AOCTWKUMBIX U M3MEPUMbLIX LIENEN, YCTAHOBIMEHHbIX PYKOBOAUTENEM.

Ecnu no pesynstatam oby4yeHns Nnonb3oBaTeny Npu3HaHbl HEKOMMNETEHTHBIMUW, TO NporpaMma oby4veHus
JOMKHa ObITh NepecMoTpeHa 1, Npu HeobXxooMMOCTH, YCOBEPLLIEHCTBOBaHA.

n puMmedvyaHune — AcnekTbl nccnenoBaHna, KOTopble cneayeTt yduTblBaTe B NporpamMmmax DGyHEHMH OLUEHKN
KOMNETEHTHOCTW, ONKMCaHbl B MPUNOXEHNN A.

5 Bbi6op usgenua gna AMHI

Buibop nzgenunsa ona MMHI gomkeH yuyuThiBaTh:

- 0bbem u uenb MMHIT,;

- 3KCNMyaTauWoHHbIe XapaKTepUcTUKN U3Lenus;

- HaAeXHOCTb U3Oenus Npwu UCNonb30BaHNK;

- NOTPEBHOCTU TeX, KTO OOMKEH MPONTW NCCNEa0oBaHUNE;

- opyrue notpebHoCTH TpeTbLEWN CTOPOHLI, HAaNpuMep 3anpoc pabotogaTens;

- HAUMOHAanbHbIE WU pernoHarnbHbIe HOpMaTUBHbIE TpeboBaHUs.

HecmoTtpsa Ha To yTo n3genue gna MMHI MoXeT He COOTBETCTBOBATb BCEM MPeanoYTUTENbHbIM Xa-
pakTepuUCTUKaM, KOTOpble OnpeaeneHsbl, nagenve, Hanbonee noaxoasilee ONs KOHKPETHOro UccneaoBaHus,
cnegyert c4ATaTb NPUroAHbIM AN MPUMEHEHWS N0 Ha3HAYEeHWNIO.

HepocTato4Hoe noHumaHue obnactu npumMeHenusa nagenusa ans MMHI moxeT npuBecTu k Boibopy u3-
Oennsi, KOTOPOE He MoOXO4WT AMS UCMONb30BaHUA MO HasHadeHu. Boibop nagenns, He COOTBETCTRYHOLLLErO
NPUMEHEHWMIO MO HAa3HA4YEHUHO, MOXET NoBNWATL Ha 6e30nacHOCTL NauneHTa.

Mepen NOKYNKOW U34enua n NpoBegeHnem nccnegosanuii nagenve ana MMHI gomkHo BeiTe ogobpeHo
pYyKOBOOMTENEM KaK NPUrofHOE ANs UCMONb30BaHKUA.

Mpnmevyanue — B npunoxenun B npueeneHsl pekomeHaauum no Belbopy msgenus MMHI.

6 YnpaBneHue npoueccamu UMHI

6.1 O6LwWMe nonoxeHns

Mpouecc nccnegoBaHUA COCTOUT U3 TPEX 3TanoB: NpeaHanuTUYeCKUi, aHanUTUYeCcKUid U NocTaHanuTu-
YECKUIA.

MpeaHanUTUYECKMA aTan UcCneaoBaHua BKNoYaeT B cebs Bce AENCTBUA, BbINOMNHAEMbIE 00 MOMEHTA
npoBeAeHus UccnegoBaHus.
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AHanuTnyecknin aTan BkMoYaeT B cebs ucnonb3oBaHue obpasua nauweHTa v uagenua ana MMHIT c
Llenbio NONy4YeHWs peaynbsrara UCCrefOoBaHNns.

MocTaHanMTUYECKUIA 3Tan, XPOHOMOrMYecKM HaduMHawWMics nocne npoBeaeHUs WMCCNnedoBaHus,
BKITOYAET pacCMOTpPEHWE pe3ynbTatoB, XxpaHeHue Buonormdyeckoro Matepuana, yTunusauuw obpasuoB u
OTXOLO0B, a Takke hopMaTUpOBaHue, MUHTepnpeTauunto, opopmMmneHne 1 Bbigady pe3ynsraToB UCCnedoBaHui,
MUX XpaHeHue,

Bce Tpu 3Tana cnocobCTBYOT NOBLILUEHWIO KA4eCTBa pe3ynsTaToB MCCneoBaHus.

6.2 MNpeaHanuTU4eckui aTan

6.2.1 O6wWwuKe NnonoxeHUn

BonblUMHCTBO OWKMBOK, B TOM Yucre U Hanbonee CyLLEeCTBEHHbIX (Hanpumep, HEBEPHO UAEHTUULIN-
pPOBaHHbIA NaUWeHT, HegocTaToYHbIA 06bem o6pasua, Henoaxoaswmnin obpasel, HenpaBunbHoe obpalleHne
c obpasuom), NnponcxonsaT Ha npeaHanuTuyeckoM atane. CoBeplueHne oWKnbOK HA NpeaHanMTUYECKOM 3Tane
BMWSIET HA OOCTOBEPHOCTb Pe3ynbTaToB MCCNEeA0BaHWUs He3aBUMCUMMO OT TOFO, HACKONbKO MpaBunbHO ByoyT
npoBefeHbl NPoLUecchl aHaNUTUYECKOro MM NocTaHanMTUYeckKoro atana.

WccnepoeaHue obpa3uoB apyroro nauueHTa (B cnyyae owMbku naeHTudmkaumm obpasuos) Bcerga oy-
OEeT 03HayaTb Nony4YeHWe HeJOCTOBEpPHOro pesynsrata. B pesynsraTe Takon OWMBKU NALMEHTY MOXET BbITh
Ha3Ha4YeHO HEeMpaBUITbHOE MeYeHne UM NauMeHT MOXEeT NPoNyCcTUTbL HeobxoauMoe nevyeHne, NPUHUHAB Bpes
CBOEMY OpraHv3my.

6.2.2 NnaHupoBaHWe U pa3BUTUE OEATENbHOCTU NO npegocTtaBneHuto yenyr UMHI

Mpw NNaHUPOBaHUKM 1 PA3BUTUM OeATENLHOCTU NO NpegocTaeneHuo yenyr UMHIT cnefyeTt yunTeiBaTh!

- NoKa3aHWs K MCCeoBaHuio, BKMYAsA NOTeHUManbHble pe3ynsTaThl ANA TeX, KTO NPOXOAUT MeOuLMH-
ckoe obcnepoeaHue;

- Ha KaKylo rpynny nayvMeHToB HanpaeneHa ycnyra no npoeegenuno MMHIT;

- KTO UMEET Npaso NPOWTU UCCNeaoBaHne;

- KpuTEpUKM BbIDOPa COOTBETCTBYHLLNX METOLOB UCcCneaoBanus, nagenui gna MMHI, koTopble AOMmKHbI
OblTb NPEOOoCTaBMNEeHbI;

- KTO MOXeT 3aKasaTb NpoBedeHne UccrnegoBaHus;

- KTO MOXeT MoMy4YrTb pe3ynsTaTel UCCneaoBaHus,;

- TPyOOBbIE pPECYPChI;

- npouenypbl NOATBEPXOEHUA TOro, YTO AeATenbHOCThL nocTaBwuka yenyr MMHI ocywectensieTca B
COOTBETCTBUWN C YCTAHOBIEHHbIMW TpeboBaHUsMU;

- OLleHKyY OLIMBOK U UX NOCrnencTBMa AN nauMeHToB 1 nocTtaewuka yenyr MMHIT;

- TpeboBaHUA K KA4eCTBY, BKIOYAS BHYTPEHHW KOHTPOMb Ka4YeCTBa M BHELLHIOK OLEHKY KayecTea;

- XpaHeHue U3genuid, peareHTOB U pacxodHbIX MaTepuanos;

- HOpMaTUBHble TpeboBaHus.

BoamoxHOCTb NpeaocTaBneHnss KOHCYNbTaLUWi U pEKOMEHZALNIA CO CTOPOHbLI MEAULIMHCKOTO crneumnanu-
cTa u/vunu cneumanucta MeguunHckoin nabopatopun gomkHa ObiTe 4OCTYNHA ANs Nofb3oBaTenen.

6.2.3 OkpyxawLwiaa cpega Ans npoBefeHUA UccnegoBaHUA

Cpepa gona npoeenexus WMHIT nomkHa cooTBeTCTBOBATE YCTAHOBMNEHHBIM TpeboBaHusaMm. Kpome Toro,
JomkHa ObiTb rapaHTMpoBaHa 6e30MacHOCTL B paMKax NpoBeaeHus nccnegoBaHuin Ans nauMeHToB U Nonb3o-
BaTenen, B TOM Yvcre NyTeM MCMOoNb30BaHMA OCTATOMHO NPOCTOPHbIX NabopaTopHbiX NOMELLEHWN, a Takke
obecneveHa KOHOUAEHUNANBHOCTL AaHHbLIX NaLWEHTOB B COOTBETCTBUM C STUHECKMMU M KYNbTYPHBIMKU CO0D-
paXkeHusMun.

6.2.4 Hanu4ne n KayecTBO MaTepuanoB AN NpoBeAeHUA UccnefoBaHUSA

6.2.4.1 Obwmre nonoxeHus

PacxogHble MaTepuansl JOMKHbI ObITh JOCTYMHEI B JOCTATOMHOM KOMNMUYeCTBE ANA NPOBeAeHUA Ucche-
LoBaHus. PacxofHble maTepuansl BKIIOYaKT yCTPONCTBA ANs B3ATWUA 06pa3LoB, KOHTEMHEPbI, TECT-NONOCKK
WKW TECT-KapThl, @ TAKXKe peareHThbl, 3TUKETKW W NMUCbMEHHbIE NMPUHAANeKHOCTU AN MapKMpPOBKKM 00pasLoB.

Hanuuune [ononHUTENBHBIX PACXOAHBIX MaTepManoB MOXET oKa3aTbes LenecoobpasHbiM B crydae ux
3arpsAsHeHnsa unw notepu npu npoeegeHun MMHIT.

Co Bcemu pacxogHbiMM MaTepuanamu cnegyeT obpalaTscsl B COOTBETCTBUM C peKOMeHOaUUs MU Npo-
M3BOAMTENS.
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6.2.4.2 YcTponcTBa Ansg B3aTusa obpasuos

Hapnexaliee npMMmeHeHWe yCTPOWUCTB A5 B3ATUA 0O6pa3L 0B B COOTBETCTBUM C MHCTPYKLUMUSAMW NPOM3BO-
OUTENsi UMeET pellatolliee 3Ha4YeHWe Ans nonydveHnss JOCTOBEPHOro pesyneraTa.

Mpwu B3sTMM 0Bpa3zLa KPOBW NaLMEeHTa OOMKHbI MPUMEHSATLCA OAHOPAa30BbIE YCTPOWCTBA, Takue KaK UMbl
MINW NMaHLETLI, MPU 3TOM UMbl OOIDKHEI ObITh Hagnexawum obpazom 3alluLLeHbl (3IKpaHUPOBaHbI) OT ykona U
yAaneHbl Nocne 0gHOPa3oBOro NCNoMNb30BaHWUSA.

[Npn NOBTOPHOM MCMNOMNb30BAHUM AONONHUTENBLHOMO U3AENUs AN B3ATUSA KPOBW, TAKOTO Kak gep:Katenmu
TPYBOK W KryThbl, AOMKHbLI OblTb MPUMEHEHBI TLWATenNbHble NPOLEAYPbl Ae3NHMEKLUA OIS CHUXKEHWA BEPOAT-
HOCTW NEePEKPECTHOrO 3apaKeHus.

6.2.5 NoToBHoCTL Magenua ana UMHI kK uncnonb3zoBaHuio

6.2.5.1 O6wme nonoxeHus

Mepen uccriegoBaHMem obpasua nauneHTa AoMmKHO 6biTh NOATBEPKAEHO Haanexallee yHKLMOHUPO-
BaHWe nagenus.

Wagenue gonxkHo nponTu koHTponb kadecTtea VMIMHIT B cooTBeTcTBUM € yTBEPXOEHHBIMKU NpoLeaypaMn
M UMETb JOCTATOYHYH 3MEKTPUYECKYO UMW aKKYMYNATOPHYH MOLLHOCTb AN NpoBeAeHWs NOMHOro LKMKna uc-
cnepoBaHus (ecnv NPUMEHKUMO).

TemnepaTtypa okpyxarLlen cpelbl He JOMKHa BbIXOOWTL 3a Npedensl TeMnepaTypHOro gManasoHa, pe-
KOMeHO0BaHHOro narotosutenem usgenusa ansa MMHI.

[ononHutenbHble NapaMeTpbl YCNOBWUIA OKPYXKalLWel cpedbl, NpeannucaHHble W3roToBUTENeM, Takke
LOM¥Hbl COOTBETCTBOBATb YCTAHOBMNEHHLIM TpeboBaHusM.

6.2.5.2 Bannpauwua nagenua gna UMHT1

Banupaunsa nagenusa gna MMHI gomkHa GbITe BeINOMHEHA 00 BBEOEHUS B 3KCMMnyaTauuio ONSA Noa-
TBEDXAEHWS COOTBETCTBUA (PYHKLMOHAMNBHLIX XapakTepucTuk. Ecnu npouaeoguTtens BbIMOMHWN Banuaauuio,
TO NONb30BATENWM MOTYT NonaraTbCa Ha ee pe3ynbTaThl U JOMKHbI NPOBECTU BEpUgUKaUNI0 N3aenus.

Banupauus gonkHa 6bITe NpoBeAeHa B criydae npUMeHeHus MoguduumMpoBaHHOro WM caMoCTOATENb-
HO pa3paboTaHHOrO Monb3oBaTeneM W3LEenusa UMW B Clydae ero MCMonb30BaHWs B YCNOBMWAX, KOTOPbIE He
ObInu NogTBEPXOEHblI NPOU3BOAUTENEM.

MpummedaHue 1 — B HeKoTOpbIX CTpaHax 3anpeLiarwT MPOBOAUTE MOAWMMKALMIO M3Oenus nofb3oBarte-
nem WMHI. MNpepnonaraetca, Y4TO NOPSAOK NPUMEHEHWA W3OEenus COOTBETCTBYET 3aKOHOAATENbHBIM W HOPMAaTUBHBIM
TpeboBaHuaM.

MpumeuvaHnune 2— B npunoxennn B cogepxuTtca gononHUTENbHAA MHOpMaUUsa 0 Banuaauum.

6.2.5.3 Bepudukauyma nanenus gnsg MMHTM

Bepudukauns nagenus gng MMHIM gomkHa ObiTe BbINONHEHA A0 BBE4EHUS B 3KCMMyaTauwno Ansa nog-
TBEPXAEHWSA TOrO, YTO NONbL30BATENW CMOTYT JOCTUYL B pealbHbIX YCIOBUAX TAKUX Xe pesynsTaTos uccneno-
BaHMWN, Kak N NPOM3BOAWTENb B paMKax NpOBe4EHMA Banugauum n3genns.

MpumedyaHue — B npunoxeHun B cogepxutca JononHMTensHas MHopMaums o BeprudurkaLmm.

6.2.5.4 Kanubposka nagenuns ans MMHT
Mpw HeobxogumocTu nagenuve ana MMHI gomxHo 6bITh 0TKANMBpoBaHO B COOTBETCTBUN C MHCTPYKLK-
AMW NPOM3BOOMTENS C UCMNOMNb30BaHMEM KanubpaTtopa, peKOMeHA0BaHHOIO U3roTOBUTEMNEM.

MpumedyaHune — B npunoxeHu B cogepxutca gononHuTensHaa MHopMaLus o Kanubpoeke.

6.2.5.5 TexHu4eckoe obcnyxueaHue nagenusa ansg AMHI

Mporpamma TexHudeckoro obcnyxusanua wagenua onsa MMHI gomkHa 6biTh paszpaboTtaHa ¢ yvyeToMm
CNOXHOCTM M3genusa u TpeboBaHW MHCTPYKL MW Npoun3BoanTens. [Ina TeXxHM4Yeckoro obecnyxmBaHnsa MoryT no-
TpeboBaTbCs YCryrM CO CTOPOHbI MPOU3BOAUTENS.

6.2.6 Cornacue nauveHTa U KOHCYNbLTUpPOBaHWNe

6.2.6.1 OBbLWMe NonoxeHUs

MauneHTel OMKHBLI BbITE NPOUHMOOPMUPOBAHLI O BO3MOXHbBIX pPUCKax, MPenMYyLLecTBaxX WU pesynsraTax
nposogumMoro MMHIT Ha NOHATHOM NauneHTam s3blKke, He COoAepXalleM crneumanbHbiX NpogeccnoHanbHbIX
TEPMWUHOB.

6.2.6.2 Mony4eHune cornacusi nauneHTa

MaymeHT (Mnu, Npu HEOBXOANMOCTK, €ro 3aKOHHBIN NpeacTaBUTeNb) AOMKEH AaTb COrnacue Ha npoee-
JeHWe nccrneqoBaHusa Oo Toro, kak bynet B3aT obpaszey. [ins 6onbwmHeTBa 0bbIvHLIX MMHI cornacue moxeT
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BbITb I'IOJ'Iy‘-IEHOfI'IO,EI,DESyMeBaTbCH, Korga nayuveHT NnpuxogunT Ha OGCJ’IE,EIOBB.HVIG n ,EI,OSDOBOJ'IbHO cornawaeTcH
Ha B3ATHE WU NCcrnegoBaHue oGpaaua.

MpumevyaHue — [logpasymeBaemMoe corfiacne — 3TO COrnacue, KOTopoe NpeaocTaBnsaeTca AeNCTBUAMN -
314ecKoro nuua, aktamu 1 obycnoBneHo obCcToATENLCTBAMU KOHKPETHON CUTYaLUK (UMK, B HEKOTOPLIX CINy4Yasx, Monya-
Hvem unu Be3gencTBreM nuua).

MayneHTaM gomkHa ObiTh NpeAocTaBnNeHa BO3MOXHOCTb oTkasaTtbea oT MMHI no B3aTus obpasua.

B ypesBblMaiHbIX CUTYyaUKsx, Hanpumep nauueHT 0e3 CO3HaHWS, BblpaXeHWe cormacua MoxeT ObiTb
HEeBO3MOXHO, NPU 3TKUX 06CTOATENbLCTBAX NPUEeMNemMo npoeecTy Heobxogumele MMHIT npu ycrnoBum, 4T0 OHKU
Hawbonee COOTBETCTBYIOT MHTEpecaM NaLKUeHTa.

MoxxeT notpeboraTbca Bonee BbICOKUA YPOBEHb COrMacus, M3BECTHLIN Kak MHOPMUPOBAHHOE corna-
cue. lNpegnonaraeTcs, 4YTO Npoueaypbl NoAyyYeHus MHPOPMUPOBAHHOID COrMacusa NayueHToOB COOTBETCTBYHOT
3aKoHoOaTenbHbIM U HOPMaTUBHBIM TPpeboBaHUAM.

Mpn HeobXxoAMMOCTM NoMb3oBaTeNb AOMKEeH MONy4YnTh MH(OPMUPOBaHHOE cormacue As Toro, 4Tobkl
yOeouTbes B TOM, YTO NauMeHT NoHMMaeT hakTbl M nocnenctevs nposegexHmsa VIMHIM.

WMHT1, peaynbsrarbl KOTOPOTO MOTYT OKa3aTb 3HAYWMTEINbLHOE BNUAHWE HA NauueHTa (Hanpumep, uccne-
OOBaHVe Ha HapKOTUKW N uccnenoBaHne Ha MHekUMoHHbIe 3aboneBaHunsi), 4OMKHO BbiTh NPOBEOEHO MPU
Hanu4um MHHOOPMNPOBAHHOIO COrnacus.

