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MNpepgncnoBne

1 MOATOTOBJ/IEH Accouynauuein cneynanucTtoB W opraHusaynii nabopaTtopHoli cnyxo6bl «degepaumns
nabopaTtopHoli MeguuuHbl» (Accoumaums «®JIM»), degepanbHbiM TOCYAAPCTBEHHbIM GHMXKETHLIM Y4YpeX-
AeHnem «Bcepoccuiickuii Hay4yHO-UCCie[0BaTeibCKUl U UCNbITATENbHbIA MHCTUTYT MeAULMHCKONW TEXHUKN»
depepancHoli cnyx6bl No Haf3opy B cdepe 3apaBooxpaHeHus (Prey «BHUNMMT» PocsgpaBHag3opa) Ha
OCHOBE COOGCTBEHHOrO NepeBOja Ha PYCCKUIA A3blK aHI/I0A3bIYHOM BEPCUMM CTaHAapTa, yka3aHHOro B NyHkTe 4

2 BHECEH TexHuueckum komuTeToM no ctaHgaptusaumm TK 380 «KnuHuueckne nabopatopHble uc-
cnefoBaHNA N AnarHoCTUYeCcKne TeCT-CUCTEMbI UH BUTPO»

3 YTBEPX/AEH W BBEJAEH B JEVNCTBUE Mpukasom ®defepasbHOr0 areHTcTBa MO TEXHUYECKOMY
perynupoBaHuio 1 metponorun ot 23 masd 2024 r. Ne 649-ct

4 HacToAwmnii cTaHfapT naeHTMyeH mexayHapogHomy ctaHpgapTty NCO 18113-3:2022 «MepuumnHckue
nsgenusa Ana gmarHoctuku in vitro. MHcopmauus, npegocTtaBneHHas nsrotosutenem (MapkupoBka). YacTb 3.
O6opyaoBaHue ANs AMArHOCTUKK in vitro anst npodpeccroHanbHOro mMcnosb3oBaHus» [ISO 18113-3:2022
«In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 3: In vitro
diagnostic instruments for professional use», IDT].

MexayHapoaHblii cTaHgapT paspaboTtaH TexHuyeckum komutetom MCO/TK 212 «KnuHnueckne nabopa-
TOpPHbIE UCCMEA0BaHUA U AMATHOCTUYECKME TeCT-CUCTEMBbI in Vitro».

Mpn NpMMeHeHUN HacToALWEro cTaHgapTa PEKOMeHAYeTCa UCNOo/Ib30BaTb BMECTO CCbINTOYHbIX MeXAyHa-
pPOAHbIX CTaH4APTOB COOTBETCTBYIOLIME UM HaLMOHa/IbHbIE U MEXIocyAapCTBEHHbIE CTaHAapThl, CBEAEHUS O
KOTOPbIX NPpUBEAEHbI B AONOSHUTENBHOM NpUAoXeHun A

5 B3AMEH IOCT P NCO 18113-3—2015

MpaBuna NpUMeHeHNA HaCTOALLEro cTaHapTa YCTaHOB/EHbl B CTaTbe 26 defepasibHOro 3akoHa
0T 29 umioHA 2015 1. Ne 162-®3 «O cTaHgapTu3aunn B Poccuiickoin depgepauun». MIHdopmayns o6 ns-
MEHEeHMAX K HacToAWeMy cTaHgapTy nybnvkyeTca B eXerogHomM (No COCTOSHUI0 Ha 1saHBapsa Tekylero
roga) MHQOpMaUMOHHOM yKasaTene «HauuoHasibHble CTaHA4apThi», a ohuumasbHbli TEeKCT WM3MEHEHWi
M NONpaBoOK — B eXeMeCAYHOM MH(OPMaLMOHHOM yKasaTene «HauuoHanbHble cTaHgapThi». B cnyyae
nepecMoTpa (3aMeHbl) UM OTMeHbl HaCTOALWEro cTaHjgapTa cCooTBeTCTBYyWLee yBegomneHue byaeT
ony6/IMKOBaHO B GAMXKallieM BbINYCKE €XEeMeCAYHOro MHEOPMaLUOHHOro ykasaTens «HauuoHasbHble
cTaHgapThi». CooTBeTCTBYKLWAasa UHpopMmauns, yBefoMeHne U TEeKCTbl pasMeLlLalnTCca Takke B UH-
hopMaLMOHHONM cucTeMe 06Lero nosib30BaHnsa — Ha opmumManibHOM cainTe ®defepasbHOro areHTCcTBa No
TEeXHUYECKOMY perynmpoBaHnio 1 MeTponorum B ceTu NMHTepHeT (wWww.rst.gov.ru)

© 1S0, 2022
© OdhopmnerHue. ®reyY «MHCTUTYT cTaHgapTusauum», 2024

HacTosiwuii ctaHAapT He MOXeT 6biTb MOJIHOCTBLIO UM YaCTMYHO BOCMPOU3BEAEH, TUPAXMPOBAH 1 pac-
npocTpaHeH B KauyecTBe OMLMANBbHOIO M3faHusa 6e3 paspelleHns defepanbHOro areHTcTBa No TEXHUYECKO-
My PerysimpoBaHuio 1 MeTpoJsiorim
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BBepgeHne

M3rotoBuTeENM o6opyaoBaHusa Ass AgnarHoctuku in vitro (o6opyposavue VB/M) ans npodeccmoHanbHOro
MCcNonb30BaHUA NpefocTasB/AT Nosb3oBaTtensm WHGopmauuto, obecneumsarllyo 6e3onacHoe MCNob30-
BaHWE U [OCTUXEHUE OXUAAEMbIX (PYHKLMOHAbHbIX XapakTepPUCTUK MegULUUHCKUX u3aenuin. Tun n ypoBeHb
jeTtanusauun 3aBUCAT OT npegnonaraeMoro UCNosb30BaHWS M HOPMATUBHbLIX NPAaBOBbIX aKTOB KOHKPETHOM
CTpaHbl.

MexayHapoaHbli bopym perynsatopoB MeguuuHckux nsgenuii (IMDRF) cnocobcTByeT pasBuTUIO CU-
CTEM peryinpoBaHua MeauLUHCKUX n3fenuii Ha rnobanbHOM YpOBHEe. YCTpaHeHue pasnuuunii mMexay pery-
NATOPHBLIMU KPUCAMKLUAMNU MOXET obecrneunTb nauymeHTam 6o0see paHHWA AOCTYNM K HOBbIM TEXHOJIOTUSIM
U MeTodam neyeHus. HactosAwmii cTaHaapT npeactaBnseT coboii OCHOBY AN rapMoHM3auumM TpeboBaHU K
MapknpoBke o6opygpoBaHua VB ans npodeccMoHanbHOro MCnosib30BaHus.

B HacTosAWweM cTaHfapTe npuBefeHa MHopmauusa, npefocraBnsemMmas U3rotosutTesieM ¢ o6opynoBaHu-
em VB[, npegHa3Ha4yeHHbIM AN npocheccroHanbHOro Mcnosb3oBaHusa. Hactoawmii ctaHgapT npegHasHayeH
AN npumeHeHnsa BmecTte ¢ MCO 18113-1, KOTOpbI cogepxut obwme TpeboBaHua K MHopMauumn, npego-
CTaBMEHHOWN M3roToBUTEsIEM, M 06LWME TpeboBaHNSA K MapKUPOBKE.

