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Mpeancnosue

1 PA3PABEOTAH AHO «MexayHapofHasa akageMns MeHeMKMeHTa U KadecTBa 6u3Heca™

2 BHECEH TexHM4YecKUM KOMWUTETOM Mo cTaHgapTusaumnm TK 100 «CTpaTernyeckuii © MHHoBawLu-
OHHbI MEHEMKMEHT™

3YTBEPX/JEH W BBEAEH BAEVNCTBWE Mpukasom defepanblioroareHTCTBa Mo TEXHUYECKOMY
pPerynnpoBaHunto n MetTponorum ot 29 Hos6psa 2012 r.Ne 1726-cT

4 BBEAEH BMEPBbLIE

VHhopmaLms 06 M3MeHeHUSAX K HAaC TOsALLEMY CTaHaap Ty Ny6/IMKYeTCA B eXKErofHo 13gaBaeMom NHpop-
MalMOHHOM yKa3aTene «HaunoHanbHble CTaHAapThl*, @ TEKCT W3MEHEHMIA U MONPaBOK B eXKEMECSYHO
n3gaBaeMbixX MHPOPMaLMOHHbIXYKa3a T ensx « HaunoHanbHble CTaHgapThl+. B cayyae nepecmoTpa (3amMeHbl)
UNM OTMEHbI HACTOALLEr0 CTanAapTa CooTBETCTBYHOLLEe yBeAOMAEHME Oy e T OMy6IMKOBaHO B EXKEMECAYHO
13aaBaeMoM NMH(OPMALMOHHOMYKa3a T efe « HauyoHanbHble CTaHaapThi». COOTBe TCTBYOWAn nHopmaums,
yBeAOM/EHME N TEKCTbl pa3MeLLA0TCA TaK>Ke B MH(OPMaL/OHHON chcTeme 06LLEro Nob3oBaHns - Ha odu-
UManbHoM caiiTe deaepanbHOro areHTCTBa N0 TEXHUYECKOMY PEryMpoBaHNio U METPONOrinN B ceTu WH-
TEepHeT

& CraHpaptuHpopm. 2016

HaCTOFIIJ.l'I/IVI CTaHAapT He MOXeT ObITb MOJTHOCTBIO WU YaCTUYHO BocnpousBeneH, TupaxuposaH
H pacnpocTpaHeH B KauyecTBe O(ULMANLHOIO M3gaHus 6e3 paspelleHus defepanbHOro areHTcTsa no
TEXHUYECKOMY Pery/impoBaHui0 U MeTPOIOrUN.
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BBepgeHue

Mo gaHHbIM BceMupHoi Toprosoii opraHmsauum (BTO), coBpeMeHHast 3KOHOMUKA HeceT 3Hayu-
TeNbHble NOTEPU M3-3a 60/1bLLOI0 KONMYECTBa TEXHUYECKUX 6apbepoB B TOProB/e, KOTOPble BO3HMKAKOT
BC/IeICTBNE HECOOTBETCTBUSA CUCTEM TEXHUYECKOIO PErY/IMPOBAHUSA Pa3/IMYHbIX CTPaH Mupa.

HecmoTps Ha Tpeb6oBaHua CornaweHna no TBT BTO 0 makcMManibHOM YCTPaHEHUN TeXHUYECKNX
6apbepoB BTOProB/ie, BCUY C/I0XKMBLLENCA NPAKTUKU M y4eTa HAHMOHATbHbIX MHTEPECOB CTPaH, yCc/10BUs
[OCTyna NpoAyKLUMW Ha X BHYTPEHHWE PbIHKM OCTAI0TCA BO MHOIOM Pa3/IMyHbIMU, YTO CO34aeT CePbe3Hble
NPenATCTBUA 418 3KCnopTa/mMnopTa NpogyKunmn. Kpome Toro, Hy>KHy0 nH(opmaLunto o TpeboBaHUSX,
CoAepXKalimnxca B LE/IOM psafe AOKYMEHTOB (0653aTeNlbHble TEXHUYECKUNE perfiaMeHTbl, O6POBO/bHbIE
CTaHAapThbl U Ap.), Kak NpaBuio, 4OCTaTOUYHO TPYAHO NAEHTU(PULMPOBATL Y NONYUNTb.

OTO0 NPUBOAUT KCEPbE3HbIM 3aTPYAHEHNAM B paboTe pasIMUHbIX y4aCTHUKOB HaLNOHaNIbHbIX UK pe-
rMOHA/IbHbIX CUCTEM TEXHUYECKOTO PeryiMpoBaHuns, KOTOPbIM M0 po4y CBOMX 06513aHHOCTE He06X0ANMO
o6ecneunTb TPebyeMoe KaueCcTBO M 3PHEeKTUBHOCTb TEXHUYECKNX PeriaMeHToB, CTaHAAPTOB M NpoLeayp
OLLeHKW COOTBETCTBMSA. [lanee npuBefeHbl OCHOBHbIe 3a4a4u, KOTOPble HE06X0AUMO peLlaTh yHacTHUKaM
CUCTEM TEXHMYECKOTO PErympoBaHus.

Mpy HanncaHMM TEXHNYECKUX PersiaMeHTOB WM CTaHAapTOB Peryaupyrowmm opraHam Heo6xo-
AnMO:

OLLeHUTb YPOBEHb CHUDKEHUA PUCKA 3a CHET Mep, YCTaHaBIMBAEMbIX B TEXHUYECKNX perfiaMeHTax;

onpefenuTb, ABASAIOTCA /I 3aBUCUMbIMU N KOPPEKTUPYEMbIMU TPe60BaHUSA, BK/IOYAEMbIe B TeX-
HUYECKMe pernameHTbl UK CTaHAapTbI;

onpefennTb NepevyeHb CTaHAAPTOB, NOATBEPXAAOLLMX COOTBETCTBME TPe60BAHUAM TEXHUYECKUX
pernaMeHToB;

- onpefennTb Hannydwmne opmaTbl TpeboBaHWIA;

onpefennTb 9KBUBaNEHTHble jopMaTbl TpeboBaHUI 415 OLLEHKM COOTBETCTBUA U 06ecneyeHUs
B3aMMHOr0 NPU3HaHUA NPOAYKLMNN.

YTo6bl 06ecneunTb 6€30NacHOCTb MPOAYKLM, NPON3BOANTENN LO/KHbI:

* OLEHMBATb YPOBEHb CHMXXEHUSI PUCKOB, UCMO/b3Ys CXeMbl pacnpocTpaHeHNs ONacHOCTEN:

- MOBbIWATb YPOBEHb 6€30MacHOCTY MPOAYKLMN 3a CHET NUCMO/b30BaHUA AOMNOIHUTENBbHBIX [06pO-
BOJIbHbIX Mep 6e30MNacHoCT!;

[0Ka3blBaTb COOTBETCTBUE CBOEIN MPOAYKLMM TPe6OBaHUAM TEXHUYECKUX PerlaMeHTOB:
MCMNOb30BaTb MPUHLMMbI 3KBUBANEHTHOCTY ANS OLLEHKMN CBOMX 3KCMOPTHBIX BO3MOXHOCTEW;
paspabaTbiBaTb MHCTPYKL MM 4151 M0Nb30BaTeNein 1 obecneynBaTb Mepbl 3alUUThI.

Monb3oBaTenn Npu NPUMEHEHNN NPOAYKLMN UMEIOT NPaBo:

- NPUHMMATb AOMONHUTENbHbIE MePbl N0 NOBbILIEHWNIO 6830MacHOCTY NPOAYKLNN;

- nony4yaTb 06LIMe CBeLEHMNS 0 BO3MOXHOI OMAaCHOCTM NPOAYKLUNN:

[0KasblBaTb B KOMMETEHTHbIX MHCTAHLMUAX HAa/TM4YMe OMacHbIX CBOMCTB NPOAYKLUNN;

* Bbl6MpaTb Hanboee 6e3onacHble BUAbI MPOAYKLMM U3 NMEKLLLENCS Ha PbIHKE, MCMONb3ys MHGOP-
Maumo 06 3TOM NPOAYKLUM, CBSA3AHHYIO C acnekTaMy 6e30MacHOCTM U KayecTBa;

* PeKOMEHA0BaTb NMPOU3BOAUTENAM, KaKUM 06pa3oM MOXHO MOBbLICUTbL 6€30MacHOCTb U KayecTBO
MX NPOAyKLNN.

OpraHbl N0 oueHKe (MOATBEPXKAEHWNIO) COOTBETCTBUA NPU NPOBEAEHUN OLLEHKU COOTBETCTBUA NPO-
OYKUMWW YCTAHOBJ/IEHHBIM TPe60BaHUAM [OSIKHbI:

BblOMPaTh 3KBMBaIEHTHbIE (hopMaTbl OLLeHKM 6e30NacHoCTy;
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* BbI6UpaTb 3KBMBANIEHTHbIE METOAbI OLLeHKW COOTBETCTBUSA:

Bbl6|/|paTb Hannyduwine BOSMOXXHOCTU NPUMeEHEHUA CTaHAapPTOB C Le/1bio OLEHKW COOTBETCTBUA!

H omMoratb npomn3sBoanTenAM OUEHMBATb 3KBUBa/IEHTHOCTb Tpe6OBaHVII7I B OTHOLUEHNN 3KCnopTa
npoayKuun;

- OLEHVBaTb CHUXXEHMEe YPOBHS pUCKa, eCIN 3TO NpefnncaHo TEXHUYECKUMWU pernaMeHTamyn uam
NpUMeHsIeEMbIMW CTaHAapTamu.

OpraHam KOHTPO/IA 1 HaA30pa U PernmcTpypyoLLMM opraHam npuv oCyLL,ecTBeHUN CBOel Henocpes-
CTBEHHOW AeATeNIbHOCTU HE06X0AUMO:

OLeHMBATb YPOBHUW pUCKa OT UCMOMb30BaHUSA NPOAYKUNN AN NIaHUPOBaHWS NPOBEPOK;
COOTHOCUTb C/lyvan NPUYMHEHWSI Bpeda C HapyLUeHUAMM Tpe6oBaHW TeXHUUYECKUX perfamMeH-
TOB;

- OueHMBaTb NPaBUIbHOCTb NPeAoCcTaaTeHHSI MHOPMAaLLMK 0 NPOAYKLUN Ha 3TUKETKAX U BUHCTPYK-

LMSIX BOTHOLIEHUW TPe6OBaHWUI TEXHNYECKNX PernameHTOB;
paspabaTbiBaTb apbUTpPaXKHbIe METOAbI OLLEHKM COOTBETCTBUS TPe60BaHNAM MPOSYKLUN;

BUHNUNMPOBaTb NPUMEHEHNE TEXHUYECKNX PernameHToB A5 CHUXXEeHNA YPOBHA PUCKa.

Ha coBpemeHHOM 3Tane pasBuUTUsi MMPOBOI TOProayn co3gaHne CUCTEMbI, MO3BOJISAIOLLLEN CpaBHMBATb
TpeboBaHUA ¥ NonyyaTb MHGOPMaL M0, SauseTcs Ype3BblUHaiHO aKTyalbHOW 3afayeid, KOTOpas BbI3bIBaeT
60NbLUOK MHTepecy NPON3BOAMTENEN N NOTPeOUTeNed NPOLYKLMM BO BCEM MUPE.

Haunuuc komniekca cTaHAapToOB, NPM3BaHHbIX CO34aTb CUCTEMY (hOPMATOB ONMMUCAHWNS U HOPMUPOBaA-
HUs Tpe6oBaHUn (POHT), 0c06eHHO BaXXHO AN PErMOHAbHbBIX CUCTEM TEXHUYECKOT0 PeryiMpoBaHus,
HaLeNeHHbIX Ha YyNpoLeHne npoLesyp obpalleHns NPoSyKLMKM 3a CHeT MaKCUMAabHOrO COKpalleHus
TeXHUYecKnx 6apbepoB BTOProB/e, 6e3 CyLLeCTBEHHOMO CHUXEHUS YPOBHS 6630MacHOCTU BblNycKaemol
npoayKuun.

[ns obecneyeHUs BCeX 3aMHTEPECOBAHHbIX NUL, U OpraHu3aLuii COOTBETCTBYIOLLEN MH(opMaLueit
B 0611aCTV TEXHNYECKOr0 PerynpoBaHust He06XoAMMO, YTOGbI B KaX/0M CTpaHe Uin opraHnsaunm, 3amH-
TepecoBaHHOI B 06MeHe Takol MHGopMaL el Ha OCHOBE HACTOSLLLEro cTaHgapTa (fanee - y4acTHUKN),
CYLLLECTBOBA/IM UHOPMALMOHHbIE UCTOUYHUKM, cofepKaLLme:

* TpeboBaHMA K KOHKPETHOM MpogyKuun:

- yCnoBus JocTyna NpogyKUuMn Ha PbIHKM yYacTHUKOB;

- CBeAeHMNs 06 0T/IMUMAX TpeboBaHWIA 1 YCNOBUI JOCTYNa Ha PbIHKW YYacTHUKOB.

[na 3aToro y4acTHMKM LO/MKHbI UMeTb YHU(PULMPOBAHHbIE MeXaHU3Mbl cbopa 1 XpaHeHUs faHHbIX
n o6MeHa MHopMaLMeit ¢ Lenblo cpaBHeHNUsT TpeGoBaHMIA.

[ns Toro 4Tobbl 3aMHTepecoBaHHble OpraHn3aLMmM CBOEBPEMEHHO MOyYanu TaKyl MHGopmaumio,
HeobxoAnMO:

- nojfep>XuBaTb MHPOPMALMOHHbIE pecypchbl B jaHHOI 061acTu B CBOEl CTpaHe;

- HanafuTb NPSMYHO CBA3b C APYTMMU aHa/IOT MYHBIMUW YYaCTHUKaMU:

* OCYLLECTauYATb B3aUMHbI 06MeH MHGopMaLneid;

OCYLLECTBASATL MEPEBOA 3TON UHOpPMaL MM Ha HaLNOHAabHbIN A3bIK;
obecneumBaTb JOCTYN K 3TOM MHOpPMaLMKN BCEX 3aMHTEPeCOBaHHbIX MOMb30BaTeeN, KaK BHYT-
PEHHUX. TaK N BHELLIHUX;

- WCNO/Mb30BaThb eAVHYI WM COBMECTMMYI NMPOrpaMMHYK0 OCHOBY AN KOMIMJIEKCa CTaH4apToB
®OHT.

3T0 MO3BOMAUT NPUBAM3NTLCSA K peannsauny NpUHLMNE 3KBUBANEHTHOCTW, MpU KOTOPOM y4acT-
HUKW TOProBbIX OTHOLUEHWIA MPU3HAaOT, YTo cob6toaeHne TpeboBaHWA K NPOAYKL MY, YCTaHOBIEHHbIX

\%
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B pPa3/INUHbIX JOKYMeHTax, 06ecrneymBaeT OMHAKOBbIN pe3ynbTaT, a UMEHHO  HeoGXOAMMbIA YPOBEHb
6e30MacHOCTHL.

[Ona npoBefeHMA cpaBHEHWS cnedyeT NO/b30BaTbCA LWAGMOHOM M CTPYKTYpPMpOBaTb MH(OpMaLuio
TakMm 06pa3om, 4To6bl MOXHO 6bISI0 COMOCTaBNATL HAMMYMNE AW OTCYTCTBME KOHKPETHbIX TpeboBaHui
M yCTaHaB/IMBATb UX UAEHTUYHOCTb UM 3KBMBANIEHTHOCTb.

B KauecTBe TaKoro wa6oHa MOXeT MCMO0/Ib30BaTbCA MOAENb 06ecneyeHmnst 6e30NacHOCTW A5t KOHK-
pPeTHOro 06beKTa perynnpoBaHus (MpoayKunm Unm TeXHOIornm).

MonyyeHHast Ha OCHOBE TaKO MOAeNV M AOCTYMHas BCEM 3aMHTEPEcOBaHHbIM MOMb30BATENAM WH-
thopmauma MOXET NPUMEHATLCS A/ OLEHKN:

CHVXKEHUS cTeneHU pucka 6narogapst NPUMeHeHUI0 NOJTOXKEHUA TeEXHUUYECKNX Per/laMeHToB;
- BO3MOXHOCTWN NPU3HAHUS 3KBUBA/IEHTHOCTY TPe60BaHNI TeXHUUYECKNX PeraMmeHTOoB 1 CTaHaapToB
Ha OCHOBE OLEHKU YPOBHS CHUXKEHUSI PUCKOB;
- 3(hheKTUBHOCTM NPUMEHEHUS NpPOLEeAYP OLEHKN COOTBETCTBUS;
3 (heKTUBHOCTM U NJAHUPOBAHUA rOCYAapCTBEHHOI0 KOHTPO/A U Hag30pa.

\Y|
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HALUWOHANBbHBLIAN CTAHOAPT POCCUNCKOW ®EALEPALMNMN

®OPMATbI ONMUCAHNA N HOPMUPOBAHWA TPEBOBAHWNI
CucTemMa MHhOpPMaLMM 0 NOKAa3aTeNsX 1 TPEBOBAHUAX K MeAVLIMHCKOW TEXHUKe

Descriptive and normative requirement formats
Information system on indicators and requirements for medical technics

[Jata BBegeHus —2014 —01 —01

1 O6nacTb NpUMeHeHUs

HacToswmnii ctaHgapT ABASeTCA O4HUM M3 KOMMJ/eKca CTaHAapToB Ha opMaThl OMMCAHUSA U HOPMU-
poBaHus Tpe6oBaHuii (POHT).

Komnnekc ctaHgaptoB ®OHT co3gaeTcsa 419 HOPMaTUBHO-METOANYECKOr0 obecrneveHns paspaboT-
K/ TEXHWYECKMNX PersiameHToB M CTaHAaPTOB B Pa3/IMUHbIX 061aCcTAX MPOMbILLIIEHHOCTA U 3KOHOMUKMU,
a TaKxke 4N MHQOPMaLNMOHHOIo obecneveHnsa 1 6onee WNPOKOro NPUMEHEHUS MEHEIXXMEHTA 3HAHWA
1N NPOEKTHOr0 MeHe[KMeHTa, BK/OYas npouesypbl Hagnexaten (4o6pocoBecTHOMW) NpakKTUKKU, B TOM
yuncne B rocyaapcTBeHHOM CEKTOpE.

OCHOBHbIe Lenn KoMmnaekca ctaHaapToB POHT 3aki0yaloTcs B TOM, YTOObI:

* paspaboTartb METOAOMOMMIO0 U CO34aTb YCNOBUA 418 06MeHa 3HAHUAMU H MHGopMaL el BCOOTBET-
CTBYHOLLMX NPegMETHbIX 061acTAX:

* NPeANoXKNTb METOAOMNOTMIO 4151 CO3LaHMS MHOPMAaLMOHHOIO (hOHAA C LiefIblo HAKOMIEHNS 3HAHWT
N TEXHUYECKUX PeLLUeHN B KOHKPETHbIX 061acTAX AeATe/IbHOCTH;

- 06ecneynTb BO3IMOXHOCTb CpaBHEHUS MPOU3BOACTBEHHbIX MOKa3aTe e Npy NpoBeeHNN CpaBHM-
Te/bHbIX OLEHOK (6eHUMapKNHTa) C APYTrMMN MPEeANPUATUAMN;

onpefennTb TPebyemyto AN 3TOro TepMUHOJOIUNIO;
YCTaHOBUTb LWA6MOHbI AN KOAU(PUKALMM 3HAHWIA 1 MHopMauumn o TpeboBaHUSAX BAaHHbIX Npej-

MeTHbIX 061acTAX;

- €034aTb YCNOBMA ANSA MPU3HAHUSA IKBUBANEHTHOCTW TpeboBaHWA pasiMyHbIX TEXHUYECKNX perna-
MEHTOB W pe3yNbTaToB OLLeHKW COOTBETCTBMS;

e COfleCTBOBATbL MPOBEAEHUIO OLEHKWN Pe3yNbTUPYIOLLEr0 BO3LENCTBUSA TEXHUYECKNX pernameHToB
M CTaH4apTOB B JaHHbIX NPegMETHbIX 061acTAX;

* 06ecnevynTb 06MEH AaHHbIMM 0 TEXHUYECKMX pernaMeHTax 1 cTaHaapTax Uan Apyrux JOKyMeHTax,
MNCNO/Ib3yeMbIX A1 PErYINPOBaHNA KOHKPETHbIX 061acTeil n TpeboBaHuWA.