[nsa Toro 4To6bl NONYYNTE MHCOOPMUPOBAHHOE cornacue, nauMeHTy oMmKHa OblTe NpegocTaBneHa uH-
dopmauus, BkNvawLwasa obbsacHeHne npoeogmmoro MMHI Ha NOHATHOM NMauneHTY A3bIKE.

PakT nony4YeHnss MHPOPMUPOBAHHOTO COrnacmKs AOMmKeH OblTb 3a00KYMEHTUPOBaH.

6.2.6.3 KoHcynsTupoBaHue naumeHTa

MauneHT gomkeH BbiTe NPOMHMOOPMUPOBAH O NpeanonaraemMoM UCCNeaoBaHnN, BKITOYan BEPOATHOCTb
NOXHOMONOXUTENbBHbLIX M MTOXHOOTPULATENbHbLIX PE3yNbTaToB M NPoLenypy UX NOATBEPHOEHWA, NPU HANUYUK.

Monb3oBaTtens IMHI He Bcerga obnagaeT AOCTAaTOYHOW KOMMETEHTHOCTbIO ANA NpeaocTaBneHnsa npo-
dheccuoHanbHoW nHdopmauun 06 nccnegoeanmu. B Takmx cnyvasax cneunanucT MeaMUMHCKon nabopaTopum
nnnu MeguLMHCKUIA cneuuanucT JOMKHbl Hagnexalmnm obpa3om MpoKOHCYNbTMpOBaTe nauveHTa. Kpome
TOro, Ana NOALEPXKW YCTHOro 0BLeHnsa cnegyeT NpefocTaBnATh JOKYMEHTUPOBAHHbLIE MHCTPYKUMN W yyeb-
Hble Matepuansl, NpegHa3HadYeHHble oA NauneHToB.

6.2.7 NgeHTudMKauma NMYHOCTU NaumeHTa

Mepen Hadanom VMMHI nu4yHOCTL naumMeHTa AomkHa ObliTb OQHO3HAYHO MAEHTUMULIMPOBAHA MNOSb30-
Batenem UMHTII. Mpouenypbl MAeHTUMMKALWN NTMYHOCTW NaLMeEHTa AOMKHbI ObITb YCTAHOBMEHbI M AOCTYMHBI
nonb3oBaTernto.

HecnocobHoCTb NpaBUnbHO MAEHTU(PULUMPOBATL NauMeHTa MOXeT NPUYMHUTE 3HA4YMTENbHbINA Bped na-
LMEHTY W/MNu Bbi3BaTh HEBNaronpuaTHbIE NOCNEACTBUA.

6.2.8 TpeboBaHWA K B3ATUIO 00pa3yoB

Monb3oBaTeny 4OMKHbI YOeauTbesl B TOM, 4TO TpeboBaHWsi Npov3BOAMTENS K B3ATMIO 00pa3sLoB BbINOI-
HeHbl. OTKNOHEHWA OT BbINOMHEHUA Tpe®oBaHMIl MOTYT MPUBECTH K HEQOCTOBEPHOMY pe3ynkTaTty, MOCKOMbKY
KOHKpeTHble TpeboBaHusa Ansa B3aTUs 0Opa3LoB NoATBERKAEeHbl Banuaauuen nponssoanTens.

WHTepBan BpemeHu Mexay B3ATMeM 0Bpa3LoB 1 NpoBEAEHWEM UCCNEA0BaHWUSA He AOMKEH NpeBbILIaTh
3Ha4YeHUKn, ycTaHoBMNeHHbIX npoussogutenem mnagenua ansa VMMHIT, nockonbky 3TO MOXET NPUBECTM K Hefo-
CTOBEPHbLIMW pe3ynbraraM MccneaoBaHus.

6.2.9 UHTepdhepupylowme dakTopbl

Mone3oBaTeny QOMKHbI MOHUMATh, YTO MPUCYTCTBUE ONpefeneHHbIX BEeLecTB UM NpoLeccoB (MHTep-
dhepupylolwmnx akTopoB), TakMx Kak NpMeM NeKkapcTBEHHLIX NpenapaToB unv cobniogeHve guetkl, MoryT no-
BUATb HA Pe3ynbTaTthl MCCNegoBaHUM.

MHdpopMaLmnsa o BaXXHOCTU UHTEPMepUpyLWLMX hakTopoB AomkHa BbiTe AoBefeHa 40 NauUeHToB, YTo-
Bbl OHWM NOHMMAaNW, YTO O NpPUMEMe JeKapCTBEHHbIX NpenapaTtoB unu o cobnwgeHru guetel HeobxoguMo co-
06WKWTh Nonb3oeaTento uagenus ana MMHIM.

MpumMmeyaHue — KoHcynsTauuio no MHTepcepupywmUM hakTopam 1 UX BIUSHUIO Ha pesyneTaTtel Uccneno-
BaHUSA MOXHO MOMy4YNTh Y CNELUanuCcToR MegUUMHCKOR nabopatopui.
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6.3 AHanNMTU4YeCcKnn atan

6.3.1 O6wme nonoxeHnA

Bce n3genus ana VIMHTI TpebytoT perynsipHOro KOHTporns Ka4ecTea, KOTOphIi NpoBoAAT Ansa obecneyeHus
npaBWnbHOrO yHKUMoHUpoBaHwua nagenua ansg MMHI 1 nony4eHus TOYHbIX U JOCTOBEPHbIX PE3ynbLTaToBs.

6.3.2 BHyTpeHHWI KOHTponb kavectBa (BKK)

Mporpamma BKK gomkHa ObiTe paspaboTaHa Ha OCHOBE MHCTPYKUMIA npousBoguTend. Matepuansl BKK
C OXMOAEMbIMU 3HAYEHUAMMN HA KMUHWYECKN BaXKHbIX YPOBHAX, T. €. BrIM3KMMKN K KOHTPOMNbHbLIM AWana3oHam
UIN NMOPOrOBbIM 3HAYEHWAM, OOMKHbI BbiTh N0 BO3MOXHOCTU UCCNEA0BaHbI.

BKK pomkeH npoBoaMTLCS C 4acTOTON, KOTOpasa ocHoBaHa Ha ctabunsHocTv UMHI n oTcyTCcTBMM pucka
NPUYUHEHUA Bpeada NauneHTy, CBA3aHHOIO C NOCNeaCcTBUAMM NPUHATLIX PELUEHUI MO HEe4OCTOBEPHLIM pesynb-
Tartam 1uccrnegoBaHuA.

[okymeHTUpOBaHHbIE KPUTEPUU ONA NONOXWTENLHOW UMW OTpULAaTenbHOW oueHkM pesynstatos BKK
OOMKHBI BbITh 4OCTYNHBI NONb3oBaTensaM nagenusa ana MMHT.

BKK pgoneH npoBoanTbCs OQHOBPEMEHHO C MCCNeaoBaHWeM C Lenbio NoATBEepXOeHWs ero Hagnexa-
Lero BbIMOMHEHUA W BO3MOMXHOCTW NPUHATUA pelleHd Ha ocHoBe pesynsTtaTtos MMHIT.

B cnydae nonyyeHus oTpuuateneHol oueHku pesynsratoB BKK HeoGxogvmo npegnpuHaTh cooTBeT-
CTBYHOLLME KOPPEKTUPYKOL e AeNCTBMA 00 HaYana NpoBegeHus uccnefoBaHys obpasLoB nayveHTa.

MpnmevyaHue — B npunoxenun D npuseneHa gononHUTensHas nHgpopmMauma o BKK.

6.3.3 BHewHAs oueHka kadyecTBa (BOK)
Cnepyet nepuoaundecku nposogute BOK. Tam, roe nposeneHne BOK HeBO3MOXHO, HE06X0QMMO MUCKaTb
anbTepHaTMBHBIA Noaxoa.

Mpumevanne — B npunoxenun D npuseneHa gononHutensHaa nHgopmauma o BOK.

6.3.4 NMpoBegeHne nccrnegoBaHUA

6.3.4.1 OBbwmMe NonoxeHus

VccnegoBaHue JOMKHO NPOBOANTLCS TOMBKO B TOM Clydae, eCn OHO COOTBETCTBYET NpeiHasHauYeHHON
ycnyre.

W3penne gna MMHI gomnxHo 6bITb NPUMEHEHO TOMNBKO MO NOKazaHWsM U B COOTBETCTBUW C MHCTPYKLMEN
npou3BoauTENS.

WHCTpyKUMKW NO NPOBEAEHWIO MCCMNEAOBAHMA AOMKHbI ObiTh OCTYMHbI NOMb30BATENSM B MECTE HaXoX-
OEeHNsa nauueHTa.

B vHCTpYKUMAX OOMKHbI ObITh yKa3aHbl KpUTUYECKME acneKkThl BCeX 3TanoB WMCCMNenoBaHusa Ons Toro,
4YTobObI rapaHTUpOBaTL NocnefoBaTensHOCTh BhinonHeHus MMHM. JokymeHTamu, onuchbiBaLLKMMU NOPAOOK
BbINMOMHEHUS MCCNEaoBaHns, ABMAKTCS CTaHAapTHble onepaunoHHble npouegypbl (COTMM), MHCTPYKLUMK Npo-
M3BOOWTENA MO 3KCMMyarauMyM M3Oenus, MHCTPYKUMW MO BbINOMHEHWKD KOHKPETHOW AeSATEeNbHOCTU B pamkax
WMMHIT nnu kpaTtkue cnpaBo4Hble PyKOBOACTBA.

[omxHa bbITe obecnedyeHa NPoCNeXxMBaeMoCcTb KaXaoro NpoBeaeHHOro McCneaoBaHns, BkNoYvas naeH-
TUdUKaLWI NayueHTa, 3anMcu pe3ynsTaToB KOHTPONA KavyecTBa, UAeHTUMUKALUI0 NoNb30BaTENd U, rae npu-
MEHWMO, CBEEHUA O PACXOAHbIX MaTepuanax.

Mpouenypbl UccrnenoBaHKsA AOMKHbI GbiTe HaNpasneHsbl Ha obecnedeHe 6e3onacHOCTM NoNb3oBaTeNnen
W NauneHToB.

WMHT1, BbInONHAEMOEe BHE YCTAHOBMEHHbLIX UHCTPYKLMIA, MOXET NPUBECTU K MPOTMBOPEYUBLIM U HELO-
CTOBEpHbLIM peaynsTataM U TEM cambiM NpeacTaBnATh PUCK AN nauyneHToB. [NocneacTeusa NnonyyYeHns Hedo-
CTOBEPHbLIX pe3ynsTaToB BKITHOYAKT PUCKU NPUHATUS HENPaBUMBHBLIX PELUEHWH B OTHOLLEHWW 300P0OBLS, Befe-
HUS UMK yXo4a 3a NayMeHTamMu.

Bo3amoxHbl 1 lopuguyeckue nocnedcTeusa ong nocrtaswmka yenyr UMHI B cnyyae npvMmeHeHns Hefo-
cToBepHbIX pesynesratos MMHI.

6.3.4.2 MiccnegosaHue B NpUCYTCTBUKW NauneHTa

ViccnepoBaHua B NpUCYTCTBUM NaLMeHTa NpegnovYTUTensHEe U MOTYT CITYXKUTb OONONHUTENBHOW rapaH-
TWMEW TOTO, YTO pe3ynbTaTkl UccnegoBaHusa ByayT conocTaBuMbl ¢ 0bcneayemMbiM NaLUEHTOM.

6.3.4.3 ObpaboTka ogHoro obpasua ans ogHoro uccnegoBaHus

OpHoBpeMeHHO cnegyeT obpabaTbiBaTh M UCCNeqoBaTh TONBKO OAMH obpasel nauueHTa, 4Tobbl He o-
NyCTUTb OWKBKY B NpocnexnsaemMocTi 0bpasyoB Kk pe3ynstaTy MccnefoBaHus.
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6.3.4.4 pentudukaums obpasua

O6pasubl A0MKHbI BbITb NPOMaPKUPOBaHbI, €CNU UCCEeA0BaHUA NPOBOAAT Yepes HEKOTOpOe BpPeMsa no-
cne B3ATUA 0Opa3ua, a Takke B cnydae B3ATUA Bonee ogHoro obpasua y pasHbiX naumMeHToB. MapkupoBka
o6pa3sua gomKkHa ObiTh NPOBeAeHa B NPUCYTCTBUM NauueHTa.

[ns MapKUpOBKM OOMXHA UCMONb30BaTLCA YHUKanNbHaa naeHTugukauns, obecneurneallasa npocnexu-
BaeMocTb obpasua [0 TOro nauveHTa, y KOTOpPOoro OH Obin B3AT.

6.3.4.5 CunTbiBaHWE pe3ynLTaToB

B Tex cny4yasx, korga WHTEpBarn BPeMEHU MMEET KpUTMYeCcKoe 3HavyeHue ANnd pesynbrara uccrefoBa-
HUWSA, NoMb3oBaTENU B MeCTe NPOBeAEHUs UCCNedoBaHUsa O0MKHbI MMETb B CBOEM PAacnopsiKeHWW Tanmep U
NPUMEHSATL €ro. YCTaHOBNEHHBIE NPOU3BOAUTENEM BpEMEHHLIE MHTEPBanb! Nepes CHUTLIBAHUEM PE3YNETaToB
MccnegoBaHUA MMEKT pellarLlee 3Ha4YeHMe U OOMKHbl BbiTe cobnogeHkl.

CunTbiBaHMe pes3ynbTaTtoB UCCNEefoBaHWs 0O UCTEYEHMA PEKOMEHO0BAHHOMO NMPOW3BOAMTENEM WHTEp-
Bana BpeMEHW MOXET NPUBECTH K NOMYYEHUO HEe4OCTOBEPHbIX UMK NOXHOOTPULATENbHbLIX pe3ynsLTaToB 1U3-3a
HEerMomnHoWM XMMUYECKoW peakumy obpasia nauneHTa v peareHToB.

CuunTbiRaHME pesynkTaTta UccrnefoBaHus No UCTeYeHWM PeKOMEHA0BAHHOIO Npon3soguTenemM NHTepBa-
1la BpeMEeHU MOXKET MPUBECTU K NOXHOMOMNOXKUTENBHLIM pe3ynsTataM 13-3a YpeaMepHOro NposiBMeHUs LIBETA,
K MTOXHOOTpULATENbLHLIM pe3ynsTaTaM M3-3a yracaHus XMMUYEeCKON peakuuu Unu BelLBETaHUS, K HeOeNCTBU-
TenbHbIM pe3ynbTatam, Korga xMMu4eckas peakums BbIXOLWUT 3a npenens Bugumon obnactu.

6.3.5 BbiaBneHue ownboK

BbisiBNeHe NoBTOPSALWNXCA OWNBOK UK TeHAEHUUIA Ha aTane nccregoBaHus MOXeT DbiTb NCMOMb30-
BaHO ANA ynydlleHusa geaTensHocTy noctaewmka yenyr MMHI. Owwubku, koTopble cnenyeT permcTpupoBaTh
M aHanM3npoBaTb, BKIHOYAOT:

- oTKa3abl uagenusa ana AMHIT;

- oTpuuartensHyto oueHky BKK n BOK;

- HEWMCNpaBHbIE YCTPOWCTBa AnsA B3ATUs 0bpa3uos.

CnenyeT KOHCYNbLTUPOBATLCH CO cheuManMcTaMu MeauUMHCKUX nabopaTopuid Ans NOMyYeHUs npakTu-
YECKUX peKoMeHOaUuii, BKNYaWmMx OTBEThl Ha Takne BOMpOChI, Kak:

- thyHKUMoOHUpyeT N nagenue ansa MHM?

- paboTocnocobHbIN NN peareHT?

- NpaBUMNLHO MK NOMb30BaTenNb BbINOMHAET UCCneaoBaHne?

- KaK NoHaTb, 470 M3genve ana MMHI He dyHKUMOHUPYET, U Kak 3TO MCnpaBuTb?

B kavecTBe anbTepHaTUBLI NpoM3BoauTeNs M3nenus ans MMHI moxeT pekoMeHaoBaTh cnocobel yeTpa-
HEHWA HENonagoK U3AErnus UM YCnyru yrnonHOMOYEHHLIX OpraHu3auuin Ana npefocTaBneHus KOHCYNbTaLUi.

6.4 MocTaHanNUTUYECKUA 3Tan

6.4.1 NpegocTaBneHue pe3ynbLTaTtoB NccnegoBaHUA

Bce pesynbrathl MCCnienoBaHus LOMKHbI ObiTh COOBLLEHbI NLY, YKa3aHHOMY B Ka4eCTBe YMNONTHOMOYEH-
HOro AnA nonyyYeHwus pesynsraTtos. JIMLOoM, YNONMHOMOYEHHbLIM ONA NOMYyYeHUs pe3ynbTaToB UCCrefoBaHus,
MOXeT ObITh:

- AL, Ha3HauYKMBLLIEE UCCNedoBaHNE;

- NauMeHT, NpolleiLwnin nccrnegoBaHue;

- Opyroe nvuo, B 3aBUCHMMOCTW OT 0OCTOATENLCTB.

Bo mMHormMx ctpaHax pesynstaTbl cO00LAal0T HEeNOCPEACTBEHHO NaUMEHTY, KOTOPbIN NPOLIEen Mccneno-
BaHWe. HeobxoaMmMo NpuMeHsiTb HaluWoHanbHble npasuna nnnu TpeboBaHns, KoTopblie pernameHTUpYT no-
paOok coobleHuna pesynsTata ucecriegoanus. MHcTpykuumn noctaewumka yenyr MMHI paspabateiBatoT B co-
OTBETCTBUM C 3aKOHOOATENbHLIMU 1 HOPMATUBHEIMW TpeboBaHUSAMMN.

MMocnencTeusl, CBsAI3aHHbIE C Pe3ynsTaToOM UCCNedoBaHWA MeOULMHCKOrO W/Unu couMansHoro xapakre-
pa, BNUsOT Ha cnoco® nepefayqv pe3ynsTaTtoB NauueHTy, BKMoYas 3anpeT Ha Ux npegocTaBneHne Henocpea-
CTBEHHO MauueHTy, npolwegwemy obcriegoBaHume.

Hanpumep, nonydeHne pesynbrata npy Takom WMHMEeKUMOHHOM 3aboneBaHuy, kak BUY, moxeT umetb
KaK MeguUWHCKWe, Tak U counaneHeie nocnencteua. MNMoctaswumk yenyr UMHI gomkeH yyuTbiBaTe BO3MOX-
Hble NOCNeacTBUA BNUAHUSA pe3ynsTaToB UCCNeoBaHWs Ha NauneHTa. Ecnu pesynkstaTt coobuaT Henocpea-
CTBEHHO MauUMWEHTY, Nonb30BaTeNb AOMKEH UMETh BO3MOXHOCTL MPEeaoCTaRNATh KOHCYNbTaUMK A0 U nocne
npoBefeHWUs1 UCCrefoBaHUS UMK HANPaBUTbL NaLWeHTa Ha COOTBETCTBYIOWL Y0 KIMUHUYECKYH KOHCYMNBTaLUMIO.
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6.4.2 UHTepnpeTauua pesynsrata UccrieqoBaHunA

[MpoTokon nccrnegoBaHNsA MOXET COAEPKaTb MHTEPNPETALMIO Pe3ynbTaToB UCCNeL0BaHUs NPKU YCIIOBUN,
uTo nones3oeatens MMHI obnagaeT 4OCTATOMHOW KOMMETEHTHOCTBIO ANS UHTEprpeTauunn pesynsraTtoB. WH-
Tepnpetauusi pe3ynsTaToB MCCNedOBaHUA OOMKHA OblTb NpoBeeHa B COOTBETCTBUUN C MHCTPYKLUSMUN NPOKU3-
BOAMTENS.