HacTtosawunin ctaHaapT npegHasHavyeH A/ NOAAEPXKM OCHOBHbIX TpeboBaHMii K MapKMpoOBKe MapTHepa-
Mu IMDRF [5], a Takke gpyrux ctpaH, KOTOpble YXe NPUHAAN UKW NAAHUPYIOT NPUHATbL NpasBuia MapKnpoBKn
MeAULMHCKNX U3Lenunii ona amarHocTukm in vitro.

TpeboBaHMA HAcTosAWEro cTaHgapTa pacnpocTpaHsalTca Ha ob6opygosaHue VIBA ansa npodeccrmoHanb-
HOro MCMNoJb30BaHUA, KOTOpOe npefHasHavyeHo A9 NPUMEHEeHUA C peareHTamu, npepocTaB/eHHbIMU O4HUM
M TEM Xe N3rotoBuTesiem, B TOM 4ucsae coBmecTtHo ¢ MCO 18113-1 n MCO 18113-2.
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HALUWOHANbHbBIN CTAHAOAPT POCCUWCKOW SEALEPALUNMN

MeaguunHckmne nspenus ona guarHoCTuky in vitro
VMHPOPMALNA, NPEAOCTAB/IEHHAA N3TOTOBUTENEM (MAPKNPOBKA)
YacTtb 3

O6opyaoBaHue ANsl AUArHOCTUKM in vitro oss npodeccuoHa/ibHOro MCMNob30BaHus

In vitro diagnostic medical devices. Information supplied by the manufacturer (labelling).
Part 3. In vitro diagnostic instruments for professional use

Jata BBegeHna — 2025—01—01

1 O6nactb NpUMeHeHus

HacToawmnini ctaHgapT ycTaHaBnvMBaeT TpeboBaHusA K MHpopmaymn, npeaocTtaBNeHHON U3roTOBUTENEM
o6opyaoBaHua ass guarHocTukuy in vitro (o6opyaosaHue VMBM), npegHasHayeHHOro Ans npogeccmoHasnibHoro
Mcnosib3oBaHus.

HacToawmnin ctaHgapT Takke NpMMEHUM K MHGopmauuu, npeacTtaBNeHHOW U3rotoButensamm gns o6o-
pyAoBaHWUs, npegHas3HauyeHHOro A4/ COBMECTHOTo MCMonb3oBaHusa ¢ o6opyaoBaHvem VB ana npodeccuo-
Ha/IbHOTO UCNOMb30BaAHUS.

HacTosAwunii ctaHgapT Takke MOXeT 6biTb NPUMEHUM B OTHOLWEHUN MPUHALIEXHOCTENH K MeLULUHCKAM
n3nenusam.

HacTosiwuii ctaHaapT He pacnpocTpaHsaeTcs:

a) Ha UMHCTPYKLMKN NO 06CNYyXMBAHUIO UM PEMOHTY 060pya0BaHuS;

b) peareHTbl A/ AMATHOCTUKK in Vitro, BKAoYas kanmbépaTopbl ¥ KOHTPOSIbHbIE MaTepuanbl A/ KOHTPO-
NS peareHToB;

c) obopypoBaHuna VB[ gna camocToAaTeNbHOrNo MCNo/b30BaHus.

2 HopmMaTuBHbIE CCbIIKN

B HacToswem cTtaHgapTe MCNosb30BaHbl HOPMATMBHbIE CCbIJIKM Ha cnefylolwune ctaHgapTbl [Ansa gatm-
POBaHHbIX CCbI/IOK MPUMEHAIOT TONLKO YKasaHHOe M3faHue CCbIJIOYHOro ctaHaaprta, ANA HeJaTUpPOBaHHbIX —
nocnegHee nsgaHue (Bknw4yasa Bce U3MeHeHUR)]:

ISO 14971, Medical devices — Application of risk management to medical devices (M3penna meauuuH-
ckue. NpuMeHeHne MeHeqKMeHTa pucka K MeAULUHCKUM U3LEeNnNSaM)

ISO 15223-1, Medical devices — Symbols to be used with information to be supplied by the manufac-
turer— Part 1. General requirements (U3genus meguunHckue. CUMBO/bI, NPUMEHSAEMbIE ANA pasmeleHns
nHopmauumn, KoTopas A0/HKHA NpefocTaBnsaTbca nsrotosutenem. Yactb 1. OCHOBHble TpeboBaHuA)

ISO 18113-1, In vitro diagnostic medical devices — Information supplied by the manufacturer (label-
ling) — Part 1: Terms, definitions and general requirements [MeguunHckne n3genns gas gmarHocTukmM in vitro.
WHdopmauua, npegoctaBneHHas nsrotosuteniem (Mapkuposka). Yacte 1. TepMuHbl, onpegeneHus u obwue
TpeboBaHus]

IEC 61010-1, Safety requirements for electrical equipment for measurement, control and laboratory
use — Part 1: General requirements (be30nNacHOCTb 3/1EKTPUYECKUX KOHTPOJSIbHO-U3MEPUTESbHbIX NPMBOPOB
n nabopatopHoro o6opynosaHusa. Yacte 1. O6uwme TpeboBaHuSA)

M3paHne opumuynanbHoe
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IEC 61010-2-101, Safety requirements for electrical equipment for measurement, control and laboratory
use — Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment [be3onacHocTb
31EKTPUYECKNX KOHTPO/IbHO-N3MepPUTE/bHbIX NPM60POB N NabopaTopHOro o6opygoBaHua. Yacte 2-101. YacT-
Hble TpeboBaHNA K MeguLMHCKOMY 06opyaoBaHuio ana nabopatopHoi gnarHocTukn (MBAO)]

IEC 61326-2-6, Electrical equipment for measurement, control and laboratory use — EMC require-
ments — Part 2-6: Particular requirements — In vitro diagnostic (IVD) medical equipment [O6opyaoBaHue
3/IeKTpuyeckoe ANS M3MepeHus, ynpaBsieHUs n nabopaTtopHOro npuMeHeHus. TpeboBaHUS 3/1€KTPOMarHuT-
Holi coBMecTuMocCTU. YacTb 2-6. YacTHble TpeboBaHusA. MepuumHckoe obopypoBaHue ANA AMArHOCTUKM B
na6opaTtopHbIix ycnosusax (MBA)]

IEC 62366-1, Medical devices — Part 1: Application of usability engineering to medical devices (U3genusa
MeguunHckme. YacTtb 1. MNMpoekTupoBaHne MeaNLMHCKUX U3LEeNNA C yYeTOM 3KcnayaTaluoHHOW NPUrogHOCTK)

3 TepmuHbI 1 onpegeneHns

B HacTosdwem cTaHgapTe npuMeHeHbl TepMuHbl no MCO 18113-1.

TepMuHonornyeckne 6asbl gaHHblx NCO n M3K gOCTynHbI MO CnegyrwmnmM UHTepHeT-agpecam:
- nnatdgopma oHnaiH-npocmoTpa MCO no agpecy: http://www.iso.org/obp;

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

4 O6Lwpe nonoXeHms

B HacToAwem cTaHAapTe NpPUMeEHeHbl TpeboBaHNsA, yCTaHOB/IEHHble B MCO 18113-1.