MNMprvMeHeHMe KOMMNEKCa HauMoHanbHbIX cTaHgapToB ®OHT no3sonuT:

- onpegenuTb hopMaTbl oNmMcaHnsa TpeboBaHUiA, B NepBYIO 0Uepesb KacarLLmxcsa acnekToB 6esonac-
HOCTM M Ka4yecTBa NPOAYKLUWU U YCAYT ANA XWU3HU, 340POBbS, UMYLLECTBA N OKPYXXaloLLleid cpefbl, 4To
paclumnpuT NPpYMeEHeHWE CTaHAAPTOB B Clhepe TEXHUYECKOT0 perynnpoBaHuns, obecneymnBaroLLLmx cobn ro-

11 3gaHne ouuymnanbHoe
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AeHUe MOSI0XKEHWNIT COOTBETCTBYIOLLUX TEXHUYECKMX PErIaMeHTOB, TEXHUYECKYIO M UH(POPMALMOHHYHO
COBMECTMMOCTb, B3aMMO03aMeHSIEMOCTb MPOAYKLMU U NPOLIEAYP OLEeHKN COOTBETCTBUS;

* yBsi3aTb TPE6OBAHMS 1 MOMOXEHUSA KOMM/IEKCOB TEXHUUYECKUX PErnaMeHTOB 1 CTaH4apToB;

* OLEHUTb FapMOHM3ALMIO NN IKBUBANEHTHOCTL TPEGOBAHUI HALMOHANbHbLIX TEXHUYECKMX perna-
MEHTOB 1 CTaHZAAPTOB C MeXAYHAPOAHLIMMN 1 PETUOHANIbHBIMM, a TAKXKE HALMOHAbHBIMW TEXHUYECKUMU
pernamMeHTamu v CTaHAApPTaMU NMPOMbILLIIEHHO Pa3BUTbIX CTPaH.

Komnnekc HauuoHanbHbIX cTaHAapToB ®OHT co3AacT 0CHOBY A/t MOBbILIEHWS YPOBHS KOHCO/M-
Jauuy 1 NpUMeHeHNUa 3HaHUI B pa3nMuHbIX Chepax IKOHOMMUECKO AeaTeNbHOCTU, B NepBYI0 ouyepesb
B Chepe TEXHMUECKOrOo PerysimpoBaHusl, a Takxe AN pacluvpeHnss UH(POPMaLMOHHOT0 o6ecrneyeHuns
C UeNblo YCTpaHeHMsl TeXHUUYeCKUX 6apbepoB B TOProB/ie M COAEMCTBUSI IKCMOPTHLIM BO3MOXHOCTSIM
0TEeYeCTBEHHOM NPoAYKLUN.

[aHHbI KOMMNMEKC CTaHAapTOB MOXET 6bITb MCMOMb30BaH CreumannucTaMy Kak ans paspa6oTku
TEXHUYECKUX PErfiaMeHTOB U CTAHAAPTOB Ma KOHKPETHbIE 06bEKTblI TEXHUUECKOTO PerynpoBaHus, Tak
N NPU NMPUHATUN PeLLeHns 06 MAEHTUYHOCTY U SKBUBAIEHTHOCTY TPe6oBaHWUiA, B TOM YMCIE;

* 3KCMepTaMu  Assl MPOBEAEHUS] 3KCNEPTU3bI TEXHUUYECKMX PErflaMeHTOB U CTaHAapTOB;

 3KcrepTamMy B 06/1ACTU OLEHKMW COOTBETCTBUS  MPU NPOBEAEHUUN MPOLELYP OLEHKMN COOTBET-
CTBMSA WM MPUHSATUMN PeLleHns 0 BO3MOXHOCTM B3aWMHOI0 NPU3HAHWUS Pe3ynbTaToB OLLEHKW COOT-
BETCTBUS:

rocy4apCcTBEHHbIMM OpraHaMu NP OCYLLLECTB/IEHMU Haj30pa 3a PbIHKaMK;

- NPOM3BOAWTENSIMU A/l MOBbILWEHMS! KayecTBa U 6e30MacHOCTM NPOAYKL MW, 0COGEHHO NPU 3K-
criopTe ee B ApYrue CTpaHbl;

NpPOV3BOAUTENSIMUN NN CMELMATNCTAMMW KOMMETEHTHbLIX OPraHoB  MpU 3aKynKax NpoayKLuum um
YCNyT v NPOBEfieHNM COOTBETCTBYOLNX TEHAEPOB.

B OTHOLLEHUWN Tpe6oBaHW K MeJULMUHCKOM TeXHWKEe HAcTOAWMA cTaHAapT onucbiBaeT Hambonee
06w Me 0653aTeNbHbIE AN MPUMEHEHUS U UCMO/THEHUS TPEBOBAHNS K MEAULMHCKOM TEXHWKE UN CBSl-
3aHHbIM ¢ TPEGOBAHMSMUN K MEAULMHCKOM TEXHMKE NpoLLeccaM MPOU3BOACTBA, UCMOMIb30BaHMWS, XpaHe-
HUS1, NepeBO3KM (TPaHCMOPTUPOBAHMSA), peanu3aummn nyTunmMsalunm, a Takke npaBuna v GopMbl OLLEHKM
COOTBETCTBMSA, NPaBUAa UAeHTUQUKALUN 1 KnaccumKaumm, Tpe6oBaHNS K TEPMUHO/ONN, YNaKOBKEe,
MapKVPOBKe U/IN 3TUKETKaM ¥ NpaBuiam ux HaHeceHwus.

B faHHOM CTaHAapTe He AefaeTcs pasnumsi B OTHOLIEHWM MPUMEHEHUS TEPMUHOB «MeANLUHCKAS
TeXHUKa» U «MeANLMHCKOE M3[e/Ine™, HECMOTPS! HAaTO, UTO MOHATHE «MeAULMHCKAn TeXHUKa* paccmar-
pvBaeTCA Ha NPaKTMKe Kak MeHee 06l ee, YeM «MeauLMHCKOe N3AeNne*, 1 pacnpocTPaHaeTcs Ha TeXHK-
yeckme MeAVNLMHCKIE U3eNusi, BKoUas MegUuLUHCKMe Npubopbl U yCTpoiicTea.

2 HopmaTtmBHbIE CCbIIKK

CnegytoLLie HOPMaTUBHbIE JOKYMEHTbI COAEPXKaT MNO/I0OXEH NS, KOTOPbIE CO CChbISTKOW BAAHHOM TEKCTE
npefcTa&3stoT Co60M NOMOXKEHUS HACTOSILLEro cTaHaapTa. [ns cCbINOK € TBEPAoi maeHTUdMKaL e,
nocneayLwWwmx U3MeHeHW NAM NePecMOTPOB 3TU My6/MKaUMK He NMpuMeHsitoTesa. Of4HaKOo cTpaHam
WM OpraHu3aLmsiM, yYacTBYIOLLMM B peasim3alum cornalleHnii, 3aKIYeHHbIX HA OCHOBE HACTOSILLErO
cTaHfapTa, npea/iaraeTcs PpacCMOTPETbBO3MOXHOCTLMPUMEHEHHS CaMbIX NOCeAHUX U3AaHWIE HOpMa-
TUBHbIX JOKYMEHTOB, YKa3aHHbIX HVXe. [1/1f CCbINIOK CO CKOMb3AWel naeHTUhnKaunelii npumeHseTcs
nocnefHee n3gaHve HOPMaTUBHOIO JOKYMEHTA.

B HacTosALLEeM CTaHAAPTe UCMO0/b30BaHbl CCbIIKU Ha CeAytoLL e CTaHaapThl:
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FOCT NCO 13485 -2011 UM3penua meguuUMHCKMe. CUCTeMbl MeHeMXMeHTa KadecTBa. CUCTEMHbIE
TpeboBaHUA 4NA Leneinl perynnpoBaHns

FOCT NCO 14971 2011 WN3genusa meguumnHckue. NMpuUMeHeHWe MeHeKMeHTa pUcka K MefuLnH-
CKUM U3LeNnNAM.

Mpumeyanue - MpyNONb30BAHMN HACTOSLLMM CTAHAAPTOM LieNeco06pasHoO NPOBEPUTLAENCTBIE CChINIOYHbIX
CTaHAAPTOB B UH(OPMALMOHHOI CUCTEME 06LLLeH MO/Ib30BaHWSA - HAO(hULMa/IbHOM caiiTe defepasibHOroareHTCTea
0 TEXHNYECKOM)' PEry/IMpoBaHnio U METPOOrK B IHTEPHETE WM MO eXXeroAHO 13LaBaeMoMy MH(OPMaLMOHHO-
My yKasaTe/to «HauroHaslbHble CTaHAAPTbI», KOTOPbIA 0NY6/IMKOBaH HO COCTOSTHUIO HA 1 AHBapst TEKYLLIETO roAa,
1 HO COOTBETCTBYHOLLMM €XKEMECAYHO M3AaBaeMbIM MHPOPMaLMOHHBIM YKa3aTensiM, 0ny6/IMKOBaHHbIM BTEKYLLIEM
rogy. Ecnv ccbinoyHbIv CTaHAApT 3aMeHeH (M3MEHEH), TO NP MO/1b30BaHUM HACTOALLIMM CTaHAAPTOM CrieayeT py-
KOBOACTBOBATLCA 3aMeHSOLWUM (M3MEHEHHbIM) CTaHAAPTOM. EC/n cCbIIOYHbIA AOKYMEHT OTMeHeH 63 3aMeHbl,
TO M0/I0XKEHME, B KOTOPOM AaHa CCbl/lKa Ha HEt0. NMPUMEHSIETCA B YaCTW, He 3aTparvBatoLLeli 3Ty CCbIKY.

3 TepMmuHbI 1 onpeaeneHuns

B HacTosLeM cTaHAapTe MPMMeHeHbI CeayoLLne TePMUHbI C COOTBETCTBYIOL MMM OMpeeneHnaMN.

3.1 6e30nacHOCTb MEAULIMHCKOWN TexHUKN (n3genns): CoCcTOsiHUE, MPU KOTOPOM OTCYTCTBYET Hefo-
NyCTUMbIA PUCK MPUYMHEHNA BPeda XXW3HWU UM 3[A0POBbI0 FPaXKAaH, UMYLLECTBY (U3NYECKUX WUn
IOPUANYECKMX UL, TOCY[APCTBEHHOMY WM MYHULMMa/IbHOMY UMYLLIECTBY, OKPY)KatoLLei Cpefe, XXn3Hu
VAW 340POBbI0 XMNBOTHBIX, @ MOTEHLNANbHbIA PUCK NPUMEHEHNS MEANLIMHCKOTO U3AeNNSA HIKe npe-
[eNbHO JOoNYCTUMOro pucKa NPUUYMHEHUS Bpea NPy UCMoNb30BaHUN B YCNOBUAX, NPeAYyCMOTPEHHbIX
N3roToBUTENEM.

MpumeyaHne - Be30nacHOCTb MEAULIMHCKOIO U3fenns obeeHeurBaercs CoxpaHeHeM ero sKcnsyaraum-
OHHbIX CBOWCTB.

3.2 BBOf B 3KCMNyaTaLMio: 3Tan XXM3HEHHOT0 HUKA, HA KOTOPOM M3fe/ine roToBo K NepBoMy npume-
HEHWI0 Ha TeppuTOpUN Poccuiickoii defepaLmm B COOTBETCTBUMN C NPeAYCMOTPEHHBIM Ha3HAYeHNEM.

3.3 BbINyck B o6patleHue: Mepsas nnatHas unm becnnatHasa nepefaya Usfenuns, npefjHasHavYeHHOro
He 415 KMHUYECKNX UCCNefoBaHUN, C Lesibio PacnpocTpaHeHns U/Mnu NpUMeHeHUss Ha TeppUTopun
Poccuitickoin degepaynu, He3aBUCMMO OT TOrO, HOBOE 3TO M3Aesne AN MOgNMNLMPOBAHHOE.

3.4 wnsrotoBuTeNb: PU3NYECKOE WU HOPUANYECKOE NNL0, OTBETCTBEHHOE 3a Pa3paboTKy, M3roToB-
NleHue, yNakoBKy U/Mnmn MapKupoBaHue 3Toro u3genuns, c6opKy CUCTEMbI UM MOAUDUKALUIO N3fenns
nepef BbIMYCKOM Ha PbIHOK MO/ ero HauMeHOBaHWeM He3aBUCKMMO OT TOr0, BbIMNOHAKTCA /I YKa3aHHble
[efiCTBMA CaMVMM YNOMSIHYTbIM IMMOM WN OT ero UMeHW TpeTbeli CTOPOHOA.

Mpu Meyanune - V3roToBUTENISIMH He SABNAIOTCA /INLIA, KOIOPbIe OCYLLECTBASAOT CO60PKY UM MOANMUKaLIO
N30eNni ANs KOHKPETHOr O NaumneHTa, Npy YCI0BMUK, YTO TaKUe U3LENNS Yoke BBEAEeHbI B OOpaLLieHNe.

3.5 wusgenue ana KAMHUYECKUX UCCNefoBaHNA/UCNbITaHUIA: N3aenve, npefHasHayeHHOe N3roToBUTENEM
N9 NPoBefieHNSA KNUHUYECKNX UCMbITaHWUA B MeAULIMHCKUX OPraHn3aumax nbo YacTHOMPaKTUKYOLMM
BpayoM COOTBETCTBYIOLL el KBanU(uKaLmmn 415 NpoBefjeHns B Hafnexallein MeguuMHCcKol 06cTaHOBKe
Hagnexatyux nccnefoBaHuii.

3.6 uv3genvie UHAMBMAYaATbHOIO Ha3HaueHWs: Vi3aenve, N3roToBfeHHOe BCOOTBETCTBUM C TEXHUYECKNM
3aflaHnemM, B KOTOPOM A0/XHbIM 06pa3oM KBa/IM(ULMPOBaHHbI Bpad 1M60 Apyroe L0 C COOTBETCTBY-
1oL el KBaMunKalmeid 1 MOTHOMOYMAMY B MMCbMEHHOM BUfE, MO/ CBOI OTBETCTBEHHOCTb MPeAbABAAeT
cneuunanbHble TpeboBaHUA AN1A NPOEKTUPOBAHUA UIN U3FOTOB/EHUS.

Mpu MeyaHHe —TaKoe U3aenneoXHO 6bI3b NPefHa3HaA4eHO UCK/TIOUUTESBHO /1 KOHKPETHOIO NaLyieHTa.
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3.7 K/IMHUYeCKMe HccrneoBaHusA/UcnbITaHHA: J1io60e paspaboTaHHOe WM 3anaHMpPoBaHHOe CUCTEMA-
TUYeCKOoe nccnefoBaHne C yyacTeM YenoBeKa B KayeCTBe CyObeKTa KANMHUYECKUX UCMbITaHWi, npej-
NPUHATOE 415 OLeHKM 6€30MacHOCTMN H/WMH 3KCNyaTaLuNOHHbIX CBOWCTB KOHKPETHOr0 MeNLMHCKOro
n3genus.

3.8 meguumHcKasa TexHMKa: COBOKYMHOCTb TEXHNUYECKUX CPEACTB, UCMO/b3YEMbIX B MefjULIMHE B Lie-
NAX NPOPUNAKTUKU, [UarHOCTUKW, Te4eHNs, peabunurtaumnm, npoBeeHna CaHNTapHO-TMIMEHNYECKUX,
NPOTUBO3NUAEMUYECKMX W APYTUX MeSULMHCKUX MEpPONpUSATUIA, a Takke paboT Mo MPUroTOBAEHUIO
NeKapcTB.

3.9 meguumMHcKme n3genus: Jlto6ble MHCTPYMEHThI, annapaTbl, NpU6opbl, YCTPOCTBa, MPOorpaMmMHoe
obecrneyeHne, maTepuanbl NN UHbIE U3AENNSA, UCNO/b3YeMble MO OTAENIbHOCTU UAN B COMETAHUN MEeX-
Ay co6oi, BKOYasA nporpaMmHoe obecneyveHue, He06X0ANMMOeE A1 UX MPUMEHEHWS MO Ha3HAYeHUIo,
1 npegHa3Ha4vYeHHble N3rOTOBUTENEM A1 YenoBeKa NOCPeACTBOM peanusaumm UX QyHKLNR.

Mpumeyanne - MefULMHCKME N3LENNA UCMOMB3YIOTCA C LEMbHO:

- NPOUNAKTUKM, ANarHoCTUKM, HabNOAEHUS, NeYeHns nnn obneryeHns 3a601eBaHuii;

- ANaToCrUKK, HabnodeHWs, feveHns, 061a4eHNA UM KOMMEHcaL My HapyLUeHHbIX WK yTpayeHHbIX -
310/1I0MMNYECKUX (DYHKLWIA;

- WCCMefoBaHuA, 3aMeLLEeHNA UM U3MEHEHUA aHATOMMWYECKOK CTPOEHUS UK (DU3UOSIOMMYECKUX NPO-
L|eCccoB:

- NpefoTBPALLEHVS FOTU NPepbIBaHNS 6epeMeHHOCTH;

- NOMyYeHVsT MH(OPMaLMM B ANArHOCTUYECKUX UM MEAVLMHCKMX LENaX MyTem McCefoBaHna obpasLios
610N10TNYUCCKOI MaTepuasa YeoBeka.

Heo6x04UMbIM yC0BMEM SABASETCA TO, YTO NPUHUUNMANbHOE BO34eNCTBME MEANLMHCKUX N3aennia
He OCHOBbIBaeTCA Ha (PapMakKoNOrmyecKoM, MMMYHOMOTMYECKOM UM MeTabonnyeckoM adhekTax
NPVMEHEHUSA, HO OHM MOTYT CNOCO6CTBOBATL BBEAEHMIO B OpraHnU3M Uam focTaBke K MOBEPXHOCTW Tena
YenoBeKa CPeAcTB, BbI3blBAOLLMX BbllleyKa3aHHbIe 3deKThbl.

3.10 nonb3osartesnb: JINL0, OCYLLECTBAAIOLLEe NMPUMEHEHNE MEeANLLIMHCKOro 1U3fenna B Lensx, ycra-
HOBJ/IEHHbIX B MYHKTe 1cTaTby 3 HACTOALLErO CTaHJapTa.

3.11 noTeHUWaNbHbIA PUCK NPUMEHEHUS:: MUHUMaNbHO BO3MOXHbIV PUCK MPUYMHEHUS Bpeda mpwu
NPUMEHEHNN MO Ha3HAYEHWI0 COXPaHUBLLErO 3KCNyaTalOHHbIe CBOWCTBA MeANLIMHCKOrO U3fenus,
KOTOPbIA HeNb3s N3MEHUTb Mepamu Mo OrpaHNYeHMI0 PUCKOB.

3.12 npeaycMOTPeHHOe Ha3HayeHue: MNpuMeHeHne MeANLMHCKOI0 U3/Ee/TNA B COOTBETCTBUM C UHDOP-
MaLMeil U3roToBUTENS, YKa3aHHOW Ha 3TUKeTKe, B UHCTPYKLUUN MO MPUMEHEHUIO UM PYKOBOACTBE MO
3aKcnayaTauunn.