Mpu HeobXxoQMMOCTK CrneayeT NPOKOHCYNBTMPOBATLCS CO cneuuanucTaMmm MeguumMHckoin nabopatopuum,
4706kl NOMYYUTE PEKOMEHAALMM OTHOCUTENBHO MHTEPNpPEeTaLmMn pesynsTaTos.

CnegyeT Takke NPOKOHCYNMETUPOBATLCS C MEAMUWHCKAMIK CneunanmncTaMu, KOTopble MOTyT AaTh pPeko-
MeHZauuu No nevyeHuno, BegeHuo U NpocunakTuke naymMeHTa.

6.4.3 MNpoTokon pe3ynkTaToB UccnegoBaHUsA

6.4.3.1 O6wme nonoxeHus

PesynbraThl UCCNeqoBaHWA A0MKHbI cooblaTbcsi onepaTvBHO 63 HeonpaBaaHHOW 3a4epKK1 U C AeTa-
nuzauurein gns obecnevyeHns Hagnexallero nNeveHns M BKMoYaTh cnegytowee (npu HeobxogumocTn):

- YHWKanbHYyH KOMBMHaLMIO MOEHTUMUKATOPOB ANS NPOCNEeKMBaeMocTy pesynbrata UCcrneaoBaHus K
NauKneHTy;

- naTy 1 Bpems B3sATMA 00pa3LoB U NPOBEAEHUSA UCCNed0BaHUs;

- pesynkLTaTt UcCnefoBaHus ¢ eAUHULAMU M3MEPEHUs 1 pedhepeHTHLIM UHTEPBANOM UMW NMPaBUIOM Npu-
HATWS peLleHns;

- MHTEepnpeTauni pe3ynsTaTtoB UCCNEedoBaHns, Npu Hanu4mm;

- PEKOMEHZALMM 0 NONYYEHUN AOCTYNA K NOCAEAYIOLEMY NEYEeHUI0.

Monb3oeaTtenu JomkHel ybeauTbcs B TOM, UTO pe3ynbTaTel cOObLUEHbl YNOMHOMOYEHHOMY MULLY K Npa-
BUMbHO MM MOHSATHI.

B cnyyae cooblieHus pe3ynsTaTtoB B yCTHOW hopMe, NMULL0, Nonydatollee pesyrnksTaT, JOMKHO NOBTOPUTh
TO, 4TO COOOLLEHO eMy MOMb30BaTENEM, BKIOYAS MOMYYeHHbIe COBETbl UM MHCTPYKUMK. Mpn Hanv4Ynu Bo3-
MOXKHOCTU Pe3ynbTaTthl, NpeAcTaBNeHHbIe B YCTHOW (DOpPMe, JOIMKHbI CONPOBOXAATHCS NPOTOKOMOM.

6.4.3.2 PeaynbTtaTthbl, NPeACTaBNSAOLWME 3HAYUTENBHBLIA PUCK ANA NaUWEHTOB M Tpebylowne npuHATHS
HeMeOneHHbIX AeNCcTBUN

B HekoTopbix cny4vasax pesynstatel MMHIT MoryT ykasbiBaTb Ha 3HAYUTENbHBIA PUCK UMM ONACHYI0 CUTY-
auuo Ond KW3HW nayueHTa. B Takux cnydasx TpebyeTcs HemMeaneHHoe yBegoMMeHUe MeguLVHCKOro crneLm-
anucTa unu cpodHoe obpalleHre nauueHTa 3a MeaULNHCKOA NOMOLLbIO.

MocTaewuk ycnyr MMHI gomkeH 4eTko onpefenaTh pe3ynsraThl, KOTopble NpeacTaBnaAlT 3HaYUTENb-
HbIA PUCK AN NauueHToB, MO BO3MOXHOCTU 3TO AOMKHO BbiTb cAenaHo nocne KOHCynbTaluM co cneuuvanu-
cTamMu meguunHckon nabopatopuu.

WHcTpykuum 0 oencTBuAX, NpeanpyuHUMaeMbIX MNPy NONyYeHUU pe3ynsTaTtoB, NpeacTaBNsAnLIMX 3HAYN-
TenbHbBIA PUCK ANS NauneHTa, AOMKHbI BbiTh OCTYNHLI Nonb3oBatensam uagenus ana WMHI.

CBoeBpeMeHHas nepefada pesynbraToB, NPeACcTaBnsalWNX 3HAYUTENbHbBIA PUCK AN NauyueHTa, umeeT
pellalwllee 3Ha4YeHe aAna CoOCToAHMUA 300POBbS.

HekoTopble uccnegoBaHma TpebyoT HeMeaneHHoro coobLleHWs pesynsTaTa He3aBMCKHMO OT TOrO, Haxo-
OWTCS N OH B Npegenax buonorudeckoro pehepeHTHOro MHTepeana unu 3a ero npegenamu. OgHUM U3 TaKUX
NpPUMepPOB ABNAETCHA UCCNEAOBaHNE HA CepAEYHbIA TPOMOHUH.

6.4.4 O6paboTka n yTunuzauua o6pa3uoB U pacxogHbIX MaTepuanor

Bce obpasubl, ycTporcTBa A4nA B3sSTMA 00pasLoB (Hanpumep, WiMbl), peareHTbl 4OMKHbI ObiTh 0Bpabo-
TaHbl U YTUNM3MpoBaHkl ¢ cobnogeHnem TpeboBaHuin 6e3o0nacHoCTL.

WHcTpykuun no obpaboTke, yaaneHuo n yTunusaumm obpasLoB 1 pacxo4HbIX MmaTepuanoB paspabatbi-
BAlOT B COOTBETCTBUM C 3aKOHOOATENbHBIMU 1 HOPMaTUBHLIMKW TpeboBaHUAMM.

6.4.5 OuucTtka nsgenusa gna AMHN

Wzpenue gna MMHT], 3arpasHeHHoe BUonormyeckuMm JKUgKkoCcTaMM, JOMKHO BbITh ounLLEHO 1 0be3aa-
paXeHo B COOTBETCTBUU C UHCTPYKLUMEN NPou3BOANTENS.

6.5 BHewHue ayauTbl noctaBwmka yenyr AMHI

CnepnyeT paccMoTpeTb BO3MOXHOCTbL NPOBEAEHUS BHELLIHUX ayOWTOBR KOMNMeraMmu, KOHCYNsTaHTamu, crne-
UMannucTamm MeguLuMHCKUX nabopaTopuini UNn BHELWHWM OpraHoM Mo OLeHKe COOTBETCTBMA, HAaNpUMep Hauu-
OHaMNbHBLIM UMMM MEXOYHApPOAHLIM OPraHoOM Mo akkpeouTaLMK AN OLEeHKW Npouecca NpoBeeHus uccnefosa-
HWIW U BbIABNEHUS BO3MOXHOCTEWN AN yny4lleHus aeaTensHoCTU noctaswuka yenyr MMHT.
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7 YnpaBneHue nHgopmaumen

7.1 O6wme nonoxeHus

CnoxHocTb ynpaenenuss nHdopmauunen (YW), Heobxogumon ana nogaepxkin yHKUMOHUMPOBaHWSA Mo-
ctaBwmka yenyr MMHIM, gomkHa BbiTb COOTBETCTBYIOWEN HA3HAYEHUIO, 8 HE YPEe3MEPHO CMOXHOW MNn JO-
POrocTosALLEN.

BbIBpaHHbIA ypoBeHE MNOAAEpX KM 0OMeHa cOoOBLLEHUAMK OOMKEH COOTBETCTBOBATL NOTPEOHOCTSM MO-
crtaswmka ycnyr MMHT.

KoHhugeHumansHOCTL MHCpOpMAaLUMK 0 NauyeHTe WU pe3ynkratax uccnefgoBaHusa gomkHa bbiTe obecne-
yeHa Npu NpUMMeHeHu cuctembl YW,

MoctaBwuky yenyr UMHI cnegyeT paccmoTpeTb BO3MOXHOCTb MCNOMb30BaHUA MPOrpaMMHbIX CUCTEM
obmeHa coobLeHMAMM, KOTOpbIE NpeanaratoT MHTErpMpPOBaHHbIe BO3MOXHOCTW BEAEHWUS 3anucen 1 ynpaene-
HWA MccnegoBaHUAMAN.

MporpaMmmHbie cuctemsl YW gonsHbl BbiTe CNOCOOHBI MHTErPUPOBaThL pasnuyHble nagenua ansa MMHIT,
MoeHTUULMPOBATEL NONb30BaTeENEN, OTCNEXMBATL OLIUDKK, BbISIBNEHHbIE B NpoLecce (PyHKLMOHUPOBaHUSA
N3Oenus, KOHTPOnMpoBaThk ero paboTocnocobHOCTL M MPOBEAEHWE TEXHUYECKOro obcnyXuBaHWs, a Takke
NpegocTaBnATe PYKOBOAUTENAM BO3MOXHOCTb B PEXUME pPeanbHOro BpemMeHn HabnwgaTe 3a 4eATeNbHOCTLI
noctaswwuka ycnyr UMHTT.

Mpouseogutenu uagenua ana UMHI n cneumnanuctel MeguLUMHCKUX NabopaTtopuid MOryT NpennoXuTh
KOHCYrnbTauuMmn No nporpamMmmHbIM cuctemam Y.

7.2 KoHchmaeHUManbHOCTL M 6e30NacHoOCTb

W3penua yacto obecneYyeHbl BCTPOEHHLIMU cUcTEMaMK Be30nacHOCTH ANA NpefoTBpalleHns HecaHK-
LUMoHWpoBaHHoro goctyna. O6ecneveHne 6e30MacHOCTH NOMb30BATENS «BXOL B cMCTEMYy» siBsieTca Hanbo-
fiee pacnpocTpaHeHHoW Mepoi BesonacHocT. B Tom criyyae, ecnu BCTPOEHHbIE CUCTEMEI Be30NacHOCTU He-
LOCTYnNHbI, Heo6Xx0aMMO paccMoTpeTh Apyrue cnocobbl o6ecneveHns 6GezonacHocTy.

HomxHbl BbITb NPUHATLI Mepbl Be3onacHocTK, obecrneymBatoL e UCNoNbL30BaHMe U3Aenns TONLKO ynon-
HOMOYEHHbIMMK Monb3oBaTensamu. [paBuna xpaHeHus UMHdopMauMu ob nccnegoBaHWKM OOMKHbI obecneyu-
BaTb ee KOHUAeHUWanbHOCTb U 6e30MacHOCTb.

Mpn HeobxogMMocTK fomkHa ObiTe obecneveHa knbepbesonacHOCTb (3almUTa CUCTEM, NMOLKTIOYEHHbIX
K MHTEepHeTY).

BesonacHocTb KOHUAEHUMANbHOW MHOpMaLUMM UMeeT cyllecTBeHHoe 3HadveHwe. Wapenwve pgna
WMHM, umetowee KomneoTepHoe obecneyeHne, OOMKHO BbiTe 3aLLMLLEHO OT KOMMBITEPHbIX BUPYCOB, MNO-
BPEXAEHWA AaHHBIX U HECAHKLMOHWPOBAHHOIO JOCTYnNa.

8 [lokyMeHTUpPOBaHMe AeATEeNbHOCTU U yNpaBneHue 3anucamm

8.1 lokyMeHTUpPOBaHWE OeATEeNbHOCTH

MocTaewmk ycnyr UMHI gomkeH OOKYMEHTUMpOBAaTh OesATenbHOCTb B o6beme, HeoBxoguMoMm Ans
obecnedeHunss NocnenoBaTenbHOro BhIMOMHEHWS NPoUeayp M NMOATEEPXOAEHUS OOCTOBEPHOCTH pesynbTaToB
MMHIT.

Jiobas gesaTtensHocTb, Tpebylowas nocneaoBaTenbHOro BhIMOMHEHWS Npoueayp, AoMmKHa ObiTh 3a40Ky-
mMeHTMpoBaHa. OcyllecTBrneHne KOHTponsa 3a obpallieHMeM OOKYMEHTOB B COOTBETCTBUM C YCTaHOBMEHHLIMU
TpeboBaHusAMM obecnednBaeT NpUMeHeHne akTyarnbHbIX BEPCUi JOKYMEHTUPOBaHHLIX Npouedyp (MIHCTPYKUWA).

8.2 YnpaBneHue zanucamm

8.2.1 O6wuMe nonoxeHUn

3annck He cCOOepXXUT ONMMCAHUSA BbINMOMNMHEHUS AEATENbHOCTH.

3anucm MoryT co3gaBaTtbCs U XpaHUTbeA B NMioboi popme unu Ha nwbom HocuTene, Hanpumep Ha By-
Ma)KHOM HOCWUTENe UIu B 3NIeKTPOHHOM BUAe.

8.2.2 TpeboBaHUA K yNpaBneHWIo 3annucamm

Ecnu ycTaHoBneH cpok XxpaHeHust 3anucu, To JoMKHa CyLLecTBOBaTL CUCTEMA BOCCTaHOBNEHNA UHPOp-
Mauuu 1 CoOXpaHeHUa daHHbIX.
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TpeboeaHua K BegeHWto 3anucen obsasaTensHbl Kak And AaHHbIX, 3athUKCUPOBAHHBIX PYKOMWCHBIM GMO-
cobom, Tak ¥ ANs AaHHbIX, BHECEHHbIX B 3MEeKTPOHHbIe cucTeMbl. Ecrnin gaHHble nepegaloT B 9MeKTPOHHOM
BWMAE, HE0BX04MMO NPOBOANUTL PErynsipHbIe NPOBEPKU LIeNOCTHOCTU AaHHbIX.

8.2.3 UcnpaBneHue 3anucei

WcxopgHele 3anuck (HanpuMep, NPOTOKOIbI) HE JOMKHBI ObITb M3MEHEHbI, CKPbITHI UMW yaaneHb! U Jomx«-
Hbl ObITb COXpPaHEHbI N0 Mepe HeEOBXOAMMOCTH.

WcxogHble 3anucy MoryT 6bITh M3MEHEHbI MYyTEM CO34aHWA HOBOW 3anvcK, HaMMeHOBaHWe KOTOPOW co-
LEPXKUT MHdOpMaUno 06 McnpaBneHny, HanpuMep UCNpaBneHHbI NPoTokon. Cpok XxpaHeHWs UCNpaBneHHON
3anucuK COOTBETCTBYET UCXOAHOW 3aruncu.

Mpouedypa ucnpaeneHus oWKMGKK, Hanpumep HenpaBuneHoro pesynestata UMHI, gomkHa 6biTe 3ago-
KymeHTVWpoBaHa. VcnpasneHHas 3anuck gomkHa BbiTe YeTKe naeHTudMUnpoBaHa Kak owmbovHasa ¢ ykasa-
HWEeM BpEMEHW W AaTbl BHECEHUA naMeHeHunid. CneayeT coobwate kak o6 ncxogHom, Tak u o6 ncnpaBneHHoM
pesynbTaTe, ecnu pesynbTaThl CYLWECTBEHHO OTNNYaTCH, ANA NOATBEPXAEHUA TOro, YTO U3MEeHeHne naeH-
TU(OMUMPOBAHO W NPUHATO COOTBETCTBYOWEE pelleHmne. JIMuo, BHOCSLES M3MEHEHWE, AOMKHO BblTh AEHTH-
uympoBaHo.

Ecnn nameHeHne UCXoOHOWM 3anMcK MOXeT OKa3aTb CyLLeCTBEeHHOe BNUSAHWE Ha NeveHne naumeHTa, uH-
copmauums o pesynerate nccrnefoBaHnsa omkHa ObiTe NnepeaaHa noctaswmkom yenyr UMHIT B makcumansHo
CXKaTble CPOKMU.

8.2.4 XpaHeHue 3anucen

MocTtaewmkm ycnyr UMHTT paboTtatoTt no-pasHomy. MHorne noctaswmkm yenyr UMHI BegyT yyeT u xpa-
HAT 3anncK O NMPOBeAeHHbIX UCCMNefoBaHUAX, BKITOYas pesyneTaThl UCCNeAoBaHUW, JaHHbIe O MauueHTe u
obpasuax, 4To No3BoNsAeT NPeAoCTaBWThL doKa3aTensCcTBa NpoBeaeHUs UCCneaoBaHus.

HekoTopble noctaswukn yenyr UMHIT He xpaHAT 3anucu o NpoBedeHHbIX UCCNefoBaHUSAX, Kacalowmxcs
nauueHTa, o6pasLoB M Pe3ynbTaToB UCCNEeaoBaHUsA, Taknx Kak nctopusi 6onesHn nauneHTa u/wnm pesynetart
uccnegoBaHusa. B aTux cnyyasx pesynstaT uccnefoBaHusa BblAaloT HENoOCpeaCcTBeHHO NauneHTy, nHpopma-
L1io 0 NpoBefeHHOM UCCMefoBaHNM He COXPaHSIOT B MecTe NpoBeAeHWUs UccnefoBaHuns.

MocTaBswuk yenyr UMHIT gomkeH onpeaenuTe, Kakne 3anucu nognexaT XpaHeHUWIo ¢ yKazaHueM cpoka
MX XpaHeHus.

3akoHogaTenbHble U HOpMaTUBHbIE TpeBOBaHWS MOryT yCTaHaBNWBaTb CPOK XpaHeHUs OnpefeneHHbIX
3anucei B TeYeHWe onpefeneHHoro nepuoaa BPEMEHU, YTO JOMKHO COOTBETCTBOBaTL TpeboBaHWAM OOKy-
MEHTUPOBAaHHbIX Npoueayp, paspaboTaHHbix noctaswmkom yenyr MMHI.

MpumeyaHnue — [pumepbl JOKYMEHTOB U 3anvcei NepevucreHsl B npunoxeHum C.

9 OxpaHa Tpyaa u TexHuKa besonacHocTu

9.1 O6LWwmMe nonoxeHns

TpeboeaHusa B 0bnactu oxpaHbl Tpyaa M TEXHUKU Be3onacHOCTK pacnpocTpaHeHsl Ha Bce paboune npo-
ueccsl, Bkntovasa nposeneHue VMHI. MocTtaewmk yenyr MMHI gomkeH HasHa4YMTb OTBETCTBEHHOE MNULO, KO-
Topoe bygeT oTBevaTb 3a BCE acnekThbl 4esATeNIbHOCTH, KacaloLMecs OXpaHbl Tpyaa v TeXHUKWM 6e3onacHocTu.

Mepbl, npyuMeHsieMble s oxpaHbl Tpyaa u cobnogeHns TexHUKM 6e3o0nacHoCTM, AOMKHBI DbiTh BKO-
YeHbl B NporpaMmy oby4eHus nonb3oBaTtenen.

KoHcyneTaumy no Bonpocam oxpaHbl Tpyga U cobrniogeHnsi TeXHUKM Be30MacHOCTU MOXKHO NOMyYnUTh Y
npoun3BoguTENen U3Oernuil U NOCTABLUMKOB MEeJWULMHCKUX YCITYT, TaKkKe MOXHO 0BpaTuTbCsl B HaLMOHamNbHbIe
W perMoHanbHble opraHbl BNacTu.

Mpumeuvanne — Ocoboe BHUMaHWE cneayeT yaenaTe obcnegoBaHuio MNageHUEeB v aeten ans obecneveHun
nx BeaonacHoCcTK.

9.2 MNpepnoTBpaweHne BHYTPMOONLHUYHBLIX 3apaXeHun (buobesonacHocTb)

9.2.1 O6wme nonoxeHun

WMHM nposogsT nyTem uccnenoBaHus BUONOrMYEcKUX XUOKOCTeR, NpUMeHsas Ana B3ATUs obpasuoB
MHCTPYMEHTBI C OCTPLIMU KPOMKaMu, KOTOPbIe NPeAcTaBnsAloT ONacHOCTL Nepefayy naToreHoBs, nepegaBae-
MbIX YEepes KpPOBb.
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9.2.2 Ncnonb3oBaHWe OCTPbIX UHCTPYMEHTOB

OcTpble MHCTPYMEHTbI HEOBXOAMMO MCMOMb30BaTh TOMNLKO OOAWH pa3 U YTUNM3WPOBaTb B CreLunansHo
npegHa3HayYeHHbIA ANA 3TUX Lenei koHTerHep. CneayeT MCNoNb30BaTh OCTPble UHCTPYMEHTLI CO BCTPOEH-
HbIMW 3aLMTHLIMW 3NIEMEHTaMW.