5 OTUKETKN M MapKMpoOBKa

5.1 O6wme NnonoxeHus

TpeboBaHMS K 3TUKETKaM U MapKnpoBKe obopypoBaHusa VB[, gomkHbl cooTBeTcTBoBaThb M3IK 61010-1,
M3K 61010-2-101 n M3K 61326-2-6.

B OTHOWEHUN UCNONb30BaAHNSA CUMBOJIOB NPUMEHSAT TpeboBaHusa NCO 15223-1.

Mpu ykasaHMM Ha 3TUkeTke MHOpMaLMu, KacalLleircsa OTBETCTBEHHOCTM M3rOTOBMTENA B C/yvae no-
BpexaeHus obopyaosaHusa VIBA wnn nonyvyeHus TpaBMbl, BO3HUKLLIENR NPU €ro MCnosib30BaHnun UamM Heucnpas-
HOCTKW, cfefyeT NpMHUMaTb BO BHMMaHWe TpebGOoBaHUA 3aKOHOB WM HOPMAaTWMBHbIX MPaBOBbLIX aKTOB CTpaHbl
obpalleHns MeauUUHCKOTro U3genus.

MapKupoBKa He [0J/IXHa cogepxaTb MHopmauuto 06 oTkase OT OTBETCTBEHHOCTWU, CBSI3aHHOI C 6e3-
ONacHOCTbK MPUMEHEHWNSA M34EeNus Mo Ha3Ha4YeHW, HECOBMECTMMYH C 06s3aTesibCTBaMW WM3rOTOBUTENSA MO
NPOEKTUPOBaHNIO M NMPON3BOACTBY 6e3onacHoro obopygosanusa VIBA, yHKUMOHUpPYOWEro Hagnexaumm ob-
pa3om B COOTBETCTBMWM C npejnoniaraeMbiM WCMNO/Ib30BAHWEM B TeYeHue YCTaHOBJ/IEHHOr0 cpoka akcnnayarta-
uun. Cnepyet NpUHMMaTb BO BHUMaHUE 3aKOHbl M MpaBusia B CTpaHe NMPUMEHEHUS U3LeNus.

5.2 NpeHTndmnkaumna obopyposaHna VB

5.2.1 HaumeHoBaHune ob6opypoBaHusa NB/,

[omKHbl 6bITb yKa3aHbl HaMeHoBaHWe Wav Toproeas Mapka obopyaosaHus VBL.

Ecnn HanmeHoBaHune obopygosaHus B/ He NO3BOMSIET €ro O4HO3HAYHO MAEHTMULNPOBATb, AO/IKHbI
6bITb NpuBeAEeHbl AONOMHUTE IbHbIE CMOCO6LI MAEHTUdMKaLNN.

MprMep — KaTasnoxHblii HOMep, TOBapHbIA HoMep.

5.2.2 CepwuiiHblii HOMep

O6opygoBaHuio VB[, 4omkeH 6biTb NPUCBOEH YHUKA/bHbI CEPUHbI HOMeEp.

O6opygoBaHuio VIB[, cooTBeTcTBYyloWeMY TpeboBaHuaMm M3K 61010, go/mkeH 6biTb NPUCBOEH CEPUIA-
Hblli HOMeEp.

Ecnu cepuiiHbiii HOMep He nNpucBoeH obopypoBaHuio VB nav npuHagnexHoctTn K MeauuuHCKOMY W3-
Jenvio, npefHa3Ha4YeHHO AN NMPUMEHEHUS COBMECTHO ¢ obopyaoBaHueMm VB[, BMeCTO HEro MoxeTt ObiTb
MCNonb30BaH koA napTuwm.

MprmMep — EMKOCTY A1 NepBUYHON Npo6bl, o6pa3ua 6yaeT NPUCBOEH KOA NapTUu.
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5.2.3 TpumMeHeHne B AMarHoCTUKe in vitro
HopmaTuBHble NpaBOBble akTbl MOTYT cofepxXaTb TpeboBaHWUs K NnpefocTaBNeHU0 UHhopmMaunn o npu-
MeHeHUn o60pyaoBaHUSA A7 ANATHOCTUKK in Vitro.

Mpymep — «NA ANarHOCTUKM in Vitro» UM rpadduyeckunii CMMBOST: «MeANLMHCKOE ulgenve ansa anarHo-
CTUKMU in Vitro».

MpumMeyaHne — B HEKOTOPbIX CTPaHaX KOMMETEHTHbIE OpraHbl MOryT yCTaHaB/AMBaTbh TPeGOBaHUS K Npeao-
CTaB/MEHUIO MHChOPMaLIMK O MpegnosiaraeMoM 1crnosib3oBaHun. Hanpumep, B CLUA ykasbiBaloT, YTo M3genne npegHasHa-
UeHo /11 MPUMEHEHUS! B IUArHOCTMKE in Vitro.

5.2.4 YHUKanbHbI ngeHtngukatop yctpoiictea (UDI)

Cnepyet yuntbiBaTb, UTO ecniv Ha obopygoBaHue VB/ pacnpocTpaHalTcsa npaBuia YHUKaNbHON naeH-
TMMKaALUM MeAULUHCKOTO WM3Aenns, yCTaHOB/IEHHble PEerympylowmumMm OpraHoM, TO Ha BHELWIHEeR 3TukeTke
[O/MKeH 6bITb ykasaH UDI, Bkawvas Hocutenb UDI (HOocuTenb, MCNONb3yeMblii AN aBTOMATUYeCKO NAEHTU-
hukauum n cbopa pgaHHbiX B hopmate «AKOC») 1 ero nHTepnpeTauuio B /Ierko BoCnpuHumaemom dopmate
yteHnsa (HRI).

Ecnn Hocutenn AKOC otnnyatTca oT Hocutenda UDI u aBnATCA 4acTblo MapKMPOBKU Me[ULUHCKOTo
n3genusa, Hocutens UDI gomxeH 6biTb 1Eerko NAeHTUMULUUPYEMbIM.

YHuKanbHblil nageHTUdnKaTop MmeguunHckoro nsgenusa (UDI) gonxeH BkAOYaTb Kak MAeHTUUKATOp U3-
penva UDI (UDI-DI), Tak n ngeHtudgukatop nsrotosutensa UDI (UDI-PI); npu aToM cnegyeT yuntbiBaTb UCK/IO-
YyeHus, NpefyCMOTPEHHble HOPMATUBHbLIMU akTamu.

Ons obopyposaHua VB[, UDI-Pl gonxeH Bkaw4yatb, kKak MUHUMYM, CEPUIAHBIA HOMEP, 32 UCKIKYEHNEM
c/lyyaeB, Korga usgesive conpoBOXAaeTcs KOLOM MapTuun, B 3TOM C/iyyae fO/DKeH ObiTb BK/HOYEH KOZ NapTuu.

Ha aTukeTke usgenns MoxeT ObiTb yKa3aHa fata ero U3roToB/IEHUSA He C LieNIbio KOHTPOASA Cpoka rofHo-
CTW, B 3TOM c/fiyyae mHopmMaumo He BkaoyaT B UDI-PI; npu aToM cnefyet yuntblBaTb 0co6ble TpeboBaHus,
npefycMOTPeHHble HOPMAaTUBHbLIMY MPaBOBbLIMU aKTaMMu.