3.13 npuHagnexxHocTu: MNpeaMeTbl, KOTOPbIE MPU OTAeNIbHOM MPUMEHEHUN HE ABAAKOTCA MefULUH-
CKUMW N3[eNnAMW, HO ClelnanbHO npefHasHavyeHbl U3roToBUTENEM A1 UCMO/b30BaHUSA COBMECTHO
C HUMU.

3.14 cepuiiHO BbInycKaeMoe n3genve: Msgenune, nsroToBneHHoOe AN NofBepratoLieecs Mogudukaumm
B COOTBETCTBUM CO creyndmrnyeckumuy TpeboBaHNSAMN KBaAN(GULMPOBaHHOI0 Bpaya 1M6o Apyroro nnua
C COOTBETCTBYIOLLE KBanugunKaLmen n NoTHOMOUYNAMW U He ABMAIOLLLEECS U3AeNNeM UHANBUAYANTbHOTO
HasHayeHus.

3.15 3KcnayaTauMoHHbIe CBOMCTBA, XapaKTepucTUKnN: CoyeTaHue KAMHUYECKOW pe3y/ibTaTUBHOCTMU
N3AeNNA 1 ero TEXHNYECKNX XapaKTepucTnK. SKCnayaTaLoHHble CBOWCTBA TECHO CBA3aHbI ¢ 6e3onac-
HOCTbIO.
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4 O06LWme NONOXKeHUs

TpeboBaHusi, NpeabaBsieMble K MPOAYKLUN B Pa3INYHbIX TEXHUYECKUX PernaMeHTax 1 cTaHgapTrax,
MOXHO CTPYKTYpPUPOBAaTL B COOTBETCTBUM CO C/IEAYIOLLUMU UCMOMb3YEMbIMU B MEXAYHAPOAHOW Mpak-
TWKe YPOBHSIMW, NpPeACTaBfeHHbIMY B Tabnuue . Ta cTPyKTypa 0TpaxkaeT Mepapxuto ycTaHOBMEHUS
Tpe6oBaHWiA B pas/IMYHbIX CTPaHax, a pasHble YPOBHWU MOXHO MHTEPNPeTMPOBaTh B Ka4ecTBe NnokKasare-
Nell CTPYKTYpPbl TEXHWYECKOTO PerynvpoBaHus B cTpaHe. B Tabnuue 1 Takxke cogepxartcs U HEKOTOpble

3HaueHUs nokasaTteseit, efiCTBYOLMUX B 06/1aCTU MeAULNHCKON TeXHUKMN,

Ta6nuua 1— MNokasaTenn CTPYKTYPbl CUCTEMbI TEXHUYECKOTO perynupoBaHust B Poccum

B 061aCcTN MeAULNHCKON TEXHUKMN

Mokazarenn

O6LL@as TePMUHOSIOT 1St U COOTBETCTBYHOLLVE TEPMMHAM Orpe-
LeneHusi

Vicrnonb3oBaHme MeXayHapoaHbIX, PErMOHa/bHbIX UMW HaLM-
OHaJIbHbIX KnaccumnKawmi

O6beKTHasA 06n1acTb pacnpocTpaHeHUst TpeboBaHWiA, orpa-
HUYeHNs 061acTy TPeboBaHNA N UCKOYEHWS N34aHHOM
o6naeT TpeboBaHWUiA

MPUMEHNMOCTb MEXYHaPOAHbLIX MPOTOKO/IOB, J00BOPOB
W COrNaLLeHuii B chepe TEXHUUECKOH PEryIMpoBaHIst

MPVUMEHMMOCTb PervoHasTbHbIX COi TaLeHN B Chepe TEXHN-
YeCcKOo perympoBaHus

Hanunuve pervioHasbHbIX CUCTEM TEXHUUECKOT0 perynpoBa-
HUS U VX MPUMEHUMOCTb 47151 JAHHOTO BUAA NPOAYKLMN

MPUMEHMMOCTb ABYCTOPOHHYX WX MHOFOCTOPOHHMX COT/1a-
LLIEHMIA 0 B3aVMHOM NPU3HAHW

HaumoHaibHOe YNEHCTBO B MeX/YHapOAHbIX U permoHasb-
HbIX OpraHM3aLuuax Ho CTaHapTV3aLMK

Hanuuvie ocHOBOMONArAIOLLNX MEXAYHAPOAHBIX 1 Peruno-
Ha/bHbIX CTaHAAPTOB

Hanuuve mnpyMeHNMOCTb 415 JaHHOT O BIAA NPOAYKLMA
MEXlyHapOAHbIX MM PermoHasibHbIX CUCTEM OLIEHKM COOT-
BETCTBUA

YCTPOICTBO 1 CTPYKTYpa NPUMEHSIEMOIA B CTPaHe CUCTEMBI
TEXHUYECKOTO PErYIMPOBaHNS (MEXaHN3M TEXHUYECKOTO
peryniMpoBaHuns B CTpaHe)

TpeGoBaHMs K NPOAYKLMM 1 CBSI3aHHbIM C Heli npoLeccam

CvcTeMbI W JOKYMEHTB
CraHgaptbl MICO. M3K. TOCT mFOCT P

MexlyHapoaHbIii KnaccudukaTop cTaHaap-
T0B (MKC). OKMn THB34, TC

OnpegenieHa B COOTBETCTBYHOLLMX TEXHNYEC-
KMX pernaveHTax, feliCTBYIOLLMX Ha TeppuUTo-
puvm Poccun, uctaHgaptax FOCT m TOCT P

CornawleHnss TamoXeHHOro coto3a
ncrpaH CHIC

CvicTeMa perynnmpoBaHust TaMoXKeHHOro
coto3a

B pamkax CornaweHun MIrC CHIC
1 TaMoXKeHHOro coto3a

NCO. M3K. MI'C

FOCT NCO 13485
FOCT P NCO/TO 14969
OCT P NCO 14971
FOCT P M3K/TO 60788

Cuctema M3K /19 B3aMMHOI NMpusHaHus
NPOTOKO/1A UCTIbITaHUIA TCEePTUDNKATOB -
cxema CB (4acT14HO)

degepasibHbIA 3aKOH «O TEXHNUYECKOM pery-
NiMpoBaHNnN»

TexHNYecKue perniamMeHTbl TamMoXXeHHOK
COH03a B 06/1aCTU 31EKTPOMar HUTHO COBMeEC-
TUMOCTM U HU3KOBO/IbTHOM0 060PYA0BaHUSA,
HaumoHasbHble cTaHaapTbl FOCT u FOCT P
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OkoHuaHne Tabnuubl |

Mokavncn CuCTEMBI M JIOKYMCKT b

Vcnonbsyemble (hopMbl 1 CxeMbl (MPOLIEAYpPbI) OMEHKM COOT-  TeXHUYECKMe perfiamMmeHTbl TaMOXeHHOH

BETCTBUA coto3a B061aeT 3/IeKTPOMarHUTHO COBMeC-
TUMOCTV U HU3KOBOJIbTHOr0 060pY0BaHUs,
HaumoHasbHbIe cTaHgapTbl FOCT n FTOCT P

O606LWeHHaa CTPYKTypa ONMcaHnUs CUCTeM TEXHWYECKOro peryninpoBaHus npueegeHa B TOCT P
«®PopmMaTbl ONNCAHNA U HOPMUPOBaHMA TpeboBaHNn. PyKOBOACTBO N0 pa3paboTke v MPUMEHEHUIO* Ha
puUCyHKe 2.

B HacTosilwem cTaHfapTe Ha pucyHKe 1npefcTaBieHa o6LLasn CBA3b MeXAY 3/IeMeHTamMm, XxapakTepu-
3yHOLWMMUN 06BEKTbI PeryinpoBaHuns, KOTopble NCMONb3YIOTCA B CUCTEMe ONUCaHUA (XapakTepusauum)
TpeboBaHWIA, NPeabABNAEMbIX K06beKTaM perynmpoBaHns. Mokasatenn 370 3/1eMeHTbI U NapameTpbl
06BbEKTOB, C MOMOLLbIO KOTOPbIX ONMCLIBAOT NX XapaKTePUCTUKN AN CBOMCTBA, KOTOPble MOTYT 6bITh
M3MepEeHbl UM OLeHEHbI. 3HaYeHMS MOKa3aTesleil W 3TO KOMIMYECTBEHHAs OLEeHKa NnokasaTenen nam nx
N3MepeHHble 3HauYeHNs. [lnanasoHbl NoKasaTenei - 370 fuanasoHbl 3HAYeHWU, KOTOPbIe COOTBETCTBYIOT
paspeLleHHbIM 3Ha4YEeHUAM WU 3HAYEHUAM, KOTOPble COOTBETCTBYIOT YCTaHOLWEHHbIM TPe6oBaHUAM.

TpeboBaHVs r-
K XapakTepncTuku MNokasartenn JvianasoHbl
W cBolicTBa XapaKTepUCTUK 3HaueHWA
_ 1] 06EKTOB WM CBOIACTB MCNO/Ib3yeMbIX
perynMpoBaHus 00bEKTOB rnokasartesei

>

PucyHoK 1 CBSi3b MeXay 3/1eMeHTamMM, XapaKTepu3yoLLMMM 06beKTbI PEryIMpoBaHis

[aHHoe pasfeneHue TpeboBaHMIA Ha Knaccbl MOME3HO B TOM C/lydae, ec/iu CMcTemMa peryimpoBaHus
MMeeT MHOF0 Pa3HOYPOBHEBbIX JOKYMEHTOB, YCTaHaB/IMBaKOLLMX TPE6OBAHMA K NMPOAYKLUMN, U B LOKY-
MeHTax pasHbIX YPOBHeli 3Tu Tpe6oBaHMA YCTaHaBIMBAKOTCS He TO/IbKO BOTHOLLEHUW CaMOii NpoayKuuu,
HO M B OTHOLUEHUWN Pe3ynbTaToB U acneKTOB 4aHHOro BO3AEACTBMA. B 3TOM cnyyae BO3MOXHbI pasnuny-
Hble fanbHenLwmne feTannsannm TpeboBaHmiA 1 0CO6EHHOCTM BOTHOLIEHUMW OLEHKIN COOTBETCTBUA 3TUM
Tpe6oBaHUAM.

5 TpeboBaHUs 1 NoKasaTenu

Mcnonb3yeMoe B HACTOSILLLEM CTaHAapTe pasfesieHne 0OCHOBHbIX BUAOB CYLLECTBYIOLNX TPe6GOBaHMA
npeacTaBneHo B Tabnuue 2.
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Ta6nuua 2 O6uwee npeacTaBaeHe TPebOBaHN AN CHUXKEHNS PUCKOB MPOSAB/IEHUSA
0MacHOCTEN M 0NacHbIX COObITUIA

TpeboBaHve KnaccugmkaLwist TpeboaHuin
TpeboBaHMs Knacc Tpe6oBa- Knacc Tpe6osa- Knacc Tpe6oBa- Knacc Tpe6o-
KMNPOAYKUMM WM HWiIA A 06LLme Tpe-  HUiA B: YacTHble HWi1 C:BUgbl onac-  BaHwi D: BuabI
CBSI3aHHbIM NPO- 6oBaHMA KKnaccy — TpeboBaHWs HbIX BO3AEMCTBIIA NoABEP>XKEHHOCTU
Lieccam (BUAY)NPOAYKUMN  KOTAENbHbLIM BUAaM  WAN KPUTUYECKME YesioBeKa Wm OK-
WM CBSI3aHHbIM (rpynnam) npogyk-  cobbITuA py>atoLLen cpeabl
npoteccam LW WA CBSI3aH- (BAMSIHWE J03bI
HbIM npoLieccam 1 BO3[ENCTBIS)

TpeGoBaHusi KMe-  Knacc Tpe6oBaHmiAi M: Mepbl, NPUMEHSIEMbIE A/1S NOBbILLIEHNS 6e30MaCHOCTY NP 3KC-
pam 6e30MacHoOCT¥  M/lyaTauyn Win UCTofb30BaHUM NPoayKLMn

[lanee B KauecTBe Npnumepa NPMBeAEHO BO3MOXHOE OTHECEHME Pas3INYHbIX TPeboBaHUI K KaTeropusam,
npegcTasfeHHbIM B Tabnnue 2.
K knaccy Tpe6oBaHuit J1. Kak NpaBuI0, OTHOCAT TpeboBaHUs:
- K MoKasaTensiM KauyecTBa M 6e30MacHOCTV MefVMLMWHCKOM TeEXHUKU (HasHayeHue, NpuMeHeHune
nap.);
3aBMCMMOCTY NMPUMEHEHUS OT 3KCM/yaTaLMOHHbIX XapaKTepUCTUK;
- CPOKaM XpaHeHWs N NPUMEHEHNSA:
noTpebuTeNbCKUM (3KCMIyaTauMOHHbIM) XapaKTepucTUKam;
- pa3N4YHbIM PUINYECKUM, XMUMUYECKMM U PYTM OMacHbIM CBOMCTBAM NPOAYKLMK;
- 0NacHOCTSIM, CBA3aHHbIM C YCTPOMCTBOM AaHHOW KOHKPEeTHOM rpynnbl NPOAYKLUN U LWILISOLINM
Ha NoTpebuTeNbCKMe (IKCNnyaTalMoHHbIe) XapaKTepUCTUKMN;
* 0MAacHOCTAM, HEMOCPeACTBEHHO CBA3AHHbIM C YCTPONCTBOM MPOAYKLMUK;
HEOTbeM/IEMbIM (He NMOTPe6UTENbCKMM) XapaKTepucTMKam NpoayKLUmnu;
* BCEMY BblLLEHa3BaHHOMY, YCTaHaB/MBaeEMOMY B paMKax MPOeKTUPOBaHUS;
- cMcTemMam ynpaBfieHUs U KOHTPONS:
- cMcTemMam M3mepeHuit N KananbpoBKu;
cUcTeMam MHTeprnpeTaumny pesynbTaTos;
MO6GUABHOCTM U MOPTATUBHOCTY NPOAYKLUUU;
NPUMEHEHMWIO B COMETAHUM C APYTMMU YCTPONCTBaMM;
BOTHOLUEHUW NPUYMH, NPUBOAALLNX K Pa3pYLLEHUIO YacTeld;
- BOTHOLUEHWM pa3pyLUeHUs YacTeil.
K knaccy Tpe6oBaHuli B. kak npaBuio, OTHOCSAT TpeboBaHMUS:
K MaTepuanam, U3 KOTOPbIX M3roTOB/EeHA AaHHaa NPoAyKLmMS;
¢ KOHCTPYKLMNOHHbIM XapaKTepucTuKam aHHoi NpogyKunu;
* MPOrpaMMHOMY 06ecneyeHnio A1 KOHKPeTHOW NPogyKL UK.
K knaccy Tpe6oBaHuin C. Kak NpaBuio, 0THOCAT TPeboBaHMA:
- K B/gaM KOHTaKTa YenoBeKa C NpoAyKLUuei:
- BO3JENCTBMSAM Ha OKpY>XXaroLyto cpegy (HO He K pe3ynbTupytoLemy yuepoy);
06paboTKe NpoayKuumn (cTepnnunsayns, OHULLEHNE);
a/IMAHNIO PacXOAHbIX MaTepuanos;
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* UHTepeicam Mexay NpoayKLuMel 1 4enoBeKoM (B MiakKe BAVSAHUA Ha NPOSABEHUE BO3MOXHbIX
HeraTUBHbIX COObITU).

K knaccy Tpe6oBaHuii D. Kak NpaBuio, OTHOCAT TpeboBaHUA:

* K BMAaM (h13MYECKOro, XMMNYECKOr0 NN 6U0I0rn4ecKoro AeincTBMS Ha YenoBeKa:

- nepefaye 3HEPrumn Nonb3oBaTeN0 WU NaLUEHTY;

- BBOLY (BbIBOAY) BelLecTBa BOpraHuam (M3 opraHu3ama) nosb3oBaTens Uan nauuneHTa:

APYrvM Bufam Bpefa, NMPUUYNHSAEMOT0 Ye/T0BEKY WM XXMBOTHbBIM:
Bpedy; HaHOCMMOMY OKpY>KatoLeli cpege.

K knaccy Tpe6oBaHuii M, Kak NpaBu/10, OTHOCATCA TPe6oBaHMWS:

* K MPOM3BOACTBEHHbLIM NpoLeccam;

- KOMMETEHLUN NN 06YUEHMIO NepcoHana;

- BINSIHUIO yNpaB/ieHNs NPOAYKLei;

- 3aMTHbIM OFPaXAeHMUAM;

MapKMpOBKe 1 acnekTam MHGOPMUpPOBaHUS;

e IEMOHTAaXY W yTuUAM3auuu;

* M0/1b30BaTe/IbCKOMY MHTepdeicy (B nnaHe MHULMMPOBaHUSA AeNCTBUI NONb30BaTeNsA B pesy/nbTaTe
perncTpauumn HencrnpaBHOCTEN UK yrpos, a Takke NPaBUIbLHOIO MPYMEHEHNSA);

- oTBMeKawLWy M hakTopam, KOTOpble MOFYT MPUBECTM K OLLUNOKE MPUMEHEHUS;

caMOMy NpOLLeCCY M KayecTBY NPOEKTMPOBaHUS;
BOTHOLUEHUW Mep, NPENATCTBYHOLLMX pas3fieTy paspyLUMBLUMXCA YacTel.

[ns Bbi6opa Hanbonee 06X TPe60BaHUIA 1 NOKa3aTesei, Ha 0CHOBE KOTOPbIX (POPMUPYIOTCS CTPYK-
Typbl (LWabnoHbl.) TpeboBaHWIA, Npexae BCero Heo6xo4MMOo onNpesennThb:

KaKue OTHOLUEHUS AO/KHbI CYLLEeCTBOBATb MeXAY TPe60BaHUAMM, OTHOCALLMMUCA K Pas/iMUHbIM
Knaccam TpeboBaHWiA:

KakuMm 06pasomM 1 Kakue BuAbl TpeboBaHWU crefyeT BbIOUPaTb 418 CO3AaHMA CTPYKTYp popmanu-
30BaHHbIX TpeboBaHuii (L1abaoHOB).

Hw>xe NpnBefeHO HECKO/bKO OCHOBHbIX MPaBuA A1 OCYLLeCTB/IEHNSA BbllLeyKa3aHHOro Bbi6opa.

1. CoBOKYNHOCTb TpeboBaHWii f0/KHa 6bITb MAKCUMaIbHO He3aBUCUMOU. PaKTUYECKN 3TO 03HAYAeT,
YTO CyMMAapHbI PUCK fO/DKeH ObITb paBeH CyMMe PUCKOB MO KaXAoi rpynne Tpe6oBaHWii Namn 0TAeNbHbIM
TpeboBaHMSAM.

2. CyMMapHbIli pUCK [J0/1KeH OLLeHMBAaTbCA KaK COBOKYMHOCTb PUCKOB, NPOSABASIOLMNXCS B BUAE pas-
JINYHbIX BO3[EACTBUI HA Ye/TOBEKA U OKPYXKAOLLLYHO cpejy.

3. Mpu HanMuuKM pasnuyHbIX Tpe6oBaHUi, KOTOpble PerynpyoT pycK (6e3onacHOCTh) B Lenn nocne-
foBaTe/NbHbIX CO6LITUIA (CXeMax UMK cLeHapusx), MPUBOAALLNX K HEFaTUBHOMY BO3JeCTBUIO MW Hera-
TUBHbIM NOCNEACTBUSIM, HEOGXOAUMO A/19 OLleHUBAHUS BbIGMPaTb TaKMe CXEMbl UAN CLLEHApUK U Takue
Tpe60BaHUS, PUCK OT KOTOPbIX (MM OT HEBLIMOMHEHWUST KOTOPbIX) OLeHMBAETCS KaK MaKCUMaslbHbIlA.

