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FOCT P 72071—2025

Mpeancnoeue

1 MOOIOTOBINEH O6uwecTBoM c orpaHuWdeHHol oTeeTcTBeHHocThio «MEOWTECT» (OO0 «ME[WN-
TECT») Ha ocHOBe cOBCTBEHHOrO NEpPEBOJa Ha PYCCKUIA A3bIK aHIMOA3bIYHON BEPCUN JOKYMEHTA, YKa3aHHOro
B NyHKTE 4

2 BHECEH TexHu4yeckum komuTeToM no ctaHpaptusaumm TK 436 «MeHemKMeHT KadyecTsa U obliue
acnekTbl MeAULIMHCKUX U3aenuin»

3 YTBEPX/EH W BBEJEH B IENCTBWE Mpukasom denepansHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuio U metponornn ot 20 maa 2025 r. Ne 435-cT

4 HacTodwmnin ctaHgapT ABnNAeTcs MoAWMULMPOBAHHBIM MO OTHOLLIEHUWIO K OOKYMeHTY MexayHapopn-
HOro chopyma perynaTopoB MeauumHCKux uagenuid «OcHoBHble NpuHLMNBEl oBecnedyeHns BesonacHocTy M
hyHKLUMOHANbHbIX XapakTeEPUCTUK MEQULMHCKUX U30enuil 1 MeQULMHCKUX N3Oenvid ANna AUarHoCTHKK in vitro»
(IMDRF/GRRP WG/N47 FINAL:2018 «Essential Principles of Safety and Performance of Medical Devices and
IVD Medical Devices», MOD) nyTem nameHeHUs ero CTPYKTYpbl AN MPUBELEeHUs] B COOTBETCTBUE C NpaBuna-
MK, ycTaHoBneHHeIMKU B FTOCT 1.5—2001 (nogpazgensl 4.2 n 4.3). [JoNnonHWTENbHbIE CCbITIKKA U MpUMEeYaHus,
BKITHYEHHbIE B TEKCT CTaHOapTa Ans ydYeTa ocobeHHOCTen HaluMoHanbHoW cTaHgapTusauunmn Poccuiickon de-
Aepauuu, BelgeneHsl KypCUBOM.

CeefeHuvs 0 COOTBETCTBUM CChINOYHBLIX HALMOHAMbHBIX M MEXrocyaapCTBEHHbIX CTAHAAPTOB MeXayHa-
POAHLIM CTaHOapTam, UCNOMNb30BaHHbIM B KAYECTBE CChIMOYHEIX B MPUMMEHEHHOM MeXAyHapoaHOM OOKYMEH-
Te, NpUBEAEHbI B AONOMHUTENBHOM NpUnoxexHun JA.

ConocTtaBneHuWe CTPYKTYpbl HAcToOsILLero craHgapTa Cco CTPYKTYPOW MPUMEHEHHOTO B HEM OOKYMeHTa
NnpyWBefeHo B OOMNOMHUTENLHOM npunoxeHuu b

5 B3AMEH rOCT P MCO/TO 16142—2008

MNpasuna npumeHeHUss HacmosAweao cmaHdapma ycmaHoseHbl 8 cmambse 26 @edepanbHoz0 3aKoHa
om 29 uwoHs 2015 2. Ne 162-®3 «O cmaxdapmu3sayuu 8 Pocculickoli ®edepauyuuy. MHgopmalus o6 us-
MeHEeHUsX K HacmoswemMy cmaHdapmy rnybrnukyemcs 6 exez00HOM (M0 COCMOsHUK Ha 1 aHeaps mekyuieao
a2o0a) uHghopmayUOHHOM yKkazamene «HayuoHansHele cmaHdapmel», a oghuyuanbHbil Mmekcm uameHeHul
U MOApagoK — 8 eXeMeCcAYHOM UHGOPpMaUyUOHHOM ykalamene «HayuoHanbHbie cmaHOapmbl». B cnydyae
nepecMompa (3aMeHbl) Uu OMMeHbl Hacmosuweao cmaHdapma coomeemcemeyroujee ysedomieHue bydem
onybnukosaHo 8 brnuxaluwieM 8biycKe eXeMecsYHO20 UHEOPMayUuOoHHO20 ykasamerns «HauyuoHanbHble
cmaHOapmbl». Coomeememayiolias UHGopMayusi, ysedoMIeHUE U MEeKCMbl paaMewalomcs makxe 8 UH-
ghopmauuoHHOU cucmeme 0bLezo nonk30eaHus — Ha oguuuansHoMm calime @edepansHo20 azeHmcmea rno
MEexXHUYECKOMY peaynupoeaHuro U Memponoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© OcbopmneHune. PIBY «MHCTUTYT cTaHgapTusaumny, 2025

HacTtosawwmin CTaHOapT He MOXeT BbITb NOMHOCTLI MMM YACTUYHO BOCNpowu3BeneH, TupaxmnpoBaH U pac-
MpOCTpaHeH B Ka4yeCcTBe OPULNANbHOIO U34aHusd bes pa3pelueHnd dDe,qepaanoro areHTcTBa rno TeXHN4ecKo-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeedeHue

OokymeHt IMDRF/GRRP WG/N47 FINAL:2018 6bin paspaboTtad MexayHapooHsiM hopyMOM perynsa-
TopoB MeguumHckux uzgenuin (IMDRF) ¢ uenbto ycTaHOBWMTL rapMOHU3MPOBAaHHbIE OCHOBOMNONAaraLwme npuH-
LMMbl, KOTOPblE OOMKHbI COBroaaThCst MPWM NPOEKTUPOBAHWK U NMPOM3BOACTBE MEAWLIMHCKUX U3Oenuin u Me-
OWUMHCKMX M34enWiA Ana UMarHoCTUKKM in vitro, 4Tobbl obecnednTs nx 6e3onacHoOCTb U hYHKLMOHUPOBAHME MO
HazHa4eHuw. MNpuHaTMe Ha rmobansHoM ypoBHe obuiero Habopa hyHaamMeHTanbHbIX TpeboBaHUIA K NPOeKTH-
pPOBaHWKO M NPOU3BOACTBY MeAULIMHCKUX U3denuin, cobniogeHne KoTopbix obecnedneaeT nx 6e3onacHoCTb U
hyHKLVMOHNPOBAHWE MO HAa3Ha4YeHW0, JAeT 3HAYUMTENbHLIE NMPEUMYLLIECTBA U3rOTOBUTENSM, MOML30BaTENSAM,
nauveHTam/norpebutenam, a Takke perynupyolwmnm opraHamM. CokpalleHne oTnuuni mexay TpeboBaHuamu
pasnuMYHbIX PUCAMKLNIA CHWXKAET 3aTpaTthl Ha obecnedeHre COOTBETCTBMA TPeBOBaHUSAM PErynMpyoLLnX op-
raHoB M MO3BOMSET NauneHTaM nony4nTe Bonee paHHWA 4OCTYN K HOBbIM TEXHOMOTMSAM U METOOAM NeYeHus.
Tawke, gokymeHT IMDRF/GRRP WG/N47 FINAL:2018 Obin paspaboTaH C Uenbio NMOOLWpeHns U Nogaep-
Ku rmobansHoro cbnuKeHUsa cUCTeM perynupoBaHvs MeguumMHCkux nagenuin. OH npegHasHaveH ons npume-
HeHusa perynupytowmmu opradamu (PO), opraHamm no oueHke cooteeTcTBusa (OOC), NpOMbILLIIEHHOCTEIO U
OpYrMMU 3aMHTEPEeCOBaHHbLIMK CTOPOHaMKU U 0BecnedynT NpermMyLLecTBa Npy NocneaoBaTensHOM BHELPEHUM
3KOHOMUWYECKN ahHeKTUBHOMO K pe3ynsTaTMBHOMO NOAX0Aa K KOHTPOM MeOULUHCKUX U3Lennii B MHTepecax
obLiecTBeHHOIO 3npaBooxpaHeHns. OH HanpaBneH Ha ycTaHoBneHwe BanaHca mex gy obsssaHHocTamm PO no
OXpaHe 300P0BbS CBOMX rpaxdaH U Ux obs3aTenscTBaMu Mo n3bexxaHuio co3gaHnsa HeHYXHoro bpemeHu 4ns
MeOWLIMHCKOW MPOMBILLITEHHOCTH.

Oxupaetcs, YTO M3rOTOBUTENb MEAWLIMHCKOro M3genus U MeguLUMHCKOro u3genusa Ans AUarHoCTUKK in
vitro (oanee — meguuuHckoe magenue VIB[) fonkeH CNpOeKTUpPOBaTh M MPOM3BECTU NMPOAYKLMIO, KOTOpas
OygeTt ©e3onacHO 1 pe3ynbTaTMBHOW Ha MPOTSKEHWM BCEro CBOEro XXWM3HEeHHOro uukna. HacTtoswumin ctaH-
4apT ycTaHaenueaeT pyHaaMeHTanbHble TpeboBaHWs K NPOEKTUPOBAHMWIO 1 N3TOTOBINEHMIO, UMeHyemble «Oc-
HOBHbLIMW MpUHUMNamMu obecrnevyeHnsa 6e30NacHOCTY M (PYHKLMOHAMbHBIX XapakTepUCTUK MeOWLMHCKAX 13-
OEenuiiy, KoTopble Npy UX cobniogeHn NO3BONAKT 0OpPecT YBEPEHHOCTL B TOM, YTO MEAMLUWHCKOE U3Aenue
n meguumHckoe nsgenve VB[ 6ezonacHo 1 paboTaeT Tak, Kak 3a4yMaHo MX M3roTOBUTENEeM. YCTaHOBIMEHHbIE
B HACTOSILLEM CTAHOAPTE OCHOBHbLIE MPUHLUMMNBI ONPESENSAT WWPOKME KPUTEPUMN BLICOKOTO YPOBHSA ONSA Mpo-
eKTUPOBaHMWS, NPOU3BOACTBA W MOCTNPOU3BOLCTBEHHON AEATENLHOCTU Ha MPOTSAXEHWN BCEr0 XMU3HEHHOrO
LMKNa Bcex MeQUUNHCKWMX u3genvii u meguumnHckux nsgenunin MBI, obecneyneasn nx 6esonacHoCTb U (OyHKLA-
OHalbHble xapakTepucTuki. CobniogeHne 0CHOBHbIX MPUHLMNOB NOCPEACTBOM MCMNOMb30BaHWUS MPUMEHUMbIX
CTaHOapTOB Ha NPOTSXKEHWM BCETO XKU3HEHHOTO LUMKNA U3LEenus, BKNYas, npyu HeobXxoaMMocCTH OLEHKY Nepes
BbIMYCKOM KX B oBpalleHne, ABNAeTCca NpMemMnemMbiM NogxoaoM Ans YCTaHOBNEHUS KOHTpons ypoBHs Oes-
OMacHOCTK 1 hyHKUMOHANbHbLIX XapaktepucTuk nagenuin PO B ceoen opucaukunu. B 3aBucumMocTn ot opuc-
MKy PO 1 KOHKPETHOrO MeAMLWHCKOTO M34enus unn meguumnHckoro nsgenus MBI moryT cywectBoBaTh
JononHuTensHble TpeboBaHWSA, KOTOpble, BO3MOXHO, NOTpebyeTcsl BbIMOMHWUTL W3roToBuTentn. OCHOBHbIE
NMPWHLKNBI TAKXKe MOTYT MCNOoJb30BaThCs NpW pa3paboTke cTaH4apToB, eCcnK AaHHbIe CTaH4apThl paccMaTpu-
BaKTCH KakK YacTb cobnigeHus perynupyowmux TpeboBaHunii.

OokymeHT IMDRF/GRRP WG/N47 FINAL:2018 3ameHsieT 6onee paHHO0 BEPCUIO, MOArOTOBNEHHYHo Lle-
neBow rpynnoi no rmobansHor rapmoHunsauun (GHTF) ¢ Tem ke HasBannem oT 2 Hosibps 2012 roga (GHTF/
SG1/N68:2012).

B HacTofillem cTaHOapTe COK3 «UIMU» UCMOMb3YIOT Kak «MHKM3MBHOE UMWy, NO3TOMY YTBEPXKAEHME
WCTUHHO Npw No6on KomOMHaUMM yCroBuiA.

MmaronbHble OOpMbI, UCMOMb3yeMble B HACTOALLEM CTaHOApTe, COOTBETCTBYHOT MCMOMNL30BAHMIO, OMW-
caHHoMy B npunoxeHun H k yactn 2 Oupektne MCO/M3K. [lna uener HacToslWero ctaHaapTa rnaronbHas
cdopma:

«JOMmKeH» 03HaqaeT, YTo cobnogeHne TpeboBaHua aABnseTcs 0ba3atenbHbIM Ana cobnageHns HacTo-
Allero cTaHgapra;

«cnegyeT» 03HadvaeT, YTo cobniogeHne TpeboBaHWs peKOMEHAYETCs, HO He sBnseTcsa oba3aTenbHbIM
ansa cobrnaeHrs HacTosLWero crtaHaapTa,;

«MOXET» UCMONb3YEeTCH ANA 0NnMcaHns AoNycTMMOro cnocoba JoCTUXKeHWA COOTBETCTBUA TpeboBaHuaM.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

M3O0ENUA MEOWUUHCKUE

OCHOBHbIe NpUHUMUNBLI 06ecnevyeHUs 6e30NacHOCTU U (PYHKLMOHANLHbLIX XapakTepUCTUK
MeAULIMHCKUX N3aenuii 1 MeAULUHCKUX U3aennuii AnA AMarHoCTUKM in vitro

Medical devices. Essential principles of safety and performance of medical devices and |VD medical devices

Data BeepeHus — 2025—09—01

1 ObnacTb NpUMeHeHUs

HacToawmin ctaHgapT NpMMEHUM KO BCeM MeOWLMHCKAM M30ennaM U MeauuuHckum magenuam VMBI un
npefHasHavyeH ans naeHTUMOUKaLMN 1 ONUCaHUs OCHOBHBIX NMPUHUUMNOB obecneveHna 6e30NacHOCTU U OyHK-
LMOHamNbHbLIX XapakTepUCTUK, KOTOpbIe CriedyeT y4yuTbiBaTh B MpoLEecce NpoekTUpoBaHWa M NpouasogcTea. B
3aBUCUMOCTKM OT pacCMaTpUBaEeMOro MeAWLMHCKOro M3Oenus UnM MeduuuHcKoro usnenua VB[ HekoTopble
OCHOBHbIE MPUHLMMBI MOTYT BbITh K HUM HENPUMEHUMbI. B Takux crny4asix M3roToBUTENaAM credyeT npegocTa-
BUTb 0BOCHOBAHUA HEMPUMEHEHUHA KOHKPETHbIX OCHOBHbIX MPUHLMMOB.

2 HopmaTuBHbIE CChINKN

B HacToslwem cTaHgapTe UCNONb30BaHbl HOPMATMBHLIE CChIMKU HA cnefyrolve cTaH4apThl:

FOCT ISO 13485 Wapenua meanumHckne. CUcTeMbl MEHEMKMEHTa KadecTsa. TpeboBaHua ans uenemn
perynupoBaHus

FOCT ISO 14971 Wapenus meauumnHckue. NpuMeHeHue MeHeMKMEeHTa pUcKa K MeaUUWHCKUM U30enusiv

MOCT P NCO 14155 KnuHuueckue uccnefoBaHWs MeQULMHCKWX W3Oenuii, NpOBOAVMbIE C yYacTUEM
YenoBeka B KayecTBe cybbekTa. Hagnexaliaa KnuH1u4eckas rnpaktuka

FOCT P M3K 62366-1 Magenua meguuuHckue. Yacte 1. MNpoekTupoBaHue MeguUMHCKUX M3gennin ¢
YYETOM 3KCMnyaTauMoHHOW NPUrogHOCTK

MpumedyaHue — [py NONB30BaHNM HACTOSALLMM CTaHAAPTOM LienecoobpasHo NpPoBEPUTL AENCTBUE CCbINOY-
HbIX CTAHAAPTOB B UHCOPMALIMOHHOW cucTeme obLuero nonb3oBaHna — Ha oduumansHoM cainTe ®edepansHOro areHT-
CTBa NO TEXHUYECKOMY PErynMpOBaHUIO U METPONOTAN B CETU VIHTEPHET UMK NO eXerogHoMy MHOPMaLMOHHOMY yKkasa-
Teno «HauWoHanbHBIe cTaHOapPThI», KOTOPLIA ONyBNnUKOBaH NO COCTOAHMIO HA 1 AHBAPSA TEKYLLEro rofa, 1 no Bbiyckam
eXeMeca4YHOro MHOpMaLIMOHHOTO ykasaTensa «HauuoHansHble cTaHaapThi» 3a TekyLWii rof. Ecnv 3aMeHeH CebInoYHbIA
CcTaHZapT, Ha KOTOpbIA JaHa HeAaTWPOBAHHASA CChINKa, TO PEKOMEHAYETCA UCMOoMbL30BaTh AEWCTBYHOLLYIO BEPCUID 3TOTO
CTaHdapTa C Y4eTOM BCEX BHECEHHbIX B JaHHYK BEPCUIO M3MEHEHUI. Ecnu 3aMeHeH CCbINOYHbIA CTaHOApT, Ha KOTOPbLIW
[aHa OaTWPOBaHHas ccbifka, TO PEKOMEHAYETCA MCNONb30BaTh BEPCUKD 3TOMO CTaHAapTa C YKa3aHHbIM Bbille rofoM yT-
BepxkaeHus (MpuHaTUA). Ecnu nocne yTBepXaeHUs HACTOSILLEro cTaHAapTa B CChIMOYHbIM CTaHAapT, HA KOTOpbIA AaHa
[OaTUpOBaHHAas CChINka, BHECEHO M3MEHEHWe, 3aTparMBatLlee NonoXeHue, Ha KOTOpoe [aHa Cebinka, TO 3TO NONoXeHne
pekoMeHayeTcs NpUMeHATL 6e3 yyeta AaHHOro M3MeHeHUs. Ecnm cebinoyHbIn cTaHaapT oTMeHeH 6e3 3amMeHbl, TO Nomno-
JKEHWE, B KOTOPOM [aHa CChISIKa Ha Hero, PEKOMEHAYETCA NPUMEHSATL B YACTU, HE 3aTParvBatoLLEN 3Ty CCbIMNKY.

3 TepmuHbI u onpedesieHuUs

Hacmosawuld cmaHdapm ucnonsb3yem mepMUHOIo2u, npuHamyo 8 OokymeHmax IMDRF/GHTF
B Hacmoswem cmaHdapme makxe npuMeHeHbl mepmuHbl no FTOCT ISO 13485, OCT ISO 14971,

MapaHune ochbuumnansHoe
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FOCT P NCO 14155, FTOCT P M3K 62366-1, a maixe cnedyrnujue mepMUHbI C COOMBemMcmayruwuMu onpe-
deneHusMU.

lpu ucnonb3oeaHuu HacmosAweao cmaHdapma crnedyem pykogoodcmeogambcs mepMuHaMu u onpede-
NeHUsIMU, YCmMAaHOBIEHHLIMU 8 pelieHusx Eapasulickol akoHoMuYeckol komuccuu (ESK) u HopmamugHbix
npaeoskix akmax Pocculickol ®edepauyuu 8 omHoweHUU MeduUUHCKUX u3denul. 3mo ocobeHHO 8axHo npu
ucnonb306aHuUu makux nNoHImul, kak «MeduluHckoe uzdenue», «MeduUuuHckue usdenus ons duasHOCMUKU
in vitro», «uzzomosumens (npou3godumens)y», «3hchekmueHocmb MeBULUUHCKO20 U30enus», «8binyck 8 0b-
paweHue», «KnuHUYecKue ceudemenscmea» U «KUHUYecKUue uccrnedoeaHuss.

3.1 akTUBHOe MepgMUWMHCKoe uzpenue (active medical device): lioboe meguuMHCKoe nzgenve, Ans
hYHKLMOHNPOBAHMSA KOTOPOro HeobXooMMO UCMONb30BaHWe 3HEepPruM, OTNMYHOW OT NMPOU3BOAMMON YenoBe-
KOM, UMW CUIbI TAXKECTU WU KOTOPOE AeACTBYET NyTeM npeobpa3oBaHus 3TON SHEPTUN.

MpumedaHusa

1 MeduyuHckue uaddenus, npedHasHadyeHHble 0 nepedayu sHepauu, gewecms Unu dpyaux cocmasnsowux Mex-
Oy akmusHbIM MeQUUUHCKUM u3denueM U nayueHmom 6e3 ux CywecmeeHH020 U3MEHEHUS, He SGISIOMCs aKmueHbIMU
meduyuHcKumu u3denuamu. CamocmosameribHoe npogpamMmMHoe obecriedyeHue paccMampueaencs Kak akmueHoe medu-
yuHckoe usdenue.

2 Cwm. [1].

3.2 aHanuTMYeckas XapaKTepucTuka MmeguuuHckoro usgenua MBI (analytical performance of an
IVD medical device): CnocobHocTb MeguumuHckoro nagenus VBL obHapyxMBaTb MM M3MEPATH KOHKPETHbIN
aHanur.

Mpumevarnue — Cwm. [2].

3.3 Hapgnexaulee cHuxeHue (puckoB) (appropriately reduce [risks]): CHmkeHWe pyucka 4o 4oNyCTUMOro
YPOBHS, YCTAHOBINEHHOTO U3rOTOBUTENEM U PETYNIMPYHOLLAM OPraHOM (CHUXEHWE PUCKA HACTOMNBKO, HACKOMNbLKO
3TO MPaKTUYECKn OCYLLECTBUMO, CHUXEHWE PUCKA, HACKOIbKO 3TO Pa3yMHO JOCTUXKUMO, UITU CHUXKEHUE pUcKa,
HACKOINbLKO 3TO BO3MOXHO) Be3 oTpuLaTensHOro BNIUAHUS HA COOTHOLUEHWE PUCK/MONb3a.

3.4 opraH no oueHke coorBetcTBUA; OOC (conformity assessment body (CAB)): OpraH, He ABnsto-
LWMIACSA perynupyrLnM OpraHoM, NpoOBOAALLNIA OLEHKY U onpeaerneHune Toro, BLIMOMHSAKTCS MU COOTBETCTBYHO-
Wwue TpeboBaHusA, yCTAHOBMNEHHLIE B pAMKaX TEXHUYECKOro perynupoBaHns UNu B CTaHAApTax.