HecobniwogeHne npaBun NpUMEHEHWS NaHLETHLIX YCTPOWCTB (OCTPLIX MHCTPYMEHTOB) MOXET YBENUYUTL
PUCK 3apaskeHusi, NOITOMY WX creayeT BulibupaTk Nocne KOHCYNbTauun ¢ Npou3BogMTensiMiM N3genms.

MocTaswmk yenyr UMHIM gornkeH BHeapuTh npasuna 6e30nacHoro npuMeHeHns OCTPbIX MHCTPYMEHTOB
W onpegennTb Mepbl, NpeanpuHMMaeMble B criydae nonyvyeHuns TpaBmbl NPpU UX UCNOMNb30BaHWN.

9.2.3 CpegcTtea 3aWmThl

Onsa npoeegenua MMHI gomkHbl ObITh NpegocTaBneHbl NepyaTkn, CpeacTea 3aluThl ras, HanpuMmep
OYKW, cpedcTBa ANA NPOMbIBAHKUSA rMas U Apyrue cpefcTsa 3alluuThl, a Takke COOTBETCTBYOWMNE Ae3nHpULm-
pytoLiMe cpencTea Ans O4YMCTKN U3Aenuii, pabo4yelt 30Hbl U YCTPaHEHWs pasnuBoB.

CnegyeT vcnonb3oBaTth nepyatki 6e3 nartekca, y4uTbiBas BO3MOXHYIO annepruyeckyto peakumo Ha
nartekc.

VMcnonb3oBaHwe ycTpoWUCTB ANd Ae3nHeKUUn pyK, HanpumMep pakoBUHLI, COOTBETCTBYOLUUIA Ae3nHDU-
LMPYOLLWIA renb AN pyK, JOMMKHO 0BecneunTs CHUKEHUE K MUHUMYMY PUCKa MHGEKLWOHHOMO 3apaXeHus.

9.2.4 YTnnusauma oTxonos

TpeboBaHusa k BezonacHoMy obpalleHWo ¢ MEAULWHCKUMM OTXO4aMU WU UX YTUMU3aUUK OOMKHbI ObiTb
paccMOTpeHbl B COOTBETCTBMW C HALUMOHaNbHBIMW U pernoHanbHbIMK NpaBunamMmn. Kpome Toro, Bo3gevucTeue
MEeAMLNHCKMX OTXOOO0B Ha OKPYXKatoLLyto cpeny AOMKHO ObiTb CBEOEHO K MUHUMYMY.

9.2.5 AHanu13 onacHocTH

Mpu ncnons3soraHuu yctpoictea MMHIT cnegyet npoBoAuTb MASHTUUKALUIO M MUHMMU3ALKIO BO3-
MOXHBIX onacHocTel. OHKM MOryT BKMOYaTh B cebs B3OyTUe DaTapeek, Bhi3biBakLLee onacHOCTbL BO3HUMKHOBE-
HWUSI MOXapa, U yTe4Ky MedULKMHCKAX OTXOL4O0B, HTO MOXET NMPVMBECTU K MOBPEXAEHMIO ANEKTpUYecknx kabenein.

9.3 [Ipyrve Mepbl Mo oXpaHe Tpyaa U TexHUKe Ge3onacHoCTH

OueHka pucka ans 300poBbs U Be3onacHOCTW NaUMeHTOoB, MOMbL30BaTeNnen U pykoBoaMTENeln OoIKHa
BbITE ocylecTBneHa Ao Havana nposegeHus MMHI. Nio6oi BLIABNEHHLINM PUCK JOMKEH BbiTh CBEOEH K MU-
HUMYMY, HACKOMbKO 3TO BO3MOXHO.

OueHka pycka AoMmKHa BKITYaTh PUCKA, CBA3AHHbLIE C MPUMEHEeHUEeM pacxodHbiX MaTepuanos, U3oenun
ansa WMHM n yctpoicTs ansi B3sTusa obpasyos. Kpome Toro, cnegyert y4uTbiBaTh TpeboBaHma K MHPaACTPyK-
Type, Heobxogumon ans obecnevyeHns CCneqoBaHWi, B TOM YNCHE K 3NeKTPOCHaBKeHWo U BOAOCHaGXeHUIO.

WHcTpyKuMm No oxpaHe Tpyada 1M TEXHWKM Be3onacHOCTU, He OXBaTkIBaloLLMe BCe acnekTel 6e3onacHocTu
W/MnyM NpUMeHsieMble C HapyLleHUAMMW, MOryT UMEeTh CYLLEeCTBEHHble MeOULIMHCKUE U/MNWU Kpuanveckme no-
cnegcTeus.

TpeboBaHUA 4OKYMEHTUPOBaHHbIX Npoueayp, paspaboTtaHHbix noctaewmkom yenyr MMHI, gomkHbl co-
OTBETCTBOBAaTb YCTAHOBMEHHLIM 3akoHo4aTellbHbIM U HOpMaTUBHbIM TpeboBaHuaM u/unu npaesunam B obna-
CTW OXpaHbl TpyAa U TEXHWKK Be3onacHoCTu.

MpumevyaHne — B npunoxeHwnn E npuBeneHa gononHuteneHas MHdoOpMauus No NpegoTBPaLLEeHNo BHYTPU-
BonbHWYHBIX 3apaxeHuii (BuobezonacHoCTh).
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MpunoxeHune A
(obsAzaTensHoe)

Oby4yeHMe U1 KOMNEeTeHTHOCTL NoNb3oBaTenen

A.1 O6wmre nonoxeHunA

[na nonyyeHns gonycka K NpoBeOeHWI0 UCCneaoBaHWA NONbL30BaTENM AOSTKHLI NPOATK COOTBETCTBYOLWEee 0byye-
HWe B 0BnacTh TeOpeTMYecKMX OCHOB MPOBEAEHWS WUCCMeqoBaHUs W TEXHUYECKUX XapakTepucTuk uagdenua gna WUMHI,
pe3ynLTaToM KOTOPOro ABMATCA NOATBEPKAEHHAS KOMNETEHTHOCTL Nonb3oBaTens.

Monb3oBaTensM, NpoOBOASALLMM UCCNENoBaHUs, OOMMKHO BbITk NpegocTaeneHo y4ebHoe nocobue. B yqebHom noco-
611 0OMKHBI BbITh YKa3aHbl TeMbI, NoANeEXallMe PAacCMOTPEHMI0 B paMKax y4eGHOM nporpamMMel U ONUGaHbl KOHKPETHBIE
n3yyaemele 06BbEKThI; OLUEHKY NonyYeHHbIX 3HaHWA Y TEXHWYECKUX HABLIKOB NPOBOAAT N0 KaXA4oi TeMe obyyeHus.

HomkeH BbITb ykazaH MeToh 0BydYeHns Kaxaoro uaydaemoro obkekTa, a Takke cnocob oLeHkn 3HaHWIA U KpUTepum
noaTBepPXOEeHNs KOMMNEeTeHTHOCT 0By4aemMoro nepcoHana.

HomxeH 6bITb ycTaHOBNEH npoxogHor Gann ang oueHkn koMmneTteHTHocTW. Nonb3osateny uagenuin ana VIMHI
OOMKHbI NEPUOANYECKM NMPOXOAUTE OLEHKY KOMMETEHTHOCTMU.

Huxe npvBedeH CNUCoK Tem, KOTopble J0MKHbI BbITh BKNOYEHbI B MporpaMmMy o6y4eHUs 1 NOBbILWEHW KBannudu-
Kauumu.

A.2 MNporpamma oBy4eHus

MporpammMa obyyeHUs BKMNOYaeT:

a) NPUHLMMN ncenenoBaHua(in), KoTopoe(ble) OOMKHO(bI) BbITh BEINOMHEHO(bI);

b) uene nccnegoBaHus;

C) KOHTpOnupyemble hakTopbl UCCNERoBaHMA (HanpumMep, NPO4OMKUTENBHOCTE MHTEPBana BPEMEHN HaXOKO4eHNs
KapTpuoKa Win nonockn BHE NEPBWMYHOWM W BTOPMYHOW YMAKOBOK, B TEYEHWE KOTOPOro MOKHO MOMy4MTb OOCTOBEPHbIN
pesyneTart uccnegoBaHus);

d) Tivn obpasua, KoTopbld MOXET ObIThb MCccrnenoBaH (BkMyas obpasubl naumeHToB, BOK 1 BKK);

€) eAVHWLbI U3MEPEHWSA, B KOTOPLIX NPEACTaBNeH Pe3ynbsTaT UCCNeaoBaHus;

f) akcnnyaTayvoHHele xapakTepuctuku usgenusa ans MMHI, Takue kak:

- TOYHOCTb pe3yneTara uccnegoBaHus,
- MOTPEeLUHOCTL M3MEpPEHNs AN UCCNEA0BaHNS KONMYECTBEHHbBIX XapaKTepUCTUK,
- YYBCTBUTEMNBLHOCTE UMW MCTUHHO MOMOXWTENBHBIA Pe3ynsTar,
- CNeuMdUYHOCTL UMK UCTMHHO OTPULUATENBHLIN pesynsTaT Ans Ka4eCTBEHHbIX pe3ynsTaToB;
g) uHTepdepupytolme akTopel, KacalLmMecs NpoBeaeHUsa UcCrnefoBaHus;
h) TpeboBaHnA kK NpoBegeHUio NpeaHanMTUYeckoro atana:
- 060CHOBAHHOCTb Ha3Ha4YeHWa N3genus,
- 4acToTa BbINOMNHEHWS UCCNEefoBaHus,
- TOTOBHOCTL MauneHTa K MPoBEAeHWI0 MccrieqoBaHus, BKNYas ero 6e3onacHoCTb 1M NOAFOTOBKY K MCCNEA0BaHMI0,
- B3ATe 06pasuor, NoaxoasaLwme KoHTeRHepsl Ana 06pasuos,
- Hagnexawasn uaeHTudKUKkauma nauMeHToB, npoxoaawmnx obcnegosaxue,
- YHUKanbHas uaeHTudmnkaumsa kaxgoro obpasua,
- Hagnexallas NoAroToBKa NauWeHToB, HanpuMep HaToLWak Ans MccnedoBaHUs Ha CoaepaHue KO3k,
i) npoBegeHne MccnegoBaHUA:
- NpaBuna XxpaHeHWs peareHTa,
- nogpobHas uHdopmaums 06 uHTepdepupylowmnx dakTopax, BNUSIOWMX Ha pesynsTaTbl UCCneaoBaHMs,
- NOPSAA0K NPOBEAEHNA NCCNeaoBaHnsA,
- 4YTO 03Ha4vaeT cooblieHne 06 owmnbke M COOTBETCTBYIOLWWE OENCTBUA, KOTOPble HEOBX0AMMO NPEanpUHATL B
3TOM cry4ae,
- pacnosHaBaHWe COMHWTENbHLIX Pe3ynsTaToB M COOTBETCTBYOLWME OEWCTBUS, KOTopble Heobxogumo npea-
NPUHATB,
- 3an1Ch Pe3ynLTaToB UCCNEN0BaHUS;
j) obecneveHre 4OCTOBEPHOCTU pPe3yNLETATOB MCCNeA0BaHUA (BHYTPEHHWIA U BHELLHWA KOHTPOMb Ka4ecTBa):
- XpaHeHve 1 NoaroToBKa Marepuarnos AnS KOHTPONs KadecTea,
- NepPUOANYHOCTL NPOBEAEHMSA KOHTPOIS Ka4ecTBa 1 NopsaoK perncTpauny pesynsrarTos,
- KpUTEPUW OLEHKN Pe3ynsTaToB KOHTPONS Ka4yecTBa, NPUHATUA/OTKNOHEHWS pesynsTaToB,;

k) npoTokon o pesynsTatax NpoBeAeHUst UCCNe00BaHNS:

- KOHTPONbHbIE MHTEPBAarbl 3Ha4YeHnA, TPeBYIOLWME NPUHATHE PeLUeHVn ANA OKasaHus MEeAWLMHCKOW MOMOLLM,
- €QMHULIbI M3MEPEHUS,

- cTaHOapTHble KOMMEHTapUK ANA UHTepnpeTaummn pesyneraTos,

- neYyaTHbIe M ANEKTPOHHBLIE NPOTOKOMbI (€CMW MPUMEHWMMO),
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- KpUTWYECKWe pesynbTaThl MCCNeoBaHniA, Tpebytolne NPpUHATUA HEOTNOXHBIX Mep;
I) TexHnyeckoe obenyxuveaHve nzgenua ana VIMHIT:
- NNaHOBOE TexHU4Yeckoe obcnyxuneaHue,
- ycTpaHeHWe Henonadok B pabote usgenus,
- npoBegdeHwne kanubposku, Npn HeobxoanMOoCTH,
- NHCTPYKUMW NPOU3BOANTENS;
m) oxpaHy Tpyaa 1 TeEXHUKY De3onacHoCTU:
- MHPEKUMOHHBIA KOHTPOonb 1 Brobe3onacHoCTb,
- 06paboTka pa3nuMBoB KPoBK KU oBpalleHne ¢ OCTPEIMU MHCTPYMEHTaMM,
- yAaneHwe 1 ytunusauusa 6MonorMyecknx oTXo0oB.;
n) KOHhugeHUNanbHOCTL MHhOpMaLInK;
0) NOHUMaHWe 3TUYECKUX CTaHAapTOB MpK NPOBeAEHNW UCCNe0BaHNN;
p) obeszapaxueaHue nagenvsa gna MMHI.

A.3 OueHKa KOMNEeTeHTHOCTHU

[Monb3oBaTtens, B paMKax OLUEHKM KOMNETEHTHOCTU JOIHKEH:

a) NpoAEMOHCTPUPOBaTL 3HAHME U MOHMMAaHKWE NpoLeaypbl UCCNEeaoBaHUS;

b) npoBecTu nccnepoBaHve B COOTBETCTBUM C MHCTPYKLUMAMW NPOU3BOOMTENS, BKNIOYAA NPOBEAEHWE KOHTPOMSA Ka-
YyecTBa, XpaHEHUs! peareHToB U cobnodeHUs YCIOBUIA aKCMnyaTaunumn 3nenus;

C) NpegocTaBuTh B 3aLMWEHHOM chopmaTe pesynsTaTthl ICCNeoBaHin U UX MHTEPNpeTaumio;

d) NnpogeMOHCTpUpOBaTL 3HaHWE NpoBedeHusA Npoueayp no obecneyveHuto KavyecTea, Takux kak BOK, BKK, n nopag-
Ka BbINOMHEHUS AeUCTBUIA B CNy4ae BbISBNEHWSA HECOOTBETCTBMIA NPU NPOBEAEHMW UCCIEA0BaHWIA;

€) BbINOMHUTE TEXHUYECKOE 0BCNYXUBAHWE U YCTPaHUTL BbISBNEHHBIE HEUCTPABHOCTU U3OENUS;

f) copopmynupoBaTh TpeboBaHUA K OTYETHOCTU;

g) obHapy»xu1Tb oWMBoYHbIE pe3ynbTaTbl UCCNENOBaHUA ¥ NPOAEMOHCTPUPOBATE BbINOMHEHUE AEACTBMIA, HEODXO-
OMMbIX B TAKWX CryYasx.
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MpunoxeHune B
(obsAzaTensHoe)

Wzpenue ana UMHIN v BbiGop Hanbonee noaxoasLlero MccnegoBaHunA

B.1 OueHka cooTBeTcTBMA n3genua ana UMHI npumeHeHMIo no HasHa4YeHUIO

B.1.1 O6wwne nonoxeHus

Cnenyet NpoKOHCYNLTMPOBATLCA CO CneuuanicTaMmn MegUUMHCKMX nabopaTopuin Ana NonyyYyeHua pekoMeHaaumnn
no eeibopy Hanbonee NoaxoOsALLErO UCCNEA0BAHUA.

Mepen NOKynkoW M3Oenusa 1 Havanom NPoBEAEHWA UCCMNEeN0BaHWUa O0MKHbI ObiTh YCTAHOBMEHLI KITKOYEBLIE KpUTE-
puK, Kacarlimecs TpeboBaHWI K M34ENMI0 U ero NPUrogHOCTU ANSA NPUMEHEHWS.

VMcnone3yemoe uagenue JomkHo COOTBETCTBOBATL Lieny uccnegosaHusa MMHI.

B HekoTOpbIX Crnyyasx Ans JOCTYXEHWUS LIENu UCCreaoBaHns MOXeT NoTpefoBaThbCs TOYHOE BbICOKOTEXHOMOMMYHOE
nagenve. B apyrux cnyyasax 6onee nogxoaawinm MOXET ObITb HECTNIOXHOE M3[enve AnA NPOBEOEHWA CKPUHWHIOBOMO MC-
cnefoBaHWs, KOTOPOE MPOoLLE B UCMONb30BaHWM, peHTabensHee 1 bonee KOMNakTHO. Takol Nogxon Ha3biBalOT «COOTBET-
CTBME NPUMEHEHWS MO HAa3HAYEHUIOY.

B cnepylowem pasgene M3noxeHel NpaBuia M COBETHI, KOTOPbLIE NOMOryT ¢ Beibopom uagenunsa ana WMHI, coot-
BETCTBYHOLLENO MPUMEHEHWUIO MO HA3HAYEHMIO.

UTobbl onpegenuTb, ABMAETCA N U3LENUe COOTBETCTBYIOLMM NPUMEHEHUID MO HA3HAYEHWIO, AOMKHE! BbITh ycTa-
HOBIEHbI KMIOYEBLIE XapakTEPUCTUKM M3Oenus. B 3aBUCMMOCTK OT LENW WCCNeA0BaHWA HEKOTOPbIE XapaKTEPUCTUKN 13-
penua aenawTca bonee 3Ha4YMMbIMKU, YeM Opyrve, 3ToT QakT cneayeT yYWMTbiBaTbk PYKOBOAUTENAM MOCTaBLUMKA YCNyr
WMHTIT npu Beibope nagenusa ana UMHI. MNpu oueHke xapakTepucTUK W3Oenvsi CTOUMOCTb He OoIbKHa ABnATbCHA Bonee
3Ha4YMMBbIM chakTopom, Yem Brarononyyume naumeHTa, npoxoasilero obecrnegoBaHue.