TpeboBaHMA K NPOAYKLMW MOTyT ycTaHaB/MBATbCA He TO/IbKO B OTHOLIEHMN 6e30nacHOCTH, HO
1 BOTHOLLEHWWN Ka4yecTBa NPOAYKL MW, KOTOPOe HenocpeACcTBEHHO BANSET HA CHUXEHWe YPOBHS 6e30-
nacHocTK.

MokasaTenun, KOTOpble paccMaTpMBalOT Kak OMpeAensatoLe B pasIM4yHON CTeNeHn KayecTBo 1 6e30-
NnacHoOCTb NMPOAYKLUUK, NpeacTaBfeHbl BTabnumue 3.



Tabnuua 3

Mokasaresb

HasHaueHue

Be3onacHocTb

MHTeponepabenbHOCTb (hyHK-
LMoHabHasi COBMECTUMOCTb)

CoBMECTUMOCTb

Haze>xHocTb
YHumKaums

OKO/1I0rMM4YHOCTb

MartepnanoeMKocTb

OHeproeMKocTb

MNpocneXknBaeMoCTb KayecTsa
1 6e30MacHOCTY CUCTEMbI HA

NPOTSHKEHUN €€ XKN3HEHHOH0
uvKna

TpaHcnopTabenbHOCTb
OProHOMUYECKKE rnoKasarenu

ConpoTVBSEMOCTb BHELLHUM
BO3fENCTBUAM

ABTOMATV3VPYEMOCTb

JKcnyartaumoHHas
NpUrogHoCTb

OCTeTUYECKME NoKasaTe/n

TexHOMOrMYHOCTb

KomneTeHTHOCTb NMepcoHana

MeHeDKMEHT KayecTsa

OfHOPOAHOCTb (MOTPELLIHOCTb)
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MokasaTenu KayecTsa 1 6e30MNaCHOCTU MeAULMHCKON TEXHUKM

Mpyvep
Pabouee faBneHvie, NoTpebsiemMas MOLLHOCT b, HAMPSHKEHWE NUTaHWSA,
BpeMS BbIX0fa Ha pexxMm paboueii TemnepaTypbl, AnanasoH paboumx Temne-
patyp
"epMeTUYHOCTb, CTEPUILHOCTL, TeMMepaTypa Hapy>KHON NOBEPXHOCTUN M3-
[enns, KNace 3allmTbl OT NMOPaKEHNS 3M1IEKTPUYECKUM TOKOM

MokasaTeslb 3/1eKTPOMarHUTHO COBMECTMOCTM

CoBMeCTHOe MPUMeHeHME C BELLIECTBaMM, MaTepuasiaMmm 1 razamu npu
B3aMMOZEVcTBUN

YcTaHoBNeHHas 6e30TkasHas HapaboTKa, BePOSTHOCTb 6e30TKa3HOWM paboTbl
KoahdmLmeHT noBTOPAEMOCTH, KOIPPULNEHT MPUMEHSEMOCT

Jlons 0TX0f0B NpY NMPOV3BOACTBE, BO3MOXHOCTb YTUM3ALMN 0TX0A0B Npo-
M3BOACTBA. 3HEPronoTPeGEHNE, YTUIM3AUUS UCTIOPHEHHOM NPOAYKLMN

Koa(hpMUMEHT MCMO/b30BaHMS PaLMOHabHBIX MaTepuanos, yaenbHast
MaTeprasioeMKoCTb

Pacxog aHepru Npy 3agaHHOM PeXXMMe paGoTbl

CucTema 0TBEYaET YCTaHOB/IEHHbIM TPE60BAHNAM Ha 3Tanax >XM3HEHHOI0
umKna

"abapyTHbIe pasmMepbl, YCTOMYMBOCTb K KIMMATUYECKMM BO3AEeACTBMSIM Npu
TPaHCMOPTUPOBAHUM M XPaHEHUW, YCTORUYMBOCTb K MeXaHNYeCKUM BO3aeli-
CTBUSIM NPV TPAHCMOPTMPOBAHNN

MokasaTesnb COOTBETCTBUSA M3aeNNs hyHKLMOHAIbHBIM BO3MOXHOCTSIM
YenoBeKa, COOTBETCTBYE M3aenns hopMe Tena YenoBeKa

YCTOMUMBOCTb K KNIMMATUYECKMM BO3AEVCTBISM MPY TPaHCNOPTUPOBaHUN
1 XpaHeHNU, YCTOMUMBOCTb K MEXaHWYECKMM BO3AECTBUSIM NMPU TPaHCMop-
TUPOBaHWN

KoathhrLmeHT C60PHOCTW. yaenbHast TPYAOEMKOCTb M3rOTOB/IEHNS

Yro6Has pery/IMpoBKa, AUCTaHLMOHHOE yNpaB/ieHue, LUGKOCTb Mpu 3KC-
n/yaTauum; NpocToTa B 06CYXMBaHWUW U 3KCNyaTaLmm

IMokasaTeslb PaLyIoHaIbHOCTM POPMbI, MOKa3aTe/lb COBEPLLEHCTBA NPO3-
BOACTBEHHOI0 MCMO/HEHNSA, MOKa3aTe/b MHMOPMALIMOHHON BbIPasUTe lb-
HOCTY

KoathpmymeHT c60pHOCT M, KOIPPULIMEHT 3(hheKTUBHOCTN B3aMMO3aMeHS-
eMOCTW. yaenbHasA TPYA0eMKOCTb U3r0TOB/IEHUSA

OG6pa3oBaHue, CTaX paGoTbl, YPOBEHb KBA/M(MKALMM, KIAcC MacTepcTa

Hanunune cucteMbl MeHePKMeHTa KayecTsa Unm VIHTerI/IpOBaHHOI7I CcucTe-
Mbl MEHEPKMEHTa

HWXHAA 1 BEPXHSIS| FpaHULbl MOFPELLHOCTY M3MEPEHWIA
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6 [OCTMXEeHWe perynvpyroLLero COTpyAHNYECTBa

VHaycTpma npon3BoACTBa MeANLIMHCKOW TeXHUKK (M3genunii, npnbopoBs), BKAOYAKOLLENA KaK UMM-
NaHTUpyeMble KapguoCcTUMYNATOPbI, Tak U WAPULbI, UFbl, UMNAAHTaTbl 419 3aMeHbl CycTaBa, Kpecna-
KaTasiku, 6ypHO pa3BMBaeTCs U ABMIAETCA CTPOro perympyemoid. CtaHaapTbl UrpatoT BaXXKHYHO PO/b B 3TOM
npouecce 1 B TO e BPeMs Y[0B/IETBOPAIOT TPe6OBaHNAM 06LLLECTBEHHOCTU W PEryINPYOLLMX OpraHoB
K 6€30MacHOCTN 1 COOTBETCTBUIO Ha3HaYeHUIO.

KnoyeBbIMM XapaKTepucTUKaMmn 3Tol [eATe/IbHOCTN ABAAIOTCA:

- MPUHATUE CTAHAAPTOB KaK OCHOBHOT O 3/1eMe!rTa B perympytoLLeli MHhpacTpyKType, obecneymBato-
LLleli NPOU3BOACTBO MEANLIMHCKOM TEXHUKN: CTaHAAPTbl He ABNSA0TCA 06513aTeIbHbIMM, HO 06ecrneynBatoT
COOTBETCTBME ONpefje/IeHHbIM PeryanpyoLmnm Tpe6oBaHNAM;

- yyacTue perynvmpymoLmnx opraHoB COBMeCTHO C NPOU3BOANTENAMUN MeLULMHCKON TeXHUKU U No-
TpebuTensMu B Npouecce paspaboTKn MexxayHapoAHbIX CTaHAAPTOB;

TecHoe CoTpyaHnYecTBO Mexay MCO, MOK 1 gpyrumun opraHusaunsamm B paspaboTke CTaH4apToB
B 0611aCTN MeAULMHCKOW TEXHUKMN.

6.1 Y4yacTHUKMN

K OCHOBHbIM y4YacTHMKaM O0THOCMTCA LieneBas rpynmna rno rnobanbHoin rapMoHu3aLmu.

LleneBass rpynna no rnobanbHoli rapmonunsaunn (Global Harmonization Task Force, GHTF; L)
He SIBNISIETCS perynupyowmnm opraHom. OHa npefctaBnsieT co60li hopyM HaLMOHabHbIX PErYNPYHOLLNX
OpraHoB ¥ npeacTaBUTeNed NPOMbILLIEHHOCTU, COLENCTBYIOLWNA MEXLYHAPOAHOW COrnacoBaHHOCTH
perynnpyrouimx Tpe6oBaHUA U NPaKTUYeCcKOon feAaTeNbHOCTU. B yacTHocTu, uenbto LIFTT asnseTcs co-
fencTeme obecneyeHnto 6e3onacHOCTU, 3PHeKTUBHOCTHY, Pe3yNbTaTUBHOCTY U KavyecTBa MeANLMHCKINX
npubopoB B UHTepPecax TeEXHON0rMYeCKOro MHHOBALMOHHOIO NpoLecca 1 YKpPenaeHUsa MexxayHapoaHoii
Toproenn. OHa TakXe BbINONHAET YHKLUUMN Gopyma no 06MeHy nHthopmaumeli, NoCpeacTBOM KOTOPOro
CTpaHbl C pa3BMBaOLLMMUCA PErYANPYIOLLMMU CMCTEMAMU MO NMPOU3BOACTBY MeANLMHCKUX Npnbopos
MOTYT 3HAKOMUTBLCS € OMbITOM CTPaH, Y>Ke UMELWUX PYHKLNOHUPYIOLLLME CUCTEMBI. Takas AeATeIbHOCTb
OCYLLECTB/IAETCA Yepe3 pa3paboTKy PYKOBOAALLNX LOKYMEHTOB Y PeKOMEH0BaHHbIX Mpoueayp, Lesblo
KOTOPbIX ABNSAETCA KOHBEPreHUNA Perympytowmx CUCTEM ee Y/1eHOB Mo NPOU3BOACTBY MefULIMHCKUX
Npn6opoB B pamMKax MX 3aKOHOAATENbHbIX N OPraHU3aLnoHHbIX OFPaHUYeHNA.

Yyactuve B LI T BrItOYaeT paboTy perynnpyroLLmx opraHoB, 0TBETCTBEHHbIX 32 NPON3BOACTBO Mefu-
LMHCKUX NPUB0OPOB, 1 NpeAcTaBUTeNe perynupytoLleii 0Tpac/iv NPOMbILLIEHHOCTU M3CTPaH Y PervoHoB,
KOTOpbIe MMEKT ONbIT B pa3paboTKe pernamMeHToB Ha MeAnLUMHCKUE npubopbl. B coctas uneHos LIFTT
BXOAAT npefctaButenu ns Esponsl, CLUA, KaHagbl, AnoHuu n ABcTpanuu.

6.2 NCOun M3K

MHorune TexHnyeckne Komntetbl ICO n M3OK akTUBHO 3aHMMalOTCs pa3paboTKoi cTaHAapToB,
MMerLW X 60/1bLLI0e 3HaYEHWe ONA PEryINPOBaHNA MeSULMHCKUX NPU60POB:

MCOAOK 121 «AHecTe3npytoLlee 1 ablxaTesibHOe 060pyf0BaHUE™;

MNCO/TK 150 «MmnnaHTaTbl B XUPYPrum;

MNCO/TK 194 «Brnonornyeckas oueHKa MeAULNHCKNX N3aeNnNii»;

MNCO/TK 198 «CTepunmsaunsa NnpogyKumn ans 3apaBooxXpaHeHns»;
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NCO/TK 210 «MeHemKMEHT KayecTBa 1 COOTBETCTBYHOLLME 06LLME acNeKTbl MeAULMHCKNX N3LENNIAx»;
M3K/TK 62 «2nekTpoobopyoBaHne B MEAULMHCKOA NPaKTUKE».

6.3 TlyT JOCTMXKEHNS PErynunpyHOLLEro COTPYAHNYECTBA B 9TO 06/1acTU

MNCO cotpygHuyaeT ¢ LUITT kak opraHusayms, obecneunBatoan o6Ly0 KOOpAMHALMIO feAaTeNb-
HOCTM, U Y4acTBYeT B OTKPbITbIX CECCUAX UCMOJIHUTENIbHOTO KomuTeTa LIFTT.

Kpome Toro, memopaHgyMbl 0 B3aMOMOHVMaHUUN 3aKNH0UeHbl MeXAy OTAeNbHbIMWU UcCnefoBaTe b-
ckumun rpynnamu UIFTT (LWEFE/UM) v texHnyeckumn kommtetamm MCO (MCO/TK).

MCO/TK 194 n UITT noarotoBuaM u cornacoBaiyM MemMopaHAyM O B3aMMOMOHUMaHUW, onpefge-
NAWNA 0693aHHOCTU KaXKA0M opraHu3aLmy B npouecce COTPyAHMYeCTBa B 061acTy cTaHAapTM3aumm
M rapMOHM3aUnmM B CEKTOpPe MeAULMHCKNX NMPU60poB, 0CO6EHHO B OTHOWEHUK paboTbl LIFTT/UT 5.
KoTOpas COAelicTBYeT CONMXKEHUIO perynupytowmx Tpe6oBaHuin, obecneymBaloLLLMX NOATBEPXKAEHNE
KNMHNYECKOM 6€30MacHOCTU U pe3y/ibTaTUBHOCTU MeANLMHCKUX NPU6GOPOB.

MCO/TK 210 ycnewHo N akTUBHO coTpyaHuyaeT ¢ LIFTT/UT 3 B 06nacTn cuctemM MeHefXMeHTa
kayectBa. MICO 13485:2003 (MexrocygapcTBeHHblli ctaHaapT FTOCT ISO 13485 2011) 6bin ohuun-
anbHo npusHaH LUITT kak npuemnemas MOAenb 4/1 CUCTEMbl MEHe[)KMEHTa KayecTBa, MCMNo/b3yemas
A4NS Perynvpyrowmx Lenein B OTHOLIEHUN MeAULUHCKUX npubopoB. Kpome Toro, akcnepThbl - YsieHbl
MNCOJ/TK 210 n M3K/TK 62/MK 62/1 CPI" | «[MpuMeHeHNe MeHeLKMeHTa PUCKOB K MeAULUHCKUM
npuéopam»  paboTann Kak TexHu4yeckme akcnepTbl B LIFC /U 3 Hag NOArOTOBKOI PYyKOBOASLLENO
fokymeHTa UITT «BHeagpeHne NPUHLUNOB MEHEXXMEHTA PUCKOB U PaboTbl B paMKax CUCTEMbl MeHeX-
MeHTa KayecTBa». Momnmo pabotel MCO/TK 210 Hag 06w MMM acneKTaMm, OTHOCALMMUCA K MeAULNH-
CKMM npubopam, Apyrme TeEXHNYECKMNE KOMUTETbI, BKIOYasA KOMUTETbI, yKa3aHHbIe Bbllle, paspaboTatu
caMble paxymumble CTaHAAPTblI Ha MPOAYKLUUIO U MPOLECChl, KOTOPbIE NOAYYUIN LLNPOKOE MpU3HaHne
1 NOMb3YITCSA XOPOLUei penyTauueld y perynnpytoLmnx opraHoB, 0TBETCTBEHHbIX 33 6e30NacHOCTb U pe-
3yNbTaTUBHOCTb MEeAULMHCKNX NPU6OpPOB.

3TN ycnnns NOoLTBEPAUIN CBOK YCNELHOCTb U 3h(PeKTUBHOCTb B pe3ysibTaTe 06beANHEHNS OnbITa
Yy4YacTHMKOB npovecca u npegynpexaeHnsa nioboro gydénnposaHunsa pador.

6.4 CpaBHeHMe TpeboBaHWUiA

Ha pucyHKe 2 npviBefieHa feTann3npoBaHHas CTPyKTypa TpeboBaHUi K 6e30MacHOCTU MeANLIMHCKOW
TexHUKW. CneflyeT OTMETUTb, YTO fleSleHVe He BCerfja SABMIAETCA TOUHbIM 1 HEKOTOPbIe TPe60BaHUSA MOTyT
6bITbOTHeCEHbI Cpasy KHeCKOMbKUM No3nuusam. flanee npvBedeH WwWabnoH TpeboBaHWi ANa MeanLMHCKONR
TEXHVKW, COOTBETCTBYIOLMIA NpeCcTaBNeHHON Ha PUCYHKe 2 CTPYKTYype LabnoHa.

Tpe6oBaHMA MOryT 6bITb CTPYKTYPMPOBaHbl MOCAeAyoLW UM 061acTaM:

* 3KOJIOFMYECKMNe acneKTbl;

* NICXOfHbIE flaHHbIE;

* BbIMyCK B 06paLleHue;

* MCMOMb30BaHMe 1 aKcnyaTauyms:

- ynpas/ieHVe U YHKLMOHNPOBaHWe.
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Ytunusauus
BbligeneHve 3HepTHH
BblgeneHue selects
3MC n3Mn

Moxap, B3pbIB

NpeHTndmkaums — ‘MMnnaHT1pyemas

Knaccutukaums TexH1Ka

OlieHKa pricka OAUT NN HEe BXOAWT
WKOHTaKT

MpepycmotpeHHoe mnpejHa3HaYeHHOCTb

HasHa4eHve ans o6paboTku

W npumerenns 61onornyecKknx
MpoekTMpoBaHMe, BeliecTs
paspaborka, mEMpejHa3HauYeHHOCTb
KOHCTPYKLytst 47151 0UNCTKN

BrnusHue akcnnyaraunoHHbIX
XapakTepuctnk Ha npuMeHeHve

WHdopmauma

BbIMyCK
B OBPALLEHVE

M3rotoBneHne

TexHuyeckoe obcnyxvsaHne
Crepunusaums nobpaboTtka
Mapkuposka

OueHKa CooTBeTCTBUA

MEVLIVHCKAS
TEXHUKA

YNPABNEHUE
N ©YHKUMOHNPOBAHUE

YnpBSANsHWE N KOHTPO/b
Bo3pgeiicTBue Ha
Oneparop

C urHam3aums

MporpammHoe o6ecr

NCMONb30BAHUE
N NPUMEHEHWVE
BosgeiicTeue Ha u3genmn

TKaHM XXMBOTHOTO
NPOUCXOXAEHUA

Marepuansl, Bewecrsa,
KOMOHEHTbI

KoHTaktnpoBaHue,
COBMECTUMOCTb.
coeAHeHne

MpumeHeHne
YnakoBka
TpaHcrnopTMpoBKa
XpaHeHua
Skcnnyarauus
VICTOYHMKNM 3Heprum

WHCTpyKUmnA

* OV-EHE
(n3nyyeHne!
TemMmneparyp«
*B1bpauus
woo* N
] Mémm.sm Dei dnitisTs

PuycyHOK 2 —/[leTanM3npoBaHHas CTPYKTypa LLa6ioHa 15 Tpe6oBaHWiA K MeANLIMHCKOM TeXHMKe
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7 LWabnoH 0CHOBHbIX TpeboBaHMi

B Tabnuue 4 npuBefeHbl OCHOBHble pasgenbl (BUAbl) TpeboBaHWM, NpeabABASEMbIX K MULLEBOM
NPOAYKUUMN, N UX NAEHTUDUKATOPbI (YCN0BHbIE 0603HAUYEHUNA), KOTOPble NPEASIOXKEHO MCMO/b30BaTb
ona  Koguukaumn - MHGopmauum o TpeboBaHMAX B MHMOPMALMOHHbIX 6asax [aHHbIX,
pa3pabaTbiBaemMblX Ha OCHOBe CUCTeMbl cTaHgaptoB POHT. lMpu 60nbLIOM ypoBHE AeTanmsauunu
BO3MOXHO WCMO/b30BaHNe KOMOWHAUMIA 3TUX WM ApYTrMX WHAMKATOPOB (4Yepe3 3HaK «/* uwam
3anATyto).