Ecnu cywecTByloT orpaHuyeHus, 3aTpygHaloWmne ncnonb3oBaHue Ha aTukeTke kak AKOC, Tak u HRI,
npegnoyteHne, kak npasmno, otgatT popmarty AKOC, 3a ucknwyeHnem cnyyaes, korga HRI 6onee nogxoant
nosbL3oBaTesio.

Hocutenb UDI gomkeH 6bITb yaobountaembiM Mpu NPUMEHEHUWN, B YC/IOBUAX XPAHEHWA W B TeyeHue
BCEro cpoka rogHoctn obopygosaHusa WVBMA. VHdopmaums o cneundukaunsax CUMMBOJIOB LUITPUXOBOro Koga
npuBegeHa B NCO/M3K 15415.

Pa3smeuieHne Hocutena UDI gOMKHO OCYLLECTBAATLCA Takum obpas3oM, 4yTo6bl meTog AKOC 6bin fOCTY-
neH npv akcnayaTauum UM xpaHeHun obopynoBaHus.

UDI MoxeT 6biTb pa3MelleH Ha 3TMKeTKe OTAEe/IbHO OT APYroii Heo6xoaAuMol MHopMaLnn.

O6opypoBaHue WBJ, cocTosiliee M3 HECKO/IbKMX YacTell, Tpebyrwmnx cbopkn, MoXeT NUMETb HOCUTESb
UDI TONbKO Ha OAHOI YacTu.

HauunoHanbHble W/unn pernoHanbHble HOPMaTWBHbIE NpPaBOBble akTbl MOTYT cofep)xaTb TpeboBaHUA K
YHUKaNbHOMY MAeHTUukaTopy ycTpoicTaa.

MpumeuvaHne 1— CopepxaHne, oopmat n pasmep UDI onpegensoTcs YNONHOMOYEHHbIM OpraHoM, npepo-
ctaBnsembim UDI.

MpumeyaHne 2— TekcT HRI oTMYaeTCa OT TEKCTA, YXXe HAHECEHHOro Ha 3TUKETKY, U ABNSAETCA UHTepnpeTa-
uMeli gaHHbIX, 3aKoA4MpoBaHHbIX Ha UDI-HocuTene.

6 CopaepxaHve UHCTPYKLMK MO NPUMEHEHMIO

WNHCTpyKLuMa no npuMeHeHuwo ob6opypoBaHua WBJL ana npodeccuoHanbHOro NpUMEHEHWUS LOJDKHA
BK/IHOYATb:

a) copepxaHue;

b) onucaHune OCHOBHbIX 3/IEMEHTOB;

C) Anarpammbl U 610K-CXeMbl KOHUrypauum obopygosaHua MBA;

d) nopsaok c60pKM M HACTPOWKN B BUAE TEKCTA U UANKOCTPpaLnii;

e) rpaduyeckme CUMBObI NpeaynpexaeHuii;

f) npumepbl NpuMeHeHNs 1 06CNyxXnMBaHMa 060pya0BaHUS;

0) onucaHue 3TanoB BbINOJSIHEHMS paborT;

h) nepeuyeHb NpuHagnexHocTel K MeAULUHCKOMY U3AENNI0;
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i) CCbIZIKW Ha COOTBETCTBYILLYI Hay4Hyl nutepartypy;

i) vHpekc;

K) ngeHTudmkaumno Bepcuii MHCTPYKUMN N AaTy ee pa3paboTku;

I) rnoccapuini CMMBOJIOB;

T) COKpalw,eHnss TEPMUHOB;

n) npegnonaraemoe MCNosb30BaHue;

0) KOMMOHEHTbI N yCTaHOBKY;

p) MHopMauuio O NporpammHOM obecneyeHuun, BkAwYas kmbepbe3onacHoOCTb;

g) WHCTPYyKUMM NO aKcnayatauuu;

N MHCTPYKUUM MO o4MCTKe U ae3nHdekymu;

s) npodpunakTunyeckoe obCnyxnBaHme M ycTpaHeHne HeUCNpPaBHOCTEN;

t) AONONHUTENbHY MHOpMaLUIO.

B0O3MOXHO, YTO MHCTPYKUMS MO NpUMeEHeHU0 (PYyKOBOACTBO MO/ib30BaTens) M3fesims ¢ BO3MOXHOCTbIO
noucka He TpebyeT ornaBfieHNsa Uan ykasaTens.

VMHgopmauusa, npegoctaBnsiemas ¢ obopygosaHvem WMB[, AonkHa, Kak MMHUMYM, OXBaTblBaTb TPebO-
BaHNs K 6€30MacHOCTW, MOHTaxXy M OXpaHe OKpyXatwliei cpeasbl.

7 OnucaHue NHCTPYKUUKX MO NPUMEHEHUIO

7.1 NHpopmauma o6 nsrotosurtesne

[OMXHblI 6bITb yKa3aHbl HaMMeHOBaHWE, 3aperucTpupoBaHHOE TOProBOoe HavMeHOBaHWe WAn 3aperu-
CTPUPOBAHHbLIN TOBapHbIA 3HaK M agpec U3roToBMTENsA. YKa3blBalT ajpec, N0 KOTOPOMY MOXHO CBS3aTbCsi
C W3roTOBUTENIEM, HaNpUMep ynuuy, HOMep Aoma, ropof, No4yToBbIA MHAEKC U CTpaHy. Heo6xoAuMOo ykasaTb
HoMep TesnedoHa, n/mnn Homep dakca, n/unu agpec Beb-canTa ANs NOAYYEHUST TEXHUYECKON NOMOLU.

Ecnu oT MMeHN M3roToBUTE ISt B CTPaHe/lopUCANKLNM LeNCTBYET YNOTHOMOYEHHbI NpeacTaBuTeNb, crie-
AyeT yyecTb TpeboBaHWS PerynmpyroLLero opraHa, MMemwLLero COOTBETCTBYIOLLYIO HOPUCAUKLUIO, Kacatowmecs
HaMuMs Ha 3TUKeTKe agpeca ynosIHOMOYEHHOTo npeacTaBuTens.

7.2 NpeHTudukauma obopyposaHna VB,

7.2.1 HammeHoBaHue o6opygoBaHusa VB[,

[ONXHbl ObITb YKa3aHbl HaMMeHOBaHWe UM TOproBas Mapka obopypoBaHusa VB[. HaumeHoBaHue wam
ToproBas mMapka LO0J/DKHbl O4HO3HAYHO MAEHTMUUMPOBATbL €ro OT APYTMX WU3LENUiA TOro Xe uanm nofobHoro
TMna.

Ecnn HaumeHoBaHMe He OAHO3HA4YHO MAEHTUMUMpPYeT obopyaoBaHme MB/, TO AOMKHbI ObITb Npego-
CTaBJ/IeHbl [OMOJIHUTE/IbHbIE CpeAcTBa UAEHTUdMKaymn.

MprMep — KaTanoxHblii HOMep, TOBapHbIA HoMep.

7.2.2 NpeHTudmkaumsa mMoayns v nporpaMMHOro obecneyeHus
OTAenbHble MOAynn 060pyA0BaHUSA M/MAKW NPOrpaMMHOro o6ecrnevyeHns AOMKHbI 6bITb UAEHTUULNPO-
BaHbl HAMMEHOBaHWEM W, €C/IM 3TO NPUMEHUMO, BepCUeil.