Mpumevarnue — Cwm. [3].

3.5 knuHUYeckue gaHHble (clinical data): MHdopmauma o 6esonacHoOCTM W/MNKM PYHKUKMOHAMNbLHBIX Xa-
pakTepucTUKax, NonyyeHHasa B pesynbsrate KMMHUYECKOro NpUMMeHeHUsa MeguLMHCKOro N3genuns.

lMpumevarnue — Cwm. [4].

3.6 kNMHWYeckoe oueHUBaHUue/KNMHMYecKasa oueHka (clinical evaluation): OueHka u aHanus KNUHU-
YeCKMUX AaHHbIX, OTHOCALUMXCA K MEAULMHCKOMY W3Oenuio, ANa NoaTBepKaeHna yHKUWOHaNbHbIX Xapakre-
PUCTUK M KNWHWYECKOW Be30MacHOCTH u3genvs npy NpMMEHEeHUKM ero Nno HasHayeHwto, YCTaHOBIIEHHOMY W3-
roTOBUTENEM.

Mpumevarnue — Cm. [4].

3.7 KNUHUYecKWe cBUAeTenbCcTBa/KNMHUYECKUe aoKa3aTtenbcTBa (clinical evidence): KnnHuyeckue
AaHHbIe U OTYEeT O KIMHWYECKOM OLeHKe, OTHOCALMEecH K MeANLMHCKOMY N30ernuio.

Mpumevarnue — Cm. [4].

3.8 KNMUHU4YecKWe cBUAEeTenbLCTBa ANA MeguuuHckoro uzgenusa UB[ (clinical evidence for an IVD
medical device): Bcs uHbopmaymsa, nogTeepxaatowas ypoBeHb DYHKLMOHAMbHBIX XapaKkTEPUCTUK N HAY4YHYH
0B60CHOBaHHOCTb €ro NPUMEHEHMWS MO Ha3HAYeHWU0, YCTaHOBNEHHbIE M3rOTOBUTENEM.

MpumevarnHue — Cwm. [2].

3.9 knuHu4eckoe uccnegoBaHue (clinical investigation): Illoboe cncrematnyeckoe nccnegoBaHue Ha
OOHOM WNKM HEeCKONMbKMX cybbekTax (Nwasx), NpoBoAMMOE C Lernblo oueHkn BesonacHocTh n/mnn yHKLKMO-
HarnbHbIX XapakTepucTUK MeJuLMHCKOro n3genus.

MpumevyarHus
1 Cm. [4].
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2 [aHHbIU mepMUH S8MAemcs CUHOHUMOM «KUHUYeckou onpobauyuuy (clinical trial) u «KIUHUYECKO20 U3YYeHUs»
(clinical study).

3 BIOCT P MCO 14155 mepmuH «knuHudeckoe uccrnedoeaHue» onpedeneH kak « CucmemHoe uccnedosaHue ¢
yuyacmuem 00Ho20 unu bonee yenoseka 8 kayecmaee cybbexkma, MPosoduMoe 018 OUEHKU KITUHUYECKUX (DYHKUUOHabHbIX
Xapakmepucmuk, pesyfsmamusHocmu unu be3onacHocmu MeduUUUHCKO20 U30erusy.

3.10 knuHU4Yeckue PyHKUMOHaNbHLIE xapakTepucTtukun (clinical performance): CnocobHocTe megu-
LWHCKOro u3denust 4ocTurath KIMHUYECKUX pesynsTaTtoB B COOTBETCTBUM C €ro HasHadeHwem, 3asBreHHbIM
M3roToBUTENEM.

MpumevaHus

1 Cwm. [3].

2 BTOCT P UCO 14155 mepmMmuH «KIUHUYECKUE (DYHKUUOHabHbIE Xapakmepucmuku» onpedeneH Kak «PyHK-
YUOHUpoeaHUe MeOUUUHCKO20 u30eus unu peakuus cybbexkma(og) KIUHUYEeCK020 UcciedosaHus 8 OMHOWEHUU Me-
OuUUHCKO20 U30enus, cesdsaHHas C e20 npedycMOMmMpPEeHHbIM HazHadyeHueM Mfpu yCrioguu npasuilibHo20 MNPUMEHEHUS K
coomeemecmeyrowemy(um) cybbekmy(am)s.

3.11 KnUHW4Yeckme yHKUMOHaNbHbIE XapaKTepUCcTUKUM MeguuuHckoro usgenusa WMBQAO (clinical
performance of an IVD medical device): CnocobHocTe MeguuunHckoro usgenvs VB[ npegoctaBnaTe pesynb-
TaTbl, KOTOpPbIE KOPPENWPYIOT C KOHKPETHBIM KMMHWUYECKMM/(U3N0onorMieckMM cocTossHUEM B LieneBoil nony-
NAUMK NPy ero NPUMEHEeHU NpegycMOTPeHHbIM Nofb3oBaTenemM.

lMpumevaHus

1 Cm. [2].

2 KnuHuyeckue yHKUMOHanNbHbIE XapaKTepuUCTMKW MOMYT BKMOYaTbk OUArHOCTUHECKYH YYBCTBUTENBHOCTL M Oua-
THOCTUHECKYIO CneundUYHOCTb, OCHOBaHHbLIE Ha W3BECTHOM KIMMHWYECKOM/(M3MONOrM4eckoM COCTOSHWMW nauveHTa, a
TaleKe OTPMUATENbHBIE Y NMONOXWTENbHbLIE NPOrHO3HbIE 3Ha4YEHNA, OCHOBaHHbIE Ha pacnpocTpaHeHHoCTH 3abonesaHms.

3.12 pesynbTraTuBHOCTL (M3aenus) (effective): CnocobHOCTE MEAULIMHCKOrO M3O0enus Unu MeguumH-
ckoro nsgenus VB[ o6ecneymBats (MpeaocTaBnaTh) KNMHUYECKN 3HaYMMble Pe3ynbTaThl Y 3HAUYMTENLHOW Ya-
CTW LeneBon Nonynsauunn.

MpumeyaHus

1 [JaHHasa cnocobHOCTL OLEHWBaeTCH B CUTyaumsX, korga MeauuuHCKoe M3fenve npuMeHseTcs No HasHa4yeHuo u
B MpegHa3Ha4YeHHoN cpeae NPUMEHEHWS, a Takke COMPOBOXAaeTCA COOTBETCTBYOLLMMU MHCTPYKUMAMK MO IKCHyaTaumu/
NPUMEHEHUIO U NpeaynpexXaeHnsaMm o Hebe3onacHoM MCNOoNb30BaHUK.

2 BTOCT P M3K 62366-1 mepmuH «pesynsmamusHocmey (effectiveness) onpedenen kak « TouHocmb U 3as8ep-
LEHHOCMb, C KomopouU nons3o8amenu 0ocmuaaiom ycmaHo8neHHeIx yenel (3adady)».

3.13 oxmnpaembii/HasHa4YeHHbIA cpok cnyx6bl (expected lifetime/expected service life): YctaHoBneH-
HbI U3rOTOBMTENEM NEPUOL BPEMEHU, B TEHEHWE KOTOPOTO OXWAAETCA, YTO MEANLIMHCKOE U3AENNe UMM Meau-
uuHckoe uznenue VB[ byneT nogdepuBatb CBOK 6€30NacHOCTh U pe3ynsTaTUBHOCTL NPUMEHEHHUS.

MpumedyaHns

1 Oxugaemblin Cpok crny»6bl MOXHO OnNpeaenvTb No ctabunbHocTh (cm. 3.42).

2 B TeyeHMe oxmMaaemoro cpoka crnyxbsl MoXeT noTpeboBaTbca TEXHUYECKOe 06CNyXNBaHWe, PEMOHT UMW MOAep-
HW3aums (Hanpumep, UaMeHeHus B obnacTtn 6esonacHocTy unu knbepbesonacHocTu).

3 B TOCT P M3K 62366-1 daHHbIl mepMuH onpedeneH kak «[lepuod epemeHUu, yKasaHHbIU u32omosumereM, 8
meyeHue Komopozo, Kak oxudaemcs, meduyuHckoe uzdenue 6ydem ocmasampecs be3onacHbiM 0118 pUMeHeHUs  (m.e.
noddepiueams OCHOBHYt0 6e301acHOCMb U OCHOBHbLIE (DYHKLUOHATbHLIE XapaKmepucmuku)y.

3.14 cpok rogHocTu (expiry date/expiration date): BepxHuin npegen BpemMeHHOro MHTepBana, B Teve-
HWe KoToporo mMoryT BbbiTe obecneveHbl He3onacHOCTb U PYHKUMOHAamNbHbIE CBONCTBA MaTepuana, XpaHsie-
rocsi B onpefeneHHbIX YCroBUsX.

MpumeyvaHuns

1 970 Takke OTHOCUTCA K MEAWLMHCKAM M3genuaM, uanyeckme, Xxumudeckme unu dyHKUMOHaNbHbIE CBOWCTRA
KOTOPbIX COXPaHAIOTCA B TEYEHWE ONpPenerneHHOro U W3BECTHOTO Nepuoda, Hanpumep, K KanuTanbHO YCTaHOBIIEHHOMY
obopynoBaHuio.

2 CpoKv rogHOCTW peareHToB, KannbpaTopoB, KOHTPObHLIX MaTepuanoe U Apyrux komnoHeHToB MBI yctaHaenu-
BAKOTCA M3rOTOBMTENEM HA OCHOBE 3KCMEPVMMEHTaNBHO ONpefeneHHbIX CBOWCTB cTabunbHOCTH.

3 Cm. [14].
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3.15 Bpep (harm): Tpasma unu yuwepb 30opoBbIO N0AEN, a TaKKe ywepd MMYLLEecTBY UMK OKPYXatoLLen
cpege.

MpumeyarnHue — Cwm. [5].

3.16 onacHocTb (hazard): MNoTeHUManbHbIM MCTOYHUK Bpeaa.

Mpumevarnue — Cwm. [5].

3.17 nokazaHus Kk npuMeHeHuto (indications for use): OBLuee onMcaHne COCTOAHUA UK 3aboneBaHus,
KOTOpOEe MeaWLMHCKOe M3henve unu meguuuHckoe usgenue VBL 6ynet AvarHoCTMPOBATh, NeYUTh, U3NeYu-
BaTb, obneryatb UNu NpefoTBpaLlaTh, BKOYaa ONMcaHWe NonynsauvMu NauMeHToR, Ansa KOTOpbIX NpeaHasHa-
YeHO JaHHOe MeAMLMHCKOE U3genve nnv MmeauuuHckoe nagenve MBM.

3.18 npeaycmMoTpeHHoe nNpuUMeHeHue/npegycMoTpeHHOe HasHa4veHue (intended use/intended
purpose): ObbeKTUBHOE HamepeHMe B OTHOLUEHWMW MCMONb30BaHWUA NPOAYKLMMW, MPoLecca Wiy ycnyru, otpa-
»eHHoe B creuundukaLmax, UHCTPYKLMAX U MHbopMaLUK, NpeaoCcTaBneHHbIX U3roTOBUTENEM.

MpumeyvaHns

1 Cm. [1].

2 lNpenycMOTpEHHOE HasHaYeHUe MOKET BKITKOYATL B cebs NoKazaHWUs K MPUMEHEHUHD.

3 BIOCT ISO 14971 daHHbIl mepMuH onpedeneH Kak «[lpumeHeHue, 45151 Komopoao npodyKUUS, MPoUecc Ul yc-
nyaa npedycMompeHbl 8 COOMEEMCcMeuUU o crneyugukayuamu, UHCMpYKuUaMu u uHghopmayued, npedocmaensembimMu
u3zomosumenem» U cofepxum npumedaHue. «[pedycMompeHHble MeduUUHCKUE MoKa3aHUsl, Kamea2opus nayueHmos,
yacmb merna uniu mur mkadu, ¢ Komopodl fpoucxodum e3aumodelicmeaue, npoghurs NonsL308amens, cpeda npuMeHeHuUs
U ApuHyun delicmeus AsS0MmMCes MUNUYHbIMU 3rieMeHmamu rmpedycMompeHHO20 NPUMEHEHUSTY.

3.19 mMHCcTpyKuua no akcnnyatauuu/npumMmeHeHuro (instructions for use): MHdopmauwmsa, npegocTtae-
NeHHas npou3sBoauTenem Ans HOOPMUPOBaHMA NoNb3oBaTens MeagUUMHCKOro M3genns o npegycMoTpeHHOM
HazHa4YeHUU Y NPaBUBHOM NPUMEHEHUK, a TAKKE 0 MbbIX Mepax NpegoCTOPOXHOCTU, KOTOpLIE HEOBXOAUMO
NPUHAT.

MpumevaHna

1 Cm. [6].

2 WHCTpyKUMA MO NPUMEHEHWIO TaKKe MOXET Ha3blBaTbCA «BKMNaAbILL B YAKOBKY».

3 BTOCT P MCO 15223-1 OaHHbLIU mepmuH onpedeneH Kak «Yacms conpogodumernsHou UHghopmayuu, npedHa-
3HayeHHasi Ons nonk3oeamerns MeduyuHCcKo20 usdenusi u npedcmasnsowas eaxHocme 0n1s 6e30n1acHoz0 u pesynsma-
MmueHO20 MPpUMeHEeHUst MeOULUUHCKO20 U30enus unu rnpuHadnexHocmuy.

3.20 MeauuMHcKoe u3genve AnA guardHocTtuku in vitro (MBL) (in vitro diagnostic (IVD) medical
device): MeauunHcKkoe M3genve, UCNonb3yemMoe OTAeNLHO UNu B KoMGUHaL MK, NpeaHa3Ha4YeHHoe M3roToBY-
Tenem Ans in vitro nccnegoBaHWsa NONyYeHHbIX M3 Tena Yenoseka 0bpa3suos (Mpob) UCKNIYUTENBHO UMK rNaB-
HbIM 06pas3om AnA NpeaocTaBneHns MHopMaL MY B Lenax AMarHoCTUKN, MOHUTOPUHIA UMW COBMECTUMOCTW.

MpumevyaHus

1 Cwm.[7].

2 K meguumHckum usgenuam WBL oTHocAT peareHThbl, kanubpaTopbl, KOHTPOMNbLHbIE MaTepuansl, eMKOCTU Ang
npo6, nporpammHoe obecrnevyeHune, a Takke CBA3aHHbIE C HUMWU WMHCTPYMEHTLI, annapaTtsl Unu Apyrue uinenus ans uc-
NoNb30BaHWA NPW TECTUPOBAHWKW, HANPUMEP B LENsX AWarHOCTWKW, NMOMOLUM B AMArHOCTWMKE, CKPUHMHIE, MOHWTOPWHIE,
NPOrHO3MpoOBaHWUA, NPeapacnonMKeHHOCTH, NPeaCcKa3yeMoCcT 1 onpeneneHua uanonorMyeckoro CoCTOAHUS.

3 B HexoTOopbIX IOPUCOMKUMAX Ha onpeaeneHHble MeguuuHckue uagenua MBI MoryT pacnpocTpaHaTeCa UHbIe Tpe-
BoBaHWs U NpaeWna perynnmpoBaHus.

3.21 atukeTka (label): MucbmeHHas, NedaTHas unu rpaduyeckas MHQOPMaLMS, pasMelleHHas Heno-
CpeACTBEHHO Ha MeOUUMHCKOM W3Zennu, UNuM Ha YNakoBKe KaXOOoro U3denud, UM Ha YyrnakoBKe HeCKOIbKUX
n3nenun.

Mpumevannna

1 Cm. [6].

2 [MpuBeneHHoe Bhille onpeneneHnue 0THOCUTCA K yaobounTaemol aTukeTke (m.e. noddarwelcs pa3nuyeHuro nu-
UOM C HOPMasIbHbIM 3peHuUeM).

3.22 mapkupoBka (labeling): 3TukeTka, MHCTPYKUMM MO 3KCNnyaTauuu/mpumeHeHuo v nobas gpyras
WHopMaLuWs, OTHOCAWAACA K MAEHTU(MKALMK, TEXHUYECKOMY OMMCaHWI0, Has3HaYeHuo W Haanexallemy
NPUMEHEHNIO MEAULMHCKOTO M3AENNA, 38 UCKIIOYEHUEM TOBapOCONPOBOAUTENbHBIX 4OKYMEHTOB.

4
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MpuMmeyaHus

1 Cwm. [6].

2 MapkupoBKa MOXET Takke HasblBaTbCa «MHOpMaUMen, NPeaoCTaBNEHHOW N3rOTOBUTENEMY .

3 MapkupoBka MOXeT BblTb B Me4aTHOM WINK 3NeKTPOHHOM dopmate, a Takke MOoXeT Nubo pusnyecku conpoBo-
wOoaTb MeAUUMHCKOE n3aenue, NOo yKasbiBaTk NOML30BATENIO, [AE MOXHO NONY4YUTh OCTYN K MHOpMaLMK O MapKUpoB-
ke (Hanpumep, Yepes Beb-canT).

3.23 HenpodpeccuoHanbHbIA Nonb3oBaTens (lay user): Ilnuo, He MMetoLLee NpodunsHoro obpa3soea-
HWS1 B COOTBETCTBYHOLLEN 0brnacTv 3gpaBooxXpaHeHnsa Unu MeguUMHCKOW OUCLMMITUHE.

MpumeyvaHuns

1 Cm. [8].

2 MpuHuMnel Ans HenpodeccnoHana(oB) MOTyT TAKKe NMPUMEHSTLCS K NULaM, CAMOCTOATENBHO MPUMEHSIOLLM
MeOULIMHCKOEe W3aenve unu MmeguumHckoe nagenue VB[,

3 B cnyyae npumMmeHeHns MmeguunHckoro nagenus MB[ eHe nabopaTopHbIX YCOBWIA NONb30BaTENb TAKOro U3genus
OyoeT cumMTaThCa HenpogeccMoHanom.

4 Jlvyo, npumeHsiowee meanyuHekoe nagenve MBI ons camoctosaTensHoro cGopa A4aHHbIX UMW camoTecTUpoBa-
HWA, TAKKE cYUTAETCa HenpodeccUoHanoM.

5 B [9] mepmuH «HenpocpeccuoHan» (Lay person) onpedeneH kak «Jluyo, He umerowjee ¢hopmansHoz2o obpasosa-
Hus1 8 coomeemcmesyrowel obnacmu 30pagooxpaHeHus unu MeduyuHcKkou ducyuniuHe, a makxe, npu Heobxooumocmu,
coomeemecmeytouwel cneyuanbHoU Mo020mosKu rno MPUMEHEHUIO KOHKPEMH020 MedUUUHCKO20 u30enusy.

3.24 wu3HeHHbIN Uukn (uzgenus) (life-cycle): Bce atankl (CTagun) 3KM3HEHHOTO UWKIA MeOULUHCKOrO
“3genus, oT NepBOHaYanbHOM KOHLENUMM A0 OKOHYATENbHOMO BbIBOAA U3 3KCMNyaTauumn v yTUnusauuu.

lMMpumevarHue — Cwm. [5]

3.25 nzrotoBuTens/npouszeoauTens (manufacturer): NMio6oe uandeckoe UnNu wpUgUYeckoe nuuo,
OTBETCTBEHHOE 3a MPOEeKTUPOBaHUe U/MNU NPOM3BOACTBO MEAWLMHCKOTrO U3genus C Uenbio BeiNycTUTb B 06-
palleHne MeauUMHCKoe usgenve noa ero cob6CTBEHHBIM MMEHEM, He3aBUCKHMO OT TOTO, CNPOEKTUPOBAaHO W/
WV NPOU3BEAEHO N Takoe MedWuLUMHCKoe naaenve aTUM NMLOM MITY Mo ero NopyyYeHuto apyrum nuuom(amm).

lMpumevaHus

1 Cm. [10].

2 ®uanyeckoe MNu KPUONHECKOE NMULO HECET KOHEYHYH HpPWUOWYECKYD OTBETCTBEHHOCThL 3a obecneyeHve Bbl-
MONMHEHWA NPUMEHUMbBIX PErYNMPYHOLLMX TpebOBaHWI CTpaH MK KPUCOMUKLMIA B OTHOLLEHUN MEOWULIMHCKUX U30envi, Ana
peanuaaLlmun B KOTOPbIX OHW NpeaHa3Ha4YeHbl, ECINU TOMBKO MHOE HE YCTaHOBMEHO cneumanbHbIM1 TpeDoBaHUAMW pPerynu-
PYIOLLEr0 opraHa B npegenax ero pucamMKUuu.

3 OTBeTCTBEHHOCTL M3rOTOBUTENA onMcaHa B pykoBoaaLmx aokymeHTax GHTF. 3Ta oTBETCTBEHHOCTL BKIIOYAET B
ceba 0TBETCTBEHHOCTL NO BLINOMHEHWIO TpeBoBaHWiA A0 BeINycka B obpalleHme U NOCTMAapKETUHIOBLIX TPEDOBaHWIA, TaKKX
KaK coobLleHMsa 0 HeBnaronpuATHLIX CODLITUAX N YBEOOMMNEHUSA O KOPPEKTUPYIOLLUX AEACTBUSAX.

4 «[MpoekTupoBaHne W/MnvM NPoM3BOACTBO» MOrMYT BKMo4aTh B ceba paspaboTky cneuvdmkaumii, NpoayKumn, npo-
W3BOACTBO, M3roToBneHve, cbopky, obpaboTKy, ynakoBKy, nepeynakoBKy, MapKkMpOBKY, NEpeMapKMpoBKY, CTEPUIM3ALNIO,
MOHTaX UMW BOCCTAHOBMNEHWE MEAULMHCKOIO U3LENNs, a Takke o6beanHeHe N3nenuin, BO3MOXHO C OpYroi NnpoayKuven,
B e4WHbIA Habop MeaULIMHCKOTO HasHavYeHus.

5 Inuo, ocylwlecTenALLEE B COOTBETCTBUM C MHCTPYKLMEN MO NPUMEHEHWO COOPKY, PErynMpoBKY WY aganTauuio
MEOWLWHCKOTO M3Aenus, BbiNyLLEHHOrO B 0bpalleHne MHBIM NMWULOM W NpeaHa3HaYeHHoro A8 NPUMEHEHWA KOHKPETHBIM
nauneHToM, He SIBNAETCH U3roToBUTENeM, ecniu cOopka, perynupoBKa Unn agantauus He U3MEHST NpeaycMOTPEHHOMo
NPUMEHEHUS JaHHOTO MEeAULMHCKOro U3nenus.