Ta6nuua 4 - mOCHOBHble BUAbI TPEGOBaHWI K NULLEBOM MPOAYKLMMN U NX AEHTUDMKATOPbI

O6LEKTbI M aCreKTbl, B OTHOLLEHM KOTOPbIX YCTaHAB/MBAKITCA TPeO0BaHUA WoeHT1dmKaTopbI TpeboBaHA
OKO/0rM4ecKue acneK bl EA
Bo3geicT Bre Ha OKpy»KatoLLyto cpeay AE
BnuvsiHve oKpy>KatoLLeli cpeapl El
[Mpown3BoACcTBO MF
YTunuzaums nT
BblgeneHne aHeprum ER
BblgeneHue BeLLecTs SR
3MC, M EC.EE
Moxap, B3pbIB FR.EX
McxoaHble fjaHHbIe oD
MpeHTudmkaums: ]
- VIMMNJ1aHTMpYyeMast TeEXHUKa IT
- BXOOWT W He BXOAUT B KOHTaKT 1C.OC
- npegHasHa4YeHHOCTbAHSA 06paboTKM 6MOMOTMYECKUX BELLIECTB BT
- MpeAHa3sHaYeHHOCTb /19 OUMCTKM CT
Knaccugmkaums CF
OueHKa prcka RA
MNpeaycMoTpeHHOe Ha3HauYeHne 1 NPUMEHEHNe FS. TA
MpoekTnpoBaHve DS
BnvsiHne akcnnyataumMoHHbIX XapaKTepUCTUK Ha NPUMeHeHVe 1A
VHdopmaums IN
BbInyck B obpaLLieHvie PB
V3rotosrieHvie PD
TexHnyeckoe 06CNy>KmMBaHMe MN
Crepunusaums 1 obpaboTka ST.TR
MapkupoBKa MR
OLeHKa COOTBETCTBUA CA
Vcnosnb3oBaHvie 1 3KcryaTauys UT, EX
Bo3gaeicTBure Ha TEXHUKY TA
TKaHW XXUBOTHOTO NMPOUCXOXKAEHUS AT
Martepuabl, BeLlec TBa, KOMIMOHEH Thi MT. SB, CN
KoHTaKT/poBaHne, COBMECTUMOCTb, COEJUHEHUSA CT,CM
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OKoHuyaHWe Tabmubl 4

OGLEKTbI M aCTeKTbl, BOTHOLLEHNM KOTOPbIX YCTAHAB/IMBAKOTCA TPEG0BaHUA VgeHTidwikaTopb! TpeboBaHmMA
[MNpuvmeHeHe AP
Jkennyaraums EX
YnakoBkKa PK
TpaHcrnopTnpoBKa TN
XpaHeHue SO
OHepruyeckne NCTOUHNKN ES
NHCTpyKumn IN

Ynpas/ieHve 1 (yHKLYIOHNPOBaHKie MG, FN
YnpaB/ieHUe N KOHTPO/b MG. CT
Bo3geiicT Bre Ha nauyeHTa: Pl

—o6yueHne IR

- Temneparypa ™

- Bubpauus VB

—ym NS

- MexaHuyeckast 6e30MacHoCTb MS

- 3neKTpuyeckas 6e30MacHoCTb ES

- WHMEeKLMOHHOE 1 MUKPOBHOE 3athATHEHNE 1C. MC

- WNOHM3UPYIOLLIee N3NyYeHne IE
Onepatop OP
N3mepeHus, HTepnpeTauus JaHHbIX MS. D1
MHTepdelic IN
ClHanmaaums SG
MHankaums 1C
JaHHble DT
[porpammHbIe cpeacTaa SW

8 lpumepbl 0THECEHMS TpeboBaHMI

Hwvke nprBeAeHbl NPYMepbl 0THECEH WS TPe60BaHMIA K PaXTUYHbLIM MO3ULUAM LWabnoHa 4n1s CTPYKTYpbI
TpeboBaHW, NpeacTaBNeHHOW Ha PUCYHKe 2. Ana KaxKaoi no3numn wabnoHa npuBeaeHbl NpUMepbl Tpe-
60BaHN (eCNN TaKOBbIE CYLLLECTBYHOT), 3a/10KEHHbIX B AupekTnee CoBeTa93/42/E3C No MeANLMHCKAM
npubopam (Mpumep A), a Takke B FTOCT P MCO 14971 -2009 «N3penua meguumHckue. MprumeHeHne
MeHePKMEHTa pUcKa K MefULMHCKUM n3genuam* (Mpumep B), uTo no3sonseT obecneynTb COOTHeCe-
Hue TpeboBaHW, yCTAaHOB/IEHHbIX B 3TUX AOKyMeHTax. MNpumepbl b 3anmcTBoBaHbl M3 MNpunoxeHuns C
FOCT P NCO 14971-2009, cogepxaLlero Bonpochl 415 ornpefeneHNa xapakTepucTuK MefULMHCKOro
N3aenvs, BAMSAKOLWMX Ha 6e30NacHOCTb MPUMeHeHUs. Ha gaHHble BONPOCbl HEO6X0ANMMO OTBETUTL A/1A
cobntogeHns TpeboBaHMA.

[aHHble NpyMepbl NpeacTaBeHbl NUCKAKUYNTENbHOE LieNbio 4eMOHCTPaL MM 0THeCeHUs Tpe6oBaHMiA
K pas3/iMyHbIM No3numamM (pasgenam) wabnoHa, U No3ToOMy Ha HUX He PeKOMEHAYeTCs CCbliaTbCA Kak
Ha KOHKpeTHbIe Tpe6oBaHNS K MeAULIUHCKOWN TEXHUKE.

14
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8.1 BosgeiicTBME HA OKPYXaIOLLYIO Cpedy

B faHHOM pasgene onucbiBalOTCA TpeboBaHUSA B OTHOLLUEHUMN BO3AEACTBUS MEAULMHCKON TEXHUKM
Ha OKPY>KatoLLLyIo cpesy.

Mpumep A —AunpekTunea CoseTa 93/42/E3C, Mpuno>keHve I:

«[. TpeboBaHuu K pa3paboTke N KOHCTPYKLUK

9. KauecTBO KOHCTPYKLMN N OKPY>KEHNE

9.2 Mpunbopbl foM>KHbI pa3pabaTbiBATHCA U U3r0TaBAMBATbCA 3HAKaM 06pa3oM, YTOObl yCTPaHUTb WM MU-
HUMU3MPOBATb MO MEPe BO3MOXKHOCTH:

- puUCKW, CBA3aHHbIE C NpejnonaraeMbIMy YCIOBUAMW OKPY>KatoLLei cpedbl, TakuMu Kak MarHuTHble nons,
BHELUHWE 3NeKTPUYeCKne BO3AeNCTBUSA, 3NeKTPOCTAaTUYeCKNe paspsaabl, faBneHne uiv konebaHus gaBneHws
U1 YCKOPEHME.

Mpumep b - TOCTP NCO 14971-2009:

«C.2.10 BanseT 1M MeIMLMHCKOE M3[enne Ha Cpefy, OKPY>KaloLLyto naumeHTa?

PaccmaTpusaemble (akTopbI:

- TemnepaTypa;

—BNa>KHOCTb;

—COCTaB aTMOCKEPHbIX ra30s;

—[1aBneHue;

- OCBELLEHHOCTb.

8.2 BnusHue okpyxatoulel cpeabl

BpaHHOM pasfene onucbiBaloTCA TPe60BaHMA B OTHOLLIEHNW BAUSHUSA OKPYXatoLLen cpelbl Ha 6e30-
NacHoOCTb MeAULMHCKOM TEXHUKN.

Mpumep b - TOCTP NCO 14971-2009:

«C.2./5 UyBCTBUTENLHO Y MEANLMHCKOE U3ZiENNe K BO3AENCTBUIO OKpY >KatoLLel cpefbl ?

PaccmaTpuBaemble (hakTopbl: NPOU3BOACTBEHHAS Cpefa, TPaHCNOPTHble CPeACcTBa U YCNOBUSA XpaHEeHUs.
K HUM OTHOCAT: OCBELLEHHOCTb, TemnepaTypy, BUopauun, yTe4kn, YyBCTBUTENbHOCTb K U3MEHEHNAM B 3Hep-
FOCHa6XKEHNMN W OXNAXKEHUMN, 3NEKTPOMAarHuTHble MOMEXU».

8.3 [lMpousBoAcTBO

B gaHHOM pasgene onucbiBaloTCA TPe60BaHMA BOTHOLIEHWUW NMPON3BOACTBA MeAULNHCKNX N3LeNNIA.

Mpumep A —upekTunsa CoseTa 93/42/E3C, Mpuno>keHwe I:

«/. ObLuye TpeboBaHNs

3. TMpubopbl AoMKHLI 06nafaTh (YHKLUMOHANbHBIMY CBONCTBAMMW, NPefyCMOTPEHHbIMIU U3rOTOBNTENEM,
1 paspabaTbiBaThCs, NPOM3BOANTLCA W YNaKoBbIBATLCSA TakuM 06pa3om, YT0o6bl COOTBETCTBOBATL OfHOW UK
HECKOMbKUM (hYHKLMAM, YKa3aHHbIM B cTaTbe 1(2) (a), kak 3T0 OnpefieneHo n3roTosuTenem*

8.4 YTtunusauusa

B jaHHOM pasfesie OnucbIBaloTCA TpeboBaHNWsA BOTHOLEHUN YTUAN3ALUN MESULIUHCKMX U3LeNWiA.
Mpumep 6 - TOCTP NCO 14971-2009:
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«C.2.25 HeobxoauMbl 1 6e30NnacHbIii AEMOHTaXK UAW YT UAM3aLMa MeAULMHCKOTO n3genus ?

PaccmaTpuBaemMble (pakTOpbl: 0TX04b!, BO3HUKAIOLLME NPU YTU.3M3aLuKn MeULUHCKOro u3genus. Hanpumep,
cneflyeT 0TBETWUTb Ha BONPOC, COAEPXKUT N JaHHOE U3eNne TOKCUYHbIE UAW ONacHbIe BELLLeCTBa WM BELLLECTBa,
NpUrofHble AN nepepaboTKu».

8.5 BblgeneHne sHeprum

B paHHOM pasgene onucbiBalOTCA TPe60BaHUA K BbIJENEHUIO 3HEPTUMN MEAULUHCKUMWU n3fe-
NNSIMN.

Mpumep 6 - FTOCTP MCO 14971-2009:

*C.2.14 MNponcxoauT Nu HedKenaTenblioe BbleNeHne 3Heprum nn BeLLecTs?

PaccmaTpuBaeMble (hakTopbl, CBS3aHHbIE C 3HEPTUeii: LWyM 1 BUBpaLus, Tenno, unyyeHue (B TOM yucne no-
HU3VPYIOLLEe, HEMOHN3MPYIOLLEe 1YL T padnone ToBOe/BMAMMOE/MHpaKpacHoe), TeMnepaTypa Ha KOHTaKTHbIX
NOBEPXHOCTAX, TOKN YyTEYKN, 3NEKTPUYECKME NN MarHUTHbIE NONA».

8.6 OMCuaMMm

B gaHHOM pasfenie onucbiBalOTCA TPe60BaHNSA B OTHOLUEHUMN 3M1eKTPOMArHUTHbBIX U3y4YeHWUI 1 COB-
MEeCTUMOCTW MeAULMHCKUX N3LeNunii.

Mpumep A —lnpekTunea CoseTa 93/42/E3C, Mpuno>kenne 1:

*11. TpeboBaHus K pa3paboTke N KOHCTPYKLUn

12. Tpe6oBaHus K MeAULWHCKUM Npubopam, NOAKIIYaeMbIM K MCTOUYHWUKY 3HEPTUM UK 060PYL0BaHHBIM UC-
TOYHUKOM 3HEprum

12.5 Mpu6opbl AOMKHBI paspabaTbiBATHCA M M3rOTaBAMBATLCA TakuM 06pasoM, 4T 06bl MUHUMU3MPOBAT b
06pasoBaHu1e 3NeKTPOMarHUTHbIX NONeN, KOTOPble MOTY T HapyLWMTbpPabo Ty Apyroro npuéopa nav 06opyaosaHus
B 06bIYHBIX YCNOBUAX.

8.7 Tloxap, B3pbIB

B gaHHOM pasfene onucbiBalOTCA TpebOBaHMA B OTHOLUEHWU MOXAPHOW U B3pbiHE6E30MacCHOCTM
MEeAVLMHCKUX N3aeNnii.

Mpumep A —lnpekTunea CoseTa 93/42/E3C, Mpuno>keHne 1. OCHOBHble TPe6oBaHUA:

*11. Tpe6oBaHus K pa3paboTke N KOHCTPYKLUK

9. KayecTBO KOHCTPYKLMM 1 OKPY>KEHUS

9.3 Mpun6opbl JOMKHBLI pa3pabaTbiBATLCA M M3r0OTaBMBaTbLCA TaknuM 06pasoM, 4T06bl MUHUMU3NPOBAT b
p1CK No>Kapa 1 B3pbisa Npu 06b6IYHOM MPUMEHEHUM 1 BYCNOBUAX EANHUYHOTO 0TKasa. Oco60e BHUMaHWE LOMKHO
yAensaTbca npubopam, NCcnonb3oBaHre KOTOPbIX N0 HA3HAYEeHWIO NpeanonaraeT BO3AeCTBIe BOCMNAMEHAIOLLMXCS
BELLLECTB W/ BELEeCTB, CNOCOGHLIX BbI3blBATb BO3ropaHue™.

8.8 NpeHTnnkaumsa
B faHHOM pasgene onucbiBaloTCA TPeboBaHUA B OTHOLIEHUN UAEHTUPUKALUM MeJULNHCKUX 13-
nenunii.

Mpumep A —lupekTunea CoseTa 93/42/E3C, cm. I:

16



FOCT P 55357 -2012

«l. HacToswas JupekTusa fOMKHA MTPUMEHATLCA K MEAULMHCKM NpubopaM 1 NPUHAANEXKHOCT M K HUM.
B HacToALWeN AnpeKkTnBe NPUHaANeXKHOCTY TPaKTYTCA Kak paBHONpasHble MefuLUHCK1e npubopsbl. B gank-
HelilleM KaK MeAnLMHCKMe Npubopbl, Tak 1 NpUHaAIe>KHOCTY 6yay T HanmBaTbeca npubopamu.

2. B faHHOIi inpekTmBe NCNONb3YTCA CReayoLye OnpefeneHus:

a) «MeANLMHCKMIA Npnbop» 03HavaeT N06OI MHCTPYMEHT, annapaT, yCTPOoINCcTBO, MaTepuan uiv apyroi
npegaMeT, UCMONb3YeMbIi CAMOCTOATENBHO MW B COYETaHNN, BKIKOYAA KOMMbIOTEPHbIE MPOrpaMMBbl, HE06Xo-
AVMble N8 HafJe>Kallero ero NPUMeHeHUs, 1 NpejHasHaveHHblil U3roTOBUTENEM NS NPUMEHEHUS Ha MOAAX
B Liensx:

— [NarHoCcTUKK, NPOdUAaKTUKK, HABNOAEHNS, NeYeHNs unn obneryeHns 3abonesaxus;

— [NarHoCT UKW, HABMOLEHNA, NeYeHns, 06neryeHns nam KoMneHcauum TpaBMbl NV YBEYbS;

—muccnefjoBaHNs, pennaHTauuy uin MoagnGuUKaLnm aHaToMUM UK M3MONOTMYECKMX NPOLLECCOB;

—KOHTPONA 3a4aTws, a Tak>Ke He oCTUraroLLee CBOei OCHOBHOI NpeAnonaraemoii Lienu B opraHbi3Me YenoBeka
UMW HA HEM C MOMOLLbIO PapMaKonornyecknx, UMMYHONOTNYECKUX AN MeTabonnyecknx CPeAcTB, HO yHKLMM
KOTOPOro faHHble CpecTBa MOTYyT COAe/iCTBOBAT b».

8.8.1 MmnnaHTupyemas TeXxHUKa

B faHHOM pasfene onucbiBalOTCA TpeboBaHUA K UAEHTUDUKALNN UMMIAHTUPYEMbBIX MeANLMHCKNX
n3genuni.

Mpumep B - TOCTP NCO 14971-2009:

*C.2.2 lNpefycMoTpeHa M1 UMNNaHT auns MegULUHCKOro u3genma?

PaccmaTpuBaeMble hakTopbl: MECT OHAX0>XKAEHUE UMMNNAHTaTa; Xapak TepucT UKW NpesnonaraemMblX nonb3o-
BaTeneii: BO3pacT, BeC, (PU3nNyecKas ak TUBHOCTb; BAUAHWNE CTapeHns Hapabouvexapak TepucTUKM UMNIaHTaTa;
npeanonaraembiii CpoK fedCTBUS UMNIAHTaTa; BO3MOXKHOCTb U3BNEUeHUs uMNaaHTaTa*

8.8.2 BX0OAUT AN He BXOAUT B KOHTAKT

B faHHOM pasgene OnNUcbIBAlOTCA TPe6oBaHWA MO UAEHTUMUKALUM MESULUHCKMUX W3LENMA MO UX
KOHTAKTHOCTY W/ OTCYTCTBUIO KOHTAKTOB.

Mpumep 6 - TOCTP MNCO 14971-2009:

«C.2.3 MNpeycMOTPeH N KOHTAKT MeNLUUHCKOT0 U3AeNUs C NauueHToM Uan ApyruMmu InLamn?

PaccmaTpuBaemble (0ak TOpbl: Xapak Tep NpeAnonaraemMoro KOHTakTa (NoBepXHOCTHblii KOHTAKT, NHBA3MB-
HbIi KOHTAKT WA UMNNAHTALMS) U B KAXKAOM Cllydae —ANMMTENbHOCTb U 4YaCcToTa KOHTaKTa».

8.8.3 TlpefHa3sHAYeHHOCTb A9 06paboTKN 6UONOTMYECKUX BELLLECTB

B gaHHOM pasfene onucbiBalOTCA TPeboOBaHUA K UAEHTUPMKALUN MEANLUHCKUX U3AeNUiA No ux
npegHasHa4vyeHn0 a1 06paboTKM 6UOIOrMYECKNX BELLLECTB.

Mpumep 6 - TOCTP NCO 14971-2009:

*C.2.7T1poBOAAT NN B MEAULIMHCKOM M3Aenun 06paboTKy 6Monornyecknx BeLecTs ANS UX NOCAeSYIOLLEro nc-
NoNb30BaHWA, TPAHCHY3NN AN TpaHCnIaHTauun?

PaccmaTpuBaemble hakTopbl: BUA 06paboTku n obpabaTbiBaemoe!ble) BewecTBO(a) (Hanpumep, ayTo-
TpaHchysua, gnanus, 06paboTKa KOMMNOHEHT OB KPOBW AN KNeTo4YHaa Tepanus)».
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8.8.4 TpefHa3Ha4YeHHOCTb /1 OYUCTKMN

B gaHHOM pasfene onucbiBalTCA TpeboOBaHUS K MAEHTURUKALUM MeAULUHCKUX U3fennii no ux
npegHasHa4YeHuMIo .19 OYUCTKN.

Mpumep b - TOCT P UCO 14971-2009:

«C.2.9 MpefHasHA4YEHO NN MeLULMHCKOE U34enne ANsl Py TUHHONW OYUCTKMU M AE3UHGEKLMN, BbIMOAHAEMbIX
nonb3oBaTenem?