Mpw Nokynke U3genva peKOMEHAYETCS YYUTLIBATL CrieayLlee:

- OLleHKY HEODXOOMMOCTU MPOBEAEHUS UCCNENOBaHNUSA U pe3ynsTaThl, OXKU4aemMbie OT NPOBEeAEHWA UCCIEN0BaHNS,;

- 3KCMMyaTauWOHHbIE XapaKTepUCTUKN U3LENWA, TAKME KaK:

- To4HOCTb (cM. B.1.2.2) 1 norpelHocTb pesynsTaToB KONMUYECTBEHHbBIX XapakTepUCcTUK MCCNeqoBaHUs,
- YYBCTBUTEMNBHOCTL (MCTMHHO MOMNOXUTENBHLIA NoKazaTerns) U cneundmnyYHOCTL (MCTMHHO OTPULATENbLHBINA Mo-
KazaTenb) Ans KAYeCTBEHHLIX PE3yNbLTATOR;

- BO3MOXHOCTb YCTPAHEHUHA HEUCMNPABHOCTEW, BKIHOYASA NMOALEPXKKY CO CTOPOHbLI YMONMHOMOYEHHBIX OpraHu3aLmin,
ecnu TpebyeTcs;

- MPOrHO3Mpyemyt paboyyr Harpysky W aKcrnnyaTauMoHHBIE PeCYpChl BbIDpaHHOMO n3aenws;

- HanMumne HeobXoOMMbIX pacxo4HbIX MaTepuanoB ¢ y4eToM TpeboBaHMI K TEMNEepaTypHOMY PEXUMY XPaHEHUA U
LOCTaTOYHOCTW PECYPCOB A1 MX Pa3MEeLLEHUS B XONOAWIbHBIX YCTAHOBKaXx, npy HeobxoanmocTy;

- NOAAEPXKY 3KChnyaTauuu (Hanpumep, HanvyYne TEXHWYECKOW NOALEPXKKW, NPeaoCcTaBnseMoi NpoM3BOaUTENEM
UN1 AMCTPUOLIOTOPOM, a TaKKe NPOBEAEHME CNeLMansHoro oby4YeHns Nonb3oBaTenei No aKkcnnyaTalumMm n3nenus);

- TpebOBaHUA K TEXHMHECKOMY ODCIYKMBaHUIO, BKMOYAA OYUCTKY M Ae3UHMDEKUNUIO N3OENUS;

- TpeboeaHuA k obpasuam (Hanpumep, TpeboBaHKA K NOAroToBKe Tex 00pa3uoB, KoTopble HeobxoamMmMo obpaboTaTb
nepen UccnenoBaHUeEM, TakMM Kak LieHTpudhyrMpoBaHme, pasbaBneHre Unm 3KCTPaKLMS, YTO MOXET YCINOXHUTL NpoLecc
UCCrefoBaHUa Unu caenaTh ero HERLINMOMHUMBIM);

- 06bem obpasua (Hanpumep, TpeboeaHWsa K 0bpasuy Ans uccnegoBaHus);

- CPOK rOOHOCTU pacxofHbiX MaTepuanos (Hanpumep, rapaHTyMs JOCTaTOYHOro KONMWYecTBa pacxXoOHbiX MaTtepua-
NOB, KOTOpble ByayT MCNOMNb30BaHbl 0 UCTEYEHUS YCTAHOBMEHHOTO CpOKa roAHOCTH);

- conocTtaeneHwe pesynsratos MMHI ¢ peaynstatamu, Nony4eHHsIMU B MEOULIMHCKOW NabopaTtopuu, ecrnuv 370 Nnpu-
MEHVMO W BaXKHO [N OLEHKM COCTOSIHUS OOHOrO W TOMO e nauueHTa B cry4Yyae npMMeHeHns KoMOuHaLMm peaynsraToB
nabopaTtopHkix uccnegosadnin n UMHIT,

- BO3MOXHOCTb Nepenayn peaynstaTtoB B aMeKTPOHHOM BUAE;

- BO3MOXHOCTb HAHECEHUSA LUTPUX-KOAA ANA NauueHTOoB, NONb30BaTenen U pacxogHblX MaTepuarnos;

- MOBUMNBbHOCTDL (T. €. BO3MOXHOCTb NepeMeLLeHnsa U3nennst U ero KOMMnakTHoOCTb, Heobxoaumele ana MMHTI). He-
OOCTaTOYHO KOMMAKTHOE U3Zenue MOXEeT He NoAoWTM A4S UCMONb30BaHKSA, ECINA ero MPUMEHEHUE MO Ha3HaYeHUIo Npea-
yCMaTpUBaET NepeMeLLieHe Ans NpoBeaeHUs UCCNENORAHUS;

- OONTrOBEYHOCTbL M3OENUA, BKIOYaa COXpaHeHWe/BOCCTaHOBMNEHUE paboTocnocobHOCTH B Cnyyae NOBPEXOEHUS,
BbI3BAHHOMO NaAeHWEM 1 3arpsA3HeEHNEM BUONOTMYECKMMM KUAKOCTAMM,

- Hanu4me HeobxoaQMMbIX MaTepuanos Ans KOHTPONA Ka4yecTea;

- Hanu4yMe COOTBETCTBYIOLLMX MPOrpamMM BHELLHER OLEHKU KavecTBa;

- rapaHTWIAHBIA CPOK 3KCMyaTaLun U3genus;

- Hanu4ve goroeopa Ha obcnyxuBaHwe (Hanpumep, obecnedveHve Tekyllero obenyXMBaHUs U TEXHUYeckas noa-
JepKa aKkcnnyaTauun);
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- Hann4ye UHaHCOBbLIX PECYPCOB ANSA 3aKyNMK1 M nepruoanyeckoro obcnyxuBaHnsa (BKMYas 3aTpaTbl Ha nNpose-
OEHWE TEXHUYECKOTO OBCMYKWBaHUS, KOHTPOMNS Ka4ecTBa, MHCTANMAUNIO W3AEnus, 3akynKky pacxogHbIX M KOHTPOMbHLIX
MaTepuarnos);

- NpedocTaBneHne NOCTAaBLUUKOM U3aenus obydaLWwmnx MaTepranos;

- HAOEeXHOCTb NOCTaBOK;

- YCNOBWUA OKpyXalolen cpeabl, HeobxoaMmbele ONA NPOBeAeHNA UCCNeaoBaHui, Takue Kak nokasaTeny Temnepa-
TYpbl, BNAaXHOCTKU, OCBELLEHUSA, AMEKTPUYECKNE XapaKTEPUCTMKK. Magenne MOXeT He NOOOUTK ANA NPOBEOEeHUA UCCNeao-
BaHWA, ECMM OHO YYBCTBUTENBLHO K AKCTPEMAarbHEIM YCNOBUSAM OKpYKaloLlen cpeabl Unv TpebyeT NoCTOSHHOMo CETEBOTO
NUTaHWS, NpX Hanu4Mm Taknx TpeboBaHWn ANsi ero COOTBETCTBUS NPUMEHEHWSA MO HA3HAYEHUID;

- NPOOOMXUTENBHOCTE UHTEPBANA BPEMEHU ANs NMOMyYeHUs pesynksrara;

- NPOACIMXUTENBHOCTE MHTEPBAana BPpeMeHuW, B TedeHWe KoToporo obpasubl OCTalTCA CTabMNbHBIMM;

- cnocobbl BesonacHo yTUNMaaumm BMONorMYecknx OTXOA0B Nocne NpoBeaeHWa UCCNedoBaHus;

- COBMECTMMOCTb YNpaeneHus MHpopmaumnein, Hanpumep COBMECTMMOCTL Nepefadn AaHHbix 06 nagenuu, npome-
JKYTOYHOrO nNporpamMmmHoro obecneveHusa v UHOPMALUOHHON CUCTEMBI;

- Hanu4yre oCcTyna K nocneayoweMy UnmM JONoMHATENBHOMY MCCNEf0oBaHUI0 N0 Mepe HeobXoaUMOCTI.

[ns Beibopa Hanbonee nogxogsawero uagenus ans MMHIT cnegyeTt cpaBHUTE METOAbLI MCCNEOOBAHWUS, MPUMEHAE-
Mbl€ B PasnUYHbIX U3OENVAX, ECMNM 3TO BO3MOXHO.

B.1.2 AHanuTUYecKue XapaKTepuCcTUKH

B.1.2.1 Obwume nonoxeHus

AHanMTUYeckne XapakTePUCTUKUN — 3TO pAL pacCMaTpUBaeMbIX KITIIOYEBBIX KDUTEPUEB, OLEHKA KOTOPLIX AaeT Mo-
craswuky yenyr UMHIT npenctaBneHve o Tom, B KAKOW CTEMEHW NpennaraeMoe U3fenve NogxoauT AN HyX4 nonb3oBa-
Tenei 1 COOTBETCTBYET MPUMEHEHMIO MO HA3HAYEHMWHD.

AHanMTUYecKne xapakTepUcTUKU OOIMKHbI BKITHYaTh:

- NpefdenbLHO BLICOKME UMW HU3KUE 3HAYEHUA pE3ynLTaToR;

- HA[EeXHOCTb Pe3ynLTaToB UCCNEAOBaHUS;

- HENUHEWHOCTL UCCneaoBaHus (MoNy4YeHe HEOOCTOBEPHbLIX PE3YIIETATOR NMPW OTKIOHEHWUM Ha BLICOKMX UMM HA3KKUX
3Ha4YeHMAX).

C TEXHWYECKOW TOYKM 3PEHUS 3TU KPUTEPWUM BKITHOYAIOT!

- TOYHOCTB/CMELLEHNE;

- NPELN3NOHHOCTE;

- NIMHENHOCTb;

- 0BLLYH aHANUTUYECKYH OLWWBKY;

- Nnpenen obHapyKeHus;

- Npefen Konu4yecTBEHHOIO ONpeaeneHus;

- NPaBWIbLHOCTb;

- HTepdepupyoLLMe dakTopbl;

- NPOCNEXUBAEMOCTb.

B.1.2.2 XapakrepucTukn nagenusa

XapakTepuCTUKKU U3Oenns, KOTopbIE CrieayeT yYUTbIBaTb, BKMHYAT HUXKENPUBEOEeHHoE.

a) TouHoCTb

CrteneHb GrM3ocTu peaynsrata U3MEPEHWIA K MPUHATOMY OMOPHOMY 3HaqYeHuo. TOYHOCTL ONpPEedensdeTcs Kak cMme-
LLIEHUEM, TaK W MOrPELUHOCTLHO.

b) Cmewexne

PasHocTb Mmexay cpegHyuM 3Ha4eHneM U3MEPEHWIA OOHOTO U TOro e 0bbekTa MCCNenoBaHNA U ero UCTUHHBIM 3Ha-
YEHWEM.

CmelleHWe oNpenenstoT Kak NONOXUTENBHYIO UMM OTPULIATENBHYIO BEMWYMHY. [1pU NONOKUTENBEHOM CMELLEHWI pe-
3ynbTaThl OKA3bIBAKTCS BbILLE UCTUHHOMO 3HAYEHWS; NMPY OTPULIATENBHOM CMELLEHUW — HUKE WCTUHHOMO 3HAYEHUSA.

c) HenpeuunanoHHOCTL

Mokasatens BapuabenbHOCTW NPY U3MEPEHUM OOHOMO W TOTo e obpa3sua bonee ogHoro pasa.

d) Npegen obHapyxeHus (LoD)

HaumeHbluee KonUMYecTBO OMNPELENAEMOro BELLECTBA, KOTOPOE MOXHO 0BHapyXWUTb Mo CPaBHEHUIO C OTCYTCTBUEM
BellecTBa (nyctas npoba) B npefenax ycTaHOBNEHHOMO 4OBEPUTENBHOIO MHTEpBana.

e) MNpenen konuyecTeeHHOro onpeaeneHuns (LoQ)

HaumeHbluaa KOHUEHTpaLUWS, NPY KOTOPOW aHanuT MOoXeT BbiTe 4OCTOBEPHO 0BHapyKeH M NpW KOTOPOW Joctura-
H0TCH 3apaHee 3aJaHHble 3Ha4YeHUs cmeLleHns 1 norpewHocTn. LoQ moxeT 6biTh akeuBaneHTeH LoD nnm moxeT coot-
BETCTBOBaTL HONee BbICOKOW KOHLIEHTpaLUWUu.

f) NluHelHoCTL

CeoncTBO kannbpoBaHHOIO 1U3aenua, KoTopoe MoxeT BbiTh rpacudeck NpeacTaeneHo B BUAE NUHEWHON 3aBUCH-
MOCTU MEXOY 3HaYEHUSIMMI, MOMNYyYEHHBIMIU B pe3ynsTaTe UCCrnefoBaHus, U OEWCTBUTENBHBIMW KOHLIEHTPaLMAMW aHanuTa.
AHann3 NUHeMHOCTW NpoBOAAT Ans obecneveHus npegena obHapyKeHWA BeLLEeCTBa; eCru MofyYyeHHOe 3Ha4YeHWUe Bbl-
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XOOWT 3a rpaHuubl npefena obHapyeHwsl, To BbibupaT Hanbonbluee WNKM HavMeHbLLee 3HaveHWe npegena obHapy-
*eHus. Hanpumep: vccnegyemoe 3HadeHue coctaenaeT 10 Mmonb/n, a HWKHWUIA npeden nuHerHocTuw/obHapyxeHua —
12 mmone/n. CoobllaeMblin pesynsTaT UCNBITaHUA AOMKEH COCTaBNATE MeHee 12 MMonb/n.

g) MNpeunsanoHHOCTL

CreneHb BrM3ocTu Apyr K Apyry HE3aBNCUMbIX PE3YNbTATOB M3MEePEHWUI, NOMyYeHHbIX HA OOHOM KM ToM ke obpas-
Le — 3TO «NoMyYeHWe KaxKabli pa3 0gHOro W TOro e peaynsrara M3MepeHns».

h) MporHocTuyeckas LeHHOCTL AJ1A Ka4YeCTBEHHLIX UCCNefoBaHWIA

MonoxuteneHble U oTpULaTeNbHbIE MPOTrHOCTUYECKWE 3HaYeHNA 0BbIMHO MCNOMb3YIOT AN NCCNEfoBaHUNA, pe3yrb-
TaTbl KOTOPbIX 0BLIYHO ABNAKTCA BUHAPHBIMK (MONOXUTENBHLIE/OTPULATENBHBIE, NPUCYTCTBYIOT/OTCYTCTBYIOT). JTO A0ONY
NONOXUTENBHBIX M OTPULATENBHLIX PE3YNETaTOR, KOTOPLIE ABMATCH MCTUHHO NOMNOXKUTENBHBIMU M UCTUHHO OTPULATENb-
HbIMW pe3ynsTatamu. CnegoBaTtenbHO, NOMOXMTENbHOE MPOrHOCTUYECKOoe 3Ha4YeHWe (MCTMHHO NOoMoXWTeneHoe) — 3To
nony4YeHne NONoXWTENBHOro pesynesrata U AelcTBUTeNbHOe NpUCyTCTBMEe aHanwTa. OTpuuaTteneHoe NporHoCTUYecKoe
3HaveHue (MCTWMHHO oTpULaTenbHOe) — 3TO MoNny4eHWe oTpuuaTenbHOro pesynbrata Npu OTCYTCTBUMM aHanuTa. Takumu
npyuMepaMun ABNATCA uccnegosaHue Ha BUY v gpyrve uHdekumMoHHele 3abonesanna nnu TecTupoBaHve Ha BepemeH-
HOCTE, rae pesynstat Nubo oTpuuaTensHbIi, NMBo NONOXUTENBHBLIN, NMOO HeonpeaeneHHLbIR (Cepas 30Ha, rae pesynesraT
He SABNAETCS O4HO3HaYHbIM 1 OOMMKEH BblTb NOBTOPEH MNOZKE MK C NOMOLLLI Bonee YyBCTBUTENBHOMO MCCNENOoBAHNS).

i) KayecTBeHHOE nccnenoBaHne

MpucyTCTBME KOHKPETHOro aHanuTa B 0bpasue 0ObIMHO TPaKTyeTCs Kak NonoXuTenbHbli/oTprLaTensHbId, NpUcyT-
cTByeT/oTCyTCTBYET. KavecTBeHHble uccneqoBaHusa MoryT BbiTe MCMOMb30BaHb! 418 CKPUHWHIA (MCCnedoBaHWe Ha Hapko-
TUKW) U ANarHoCTUKK (MHdeKUMoHHbIe 3aboneeaHuna, BepeMeHHOCTE).

j) KonuuectBeHHoe vuccnegoBaHue

MpucyTcTBUE onpedeneHHoro aHanuta B obpasue ycTaHaBNMBAKOT B XOA4E KONMWYECTBEHHBIX MCCNEnoBaHWIA, onpe-
OensWmux To 3Ha4eHne, KoTopoe 0DblYHO CPaBHWMBAOT C MOPOrOBbIM 3Ha4YeHWeM (MOATBEPXOEHMWS WCCrnedoBaHWsa Ha
HapPKOTUKW, TPOMOHWH), C LIeNeBbiM 3HavYeHnem (xonectepuH, HbA1c) nnu KOHTPONbHLIM MHTEPBANOM (rMoKo3a).

k) MpencraeneHve pe3ynsTatoB

PesyneraTel, NonyyYeHHsle ¢ npumeHeHvemM usdenua ana MMHI, aBnsoTea kadyecTBeHHLIMUM, NONYKOMUYECTBEHHbI-
MW UK KONnYecTBeHHbIMY. HeobxoamMmo onpeaenvTs, Kakoi TMn pesynetata Hambonee nogxoguT AnNs npeanonaraemMoro
ncecnegoBaHus.

I) MonykonuyecTBeHHOE UCCnegoBaHUe

VMccnegoBaHus, KOTopble OAKOT TAKOW pe3yneTar, kak «MeHee 5», «oT 5 go 20» unu «bonee 20».

m) YyBCTBUTENBLHOCTL

CnocoBHoCcTE MCCneaoBaHus NpaBuneHO UAEHTUWMLMPOBAaTE NaUMeEHTOB ¢ 3aboneBaHueM (MCTUHHO NONOXWTENb-
HbIA pe3ynesTar).

n) Cneundu4HOCTb

Cnoco6HocTe uccnegoBaHust MpaBunbLHO MaeHTUKMUMpoBaTL NauneHToB 6e3 3aboneBaHuns (MICTUHHO oTpyLaTENb-
HbIA pe3yneTar).

0) ObLan aHanuTuyeckas ownbka

CoueTtaHue HenpeLum3noHHOCTU U CPedHEero CMeLLeHNs, KOTOPOe MOXEeT ObiTb MCMOMNb30BAHO AN pacyeTa U OLEHKN
KavecTBa UccneqoBaHuAa M NOCTAHOBKW LiEnew.

p) MNpocnexneaeMocTb

lMpocnexuBaemMoCcTb — CBOWCTBO pe3ynbTaTta M3MepeHus], B COOTBETCTBMM C KOTOPBIM Pe3ynbTaT MOXKET BblTb COOT-
HeceH C 3TanoHoM Ans cpaBHeHUs NOCPEeACTBOM AOKYMEHTUPOBaHHOW HENpPepbIBHOW LIEeNo4KN KanubpoBok.

MpevmywecTso npocnexusaemocty B UMHI 3aknioyaetca B oGecneyeHnn n3amepeHMs oAHOro 1 TOro Ke aHanuTa,
4YTO AOMKHO oBecneynTs CONOCTaBUMbIE/3KBUBANEHTHEIE PE3YNETaThl M3MEPEHUIA HA pasnuyHbIX agenusax ana MMHI.

q) MNMpaBuneHOCTL

CreneHb BNM30CTU CpeaHero 3HavyeHWs, NoNy4eHHOro Ha OCHOBaHWKW penpe3eHTaTUBHOW CepUN pesynsTaToB u3Me-
peHWIA (MNK pe3ynLTaToBR UCCNEAOBAHWNIA), K AEUCTBUTENBHOMY (UeneBoMy Unuv pedepeHTHOMY) 3HaYEHUIO.

CogBepLueHHas NpaBUNbHOCTb — 3TO OTCYTCTBME CMELLEHUS.

B.1.3 OueHkKa xapakTepuCcTUK Uagenusa

Mapgenue 1 MeToa NpoBedeHWs UCCNefoBaHWa O0MKHbI ObiTb MOMHOCTLIO OLEHEHbLI B COOTBETCTBUKM C YCTaHOBMNEH-
HBIMU HIDKENPUBEOEHHBIMW XapakTepUCTUKaMN U3aenus.