7.3 MpumMeHeHVe Mo Ha3Ha4YeHUo

[JomkKHO 6bITb ONMCaHO NpeanosiaraemMoe NpUMeHeHMWe Mo HasHaveHuto obopyposaHus UBMA.

Mpumep — N3mepeHne aHaIMTOB B 61MONOrMYecKnX o6pasLiax C UCMNo/b30BaHWEM peareHTOoB U Kannbpa-
TOpOB, NpefHa3HaYeHHbIX AN UCMO/Ib30BaHMs C 9 TUM 060pYA0BaHUEM.

[omxHbl 6bITb ONMCaHbI MPEUMYLLLECTBA U OfpaHuYeHnst o6opygoBaHns VB/, B OTHOLWEHUN NPUMEHEHUS
Mo HazHauyeHuto. MpnM HEOBXOAMMOCTU AO/KHbI 6bITb ONUCAHbl MEeAULUHCKME MPOLEeAypbI.

Mpu Heo6X0AMMOCTH JO/MKHA GbITb NMPeACTaB/IEHA UH(OpMAaLKA O NpeAnosaraeMoM nonb3oBaTtesie Me-
AVLUVHCKOTO u3faenus (Hanpumep, 418 WCCNefOBaHWs N0 MeCTOHAaXOXAEHWK nauueHTa u B nabopaTtopuw,
npMMeHeHWe MeAULUHCKUMU paboTHUKAMK).

7.4 XpaHeHune u obpalleHne

[JonxHa 6bITb NpMBefeHa WHopMauus, codepxalias TpeboBaHMsA K YCIOBUSIM OKpyXatolieil cpeppbl,
obpalleHna uunm xpaHeHus nsgenus. Cneayet usberatb MCNOb30BaHNUA HECTAHAAPTHLIX CUMBOJIOB TeMne-
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paTypbl WX BNaXHOCTU, KOTOPble MOTYT GbiTb HEBEPHO MHTEPMNPETUPOBaAHbI. Tam, rae 3To HeE06X0AMMO, LOMXK-
Hbl 6blTb OMMCaHbl 3aWWUTHbIE Mepbl W AeiCTBUS; AO/KEH GbiTb NPefOoCTaB/IeH NepeyeHb BasMAMpPoBaHHbIX
CpeAcTB, UCMNO/b3yeMbIX A1 OUUCTKM 060pyAOBaHUS.

7.5 TMpenynpexaeHns M Mepbl NPeAoCTOPOXHOCTU WU/WAN HEOGXOoAMMblE Mepbl U OFpaHUYeHus
Nno NpUMEHeEHN0 06OpYyOBaHUSA

NHdopmaymio npegocTaBnsaioT B BUAE NpeaynpexaeHuin, mep npegocTopoXHOCTA u/mnn mep, KoTopble
HEeo6X04NMO NPUHATDL:

- B C/lyyae HeucnpasHOCTM 060pYyAOBaHUA WKW YXYALIEHUSA ero KayecTsa, O YeM CBUAETENLCTBYIOT W3-
MEHEeHUs ero BHeLWHero Buaa, Kotopble MOryT NOBAUATL Ha ero YHKUNOHANbHOCTb;

- B OTHOLWEHWUWN BO3LENCTBMA Ha 060pyfoBaHMe 060CHOBAHHO NpefAcKasyemblX BHELHWUX BO34ENCTBUIA
NNV YCNOBUIN OKpYXatoLleil cpefbl, HaNpMMep MarHUTHbIX MOJel, BHELWHNX 3/1EKTPUYECKUX N 3NEKTPOMarHuT-
HbIX BO3LeWCTBUIA, 3/1€KTPOCTATUYECKOro paspsija, W3/yvyeHus, CBSA3AHHOMO C AMarHOoCTMYeCcKMMu unn Tepa-
nesTMYECKMMU npouedypamu, aTMOCHepHOro AasBfieHUs, BAAXHOCTM WM TemnepaTtypbl BO3fyxa, B 3aBUCU-
MOCTW OT 06CTOATENLCTB;

- B OTHOLIEHMM PUCKOB MOMeEX, co3faBaeMblXx 060pyAoBaHMEM MpPU NPOBEAEHUN AMArHOCTUYECKUX UC-
cflefoBaHUn, OUEHOK, TepaneBTUYECKOro SIeYEHUS WAM APYTUX Npoueayp, Takux Kak 3/71eKTPOMarHuTHble Mo-
Mexu, usnyyaemble MeguULUHCKUM u3genvem, BO3[encTBylolW e Ha Apyroe obopynosaHue.

JonxHa 6bITb NpegocTaBneHa cnegyouas nHopmayms:

a) ocTaTouyHble PUCKW, CBSI3aHHble C YCTAHOBKOW, 3KchnayaTauunen, TeXHWYEeCKMM 06CnyXuBaHuem,
TpaHCnopTUpOBaHWEM, XpaHeHUeM nnu ytunusaumein obopyaosanua UBL n/vnn ero npuHagnexHocTei.

MNMpumep — Puckn, cBA3aHHble C obpalleHneM 1 yTunmsaumein UHPEKLUNOHHbIX WM MO TEHUNaIbHO WH-
PEKLMOHHBIX MaTepuasioB, N3BECTHbIe MOMEXU, NPeACTaBAsAoLMe 3HAYNT e/IbHbIA PUCK;

b) yTunusauymsa MCTOYHUKOB MUTAHUS;

C) 3/1eKTpoMarHuTHass COBMECTMMOCTb, U3/lyYeHne u NOMexoyCcTONYMBOCTb B COOTBETCTBUN C TpeboBa-
HnAMM M3IK 61326-2-6.

TpeboBaHus, Kacawuimecs nHopmaunm no 6eszonacHocTu, cooTBeTcTByoT MCO 14971, M3K 61010-1,
M3K 61010-2-101 n M3K 62366-1.

MpumedyaHne 1— MHdopmaumio, KoTopas No3BOMSET MOb30BATENSAM CHU3WUTb PUCK, Ha3biBAOT «MHGOpMa-
umein no 6esonacHocTu». Cm. NCO 14971.

MprmevyaHne 2— BHEKOTOPbIX CTPAHAX PETy/IMPYHOLLME OpraHbl MOryT yCTaHaBMBaTb TPeGoBaHUs K cofep-
XaHUo NpeaynpexaeHnii u Mep NpefocTOPOXHOCTY UMM Mep, KOTOopble HEOBXOAMMO NPUHSTL, Y OrPaHUYEHNIA UCNOoSb-
30BaHUsA B OTHOLLEHUN u3genusi. Hanpumep, B EBPONEicKoOM COH3e UHCTPYKLMU MO MPUMEHEHWIO COAEPXaT Mepbl Npeso-
CTOPOXHOCTY B OTHOLLUEHUM MAaTepUasioB, BXOASLUMX B COCTaB M3[E/Ms, KOTOpble COAepXaT WM COCTOST M3 BELLECTB,
ABNSOLLUMXCS KAHLIEPOT€HHbIMU, MyTareHHbIMU W TOKCUYHBIMU 4151 PENPOAYKTUBHONM (PyHKLMM, BELLECTB, HapyLLAoLLMX
pa6oTy 3HAOKPVHHOW CUCTEMbI, WM BELLECTB, KOTOPbIE MOTYT Bbi3BaTb CEHCUOWIM3ALMIO WK a/lIEPrMYeckme peakumumn
nauveHTa UM nosnb3oBaTtesns.