PaccmaTpusaemble hak TOpbl: BUALI MPUMEHAEMbIX YNC T ALLMX U AEMHIULMPYIOLLNX CPEACTB, @ TaK>Kenobble
OrpaHNyeHns Yncna LMKoB 0YUCTKN. KOHCTPYKLMA MEAULMHCKOTO U3LENNS MOXKET BANAT b HAPe3yb TaTUBHOCTb
PYTWHHO 04NCTKM 1 Ae3nHdekuun. Kpome TOro, cnefyeT YYuTbIBATb BAUSHNE YNCT AWNX U E3UHPULMPYHOLLUX
CpeAcTB Ha 6e30MacHOCTb MM XapaK TepuUCcTUKN MEAULMHCKOTO U3fenvs™.

8.9 Knaccudukauyma

B faHHOM pasgene onucbIBaloTCA TpeboBaHUS B OTHOLLEHUW KnaccuuKaunm MefuLMHCKUX U3aenuii.

Mpumvep A - OupekTusa CoseTa 93/42/ESC:

*1. ObopyfoBaHue AOMKHO nogpasfenaTbes Ha knaccol |, Ma, 11bun 111, Knaccudukaums ocylwecTsaseTcs
B COOTBETCTBUK C [Mpuno>keHnem IX.

2. B cnyyae BO3HWKHOBEHWSA CopaMe>Kay U3roTOBUTENEM 1 COOTBET CTBYHOLLMM HOTU(ULMPOBAHHBIM OpraHoM
Mo MoBOAY NPUMEHEHNS NpaBUN KnaccuduKaLum BoNpoc AOMKeH nepeAaBaThes 415 PELLEHNS B KOMNETEHTHbli
opraH, cy6beKTOM KOTOpOro fB.rAeTCcA 3TOT HOTU(ULMPOBAHHLIA OpraH.

3. Mpaswuna KnaccudukaLumm, ycTaHoBneHHble B MpunodkeHun 1X, MoryT 6bITb U3MEHeHbl B COOTBETCTBUN
C NpoLeaypoii, onpeaeneHHon B cTaTbe 7(2) B CBeTe TEXHNYECKOr0 Nporpecca u Apyroi nHopmauum, KoTopas
[OCTYNHA B MHOPMALMOHHOI cucTemMe, NPeayCcMOTPeHHON B cTaTbe 10.

Mpuno>keHue 1X. KnaccuukaynoHHble KpuTepum

I1. Mpasuna peannsaLmnm

2. MpumeHsaemMble npasu.ra

2.1 MpumMeHeHVe npasun Knaccumukauum JON>KHO ONpefenaThCa NpegHasHa4YeHHbIM UCNoNb30BaHNEM NPU-
60poB.

2.2 Ecnv npubop npeAHasHavYaeTca 415 UCN0Nb30BaHMA C APYrMM NprubopoM, npasuna Knaccuukauumy JOMKHbI
NPUMEHATBCA K KaXKA0My Npru6opy 0T Ae/bHO. MprHaIeXKHOCT U KNaccuuLmpyoTCsa CaMOCT 0A T EbHO, 0T AebHO
0T npubopa, C KOTOPbIM OHU COBMECTHO UCMONB3YIOTCS.

2.3 lMporpamMmMHoe obecneyeHmne, ¢ NOMOLLLID KOTOPOro OCYLLeCcTBASETCA ynpasneHne npubopom n KOTOopoe
BAMAET Ha NpyMeHeHne Npubopa, aBTOMATUYECKN OTHOCUTCA K TOMY >Ke Knaccy.

2.4 Ecnm npubop He npefHasHayeH ANs NPUMEHEHNS UCKNOYMTeNbHO MW NPeUMYLLECTBEHHO B ONpeaeneHHol
yacTV OpraHm3Ma, OH JoNKeHpaccmMaTpuBaTbCA M KnaccuuumpoBaThCA B COOTBETCTBUM C HAMb0/ee 3HaUMMbIM
BapMaHTOM yCTaHOB/NEHHOIO NPUMEHEHNA.

2.5 Ecnv HecKonMbKO npasui NPUMEHUMO K OAHOMY U TOMY >Ke npnbopy, TO Ha OCHOBaHUM pabounx xapakTe-
PUCT WK, YKa3aHHbIX N3roTOBUTeNeM, OMKHbI MPUMEHATbCA Hanbonee XKeCcTKue Npasuia, NpefycmMaTpusatoLLe
CaMy'o BbICOKYIO KnacCumkauuio».

Mpumep B - TOCTP NCO 14971-2009:

«C2.23 fBnAeTCcA MM MeANLMHCKOE n3genve Mo6uibHbIM WA NOPTaT UBHBIM?

PaccmaTpuBaeMble (hakTopbl: HEOOXOAMMbIE 3aXKNMbl, PYKOSTKM, Koneca, TOPM03a, MexaHuyeckas ycTou-
UMBOCT b U NPOYHOCT b MEAULIMHCKOIO U3AeNNs™.

18



FOCT P 55357 -2012

8.10 OueHKa pucka

B gaHHOM pasgene onucbIBaloTCA TPeboBaHNSA B OTHOLLEHUW OLEHKWN PUCKA 4151 MEAULMHCKUX U3LENUIA.

Mpumep A - OupekTusa CoseTa 93/42/EQC, Mpunoxkenue I:

«/. O6wwme Tpe6oBaHus

1. Mpubopbl JOMKHBLI paspabaTbiBATHCA ¥ U3rOTaBNMBATHLCA Takum 06pa3om, 4T06bl NpU NCNONb30BAHUM
MPUYCT aHOBEHHbIXYCNIOBUAX W HA3HAYEHWUW OHU HE NOABEPraM PUCKY KNMHUYECKOE COCT OSHUE UK 6e30MacHoCTb
nauveHTOB, UK 6e30MacHOCTb 1 3[0POBbE NONb30BATENEN, UK. BO3MOXKHO, APYTrUX UL, MPU YCNOBWW, YT 0 Ntobble
PUCKM, KOTOPbIE MOTYT 6bITb CBA3AHbI C UX NPUMEHEHNEM, SBAAIO T CA LONYCTUMbIMU PUCKAMMW, COU3MEPUMBIMU
C NOMO>KUTENbHbIM PE3yNbTaTOM AN NaunMeHTa, 1 6binn COBMECTUMbI C BbICOKUM YPOBHEM 3aLLMT bl 340POBbA
1 6e30nacHOCTL.

2. PelleHus, npuHuMaeMble U3roTOBUTENEM NpU paspaboTke 1 KOHCTPyMpoBaHUy Npubopos, AON>XKHbI COOT-
BeTCTBOBATb NPUHLMNAM 6e30NacHOCT Cy4eTOM COBPEMEHHOrO TEXHNYECKOrO YPOBHS.

3. Mpw BbIGOpe Hanbonee NpueMneMbix BapuaHTOB PeLleHNs N3roTOBUTENb JO/MKEH NPUMEHATb CnefytoLLye
NPUHLMNbLI B CeAytoLLem nopsaake:

—10 BO3MO>KHOCTU YCT PaHAT bWaK CHUXKATb pUCKM (06ecneunBaTb 6€30MacHOCTbY>Ke Ha 3TanepaspaboTku
N KOHCT pyKLuum);

—10 BO3MOXKHOCT M NPUHUMAT b afieKBaTHbIE Mepbl 3aLMTbI, BKNOYAIOLLME MPU HEOGXOAMMOCT M aBapuitHy0
CUTHaNN3aLMIo B CyYae PUCKOB, KOTOPbIE HEBO3MOMKHO UCKIIOUYNTb;

—MHOPMUPOBATb NONb30BaTENEN 06 OCTATOUHbIX PUCKAX NPU HEAOCTATOYHOCTHW NPUHATIX Mep 3aLyu-
Thi».

8.11 lMpegycmMOTpeHHOE Ha3HauYeHWe U MPUMEHEHME

B paHHOM pasgene onucbiBalOTCA TPe60BaHMA BOTHOLEHUN NPeAYCMOTPEHHOM0 Ha3HavYeHUs 1 Npu-
MEHEHUS MESULIMHCKNX U3aeNnii.

Mpumep A - OupekTusa CoseTa 93/42/ESC, Mpuno>keHue I:

* 1. Tpe6oBaHWs K pa3paboTKe N KOHCT PyKLuUK

13. ViHthopmauus, npefocTasnseMas u3roToBuTenem

13.4 Ec/m npefHa3HayeHHOe NpUMeHeHVe Npubopa He ABAAeT CA 04eBUAHLIM AN NONb30BATENSA, U3FOTOBUTENb
0653aH YeTKO yKa3blBaTb €ro Ha 3TUKETKE U B UHCTPYKLWW MO NPUMEHEHNIO™,

Mpumep B - TOCTP NCO 14971-2009:

*C.2.1 KakoBo npefycMOTPEHHOE NPUMEHEHWe U KaK cnefyeT NPUMeHATb MeANLMHCKOE n3genne?

PaccmaTpuBaemble hakTopbl:

—pOoNb MeAULMHCKOTO U3aems:

—B AMarHocTuKe, NPOMNaKTUKE, MOHUTOPUHIE, NeYeHn um obneryeHumn 3abonesaHus;

—KOMMNeHcauum Tpasm uam PrU3nyecknx HeJOCTaTKOB;

—3aMeLLeHnn uan MoandrKauun YacTeid Tena uam KOHTpone 3adaTws;

—noKasaHua K NpuMeHeHno (Hanpumep, NpeanonaraemMble rpynnbl N0fb30BaTeNeN);

—npegHa3Ha4yeHo N1 MeULMHCKOE U3feNne ANd COXPaHeHNa Un NOALEP>KaHNA >KNU3HK;

—He06x0AMMOCTb BMeLaTeNbCTBa CreLmanMcToB Npu 0TKa3e MeAULMHCKOTO U3Aenus.

C.2.24 TpepHasHayveHo N1 MeAULMHCKOe U3Lenne 418 OGHOKPAaTHOro NpUMeHeHna?

PaccmaTpusaemble (hakTopbl: BO3MOXKHOCTb CaMO/MKBUAALUN MEANLMHCKOTO U3AeNns nocne NpUMeHeHns:
HaMuue yKasaHuii Ha TO, YTO jaHHOe U3genne y>ke 6b110 NPUMEHEHO.
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C.2.29.2 Vcnonb3yloT 1 MeAMULMHCKOE U3fenne B Cpee, B KOTOPOii 0T BAeKatoLwye hak Topbl MOy T NpUBECTM
K ombKaMm NpuMeHeHns ?

PaccmaTpusaemble (hakTopbI:

—{10CNefCTBUSA OLIMOOK NPUMEHEHUS;

—CBefleH1s 0 TOM, ABNA T CA M 0TB/EKalOLWMe (hakTopbl NPUBLIYHBIMW A5 N0/b30BATENS;

—BEPOATHOC Tb NOABNEHNSA PESKO CNYYAIOLWNXCA 0T BNEKAIOLWNX (DaK TOPOB.

C.2.29.7 bygeT nu MeAMLMHCKOE U3aenne NPUMEHSTbCA LamMu € 0cobbIMM NOTPebHOCTAMN?

PaccmaTprBaemble hakTOpbI: NpeAnonaraeMblii Noab30BaTeNb, EFOYMCTBEHHbIE CMOCOGHOCT Y M (hranyeckue
BO3MO>KHOCTW, HaBblKN 1 NOArOTOBKA, 3PrOHOMUYECKME aCNEKTbl, Cpesa NPUMEHeHNS, TPeboBaHus K yCTaHoB-
Ke/MOHT a>Ky, CNoCO6HOCTb NauMeHTaynpasnaTb NPUMEHEHNEM MeSNLMHCKOTO U3LeUs UK BO3LelicTBOBaTb Ha
AaHHoe npuMeHeHne. Ocoboe BHUMaHWe cnegyeT yaensTb NoNb30BaTeNsM CO cneunmyeckumm noTpebHOCTAMM,
TaknUM Kaknuua c orpaHnyeHHbIMY BO3MOXKHOCTAMU, NO>KUAble nioau 1 geTu. Kcneyndnueckum noTpebHOCTAM
MO>XHO Tak>Ke 0OTHeCTW NOTPe6HOCTb B AONONHUTENLHOM NOMOLLM APYroro Auua B NpoLecce MCnob3oBaHUs
MeAuLMHCKOro usgenus. CnefyeT pacCMOTPETb BO3MOXKHOCTb UCMO/b30BaHUA MEANLMHCKOTO M3fennsa nuuamm
C pasHbIM YPOBHEM MOArOTOBKM W KYbTYPHBIMY OCO6EHHOCT AMU.

C.2.31 Kakosbl Cnoco6bl HenpasuibHOr0 NPUMEHEHNA MeANLMHCKOr0 U3aenusa?

PaccmaTprBaemble hakTOpbl: HeNMpaBubHOE MPUMEHEHWe NepeknioyaTeneit; BbIXog N3 CTPOs CUCTEMbI
CUTHa/mM3auum unn 3NeMeHToB, ob6ecneymBatoLLmx 6e30NacHOCTb NMPUMEHEHUA: NPeHeOpPeXKeHne peKoMeHgaunamu
M3roTOBUTENSA B OTHOLIEHNN TEXHUYECKOTO 0BCTY>KUBAHNAY.

8.12 [llpoekTunpoBaHue

B naHHOM pasfene onucbiBaloTCA TpeboBaHUA B OTHOLLEHUN MPOEKTUPOBAHUA MEAULMHCKUX U3je-
nnn.

Mpumep A —AunpekTusa CoseTa 93/42/E3C, Mpuno>keHue 1:

«Il. Tpe6oBaHus K paspaboTKe 1 KOHCT PYKLMUK

7. Xnmuyeckue, dusnyeckme n 6nonornyeckme CBONCTBa

7.1 Tpubopbl AOMKHbI paspabaTbiBaTbCs U U3rOTaBAMBATLCA Takum 06pasomM, 4T06bl rapaHTUpPoBaThb
XapakTepucTMKN U (YHKLMOHANbHbIE CBOWCTBA, yKasaHHble B pasgene | ,,06wme Tpe6oBaHns". Ocoboe BHUMaHMe
Heo6X0ANMO yaenaTh:

— BbIOOPY UCNONb3YEMbIX MATepUasIoB, 0OCO6EHHO B HaCTU TOKCMYHOCTU U, B COOTBETCTBYIOLMX ClyyasX,
BOCMNaMeHSEMOCT 1;

—COBMECTUMOCT U MEXX/Y UCMOb3yeMbIM MaTEPUANOM W BUONOTMYECKUMMN TKAHAMM, KNeT Kamu U XKNAKOC-
T AMU OpraHn3ma cy4eTOM NpegHa3HauYeHHOro NpUMeHeHus npuéopa.

7.2 Mpubopbl SOMKHbI paspabaTbhiBaTbCA, M3r0OTaBAMBATLCA W YNaKoBbIBATHLCA TakuM 06pasom, 4TobbI
MWHUMWU3NPOBATb PUCK, KOTOPbLIA HECYT C CO6O/ 3arpAsHsIoLL/e BeWecTBa U OCTATKU A8 ANL, CBA3AHHbIX
C TPaHCNOPTUPOBKOW, XpaHeHemM W NpUMeHeHremM NpubopoBs, U ANA NauueHTOoB C y4eTOM NpefHa3HAuYeHHOro
npuMeHeHus nsgenns. Ocoboe BHUMaHME JOMKHO YAENA TbCA He3aLMLLEHHbIM TKaHAM, a Tak>e NpoAoKUTeNb-
HOCTU W NePUOANYHOCT M BO3AEHCTBUS.

7.3 Tpunbopbl fOMKHBI pa3pabaTbiBATHCA U M3rOTaBAMBATbLCA TakuM 06pas3om, YT0obbl OHM MOru 6e3onac-
HO MCMOMb30BaTbCA BMECTE C MaTepuanamu, BelecTBamy 1 razamMu, C KOTOPbIMU OHW BCTYNAOT B KOHTaKT
NPy HOPMabHOM NPUMEHEHWU MW BO BpeMs 00bIYHbIX NPoLieayp; eCcav Npubopbl NpeAHasHaueHbl 414 BBOAA neKap-
CTBEHHbIX NMPenapaToB, OHW AO/MKHbLI paspadaTbiBaTbCA U U3roTaBMBATLCA TakuM 06pasoM, 4Tobbl ObITb
COBMECTW.UbIMU C COOTBET CTBYHOLLMMU 1eKapCTBEHHBIMY NpenapaTamm COrNacHo NoNOXKEHNAM 1 OTPaHUYEHNUAM.
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perynupytowwmM 3T1 npenapaThbl, U 4T06bl UX (YHKLMOHAbHbIE CBOWCTBA NOAAEP>XKMNBAIUCH B COOTBETCTBUM
C NPeAHNT a4yeyHbIM NPUMEHEHNEM.

7.4 Ecnunpn6op BKIOYaeT B KaYecTBe HEO T beMEMO Yac TV BeLLeCTBO, KOTOPOE NpU ero CamoCTOA T ebHOM
NPUMEHEHUN MOXKET paccMaTpuBaTbCA Kak MeAULMHCKIIA NpenapaT, onpejeneHHblii B cTaTbe / JupekTuBbl
CoseTa 65/65/E3C, 1 KOTOpOe AONOMHAET feiicTBue Npubopa, TO 6e30MacHOCTb, KaYeCTBO U MPUrOAHOCTb
3TOro BelecTsa Cy4eTOM HaTauyeHnsa npubopa [ONKHbI 6bITb NPOBEPEHbI M0 aHANOrK COOTBETCTBYOLWMU
mMeTogamu, onpegeneHHbiMu B AnpekTuse CoseTa 75/3IS/ESC.

7.5 Mpubopbl JOMKHBI paspabaTbiBaTbCA U U3rOTaBMBATbLCA TaKUM 06pa3oM. YT00bl MUHUMU3NPOBAT b
pUCK, KOTOpbI CO34al0T BeLlecTBa NPy MXyTeuke 13 npubopa.

7.6 Mpubopbl JONKHbI paspabaTbiBaTbCA W NIrOTaBMBaTbCA TakuM 06pa3oM, YTOObl B MakCMMansHOM
CTENeHy MUHAMNINPOBAT b PUCK, BbI3blBAEMbIA CyYaiiHbIM nonagaHnem B Npubop BeLecTB C y4eTOM Camoro
npubopa v xapakTepa cpebl, B KOTOPOI ero npeanonaraeTcs NPUMeHATb™.

Mpumep b - TOCTP NCO 14971-2009:

«C.2.28 BypyT N1 Heo6x0AMMbI paspaboTka 1 BHeAPEeHWE HOBbIX MPON3BOAC TBEHHbIX NPOLECCOB?

PaccmaTpuBaemble (hakTOpPbI: HOBbIE TEXHOAOMMW UK HOBble MacLLTabbl NPOU3BOACTBA-.

8.13 BnaHue 3KcnayaTauMOHHbIX XapaKTEPUCTUK Ha NMPUMEHEHNE

BpaHHOM pasfene onucbiBalOTCA TPe60BaHNA BOTHOLEHUN B/IMAHUA 3KCM/TyaTalMOHHbIX XapaKTe-
PUCTUK Ha NPUMEHEHUE MeSULMHCKNX U3aeNnid.