XapakTepucTuki U3genva AOMKHBI ObITb paccTaBneHbl No NPUOPUTETAM OT Havbonee 3Ha4YUMbIX 00 HavMeHee
3Ha4YUMBIX, YTOBEI ONpeaenuThL, Kakoe U3genve Haunydwmrm obpasom COOTBRETCTBYET NOTPEBHOCTAM MOCTABLUMKA YCMyr
MMHTI. B HekoTOopbIx cnyvasx HA 0QHO U3 MMELLMXCA B HanW4iuM n3gennin He ByaeT COOTBETCTBOBATL BCEM UMM KaKUM-
nnbBo M3 YCTAHOBIMEHHbIX CYLLECTBEHHbLIX XapakTepucTuk. B Takom cnydae cnegyeT oueHWTb uenecoobpasHocTe npose-
AeHua uccrnegoeaHmda. OgHako, ecnu NpoBefeHne UCCNEenoBaHUA CYMTAT CYLLECTBEHHLIM, ONpeaeneHne NpUopuTETOB
XapaKTepuCTUK U3genusa BynoeT no-npexHemMy none3HbIM.

HexoTopblie Npou3BoanTENW NPOBOAST TLUATENBHYIO MPOBEPKY XapakTepUCTUK U3AENUS B Pa3NMYHbIX YCIIOBUSAX 3KC-
nnyaTaumu, HO ecTb U TaKUe, KOTOPLIE MPOBEPSIOT U3OENME TOMBKO B HOPMATbHbLIX YCNOBUAX 3KCMyaTaunu, HE BhINOMHASA
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NMPOBEPKY B 3KCTPeMaribHbIX ycroeusax. [MoaToMy OLEHKY NPoOU3BOAUTENEN creayeT paccMaTpuBaTth Kak 4acTb npouecca
3aKynok.

B.2 Banugauma u/unu Bepudmukaumsa meTogoB U uagenus

B.2.1 O6wume nonoxeHnsa
Banupauuvs n/unu sepudukaumns MeToaa UCCNeaoBaHUs U U3OENUsa AOMKHEl ObiTe NPOBEAEHbl A0 UX BHEOPEHUS B
NMpPaKkTUYEeCKYH AeATENbHOCTb.

B.2.2 Banugauua usgenusa n metogoB ana AMHMN

Banupauwio uagenus n metogos ang MUMHI obeivHO npoBoAuT Npov3BOOMTENE WU ONPEAEnAeT Haunyylume Bo3-
MOMHbIE XapakTepUCTUKM paboTocnocoBHOCTU M3EenUA, KOTOpLIE NO3BONAKT NOMYYNTL JOCTOBEPHLIE PE3YNLTaThl UCCe-
posaHus. [Npouegypa Banmaauum 4acTo ABNAETCA CMOXHON M MOXET DbITb 4OPOroCTOALLEN.

Heobxogumo, 4ToBbl pesynsraTel BANUAALWW JEMOHCTPUPOBANW HAAEXKHOE MONYy4YEeHUE JOCTOBEPHbLIX PE3YNLTaToB
NpY UCMNONMbL30BaHUM W3AENNSA, COOTBETCTBYHOLLETO NMPUMEHEHUIO MO HAa3HAYEHWIO.

Cnenyet oTMETUTb, 4YTOo 0Obem paboT no Banvpauuw pasznuyaeTtcs y npouseoguTeneir. [JocTaToMHOCTb NpOBe-
AeHHoro obwema paboT no Banvaauny (cTeneHb Banugaunn) gomkHa BblTe NoHATHa pykoeoautento MMHII. Hekotopblie
NpoW3BOAUTENW NPOBOAAT NPOBEPKY M3OENUS C YY4ETOM pasnu4yHbIX YCIOBUIA U (hakTOpoB okpyxatoller cpeabl. OgHako
HEKOTOPbIE NMPOW3BOAMTENMW NPOBOOAT BanvMaaLUMio B CTPOrO KOHTPONMMPYEMbIX NabopaTopHbIX YCIOBMAX OMbITHLIMK U 00-
YYEHHBIMU crieumnanucTamMmu. XoTa 3T0 M OaeT NpeACTaBMEHUE O HAUMYULLEn NPOM3BOAUTENBHOCTU M3OEMNWA, HO, CKOpee
Bcero, He ByaeT oTpaxaTb To, Kak U3fenue ncnonsayloT npu npoeegeHun MMHI B peansHbIx ycroBuax.

PaaHbie nons3oeateny BeinonHAloT MMHI B paanuuHeix, a MHoOrga v 3KCTpeManbHbIX YCNOBUSX OKPYXKaKLEN cpe-
abl. B noeane wagenue ona MMHI gomkHo BbiTe NPOBEPEHO C YY4ETOM pPasnUYHbIX YCIOBUIA M (hakTOPOB OKpYKaloLen
cpedbl, KOTOpblE MOTYT BO3HWKHYTL B MPOLIECCE OCYLLECTBEHUA AeATENbLHOCTK nocTaswwmka yenyr MIMHI. 3kctpemans-
HbIE XKapa W1 Xoropa, BNaXHOCTb, Mbiflb, YACTbIE NEPEMELLEHUA U «yAapbl» U3AENUS MOryT OKa3aTb HEraTUBHOE BIINSHUE
Ha HagexXHoOCTb WU ToMHOCTb pesynstatoB VIMHI, a Takke Ha npousBoguTensHocTb uagenus. MNocTtaewmk yenyr MMHI
JomxeH obcyanTe ¢ NPoOW3BOAWTENEM MOCMNEOCTBUS NPOBEOEHWUA UCCNEA0BAHUSA B PasNNYHbIX BO3MOXHBIX YCIOBUAX U
hakTopax OKpyKalolen cpedpl C LeNbio onpegeneHa nx BNMAHUA Ha JOCTOBEPHOCTL pedyneratoB MMHI.

Ecnu Banugauua naaenus npoBefeHa npou3BoguTeneM, To NOBTOPATL ee He Tpebyetca. B atom cnydyae dyHKUM-
OHarnbHblE XapaKTepPUCTUKM YCTPOMCTBa ByayT NpefocTaBneHsl NPOM3BOAUTENEM. TEM HE MEHee MNomnb30BaTeNb U3Oenus
ana MMHIT gomkeH BbINONHUTL Bepudoukaumio (cm. B.2.2).

Ecnu Banugauua nagenva He NpoBeeHa Npou3BogUTENeM, TO NOMb30BaTEN HEODOX0AUMO NPOBECTH BanNUaaLuio
usgenus ansa MMHI nepen ero ncnone3oBaHnem. 3Ta npoueaypa MoxeT BbiTb TPYAHOW U goporocTosiwen. B Takux cny-
Yyaax cregyeT pacCMOTPETE APYrOW BapMaHT U3Aenus Ans NpoBeaeHus UCCIeqoBaHns.

[Mpu NnpumeHeHun u3genua 3a npegenamu TpeboBaHW, YCTAHOBMEHHbBIX B MHCTPYKLMM MO 3KCMnyaTauun NpousBo-
anTens unu cneundmkaLmn, a TaKKe B Cnyvae OTCYTCTBMS Banvaunn nagenma MoryT BeiTb NonyveHsl HEAOCTOBEPHLIE
pesynsTathl uccrefoBaHud. 3genue, npumeHaemoe 3a npegenamu TpeboBaHniA, YCTAHOBNEHHBLIX B MHCTPYKLIMM MO 3KC-
nnyarauuu, notpebyeT oT Nonb3oBaTtens NpoBeAeHUe BanuaaLnm gaxe Npyu He3HaYUTENLHLIX M3AMEHEHUAX. JTa npoueay-
pa MoeT BbITb TPYOQHOW 1 AOPOrocTOALEn. Takoro BapuaHTa UCNonbL30BaHna n3genus cnegyet nsberats.

Kak MyHMMYM, peaynsTaThl Banuaauuv, NpoBoAUMbIE HA HOBbIX M3genuax ana MMHI, nomkHel BkNoYaTe nokasa-
TEnu TOYHOCTU, NIMHENHOCTU 1 Pe3ynLTaThl CMYUTENBHBLIX UCMBITAHWA C APYTMMU U3AENUSMU.

B.2.3 Bepudmkauua uznenus u merogoe ana UMHI

Bepudmrkauma — 310 MeHee 06bEMHBIA NpoLEce, YeM Banuaauusa, HanpasneHHbIW Ha NoATBEPKOEHUE TOro, YTO
none3osateny uagenua ang MMHI gomkHel nonyYnTe QOCTOBEPHbIE pe3ynbTaThl, NOATBERKAEHHBIE NPWU MPOBEAEHMMN
Banugauuu, Unu, no KpamHen Mepe, AOCTUYL TOYHBLIX U HAOEKHBLIX PE3yNbTaTOB UCCMEA0BaHus, COOTBETCTBYIOLLMX MpU-
MEHEHWIO MO Ha3HaYeHWo U3aenus.

Bepudmkauma vagenusa HanpaeneHa Ha NOATBEPXAEeHWe COOTBETCTBUS TOrO, YTO 3asBMNEHHbIE XapaKTepWUCTUKX
NpOV3BOAUTENBHOCTU W3AENUs, 3aJ0KYMEHTMPOBAHHLIE MPOU3BOAUTENEM, COOTBETCTBYIOT YCTAHOBMEHHLIM MPW MpoBe-
aenvn UMHIT none3oBatenem B KOHKPETHBIX Ycnoeusx. Bepudukaumsa gomkHa 6biTe HACTONBKO MOMHOW, HACKOMBKO 3TO
HeoBXoaMMOo, B 3aBMCMMOCTH OT CITOXHOCTW MPUMEHAEMOro U3Oenvs U NOTEHUMaNbHO PasnyyHbIX YCIOBUIA QKpYKatoLLein
cpefbl, B KOTOPbIX BO3MO:KHO npoeeaeHe MMHI, Hanpumep npy cMnbHOR Xape, BonbLIOM KONMYecTBe Mbinn.

Mpu npoBegeHun BepudmKaLMK cnegyeT UCNoNbL30BaTL CTATUCTUYECKM 3HAaYMMOe KonuyecTeo obpasuo., cnocob-
HbIX NPenoCTaBUTL MHAOPMAaLUIO ANA MPUHATUSA BRXKHBIX KITMHUYECKUX PELLEHUIA NP COOTBETCTRYIOLLEM NPUMEHEHWW NO
HasHa4YeHuo.

MpumevyaHune — OOWENpUHATOE CTAaTUCTUYECKM 3HAYMMOE YMcno Beibopok coctaenseT 20 (N = 20).

To4yHOCTL AomKHa BbITh OnNpefeneHa Ansg Tex MeTofoB, KOTopble 06ECNeYMBaKT KONMMYECTBEHHLIA pe3ynkLTar.

[ns kKa4ecTBEHHbIX U NONYKONMYECTBEHHbLIX METOAOR AOMKHbBI ObITE MPOBEAEHBI CIIMYMTENBHBLIE UCMBITAHWUA C CyLLe-
CTBYHOLUMMW BanMaMpoOBaHHBIMW MeTOOAMM.

Wcecnenoeanune obpazuoe BKK ¢ n3BeCTHEIMK 3HAYEHUAMM B AMana3oHe KOHUEHTpaunin obecnevymBaeT OLEHKY TOY-
HOCTW pe3ynsTaToB Ans KONMUYECTBEHHbLIX METOLOB.
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MHoOrokpaTHOE MOBTOPEHWE OHOM0 U TOro e obpasua BKK nossonaeT oueHWTb TOMHOCTL pesynbTaTta npy 3aaaH-
HOW KOHLEHTPaLMN.

ObbeanHeHHble 0bpa3Lpl NAaUUeHTOB U 06MeH oBpasuamMi Takke ABNAKTCA NoTeHUMansHLIM UCTOUHUKOM oBpas-
LIOB, KOTOpBIE MOTYT BbITb UCMNOMNB30BAHLI NPW NPOBEAEHUN CITUYMTENBHLIX UCMBITAHWA. B HEKOTOPLIX CyYasx NpousBoau-
Tenb uagenua ana MMHI unu meguumHckaa nabopatopus MOryT NPefocTaByTb AOCTYN K COOTBETCTBYHOLLMM 0BpasLam.

B.3 Kanubpogka nzgenua ana UMHIM

KanubpoBka magenus sSenseTcs BaXHbLIM LIArom B NpoOBEpKE U3genus U nomMoraet o6ecneqmTs nonyyYeHue gocTo-
BEpHOro pesynerata. Kannbpoeka No3BonsieT oTperynupoBaTth M3genue Ansa nonyyeHus 3agaHHoro aHaveHus. MNocne ka-
nubpoekKu criegyet eoinonHAaTe BKK, 4Tobbl BbIABUTL Nt0ObLIE M3MEHEHWA B U3MEPUTENLHOW cUcTeEMe uaaenus. Magenve
ana AMHI gomxHo GbITe OTKaNMObpOBaHO B COOTBETCTBUM C MHCTPYKLUSAMK NPOM3BOAWUTENS TaM, rae 370 NpuMeHnmMo. Kak
npaBuno, NPoON3BOAMTENL NOCTABNSAET COOTBETCTBYIOLWME KanubpaTopkl Anga kanubpoeku uzgenusa. Ecnu npovasoauTens
He rnocTaengeT kanubpaTtopsl, HEOBXOAMMO NPUMEHUTE OPYrMe COOTBETCTBYIOLLME KanubpaTtopsbl, ogHako cnenyet usbe-
raTb MCMONb30BAHWUS TAKOro U3OEnus.

MpumeuvyaHue — He Bce U3menusa HyKOaKTCA B KaNWBPOBKE, YTO MOXKET YNPOCTUTL UX UCMOMNb30BaHue. W Ha-
0B0opoT, ANA HEKOTOPLIX U3AENUiA MOXET NoTpeboBaTbea kanubpoBka, KOTopas OTHOCUTCH K JOPOroCTOSALLEN NpoLeaype 1
YCTIONHAET AEATENBHOCTL NocTaeLuka yenyr UMHI. 3To BaxHble hakTopbl, KOTOpbIE CredyeT YYUThIBAT.

B.4 U3zpgenua ana UMHI1 n perynupoBaHue auarHocTuku in vitro (MBM)

Bo MHorux cTpaHax kavecTBo, ahdhekTMBHOCTL M BeaonacHocTe Magenusa ansa UMHI gomxHo BbITe NoATBEPKAEHO
perynupyoLwmMM opraHoM no AWarHocTuKe in vitro (I/IBJJ)*, Nnpexae Yem OHO CMOXET MOCTyNWTL B oBpalweHne. Hannuve
NOATBEPXKAEHUA COOTBETCTBMA M3genus TpeboeaHusam acddekTMBHOCTU U Be30nacHOCTK 4aeT OCHOBaHWE cyMTaTh, YTO
nagenve MMeeT Haanexallee Ka4ecTBo.

" B Poccuiickoli ®edepayuu peaynupyowum opeaHoM fo peaucmpayul meduyUuHCKUx usdenud sensemcs ®ede-
pansHas crnyx6a no Had3opy e cghepe 30pasoOXpPaHeHUs.
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MpunoxeHwne C
(cnpaBo4Hoe)

HOKYMEHTI:I n 3anucu

C.1 JoKyMeHTblI

JokyMeHT — 370 4acTb MUCbMEHHOrO, NEYaTHOro MMM 3MNEeKTPOHHOro MaTepuarnos, KOTOpblie MPedoCTaBMsaoT WH-
hopmaLuio UNM OMUCLIBAIOT, KaK UMEHHO AorpKeH BbiTh BbinonHeH npouecc. O6kbiyHo aTo npasuna, COlM v nHCTpyKUMKn
Mo MCMOMNb30BaHWIO.

[JokymMeHTbl nognexart Nneprogan4eckomMy NepecMoTpy 1 akTyanuaaunn, Hagnexaluii KOHTponb JoKyMeHToobopoTa
MMeET CyLLIeCTBEHHOE 3Ha4YeHue.

I pupMmeHaHne — KDHTpOJ'Ib ,D,DKyMEHTOOﬁopOTE O3Ha4aeT, 4TO BCE OOKYMEHTbl YTBEMKOAKTCA PYKOBOOAUTE-
NeM 1 rapaHTUPYHT, 4TO BCE NONb30BaTENN obecneyeHsbl NOEHTUYHBIMW UHCTPYKUMAMW ONA BEINONHEHUA OEATENbHOCTA.

Mpouenypsbl 1 OEWCTBUS, KOTOPLIE AOIMKHEI ObITh 3a40KYMEHTUPOBAHLI B MHCTPYKLIMAX, CrieayoLue:
- Kak nponcxoguT Belbop U 3aKynka M3gennin, pacxodHelXx matepuanos, peareHTos, BOK n BKK;

- KaK npoBefeHbl 00y4YEeHUE U OLIeHKa KOMMETEHTHOCTU NepcoHana;

- KaK BbIMOMHEHbI NMAHOBLIE Y BHEMNMAHOBLIE NPOLEeaypbl TEXHUYECKOro 06CNyKMBaHWA U3OENUS;

- NepeyeHb NpoLeayp v MHCTPYKLKMIA NO 3KcniyaTauuu U3genus;

- Kak 1 komy coobuatotes peaynstatsl MMHIT;

- NEpeYeHb HEOTNOXHBIX U BXHbIX Pe3ynLTaToB U KakMM 0Bpa3omM 1 KoMy O HUX criefyeT cooblats;
- KaK yTUIM3upoBaTh 0TX0A4bI;

- Kak NpoBedeHa MapkupoBka obpasuos;

- KaK OCYLLECTBINEeH KOHTPONb 06ecne4YeHus akTyanbHEIMU BEPCUAMU JOKYMEHTOB.

C.2 3anucn

3annce — pesynkTar npouecca WnvM CBUAETENLCTBA OCYLLIECTBMEHHON AESATENbHOCTU (Hanpumep, pesynsrar
MMHTIT). 3anucK, KoTopbiMK CcneayeT ynpaensaTh, BKMHOYAOT:

- 0ByyeHne nepcoHana 1 OLEHKY ero KOMMeTeHTHOCTH;

- pesyneTaTthbl BHYTPEHHEro KOHTPOMS KA4ecTBa W BHELLHEN OLEHKW Ka4ecTBa;

- pesyneratel MMHIT;

- Bpemsa n gaty MHIT;

- coobLyeHre o HebnaronpMATHLIX COBLITUSAX;

- OaHHble 006 MHBEHTApPU3aUWU PACXOOHbIX W KOHTPONBHLIX MaTepuanos;

- pesyneratsl Bepudmkauns i/unv Banuaauna Ncnonb3yemoro MeToaa;

- pe3yneTathl OLEeHKN PUCKOB 1 ayauTa;

- O@HHbIE O BbISBMEHHbLIX OLUIMBKAaX;

- CBEEHMA O xanobax v NpeanoXkeHusx;

- CBEEHWA O TEXHUYECKOM OBCMYXMBaHWUKM U3OENUS;

- CBEEHWA O PEMOHTE M30enus;

- MapameTpel TEMMNEpPaTypbl NPOBEOEHUA UCCNENOBaHNS, roe 9T0 Heobxoanmo;

- MECTO NPOBEAEHUS UCCNELOBAHUS;

- NepcoHarn, KOTopLIA NPOBEN UccrneaoBaHve;

- HAUMEHOBaHWe U3OEenus, NPUMEHAEMOTO A NPOBEAEHMSA UCCNENOBAHNS;

- HOMep NapTumM nagenua u peareHto ansa MMHIT;

- CpoK rogHocTK peareHTos ans MIMHIT.
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MpunoxeHune D
(obsAzaTensHoe)

BHYTDEHHMﬁ KOHTpONb Ka4yecTBa U BHELWWHAA OLeHKA Ka4yecTBa

D.1 O6wme nonoxeHnsa

CnenyeT NpoKOHCYNLTUPOBATLCS CO CneluanicTamMmm MeauUMHCKUX nabopatopuii Ana nonyyeHWs pekoMeHaaluii
no npoueccy B3sTUA 06pasLoeB.