7.6 YcTaHOBKa 06opyaoBaHus

7.6.1 OOLWWMe NOSIOXKEHNS

Ecnv npegnonaraeTcs, 4To ycTaHOBKY 060pyaoBaHuns VB 6yneT BbINOAHATL NOMb30BaTeslb, TO U3roTO-
BUTE/Ib JO/IKEH NPEAOCTaBUTb UHCTPYKUMM MO YCTAHOBKE.

B Takux MHCTPYKUNAX HEeT HEO6XOAI/IMOCTVI, €C/In YCTaHOBKY BbINOJ/THAET U3rotoBUTE/NIb WKW €ro npeng-
CcTaBUTENMU.

JonxHa 6biTb NpefocTaB/fieHa MHPOPMAUUSi O AOCTYMHbIX NMPUHAAMEXHOCTSAX K MEAULVHCKOMY u3fe-
N0, BKMOYAs UX Hagnexaliee NofkIvYeHue.

MNMpumep 1— KoMnblOTEpHbIA MHTepderic, Moaynun, AONONMHUTE/NIbHOE NporpaMmmMHoe obecneveHune, 060-
pyZoBaHve a1 MOAKIHUEeHUS.

JomkHo ObITb npenocTtaB/ieHO 3adAB/IEHNE O KOHKPETHbIX OorpaHn4yeHunax FapaHTMﬁHbIX 065a3aTenbCTB
nnn o Tom, rge Takyro I/IHC*)OpMaLI'I/HO MOXHO NOoNyynThb.

Mpymep 2— JeiicTBUS NO/Ib30BaTESEN, aHHY/TMPYHOLLME FapaH TUiiHble 06513aTe/IbCTBa M3roTOBUTESS.

7.6.2 [eiicTBMA Npu noctaBke
[onxHa 6bITb NpegocTaBneHa caegyuias nHopmayms:
a) npaswnia BCKPbITUA YNakoBKM 060pyA0BaHUS;
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b) npoBepka KOMMJEKTHOCTN NOCTaBKW;

C) NpoBepKa NOBPEeXAEHWA Npyu TPAHCNOPTUPOBAHUMN.

7.6.3 MNoAarotoBka mMecTa yCTaHOBKU

Mpu Heo6xoAMMOCTU AO0/KHA GbITb NpefocTaBneHa cnegywlias nHgopmayms:

a) YyCNnoBuS OKpyxawwei cpegbl, Heobxoaumble ANst NPaBUbHOIO PYHKLMOHNPOBAHMSA.

Mpumep — BnakHOCTb U TemnepaTypa BO3Ayxa, BUGpaUMs, MarHWTHbIe MO, BHELUHWE 3/1eKTpuYe-
CKve BO3[eNCTBYS, 3/IeKTPOCTaTHNUYECKUiA pa3psad, aTMocepHoe JaBreHne, YCKOPeHne, UCTOYHUKA Tenso-
BOrO BOCM/IAMEHEHUSs], OKPYXXatoLmii LyM, 6/IM30CTb K CUCTEeMaM KOHAMLMOHMPOBAHWS UM OTOM/EHNS;

b) Tpeb6oBaHUA K MOMELLEHNAM U OrpaHMyeHunsa no rabaputam;
C) TexHuyeckue TpeboBaHuA.

Mpumep — Hecyuas cnocoGHOCTb CTeH, COOTBEeTCTBYIOLME KOMMYHMKALLUW, HanpshXXeHne afieKTpude-
CKoli ceTw, JaB/ieHne Boabl;

d) rabapuTbl, Mmacca, TemnepaTtypa HarpeBaHus;
€) OCHOBHble HaCTPOWiKK, chenaHHble N3roTOBUTESIEM;
f) napameTpbl noTpebneHns pecypcos.

Mpumep — HanpshkeHne aNeKTPUYecKoro Toka, TpeboBaHuA K BOAE;

0) YypoBeHb Wyma, co3faBaemMoro obopygosaHuem (B geunbenax);

h) anekTpoMarHUTHas COBMECTUMOCTb, U3/ly4EHUE U MOMEXOYCTONUYNBOCTD.
7.6.4 BBopg B akcnyarauuio

JomxHa 6bITb NpegocTaBneHa cnegywlas nHopMmayms:

a) npouecc ycTaHOBKMW, BKYas 3Tanbl BbINOMHEHUA (KpaTkoe onucaHue).

Mpumep — MoAgkoUeHne K yTUANTam U Heo6X0AMMbIM KOMMNOHEH T am;

b) PyHKUMOHANbHbIE NPOBEPKN NPABU/ILHOCTU YCTAHOBKMU.

7.7 MpuHUMN pab6oThbl

LomKHbI 6bITb NPUBEAEHbI OCHOBHbIE MPUHLUUMNLI TEXHOMOTUN, NPUMEHSAEMO B paboTe usgenus.
7.8 ®YHKUMOHaS/IbHbIE XapaKTepPUCTUKU

Ona kaxpaoW KOHKpeTHoN diyHkuum obopypoBavus VB gomkHa 6biTb MpeacTaBiieHa cnegyowas WH-
opmaumnsa:

a) onucaHue MoACUCTEM W UX Ha3HaYeHWUs;

b) XxapakTepucTtukm pyHKLMOHUPOBAHUA A1 OCHOBHbIX NOACUCTEM.

Mpumvep 1 — OwmnbKka OTHOCUTENBLHOIO 06bemMa nogadvn NpobGbl NUNETKOW HaxoauTCA B UHTepBase
-2 %; 2 % 6-Hblli LOBEpPUTE/bHbIN NHTepBasl) 0T 5 A0 20 MK/
2 %; 2 %) (95 % 7 7 5 20

Mpumep 2 — MNuneTkKa 4151 peareHTOoB A03MPYET C OTHOCUTE/IbHOW CTaHAaP THOW MNOrpeLlHoCcTbio 2 %
nnu meHee ot 50 go 200 mMk;

c) pabotocnoco6HoCTb 060pyaoBaHus NBA.
LonxHa 6bITb NpegocTaBieHa MHPopMauma o PyHKLMOHANbHbIX XapakTepuctTnkax o6opygosaHma VBL,.

Mpumep — lepeHoc, 06beM NMPo6Gbl, 06BLEM peareHTa, BPeMs U3MEPEHUs, TemnepaTypa U3MepeHus,
JINHENHOC T b.

7.9 OrpaHu4deHus nNpuMeHeHnda
JomxHa 6bITb NpegocTaBneHa nHpopmaymsa 06 orpaHnyeHNAX NpuMeHeHns obopygosaHusa VIB/.

MprvMep — HecooTBETCTBYOLWMI 06pasel, COBMECTUMOCTb MPUHAA/IEXHOCTEN, BO3IMOXHOCTL MOA-
K/TIOUEHMS K KOMMbIOTEpY.