Mpumep A —upekTunsa CoseTa 93/42/E3C, Mpuno>keHwe |:

«1l. TpeboBaHus K paspaboTke N KOHCTPYKLUK

7. Xumuyeckue, usnyeckue n bronornyeckne cBOMCTBA

7.1 Mpubopbl JOMKHbI paspabaTbiBaTbCA W U3rOTaBIMBATbLCA Takum 06pa3om, YTo6bl rapaHTUpoBaTh
XapakTepucTUKM 1 hyHKLIMOHANbHbIE CBOICTBA, yKasaHHble B pasaene / ,,06Lie Tpe6oBaHus

Mpumep b - TOCTP NCO 14971-2009:

«C.2.34 3aBuUCWT N NPUMEHEHNE MEANLMHCKOTO M34eUS OT ero BaXkKHeWLnX SKCTTyaTalMoHHbIX XxapakTe-
pucTuK?

PaccmaTprBaemble (hakToOpbl: BbIXOAHbIE XapaKTepPUCTUKN n3genuii, obecrneumBatoLLx >Ku3HeobecneyeHne
opraHusma: cpabaTblBaHWe CUCTEMbI CUTHANM3aLMN.

B pasgene paccMOTpeHbl BaXKHelLLMe 3KCNIyaTalLMOHHbIe XapaKTepucTUKN MeLULNHCKNX 3NeKT pPUYeCKnX
n3gennii n MefULNHCKNX 3NeKTPUYECKUX CUCTEM™.

8.14 WHdopmauymsa

B naHHOM pa3sgene onucbiBaloTCA Tpe60BaHUA B OTHOLIEHUMN MH(OPMALMN O MEAULLUHCKUX n3ge-
nnax.

Mpumep A —upekTunsa CoseTa 93/42/E3C, Mpuno>keHve |:

«I1. TpeboBaHnsa K pa3paboTKe N KOHCT PYKLUM

13. NHdopmaums, npefocTasnseMas U3roTosuTenem

13.1 Ka>kgplit npnbop fOMKEH CONPOBOXKAATLCS H(OpMaLeli, He0OXO4MMOI A5 ero 6e30MacHOro NPYMEHEHNS
1 AN MGEHTUUKaLMN N3roTOBUTENSA CY4eTOM YPOBHA MOArOTOBKM U 3HAHWIA NOTeHLUMabHbIX N0Nb30BaTeNeN.

3Ta MHhopMaLns COLeP>KUT NOAPOBHbIE jaHHbIE, NPUBOAMMbIE HA 3 TUKETKE U B UHCTPYKLMAX NO/Mb30Ba-
Tens.
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WHthopmaLms, Heobxoanmas s 6e30nacHoro npuMeHeHns npubopa, AoNXKHa, HACKOAbKO 3T 0 BO3MOXKHO MyMec-
THO, pasmeLlaTbCs Ha CaMoM NprBope M/MAn Ha ynakoBKe KaXkoro npubopa, unn B COOTBETCTBYIOLLMX ClyYasx Ha
TOproBoi ynakoske. Ecnn nHavsmaya.roizas ynakoska KaXk ol e AuHuLbI npubopa HeocyLLecTBuMa, T0 MHopmaLms
[0/MKHa pasMeLLaThCA Ha INCTKe-BKNagbllle, NOCTaBAAEMOM C OAHUM W.IM HECKONbKUMU Nprubopamu.

VIHCTpYKUMM NO NPUMEHEHUIO JOMXKHbLI MOMELLATbLCA B yNakoBKy KaxKoro npuéopa. B nopsake ucknoueHns
Takue MHCTPYKLWM MO NPUMEHEHNIO He TPebyTCs Ans Npubopos knaccos / unn Ma, ecnam oHW MOry T Ge3onacHo
1cnonb3oBaTheA 6€3 NOA0GHBIX MHCTPYKLMIA.

13.2 Mo BO3MO>KHOCTU AaHHYI0 WH(hopMauunio cnegyeT NPUBOAMTb B BUAE CUMBONOB. J110601 1Cnonb3yemblii
CVMMBON MW MAEH T UNKALMOHHBINA LBET [OMKEH COOTBETCTBOBATbL rapPMOHN3NPOBAHHbLIM CTaHAgapTaMm. B Tex
obnacTsXx, rae He MMeeTCA CTaHAapT 0B, ONVCAHWE CLLIYBOMOB W LiBET OB JOMKHO COAEeP>KAaThCA B JOKYMEH T auuu,
nocTasnsaeMoii C npMbopom.

13.3 OTuKeTKa JOMKHA Coaep>KaThb ChefytoLime faHHble:

—HauMeHoBaHMe nan hMpMeHHOe Ha3BaHue M3roToeuTens. 4ns npubopos, MMNopTUpyembix B Coo6LLeCTBO
C Lenbio pacnpocTpaHeHus B CoobLLecTBe, 3TUKETKA UM UX BHELLHAS YNakoBKa, AW UHCTPYKLWM NO npumMe-
HEHWIO JOMKHbI JONONHUTENBHO COAeP>KaTb HaMMeHOoBaHWe 1 agpec TM60 0TBeTCTBEHHOIO LA, yKa3aHHOro
B cTaTbe 14 (2), Mmb0 ynonHOMOYEHHOTO NpeAcTaBnTens usroTosnTens 8 CoobLyecTse, IM60 MMNopTeEpa,
npu3HaHHoro B Co06LLeCTBe, B 3aBUCMMOCTU OT KOHKPETHO! cnTyauuu;

—[laHHble, abCOMOTHO HE0OX0ANMbIE NOMb30BATENO 415 MAEHTU(MKaLMK Npubopa 1 cofep < aHuns ynakosku;

—TrJe 3T0YyMeCcTHo, cnoso - CTEPU/TbHO™;

—Tr[e 3TOYMeCTHO, KO napTuu ¢ pasMeLiaeMbIM nepeg HUM cnosoM *TMAPTUSA» nam nopsaLKoBbIM HOMEPOM;

—f/le 3TOYMeCTHO, yKasaHue faThl, O KOTOpOii fonyckaeTcs 6e3onacHoe NpuMeHeHe Npubopa, BblpaXkeHHoe
B rogax 1 mecsauax:

—Trfe 3T0YMeCTHO, yKaszaHue TOro, 4T0 AaHHbli npubop npegHasHayeH Ans 04HOPa30BOro UCMONb30BAHUSA:

—eCnn Npubop UHAMBNAYANLHOTO UCTMIONHEHUS, HA HEM CnefyeT yKasblBaTb «pubop UHANBMAYANbHOTO UCNON-
HeHuns™;

—ecnu npubop npefHasHaueH Ans KNMHUYECKMX UCCNef0BaHNIA, Ha HEM CneflyeT yKasblBaTb *NCKNOUNTENbHO
AN KNMHUYECKNX UCCNEeA0BaHNIA™;

—nto6ble cneynanbHble yCIoBUS XpaHeHns n/unm obpatleHuns:

—nto6ble crneymanbHble paboune NHCTPYKLWK;

—nto6ble NpeaynpeXkaeHns n/nam Mepbl NPeAoCcTOPOXKHOCTM, KOTOpble He0bX0AMMO cobMoaaTb;

—Trof U3rOTOBNEHNA ANA aKTWBHbIX NMPUOOPOB, OT/IMYHLIX OT TEeX, KOTOpble yKa3aHbl B NyHKTe (e). 3TOo
yKasaHne Mo>KeT BKMIOUYATbCA B HOMEP NapTuu unn NopsiAKoBbIA HOMep;

—Trfe 3T0YMeCTHO, Cnocob CTepunn3aLmm.

13.4 Ecnu npefHa3HavyeHHOe NpYMeHeHue npubopaHe ABNSeT CA 04EBUAHbBIM 415 NONb30BATENSA, U3rOTOBUTEND
0653aH YeTKO yKa3blBaTh €ro Ha 3TUKeTKE U B UHCT PYKLWAW MO NPUMEHEHNIO™.

Mpumep 6 - TOCTP NCO 14971-2009:

«C.2.27 Kakasa nHopmauuns no 6esonacHoMy npumMmeHenunto byaeT npefocTasneHa nonb3oBaTento?

PaccmaTpuBaemble (DakTopbI:

—CBe/eHus 03MoM, 6yaeT M HdopmaLmsa NnpesocTasneHa KOHeYHOMY N0Nb30BATEN0 HENOCPeACTBEHHO U3roT0-
BUTENeM um Byay T 3afeiicTBOBaHbI ApyrMenmua, Hanprumep CneLnanmcTbl N0 MOH T a>Ky/yCcTaHOBKe, MOCTaBLLMKM
MeULMHCKNX YCNyT, MEAULIMHCKWE PABOTHUKN Uan hapMaLeBThl, U KaK 3T0 NOBANAeT Ha 06yuyeHue;

— NHopMauma 0 NyckoHanafouHblx paboTax (BBOLE B 3KCMAyaTauuio) v nepesade U3genms KOHEYHOMY
nonb30BaTeNo, a TakXe 0 LieNecoo6pasHOCTM/BOIMOXKHOCTU MOHT aXKa nuamu, He UMeLWUMK crnelyuanbHbIX
HaBbIKOB;
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—CBefieHNsl 0 HEOBXOAMMOCTM NepeoByyeHIst UM NepeaT TecTal Uy ONepaTopos tuu 06CNY>KNBAIOLLErO Nep-
COHasia, UCXOfs U3 NPEeAnoNnaraeMoro Cpoka Cny>k6bl U3fenms».

8.15 W3roToBneHue

B faHHOM paspesne onucblBalOTCA TPeboBaHMUSA B OTHOLLIEHUN W3FOTOBJIEHUA MeANLUHCKUX n3fe-
nni.

Mpumep A —upekTunsa CoseTa 93/42/E3C, Mpuno>keHwe |:

* /A, TpeboBaHWsa K pa3paboTKe N KOHCT PyKLum

7. XuMuyeckue, hmsnueckue n b1uonornyeckme cBOMCTBa

7.1 Mpubopbl JOMKHbI paspabaTbiBaTbCA W U3rOTaBIMBATbLCA Takum 06pa3om, YTobbl rapaHTUpoBaTh
XapakTepucTUKM 1 (hyHKLMOHaNbHbIe CBOMCTBA, yKa3aHHble Bpasgene / «O6Live TpebosaHus». Ocoboe BHUMaHe
HeO6XOANMO YAenaTb:

— BbIBOPY NCMNONb3YEMbIX MaTepuUanoB, 0COGEHHO B HaCTU TOKCUMYHOCTU U, B COOTBETCTBYHOLMX Cly4asX,
BOCMNaMEeHAEMOCTU;

—COBMECTMMOCT U MEXKAY NCNO/b3YEMbIM MaTEpPUanoM 1 B1ONOrMYECKUMU T KaHAMM, KNe T Kamu 1 XKUAKOC-
TAMW OpraHusMa c y4eT oM npefHasHavyeHHoro npumeHeHns npubopa.

7.2 Mpnbopbl JOMKHBI pa3pabaTbiBaTbCA, M3roTaBMMBATLCA M YNAKOBbIBATLCA TakuM 06pasom, YToObI
MWHUMU3MPOBATb PUCK, KOTOPbIA HECYT C CO60I 3arpasHAlOLLMEe BelecTBa W 0OCTaTKU A5 UL, CBA3AHHbIX
C TPaHCNOPTUPOBKOW, XpaHeHWeM W NPUMEHeHeM Npu6OpPOB, U ANS NaUWEHTOB C y4eTOM NpefHa3HAYEHHOro
npuMeHeHusa nsgenuns. Ocoboe BHUMaHNe JONXKHO YAENATbCA He3aLMLLEHHbIM TKaHAM, & Tak>Ke NPoAoHKUTEeNb-
HOCTW ¥ NePUOANYHOCT U BO3LENCTBUS.

7.3 TMpunbopbl f0MKHBI paspabaTbiBaTbCA M U3rOTaBIMBaATbLCA TakuM 06pa3oM, 4T06bl OHM MOTW 6e3onac-
HO MCNONb30BaTbhCA BMECTE C MaTepuanamu, BellecTBamu U ra3amu, ¢ KOTOPbIMW OHW BCTYNAOT B KOHTaKT
MpY HOPManbHOM NPUMEHEHWM MW BO BpeMA 06bIYHbIX NPOLEAYpP; ecan Npubopbl NpeaHasHaueHbl 418 BBOAa nekap-
CTBEHHbIX MpenapaToB, OHW AO/MKHbI paspabaTbiBaThCA M U3roTaBMBATbLCA TakuM 06pasoM, 4T06bl 6bIThb
COBMECTUMbIMU C COOTBETCTBYHLLMMU 1eKapCTBEHHbIMI NpenapaTamm COracHo NONOXKEHNAM U OTPaHUYEHNAM,
peryupylowmm 3Ty npenapaThl, ¥ 4T006bl UX (hYHKLMOHANbHbIE CBOWCTBA NOAAEP>KMUBAINCH B COOTBETCTBUN
C nNpeAHa3Ha4YeHHbIM MPUMEHEHNEM.

7.4 Ecnnnpvbop BKIIOYaeT B KA4eCTBE HEOTbEMIEMOH YaCc TV BELLECTBO, KOTOPOE NPK ero CamocT 0T Ee/IbHOM
MPUMEHEHUN MO>KET paccMaTpuBaTbLCS KakK MeAULMHCKWIA MpenapaT, OnpefeneHHbli B cTaTbe 1AnpekTuBbl
CoseTa 65/65/E3C, v KOTOpOe AONOMHAET AeiicTBMe Npubopa, TO 6e30MacHOCTb, KaYeCTBO U MPUroAHOCTb
3TOro BelecTBa Cy4yeTOM HazHayeHns npubopa Jo/MKHbI ObITb NPOBEPEHbI MO aHANOrMK COOTBETCTBYOLMMU
meToAamu, onpegeneHHbiMu B AnpekTuee CoseTa 75/318/ESC.

7.5 Mpunbopbl JOMKHbI paspabaTbiBaTbCA U U3rOTaBAMBATLCA TakuMm 06pasoM, 4T06b6I MUHUMU3NPOBAT b
PUCK, KOTOPbIN CO34AKT BeLLecTBa Npu NXyTeuke u3 npuéopa.

7.6 Mpu6opbl JOMKHBLI paspabaThiBaTbCA W N3rOTaBIMBATbLCA TaKUM 06pa3oMm, 4T06bl B MakcUManbHOM
CTEneHy MUHUMWU3NPOBATb PUCK, BbI3biBAEMbI ClyYaiiHbIM NonagaHnem B Npubop BeLecTB, C y4eTOM CaMoro
npnubopa v xapakTepa cpefpl, B KOTOPOI ero npeanonaraeTcs NPUMEHATb.

8. NHeKUMOHHOE N MUKPOBHOE 3arpasHeHns

8.5 Mpun6opsl, NpegHasHayeHHble ObITb CTePUbHLIMU, AOMKHbLI U3rOTaBIMBATbCA NOA COOTBETCTBYIOLMUM
KOHTpO/em (Hanpumep, B KOHTPONNPYEMBIX YCNOBUAX CPefbl)».
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8.16 TexHM4eckoe 06CNyxXmBaHue

B paHHOM pasgene onucbiBalOTCA TPe60BAHNSA MMEHHO BOTHOLLEHMM CAMOT0 TEXHUYECKOI0 06CYXN-
BaHNS MeJULNHCKNX N34eNNIA, a HE BIUSHNE NPaBUIbHOCTU €70 NPOBEAEHNS Ha 340P0Bbe MaLNeHTOB.

Mpumep b - TOCTP NCO 14971-2009:

*C.2.1S Heobxoanmbl 1 TexXHUYeCKoe 06Cny>KnBaHue nan KannbpoBka MeanLMHCKOro n3genns?

PaccmaTpusaemble PakTopbl BKNIOYAOT CBEAIEHNS O TOM:

— JOMKHBI 1 TEeXHUYEeCKoe 06CNy>KUBaHNe U/nnn Kanubposka BbIMONHATHLCA ONepaTopoM, No/b30BaTENEM
UNn CneumanucTom;

—He06x04MMbl 11 CrelmnanbHble BelecTsa n/unu 060pyaoBaHve ANs HagedKallero TeXHUYECKOro 06Cny>Ku-
BaHMA 1AM KannbpoBKn».

8.17 CTtepunmsaumsa n obpaboTka

BpaHHOM pasfenie onucbiBalOTCA TPe60BaHNSA BOTHOLIEHUMN CTepUAM3aLumn n obpaboTKM MegnLnH-
CKUX U3Aenunii.

Mpumep A —AunpekTunea CoseTa 93/42/E3C, Mpuno>keHwe |:

*11. TpeboBaHus K pa3paboTke N KOHCTPYKLUK

8. NHdekunoHHoe 1 MrKpoBHOe 3arps3HeHus

8.3 Mpnbopbl, NOCTaBNseMble B CTEPUIBHOM COCTOSIHUM, AOMKHbI U3rOTAaBAMBATHLCA U CTEPUIN30BATbCS
COOTBETCTBYIOLMMN NOATBEPXKAEHHLIMU MET 0JaMU.

Mpumep B - FTOCTP MCO 14971-2009:

«C.2.8 CTepubHO 1 NOCT aBAseMOoe MeANLMHCKOe U3aenune, Uan OHO NPefHa3HauY€eHOo ANs CTepuamsal iy nonb-
30BaTeNeM. MW HEOBXOAMMbI ApYyrue BuablI MUKpobronornyeckoin 06paboTkn?

PaccmaTpuBaeMble hakTopbl:

—IpefHasHayeHo M MeAnLMHCKOe u3genne Ansa 0f4HOKPATHOro AN MHOTOKPATHOrO NMPUMEHEHNS;

—/laHHble 06 yCNOBUAX XpaHeHNA:

—OrpaH1yeHne Yncaa NoBTOPHbIX MPUMEHEHNIA;

—Cnoco6bbl CTepuan3aLnm:

—B034elCTBYe CMOCO60B CTepuan3aLnin, He NPeAyCMOT PEHHbIX U3rOTOBUTENEMY.

8.18 Mapkunposka

B gaHHOM pasgene onucbiBaloTCsA TPe60BaHNSA B OTHOLLEHUN MaPKUPOBKM MeAULUHCKUX U3LeNniA.

Mpumep A —upekTunsa CoseTa 93/42/E3C, Mpuno>keHwe I:

*11. TpeboBaHMs K pa3paboTKe N KOHCTPYKLUN

8. VHheKUMOHHOe 1 MUKPOBHOE 3arps3HeHum

8.7 YnakoBka n/mnu mapkupoBka npuéopa foMKHbI 06ecneumBaThb pasnnyne MeXxay WAeHTUYHBIMK UAK CXO-
SKUMU N3[enmamu, NpojaBaeMbiMU Kak B CTEPUIbHOM, Tak U B HECTEPUIbHOM COCTOSAHUUY.

8.19 OueHKa COOTBETCTBUA

B faHHOM pasgesfie OnnCbIBATCS TPEGOBAHNS B OTHOLUEHUMN OLEHKW COOTBETCTBUS MEAULMHCKMUX
n3genunii.
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Mpumep A —flnpekTusa CoseTa 93/42/E3C, Mpuno>keHve 1:

*T1. TpeboBaHusa K pa3paboTke N KOHCTPYKLUK

9. KayeCTBO KOHCTPYKLMN 1 OKPY>KEHMe

9.1 Ecnm npubopsl NpeAHasHaveHbl 418 NPUMEHEHNA BMECTE € ApyruMu npuéopamu uam obopyAosaHneM, To
BeCb Habop, BKYaA CUCTEMY COEAUHEHMUS, LOMKeH OblTb 6e30MacHbIM U HE CHUXKATb YCTaHOBNEHHbIX (YHK-
LMOHaNbHbIX Ka4yecTB npubopa. J1tobble orpaHnyeHns no NPUMEHEHNI0 JONKHbI ObITh YKasaHbl Ha 3TUKeTKe 1nu
B MHCTPYKUMM NONb30BaTeNs™ .