D.2 BHyTpeHHUI KOHTpONb Ka4yecTBa

D.2.1 O0wwme nonoxeHUnA

BHyTpeHHUit KoHTponb KadecTBa (BKK) — aTo npouecc, ncnonsayemblid noctaewmkom yenyr MMHIT gns MoHUTO-
pWHra M OLEHKW KayecTBa npouecca uccrefoBaHvsa U OyHKUMOHWpoBaHua wuanenusa ana MMHM, pesyneratbl KOTOporo
npefocTaenalT naumeHTy. Peaynstatel BKK vcnone3yoT ans noaTBepaeHWs TOro, YTo uagenue yHKLMOHUPYET AOIK-
HbIM 06pa3oM 1, CrefoBaTenLHO, pe3ynsTaTthl MccneqoBaHvs o6pasLoB NauveHTa COOTBETCTBYHOT LIEMW.

Hackonbko Bceobvemniowen bynet nporpamma BKK, 3aBucuT oT HageXHOCTU M3OENUA U NOTEHLMANBHOMO pucka
NPUYMHEHWA Bpea NauMeHTy B cniydae coobueHus 06 owmboyHom pesynsrate u OT NPUHATUSA HEOOXOOMMBIX Mep.

BKK pomxeH npoBepsTb HE TOMbKO CTabWMbHOCTb (PYHKUMOHUPOBAHWA U3Oenns, HO U cobniogeHne UHCTPYKUUIA
MO BbIMOJHEHWIO UCCMNEAOoBaHWA NONMbL30BaTENEM, a8 TAKKE COCTOAHWE PACXOAHbIX Matepuanoe, NpYMMeHAeMbIX ANF Mpo-
BeAeHWs uccriegoBaHus. Ha ctabunbHOCTb OYHKUMOHUMPOBAHWA MOTYT BIUATL Pas3fiMyHble Nonb30BaTenu, Cnonb3yLme
uagenve, a Takke pasHele HoMepa NapTU PAcXo4HbIX MATEPUATOR U MX COCTOSHUE.

D.2.2 MNpouecc KOHTpoONs KayecTBa

Mpouecc KOHTpOnA KayecTBa BKMNK4AeT B cebds:

- perynsipHoe nccriegosaHue obpasuos BKK BmecTe ¢ obpasuamu nauneHTos;

- cpaBHeHue pesyneratoB BKK ¢ KOHKpeTHeIMKU CTaTMCTUYECKUMW npedenamMuy (guanazoHamu) (KonmyYecTBeHHbBIN
MeTOA UCCnedoBaHus);

- cpaBHeHue pesynstatoB BKK ¢ oxnaaeMbIM pesynsTaTtoM (KadeCTBEHHbLIA METOL, UCCreNoBaHus).

MNMpoeeneHve BKK no3sonseT KOHTpOnNMpoBaTk aHanMTUYecKMe xapakTepucTMKkM n3genus, Heobxogumele ans npu-
HATUA pelweHui no pesynetatam UMHIT (4acto MmegmumHekux), v NpedynpexaaeT nonb3oBaTenel 0 HEYAOBNETBOPUTENb-
HBIX aHanMTUYECKUX xapakTepucTukax. Kak npaeuno, obpasuesl BKK nogreepaatoT TOYHOCTb UMW NOBTOPAEMOCTE METO-
na VIMHIT.

Llene BKK coctonT B TOM, 4TOGbI OLIEHUTE CTABUINBHOCTE XapakTEPUCTUK U3Lenus Npyu NpoBeAeHNN CCNefoBaHus,
a TakKe Mo UCTeYeHUM onpefeneHHoro BpeMeHn NpegocTaBuTb MHOPMaLMo O JOCTOBEPHOM peaynbTare CCNefoBaHns
N0 CPaBHEHWIO C OXWMOAEMbIM pe3ynsTaToM.

Kak mvHumym, BKK npoBogsT B COOTBETCTBUM G MHCTPYKUUSIMUW MPOM3BOAMTENS.

YacTtora BKK gomnxHa 6biTe ycTaHoBNEHA 40 HAaYana NnpUMeHeHWa U3Aenus.

WMcnone3osanune maTteprana BKK, koTopblii MMeeT oxuaaeMble 3Ha4YEeHMA B BaXHbIX TOYKaX NPUHATUS peLLEeHWiA, no-
3BOMNAET YAOCTOBEPUTLCHA B TOM, YTO UCCNeOoBaHMe «MoJ KOHTPONeM» TaMm, r4e 3TO NPEeACTaBNASTCA BaKHbIM.

Pesynetatel BKK cnegyet npoBepaTe nepend BbIMOMHEHWEM KaOoro atana uccrnegoBaHus, 4Tobbl MOXHO Obino
YCTPaHWTb HapyLLeHWs A0 TOro, Kak NoTeHumanbsHo ByayT nony4eHsl HEAOCTOBEPHbBIE PE3YNETATHl Y NaLuUeHTOB.

HomkHel BbITe 33A0KYMEHTUPOBaHLI KpUTEPUK pe3yneTaToB npuemnemoctu BKK, Bknoyas gonyctumele guanasoHsi
unu npegeneHble 3HadeHns. BaxHo, ytobel kputepumn npuemnemoct BKK («npoluen» KoHTponbe UNun «He npoLen») 6uinu
YCTaHOBMNEHbI HA COOTBETCTBYIOLLEM YPOBHe, YTOBL! ONpenenvTh, KOrAa UCCrefoBaHue BhILLMO M3-NMOo4 KOHTPOMS.

Ecnu kputepun npuemnemoct BKK ycTaHOBNEHbI B LUMPOKOM AManasoHe 3HayveHui (+ uenesoe 3HayeHue), Ha-
pyLIeHWa MoryT BbiTe 0OHapyeHbl TONbKO TOrAa, Korga cTaHeT crnuwkom nosgHo. Ecnu kputepuy npuemnemoct BKK
onpefeneHbl B y3KOM AManasoHe 3HavyeHWit, pe3ynbTaThl UCCNeAoBaHWA MOryT BbITb OTKNOHEHbI, KOT4a B 3TOM OTCYTCTBY-
eT HeobxoaUMOoCTb.

Ecnv nonyyeHHbIA pe3ynsTat ABNAETCA KOMUYECTBEHHBIM, NpocTerwue kputepun npuemnemoct BKK ocHoBaHbl
Ha KonuyecTse peayneratoB BKK, Beixogsawmux 3a npegensl 4ONyCTUMOro AuanasoHa 3Ha4YeHMin U M3BECTHbIX Kak BbIGpOChI
3HadeHuin BKK. Kputepum npuemnemoct BKK moryT ObiTe CTaTUCTUYECKW paccyHMTaHbl HA OCHOBE OXUOAEMbIX pesyrb-
TaToB MUCCrenoBaHus. HekoTopele M3genusa mMoryT npednarate Takve dyHKUMn. MNpy BO3MOXKHOCTKU, cnegyeT obpatntbes
33 KOHCYNbTaUWeRn K creymanuctam mMeguumHckux nabopatopuili no ycTaHOBMEHWI0 COOTBETCTBYIOWMX KPUTEPUEB NpU-
emnemocTn BKK.

Ananuns pesynstatoB BKK Bxknovaet npoeBepky AaHHbIX HA NpedMeT CABUra 3Ha4eHWin 1 BbiSBNeHWe TeHAEHUMA B
npefenax 3apaHee onpeaeneHHoro NPoLeHTa OTKIOHEHNS.

D.2.3 BKK konuyecTBeHHOro metoga uccrieqoBaH1Mmn
Ecnu pezynbtaTtel NnpeacTaBneHsl B KONMMYECTBEHHOM BhlpaxeHuu, nporpamma BKK Tawke gormkHa GbiTh Konude-
CTBEHHOW.
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KonuuecTeeHHble obpasubl BKK cogep:kart ycTaHOBMNEHHbIe 3Ha4YeHUs KonudecTea aHanuTa. OxuaaeTtca, YTo nony-
YEHHbLIN peaynsTart ByneT Brv3ok K yCTAHOBMNEHHOMY 3HAGYEHUIO N HAXOAMTCA B MPUEMNeMOM AuanasoHe. B tex cryyasx,
Koraa peaynsTaThl BeIXOOAT 3a Npeaens! 4onycTMMOro AuanasoHa, HeoBxoAMMo NPUHATE Mepkl Mo YCTPaHeHUo OLLIMBOK
[0 TOro, Kak naulueHThbl NpoiayT oberneaoBaHme.

D.2.4 [lInanasoHbl 3Ha4eHUMK pesynsraTtoB BKK konMyecTBeHHOro meroaa nccnegoBaHus

[onyctumble ananasoHbl 3HavdeHuin BKK obeiuHo npegocTaBnseT Npon3BoaUTENb, HO OHW Takoke MoryT BbiTe cTa-
TUCTUYECKW paccyMTaHbl nonk3oeatenem. [JonycTumMbiin AnanasoH 3HaYeHWin — 3TO OXUOaeMbIN pe3ynesTaT Nioc U MUHYC
OnanazoH 3Ha4eHuin No obe CTOPOHbI OT OXUAAEMOro peaynsrarta.

Hanpumep, oxmnoaemMblin pesynstat BKK ans ypoBHS MOKO3bl B KPOBU MOXeT ObiTe 4,5 mMonb/n. JonycTumMble
npegernsl 3Ha4eHuin MoryT coctaenate +0,3 mmons/n. Takum obpazom, 4onycTUMBbIA AManasoH 3Ha4YeHu ona pesynerara
BKK bygeT oT 4,2 fo 4,8 mmone/n. ITio6or pesynstar Huxe 4,2 MMOnb/ Unu Bellwe 4,8 MMonb/N HAaxoauTCA 3a npegenamu
[OMyCTUMOro AuanasoHa 3HavyeHuid 1 TpebyeT nepecmMoTpa U NPUHATUSA COOTBETCTBYHOLWMX Mep. ObcnenoBaHue naLneH-
TOB He crefyeT HauyuHaTk 40 Tex nop, noka pesynstat BKK He nonageT B fonycTUMbINA Mana3oH 3Ha4YeHni.

D.2.5 BKK kayecTBeHHOro Metoga nccrnepnoBaHum

KayecTeeHHble 0bpa3subl BKK cogepxat ycTaHOBNEHHbIE 3HAYEHMS KaYeCTBEHHOMO peaynsTata UCCneayemoro aHa-
nuTa. OxupgaeTcs, YTo nonyveHHbIA peaynstat BKK BygeT Takum ke, Kak U yCTaHOBNEeHHOe 3HavYeHue KauyecTBEHHOro pe-
synerata. [pymepbl Ka4eCTBEHHbBIX PE3YNbTATOB MOTYT ObiTh NONOXUTENBHBIMW/OTPUUATENBHBIMW, WU MPUCYTCTBOBaTL/
OTCYTCTBOBaTb, UMW BbilLE/HUXKE NPeAenbHoro 3Ha4eHus.

Korga kadecTBeHHble pesynbTaTel BKK BbIXOOSAT 3@ pamMKu OXUOAEeMOro 3HauyeHusl pesynbstata, Heobxoaumo npu-
HSATb Mepbl MO YCTpaHeHWo oWKWBOoK A0 TOro, Kak nauueHTbl npoiayT o6cneaoeaHme.

D.2.6 Peaynkrathl BKK kayecTBeHHOro metoga uccrnegoBaHus

[wnanaszoHbl 3Ha4eHun peaynetatoB BKK ans kavyectBeHHOro Metofa nccnegoBaHui HenpumeHumbl. Pesynstat BKK
Mo CPaBHEHWIO C OXMOAEMbIM pe3yrnstaTtoM nubo BepeH, Nbo He BepeH. Hanpumep, ecnu oxuaaeMblii MONOXUTENbHbBINA
pesynstat BKK gaeT nonoxmutensHbI pe3ynsTar, To 3T0 NpaBumbHO, i obcrnegosBaHve nauueHTa MOXeT HadnHaTLCS.

OpgHako ecnu oxMaaeMblil nonoxutTeneHel pesynstat BKK gaet otrpuuartensHblin pedyneraT, To 310 6yaet HeBepHO
1 TpebyeT nepecMmoTpa 1 NPUHATUSA COOTBETCTBYIOLWMX Mep A0 Hayana obcrnefoBaHus nauueHTa.

B npeane kak nonoXuTenbHbIR, Tak U OTpPULATENbHbIA KOHTPOMb A0MKeH ObiTh BLIMOMNHEH OOHOBPEMEHHO.

D.2.7 pyrne npoBepKU KadecTBa

D.2.7.1 OBwme nonoxeHus

WMapenve ona MMHIT moxeT uMeTs HekoTopble (DyHKLUMOHaNbHLIE BO3MOXHOCTW AN NPOBEAEHUS KOHTPONsA Kade-
ctea. Llenbio koHTpons kayecTBa MOXET ObiTb NPOBEPKA LENOCTHOCTM M3LENuUs, LenocTHocTM obpasua, notoka obpaaua
unn obvema obpasua. Takme yHKUMOHANBHbIE BO3MOXKHOCTM OOLIYHO He obecneynBaloT NPOBEPKY KOHTPONA KadecTea
BCEr0 MpoLecca UCCNefoBaHus, 1, cnenoBaTefisHo, MOXET noTpeboBaTbCa NpUMEHEHWE OPYTMX METOO0B KOHTpONSA Ka-
yecTea.

D.2.7.2 mmyHoxpoMmaTorpaduyeckuin metog MIMHTI

Wapenua ana MMHI, ocHOBaHHbIe HAa MMMYyHOXpOMAaTorpaduyeckoM MeTode, NPeacTaenaAlT cobol npocToe 13-
penuve, npegHasHadeHHoe ang obHapyXeHns NpucyTCTBUA (M OTCYTCTBKA) Lenesoro aHanuta B obpasue 6e3 Heobxogu-
MOCTU NPUMEHEHWS ApYroro cneuuansHoro uzgenusa. Hambonee n3BecTHbIM M3OenMem ABNAETCA TECT HA BepeMeHHOCTb
ans nposegeHusa VIMHIT.

BonblwmuHecTBO M3genui ans npoesedeHus MIMHII, ocHOBaHHbIX Ha UMMYHOXpoMaTorpau4eckoM MeTofe, BKYa-
10T [ABE KOHTPOrbHEIE METKM Unu Gonee.

[ns oBYXNUHEMHOTO U3aenvsa nepeas MeTka 00bIYHO SBMNSETCA TECTOBOW MVHWEN, KOTOpas NMokaabiBaeT (pakTuye-
CKWUI pesyneTarT.

BTtopas meTka W3BecTHa Kak KOHTporbHas nuHus. BorblwimMHcTBO usgenuin ansa nposefgeHns MMHIT, ocHoBaHHbIX
Ha UMMYHOXpoMaTorpadMyeckoM METOOE, UMEKT KOHTPOIbBHYK NWHWIO, MOATBERKOAKLWY0, YTO 0bpa3sey 4OCTaToqHO
nepemMecTuncs BOOMb NPUMEHAEMOro U3genus, 4tobbl MMEeTh BO3MOMXHOCTL MOMyYUTL peaynstat. KoHTponbHas nuHuA
yKasblBaeT Ha TO, YTO KonuyecTBo obpasua 4OCTaToMHO ANA MOoMyYeHWs pesynerara, OAHAKO 3TO He O3HAYaeT, 4YTo U3-
penuve OyHKLMOHMPYET A0MmKHbIM 06pasom. B Takux cnydaax cnegyeT pacCMOTPEeTb LONOMHUTENbHbIE Matepuansl Ans
nposeaeHns BKK, koTopele npoBepsoT BECk NPOLECC MCCNEAOBAHNUSA (MMUTUPYIOT cnocob B3ATMA 06pa3uos y nauneHToB).

HekoTtopele usgenua ans MMHI uMeloT HeCKONbKO TECTORLIX JIMHUIA, HAaNPUMep KOHKPETHbIE TECTOBLIE NMUHUM NS
onpefensaembix HApPKOTUKOB.

D.2.8 3neKkTpPOHHbLIA KOHTPOMNbL KayecTBa

ONEeKTPOHHBIN KOHTPOMb KaYyecTBa — 3TO MPOBEPKA CUrHana uaMepuTenbHon cuctemMbl nagenust ana MMHI. Oanx-
Hbld KOHTPOMb He MPOBEPSET aHaNUTUYECKYo (MccrnedyemMyr) COCTaBnALWY nccneaoeaHna. Takum oBpasom, anek-
TPOHHBIA KOHTPOSb Ka4yecTBa OOMNOMHAET, 8 He 3aMeHsIeT MUHUManbHble TPeBGOBaHUS K KOHTPOSK KayecTBa M3nenus.

D.2.9 KoppekTupyrowmne oeMcTBUA
Ecnu peaynstatel BKK BbIXOOAT 32 paMKn OXMAaeMoro 3Ha4deHus, U3aBecTHoro Kak Belbpoc, To npouenypy BKK cun-
TaKT HenpruemMnemMon (4To-To MOLUNO He Tak).

24

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 28/ 36
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-70826-2023



https://gostexpert.ru?utm_source=pdf&utm_medium=67218
https://gostexpert.ru/gost/gost-70826-2023?utm_source=pdf&utm_medium=67218&utm_term=page

rOCT P 70826—2023

Mpexage 4em NpOBOAMTL OanbHeWLlee WCCreaoBaHWe nauueHTa, HeobxoguMo NpPeanpuHATL COOTBETCTBYHOLLME
Mepbl, Kacatolwmecs BeIBpOCOB, B COOTBETCTBMM C 3apaHee YCTaHOBMEHHBIMWU MHCTPYKUMAMKU. BbIBpockl, BbIABMEHHbIE
npv nposeneHun BKK, 1 npeanpuHaTeie Mepbl A0MKHBI BbiTe 3aUKCUPOBaHbI.

Heobxogumo HezameanuTensHO MCCNeaoBaTh NPUYKMHBLI BLISBNEHUS BLIOpPOCOB Npu npoeedeHun BKK, nockonbky
OHW TaKKe MOryT BbITb OTPaXKeHbl B pesyrbratax uccrnenoBaHvis obpasLoB nauneHTa.

AHan13 Npy4KH BbIABINEHNS BbIBPOCOB Ha EXeQHEBHON OCHOBE rapaHTUPYET, YTO NPOBEAEHWE UCCNENOBAHUA HAX0-
OSTCA Mo KOHTPOMNeM B AeHb ero npoBefaeHus. OgHaKko NpUYUHEl BLISBNEHUS BEIDPOCOB TakKe A0MKHbI ObITb NpoaHanu-
3MPOBaHbI Ha JONTOCPOYHON OCHOBE 415 aHanv3a TeHAeHUWA. Pe3ynstaTel aHanvaa TeHAeHLUMIA NO3BoNAT onpeaeniTb
nepBonpuYMHBEl NpobnemM npoBefeHus uccrefoBaHusa v paspaboTtate apeKTUBHLIA NMNaH YCOBEPLUEHCTBOBaHUS Mpo-
LiECCOB.

MpoussoguTtens uagenua ana MMHI obbMHO noMoraeTt yCcTpaHnTb HapyLlleHus, oBHapy»KeHHble NpK NPoOBEaEHUN
BKK, n gaet pekomeHaaUMn B HacTu paspaboTki KOppeKTUPYHLWUX OeNCTBUIA, KOTOpPbie HEOBXOOUMO peanv3oBaTb.

PesynbTtaTtsl KOHTpONs MpuctynuTb
KayecTea K MccnenoBaHuio
Hey0BNETBOPUTENbHbIE ¢ obpasuom nayneHTa

He ucnonb3oBarts. Nata
WUcnonb3oeaTs npocpoHeHa MpoBEpUTL CPOK MpoeecTyn
Habopel/MaTepuansi MpoxoauT nposepky? OYUCTKY Usfenus,

rogHoCTH

C aKTyansHbIMAU Haﬁopa

CpOKamMu roqHoOCTH

npu HeobxoguMocTH

[aTa He npocposeHa

¥

MOBTOPHO NPOBECTH MoBTopHO NpoBecT
npoaepKy CpOKa rogHocT1 KOHTpOrb KadecTsa

A

PesynbTaTtbl KOHTpONS
HeyO0BNeTBOPUTENLHLIE

MpucTynuTh
K UCCNefoBaHuo
¢ o6pasLom
nauyueHTa

Het MNpoBecTn

NOBTOPHYH He ncnonesoeatb
Kanubpoeky

MpoxoguT nposepky?