6 Iuuo, nameHsLee NpegycMOTPEHHOE NMPUMEHEHWE MEQULIMHCKOMO M34enns unv Moguduumnpytoliee MeavLyH-
ckoe w3genue 6ez cornacua M3roTOBUTENS ANA BbINycKa M3genus nofg cobCTBEHHBIM MMEHEM, CriedyeT paccMaTpvBaTh
KaK M3rotoBuTens MoauuunpoBaHHOrO MEOWULMHCKOTO U3AENus.

7 YNonHOMOYEHHbIA NpeacTaBUTENb, OUCTPUBLIOTOP WM MMNOPTEpP, KOTOPbIA TONbKO OoGaBnaeT CBOW agpec v
KOHTaKTHbIE AaHHbIE HA MEOWULWMHCKOE W3Aenune UMK Ha ero ynakoBky, De3 yaaneHus Unm U3MEeHEHUs yxe MMEILLEACcA
(OpurMHanbHOW) MapKUPOBKW, HE ABMAETCA M3TOTOBUTENEM.

8 Ecnw npuvHagneXHocTW nonagawT Nog perynupytolmne TpeboBaHua K MeauLMHCKOMY WM3OEnuio, nuua, oTBeT-
CTBEHHbIE 332 NPOEKTMPOBAHME W/MMW NPOU3BOACTBO TAKWUX NPUHAANEKHOCTEN, ABNSIOTCS U3rOTOBUTENAMMU.

3.26 mepguumHckoe uzgenue (medical device): Jlioboi nHcTpymeHT, annapar, npubop, npucnocobne-
Hue, obopyooBaHMe, MMMMaHTaT, in Vitro peareHT, nporpamMHoe obecnedyeHwe, matepuan WM MHele Nogob-
Hbl® UMW CBA3AHHLIE C HUMW U34Eenus, NpeaHa3HauYeHHbIe U3roToBUTENeM AN NMPUMEHEHUS K YEenoBeKy no
OTAENbLHOCTY UITM B KOMOWHALKMW ANsE OOHOW UMM HECKONBbKUX KOHKPETHBIX MEeANLIMHCKUX Lenen:

- OWArHOCTUKK, NPohUNaKTUKKM, MOHMTOPUHTA, NedyeHns unu obneryeHus 3abonesaHus;
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- AWAarHOCTUKW, MOHUTOPUHTIA, NedeHns, oBnerdeHns nnu KoMneHcawumn nocnencTemini TpaBmbl;

- UCCNeOoBaHusl, 3aMelLieHUs UMM U3SMEHEeHNs aHaTOMUYECKOro CTPOEHUS! UMK dU3NOMNOrMYecKMX nNpo-
LleccoB;

- XU3HeoBecnevyeHUs UNK NoadepKaHusa KU3HEHHbIX YHKLWIA;

- yNpaeneHus 3a4aTtuem;

- OYWUCTKK, Ae3UHMEKLMN UMW CTEPUNN3ALMN MeOULMHCKUX U3Oennii;

- MONy4YeHus MHOPMaLUK NoCcpeacTBOM WCcCcneaoBaHus in vifro NpoB, B3ATLIX U3 Tena YenoBeka, a Tak-
e He JocTuralwlLne CBOero NepBuYHoro npegHasHayeHHoro Bo3nencTBMA B OpraHuaMe Ui Ha NoBepxXHOCTH
opraHuaMa 4YerioBeka 3a cuYeT hapMaKkonorMyeckux, UMMYHOMOTMYECKMX MKW MeTabonuMyeckux cpencTs, HO
npeaHasHadeHHble OYHKLMK KOTOPbIX MOTYT NOAAEPXUBATLCA TAKUMU CpeacTBaMMu,

MpumeyvaHna

1 HekoTopas npooykuus B oTOENbHBIX HPUCOMKLUAX MOXET paccMaTpUBaTECA Kak MeQULMHCKUE U3Oennusa, HO He
ABNATHCS TAKOBOW B APYrvX, Hanpumep:

- Oe3nHMUMpYyoLMe BELLECTBa;

- BCMoMoratenkHble cpeacTBa And nodein ¢ orpaHuyYeHHbIMUA BO3MOXHOCTAMU;

- n3genus, cogeprkallme TKaHW XKMBOTHBIX UMK YenoBeka;

- M3Oenus onsa aKCTpakopnopansHoro onnogoTBOPEHUS UMK PENPOOYKTUBHLIX TEXHOMOTUIA.

2 Cm. [7].

3 M3genusi KOCMETUYECKOrO/3CTETUHECKOTO HAZHAYEHWS B CUCTEME PerynMpoBaHns OTAEMbHbIX IOPUCAMKLMIA MOTYT
paccMaTpuBaThea Kak MegMUUHCKUE U3Oenns.

4 B cucteme perynvupoBaHWs OTAENbHbIX OPUCAMKUWIA TOPrOBNA W3OENUSMKW, COAepXaluMKU TKaHW YenoBeka,
3anpeLueHa.

3.27 TecTupoBaHMe NO MecTy HaxoXAeHUsl naumeHTa (near-patient testing): TectTuposaHue, koTopoe
NPOBOAAT NO MECTY HAXOXAEHWUSA NauneHTa BHE MedUUMHCKMX nabopaTopuii.

Mpumeyvarnunn

1 B 4ncno nonb3oBatenert TECTUPOBAHMSA BOMU3WM NauyMeHTa MOryT MOryT BXOOAUTL Kak HerpodeccuoHansl, Tak u
npodpeccroHarnbHble Nornb30BaTerNi.

2 370 He OTHOCKUTCA K Npouenypam B3AaTuaA npob.

3 B cucteme perynvpoBaHusa OTAENbHBIX KOPUCOVKUWA OaHHbLIA TEPMUH ONPEAENseTcs kak TECTUPOBaHUE HA MECTE
OKaszaHws MEOMLMHCKON NOMOLLINA.

3.28 HopmanbHasa akcnnyatauma/npumeHeHue (normal use): NMpyMeHeHWe, BKNOYaAs TEKYLIWA OC-
MOTP W perynupoBKy niobbiM Nonb3oBarenem, BkAoYas yHKUMOHUMPOBAHWE B peXxume OXWOaHws, B COOT-
BETCTBMMW C MHCTPYKUWSIMU MO 3KCNAyaTauuu/MpYMeHEeHUI0 UMK B COOTBETCTBUMN C OBLLENPUHATON NPakTUKOW
NPUMEHEHUA MEeOULIMHCKMX M3Oenui unn MeguumHckux nagenuin VB[, Kk koTopeiM He NpefocTaBnATCA UH-
CTPYKLUMK MO SKCnnyaTauumu.

MpumeyvaHunn

1 Cm. [11].

2 HopmaneHy akcnnyarauuio/MpyuMeHeHe He criegyeT nyTath C NpedyCMOTPEHHBIM MPUMEHEHUEM/Ha3HaYeHu-
eM. XoTa 06a NoHATUA BKIMOYAKT B ce6A KOHUENUMIO NPUMEHEHNA MO HAa3HAYEHWI0 M3rOTOBUTENS, NPEAYCMOTPEHHOE Npu-
MeHeHWe/NpeaycMoTpeHHOe HasHavyeHne coKyCMpoBaHO Ha MEAMUMHCKON Uenu, Torga Kak HopManbHas aKkcnnyaraumsa
BKMHOYaET B ceDA He TONBKO MEOULMHCKYH LErnb, HO M TEXHWYECKoe 0DCNyKMBaHWE, TPaHCMOPTUPOBaHWE U T. 4.

3 Mpw HopManbHOW aKCNnyaTaumMiM MOryT BO3HMKATb OLLMOKM aKcnnyaTauMu/npuMeHeHus.

4 B HeKOTOpbIX PUCAVKUUAX MEOVLMHCKME U3AEnUa u MeauumHckue nsgenus UBM, koTopele moryT 6biTh Besonac-
HO NpuMeHeHbl 6e3 MHCTPYKLUMM NO 3KcnnyaTaumun/npyumMeHeHnio, 0CBoBoXaeHb 0T HEOBXOAMMOCTU UMETE MHCTPYKLUMIO NO
NPUMEHEHMHD.

3.29 ynakoBka (packaging): Npogykuwmsi, KoTopasi OygeT ucnone3oBaTbecs A4M1A repMeTusanmm, 3amnTel,
06paboTkn, [OCTaBKKU, XpaHeHUs, TPAHCMOPTUPOBaHUA M OEMOHCTPaLMM TOBApOB, OT ChipbA A0 NPOOYKTOB
nepepaboTkn, OT NPOU3BOOUTENSA K NOMb30BATEN UMM NoTpebutento, BkNoyasa nepepaboTymnka, cbopLumka
Ny Apyroro nocpegHuka.

MpumevarnHue — Cm. [12].

3.30 maumeHT (patient): ®uanyeckoe NuUo, HaxoasLeecs nog HabnwaeHUeM MeANLUHCKOTO paBoTHU-
Ka, KOTOPOMY MOXET NMPUHECTM Nonb3y Bo3gencTBMe (MpUMeHeHne) MeauLMHCKOTO M3genus.

MpumevyaHus
1 MNayueHm makxe Moxem Obimb nofb3ogamenem MedUUUHCKO20 ycmpolcmea.
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2 BTOCT P M3K 62366-1 daHHbIU mepmuH onpedeneH kak «XKugoe cyuiecmeao (Yenosek), nodgepearolyeecs me-
QuUUHCKOU, Xupypau4yeckou unu cimoMamornoaudeckoll npoyedypes.

3.31 dyHKUMOHanNbHbIe XapakTepucTuku [Msgenus] (performance): CnocobHOCTbL MEAULIMHCKOTO 13-
Aenus BbINOMHATE YCTAaHOBMEHHOE M3TOTOBMTENEM NMpedyCMOTPEHHOE HasHavYeHue.

lMpumevaHus

1 @yHKUUOHAEHBIE XapaKMepUCMUKU MO2YM 8KITI0YaMb Kak KIUHUYECKUe, makK U MEeXHUYECKUe acrekmsi.

2 B IOCT P HMCO 14155 npumenen mepmuH «KnuHuveckue @byHKUUOHaNbHbIE Xapakmepucmuku» (clinical
performance), komopeil onpedeneH Kak « PyHKUUOHUPOBaHUe MeOUUUHCKO20 u3denus unu peakyus cyboekma(os) Kknu-
Huyeckozo uccnedogaHusi 8 OMHOWEeHUU MeOUUUHCKO20 U30enus, cesi3aHHas ¢ e2o npedycMOmpeHHLIM HazHadyeHuem
MpU ycroeuu npaeuisHo20 MpUMEeHEeHUsT K coomeememayrowiemy(um) cybbekmy(am)».

3.32 oueHka yHKUMOHANbLHLIX XapaKTepucTUK MeduuuHckoro wusgenuss UBO (performance
evaluation of an IVD medical device): AHanu3 1 oueHUBaHWe aHaNUTUYECKUX WU, TOE 3TO NPUMEHUMO, KITUHU-
YeCKUX (PYHKUMOHANbHbLIX XapakTepUCTUK MeauuUHcKkoro nanenusa MBI ona yctaHoBNEHUS unu Bepudurkaumm
Hay4Hoi 06OCHOBaHHOCTKW aHanuaa.

3.33 dyHKUMOHaNbHbIE XapaKTepucTUKM MeauuuHckoro usgenua UBA (performance of an IVD
medical device): CnocobHocTe MeguuunHckoro mspenuss B[ BbINOMHATL YCTAHOBMEHHOE M3roTOBUTEMNEM
npenycMoTpeHHoe HasHaveHue. OyHKUMOoHANbHbIE XapakTepUCTUKM MeauumnHekoro nagenus VB eknodatoT
aHanuTuyeckue W, rae aTo NPUMEHNMO, KNMHUYECKUE (DYHKLMOHANMbHbIE XapakTepUCTUKW, NogaepXMBaLmne
npeoycMOTpeHHoe Ha3HauyeHue meguumHckoro uzgenua AB[.

MpumevaHue — Cm. [2].

3.34 perynupyrowmun opraH; PO (regulatory authority (RA)): locygapCcTBeHHLIN OpraH uiv MHas opra-
HU3aLUs, KOTOPAas OCYLLECTBINSAET 3aKOHHOE MPABO KOHTPONMPOBATE (OCYLLEeCTBNATE HOPMAaTUBHOE NPaBoBoe
perynupoBaHue) NpUMeHeHne Unn Npofaxy MenuLUHCKAX U3Lenuil B Npedenax CBOei pucamMkumMm U KoTo-
pas MOXeT NPUHMMAaTbL NPUHYOAUTEenNbHbIe Mepbl Ana obecnedeHus Toro, YTobbl MeaWLUHCKUe U3Oenus, Bbi-
nylleHHble B obpalleHue B npefenax ee OPUCAUKLMK, COOTBETCTBOBANM TpeGOBaAHMAM 3aKOHOAATENBLCTRA.

lMpumevarHue — Cm. [3]
3.35 pwuck (risk): CodeTaHve BEPOATHOCTM NPUYMHEHWS Bpega W TSHKeCTW 3TOro Bpega.
MpumevaHue — Cwm. [5].

3.36 ananus pucka (risk analysis): CuctemaTnyeckoe UCNonb3oBaHWe uMetoLenca nidopmauun gns
MaeHTUdUKaLMW ONACHOCTEN W ONpederneHnsa pyucKa.

lMpumevarHue — Cwm. [5].
3.37 oueHka pucka (risk assessment): lNonHeIA NpoLecc aHann3a 1 OLEeHNBaHWUSA PUCKa.
lMpumevarHue — Cm. [5].

3.38 oueHuBaHue pucka (risk evaluation): MNpouenypa, oCHOBaHHAA Ha aHanua3e pucka, No3BonsAwLLas
onpefennTb NpeBbllWEeHe JONYCTUMOro pucka.

lMpumevaHus

1 Cm. [5].

2 BTOCT ISO 14971 GaHHbil mepmuH onpedeneH kak «lpoyecc cpagHeHUs pucka, Komopbil yxxe onpedeneH, ¢
ycmaHoeneHHbIMU KpumepusMu pucka 05 onpedeneHus Gonycmumocmu puckay.

3.39 BezonacHocTb (safety): OTcyTcTBME HEQONYCTUMOrO pyUcka.
lMTpumevyaHue — Cwm. [5]

3.40 camoTtecTupoBaHue (self-testing): MpumeHeHne MeZULMHCKOrO U34ENWUA MU MEAWNLMHCKOTO W3-
nenua MBI HenpodeccrMoHanbHbIM NONbL30OBATENEM, KOTOPbLIA OTBETCTBEHEH 3a cbop gaHHbIX UNKW B3ATUE
npo®, pyKOBOACTBYACH NMPW 3TOM NCKINKOYMTENBHO NPeaoCcTaBneHHbIMIN N3rOTOBUTENEM MHCTPYKUUSMM.

1 pumMmevyaHue — ﬂEHHOE NMPUMEeHEeHUE MOXXerm 8Kilto4Yaimbe caMOoCmoAamerbHoe H,DOSE@EHUE mecma u uHmep-
npemauyuro pesyrnbmamaos, a makxe ripuMeHeHuUe K cebe camomy.
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3.41 cpok xpaHeHua (shelf-life): MNepvog BpeMeHW 0O UCTEHEHWUS CPOKa rOQHOCTU, B TEYEHWE KOTOPOTo
MeOWLMHCKOE W3EeNve B OPUrMHaNbHOW YNakoBKe COXPaHAET CBOK CTabuIbHOCTL Npy cOBnogeHur YyCnoBun
XpaHeHWs, yKazaHHbIX U3rOTOBUTENEM.

MpumevyarHus
1 Cm. [14].
2 CrabunbHocTb (3.42) 1 cpok rogHocTu (3. 14) ABNSATCA B3aUMOCBA3aHHbIMW MOHATUSIMMU.

3.42 ctabunbHocTsb (stability): CnocobHocTe MeauumHckoro uagenusa unu VD meguuuHckoro nanenus
noafepXmMBaTth CBOK Be30NacHOCTb, a TakkKe yKa3aHHble U3roToBUTenemM OyHKLMOHaNbHbIE XapaKkTepucTUKK,
B TEYEHWE ONpeaeneHHoro nepuoaa BpemMeHu.

MpumevaHus

1 Cm. [14].

2 CrtabunbHOCTb NPUMEHUMA:

- K CTEPUINBHBIM W HECTEPUIBHBIM MEAMLIMHCKMM M3OenusamM, usndeckrne, XMMUYeckue unm yHkUMoHanbHbIe na-
pameTpbl KOTOPbIX MOTMYT U3MEHATLCA UMK YXYALWATECA B TEYEHWE ONpefeneHHoro nepuoia BpeMeHu;

- MeguumHckum nagenuvam MBL — peareHtam, kanubpatopam UMK KOHTPOMbHLIM MaTepyanamM B TOM criyyae, ecnu
OHW XpaHATCS, TPAHCNOPTUPYIOTCA W NMPUMEHSAHTCA B YCNOBMWAX, YKa3aHHbIX M3rOTOBUTENEM;

- NMOMNU3MpPOBaHHLIM Matepranam nocrne BOCCTAaHOBMNEHUs, paboyum pacTBopam, matepwuanam nocne oTKpbl-
TWUSA 3anedaTaHHol YNakoBKU B TOM CIyvae, ecrniv OHW MPUIrOTOBMEHLI, UCMNOMbL30BanMch M XpPaHUITUCh B COOTBETCTBUMN C
WHCTPYKLUSMU M3rOTOBUTENS MO MPUMEHEHUIO;

- M3MEpPUTENbHbIM MHCTPYMEHTaM MW M3MEPUTENbHLIM CUCTEMaM Nocne KanvbpoBKu.

3 C1abunbHOCTb peareHTa Ans AUarHoCTUKK in Vitro unm 3amMepuTernbHOW CUCTEMbI 0OBIMHO BbIMMCASKT MO OTHO-
LUEHWIO KO BPEMEHM:

- B TEPMUHAX NPOAOIMKUTENLHOCTU MHTEPBANa BPEMEHU, B TEYEHWE KOTOPOro METPONOrMYECKOe CBOMCTBO U3MEHU-
1N0OCb Ha YKa3aHHYH BENUYMHY;

- B TEPMMHAX U3MEHEHMWA CBOWCTBA 32 YCTAHOBIMEHHbLIM MHTEpPBAN BPpeMEHMW.

3.43 coBpeMeHHOe COCTOAHUE HayKu U TexHUKU (state of the art): YpoBeHb pa3BuTnsa TexHUYECKUx
BO3MOXHOCTEWN, paspaboTaHHbIf Ha JaHHbI MOMEHT BpEMeHUW B OTHOLLEHUK MPoaYKLMUK, MPOLECCOB U YCyT,
OCHOBaHHbIA Ha COOTBETCTBYIOLLMX 0606LUEHHBIX HAYYHBIX OOCTUXEHWUAX, TEXHOMNOMMAX U ONbITE.

MpumevyaHus

1 Cm. [13].

2 CoBpeMeHHOE COCTOAHWE HayKkv 1 TEXHWKK BonrowaeT B cebe To, 4To B HACTOSALLEE BPEMS MOBCEMECTHO MPUHSA-
TO Kak NepenoBoi onkbIT B 06nacty TeXHoNormm u meauuuHel. CoBpeMEHHOE COCTOSHUE HayKu M TEXHUKK He obasaTtensHo
nogpasymeBaeT Hanbornee NepcnekTUBHOE C TEXHOMOTMYECKON TOYKM 3peHns peleHne. OnucaHHoe 30eck COBPEMEeHHoe
COCTOSIHME HAYKWN M TEXHWUKU MOXHO Ha3BaTb «0bLUenpu3HaHHOe COBPEMEHHOE COCTOSHUE HayKWU M TEXHUKUY.

3.44 nonb3oBaTtenb (user): lNpodeccruoHanbHbIA UMK HENPOgEeCCHUOHanbLHLIA NONb30BaTeNb, NPUMe-
HAKLWWA MegnUWHCKoe n3denve; JaHHbIM Nonb3oBaTenemM MoxeT ObiTb NauueHT.

MpumevaHus

1 Cwm. [6].

2 B OCT P M3K 62366-1 QaHHbIU mepMuH onpedeneH kak «fluto, ezaumodelcmsylouiee ¢ MeOUUUHCKUM U3-
denuem (m.e. ocywecmensiowee e2o aKkcrlyamauyuto/npumMeHeHue unu obenyxxuesaxue)y. CnosocodemaHue «0bbiYHbIE
ronp3ogamenu» eKkoYaem MeduyuHCKUX pabomHUKo8, nauueHmos, nepcoHar, ocywecmensouull o4UCmKy, 0bCayxu-
gaHue, a makxe npedocmasnsowull yeryau.

3.45 o6ocHogaHHO npo2HO3UpPyeMoe HenpasusibHOe T[puMeHeHue (u3denus) (reasonably
foreseeable misuse): lNpumMeHeHue NPOJyKUUU UAU cucmeMsl crnocobom, He MPedycMOompeHHbIM U320Mos8u-
meneM, HO KOmopbil MoXem bbimb pesyfsmamom fAeako npedckasyeMoz20 nogedeHUs Yernogeka.

MpumevyarHus

1 Cm. [15].

2 Jleeko npedckasyeMmoe nogedeHue verioseKka ekrovyaem g cebs nogedeHue scex muroe ronb3oeamerned, Kak
pogheccuoHanbHbIX, Mak U HernpogheccuoHabHbIX.

3 ObocHogaHHO MPO2HO3UPYyeMOe HenpasuibHoe MpuMeHeHue Moxem Obimb  [IpedHaMepeHHLIM  uniu
HernpedHamepeHHbIM.

3.46 cpeda npumeHeHus (uzdenus) (use environment): PeansHbie yCrno8US U OKPYXEHUE, 8 KOMOPbIX
rnonk308amernu g3aumodelicmsyrom ¢ MeQUUUHCKUM u3denuem.