7.10 TMNoparoTtoBKa nepen rnpuMeHeHneMm

Mpn Heo6xo4MMOCTM AOXHA ObITb NMpegocTaB/ieHa cneaywuas nHopmayns:

a) TpeboBaHue 06 ob6sA3aTeNlbHOM 06y4YeHUM NoAb3oBaTenNs;

b) n6ble cneunanbHble MaTepuansl U/mnn obopyaoBaHue, HeobxoaumMble ANA NPaBUILHOIO UCMNOJb-
30BaHuAa obopyposaHua MBA.
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Mpumep — PacTBOpMTENY, pazbaBuTenu, 6ydepbl, Cocyabl, HEOGXOAUMbIE A/ NPaBUSILHON paboThl;

C) UHdopMauus O1A 3aKa3a peareHToB U pacxofHblX MaTepuasos;
d) Tunbl KOHTEHEpPOB ANA Npo6;
e) Tunbl Npuemaembix 06pasLoB.

Mpumep — KpoBb, CbIBOPOTKA, Nna3ma, Moya, CMHHOMO3roBas XUAKOCTb;

f) npoBepkn n3gennsa Ha 6e30nacHyl0 1 NPaBU/IbHYO 3KCNAyaTauuio, BKAKYas KambpoBKy;
) perynupoBka KOMMblOTEpa, ec/in 3T0O HEO6XO4MMO.

7.11 MNopsapok pa6boTbl

[onxHo 6bITb NpeacTaB/ieHo NogpobHOe onncaHue npoueaypbl NpoBeaeHus nccnegosaHus MBA. Mpo-
ueaypa AOJ/IKHA BKAOYaTb BCe aTanbl paboTbl, OT 3anycka 40 CHUTbIBAHUA pPe3y/bTaToB.

MpumMmeyaHune — CokpalleHHble WHCTPYKUMM MO 3KChlyaTauuu, Hampumep Ha KapTouke, MPUKPEnsIsieMon K
060pyA0BaHNI0, KpaTK1iA CNPaBOYHUK, PYKOBOZACTBO WM BUAEO, MOTYT 6biTh MOME3HLIMU [/151 NO/b30BATENS.

7.12 MeToAuKa KOHTPOA

JomkHa 6bITb NpefocTaB/ieHa [OCTOBEpHas uUHopMaums O xapaktepuctukax obopygosaHus B wn
cpefcTBax NpoOBEpKM TOro, YTO OHO paboTaeT B COOTBETCTBUM CO crneuucukaunamu. Tam, rage ato Heob6xoau-
MO, MeToAunKa KOHTPOAA LOJ/DKHA COAepXaTb CCbIJIKY Ha NPOC/EXMBAEMOCTb AOCTYMHOIO 3TasioHa HauBbICLe-
ro nopsiika B COOTBeTCTBMM C [3], KOTOPbIA MCNOAL3YIOT A1 NPUCBOEHMS 3HAYeHUn KannbpaTtopam. MNpouecc
BanuMpauun MeToAuK KOHTPONA kayecTBa npuesefeH B [4].

Monb3oBaTtenn HecyT OTBETCTBEHHOCTb 3a OnpefefnieHne COOTBETCTBYHOLMX METOAUK KOHTPOSA Kauye-
cTBa B nabopaTtopuu u 3a 3HaHWE NMPUMEHUMbIX NPaBU/T KOHTPOSA KayecTBa.

Mpymep — NaeHTUdMKAUUS NprYeM/IEMbIX KOHTPOJIbHbIX MaTEPMa/IOB, YacToTa UCC/eA0BaHUs KOH-
TPOJIbHbIX MaTEPUaIoB.

7.13 Ob6paboTka pe3y/bTaTOB MCCNefoBaHUA

Mpn BblYUC/IEHNN Pe3ynbTaTOB MUCCNef0BaHUA AOJKHbI ObITb NMPUMEHEHblI CTatTucTnyeckne mMetogbl W,
ec/in npuMeHnmo, nwboe AOoNoJIHUTENbHOE NnporpaMmmMHoe obecneyeHne wunn 6asa AOaHHbIX, HeoﬁXO,ﬂ.Vlele
Ona nHTepnpetaunn pesynbTatos.

MpumeyaHne — Ecim nonb3oBaTeslb AO/DKEH BbINO/HWUTL BbIYMUCIEHWE, TO MPUMEP MOXET MOMOYb MOHATHL
CTaTUCTUYECKUIA METOS.

Mpumep — PacyeTbl NapaMe TPOB, HEOGXOANMbIE A1t MHTepnpeTaunM KMHe TUYECKOro UCC/1eA0BaHms.

7.14 CneuunasnbHble PYHKLUN

Mpn Heo6Xx0AMMOCTM A0/IKHA 6bITb NpefocTaBaeHa cregytoulas MHopmayms:

a) npoBepka cneunanbHbiX QPYHKUMIA 1 KOHKPETHbIX (DYHKLMOHANbHbIX XapaKTepPUCTUK;
b) aBTOMaTUYyeckne NPoBEPKN CUCTEMbI;

c) maeHTuukayma obpasya;

d) BbIBOA AaHHbLIX, X perncTpaums, xpaHeHne, 6e3onacHocTb ¥ nepegava,;

€) cneyuanbHble HACTPOIKM, OTINYHbIE OT HOPMAasIbHOTO pexuma paboTbl;

f) npoTtokon uHTepdeiica.

7.15 OG6Gpasubl ANs UccnefoBaHnii B 9KCTPEHHbIX CUTyaUUsIX

Mpn HE06X0AUMOCTY AO/IKHbI 6bITb NPEAYCMOTPEHbI NPOLeAypbl NPOBEAEHUS UCCef0BaHM 06pa3LoB
B 3KCTPEHHbIX CUTyaUUsiX.

7.16 lpouenypa OTKIOUEHNA

JomkHa 6bITb NpefocTaBneHa cnegyowas nHpopmayus:

a) nepeBopg o6opyaoBaHus VB[ B pexum oXuaaHus;

b) BbIk/tOYeHNe o6opynoBaHus VB/;

C) BpeMeHHbIli BbIBOA 06opynoBaHuns VB u3 akcnayartayuu.
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7.17 NHdopmauma ob ytunusaumnm

[JonxkHa 6bITb NpegocTaBneHa MHopMauna o 6e3onacHoOl yTuamsaynm onacHbIX OTXOA4OB, mMaTepua-
NOB, NPUHAANEXHOCTEN K MEANLMHCKAM U3AENNAM MO OKOHYAHMW CPoKa UX CIYXGbl.

Mprumep — PacxofHble MaTepnasbl, NCNO/Ib30BaHHbIE peareHTbl UM NPOAYK T bl peareHToB, B TOM Yuc-
Nle cMellaHHble ¢ 06pa3uamu, 060pyaoBaHME, KOMMOHEH T bl U MPUHAAIEXHOCTW.

MprmedyaHne — BHEKOTOPbIX CTpPAHaX PEry/sTOpHbIE OpraHbl MOTYT YCTaHaBMBaTb TPe6oBaHWs Mo yTuan3a-
UMM MaTepuasioB, NPUHALIEXHOCTEl B KOHLIE VX CPOKa 3KcnsyaTaumy.