Pucynok D.1 — Bnok-cxema ycTpaHeHus HapyLlueHnin npu nposegerHnn BKK

Ha pucyHke D.1 npuBegeHa brnok-cxema, KOTopas MOXET NOMOYb B YCTpaHeHUN HapylueHui npy npoeegeHun BKK.

D.3 BHewHAA oUleHKa KayecTBa

BHewHss oueHka kavectBa (BOK) (unu obmeH obpasuamu) otnudaetcs oT BKK Tem, 4yto noctaslmk yenyr MMHI
aHanuaupyet 0bpasLibl ¢ HEW3BECTHLIMW 3HAYEHWAMMW, NMPEOOCTABNEHHbIE U3 BHELUHWX UCTOYHMKOB. Kak npaeuno, npo-
ueaypa BOK nomoTeep:xgaeT npaBUNbHOCTb BBINOMHEHWs uccnegoBaHui noctaswmkom yenyr MMHIT nytem npoepku
CcnocoBHOCTK NoNb30BaTens NoNy4YUTb AOCTOBEPHbLIN pe3yrnsTaT Ha obpasLe ¢ HEM3BECTHBIMM 3HAYEHUSAMMU.

BOK cnegyeT npuMeHATb Tam, rae aTo BO3MOXHO U NpakTU4HO. Ycnyra no npoeegeHuo BOK oBbl4HO npegocTas-
NSETCA TPETbEN CTOPOHOW, YTO MO3BONAET NPOBOAMTL HE3ABMCUMYHO OLEHKY WM MpeanaraeT BO3MOXHOCTK And obyyeHus
U coBepLieHcTBoBaHNUs. CoBeThl CrneunanvcToB MeavuHCcKon nabopatopuu, nonyyeHHsle B pamkax BOK, aenswTca LeH-
HBIMU 1 NoneaHeiMy. Bo MHorux ctpaHax npoueaypa BOK wupoko pacnpocTpaHeHa v NerkogocTynHa, W, CneaoBaTensHo,
yyactue B nporpammax BOK uenecoobpasHo. B HekoTopbix cTpaHax npoueadypa BOK moxeT BbITe HeQOCTYNHa AN uccne-
OO0BaHUIA UNK U3genuit, npumeHsieMblx noctaslwmkom yenyr MMHI, nnu ysactue B BOK moxeT oka3aTeCs HEBO3MOMXHbBIM.
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PykoBoguTenu moryT nogatk 3asiBKy Ha ydacTue B nporpammax BOK, 3asBneHHbIX Kak nporpaMmbl OLEHKW Kade-
ctea ([MOK), koTopble neprnognyeckn NpefocTaBnAwT 3agaqn (0bpasubl ¢ HEM3BECTHBIMK 3HAYEHUAMW) ANS nccrnenosa-
HWA Kak obpasubl nayneHTos. Mporpamma BOK agnsetca nporpammMoli nposepky keanuduvkauuu. MNposanaep UHHOPMU-
pyet y4acTHukoB BOK o pesynsratax nposepku keanudukauum. MHorne nporpammel BOK npegnaratwt mogynu UMHIT.
OTO NpeanoyTUTENbHbIV BapnaHT, HO B HEKOTOPbIX CRy4asx OH MOXET BbiTe HEAOCTYNeH Unn HepeHTabeneH.

Ecnv nocraBwmk yenyr MMHIT He moxeT yyactBoBaTek B BOK 4epes BHewHero noctaeBwuka (npoeangepa), 0bmeH
obpasuamu ¢ ApYrMMKM yHacTHUKaMK UccneqoBaHuns, NCNoMb3YLWUMK aHanoryHble MeTodbl NCCrefoBaHns Ans cpaBHe-
HWA NOMYyYeHHbIX pe3ynsTaToB, Takke MOXET AaTb NPeacTaBNeHue 0 TOM, HaCKOMbBKO YETKO BbINOMHAETCH UcCcnegoBaHue.
O6meH obpasuamn BrovaeT obpaweHne obpasuyoB Ha pasnuyHbix atanax MMHI. O6pasubl moryT 6eiTe 06begUHEH-
HeiMn 0oBpasuamu 1, Kak npasuno, He npegocTtaBnsoTca npoeargepom BOK. CtabunbHocTe 06beguHeHHbIX 0Bpasuos
AomkHa ObiTe NOATBEPKAEHA, NOCKOMBLKY Takue 06pasubl MOTyT pearnpoBaTe He Tak, kak cTabunbHele 0bpasubl.

Ecnu pesyneraThbl MCCriefoBaHuWs, NPpoBeAeHHbIe C MPUMEHEHUEM KOHKPETHOMo M3aenwus, ABNATCA BOCMPOWU3BOAM-
MbIMU, TO pesynstaT BOK asnseTtca npuemnembim.
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MpunoxeHue E
(cnpaBo4Hoe)

MpepoTBpaweHne BHYTPUOONLHUYHLIX 3apaXeHWi (buoGe3zonacHOCTb)

E.1 CpegcTea MHAMBMAYANbHOMW 3aWMThI

CpeacTea mHOuBKMAYyansHoW 3awmuTel (CKM3) gomkHe! BbiTe OCTYMHLI AN8 NWU, cobupatowmx u obpabaTtbiBaroLLmx
o6pasubl. CM3 gomkHbl COOTBETCTBOBATEL YPOBHIO pUcKa; K 0CHOBHBIM CI3 oTHOCAT nabopaTtopHeie xanaTbl U NepYyaTkuy.
Mpu HeoBxoaMMOCTH AOMKHEI BbITe AOCTYNHEI rMnoannepreHHsle CU3, Hanpumep HenaTeKkcHbIe NepyaTku.

3awmnTHYIO ogexay cnedyeT MeHsATb Yepes COOTBETCTBYHOLLME MPOMEXYTKM BpeMeHK, 4ToObl 0becneynTb YUCTOTY,
W HeMeONeHHO NOMEHSTh, eClNy OHAa 3arpsA3HeHa onacHbIMU MaTepuanamu.

MpumeuvaHnune — OnacHble MaTepyansl MOMyT BKNKOYaTk XMMUWYECKOE 3arpasHeHue, ogHako ana MMHI onac-
HBIMW MaTepuanaMu, CKOpee BCEro, ABMATCA BUonorMyeckne XKUOKOCTW, TakMe Kak UOKOCTWM opraHuama nauveHTa,
NpencTaensAwnLWmMe PUCK 3apakeHNs.

CneumanbHble 3alMUTHBLIE O4KKM, NULUEBbIE WMTKM UMW OPYrMe CpefacTBa 3alWThl Mas3 U nvua JormkHbl ObiTb go-
CTYMHbI U HAAEBATLCH, ECNUN CYLLECTBYET BEPOATHOCTL pazbpbiarnBaHva 06pasLoB, a Takke npu 0bpaLleHi ¢ onacHsIMm
matepuanamu. JononHuTenbHyo 3alunTy rma3s cnegyeT obecnedmnBats W NpU HAMWYMW KOHTAKTHBIX MWH3, TaK Kak OHW He
obecneunBaroT 3aLMTy OT BpbLI3L

E.2 Nuruena pyk

[MrueHa pyk, Kak MUHMMYM, AO%HA ObITe BbINOMHEHA [0 W Nocre KOHTaKTa C NauueHToM, Mexay nauvueHTamu, a
TalKe Nocre CHATUA NepyaTok. B Tex crydasx, Koraa pyku BeIMMaAsT UMM OLLYLLATCA FPA3HBIMU, X HEOBX0AWMO BbIMBEITh
BOJOM ¢ Mbinom. B apyroe Bpems JOMKHO GbiTb NpUEMMNEMbIM UCNONb30BaHWE AE3UHAULMPYIOLUX CPEACTB ANs PyK Ha
CMUPTOBOI OCHOBE.

MyHKTBI TUFMEHb! PyK (BKMKOYan A4e3nHGMUMPYIoLLMe CPEACTBa A PYK Ha CNMPTOROW OCHOBE) A0MKHBI BbITh Nerko
LOCTYMHBI.

MpumevaHnune — [deanHduumpyowme cpecTBa Ha CNMPTOBON OCHOBE HeapdheKTUBHLI NPOTUR HEKOTOPLIX
BUPYCOB racTpo3HTEpUTa, TakUxX Kak HOPOBUPYC, a Takke Baktepun Clostridium difficile, ABnsatoLencs OCHOBHOW NPUYUHON
WHeKUMA, NPUoBPETEHHbIX B MEOWUMHCKUX yYpexaerusx. [NaumeHdTam ¢ nogo3peHvem Ha Hanuyve atux 3abonesaHuia
HeobxoaMMbl Apyrve COOTBETCTBYIOLME CpeacTBa Ae3nHdeKUMM, Takue Kak MbINo 1 Boga.

Ecnu Y nauuneHTa unn nepcoHana eCcTb anneprua Ha ,D,BSI/IHdDMLI,VIpyPOLLI,ME cpencrtea Ha CI'IVIpTOBOIﬁ OCHOBe, chefnyet
paccMoTpeTb anbrepHaTUBY, TaKyr Kak cCpeaCcTBa Ha OCHOBE XJoprekcngunHa.
PakoBuHbI ANa MbITbA PYK HE OOIKHbI MCNOJIb30BATLCA OANA YTUNn3aunn 06p83|.lDB.

E.3 TpeboBaHus Kk nepcoHany

MepcoHany cnenyeT uaberats HOLWEHWA UCKYCCTBEHHBIX HOTTEH, Kornew, U He3akpenmneHHbIX yKkpaweHuin. Hatypans-
Hble HOITK JOMXKHbI BbITE KOPOTKUMK, YTOBLI NPeaoTBPaTUTL Pa3psLIB NepyaTok. OnMHHbIE BOMOCH! AOMKHLI BbiTh 3aKpe-
MreHbl c3aau.

CnepnyeT HocuTe CM3, cOOTBETCTRYIOWME NOCTABINEHHOW 3aaa4e; Takue U3aenus, Kak nepyaTku, xanaTbl 1 Macku,
[OMKHBLI HaANexaLlMm 06pasoM NoAXoAUTL NepcoHany.

MepuaTkn cnegyeT MeHATb MeX Y KaxabIM B3aTHeM 0bpa3LoB y nauneHTa.

E.4 Be3onacHas yTunusauua

OpHopasoBoe YCTPOWCTBO AN B3ATUA 06pa3LoB CNeayeT UCNonbL30BaTh OOQUH pas W yTUMNU3WPOBATL Nocre npu-
MEHEHUA.

MpennonaraeTcs, YTo NpoUefypbl yTUNM3aLMy OTXO40B paspabaTbiBaloT B COOTBETCTBUM C 3aKOHOZATENbHEIMU U
HOPMAaTUBHbIMW TpeGoBaHMAMU.

CnepyeT wcnonb3oBaTh Ge3onacHble OAHOPAa30BblE YCTPOWCTBA, TAKWE KaK UMbl CO BCTPOEHHBLIMW MpenoxpaHi-
TenbHbIMK ycTpoicTBaMu. OCTpble NpeaMeThl HEOBX0QUMO YTUNM3UPOBATE HEMOCPEACTBEHHO MOCME UCMOMNb30BaHUA B
KOHTEWHepax, YCTOMUMBLIX K NPOKONam.

OBLLEenpUHATBIM NOAXOAOM K pa3fgerneHnio MegUUMHCKUX OTXOL0B SIBMNSETCH CMCTEMA U3 TPEX KOHTEWHEPOB, B KO-
TOpPO# NpegycMOTPEHbl OTOENbHBIE KOHTEWHEPbL! ANA MHMPEKUMOHHBIX OTXOAOB, MCMOMb30BaHHBIX OCTPLIX MPEAMETOB U
06bI4HbIX OTXOMOB.

Buonornyecky onacHble OTX0Abl CreayeT YyTUNM3UpoBaTh B CNELUUanbHO NpeaHazHaueHHbIX KOHTEHHepax ¢ cooT-
BETCTBYHOLLMMW CUMBONamu Guonorudeckoi onacHoctu. MNpeanonaraeTca, YTo Npoueayps! yTUNM3aumm oTXo40B paspa-
6aTbIBAOT B COOTBETCTBUM C HOPMATWUBHLIMU TPEBOBaHUAMMU.

E.5 3awmTa nauMeHTOB
Mpw B3aTMKM 0Bpa3LLOB cneayeT UCMONb30BaTL CTEPUNBHLIE OJHOPA30BLIE PACXOAHLIE MaTepuansl.
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H‘(fyTbI OOMmKHbI BbITh 63 natekca wnik HaknagbiBaTbCa noeBepx ogoexnbl.

)KryTbI cnegyeT ovUWAaTe Mexay MCnonb3oBaHMAMK, KOrda 0gHOpa3oBoe NpuMeHeHne yCTpOﬁCTBa HEBO3MOXHO.

Oqupasosble Xnpyprmyeckme Mackm mMoryTt BbITb npegocTtaeneHbl naumMeHTam, Koraa pecnupaTtopHble MUKPOOP-
raHU3Mbl pacnpocTpaHeHbl B obLecTBeHHOM cpene, 4yTObLI YMEHbLLNTL NOTEeHUWanNbLHOEe 3apaXKeHue MHCbEEKLI,VIﬂMVI 4Hepes
OblXaTteneHbie NYyTW, BKIKOYaA Ce30HHbIE BCMbILLKK rpunna mnn nogbem 3aboneBaemocTu apyrmmm I/IHCbEKLI,MFIMVI, nepe-
AdaBaeMbiMW BO3OYLWHO-KanernbHbIM MyTEM.

E.6 OuncTtka v ge3nHdekumnn
Mapenua MMHIT cnegyeT o4nlaTh C NOMOLLLH PEKOMEHOA0BaHHbIX NPOVM3BOAMTENEM YACTALLUX CPeacTB.

I puMmedYyaHne — npOI/IE!BO,EIMTej'IVI HacTo peKOMeHOYT Unn Tp86yI'OT ncnonb3oBaHWe onpefeneHHbIX CpeCcTe
AnA O4UCTKK CBOETO U3genna. JTOTKM N TENEXKK, ncnone3dyeMble OnA XpaHeHWA 3anacoB, A0JKHbI ObITb M3rOTOBMEHLI U3
TEX Martepmanos, KOTOPbIE MOXXHO YACTUTL U ,EI,E‘SMHCbI/‘IUMpOBaTb.

[ns Toro 4tobbl CBECTW K MUHUMYMY PUCK 3arpsa3HeHus B NOMELLEHUSX, MpefHasHavYeHHbIX 4N B3ATUA obpasLos,
HeoBXoAMMO NPOBOAUTL OYUCTKY CeaytolwmnM obpasom:

a) CTynbs, KPOBATW M FOPU3OHTaNbHBIE NOBEPXHOCTW B 30HaX B3ATWSA 06paszuos (CTonbl, MpUnasku, Nonel W T. 4.)
criegyet ouvllaTh He pexxe O4HOro pasa B AeHb, a Takke B Criyyae 3arpsasHeHnsa NoBepXHOCTeN,

b) 30HbI OXMOaHWA NALMEHTOB OYULLAIOT HE PEXEe OOHOrO pasa B AeHb W Yalle B 3aBUCUMOCTU OT UCMOMb30BaHWS;

C) NMOBEPXHOCTM, KOTOpbIe COMpUKacaloTcs C nauveHTamm (MOpYyYHW WK NMOBEPXHOCTW KPOBAaTM, MOOSOKOTHWUKK),
OYULLAIOT He peXxe OAHOro pasa B AeHb M MeXay nauveHTaMmu nNpu 3arpasHeHnn;

d) TyaneTbl U ABEPHLIE PYYKW YUCTAT eXXe4HEBHO UMK Yallle, B 3aBMCMMOCTU OT UCNOMNB30BaHUA W HEMNOCPEACTBEHHO
nocne WCrnonb30BaHUA NauueHToOM C No4o3PEHNEM Ha MHADEKLIMOHHBIA 3HTEPUT;

€) UrpyLLIKM 1 Nobble apyrie npegMeThl, NpeaHasHavyeHHble Ana AeTei, O4ULLAT He pexe OOHOro pasa B AeHb.

Crenyet ybeaonTtbes B TOM, H4TO Ae3MHBULMPYIOLLEE cpedcTBO obrnaaaet GakTepuumaHbIM, BUPYIMLMAHBIM U TyBep-
KYTNOUUOHBIM AEACTBUEM.

HaunBonee 4acTo MCMNonb3yeMbiMU Ae3UHULMPYIOWMMU CpeacTBaMK SBNAIOTCS 3TUMOBLIA UMW M30NPONUNOBLIA
crnmpT (70 % — 85 %), coeagnHenua xnopa (0,01 % — 5 %) unu coeguHenuna yeteepTuyHoro ammonmnsd (0,1 % — 2 %). Bo
BCEX CNy4asx crnegyeT pYKOBOACTBOBATLCA WHCTRYKLUMSAMM NMPOM3BOAUTENS.

E.7 Ocobble Mepbl NpefoCcTOPOXHOCTH

JomkHbl BbITe 4OCTYMNHBI NPOUEAYPL! ANA B3ATUA 06pa3suoB y NauueHToB, HY)KAalowmxea B 0cobbix Mepax npeqo-
CTOPOXKHOCTH, TAKMX Kak NaumeHTbl ¢ ocrnabneHHsiM umMyHuteToM (BIAY-nHbekumna, nevyeHne paka) Unm nauneHTbl, MHbIM
obpa3zom HyxgarwLlmecs B n3onauun (Hanpumep, supyc 36ona).
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Bubnuorpadcun

1ISO 15189:2012 Medical laboratories — Requirements for quality and competence
1ISO 22870:2016 Point-of-care testing (POCT) — Requirements for quality and competence
ISO/TS 20658:2017 Medical laboratories — Requirements for collection, transport, receipt, and handling of
samples
1ISO 27799:2016 Health informatics — Information security management in health using ISO/IEC 27002
1ISO 27799 Health informatics — Information security management in health using ISO/IEC 27002
1ISO 35001 Biorisk management for laboratories and other related organisations
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YOK 57.085.2:006.354 OKC 11.100.01
03.100.30

KnioyeBble crosa: npaswna 4na pyKoBoAuTenew, none3osarenu, MeguunHCcKUe U3genus, uccnegoBaHus no
MeCTy HaxoxgeHusa naumenta, IMHI
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Penakrtop f1.C. 3umurnosa
TexHuueckui pepaktop M.E. Yepenkosa
Koppektop C.B. CmupHoea
KomnbloTepHas BepcTka M.B. Maneeegoli

CpaHo B Habop 21.07.2023. [MognucaHo B nedatb 31.07.2023. dopmart 60x%84%. [apHutypa Apuan.
Yen. ney. n. 4,18. Y4.-u3g. n. 3,76.

MoAroToBMNEHO Ha OCHOBE 3MEKTPOHHOWM BEPCUM, MPEeAoCcTaBNeHHon paspaboTynkom ctaHgapTa

CoszpgaHo B eguMHM4HOM ucnonHeHun B IBY «MHCTUTYT cTaHgapTraaumu»
ansa koMnnektToBaHua PegepanbHoro MHopMauuoHHoro hoHaa cTaHaapTos,
117418 Mockea, Haxumosckuii np-1, 4. 31, k. 2.
www.gostinfo.ru info@gostinfo.ru
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