8
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MpumevaHus

1 Cwm. [11].

2 Ycnoeus akcnnyamayuu Uy omauqumernsHble Yyepms! cpedbl MPUMEHEHUS MO2YIM eK/IYame 2uaueHUYecKue
mpeboeaHusi, Yyacmomy MpuUMeHeHUs!, MECITIONONIOXEHUE, OC8EWEeHUe, WyM, memMnepamypy, MObUNLHOCME U ypOBEHb
uHmepHayuoHanusayuu. Cnedyem yyumsieams coyuanbHblie ampubymsi, Hanpumep, KoMaHoHasa unu uHousudyansHas
paboma, eo3MOXxHbLIU agpart Ul crnokolHas pymuHHas paboma, yposeHb cmpecca U npodomkUmMensHOCME CMEHbI.

3.47 skcnayamauyuoHHas npuzodHocmb (usdenus) (usability): Xapakmepucmuka none3osamenb-
cko20 uHmepghelca, Komopasa obrneadaem ucronb308aHuUe U meM caMbiM ycmaHasnugaem pesynbmamus-
Hocmb, 3ghghekmusHOCMb U cmerneHs yooe8nemeopeHHoCmuU nofb3ogamerns 8 npedycMompeHHol cpede
MPUMEHeHUS.

lMpumevaHus

1 Cm. [11].

2 Bce acnekmbl 3KcrnyamayuoHHOU npuaodHoCMU, 8KMYas Pe3ybmamugHocmb, 3¢hghekmueHocmb U CmeneHb
ydosnemeopeHHOCMU NoML308amens, Mo2ym foskilame UM CHUXame ypoeeHs besonacHocmu.

4 Be3onacHOCTb U (PyHKUMOHaNbHbIE XapaKTePUCTUKN.
OO6Lwure OCHOBHbIE NPUHLMUNbI

OxunpaeTcs, YTO U3roToBUTENE MEeAULMHCKOro M3genus unn MeguumHckoro nagenua VB[ cnpoexktupyet
1 Npou3BeneT npoaykum, Kotopasn Byaet 6e3onacHoOn U PYHKLMOHMPOBaTL B COOTBETCTBUM C Ha3Ha4YeHUeEM
Ha MPOTAXEHUN BCErO XM3HEHHOro uMkna. [nsa obecneyeHns gaHHOMO OXnaaeMoro pesynsraTta, B HacTosLWeM
cTaHfjapTe npuBedeHbl yHOaMeHTanbHbie TpeboBaHUA K MPOEKTUPOBaHUK M NPOW3BOACTBY, MMEHyeMble
«OcHoBHEIMU NpuHUMNamuy. Pasgen 5 HacToswero cTaHgapTta ycTaHaBnvMBaeT OCHOBHbLIE NPVHLUMIMbI, MPUMe-
HWMBbIE KO BCEM MEOUUWHCKMM U3genusam v meguumnHckum nsgenuam MBL. Pasgen 6 HacTosiwero ctaHgapTa
yCTaHaBMMBaeT OCHOBHbIE MPUHLMIbLI K MEAWLMHCKMM W3OennuaM, OTIIMYHBIM OT MeauunHCkux nagenuin MBM.
Paspen 7 HacTosAwero ctaHgapta ycTaHaBnMBaeT OCHOBHbIE MPUHUMMbLI MCKIKOYUTENBHO K MEQUUMHCKUM 13-
penvsam MBL.

[desATenbHOCTE NPOM3BOAUTENS MEAMLMHCKOrO U3denua n MeavmumHckoro nagenusa VB no npoektupo-
BaHWIO Y NPOW3BOACTBY AOMKHA HAXO4WTLCA NoA yNpaBreHneM ero cucTemMbl MeHegKMeHTa kadectea. CooT-
BETCTBME M34enusa BceM NMPUMEHWMbIM OCHOBHBIM MPUWHLMNAM AEMOHCTPUPYETCH M3roToBMTENEM WM B Aanb-
HeWleM NodBepraeTcs OLUeHKe B COOTBETCTBUM C NpouedypaMu, yCTaHOBMNEHHLIMU PErynupyIowmM OpraHom
(PO) v onucaHHbIMK B pykoBoacTeax GHTF v IMDRF.

lTpumeyaHue — ObwenpuaHaHHbIM MexdyHapoGHbIM cmaHdapmoM, ycmaHaenusanwum mpebosaHus 8 om-
HOLWEeHUU cucmemMbl MeHeXMeHmMa Ka4ecmea uszomosumenel MeduyuHcKux uzdenull, sensemcs [16].

5 OCHOBHbI€ NPUHLUMUNMbI, TPUMEHUMbIE KO BCEM MeAULMHCKUM usgenuam
n MeguuuHCKMm nsgenuamv NBO

OcCHOBHbIE NPUHLMMBI MPOEKTUPOBAHWA Y MPOM3BOACTBA, MepeYucrieHHble B HacToAWeM pasfgene, npu-
MEHUMbI K MEOULMUHCKAM U3O0enUaM U MeduluHCKUM usgenuam B,

5.1 O6wue nonoxeHUn

5.1.1 MeawnumHckue n3genvs u MeguumHckue nagenusa B[ gomxkHel ocbecnevynBaTte NPeAyCMOTPEHHbBIE
MX narotoBuTenem dyHKLMOHANbHbIE XapakTEPMCTUKA U ObiTb CNPOEKTUPOBAaHbI M W3rOTOBMNEHb! Tak, YTOObI
NpW UCMOMb30BaHWUM B NPEAYCMOTPEHHbIX YCNOBWUAX OHW BbINK NpUrogHbl 4N NPUMEHEHUSA MO Has3Ha4YeHWHo.
M3nenus gomkHbl BeiTh 6e30nacHbIMK, PYHKLNOHMPOBATL MO HA3HAYEHWIO U COQEPKaTb TOMbKO OONYCTUMbIE
No CpaBHEHMUIO C MOMb30W ANsA NauMeHTa pUCKKW, a Takke He CTaBUTb MO Yrpo3y KNMHWYEeCKOE COCTOAHWE uUnn
©e3onacHOCTb NaUWeHToB, 6e30NacHOCTL M 300POBLE MOMb30BaTENEA UMK TPETbUX ML,

5.1.2 W3rotoBuTENW JOM¥KHbLI CO34aTb, BHEAPUTL, AOKYMEHTUPOBATL W NOAAEPKMBATL CUCTEMY MEHE[-
XMeHTa pucka ans obecnedveHnsi NOCTOSTHHOIO KayecTBa, 6@30nacHOCTN M (DYHKLMOHANbHBIX XapaKTepucTuk/
napamMmeTpoB MegWULMHCKOro usgenus n meguuundckoro nagenus MBA. MeHeoXMeHT pucka crnegyeTt NOHUMaTb
KaK HeMpepbIBHLIM UTEPATUBHLIA NPOLECC HA NPOTSXEHMN BCEro XU3HEHHOTO LMKNa MeguLMHCKOTO U3genuns
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1 meguumHckoro nagenua B, Tpebytowmn perynapHoro cuctemaTtndeckoro obHoenenus. [Npu ocylectene-
HUWM MEHEOXXMeHTa pPUCKa U3rOTOBUTENMW OOMXKHbI:

a) yCTaHOBUTb U JOKYMEHTanLHO 0hOpMUTL NITaH MeHeI)KMEeHTa pUcKa, OXBaTbIBAKOL WA Kaxa0e Meau-
LIMHCKOE u3genuve n meguuuHckoe nagenve ABM;

b) vgeHTUdMUMPOBaTE U aHanNUM3MpoBaTbL M3BECTHble WM MnpednonaraeMble ONacHOCTW, CBSA3aHHbIE C
KaXKOblM MEOWUMHCKUM U3genvemM 1 meguuuHckum nsgenvem VBM;

C) onpefenaTb W OUEHUBATb PMCKW, CBA3a@HHbLIE C NPeyCMOTPEHHbIM Ha3HaA4YeHUWEeM W BO3HWKaKLLMe
Kak npy NPUMEHEHWMW MO HAa3HAYEeHWIO, TaK U NpyM 0BOOCHOBAHHO NpeacKa3yeMOoM HEMPaBUITbHOM NPUMEHEHWUN;

d) ycTpaHsTb W ynpaenaTe pUCKaMu, ykasaHHbIMU B NepeYMcrieHnm ), B COOTBETCTBUM C TpeboBaHu-
amm 5.1.3m5.1.4;

e) oueHuBaTb BNUAHWE WHOpMaLUWK, NMONyYeHHOW Ha cTaguAax MPou3BoAcTBa U MOCTNPOU3BOACTBA
Ha OCTaTOYHbIN PUCK, AOMNYCTMMOCTb PUCKa, a8 TakKe Ha yCTAHOBMNEHHOE COOTHOLLEeHWe puck/nonb3a. [aHHan
OLIeHKa O0SKHa BKMOYaTh BMAHME BO3HWMKHOBEHWUA HE MOEHTU(OMLMPOBAHHbLIX paHee onacHOCTen unn onac-
HbIX CUTyaUui, AONYCTMMOCTb OnpefeneHHoro(bix) paHee pucka(oB), BO3HUKaKLWero(1x) B pesynstaTe onac-
HOW cUTyauuwn, a Takke M3MeHeHWn 00 enpr3HaHHOrO COBPEMEHHOTO Hay4YHO-TEXHWHECKOrO YPOBHS;

f) npv HeCOXoQUMOCTWM, HA OCHOBE OLEHKWN 3HAYMMOCTM MHhOpMaL MK, yKasaHHOW B MEPEYNCIIEHUN &),
BHOCWUTb M3MEHEHUSA B MEPbI MO YNpaBfeHn PUCKOM B COOTBETCTBUM ¢ TpeboBaHuamn 5.1.3 n 5.1.4.

5.1.3 Mepbl N0 ynpasneHno pUCKOM, NMPUHATLIE U3TOTOBUTENAMU NPY NPOEKTUPOBAHUM W MPOW3BOACTBE
MeOWLMHCKOro u3genusa u meguumHckoro nagenusa VB, 0omkHel COOTBETCTBOBATE NpUHLMNam 6eaonacHocTu
C y4yeTom 06Lienpu3HaHHOrO COBPEMEHHOIO Hay4YHO-TEXHUYECKOrO ypoBHS. Korga TpebyeTca cHukeHue pu-
CKa, N3roTOBUTENM AOMKHbI YNIPaBNATL PUCKAMK Tak, YTOBbI CBA3AHHLIW C KAXA0W 0NacHOCTLIO MHOAVBUAYamNb-
HbIA OCTATOYHBIA PUCK, @ TakoKe COBOKYMHbIA OCTATOYHbIA pyUcK Ok gonyctumelmMu. [Mpu BeiDope Havbonee
NnoaxogALnX peLleHnid M3roTOBUTENW OOMKHbLI B cnegytolwemM nopsagKe npuopuTeTHOCTH:

a) ycTpaHUTb UMK Hagnexawmum obpasom CHU3WTb PUCKW NMOCPEACTBOM Mep 6e30nacHOCTU B NPOEKTe
M34enus K npoueccax ero Npou3BoAcTea;

b) B OTHOLWEHUM HEYCTPAHNMbIX PUCKOB NPUHATL aeKBaTHbIE Mepbl 3allUThl, eClu NPUMEHUMO, BKIHO-
yawuiMe npyu HeobXoAMMOCTU CUTHaIbLI TPEBOTHU;

C) npegocTaBWTb MHopMauuio no 6esonacHoCTK (NpeaynpexaeHus/Mmepbl NPegocTOPOKHOCTU/MPOTH-
BOMOKa3aHWA) 1, eCnKn NpMMeHumo, obyyeHune nonb3oBaTenen.

5.1.4 WarotoBuTemnb LOMKeH MHHOPMMPOBaTh NONb30BaTenen o Nobbix COOTBETCTBYIOLLMX OCTATOMHbIX
pUCKax.

5.1.5 [Ong ycTpaHeHUs U CHKEHWS CBA3aHHbIX C NPpUMEHEeHWeM 13aenus PUCKOB, M3roTOBUTENb O0I-
EH:

a) Hagnexawmum obpasoM CHU3UTb PUCKK, CBA3AHHBIE C XapaKTepucTUKamMu MeguLMHCKOro U3denns u
meguunHckoro magenua VB[, a Takke cpedon, B KOTOPOW MeAWLMHCKOEe M3genve v MeduuMHCKoe nagenue
VB[ npegHa3Ha4yeHbl ANA NMPUMEHEHUS (HanpuMep, 3proHOMMKa/3KCnnyaTaunoHHas NpUroaHocTb, YCTOMYM-
BOCTB K MbIMX U BAAXHOCTN);

b) yyecTb TexHUYecKue 3HaHWA, OMnbIT, 0bpa3zoBaHue, obydeHWe U cpeny NpUMEHEHMWS, a TakKe, ecru
NPUMEHMUMO, MeanUnHCKoe U hU3nYecKoe COCTOSIHWE NPeaycMOTPEHHLIX NoMb3oBaTenen.

5.1.6 ®yHKUMOHamNbHbIE XapaKTEPUCTUKA WU NapamMeTpbl MEAULWHCKOIO U3AENUs U MeQULWUHCKOro nsae-
nusa MB[ He pomkHbI NoaBepraTbCs HeraTMBHOMY BO3AEMACTBMIO B TAKOW CTENeHU, YTOObI CTaBUTL Nof, Yrpo3y
300poBbe Uy Be3onacHOCTb NauueHTa, NonbL3oBaTens U TPeTbMX NUL B TEYEHWE YKa3aHHOro M3roToBUTENEM
cpoka crny06bl, Npu YCNoBUKU, 4YTO M3OENWEe MOABEpPraeTcs TONMbKO BO3HMKAKLMM B HOPMarbHbIX YCMOBUAX
akcnnyaTaunn/npuMeHeHus BO3OeNCTBMAM, U YTO TeXHU4Yeckoe obcnyxueaHve u (ecnv NpUMEHWMO) Kanu-
OpoBKa NpoBOASATCA B COOTBETCTBMM C MHCTPYKUMSAMMW M3rOTOBMTENS.

5.1.7 MeguunHCKMe uagennsa n meguunHckme nagenus VIBO gonxXHbl BbiTb CNPOEKTUPOBaHb!, M3roTOB-
TNeHbl M yNakoBaHbl Tak, 4To6bl NepeBo3ka n XxpaHeHue, OCyLLeCTBNAEMbIe C yYeTOM NpeacTaBneHHbIX N3roTo-
BUTEMNEM WHCTPYKUMA M UHCPOpMaLMK, HErAaTMBHO He MOBMWANKY (Hanpumep, B pe3ynsrate yaapos, Bubpauui
1 kornebaHuin TeMmnepaTypbl U BMaXHOCTU) Ha UX (DYHKUMOHAMNbHbLIE XapakTEPUCTMKL U NapaMeTpbl (BKMo4as
WX LeNOCTHOCTb W YMCTOTY) MpY NMPUMEHEeHUM N3LENWA Mo HasHadYeHuto. PYyHKLMOHanNbHbIE XapaKkTepUcTUKM,
Ge30nNacHOCTb U CTEPUNBHOCTE MeAULMHCKOro M3gennsa U MmeguunHckoro nanenusa MBI O0MmKHbl HaAeXHOo
nogAepKuBaTbCA Ha NMPOTSHKEHUW BCEro CPoKa XpaHeHUsi, yCTaHOBIIEHHOTO M3rOTOBUTENEM.

5.1.8 MeguumnHCcKMe U3genus 1 meguunHckue nsgenua MBI nomkHel obnagate npuemnemoin ctabune-
HOCTbIO B TEYEHME CPOKa rogHOCTH, a Takke BO BPEMS UCMOMNb30BaHWS MOCMe BCKPLITUSA 3aLMTHON YNaKoBKU
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(ana B[, B Tom uucne nocne yctaHoBku B obopygoBaHue/npubop), a Takke BO BpeMsl TPaHCNOPTUPOBaHNUS
unu otnpaeku (ana MB[, sknoyasa obpasubl/npobsl).

5.1.9 Bce M3BecCTHble W NpegnonaraeMble pMUCcKK, a Takke nobble HexenaTensHble NoboyHble addek-
Thl JOIMKHbI BbITh CBEAEHbl K MUHUMYMY W BbiTb ONYCTUMbIMW MPKW COMNOCTABMEHWM C OLIEHEHHOW MONbL30A,
BblTEKAKOLLEN U3 OOCTUTHYThIX DYHKLMOHAMbHbBIX NapaMeTpoB/XapakTepucTUK M30enus B NpenycMOTPEeHHbIX
M3roTOBUTENEM YCMOBUAX NMPUMEHEHWUH, C Yy4eTOM 0OLLEeNnpM3HaHHONO COBPEMEHHOMO Hay4YHO-TEXHWUYECKOro
YPOBHS.

5.2 KnuHu4veckas oueHkKa

5.2.1 TMpuK HeobxXxoAMMOCTH, a Takke B 3aBUCHMOCTU OT perynupyrwnx tpeboBaHmini moxeT notpebo-
BaTbCH NpPOBeAEeHMEe KITMHMYECKON oueHKK. B xoge KMMHWYECKOW OUEeHKU OOMXHbl ObiTb NpOaHannsMpoBaHbl
KMWHWYEeCKWe OaHHble, NO3BOMAKLWME YCTAaHOBUTL Hanuumue BnaronpuaTHOro COOTHOLWEHMWS pUck/none3a 4ns
MELMLMHCKOro M3aenus u meguumHckoro nagenvsa VB[, nocpencTsomM paccMOTPEHWUS OQHOTO UMK HECKOMbKMX
crnenyrLlmx BUAOB AaHHbIX:

- OTYETOB O KMMHUYECKWX uccrenosaHuax (ana VB[, ot4yeTos no oueHke KNMHWYECKUX OyHKLMOHAaNb-
HbIX XapaKTepWUCTUK);

- onybrnvKoBaHHOM Hay4HOW NMTepaTypbl/0D30pOoB;

- KMWHWYECKOTO ONbITa.

5.2.2 KnuHunyeckue uccnefoBaHUs AOMKHbLI NPOBOAUTLCS B COOTBETCTBUK C STUYECKMMU NPUHLMUNAMU,
MepBOHaYarnbHO M3MNOXEeHHbIMU B XeNbCWHKCKON Aeknapauuu. [aHHble NpMHUMNLI 3awuwaoT npaea, bes-
onacHOCTb M Bnarononyuune Mogen, KOTopble ABMAITCA Hanbonee BaXKHbIMU U AOMKHbI NpeobnagaTth Hag UH-
TEpecamu Hayku u 06LLecTBEHHOCTW. 3TW NPUHUMUMLI CrieagyeT NOHWMaTh, cobnoaaTts U NPUMEHSITL Ha KaXO0M
3Tane KNMHWYECKOro uccrnegosaHus. KpoMme Toro, B HEKOTOPLIX KOPUCOUKLUMSIX MOTYT AeACTBOBaTb 0ocobbie
perynupytowne TpeboBaHMa K JOKIMHUYECKMM UCCNeaoBaHUsAM, MHCOPMUPOBAHHOMY COMMacuio, a Takke B
OTHOLUEHWUWN MeauUMHCKMX n3genuin VB[ — no gancHenwemMy obpalleHnto ¢ octaBwnMmncs obpasyamu/npo-
bamu.

5.3 Xnmudeckue, pusndveckne n 6Monorn4eckne CBoOMUCTBa

5.3.1 B OTHOLIEHWM XMMUYECKMX, (DU3NHECKNX U BUONOrMYECKUX CBONCTB MEOULIMHCKOIO U3Aenus U Mme-
aunuunHckoro usnenus MBI ocoboe BHMMaHWe crieqyeT yoensTh:

a) BbIbOpY UCNONb3yeMbIX MaTepPUaroB U BellecTB, 0CODEHHO B OTHOLLIEHUWN:

- TOKCUYHOCTW;,
- BMOCOBMECTUMOCTH;
- MUPOreHHOCTH;

b) BNUAHWMIO TEXHONOrMYECKMX MPOLIECCOB HA CBOWCTBA Matepuana;

c) npu HeobxogMMocTM — pesynkTataM Buoduranyeckux UccnefoBaHuil N MOAENUPOBAaHKS, OOCTO-
BEPHOCTL KOTOPbIX Obina paHee NpoOeMOHCTPUPOBaHa;

d) MexaHW4YeckuM CBOWCTBAM MCMNOMb3yeMbiX Marepuaros, OTpaxalLluM, Nnpu HeobxogumMocTu, Takme
nokasaTtenw, kak TBepAoOCTb, MPOYHOCTb, MNACTUYHOCTL, M3HOCOCTOMKOCTb W YCTanocTHasa NPOYHOCTb;

e) CBOWCTBAM MOBEPXHOCTMH,

f) nogTBepxOeHWIO COOTBETCTBUA M3genusa nobbiM YCTaHOBNEHHBIM XMMUYECKUM W/UNK PU3N4eCcKnM
XapaKkTepucTukam.

5.3.2 MeguuuHckMe n3genusa u meguumnHckne magenuna VB nonxHbl ObiTh CNPOEKTUPOBaHLI, N3roToB-
MeHbl ¥ yNakoBaHbl Tak, YTo0bl CBECTU K MMHUMYMY PUCK, CBA3@HHbIA C BOSMOXHbLIMM 3arpsa3HeHnAMM U ocTaT-
Kamu MCNonb3yeMblX BELLECTB, AN Nonb3oBaTenel U NnayMeHToR, C y4eTOM NpeayCMOTPEHHOTO Ha3HayeHns
3TUX M3JOENWA, a Takke OANA NUL, y4acTBYHOLIMX B TPAHCMOPTUPOBAHWUW, XPAHEHWMU U NPUMEHEHUN TaKWX W3-
genuin. Ocoboe BHMMaHue crnefdyeT YAenaTb BO3AEWCTBUIO TaKWMX 3arps3HEHMn U OCTaTKOB WMCMOMb3yeMblX
BELLECTB Ha OMOMNOrMyeckue TKaHW NOMNb3oBaTeNel M NauMeHTOB, a TakKe NMPOOOoMKWUTENBHOCTU U YacToTe
OaHHOTo BO3AENCTBUS.