7.18 TexHu4Yeckoe o6CNyxmnBaHue

Mpn HeobxoaMmMOCTK fo0NxHA ObITb NpefocTaBfeHa cneaywuas nHopmauus:

a) npodmnakTnyeckoe o6CNyxuBaHue, KOTOpoe AO/KEH BbINOJHATbL Nonb3oBaTesnb (nMpouedypa v ne-
PUOANYHOCTD);

b) WHCTPYKLMW NO OYMUCTKE, KOTOPble AOJ/DKEH BbIMOMHATbL NOMb30BaTENb [NepevyeHb COBMECTUMBbIX YU-
CTAWMX CpeacTB (M maTepuanos, KOTOPbIX cleayeTt n3beratb, ecan oHWM mewakwT paboTe nsgenus), npoueny-
pa, NepMoAnYHOCTb];

C) WHCTPYKUMW MO cTepunusauunmn, obessapaxmBaHuio Uam Ae3nHekumm, KoTopble AO/MKEH BbINOMHATb
nonb3oBaTesib AN obecneyeHns 6e30NacHOro NCNobL30BaHNA 40 NPOBEAEHUA TEXHUYECKOTOo 06CNyXNBaHNSA
NOCTaBLUKOM U3AENUS UAN 06CNYXMBAKOLWMUM NEPCOHANIOM;

d) cnncok KOMMNOHEHTOB, BKOYas COOTBETCTBYLULME paboune martepuasnsi;

e) uHdopmaumsa o cnocobax KOHTakTa C CEpBUCHbIMU Crlyxb6amu;

f) pekomeHgyemble 3amacHble 4acTu M pacxofHble MaTepuanbl, nognexalime 3aMeHe nosb3oBaTesieM.

7.19 TloucK 1 ycTpaHeHue HencrnpaBHOCTEW

[JomxHa 6bITb NpefocTaBneHa cnegywuwas nHpopmayms:

a) UHTepnpeTauus COOOLEHNA O HEMCMNPABHOCTSX;

b) onpegeneHne NpUYMH 06LLMX HENCNPABHOCTENR;

C) HEUCNpPaBHOCTMW, KOTOPbIE MOTYT GbITb YCTPAHEHbI MOJIb30BATENEM;

d) HencnpaBHOCTU, Tpebylouime obpaweHns B CNyXOy noanepxku;

€) Mepbl, KOTOpble AO0/KHbI 6bITb NPUHATHI B Clyvae N3MEHEHU DYHKLMOHAaNbHbIX XapakTepucTunk 06o-
pyposaHua VB/A.

JTa nHdopmaunsa fgomkHa 6biTb NpeacTaB/ieHa Noib30BaTeslo B NOHATHOM, Nerko Yyutaemom dopmare.
[ns npeacraBneHus nHopmauum BO3MOXHO MPUMEHEHME AnarpaMmm U MapKMpOBaHHbIX MepeyvHeil.

Mpumep — MeTopf U3MepeHusi, 6ronoruyeckne pedpepeHTHbIE NHTEPBASIbI.

7.20 YnpaBneHne AOKyMeHTaumeii

[onxHbI 6bITb yKa3aHbl AaTa BbiNycka WM HOMep nocsefHeli pefakuum UHCTPYKLUM NO NMPUMEHEHMIo, a
TaKkke ee NAEHTU(UKALNOHHbLIA HOMEpP, ecni UHCTPYKUKUSE Bblna nepecMoTpeHa, To TpebyeTcs npefocTasrie-
HVe UHOpPMaLUNN O BHECEHHbIX U3MEHEHUSAX.
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MpunoxeHve JA
(cnpaBo4HOE)

CBefeHNsA 0 COOTBETCTBMM CCbIJIOYHbIX MeXAYHapoAHbIX CTaH4apTOB
HaUMOHa/IbHBIM 1 MEXIoCyAapCTBEHHbIM CTaHAapTam

Ta6bnuuya [OA.1

O603HayYeHNe CCbISIOYHOTO
MeXayHapoaHOro ctaHgaprta

ISO 14971

ISO 15223-1

ISO 18113-1

IEC 61010-1

IEC 61010-2-101

IEC 61326-2-6

IEC 62366-1

CreneHb
COOTBETCTBUSA

oT

oT

oT

HoT

oT

oT

oT

O603Ha4YeHe 1 HaMMeHOBaHNe COOTBETCTBYIOLWEro HauoHaIbHOro,
MeXrocyaapCTtBeHHOro ctaHgapTa

[OCT ISO 14971—2021 «U3pgenusa meguumHckue. MNprmeHeHne MeHes-
XMEHTa pucka K MefuLMHCKAM U3LENNAM»

[OCT P NCO 15223-1—2023 «W3pgenua meguumHckme. CUMBO/bI, Npu-
MeHsieMble A1 nepejayn nHdopmMauuy, npefocTaBnseMoii N3rotosurte-
nem. Yactb 1. OcHOBHble TpeboBaHus»

FOCT P NCO 18113-1—2024 «MepuunHCcKne mu3genmsa os guarHoCcTukm
in vitro. NHdopmauuys, npegocTaBfieHHas n3rotoputenieM (MapKUpoBKa).
Uacte 1 TepmuHbl, onpegenenus n obuime TpeboBaHms»

FOCT IEC 61010-1—2014 «Bbe30onacHOCTb 3N1EKTPUYECKNX KOHTPOSIbHO-
n3MepuTesnbHbIX NPMOGOPOB U nabopaTtopHoro o6opyaoBaHus. YacTte 1
O6Lwpe TpeboBaHUs»

FOCT IEC 61010-2-101—2013 «be3onacHOCTb 3/1eKTPUYECKMX KOH-
TPONbHO-M3MEPUTESIbHBIX MPUGOPOB M NnabopaTopHoro ob6opypoBaHus.
Uactb 2-101. YacTHble TpebGoBaHWs K MeguLMHCKOMY 060pyAoBaHu0
Anst naboparopHoi gnarHoctukn (IVD)»

FOCT P M3K 61326-2-6—2014 «O6opyaoBaHue 3nekTpuyeckoe pansi
M3MepeHusi, ynpas/eHnss 1 1abopaTtopHOro MpuvMeHeHusi. TpeboBaHus
3/1EeKTPOMAarHUTHOM COBMECTUMOCTM. YacTb 2-6. YacTHble TpeboBaHus.
MeganumHckoe obopyaoBaHue 418 AMArHOCTMKM B NabopaTopHbIX yCo-
BUSIX»

FOCT P M3K 62366-1—2023 «W/3genva  meguumHckue., Yactb 1
MpoekTpoBaHWe MEeAWLUHCKUX U3LENUA C YyYEeTOM 3KCM/lyaTauyoHHOM
NPUrogHOCTU»

MpnmeyaHne — B HaCTOFlLLI,eVI Ta6n|/|u.e Mncnosb3oBaHoO cnegywulee ycsioBHoe 0603HaYeHne CTENeHN COOT-

BETCTBMA CTaHOAPTOB!:

- HOT — npaeHTUYHbIe CTaH4APTbI.
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Bubnuorpadwusa

ISO 15198, Clinical laboratory medicine — In vitro diagnostic medical devices — Validation of user quality control
procedures by the manufacturer

ISO 17511, In vitro diagnostic medical devices — Requirements for establishing metrological traceability of values
assigned to calibrators, trueness control materials and human samples

ISO 18113-2, In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 2:
In vitro diagnostic reagents for professional use

ISO/IEC 15415, Information technology — Automatic identification and data capture techniques — Bar code symbol
print quality test specification — Two-dimensional symbols

IMDRF GRRP WG (PD1)/N52: FINAL 2018, Principles of Labeling for Medical Devices and IVD Medical Devices.
Available at https://www.imdrf.org/consultations/cons-labeling-md-ivd-180712.asp.
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