5.3.3 MeguuuHckoe m3genune U meguuuHckoe magenue MBI gomkHbl 6bITe CNPOEKTUPOBAHLI U U3FO-
TOBMEHbI Tak, 4ToObl Hagnexalm obpasomM CHU3WTb PUCKU, CBSI3aHHbIE C BblAereHneM BeLUecTB (BK/Yas
BbIMbIBaHWE W/Unu ncnapexne), npogykTaMmu gerpagauuu, octatkamy nepepabotkm u T. 4. Ocoboe BHMMaHWe
cnenyet yoensiTb YyTeYKe UMM BbIMbIBAHWUKO BELLECTB, KOTOPLIE SABMSKTCA KAHLEPOreHHLIMU, MyTareHHbIMU
MINN TOKCUYHBIMW O115 PENPOAYKTUBHOW (DYHKLIMKM OpraHM3mMa YenoBeka.
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5.3.4 MeguuunHckoe nzgenve n MmeguuuHckoe manenve MBI nomkHbl ObiTh CAPOEKTUPOBAHbLI U W3ro-
TOBMEHbI Tak, YToObI HagnexalwmumMm obpasoM CHU3UTb PUCKKU, CBA3AHHbIE C HeNpegHaMepeHHbIM NnonagaHuem
BELLEecTB B U3genve, NpuHMMas BO BHUMaHWe CBOWCTBA MeOWLUMHCKOro M3genus M MedWMUWHCKOro U3genus
MBM, a Takke OTNUYUTENbHbIE YepTbl Cpeabl NPUMEHEHMWS, ANA KOTOPOro OHW NpeaHa3Ha4YeHbl.

5.3.5 MeownumnHckoe wmagenue 1 MmeguuuHckoe uagenve MBI, a Takke npoueccel MX NMpoWM3BOACTBaA
OOMKHbI BbITb CNPOEKTUPOBAaHbI TaK, YTOObI NCKMIOYMTL MNK Haanexawmnm obpasomM CHU3UTb PUCK MHULMPO-
BaHWS Nonb3oBaTenel U BCeX APYrvMX MWL, KOTOpble MOTYT BCTyNaTb B KOHTAKT C MEAWLMHCKUM U3aenuem u
MeauuuHckum usnennem VB[, KoHcTpykumna nsgenusa gormkHa:

a) becne4ymBaTb NpPOCTOTY M BeaonacHOCTL Npu obpalleHuy;

b) nagnexawmm o6pa3om cHmxaTb MOy YTeYKy MUKPOOPraHM3aMoB M3 MEOWMLUMHCKOro M3Oenuvs u
MeguumHckoro nagenua UBL n/vnn mukpobHoe Bo3gelcTBre Npu NpUMEHEeHUN;

c) npegoTBpallate MukpobHoe 3arpssHeHVe MedWUMHCKOro U3genus u MeguumHckoro msgenus MBO
UMK ero CoaepXuMmMoro (Hanpumep, npob); n/mnm

d) Hagnexawmnm obpasom CHU3WUTb PUCKW HENPEeOHaMepPEeHHOro BO30eNCTBUSA (Hanpumep, Nope3os, YKOo-
NOB, NoNagaHua B rmasa u T. a.).

5.4 CTepunusauusa U MUKpoBHoe 3arpA3HeHue

5.4.1 lNpwn HeoBXOOAUMOCTU U B 3aBUCMMOCTI OT 0BCTOATENBLCTE, MEAWUMHCKME U30enus U MeguuHCKue
nanenust B gomkHbl BbITh CNPOEKTUPOBAHELI Tak, YToBLI 0BnerunTs nx Be3onacHyo o4MCTKy, Ae3uHdEeKL NI,
CTepunmnaaLmio 1 NOBTOPHYIO CTEPUNM3aLMIO NoMb3oBaTeneMm.

5.4.2 MeowuunHCKMe nagenusa n MmeguunHckue nagenuna VIBA, MapknpoBaHHbIe Kak MMetloLlne crneymans-
HbI MUKPOBMONOrMYECKUA CTATyC, JOMKHbI BbiTh CMPOEKTUPOBAHLI, U3rOTOBMEHBI U YNaKoBaHbl Tak, YTobbl
obecneynBaTh COXPaHHOCTL AAHHOIO CTaTyca Npu BhIMyCKe B obpalleHne, a TakKe Npu TPaHCNOpPTUPOBaHUU
W XpaHeHWUU B YCNOBUAX, YKa3aHHbLIX U3roTOBUTENEM.

5.4.3 MeowuunHCcKMe nanenus u meguuunHckne nagenna VB[, noctaenaemMbie B CTEPUINBEHOM COCTOSIHUM,
OOIMKHbI ObITh CNPOEKTUPOBAHLI, M3rOTOBMEHLI U YNakoBaHbl B COOTBETCTBUM C HAAMNexXallMMn npoueaypamu,
obecrnevynBaLLUMK X CTEPUINBHOCTL NPU BhiNycke B obpalueHue. MNpu ycrnoBMM LeNoCTHOCTM 3aLLMTHONW yna-
KOBKMW, NpeaHasHa4YeHHon Ans noaaepXaHnsa cTepUnbHOMO COCTOSIHUS, OHM AOMKHbI OCTaBaTbCA CTEPUMNbHbI-
MW MpY TPAHCMOPTUPOBaHMM U XPAHEHWW B YKa3aHHbIX U3roTOBMTENEM YCNOBUAX 40 TEX Nop, Noka 3aliuMTHas
ynakoBKa He OyLeT BCKpbiTa B MeCcTe NpuMeHeHus. Marotoentento crieqyeTt obecnevymTs, YToDbI LIeNoCTHOCTL
3alUUTHON ynakoBkW Bbina o4eBMOHA KOHEYHOMY MOMb30BaTento (Hanpumep, ¢ NMOMOLLBK YNAakKoBKMW, 3aLlu-
LL{eHHOW OT HECAHKLMOHUPOBAHHOIO BCKPbLITUSA).

5.4.4 MeguunHcKMe uaaennsa u meguunHckne nagenua VMBI, mapkMpoBaHHbIe Kak CTEPUNbHbIE, JOMK-
Hbl ObITe 0BpaBoTaHbl, U3rOTOBMNEHLI, YNAKOBaHbI U CTEPUINM30BAHELI C MPUMEHEHUEM NMOOXOAALLNX BANUOHbIX
cnocobos/MeToOoB cTepunuaaunn. Cpok XpaHeHWUs Takux uagenuii gomkeH ObiTb onpegeneH BanuaHbIMU
MeToaamMu.

5.4.5 MegwnumnHcKkMe nsgenns u meguumHckue nagenusa VB[, npegHasHadYeHHble Ana cTepunuaaunm 13-
roTOBUTEMNEM WITW NOMNb30BaTENeM, AOMKHbI BbiTh M3TOTOBMEHLI 1 yNaKoBaHbl B HAANEeXallUX 1 ynpasnsiemMbixX
YCMNOBWAX MPOWU3BOACTBEHHBLIX 30H.

5.4.6 B cnyyae ecnn meguuuHckue nigenusa u meguumHckne nagenua VB noctaBnalTcs HECTEPUrb-
HbIMUW W NpeaHasHa4YeHbl Ana cTepunu3aunMn nepen npuMeHeHnem:

a) cucTema ynakoBKW OOMKHA CBOAUTL K MMHUMYMY PUCK MUKPOBHOMO 3apaxeHus 1 ObITb COBMEcTUMA
co cnocoboM/MeToAoM CTepunu3aumu, ykasaHHbIM M3rOTOBUMTENEM;

b) ykasaHHbI M3roToBUTENEM METOL CTEPUIM3aLNA JOMKeH ObiTb BaNWaMpOBaH.

5.4.7 B cny4ae ecnu MeauUnHCKUE M3genua u MeguuuHckne nagenua VB[ Beinyckatotca B obpalleHue
KaK B CTEPUNbHOM, TaK U B HECTEPUITbBHOM COCTOSIHWM, TO Ha 3TUKETKE JOMKHO BbiTh YETKO yKa3zaHo pasnuyue
MeXay 3TUMK BapuaHTamu.

5.5 YyeT ycrnoBui U cpeabl NpUMeHeHUs

5.5.1 B cny4ae ecnu meguumMHCcKMe uagenus v meguuuHckne nigenua MBI npegHasHaveHbl Ang npu-
MEHEeHWs1 B COYETaHUW C APYrUMN MeOWULMHCKUMKW WU3OEenuamMn UM MeguuuHckuMu nagenuammn MBI w/vnu
obopynoBaHWeM, TO BCH AaHHaA KOMOWHaUWS, BKMOYasA CUCTEMY MOAKITHYEHUs, AOMKHA ObiTe ©e3onacHom 1
He JOMKHA YXyALWaTk YCTaHOBIMEHHbIE DYHKLMOHAMNbHBbIE XapakTePUCTUKN MEOULMHCKOTO U34EeNWUs Unu megu-
umHckoro nzgenus VBA. ITiobblie n3BecTHbIE OrpaHUYeHKst MO NPUMEHEHWKD OOMKHbI BbITh yKa3aHbl HA 3TUKET-
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Ke W/Unu B MHCTPYKUWKW NO 3Kkcnnyatauun/npumeHeHnto. JTiobble coegMHeHus, ¢ KOTopbiMKU NpuMxoantca obpa-
LWaTbCHA NONbL30BATEN, HANpUMep aNeKTpUYeckne UM MexaHu4yecke CoeguHeHuns, nepenada XngKoctu Unm
rasa, 0OMKHbl ObITb CNPOEKTUPOBAaHbLI M U3roTOBMEHbI Tak, YTOOblI UCKMIYUTL UMK HAONeXallum o6pa3omMm CHM-
3WTb BCE BO3MOXHbIE PUCKK, BKIHOYAs PUCKU HEMPABUITLHOTO COEAMHEHWUS UMK ApYyrue yrpo3bl BezonacHocCTu.

5.5.2 MegnumHckie nagenua U meguumHckie manenusa MBI aomkHbl ObiTh CAPOEKTUPOBAHLI U U3ro-
TOBINEHbI C Y4ETOM NPEeayCMOTPEHHLIX YCMOBWUA U cpebl NPUMEHEHUA, YTODbI UCKIMHYNTE UMW Haanexatluum
obpa3om CHU3UTB:

a) pUCKW NPUYMHEHUS Bpeda Nonbi0BaTenaM Unu ApyruMm nuuam B CBA3W ¢ (U3UYECKUMU U 3PrOHOMU-
YeCKUMM 0CODEHHOCTAMM, a TakKe 3KCNNyaTalMoOHHOW NPUTOAHOCTbLIO U3AENuii;

b) pucku owmnbok NonbL3oBaTeNs, CBA3aHHLIE C NPOEKTOM (AM3aHOM) NONb30BATENLCKOro UHTEpdeca
MEeOULMHCKOro M3genus unu meguumHckoro uagenus WIBL, sproHomuyecknmum ocobeHHOCTAMM, aKcnnyaTa-
LWOHHOW NPUroAHOCTEHD, a TakkKe cpedol, B KOTOPOM NpedycMOTpeHa 3KCnnyaTauus/mpumMeHeHne U3genus;

C) pWCKM, CBA3aHHble O0OOCHOBAHHO MPOTrHO3VMPYEMbIMW BHELIHWMW BO3LOEWCTBUAMW WIW YCMOBUAMU
cpeabl NPUMEHEHUS, TAKMMW Kak MarHUTHbIE MONS, BHELLUHWE 3MEeKTPUYecKue M 3MeKTpoOMarHuTHele BO34en-
CTBWA, aNeKTpocTaTu4eckne paspagbl, U3rny4yeHue, cBA3aHHOe C AMarHOCTUYEeCKUMUY UM TepaneBTUYeCcKuMU
npolenypamu, fasneHne, BNaXHOCTb, TEMNepaTypa U/Mnm naMeHeHnsa yckopeHus n konebaHua gaBneHus;

d) pwckuW, CBSI3aHHbIe C NMPUMEHEHEM MeOWLMHCKOro Magenus unu MeguuunHckoro nagenusa WBO npw
KOHTakTe ¢ Matepuvanamu, XMOKoCTSMKM, BellecTBaMm 1M ra3aMmu, BO34ENCTBUIO KOTOPbLIX OHW NOogBeprarwTcs B
npefHazHavYeHHbIX YCNOBWSX 3KCNAyaTauun/npumMeHeHns;

€) PUCKW, CBA3a@HHbIE C BO3MOXHbLIM HEraTUBHbLIM B3aUMOLENCTBUEM MeXAy nporpaMmHbiM obecneve-
HWEeM 1 cpedor MHOpMaLMOHHEIX TexHonorui (MT), B paMkax KOTOpor OHO )YHKLMOHUPYET 1 C KOTOPOI OHO
B3aMMOJENCTBYET;

f) pvcku HeraTVBHOro BAMAHWS Ha YCMOBUA WM cpedy NMPUMEHEHWS, CBA3aHHbIe C HempegHaMepeHHbIM
BblAEMNEHVEM BELLECTB M3 MEANLMHCKOrO U3genus unu MmeguumnHckoro uznenus MBL npwu akcnnyatayuu/npu-
MEHEHWM, C y4yeToM ocobeHHOoCTe MegUUMHCKOro M3genus unu MmeguuuHckoro usgenvsa VB w xapaktepa
cpeabl, B KOTOPOW OHO NpeAHasHa4yeHo Ans NPUMEHEHNS;

g) pWCK HenpaBWMbHOW uaeHTUdUKaUMy obpasLor, Npob, AaHHbIX, a TakKe PUCK MonyyeHus ownbou-
HbIX pe3ynbLTaToB, HAaNpPUMep, HENPaBUINbLHOTO LIBETOBOrO W/Wnu L poBoro KOAMPOBaHWS eMKOCTeR Ans Npob,
CbEeMHbIX AeTanei n/unv NpuHaanexHoCcTen, UCMoNb3yeMbiX ANS NPOBEAEHMS aHanuaa, Tecta unu gansHem-
wen 06paboTkM NO HA3HAYEHWID;

h) pWCKM HeraTMBHOTC B3aWMMOAEMNCTBUA C APYTMMW MEAWLMHCKUMMW U3AENNAMN UK MEAULMHCKUMUN 13-
penvamu VB[, o6bIMHO NpUMEHAEMbIMW NPKU ANArHOCTUKE, MOHUTOPWUHIE UITA NEeYEeHUN.

5.5.3 MeauumnHckoe nagenue n meguumHckoe nagenue MBI AomkHbl BbiTb CNPOEKTUPOBAHbLI U N3roTOB-
NeHbl Tak, 4Tobbl UCKNIOYATE UNK Hagnexalwmm 06pas3oM CHU3NTL PUCK BO3HUKHOBEHWSA NoXapa unu B3pbiBa
MpY HOpManbHOWM 3KCMNyatauMn/mpuMeHeHUW, a Takke B YCNOBMAX ednHWYHoro otkasa. Ocoboe BHMMaHue
cnepyet yoensatb MeauLMHCKAM M34enusiM M MeauurHCKUM npubopam Ans BHYTPUMbILIEYHOrO BBELEHMA,
npegycMoTPEHHOEe NMPUMEHEHWE KOTOPBLIX MpegnoriaraeT BO3AENCTBME NErKOBOCMNIAMEHSALWMNXCHA UMW B3Pbl-
BOOMACHbIX BELLECTB (MMM COMETAHUE C HUMM), @ TaKXKe BELUECTB, Bbl3biBAKOLLMX BO3rOpPaHue.

5.5.4 MeguuuHckoe u3genune M MeguuuHckoe manenue WBL gomkHbl ObITh CNPOEKTUPOBAHbLI U U3ro-
TOBMEHbI Tak, YTobbl UX perynvpoBka, kanvbpoBka U TexHu4eckoe obcnyXuBaHWE MOMMKU OCYLLECTBNATLCS
pesynbTaTMBHO U 6e30MacHo, 8 UMEHHO:

a) B crny4ae korga TexHu4eckoe obcnyxuBaHve HEBO3MOXHO (HanpuMep, B OTHOLIEHWW UMNNAHTAToB),
cnenyet COOTBETCTBYHOLLUMM 06pa3oM CHU3UThL PUCKW, CBA3AHHbLIE CO CTAPEHUEM MaTepuanoB U T. 4.;

b) B cnydae korga perynvpoBka 1 KannbpoBKa HEBO3MOXKHbI (HanpumMep, B OTHOLLEHWW HEKOTOPbIX TW-
NoB TEPMOMETPOR), cneayeT COOTBETCTBYHLMM 06pa3oM CHU3UTL PUCKW, CBA3AHHBIE C MOTEPEN TOYHOCTU
nboro N3MepUTeNbHOIC UK YNPaBnsoLWero yCTporucTea.

5.5.5 B cny4ae ecnu meguuMHCKME v3genus u meguuuHckne msgenna MBI npegHazHaveHbl onga npu-
MEHEHWHA B COMETaHWW C OPYTUMWU MeOUUWUHCKUMUW U3OenUaMU Unu meguunHckumu nagenuamu MBL, 1o oHm
OOMKHBI ObITh CNPOEKTUPOBAHBLI M M3rOTOBMNEHbLI Tak, YToBbl MX yHKUMOHAnNbHasi COBMECTUMOCTL Bbina Ha-
OexHoM 1 BesonacHomn.

5.5.6 MeguuuHckMe wagennsa U MeguuuHckue magenusa MBI oonHbl ObiTe CNPOEKTUPOBaHbLI N M3ro-
TOBMEHbI TakK, 4TOObI HagNexawmm obpasomM CHU3UTb PUCK HECAHKLMOHMPOBAHHOIO JOCTYNa, KOTOPbIA MOXET
nomeLlaTb U3aenni yHKUMOHUPOBATL MO HA3HAYEHWUID UMW CO3A4aThb yrpo3y bezonacHocTu.

5.5.7 Jliobble hyHKUMM M3MEepeHWa, MOHMTOPUHIA MW OTODOpaXKeHus LWKas, peanM3oBaHHble B Meau-
LMHCKUX U3genusax n MeauuuHckux magenusax MBI gomkHbl ObiTb CNPOEKTUPOBaHbLI M pazpaboTaHbl B COOT-
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BETCTBMW C MPUHUMNAMW IPrOHOMMKM M IKCNNyaTauMoHHOW MPUrogHOCTH, C Y4eTOM NpenycMOTPEHHOro Ha-
3HaveHus, Npodunsa Nonb3oBaTens, a Takke YCrioBUA U cpedbl MPUMEHEHUs1, B KOTOPLIX NpeaycMaTpuBaeTcs
3KCNNyaTUPOBaTL/MPUMEHSATE OaHHbLIE U3OEMUS.

5.5.8 MeguuKWHCKMe M3denusa n meguunHcke nagenua MBI gomkHel BbITb CNPOEKTUPOBAaHEl U U3rOTOB-
NeHbl Tak, 4Tobbl 0bnerynTb UX Be30nNacHy YTUNU3auu UNn BTopudHyo nepepaboTky, a Takke BesonacHyto
YTUNU3aUMo N BTOPUYHYIO NepepaboTKy 0TX0Q0B, CBA3a@HHbLIX C WX 3KCnnyaTtauven/npumMmeHeHnem. B uH-
CTPYKLUMSAX MO 3KCNNyaTauun/MpuMeHeHWo O0ITKHEI ObiTh NpUBEAEeHbI COOTBETCTBYHOLLME NpoLeaypbl U Mepo-
npusaTUA no 6esonacHow yTMnuMsaumn Unu BTOpMYHoK nepepaboTke.

5.6 3au.||4Ta OT INeKTPU4YeCKUX, MexXxaHn4eCKMX U TepMU4eCKMX pUCKOB

5.6.1 MeguunHckMe nagenusa n meguunHckme nagenua MBI gomkHel 6biTe CNPOEKTMPOBAHLl U N3roTOB-
fieHbl TaK, YToDbI 3alWNTUTL NOoMb30oBaTeNnel OT MEXaHWYECKMX PUCKOB (HanpuMep, CBA3aHHLIX C CONpOTUBe-
HWeM OBWXEHWIO, HEYCTOWYUBLIM NONOXKEHNEM WU NOOBWXHBLIMU YacTaMM).

5.6.2 MeguunHckMe nagenus U meguunHckue uagenunsa VB gonkHbl 6bITb CNPOEKTMPOBaHbl U U3ro-
TOBMEHbI Tak, 4Tobbl Hagnexawmm obpasom CHU3UTL PUCKM CBs3aHHble ¢ BUbpauwnen, co3gaBaemMon aTuMu
N3genusammn, MpUHUMas BO BHUMaHWe TEXHNYECKMI MPorpecc 1 AOCTYMHble CpeacTBa orpaHnveHns Bubpaumm,
3a WUCKMYeHeM cryYaeB, Korga Bvbpauumsa SBNAETCA YacTbi NPEegyCMOTPEHHbIX (DYHKLMOHAMNbHbBIX Xapak-
TEPUCTUK.

5.6.3 MeguunHckMe nagenusa n megnunHckme nzgenua MBI gomkHel 6bITe CNPOEKTUPOBAHLI U N3rOTOB-
NeHbl Tak, YTobbl Hagnexallm obpa3oM CHU3WTb PUCKK CBSI3aHHbBIE C CO30aBaeMbIM UMM LYMOM, MPUHUMas
BO BHUMaHWe TEXHUYECKUIA MPOrpecc U AOCTYMNHbIE CPeCcTBa OrpaHUYEeHs] LUYMa, 32 UCKIYEeHUEM Cny4yaeB,
KOraa co3aaraeMblil WyM ABMSETCH YACThH NPeayCMOTPEHHBIX (DYHKLMOHAMNBHBIX XapakTEPUCTUK.

5.6.4 MeguumnHCKMe M3genusa n meguunHckme nzgenua MBI gomkHel BbITe CNPOEKTUPOBAHEl U M3rOTOB-
NeHbl Tak, YTobbl Hagnexawmm obpasomM CHU3UTbL PUCKKM, CBA3AHHbIE C OTKa30M NMoObIX YacTei M3nenus, Ko-
TOpble NpefHa3HaYeHbl ANA NOAKMHYEeHUs (COequHEHWs) UK NepenoaKnodeHs (MOBTOPHOMO COeaMHEHNS),
Kak o, Tak U Npu 3KkcnnyaTauuun/mpuMeHeHun.

5.6.5 [ocTynHble YacTu MeOUUMHCKUX U3OEenuid U MeguumHckux uzaenuin MBI (3a uckniodyeHnem ua-
CTell, NpeAHa3Ha4YeHHbIX ANfA noJadyu Tenna WM OOCTUXKEHUS 3a0aHHbIX 3Ha4YeHUn TemnepaTyp), a Takke
OKpY>KalLasa ux cpefa He OMKHbI OCTUraTh NOTEHLMAaNbLHO ONacHbIX 3HA4YEHWIA TeMnepaTyp Npu HopMmarb-
HOW 3KCANyaTauMn/mpuMeHeHnu.

5.7 AKTUBHbIe MegULIMHCKWUE u3genua, meguuuHckue nagenua UBM v nogcoeguHeHHbIe K HUM
MeOWLMHCKMe nagenus

5.7.1 B cny4ae BO3HWKHOBEHWSI €QUHWUYHOTO OTKa3a akKTUBHbIX MeOWLMHCKNX N30enuin U MeguLUHCKUX
nagenuin UB[] 0omkHbl BbITh MPUHATHI COOTBETCTBYIOLLME Mepbl AN YCTPaHEHWA UMW HAANeXallero CHuxe-
HWS CBA3AHHbLIX PUCKOB.

5.7.2 MeguunHCcKMe nagenuns n meguumnHckue nagenus MBI, npyv npuMeHeHun KoTopbiX 6e30NacHOCTb
nayveHTa 3aBUCKUT OT BHYTPEHHEIO MCTOYHMKA NUTaHWA, OOIBKHbI BbITh OCHALLEHbI CPEACTBaAMK ONpeaeneHus
COCTOSAHUS UCTOYHMKA MUTAHWSA, a TaKKe COOTBETCTBYHLWMN CPpecTBaMM NpeaynpexaeHns unm uHankKaummm
0 TOM, YTO MOLLHOCTE UCTOYHMKA MUTAHUSA CTAHOBUTCS KPUTUYECKON.

5.7.3 MeguunHckMe usgenns n MmeguumnHckue nsgenus VMBI, npyv npuMeHeHUn KoTopbix 6830NacHOCTb
nauMeHTa 3aBMCUT OT BHELIHErO WCTOYHMKA NMUTaHWS, OOMKHBI ObiTh OCHALLEHbl CpeacTBamMu CMrHanmsaumm,
OMOBeLaLWMMM O NOBOM OTKIHOYEHUU NUTAHNA.,

5.7.4 MeowuunHCKMe nagenusa n meguuuHckne nagenua B, npegHasHavyeHHble ANst MOHUTOPWHIA Of-
HOMO WIM HECKOMNbKUX KITMHUYECKUX MapaMeTpOoB NaluueHTa, AOMKHbI BbiTh OCHAaLleHbl COOTBETCTBYHOLLMMY
cucTeMamMu CuUrHanusauwn, npegynpexaatlMMy nonb3oBaTensd 0 cMTyauusax, KOTOpble MOTYT MPUMBECTU K
CMepTW UM CEPLE3HOMY YXYALIEHUIO COCTOSIHUA 300POBbS NaLneHTa.

5.7.5 MeguunHCKMe U3oenusa n meguunHckme nagenua MBLO nomkHbl BbiTb CNPOEKTUPOBAaHLI U N3rOTOB-
NeHbl Tak, 4Tobbl Haanexalwum 06pasoM CHU3UTb PUCK CO30AaHUA SMEKTPOMArHUTHLIX MOMEX, KOTOpbIE MOryT
HapywuTs PYyHKUNOHUPOBaHME N0BLIX n3aenuin unu obopynoBaHna B NnpegyCcMOTPEHHOWN cpeae NPUMEHEHUS.

5.7.6 MeguuWHCKMe U3oenusa n megnunHckme nagenua MBO nomkHel BbiTh CNPOEKTUPOBAaHLl U N3rOTOB-
neHbl Tak, 4ToObl 06ecne4YnTb YPOBEHb BHYTPEHHEN YCTOMYMBOCTU K 3MEKTPOMarHUTHLIM nomexam (moMexo-
ycTonumnBocTr), obecnevnBaroLLMin ux yHKLMOHUPOBAHWE B COOTBETCTBMU C NPEAYCMOTPEHHLIM U3roTOBUTE-
NEeM HazHa4YeHueM.
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5.7.7 MegnumHckue nagenus u meguuuHckue nagenna B nonxHbl BbiTh CNPOEKTUPOBaHb! U M3rOTOB-
neHbl TaK, 4Tobbl Haanexawum obpasoM CHU3UTL PUCK CMyYaiHOro NopaxeHus Nonb30oBaTens unu TpeTbLero
nuua anNeKTpPUYEeCcKUM TOKOM, Kak Npu HOpManbHOW 3KcnnyaTtauun/npMMeHeHnn, Tak U B cny4ae eguHUYHOro
0TKa3za, Npu yCrnoBuKW, YTO AaHHbIE N3OENUs YCTAHOBIEHbl U ODCMYKUBAKOTCA B COOTBETCTBUM C YKa3aHUAMM
W3roToBUTENS.

5.8 MeguuuHckue usgenua u meguuuHckue usgenusa B, Bkniovarwwme B ceba nporpammHoe
obGecneyeHue, a TaKxKe nNporpaMmmMHoe obecnevyeHune, ABNAKLEECA MEAULUUHCKUM U3genuem

5.8.1 MeguuuHckue u3genusa U MmeguuuHckne usgenusa MBL, koTopble BKNIOYAKT 3MEKTPOHHLIE MPO-
rpamMMuUpyeMble CUCTEMBI, BKMOYasa nporpaMmMHoe obecneveHue, UNu nporpaMmMHoe obecneveHue, sBNA-
Leecs MeQULMHCKUM M30enneM, AOMKHbl ObiTh CNpoeKTUpoBaHbl Tak, YToObl obecnedymBaTh Ux 6@30NacHOCTb
M (OYHKUMOHAamNbHbIE XapakTePUCTUKK, a TakkKe TOYHOCTb, NPELU3NOHHOCTb U 6e30TKasHOCTb hYHKLMOHUPO-
BaHWA B COOTBETCTBUM C UX NPEAYCMOTPEHHbIM Ha3Ha4YeHueM. B cnyyae BO3HUMKHOBEHUA eOUHWYHOTO OTKa3a
OOMKHBI ObITb MPUHATEI COOTBETCTBYHOLLME MEpPb! A8 YCTPaHEHUS UMW HAAMNeXaLllero CHKEHUSA CBA3aHHbIX C
3TUM PUCKOB, a TaKXe Mepbl, CBA3aHHbIe C yXyaleHneM PyHKLUOHAaNbHBIX XapaKTepUCTHUK.

5.8.2 B cny4ae, ecnu MeguUWHCKWE n3penus U meauumHckue nagenust UBM sknrovatoT B cebsa npo-
rpaMmHoe obecnedeHune, a Takke ecnu nporpaMmHoe obecnedyeHne ABNAETCA MEOULIMHCKUM WU3OEenueM, To
AaHHOe nporpammHoe obecneveHue JorkHo ObiTh pa3paboTaHo, npousseneHo M 06CnyKUBaTLCS B COOTBET-
CTBWW C COBPEMEHHbBIM Hay4YHO-TEXHUYECKMM YPOBHEM, @ TAKKE C YH4ETOM MPUHLMMOB pa3paboTku XKM3HEHHOTO
LKWKIa U MEHEKMEHTa puUcKa, BKMYasa MHpopMaLnoHHyto 6e3onacHoCTb, BepuduKalnio U Banugauuo (Ha-
npUMep, B OTHOLIEHWUW NpOLIecca YNpaBNeHns U3MeHEeHUAMMN).

5.8.3 lNporpammHoe obecnevyeHue, NpegHasHauYeHHoe ONa NpMMeHeHUs B CoYeTaHMM ¢ MOBUMNBHLIMU
BbIYMCIUTENbHBIMU NaTopMamu, JOMKHO ObiTe pa3paboTaHo ¢ y4eToM AaHHOW nnatdgopmbl (Hanpumep,
pasMepa M KOHTPacTHOCTM 3KpaHa, BO3MOXHOCTEN NOAKMYeHWs, obbema namsaTi 1 T. 4.), a TAKKe BHEeLIHUX
haKTOPOB, CBA3AHHbLIX CO CPEAOW NPUMEHEHMWA (HanNpuMep, pasnuyHble YPOBHM OCBELLEHHOCTM UK LWyma).

5.8.4 NarotoBuTenu OOMKHBI YCTAHOBUTE MUHUMArbHbIE TpebOBaHMSA B OTHOLLIEHUM annapaTtHoro obe-
crneveHus, xapaktepuctuk NT-ceten n mep NT-6e3onacHocTy, BKMNOYasA 3aLLUTY OT HECAHKLVMOHUPOBAHHOTIO
JOCTyna, HeobxoauMble AN NPaBUbHON paboTkl MporpaMmMHoro obecrneyeHnsa B COOTBETCTBUM C NPeAyCMOo-
TPEHHbIM Ha3Ha4YeHNeMm.

5.8.5 MeguuuHckie Msnenua u meguumnHckme manenusa MBI non#Hbl ObiTh CNPOEKTUPOBaHbI, N3roToB-
neHbl 1 obCcnyXMBaThCcA Tak, 4Tobbl obecnevmMBaTb Haagnexalwmnn ypoBeHb kKnbepbe3onacHoCTW OT HEeCaHKLK-
OHWPOBAHHOIO AOCTyna.

5.9 MeavuuHckue uaenua u meguuuHckne usaenua UBM, Bknovarowme B cedba pyHKUMIO
OWarHoCTUKKN UNKU U3MEPEHUs

5.9.1 MeagunuuHckme nagenua u meguumHekue nagenusa MBM, ¢ doyHKUMEN OUArHOCTUKK UM 3MEPEeHUs
(BKMtOYasi MOHUTOPWHI) AOIBKHEI ObITb CMPOEKTUPOBaHbI U M3TOTOBMEHbI TaK, YTOObl MOMWMO APYTUX OYHKLM-
OHaMNbHLIX XapakTepUCTUK, obecnednTs 4OCTATOYHYH TOYHOCTL, MPELM3NOHHOCTE U CTabunbHOCTE Ha OCHOBE
COOTBETCTBYHLLNX HAYYHBIX U TEXHUYECKUX METOLOB W C YYETOM Ha3HA4YeHUs U3OENUin.

a) Ecnu npumeHumo, npegensl TOYHOCTU AOITKHBI BbITh YKa3aHbl M3rOTOBUTEMNEM.

b) Mo BO3MOXKHOCTW, YMCMNOBbLIE 3HAYEHWS OOSKHBI OblTh BblpaXKeHbl B ODLLENPUHATBLIX CTaHOapTUan-
pPOBaHHbIX eAMHULIAX N3MEepPEeHNs N NMOHATHLI NONbL30BaTENsaM MeONLUMHCKOro U3genus unm MeauumHCKoro mus-
genua MBAO. HecmoTps Ha nogaepxky IMDRF/GHTF cbonwxkeHus B obracti rmobanbHOro Mcnofib3oBaHus
MEXAYHApPOOHO CTaH4APTU3UPOBAHHLIX eOVHUL, M3MepeHus, coobpaxeHns Be3onacHOCTU, OCBEAOMITEHHO-
CTW MOMNb30BaTENEN U YCTOSBLUIENCA KMMHUYECKON NPAKTUKA MOTYT ONpaBAbiBaTh UCMOMbL30BaHUE OPYTUX MPU-
3HaHHbIX e4MHUL, U3MEPEHUS.

C) ®PyYHKUMKM OpPraHoB yNpaBreHWs Y MHOUKATOPOB OOMMKHbI ObiTh YETKO yKasaHbl Ha MedWLUMHCKOM W3-
aenvn n meguumMHckom uagenun MBL. Ecnn Ha MeguUUWMHCKOM NM3gernun unu meguunHckom nagenmn MBLO ume-
t0TCS HeoOXoA4MMbIE MHCTPYKLIMM MO 3KCNyaTaumMu/MpuMeHeHNo0 UK yKasaHbl paboyne unv perynpoBOYHbIe
napameTpbl C MOMOLLLK BU3yanbHOW CUCTEMBI, TaKaa MHOpMAaLMA OoMmkHa BbiTh MOHATHA NONbL30BATENH U,
npyv HeoBXo0OMMOCTK, NaLWEHTY.

5.10 UHdopmaunna, npegocTaBnaemMas UIroToBUTeNem

[aHHbIA NpyHUKUN sBNseTcs oblel pekoMmeHaauuei B OTHOLIEHUW MHGOopMaUuK, NpenocTarnaemMon
narotoeutenemM. [JJononHUTENbHbBIE YKa3aHWA N0 COAePXaHWU AaHHOW MHOpMaL MK NPUBEAEHLl B JOKYMEHTE
[17].
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5.10.1 MeguumHckue nagenvsa u meguMumHckue nagenuna VMBI oomkHbl conpoBoXxOaTbcsa MHMopmaum-
e, HeoBxoOMMOW Ana YeTKoW aeHTUdUKaALUM MeaNUMHCKOTO M3denusa unM MeguumMHckoro usgenua VB u
ero marotoeutens. Kaxxgoe meguunHckoe nagenve n meguuuHckoe wagenune VB[ Takke OOMKHO COMpPOBO-
*OaTbes (MMM HANpPaBnATbL K Hel Nonb3oBaTens) Nbow uHgopmalmeil o BezonacHocTy U PYHKUMOHAMNBHBLIX
XapaKkTepucTUKaXx, Kacawlleincsa nons3osaTens unu nwboro Apyroro nuua, B 3aBUCMMOCTKM OT 0BCTOATENLCTB.
[HaHHaa vHopMauna MOXeT cogepXaTbCA Ha caMOM MeOWUMHCKOM WM3genvn unnu MeguunHCKOM WU3Oenvm
ana VIBL, Ha ux ynakoBKe, B MHCTPYKUWUSAX MO NPUMEHEHWI0 UNU BbiTb NErKOOOCTYMHOW Yepes 3NMeKTPOHHbIe
cpeacTea (Hanpumep, Beb-canT) n omkHa BblTb NOHATHA NPeayCMOTPEHHOMY MOoNb30BaTento.

5.11 3awwuTa oT uanyyeHus

5.11.1 MeaguumHckue nagenus u meguumHckue nagenvs MBI aomxHbl ObITe CNPOEKTUPOBAHbLI, N3roTOB-
NeHbl ¥ ynakoBaHbl Tak, 4ToObl BO3AEACTBUE U3NYYEHWS Ha NonMb3oBaTenen u Apyrux nuy unu, npu Heobxoau-
MOCTHW, NauneHToB 6biNo Hagnexalwnm obpazoM CHUXEHO, HE YMEeHbLUas Mpyu 3TOM YCTaHOBMEHHbIE YPOBHM
M3rnyyeHus, Heobxogumble ONs AOCTUKEHUA OUAarHOCTMYECKUX WU TepaneBTUYecKnx Lenen.

5.11.2 WMHcTpykuny no akcnnyatauyMu/mpuMeHeHno MeaAUUMHCKUX U3Oenvii 1 MeguuMHCKUX W3Oenvi
WMB[, koTopble MCNyCKaT ONacHOe WM NOTEHLMANbHO ONacHoe M3ryyYyeHne, OOIKHbl CoAepXaTb NoapobHy
WHOpMaLMK O XapakTepe WM3nyyYeHWsi, cpedcTBax 3aluTel Nonb3oBaTenei, Apyrux nuy unu, npyu Heobxo-
OUMOCTH, NauMeHToB. TakKke MHCTPYKLMW NO 3KChnyaTaluMy OOMKHbI CoaepXaTb MHgopmauuio o cnocobax
npegoTBpaLleHns OWUBOoK MPpMMEHEHUS M HaaneXallero CHUXKeHNs PUCKOB, CBSI3aHHLIX C TPaHCNOpPTUpOBa-
HWEeM, YCTAHOBKOW (MOHTaXeM) N XpaHeHneM.

5.11.3 MeguunHckue wsgenus u meauumnHckie usgenuva MBI, npedHa3HadeHHble ONA BO30eNCTBUA
ONacHbIM UMK MOTEHUMAILHO ONACHBIM U3NYYEeHUEM, OOMKHbl BbiTh MO BO3MOXHOCTW OCHALLEHbl BU3yanbHbI-
MW AUCNNEeAMM N/UNK 3BYKOBBIMW NPeaynpexaeHnaMM 0 HanMynn (aKkTMBHOCTU) TAKOro M3NyyYeHns.

5.11.4 MeguumHckue nagenus u MeguumHckue magenua VB gomkHbl ObiTb CNPOEKTUPOBaHbl U U3ro-
TOBMNEHbI Tak, 4Tobbl Haanexalw M 0bpa3omM CHU3NTL BO3OENCTBME HENPEOYCMOTPEHHOrO (MapasvuTHoro), Cry-
YavHOro UMK paccesiHHOro N3nyYeHWs Ha nonb3oBartenew, APYrux nuL unu, Nnpy HeobxogMMOocCTy, NaUuMeHTOB.
Ecnn 370 BO3MOXHO M YMECTHO, A0MKHbl BbiTh BoIOpaHbl COOTBETCTBYKLLME METOObLI CHKEHWS] BO3OENCTBUE
N3Ny4YeHWs Ha nonb3oBaTenei, Apyrux uL unu, npu HecdXogUMOCTK, Ha NaUuUeHTOB.

5.11.5 MHcTpyKuMM no akcnnyaTayum MeguuMHCKMX U3genuin n meguunHckux nagenuvin MBI, ncnycka-
IOLLMX OMacHoe MNn MoTeHUManbHO onacHoe WanyyeHue u TpebylLwmx npoBedeHus paboT No UX yCTaHOBKe
(MOHTay), OOMKHbI coaepXaTh NnogpobHy MHpopMaL Mo 0 npueMke paboT U NpoBeaeHUN UCMNbITAHUA (OYHK-
LMOHAanNbHbIX XapaKkTEPUCTUK, a TaKeKe KPUTEPUW NMPUEMKM U MOPAOOK TEXHUYECKOro 0BCnyKMBaHUS.

5.11.6 Ecnu meguunHCKME wuagenusa n MmeguumMHckue nagenua VB npegHasHadeHbl 415 BO3LeNCTBUA
ONacHbIM UMW MOTEHUWANbHO ONAacHbIM W3Ny4YeHWEM MO yrnpaBnNeHUEeM MNOMb30BaTens, OHW JOMKHbl BbiTbh
CMPOEKTMPOBaHbl M M3TCTOBMEHbI Tak, YTODObl KOMWYECTBO, FEOMETPUSA, pacnpedeneHne aHeprum (Mnu Kade-
CTBO) WM ApYrMe KIHYEBbIE XapaKTEepPUCTUKA M3Ny4YeHWs MOIMM Hagnexawmm obpas3oM KOHTPONUpoBaTbCH,
HacTpavBaTbCca U, NPY HEOOXOAMMOCTH, NOABEPraTbCsA MOHUTOPUHIY MPU 3KcnnyaTaumu. Takme MeguunHcKkie
v3genusa M MmeguuuHckue nagenusa MBI gomkHbl BbiTh CNPOEKTMPOBaHbL! M M3rOTOBMNEHb! Tak, 4Tobbl obecne-
YMTb BOCNPOM3BOAMMOCTb COOTBETCTBYIOLLMX NEPEMEHHbIX NMapamMeTpoB B npepenax AOMNyCTUMbIX OTKITOHEe-
HWIA.

5.12 3awmnTa OT PUCKOB, CBA3AHHLIX C MEOAULUMHCKUMM U3OeNUAMM U MeOULMHCKUMK
magenuamu UB[, npegHazHauYeHHbIMUA U3roTOBUTENEM ANA NPUMeHeHUs
HenpodeccUoHanbHbIMU NONbL30BaTENAMMU

5.12.1 MeguumHckne nagenus n meguumnHckne nsgenuna VB, npegHasHayvyeHHble ANS NPUMEHEHUSA He-
npodecchoHanbHbIMKN Nofb3oBaTensiMn (HanpyMMep, caMOTECTUMPOBaHWe UNKu TecTUpoBaHue BONUan nauneH-
Ta HenpodeccroHanbHLIMU NOMNL30BATENAMM), OOMKHbI BbITh CMPOEKTUPOBAHLI M U3rOTOBMEHLI Tak, YTOBLI
M3genusi COOTBETCTBOBANIM CBOEMY HA3HAYEHUI C YYETOM AOCTYMHBIX OAHHbLIM MONbL30BATENSIM HABLIKOB U
cpefcTs, a Takke C y4eToM 060CHOBaHHO MPOrHO3MpPYyeMbIX M3MEHEHWUIA B COOTBETCTBYIOLLMX NOMb30BaTeb-
CKUX TEXHOMOrusiX U cpefe npumeHeHus. [NpegoctaBnsgemble U3roTOBUTENEM WHOPMALUSA U MHCTPYKLUK
OOMXKHbI ObITb NPOCTLIMK ANA MOHUMAaHUS U UCMOMb30BaHNA HeNpodeccuoHanbHbLIM NONL30BaTENEM NMpu Npu-
MEHEHVUW MEOULMHCKOTO U3AENUsS UNu MmeguuuHckoro nsagenusa VMBI v uHTepnpeTtaumm pesynsTaTos.
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5.12.2 MegunumHckue n3genna n meguunHckue manenus VMBI, npegoHasHavYeHHbIe ANA NPUMEHEHNS He-
npodeccuoHanbHbIMKU NOMNL30BATENAMM (HANpUMep, CaMoTECTUPOBAHUE UITM TECTMPOBaHKWE BOMW3W nauuneH-
Ta HenpogeccMoHanbHbLIMK NOMb30BaTENSAMM), AOMKHbLI ObiTh CNPOEKTUPOBAHbI U U3rOTOBMEHBI TaK, YTODbI:

a) obecneynTb CNOCOBHOCTE MpPegyCMOTPEHHOro NONb30BaTensl NpaBuUNbHO U Be3onacHo NPUMEHATb
MeaWUWHCKoe usgenue unu meguumnHckoe wagenue MBI B COOTBETCTBUM C MHCTPYKUMAMKU MO MPUMEHEHUIO.
B cny4yae HEBO3MOXKHOCTM HagnexXallero CHWKeHUs PUCKOB, CBA3AHHbLIX C MHCTPYKUMAMWU NO NMPUMEHEHMIo,
cnenyeTt NpefycMoTpeTs HeoBXooMMOCTb COOTBETCTBYHOLErO 0ByUYeHUs;

b) Hagnexawmm 06pa3som CHU3UTb PUCK OLWIMBKMA CO CTOPOHbI NPeayCMOTPEHHOTo MonbL30BaTens Npu
obpalleHun ¢ MeQULUMHCKUM M34enuemM Unu MeguunHckuM uagenuem MBI v, ecrnv npuMeHnMMOo, Npu MHTep-
npetauun pe3ynsraTos.

5.12.3 MeguumHckue nagenusa n meguumnHckue nagenusa VB, npegHasHaveHHbIe AN MPUMEHEHUS He-
npoceccuoHanbHbIMW NOMNbL30BaTENAMK (HanpuMep, CcamoTecTUpOBaHWe WK TecTMpoBaHue BOMWM3WM nauu-
€HTa HenpodgeccMoHanbHbLIMU NONb30BATENSAMK), NPU HeOBXOAMMOCTH, OOIPKHLI BKMOYaTb CpeacTea, ¢ no-
MOLLbIO KOTOPbLIX HEMPOMeCcCUOoHanbHLIN NonbL3oBaTenks:

a) MoxeT ybeguTbcA B TOM, YTO MpPWM NPUMEHEHUM MEeOULMHCKOE MU3genue Wnn MeguuuHckoe usgenve
MB[ bygeT dyHKUMOHUPOBATL, Kak NpefHa3Ha4YeHo U3roToBUTENEM;

b) nonyunT npegynpexaeHue, ecnu MeguLUMHCKOE n3aenve unn MmeguuunHckoe nagenuve VIBO He dyHK-
LWOHUPYET, KaK NpefHa3HauYeHo, UnNu He obecneunBaeT OOCTOBEPHLIA pe3ynsTarT.

5.13 MeguumMHcKue usgenusa u meguumuHckue nsgenua UBL, cogepxawme matepuanbl
BMOoNoOrM4yecKoro NPoOUCXoXKoeHnA

5.13.1 K MeguumnHCKUM U3genuam n MmeguuuHckum mnagenuam VB, copgepxalmm TKaHW, KNeTKU UIn
BELLECTBa XWMBOTHOIO, PacTUTENbLHOIO UMK BakTepuanbHOro NPOUCXOXAeHUA (MN1 UX NPOWM3BOAHbIE), KOTO-
pble SBMSOTCS HEXW3HECNOCODHBIMW UMW CTany HeXW3HEeCNOCOOHLIMU, AOMKHEI MPUMEHATBCS crnegyowme
TpeboBaHus:

a) Npu HeoBxoQuMOCTU, MPUHUMAZ BO BHUMaHWE BUL XKMBOTHbLIX, TKAHWN U KNETKW XKWBOTHOIO NPOUCXOX-
AEHWSA UMK X MPOU3BOOHbLIE OOMKHbEI ObITh MOMyYeHbl OT XKUBOTHLIX, MPUICAHLIX K NPegyCMOTPEHHOMY Mpu-
MEHEHWIO TKaHen W Npoleglnx BeTepuHapHblA KOHTPOnb. B 3aBucKMMocTy OT TpeboBaHMA KOHKPETHOW KpUC-
OVKLUWK M3rOTOBUTENW OOMKHbLI COXPaHATL MHOpMaUKno o reorpadMyeckom MPOUCXOXOEHUN HKUBOTHbIX;

b) nouck, obpaboTka, koHCepBaLUuWs, TECTUpOBaHWE M obpalleHne ¢ TKaHAMM, KNneTKamMmu U BellecTBa-
MW KMBOTHOTO MPOUCXOXKAEHUSA (MW UX MPOM3BOLHBIMW) SOITKHBI OCYLLECTBAATLCA Tak, YTobbl obecneynTsb
fesonacHOCTbL NaLMeHTOB, Monb3oBaTenew W, ecnu NpUMeHMMo, Apyrux nuy. B yactHocTn, BesonacHocTb
B OTHOLIEHWMW BMPYCOB W APYrMX WH(EKLUMOHHBLIX areHTOB AoMmkHa obecnevvBaTbCA NOCPeacTBOM NpUMeEHe-
HUA COBPEMEHHLIX BanWANMPOBAHHbLIX METOO0B YHUHTOXEHUA UMW MHAKTUBAUWM B XO4e NPOM3BOACTBEHHOMO
npouecca, 3a UCKMIYeHNeM crny4yaes, Korga NpuMeHeHne TakMux MeTo4oB MOXET NPUBECTU K HELOMYCTUMOWN
gerpagauuv marepuana.

5.13.2 Perynupyrowmi oprad (PO), ocyllecTBNALLMA HOpMaTUBHOE NPaBOBOE PErynnupoBaHue npouns-
BOACTBA NPOAYKLUMW C NPUMEHEHWEM TKaHeM, KNeToK Uiy BELECTB, NOoNyYeHHbIX N3 OpraHn3Ma 4YenoBka (unm
MX NPOM3BOOHbIX) B KAYECTBE MEAWLMHCKUX M3Oenuin NN MmeguuvHckux nanenuin MB[L, nonxeH npumMeHaTb
chnepyowme TpeboBaHms:

a) LOHOPCTBO, MOCTaBKa U TECTUPOBAHUE TKAHEW M KMNETOK AOMKHbI OCYLLECTBNATLCHA B COOTBETCTBUMN C
TpeboBaHUsAMM KPUCAVKL MK, B KOTOpown AencteyeT PO;

b) obpaboTka, koHCcepBauua u nioboe apyroe obpalleHre ¢ JaHHBIMK TKAHAMM, KIeTKamMu UM ux npo-
M3BOAHbBIMU OOMKHbI OCYLLECTBNATLCA TakK, 4ToObl obOecneunTs Be3onacHOCTb NauveHToB, Nofk3oBaTenei u,
eCcnv NpUMeHUMOo, Apyrux nuu. B yacTHocTh, 6e30MacHOCTb B OTHOLLEHWW BUPYCOB W OPYIMX MH(EKLMOHHbIX
areHToB JomkHa obecnedynBaTbCca NOCPEACTBOM NPUMEHEHWS] COOTBETCTBYIOWMX MeToAoB cbopa MmaTepuana,
a TalKe COBPeMeHHbIX BanuaWpOBaHHbIX METOAO0B YHUYTOXEHUS WM MHAKTUBaALWK B X04e MPOoW3BOOCTBEH-
HOro npouecca.

5.13.3 B cnyyae MeOWLUMHCKUX W3Zenuin 1 MeguUWHCKMX n3genuin MBI, 3roToBneHHbIX C MCNOMb30Ba-
HUeM matepuanoB BUONOrMYECcKOro NPOMCXOXAEHUS, OTMUYHBIX OT ykasaHHbix B 5.13.1 1 5.13.2 (Hanpumep,
mMaTepuanoB pacTUTeNbHOro Uy DakTepuanbHOro NpoucxoxaeHusl), obpaboTka, KoHcepBaLuWs, TeCTUPOBa-
Hue 1 obpalleHue c AaHHLIMW MaTepuanamMu A0MKHbI OCYLLECTBASATLCA Tak, 4Tobbl obecnevnTs 6e30nacHOCTb
naLMeHToB, MoNb30BaTeNen M, ecriv NPUMEeHUMOo, APYrux nuy (B TOM YKMcne npu yTunusauum). B yactHocTy,
©e30nacHOCTb B OTHOLLEHWW BUPYCOB W APYrUX WH(EKUMOHHBIX areHToB OoMmkHa obecneymBaTbes nocpes-
CTBOM MPUMEHEHMS COOTBETCTBYHOLLMX MeTO40B cbopa MaTepuana, a Takke COBPEMEHHbIX BaNWANPOBAHHbLIX
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MEeTOA0B YHUYTOXEHUA UITU MHakKTuBauuMn B Xo4e npom3BoaCcTBEHHOIo npouecca. B otgenbHbIx RPUCONKUNAX
MOrYT NPUMEHATBLCA ApYyriue perynupyrowmne TpE6OBaHVIF|.

6 OCHOBHbIe NPUHUMNbI, NPUMEHUMbIE K MeANLNHCKUM U3Oernusam,
He OTHOCHALMMCSH K MeauLUMHCKUM nsgenuam NBO

OCHOBHbIE MPUHLKMMNBLI NPOEKTUPOBAHUA 1 MPOU3BOACTBA, NepeYncrneHHble B AaHHOM pasfgenie HacTo-
ALero ctaHgapTa, aBnsalTCA OOMOMHUTENbHBIMU K OCHOBHBLIM MPUHLMMNAM, NepedvynMcneHHelM B pasgene 5.
3TV OCHOBHbIE MNPUHLMMLI MPUMEHUMbI K MEANLIMHCKUM U30ENUAM, HE OTHOCSLWMMCS K MeAULUHCKUM W30enu-
am MBL.

6.1 Xumunuyeckue, pusnyeckmne n 6uonorMyeckme CBoOMCTBa

6.1.1 B OTHOLUIEHWM XUMUYECKUX, (DU3NYECKMX N BUOMOrMYEeCcKUX CBOMCTB MEeOMLIMHCKOTO M3Aenns oco-
6oe BHUMaHWe cregyeT yoensaTe COBMECTUMOCTM UCNONb3yeMbIX MaTepvuanos U BeWecTs ¢ BUONoruyeckumu
TKaHAMM, KNeTKaM1 1 JKUOKOCTAMIU OpPraHMaMa C y4eToM NpedyCMOTPeHHOTO HazHauYeHusa Uagenvs, a Takke B
COOTBETCTBYIOLIMX CNy4Yasx (Hanpumep, ANna HekoTopblx abcopbupyeMblix uagenuin), abcopbumn, pacnpene-
neHuo, MeTabonuamMy 1 BbIBEOEHWUIO U3 OpraHnama.

6.1.2 MeguuMHCKNEe W30enus OOoMKHbl BbiTh CNPOEKTUPOBAHbLI Y W3rOTOBMNEHbl TAK, YTOBbI UX MOXHO
6b1no 6e30nacHoO UCMNOMNb30BaATEL C MATEpPUanami, BELecTBaMu U razami, C KOTOPLIMW OHU BCTYMAOT B KOHTAKT
Npu NPUMEHEHUM MO Ha3HaYeHU; ecni U3fenua npeaHasHadeHsl Ond BBeOeHWs NeKapCTBEeHHbIX CPeacTs,
OHW AOM¥HbI BbITh CNPOEKTUPOBAHBI U M3TOTORMEHb! Tak, YTOObI OHM GbINU COBMECTUMBI C AaHHbIMUW nekap-
CTBEHHbLIMW cpeacTBamK (MNP YCMOBMKU COGMIOAEHUS OrpaHUYeHUA No MX MPUMEHEHHI0) M YTOBbI hYHKL KO-
HamnbHbIE XapakTePUCTUKM Kak NEeKapCTBeHHbIX CPEACTE, TaK U U3Oenvin NogaepKUBanuck COrmacHo HasHa-
YEHMUIO.

6.1.3 MeguuMHCK1E M3Oenus OOMKHb! BbiTh CMIPOEKTMPOBAaHLI U U3rOTOBMEHLI TaK, YTOOLI HaaMeXaL MM
06pa3soM CHUKATb PUCKM, CBSA3AHHbLIE C PA3MEpOM M CBOWCTBAMM YacTULl, KOTOpbIE NMonagatoT UnM MoryT no-
nacTb B OpraHnaM naumeHTa Wnu rnonb3osaTens, 3a UCKIIOYeHWeM CryYaes, Korga AaHHble YacTylbl BCTYNaT
B KOHTaKT TOMbKO C HenoepexaeHHow koxen. Ocoboe BHUMaHWe crieayeT yaensTe HaHoMarepuanam.

6.2 3alMTa OT MOHU3UPYIOLLETO U3NYyYEeHUA

6.2.1 MeguuuHcKue M3genus, npeaHaszHadyeHHble AN BUsyanusauum U reHepupyoLliMe NoOHU3MpyoLlee
nany4yeHue, OOMKHbI 6bITb CNMPOEKTUPOBAaHbI U M3rOTOBMEHb! TaK, YTo6bl 06ecnednTb Ka4eCTBO BbIXOOHbIX AaH-
HbIX W/MINK M306paKeHns, COOTBETCTBYHOLLEE NpedyCMOTPEHHOW MEAWLMHCKON Lenu, npyM MUHUMansHoM ob-
Ny4YyeHun naymeHTa, Nonb3oBaTens v opyrux nuu,.

6.2.2 MegwuuMHCKNe M3Oenus, reHepupyloLLne VOHN3MpYIoLLee ManyYyeHne, OOMKHbI ObiTb CMPOEKTUPO-
BaHbl TaK, YToObl o6ecneynBaTb TOYHOE OnpedeneHve (MM MOHWTOPWHT), oToBpaxeHwWe, NpegocTaBneHue
MHOPMaLMK M PerucTpaumio 4o3bl, NoNyYeHHOW B peaynsTaTe NpUMeHeHus Uagenus.

6.3 Ocobbie TpeGoBaHUSA K UMNNAHTUPYEMbIM MEeAULMHCKUM U3OeNNAM

6.3.1 MIMnnaHTupyeMble MeAUUWHCKMNE U3OENUs OOMKHbI ObiTh CNPOEKTUPOBAHLI M U3TOTOBMEHbLI Tak,
4TOBBI MCKIMIOYUTL UMK HadnexalwmmM obpas3oM CHU3WUTb PUCKW, CBSA3AHHbLIE C BO3MOXHBLIMU MeAWLUHCKUMMU
npouegypamu, Hanpumep C WCNonb3oBaHWeM AedUBpPUNNATOPOB MMM BbICOKOYACTOTHOMO XMPYPrYecKoro
obopynoBaHus.

6.3.2 AKTMBHbIE NpOrpaMMMpyeMble UMNNAHTUPYEMbIE MEAWNLIMHCKWE U3OENUA AOMKHbI BbiTh CNpoek-
TUPOBaHbI U M3rOTOBNEHbI TaK, YHTOObI 06ECNEYNTE OAHO3HAYHYO MAEHTUDMKaUMIO n3genusa 6e3 Heobxogumo-
CTW XMPYPruyeckoro BMeLlaTenscTBea.

6.4 3awMTa OT PUCKOB, BOZHUKAIOLWMX ANA NaLMeHTa MN1 Nonb3oBaTens oT nogaBaeMoMu
3Hepruu UnNu BeLlecTs

6.4.1 MeOuUWHCKMEe M30enua, npedHasHadYeHHble NS nNogavy Nonb30BaTentd 3HEPrMn UMK BELLEeCTB,
LOMKHbI BbITh CNPOEKTUPOBAHbLI U U3rOTOBMEHbI TakK, YTo6Bbl KONMUYECTBO NOJaBaeMol 3HePrun UNK BeLLecTsa
MOHO BbINO yCTaHaBNMBaTh U MOALEPKMBATL C TOMHOCTLIO, AOCTATOMHOW Ans obecneveHns Ge3onacHocTu
nauueHTa, NonbL30BaTtens U ApYrx ML,
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6.4.2 MeanumHcKkre n3genna OomMmkHbl BblTk OCHAaLLEHbl CPeacTBaMKu nNpefoTBpalLeHmns u/unu nHonka-
LK MobblX HECOOTBETCTBUI B NOAABAEMOM KOMMYECTBE 3HepPrMu Uinn OOCTaBNAeMOM KOMMYecTBe BELLEcTB,
KOTOpOE MOKET MPeacTaBnAaATb onacHocTb. M3genns OomkHbl GbiTh OCHaLWEHbl NOOXOAALWMMK CpeacTBamMu
ONS Hagnexallero CHWKEeHMA pucka cryYaiHOi noJaqu ONacHOro YPOBHS 3HEPruM UMMM BelecTs OT UC-
TOYHUKA.

6.5 MeguMuMHCKMe U3genus, cogepxallMe BelecTBO, paccMaTpuBaeMoe KaK nekapcrBeHHoe
cpeacTeo

Ecnu meguunHcKoe usgenve COOEpPXWUT B KavecTBe HEeOTLEMITIEMONW YacTU BELLECTRO, KOTOpoOe npuv oT-
OeNbHOM NpUMEHEHUN MOXeT pacCMaTpuBaTbCA KakK nekapCrBeHHoOe cpeacTBO (KaK 3TO onpeneneHo B COOT-
BETCTBYHOLLEM 38KOHO,£I,aTeJ'IbCTBE) U KOTOpOe cnocobHoO oOKasbiBaTb BCMOMOraternsHoe BO34ENCTBME Ha op-
rAHW3M YernoBeKka Hapagy c BO3JENCTBUEM MEeOUUVHCKOro uagenus, To H906X0,ElMMO BepMCDMLI,VIpOBaTb KakK
BesonacHoCcTb K q)YHKLlMOHaﬂbeIE XapaKTepucTtrkn MmeguumnHCKOro msgennsa B Uuenom, Tak u nognmMHHOCTb,
GESOHaCHOCTb, KayecTBO M AEeNCTBEHHOCTb AaHHOMo BellecTea.

7 OCHOBHbI€ NPUHUMUNBI, TPUMEHUMbIE K MeAULUMHCKUM uzgennamv UBO

OcCHOBHbIE NPUHUUMNbI MPOEKTUPOBaHWA W NPOWN3BOACTBA, NepevYucrieHHble B 4JaHHOM pa3ferne HacToA-
Lero ctTaHgapra, ABnsTCH SOMNOMHUTENBHLIMKW K OCHOBHbBIM NMPUHLUMNaM, NepeyncrieHHsiM B pasgene 5. 31K
OCHOBHbIe NMPUHUMNLI MPUMEHUMbI TOSTbKO K MeanLMHCKuM nagenuam MBL.

7.1 Xnmuueckue, pusnyeckue n 6Monorn4eckue cBoMcTBa

B OTHOLIEHWU XMMUYECKUX, OU3NYECKUX 1 BUONOrnYecknx CBOMCTB MeauLMHcKkux nanenuin B[ ocoboe
BHMMaHWe criegyeT yoensiTb BO3MOKHOMY YXYALEHUI0 aHaNMUTUYeCKMX XapakTepucTUK 1u3-3a u3nyeckon u/
UIN XUMUYECKON HECOBMECTUMOCTU MCMONb3yeMblX MaTepuanoB M Npod, aHanuTa unn Mapkepa, nognexa-
LWMX ODHapyXeHWIo U u3MepeHuio (Hanpumep, DMonorMyeckne TKaHu, KneTkn, Buonornyeckne KUAKkocTu u
MUKPOOPraHu3mbl), MPMHMMas BO BHMMaHWe NpegycMOoTpPeHHOe NPUMEHEHEe N3AENus.

7.2 ®yHKUWOHANLHbLIE MapaMeTpbl/XapaKTe pUCTUKN

7.2.1 MeauuuHckme nsnenus VB pomkHbl obecneuynBaTbh 3asBMNEHHbIE U3roTOBUTENEM aHanuTuye-
CKMEe W KNWMHWYeckue dyHKLMOHaNbHbIE NapamMeTpbl/XapakTepucTUKK, NPUMEHMMbIE K NPefycMOTPEHHOMY
NPMMEHEeHU/Ha3Ha4YeHWIo, ¢ y4eTOM NPeayCMOTPEHHOM NonynsauMM nauneHToB, NpeaycMOTPEHHOIO Nonb30-
BaTensa 1 NpeaycMOTPEHHLIX YCNOBUIA NpUMeHeHUs. [laHHbIe yHKLKOHAaNbHEIE MapaMeTpbl/XapakTepUCcTUKA
OOMKHBI ObITh YCTAHOBNEHBI C UCMOMNL30BAHUEM NOAXOOALLMX, BaNUAMPOBAHHBIX M COBPEMEHHbLIX METOLORB.
Hanpumep:

a) AHanuTuyeckme OYHKUMOHaNbHbIE MApaMeTphbl/XapakTepUCTUKN  MOTYT  BKMYATh, HO  He
orpaHn4MBaKTCA:

a. MpocnexuBaemMocTb KaNMHpPaTOPOB UM KOHTPONENR;

b. TouHOCTE M3MepeHUI (4OCTOBEPHOCTL U MPELN3NOHHOCTB);
c. AHanuTuyeckas 4yBCTBUTENbHOCTL/NMpeaen 0bHapyXeHus;
d. AHanuTundeckas cneunuiHoCTb;

e. WHTepBan namepeHuna/gmuanasoH;

f. CtabunbHocTb NpoGbl (06pasua).

b) KnuHuyeckue dyHKUMOHaNbBHbIE NapaMeTpbl/XxapakTepucTUKW, HanpuMep QUarHocTUYecKas/KInHu-
Yeckasl YyBCTBUTEMbHOCTb, AMarHoCTMYecKas/KnMHUYeckasa cneynduyHoCTb, NONoXWTeNbHaa NporHoCTUYe-
CKas LeHHOCTb, OTpuuaTenbHas NporHocTUYecKas LeHHOCTb, KO3 PHUUUEHTEI NPaBgonogodvsa n oxugaemole
3Ha4YeHusa B HOPMarbHbIX YU NOPaXEHHbIX NOMyNALMsAX.

c) BanugupoBaHHbie npouenypebl KOHTpPoNs, obecnevvBalLine YBEPEHHOCTb NOMNbL30BaTENA B TOM, YTO
mMeaunuuHckoe nigenue VMBI dyHKUMOHKMPYeET, Kak npegycMOTPEHO, W, cnegoBaTenbHO, pesynsTaThl COOTBET-
CTBYIOT NpegyCcMOTPEHHOMY Ha3Ha4YeHUIo.

7.2.2 Ecnu yHKUMOHaNbHbIE NapaMeTpbl/xapakTepucTuku meguuuHckoro nagenua VB[ 3aBucsT ot
MCNONb30BaHUs KanubpaTopoB UMK KOHTPOMBHLIX MarepuanoB, Heobxogumo obecneuvnTb MNpocrnexuBae-
MOCTb 3HA4YEHWA, NMPUCBOEHHBIX TAKUM KanubpaTtopam UMW KOHTPOINbLHBLIM Matepuanam, ¢ NoMOLbLD AOCTYn-
HbIX 3TANOHHLIX NPOLUEeayp U3MEPEHMWS UMW OOCTYMHLIX 3TANOHHLIX MatepuanoB 6ornee BLICOKOTO NoOpsiaka.
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7.2.3 T1o BO3MOXHOCTM NONy4YaemMble YACIOBbIE 3HAYEHUNA AOMKHbI ObiTh BbipaXeHbl B 0OLLENPUHATBLIX
CTaHOapPTU3UPOBAaHHbLIX edMHULAaX M3MepPeHUs, MOHATHLIX NoNb3oBaTenaM MeguunHckoro uagenusa VBL.

7.2.4 ®yHKUMOHamNbHbIE NapameTpbl/XxapakTepucTukn meguuuHckoro nanenusa MIBL [omkHbI OUeHK-
BaTbCA B COOTBETCTBMM C 3aSBMEHHbLIM MPEOYCMOTPEHHbLIM MPUMEHEHUEM/HA3HAYeHNEM, KOTOpOe MOXEeT
BKIKYaTb criegyroLlee:

a) NpeQyCMOTPeHHbIA MOMb30BaTenb, HanpMMep HenpodeccMoHanbHbIA NoMnb3oBaTenb, cneywanyct
nabopartopuu;

b) npeaycmoTpeHHas cpefa npMMeHeHWs, HanpMMep AOM NauueHTa, OTAeNeHUss HEOTNOXHON NOMOLLLM,
MaLUMHBI CKOPOM NOMOLM, MedWMUWHCKUE LeHTPbI, nabopaTopuu;

C) COOTBETCTBYIOLME NONYNAUUN (rPynnbl HACENEHWS), HAaNpUMep OeTu, B3pocnbie, BepeMeHHbIe XeH-
WMHbI, NMUa ¢ Npu3HakaMy 1 cMMnToMamu onpegeneHHoro 3aboneeaHus, NnaunMeHThl, NPOXoasLMe QUcnaH-
cepv3aunio, JOHOPbLI KPOBK M T. 4. [1pn HeobXoaAMMOCTK oLeHMBaeMble NONYNALUM HACENEHWUS AOMKHbLI npes-
CTaBnATb 3THUYECKUE, TeHJEepHbIe U TeHETUYECKME pasnuuus, YToDbl BObITb penpe3eHTaTUBHLIMKU AN rpynn
HaceneHusa, rge wusgenue npegHasHavyeHo Ans npogaxu. B oTHoweHMM MHMEKUMOHHBIX 3aboneBaHuin peko-
MeHayeTcs, 4Tobbl BoiBpaHHble NonynaLnum MMenu oguHaKkoBblA YPOBEHb PacnpoCTpaHEHHOCTH.

20

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 24/ 32
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-72071-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70299
https://gostexpert.ru/gost/gost-72071-2025?utm_source=pdf&utm_medium=70299&utm_term=page

FOCT P 72071—2025

MpunoxeHune A
(cnpaBo4yHoe)

Ncnonb3oBaHue cCTaHoapToB AnA COﬁn}OHEHHH OCHOBHbIX NPUHUMNOB

OB6uwenpuaHaHHble CTaHAapThI, cogepKalume nogpobHele TpeboBaHUS, MOryT UCMOMNB30BATLCA ANA AEMOHCTpaLun
COOTBETCTBMA OCHOBHbLIM MpUHUMNaM obecrnedeHna Ge30nacHOCTH U (DYHKUMOHANBHBIX XapakTepucTuk. Takue craHgap-
Tel 0BecneynBaloT Gonee BbICOKUIA YPOBEHb OETANU3ALUUN U KOHKPETHOCTU, YEM 3TO MOXKET BbITb BbIPaKEHO B OCHOBHbIX
npvHumnax. OCHOBHBIE NMPUHUWMBI obecnedyeHna 6e30MacHOCT U (YHKLUMOHATNBHBLIX XapaKTepUCTMK, d TAKKEe CBA3AHHbIE
C HUMW CTaHOapThbl MOTYT BbITh MNOME3HLI NPWU BLINOMHEHUW NPeAMAaPKETUHIOBLIX U MOCTMAPKETUHIOBLIX TpeBoBaHWit Ha
NPOTAXKEHWUWN BCETO KU3HEHHOTO LMKNa MEOMLMHCKUX M3Oenyi v MeaULMHCKUX uagenuii MBL. BaxHo OTMETUTL, YTO Npu-
MEHEHWE KOHKPETHBLIX CTAHOAPTOB 3aBWUCUT OT TpeBoBaHMI perynnpyloLiMx opraHoB. Kcnonb3oBaHue COrmacoBaHHbIX
C perynupyroLMM opraHoM CTaHOapTOB SBNAETCH A0BGPOBOMbHEIM, U M3rOTOBUTENU MOTYT NMPUMEHATL ansTepHaTUBHbIE
cnocoBbl 4eMOHCTPaLUMM COOTBETCTBUA OCHOBHBIM NpuHUMNam. Kpome TOro, HEKOTOpLIE Perynupyowune opraHel MoryT
NPenbLABNATL OOMNONHUTENbHLIE TPeBoBaHWUA, BbIXOOALME 38 paMKM AaHHbLIX OCHOBHBLIX MPUHUMNOB obecreveHus Gea-
OMAaCHOCTU N YHKLMOHANBHBIX XapakTepUCTUK.

A. O6wmMi nogxon K UCNOMNb30BaHUK CTAaHZAPTOB

OcHoBHble npuHUMNEl obecneveHMa Ge30MacHOCTU M (DYHKLWMOHAMBHBLIX XapakTepucTUK — 370 obLuiMe KpuTepuu
BLICOKOTO YPOBHS, COBMNoAeHNe KOTOPLIX UrpaeT BaXHYHO Porb B ONpedeneHv Toro, ABMNAETCA N MeAULMHCKOe nanenve
unu meguumHekoe uspenuve VB 6esonacHeiM u pesynstatveHbIM. Perynupytowmne TpeboBaHna npegnonararT, 4To Meau-
UMHCKOE nzaenue n MmeguunHckoe nagenue VIBL nomkHel 6biTb 6e30MacHsIMM 1 pE3YNBTAaTUBHBIMU B TEYEHWE BCEMD CBOE-
IO >KW3HEHHOTO LMKNa, U NO3TOMY COOTBETCTBME OCHOBHBLIM NpuHUMNam obecnedveHna 6e3onacHoCTV 1 (OYHKLMOHANbHbIX
XapaKkTepWUCTUK JOMKHO JOCTUraTbCA Ha MPOTAXKEHUN BCEMO XU3HEHHOro umkna. OBbIYHO 3TO 03HAYaeT, YTO MeaVLUHCKoe
nagenve n meguumnHckoe mnagenve UMBL gomkHel BbiTh:

a) CNpOEeKTUpPOBaHbI Tak, 4Tobbl ObITe 6830NacHLIMK 1 PE3YNETATUBHLIMKW, B COOTBETCTBUM C OCHOBHBIMU NPUHLMNA-
mu o6ecnedeHnss 6e30NacHOCTU U hYHKUMOHAMNbHBLIX XapakTepUCTHK;

b) M3roTOBMNEHLI C COXpaHEHMEM MPOEKTHLIX XapakTepUCTHK,;

C) NPUMEHATBLCA TaknMMm 06pazom, YTOObl COXPaHUTL MPOEKTHLIE XapaKTepPUCTUKHA.

MaroToBuTEnto cnenyet pe3ynsTaTMBHO OTCINEXMBaTL U aHanu3aMpoBaTb MHOPMaLMKD 0 MEQULMHCKAX U30ENUsaX 1
MeauLVHCKMX n3nenuax MBI, nony4yeHHy Ha aTane nocTnpou3BoAcTea. [aHHyo MHOopMaL M creayeT oLueHUBaTh Ha
npeameT ee 3HaYMMOCTM C TOMKK 3PEHMA JOMKHBIX YPOBHER He30nacHOCTM U (OyHKUMOHASBHBIX XapakTepucTuk. B HekoTo-
pbIX Cny4aax MOXeT noTpeboBaTbCcA NepenpoeKkTUpPOBaHWE B LENaxX NpUBeAeHUSA MESULMHCKOrO U3Oenusa unu MeavumnH-
ckoro uzgenuns VB[ B COOTBETCTBME C OCHOBHBLIMW MPUHLIMMIAMMU.

Ba)HO OTMETWUTbL, YTO HEBO3MOXHO 0BECneYnThb AOMYCTUMbIA YpoBeHb obecneveHns BeszonacHocTn U dyHKUMO-
HanbHbIX XapakTEPUCTHK B TEYEHWE BCETO XM3HEHHOMO LMKNa, NpocTo cobniogaa ogvH WM HECKOMNBbKO CTaHAapTOB OOQHO-
BpemMeHHo. Kak npaBuno, cogepallmMecs B edvHOM cTaHgapTe TpeboBaHus He YOOBNETBOPAT BCEM KOHKPETHLIM HacTAM
B3aMMOCBA3aHHOIrO OCHOBHOTO npuHuuna. TpebyeTcsa npouecc NOCTOAHHOIO COOTBETCTBMA TpeboBaHWAM, M OXWOaeTcs,
YTO 31O BYAET JOCTUIHYTO 33 CHET NPUMEHEHWUSA M3rOTOBUTENEM HALEXKHOW CUCTEMbI MEHEXKMEHTa KayecTBa 1 npoLecca
MEeHeIKMEHTa pu1cKa.

B. Ucnonb3oBaHue cTaHAApPTOR PerynupyrowymMimM opraHaMmu

B HekoTopbIX cTpaHax perynvpylolmne opraHbl NpUaHatoT 4oBpOoBONbLHOE NpUMEHeHUe N3roToBuTenaMu obenpu-
3HAHHbLIX CTAHAAPTOB B KAYECTBE OHOMO U3 CPEACTB AEMOHCTpaLU COOTBETCTBUS ONpeaeneHHbIM OCHOBHBIM MPUHLMNAM
obecneyeHns BezonacHOCTU U PYHKUMOHAMNBHLIX XapakTepucTUK. KpoMe Toro, MCNonb30BaHve cornacoBaHHbIX cTaHaap-
TOB MOXET CMoCcOoBCTBORATL rApMOHU3ALMU MEXOY Pa3nnyYHbBIMU PErynUpyLLKMMIA opraHamMmu B obnacTv perynupoBaHua
MEeONLIMHCKUX M3Oeninin u meanuuHcknx nagenuin B[,

O6Lenpu3HaHHble CTaHAapThl, NoOxoAdAwWmne AN OEMOHCTPauun COOTBETCTBMA OCHOBHBLIM NMPUHLMMNAM, AOIMKHbI
OCHOBbIBATLCSA:

a) Ha TecHOW B3aMMOCBA3M 0bnacTy NpUMEHEHUS CTaHOapTa C OOHMM WM HECKOMNBKUMKM OCHOBHBLIMU MPUHUMNAMMU;

b) pesynsTaTMBHOCTK, AAICHOCTM W MOMHOTE COAEPXalUWXCs B CTaHAapTe TeXHUYecknx TpeboBaHWii, B OTHOLUEHMW
KOHKPETHOrO OCHOBHOIO MpMHUMNA;

C) HanM4yMM METOAOB WUCMbITAHWIA ANA OLEHKN COOTBETCTBMA KaXXAoMy M3 TeXHUYEeCcKUX TpeboBaHWI cTaHOapTa;

d) onpegeneHun YETKOrO KpUTEPWSI MPUEMKM ANA OLEHKM COOTBETCTBUS KaXAOMY TEXHWYECKOMY TpeGoBaHuo.

Mo BO3MOXHOCTM OaHHbIE CTaHAAPTLI AOIMKHBI OTPaXaTb CMNOKMBLUMECH MPaKTUKM rmobansHoro peiHka 1 cnocob-
CTBOBaTL (hOPMUPOBAHUIO COMMACOBAHHLIX OXWAAHWIA PErynupylowmux opraHoB. B oTcyTcTBUE MexayHapoaHbix obuye-
MPU3HaHHbLIX CTAHAAPTOR PErynupytolne opraHbl MOTYT MCMOMbB30BaTh PErMoHanbHbIE, HALMOHaNbHEIE UMK OTpacneBble
cTaHaapTel. Kak npaBuno, perynupylollme opraHbl yCTaHaBnMBaT U NOALEPXUBAKOT B paboyem COCTOSHUWM MepeyeHb
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06LLEeNpr3HaHHbLIX CTaHOApPTOB, KOTOPLIE OHW CYMTaKT NOAXOAALMMK ANA AEeMOHCTPaLUKU COOTBETCTBIMSA OCHOBHBLIM MPUH-
yunam.

C. OueHKa coOTBeTCTBMA MeQULMHCKOro ugenus u meguuuHckoro nsgenus MBL

OueHKa COOTBETCTBUA, KOTOpas MOXKET MPOBOAMTLCS PEryNMpYOLWMM OpraHoM WIM OpYroi CTOPOHO, NpeacTae-
nAeT coboi 4eMOHCTPaLMIO TOTO, YTO MEAULIMHCKOE W3AeNUe U MeduUmMHCKoe nagenve VB[ cOOTBETCTBYET OCHOBHbLIM
npuHUMNam, 4To obecrneqnsaeT Mx 6e30NacHoOCTb U (PYHKLUMOHUPOBaHWE Mo HasHadeHuo. OLueHKa COOTBETCTBUS MOXET
BKIIO4YATL B CeBA pasnuuHble BUOLI AeATENLHOCTY, BKIOYAsA U3ydeHre 3anncei 1 Npoueayp, Co3aaBaemMblX M3roToBUTE-
NeM B COOTBETCTBUM C YCTAHOBMNEHHLIMW PEMYNUPYIOLLIMM OpraHoM TpeBosaHuamMK. MNpu oLEeHKe COOTBETCTBUA MEdWLUH-
CKOTO M3AEMWA OCHOBHbLIM MPUHLMNAM MOTYT UCTMOMNb30BaThCH CTaHAapThbl UM YacTW HECKOMbKUX CTaHAapToB, KOTOpble
MOryT 6bITh 06beanHEHbI TakuM 06pa3som, YToBbl OHW NOAXOOUNW ANA KOHKPETHOro uanenus. B HekoTopbix criydasax ans
Lienei oLeHK COOTBETCTBUA AOMKHO BbiTk AOMYCTUMBIM MCMOMNb30BaHWE OTAENbHBIX YaCcTel CTaHOapToB U/UN COBOKYM-
HOCTW CTaHAApTOB.

Ecnv coBoKynHOCTb CTaHAapTOB He OXBAThIBAET BCe HEOOXOAWMbIE OCHOBHbIE MPUHLMMLI o6ecnedyeHns Besonac-
HOCTU W (hYHKLUMOHAMNbHBIX XapakTEPUCTUK KOHKPETHOMO MEOMLMHCKOrO U3AENUa Un MeauuuHckoro naaenvsa VB[, cne-
AyeT Ucnonb3oBaTe Apyrie cpefacTea AeMOHCTPaLMM COOTBETCTBIMS OCHOBHBLIM NPUHLUMNaM. KpomMe Toro, perynupyrowui
opraH MOXeT MPedbsBNSATL A0NONHUTENBHEIE TPeboBaHUA, BLIXOAALIME 3a paMKku TpeboBaHuWiA cTaHaapTa. B HeKoTopbIX
Cry4asx, gaxke npyu Hanu4um NpUMeHUMOoro OBLLENPU3HAHHOMO CTaHOapTa, MOryT UCTONb30BATLCH APYTUe OGbEKTUBHLIE
CBMOETENbLCTBA, MOAXOAALME AN PErYIUPYIOLLENO OpraHa.

D. MeHemKMeHT PUCKa B paMKax cornacoeaHHbIX CTaHOaApPTOB

MeHemKMEHT pUCKa BCe Yalle CTaHOBWUTCH KIOYEBbIM NMPUHUMMNOM B cTaHgapTax. Hanpumep, mHorve oblienpu-
3HaHHBIE CTAHOAPTLI HA MEOWLUMHCKWE M3OENUs BKMOYAKT NPUHLUMNBLI MEHEQXKMEHTA pyUcKa Npw NPUMEHEHUM 3TUX CTaH-
[apTOB B TEYEHWE BCEr0 XM3HEHHOro LWKNa MeAMUMHCKOro uagenva u meguumHckoro uagenus WB[. Vcnonb3oeaHue
NPUHLMNOB MEHEIKMEHTa pMCKa NO3BONSAET 3TUM 0BLWenpM3HaHHbLIM CTaHAapTaM 0CTaBaTbCs akTyanbHbIMU U NONEe3HbIMIK
no Mepe pPasBUTUA TEXHOMOMMIA. MNpUMeHeHe NPUHLMMNOB MEHEOKMEHTa pUCcKa B pamkax obLLenpu3HaHHbIX CTaH4apToB
TpeByeT OT M3roTOBUTENA MEeAMLIMHCKOrO U3Oenus U meauumMHckoro nagenua MBI yunTeiBaTh NocneacTBus NPOEKTHLIX U
NPOU3BOACTBEHHLIX PELIEHWI, MPUHUMAEMEIX B TEYEHWUE KU3HEHHOIO LIMKNa MeguuMHCKoro nagenus. [lokyMmeHTUpoBaHue
OEATENBHOCTU NO MEHEMKMEHTY PUCKa MOXKET CMYXXMTb 0BOCHOBAHMEM TOTO, YTO peLleHUa NPOM3BOQUTENER NO NPOeKTU-
pPOBaHWIO M M3TOTOBMNEHUIO COOTBETCTBYHOT TpeGoBaHUsAM perynupyoLLEro opraHa K Beinycky B obpalleHne MequLUUHCKOro
n3genvs U MmeguuuHckoro wagenua VB[,
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MpunoxeHne OA

(cnpaBo4Hoe)

CBe,D,EHVlfI O COOTBETCTBMU CCbINOYHbIX HALUMOHAINbHbLIX U MeXrocyfgapCcTBeHHbIX CTaHOApPTOB
MeXOAyHapoOdHbIM CTaHOAapTaM, MCNONb30BaHHbBIM B Ka4eCTBe CChbINMOYHbIX B NTPUMEHEHHOM

Tabnuua OA.1

MeXOyHapoaHOM OOKYMeHTe

CTBWS CTaHOapTOB:
- IDT — naeHTU4HblE CTaHOapPThI.

OB603Ha4YeHNEe CCbINOYHOro HaLWMoHaNLHOro, CreneHb CoOTBETCTBIS O6o3HayeHue U HaMMeHOBaHWE CCbINOYHOMO
MEXrocyaapCTBeHHOro CtaHaapra TeneHE THETCTEM MeXayHapoaHOoro ctaHaapTa

[OCT ISO 13485—2017 IDT ISO 13485:2016 «M3penusa meguumHckmne. Cucte-
Mbl MEHEMKMEHTA KadecTBa. TpeboBaHua ons Le-
nei perynmpoBaHusa»

[OCT ISO 14971—2021 IDT ISO 14971:2019 «M3penua meguuuHckne. MNpume-
HEeHWe MeHemKMeHTa pUCKa K MeQULMHCKMM nagde-
nmam»

[OCT P NCO 14155—2022 IDT ISO 14155:2020 «KnuHuyeckne wccnegoBaHms
MEeOMLMHCKUX W3OeNuiA, NpoBoaMMbIE C y4acTUEM
yeroeeka B KadyecTBe cybbekta. Hagnexauwias
KNWHUYeCcKana NpakTuka»

[OCT P M3K 62366-1—2023 IDT IEC 62366-1:2020 «W3pnenus MeauuUMHCKMe.
YacTte 1. MNpoekTupoBaHue MegULIUMHCKUX WU3Oenun
C YYETOM 3KCMMyaTalMOHHOW NPUrOAHOCTU»

MpumeyaHue — B HacToswel Tabnuue UCNonb3oBaHo crieayllee yernoBHoe 0603HaYeHne cTeneHn cooTBeT-
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Mpunoxexune b
(cnpaBo4Hoe)

ConocTtaBneHue CTPYKTYpPbI HacToAllero ctaHgapTa co CprKTypOIT‘I npuMeHeHHOro
B HeM MeXAOyHapogHoOro ooKymMeHTa

Tabnuuya Ob.1

CTpyKkTypa HacTOALLEero ctaHaapta

Ctpyktypa gokymenta IMDRF/GRRP WG/N47 FINAL:2018

1 O6nactb NnpuMeHeHus

1.0 OBnacTtb NpUMEHEHUSA

2 HopmaTuBHbIE CChINKK

2.0 Ccbinku

3 TepmuHbI 1 onpegeneHns

3.0 TepmuHbI M onNpegeneHus

4 Bes3onacHoCTb M OYHKUMOHANbHbBIE XapaKTepUCTUTKU.
OBuwKre OCHOBHLIE MPUHLUMUMbI

4.0 be3onacHOCTb U hYHKUMOHAaNbHbIE XapaKTePUCTUTKN.
OBLwme oCHOBHbIE NPUHLKMbI

5 O6wwre nNpuHUKUNE!, NMPUMEHUMBIE KO BCEM MEOWLIMH-
CKMM M3OEennsam U MeguurMHcKum nagenunsam MBI

5.0 O6wue npuHUWMBI, NPUMEHUMbBIE KO BCEM MEeOWLMH-
CKUM M30ennaM U MeanuuHCKkUM naaenusam MBL

6 O6wmne NpUMHUMNBI, NPUMEHMMbIE K MEQULUHCKMM U3-
[envaM, He OTHOCALMMCH K MEeOULWHCKUM W3OEenusam
1B

6.0 O6wue NpuUHUKUNEl, MPUMEHUMbIE K MEAWLMHCKUM 13-
[enusM, He OTHOCALLMMCH K MEAULIMHCKAM uagenvam MB[

7 OBLwme MpuHUUNGL, MPUMEHUMBIE K MeAWULWUHCKUM W3-
nenvsam B

7.0 OBwue NpUHUKUMEI, NPUMEHUMbIE K MEAWLMHCKUM 13-
penuam UBL

MNpunoxeHwe A Vicnonb3oBaHue cTaHgapToB AN cobnto-
[EHUsA OCHOBHLIX NMPUHLMMOB

MpunoxeHue A KMcnonb3oBaHWe cTaHgapToB Ans cobno-
[EHUA OCHOBHbIX MPUHLWMNOB

Mpunoxernve OA CeedeHWs O COOTBETCTBMM CCbINOY-
HbIX HAUWOHANLHBIX U MEXroCyOapCTBEHHLIX CcTaHaap-
TOB MeXAyHapoAHbIM CTaHgapTam, MCMONb30BaHHbIM B
Ka4eCTBE CCbIMNOYHbLIX B MPUMEHEHHOM MEXOYHapOLHOM
OOKYMeHTe

rlpMJ'IO)KE,‘HI/Ie B PyKOBO,E,CTBO Nno OCHOBHbIM NMpUHUWNam

Mpunoxerve OB ConocraBneHne CTPYKTYpbl HACTOSALLE-
ro cTaHgapTa Co CTPYKTYPOM MPUMEHEHHOTO B HEM [OKY-
MEHTA

Bubnvorpadus
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