8.20 Bo3sgeiicTBME HA TEXHUKY

B gaHHOM pasgenie onucbiBalOTCA TPe60BaHMA BOTHOLUEHMW BO3AENCTBUSA HA MEAULMHCKINE U3LeNns.

Mpumep b - TOCTP HCO 14971-2009:

+C.2.22 KaKune MexaH14YeCKune Cuibl MOTyT BO3ZE/CTBOBATL HA MEANLMHCKOE n3aenme?

PaccmaTpuBaeMble (hakToOpbI: CBEEHUA 0 TOM, YNpaBaseT /M MexaHU4eCKUMu cunamu, okasblBatoLLmm Bo3-
AelicTBMe Ha MeULIMHCKOE n3aenue, TOMbKO NoMb30BaTeNb UAN NONb30BATENb COBMECTHO C APYTMMU IMLAMMN™.

8.21 TKaHW XXUBOTHOI0 NPOUCXOXAEHNSA

B faHHOM pasgene onucbiBalOTCA TpeboBaHNA B OTHOLLEHUMN TKaHeN XXUBOTHOIO MPOUCXOXAEHMS,
NpMMeHseMbIX B 0611aCTU MeAULMHBI.

Mpumep A —npekTusa CoseTa 93/42/E3C, Mpuno>keHue I:

*11. Tpe6oBaHus K paspaboTKe 1 KOHCT PyKLK

8. NHhekunoHHoe 1 MUKpoBHOe 3arpsasHeHuns

8.2 TKaHu >K1MBOTHOI0 NPOMCXO0XKAEHUS [OMKHbI ObITh MONYYEHbI 0T XKUBOTHbIX, MPOLUEALINX BE TEePUHAPHBIN
KOHTPO/b ¥ HaA30p Cy4eTOM NPeAnonaraeMoro UCnonb30BaHNa TKaHei.

HoTwuduunpoBaHHble opraHbl LO/MKHbI XpaHUTb Yy cebs nHopmaumio 0 reorpauyeckoM NPOUCXOXKAEHUN
>KVBOTHBIX.

MepepaboTka, xpaHeHue, UCnblITaHne N 06paboTKa TKaHell, KNeTOK 1 BELLeCTB XKMBOTHOrO MPOMCXOXKAEHMNS
[O/MKHbI NPOU3BOANTLCA TaknM 06pa3oM, YT0obObl 06ecneynTb MakCManbHyo 6e30nacHOCTb. B yacTHOCTM,
Heo6xoAMMO NpeAnpUHUMAaTb Mepbl 6e30MacHOCTMW B OTHOLLEHUMN BUPYCOB W APYTUX NEPEHOCUMBbIX BO3OyanTenei
3apasHblx 3a60n1eBaHNi Ny TeM peannsaLmm y TBEP>KAEHHbIX MeT00B YHUUTOXKEHNSA UK BUPYCHOW MHAK T BaLMK
B X0fje npoLiecca N3roTOoBNeHNA™.

8.22 MarTepuanbl, BelW,ecTBa, KOMMNOHEHTHI

BpaHHOM pasfene onucbiBalOTCA TPe60BaHMA B OTHOLLEHUN MATEPMasioB, BELLLECTB U KOMIMOHEHTOB,
MCMofb3yemblX B 06/1aCTVN MeANLMHBI.

Mpumep A —AnpekTuea CoseTa 93/42/E3C, MNpuno>keHve 1:

11 Tpe6oBaHuUs K pa3paboTke 1 KOHCTPYKLMK

7. Xumunueckue, usnyeckue n buonornyeckue ceoiicTaa

7.1 Mpubopbl AOMKHbI pa3pabaThiBATLCSA M N3roTaBIMBaTbCA TakuM 06pa3oM, YTO06bl rapaHTWMpPoOBaTh
XapakTepucTVKN N PyHKLMOHaNbHbIE CBONCTBA, YKadaHHbIe B pasgene 1«06Lupme TpebosaHns™. Ocoboe BHUMaHWe
Heo6X0AMMO yAeNAThb:

— BbI6OPY NCNOMb3yEMbIX MATepPUanoB, 0COGEHHO B YaCTU TOKCUYHOCTY U, B COOTBETCTBYHOLMX ClydasX,
BOCM/NIAMeHSeMOCT 1.
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7.2 Mpubopbl SOMKHbI paspabaThiBaTbCA, M3r0OTaBAMBATLCA M YNaKOBbIBATLCA TakuM 06pasoM, 4Tobbl
MWHUMU3MPOBATb PUCK, KOTOPbIA HECYyT C CO60I 3arpasHAloLLMe BelecTBa M 0OCTaTKN A8 UL, CBA3AHHbIX
C TPaHCNOPTUPOBKOW, XpaHeHeM W NpUMeHeHemM NpubopoB, U ANS NauUeHTOoB C y4eTOM NpefHa3HA4YeHHOro
NPUMeEHeHnA n3aenunsa. Ocoboe BHUMaHune [O0M>KHO yAeNATbCA He3alWNWEeHHbIM T KaHAM, a Tak>Xe npoao/mKUTe b-
HOCTW M MEPUOANYHOCT M BO3AEHCTBUS.

7.3 TMpnbopbl LONKHbI paspabaTbiBaTbCS U N3rOTaBAMBaThCA Takum 06pa3om, 4T06bl OHU MOTNK Ge3onac-
HO MCMONMb30BaTbCA BMECTE C MaTepuanamu, BelecTBamy 1 ra3aMu, C KOTOPbIM OHW BCTYNAKT B KOHTaKT
NPy HOPMaNbHOM NPUMEHEHWUU MW BO BpeMA 06bIYHbIX NPOLeayp; ecan Npubops! NpeaHasHaueHbl 4ns BBOAA nekap-
CTBEHHbIX NPenapaToB, OHW JO/MKHbLI paspabaTbiBaTbCA U U3roTaBIMBATbLCA TakuM 06pasoM, 4To6bl ObIThb
COBMECTUMbIMM C COOTBETCTBYHLMMN NeKAPCTBEHHbIMY NpenapaTamMu COrNacHO NONOXMKEHNAM 1 OrpaHnYeHu-
AM, PerynupyroLmM 3Ty npenapaThbl U 4T06bI MX (DYHKLMOHANbHbIE CBOACTBA NOAAEP>KMBAINCH B COOTBETCTBUM
C npeAHa3Ha4YeHHbIM MPUMEHEHNEM.

7.4 Ecnunpu6op BKIOYaeT B Ka4eCTBe HEOT beMNeMOIi YacT 1 BELLEECTBO, KOTOPOE NPU ero CamoCT O T ebHOM
NPUMEHEHNN MO>KET paccMaTpuBaTbCA Kak MeAULWNHCKWIA npenapaT, onpefeneHHbld B cTaTbe | AnpekTussl
CoseTa 65/65/E3C, v KOTOpOe JONONHAET feiicTBue Npubopa, TO 6e30MacHOCTb, Ka4eCTBO U MPUroAHOCTb
3TOro BelecTBa Cy4eTOM HasHauyeHWs npubopa LON>KHbI ObITb NPOBEPEHbI MO aHaIOM COOTBET CTBYHLLMMM
MeTogamu, onpegeneHHsiMu B AnpekTuse CoseTa 75/318/E3C.

7.5 Mpnbopbl JOMKHBLI pa3pabaTbiBaTbLCSA W U3rOTaBAMBaTbCA TakuM 06pasom, YT00bl MUHUMU3NPOBATb
pUCK, KOTOpbI CO34al0T BeLiecTBa NpU MXyTeyke 13 npubopa.

7.6 Tpubopbl JOMKHbLI paspabaThiBATbCA M U3rOTaBMBATLCA TakuM 06pa3oM, YT0O6bl B MAKCUMaNbHOI
CTeneHn MUHUMU3MPOBATb PUCK, Bbi3biBAEMbI Cly4YaiiHbIM MonagaHnemM B npubop BeLecTB, € y4eTOM caMoro
npubopa u xapakTepa cpefibl, B KOTOPOIi ero npegnonaraeTcs NPUMEHATb».

Mpumep b - TOCT P NCO 14971-2009:

«C.2.4 Kakue maTepuanbl Uim KOMNOHEHT bl BXOAAT B COCTaB MeAULWNHCKOrO U3AeNns, UCNONb3yTCs COB-
MeCTHO NM60 KOHTaKTUPYIOT C HUM ?

PaccmaTpuBaemble (hakTopbI:

—COBMECTVMOCTb C paccMaTpMBAEMbIMU BeLL,eCTBaMU;

—COBMECTUMOCTb C TKaHAMMW UK BONOTUYECKUMMU XKNOKOCT AMMU:

—XapakKTepucTUKN, 0THOCALMECA K Be30nacHOCTH;

—Hannyme B COCTaBe MEANLMHCKOr0 U3Aennsa MaTepnanos XXUBOTHOMO NMPOUCXOXKAEHNS.

C.2.14 TIpoucXoAnT NN HeXKenaTe/bHOE BbIJeNEHNE 3HEPr N UKW BELLLECTB?

PaccmaTprBaemble hakTOpbl, CBA3AHHbIE C 3HEPrUeii: WyM 1 BUBpaLus, Tenno, ninyyeHue (B TOM yucne no-
HU3VPYIOLLIEe, HEMOHN3MPYIOLLEE U YNbT paduone ToBOe/BUAMMOe/MHPaKpacHoe), TeMnepaTypa Ha KOHT akTHbIX
NOBEPXHOCTAX, TOKM yTEYKMN, 3NeKTPUYECKME UM MATHNT Hble NONS.

PaccmaTpuBaemble hakTopbl, CBA3AHHbIE C BELLECTBAMU: BeLLECTBA, UCMNONb3yeMble NPU U3roTOBNEHUN,
OUYMCTKE U UCMbITAHNUAX WU OKa3blBAKOLLME HEXKeNaTeNbHOe U3MONOrMYeCcKoe BO3AEACTBYE B TOM Clyyae, eciu
OHV OCT AT CA Ha N3aennu.

[ApyrvepaccMaTpuBaemble (DaKTOPbI, CBA3AHHbIE C BELLLECTBAMM: BbIBEAEHNE XMMUYECKNX BELLECTB, MPO<)yKTOB
YKU3HEAEATEeNbHOCTY U BUONOrMUECKUX XKNAKOCTei.

C.2.17 NwmeloTCA M pacxofHble MaTepuansl Uan NPpUHaANe>KHoCTW, CBA3aHHbIe C MEAULUHCKUM n3aenvem ?

PaccmaTpuBaeMble ak TOpbl: TeXHNYecKne TpeboBaHNA K pacxoAHbIM MaTepuanam 3um NpuHagnNeXKHocTAM,
CBA3AHHbIM C MEANLMHCKUM M34enneM, 1 nio6ble OrpaHnyeHns 45 Noab3oBaTenell B BbIGOPe AaHHbIX MaTepnanos
UMW NPUHALNEXKHOCTeln».
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8.23 KoHTakTupoBaHuWe, COBMECTUMOCTb,COeAMHEHNSA

B,anHOM pasgene onncbiBaroTCA TpEﬁOBaHVIFI BOTHOLWIEHUN BNINAHNA KOHTaKTNPOBaHWA, COBMECTU-
MOCTU U COeANHEHNI MeANLUHCKUX U3Lenunid.

Mpumep A —AunpekTunea CoseTa 93/42/E3C, Mpuno>keHwe I:

«11. TpeboBaHWA K pa3paboTKe 1 KOHCTPYKLUK

7. Xnmnueckue, msnyeckme n 6nonormyeckue CBoNCTBa

7.1 MpuGopbl AOMKHBI paspabaThiBaThCA U U3rOTaBAMBATLCS TakiMM 06pasoM, YTo6bl rapaHTUPoBaTb
XapakTepucTUKM 1 PYHKUMOHANbHbIE CBOICTBA, yKasaHHbIe B pasgene 1,,06wye TpebosaHus ™. Ocob0e BHUMaHWe
Heo6X0ANMO yaAeNaTb:

—COBMECTUMOCT U MEXX Ay UCNO/b3yeMbIM MaTEPManoM U 6UONOrMUYeCKUMU TKAHAMMU, KNeT Kamiu U XKNLKoc-
TAMW opraHn3ma c y4eTOM npefHasHauYeHHOro NPUMeHeHUs npuéopa.

Mpumep S - TOCTP NCO 14971-2009:

«C.2.29.3 NmeeT nu MefULMHCKOE N3AeNne COeANHNTENbHbIE YacTW UAN NPUHALNEXKHOCTIN?

PaccmaTpuBaemble (hak TOPbI: BO3MOMKHOC T b HEMPaBW/bHbIX COEANHEHMIA, CXOACTBO C COEAUHEHNAMU B APYTHX
U3Aenuax, NPOYHOCTb COeAMHEHNS, 0BpATHAA CBA3b NPY NOBPEXKAEHUN COEANHEHMS, a TaK>Ke C/ULLIKOM NPoYHOoe
UMW HeJOCTaTOYHO NPOYHOE COESMHEHNE.

8.24 TlpumeHeHwMe

BgaHHOM pasgene onucbiBatoTCA TpeboBaHWSA, CBA3aHHbIE C MPaBUILHOCTLIO Y NOCNEACTBUAMMN NPU-
MEHEHUA MeJULUHCKON TEXHUKMN.

Mpumep b - TOCTP UCO 14971-2009:

*C.2.21 CywecTBYIOT N1 OTCPOUEHHbIE UAN AT eflbHble NOCNeACTBUSA NPUMEHEHUS MEAULIMHCKOTO U3fenns ?

PaccmaTpuBaeMble (hakTOpbl: 3PrOHOMUYECKUE N KYMYAATUBHbIE 3ththekThl. K HUM OTHOCAT: BO3feCTBUe
KOPPO3uM Ha Hacochl A8 (h13N0N0TMYECKOro pacTBOPa, MEXaHUYECKYH0 yCTanocTb, ocnabneHue y3nos unu Kpen-
NEHVIA, BO3AeNCTBKe BUGpaLnn, UCTUPaHne UK 0T KNenBaHne MapkMpoBOK, YXy/LLEeHNe CBOCTB MaTepnanos npu
[ONTOCPOYHOM NPUMEHEHUN MEAULIMHCKOTO U3Lenus.

Yem onpegensieTca CPoK Cny>K6bl MeAULIMHCKOrO U3genua?

PaccmaTpuBaemble (DakTOpPbI: CTapeHne N3fenns N UCTOLLEHNE 3/IEMEHT OB NUT aHus-.

8. 25 3kcnnyataumsa

BaaHHOM pasfene onvcbiBaloTCA TPe60BaHUS B OTHOLLEHMM IKCNNyaTauun MefULMHCKOR TEXHUKN.
3TOT pasfen 0TAnYaeTcs OT NPeAblAYyLLEero Tem, YTo BHEM OMNMUCbIBAIOTCS TpeboBaHUs, CBA3aHHbIe C Npa-
BW/bHOM 3KcnayaTalmeid, B OTHOLWEHIN 6€30MacHOCTW NaLMeHTOB U COTPYAHUKOB.

Mpumep A —lnpekTusa CoseTa 93/42/E3C, Mpuno>kerue I:

*1. ObLwue TpebosaHus

1. Mpubopbl JOMKHBI paspabaTbiBaTbCA M U3rOTaBAMBATHCA TaKUM 06pasom, 4T06bl NpU NCMONb30BaHUN
NPV YCTaHOBNEHHBIX YCIOBUAX U HA3HAYEHWUW OHU He NOABEPrasi PUCKY KTMHUYECKOEe COCT 0siHWE 1nn 6e30nacHOCTb
nauneHToB, uin 6e30NacHOCTb 1 340POBbE NOb30BATENEA, UK, BOIMOXKHO, APYTVX INL, MPU YCOBUM, YT 0 Ntobble
PUCKM, KOTOPbIE MOTYT ObITb CBA3aHbI C NX MPUMEHEHVEM, ABNAIOTCA AONYCTUMbIMU PUCKAMK, CON3MEPUMbBIMU
C MOAOXKNTENbHbIM Pe3ybTaTOoM A NnayneHTa, 1 COBMECTUMbI C BbICOKMM YPOBHEM 3aLLMThI 30p0BbS 1 Ge-
30MacHoOCTU.
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8.26 YnakoBKa

B paHHOM pasgesne onucbiBalOTCA TPpeboBaHMSA B OTHOLWIEHWUW YNaKOBKW ANS MeSULMHCKON Tex-
HUKMW.

Mpumep A —fnpekTunea CoseTa 93/42/E3C, Mpuno>keHwe I:

«ll. TpeboBaHuu K pa3paboTke N KOHCTPYKLUK

8. WHheKLMOHHOE N MUKPOGHOE 3arpsasHeHns

8.3 Mpun6opbl, NOCTaBnseMbIE B CTEPUNBHOM COCTOSHWN, AOMKHbI paspabaTbiBaTbhCs, U3rOTaBMBaTbCA
¥ yNakoBbIBATbCS B O4HOPA30BYI0 YNAKOBKY W/UAW NO COOTBETCTBYIOLMM NpoLesypam AonKHa obecrneumBaTbCs
WX CTEPUNbHOCT b NP NOCT aBKe Ha PbIHOK 1 COXPaHATbCA MPUYCTaHOBNEHHbIX YCNOBUAX XPAHEHWS 1 T paHcnop-
TWPOBKU. NOKa He byAeT HapyLleHa Unu BCKPbITa 3alnTHas ynakoBKa.

8.6 CucTembl yNnakoBKW 415 HECTepPUIbLHOro 060pyA0BaHMA [OMXKHbBI 06ecneunBaTb COXPAHHOCT b NPOAYKLMM
Ha yCTaHOBNEHHOM YPOBHE YUCTOThI . ec 060pyAOBaHWe JOMKHO CTEepuan30BaThCs nepes NpUMeHeHNeM,
- CBOANTb KMUHUMYMY PUCK MUKPOGHOTO 3arpasHeHns; CUCTEeMa ynaKoBKM JOMKHA 6bITh NPUEMAEMOI Cy4eTOM
MeTOfa CTepunm3aLmmn, yKasaHHoro n3roTosuTenem.

8.7 YnakoBska n/uan 3TUKeTUpOBaHME 060PyL0BaHMSA LOMKHLI 06eCNeUMBaTh PasaMyeHne NAEH TUYHbIX UK
CXOXKMX BW0B NPOAYKLMN, peann3yeMblX KaK B CTEePUNbHbIX, TakK W B HECTEPUbHbIX YCIIOBUAX™.

8.27 TpaHcnopTupoBKa

B gaHHOM pasgene onucbiBalOTCA TPebOBaHWSA B OTHOLUEHUW TPAHCMOPTUPOBKU MeAULMHCKUX 13-
fnennia.

Mpumep A —upekTunea CoseTa 93/42/E3C, Mpuno>keHwe I:

«ll. TpeboBaHus K pa3paboTke N KOHCTPYKLUN

7. Xnmunyeckue, usmyeckne n 6nonoruyeckue CBONCTBA

7.2 Tlpubopbl AOMKHbI paspabaTbiBaThCA, U3r0oTaBIMBATbLCA M YNakoBblBATbCA TakuM 06pasom, 4Tobbl
MWHUMU3MPOBATb PUCK, KOTOPbIA HECYT C CO6OI 3arpasHAtoLLMe BelecTBa U 0OCTaTKN A8 UL, CBA3AHHbIX
C TPaHCNOPTUPOBKOW, XpaHeHneM 1 NpUMeHeHeM Npu6OpPOB, U ANS NauUeHTOB C y4eTOM npefHasHa4YeHHOro
npuMeHeHus nsgemms. Ocoboe BHUMaHNE JONXKHO YAENAT bCA He3aLMLLEHHbIM TKaHAM, & Tak>Ke NPoAoHKNTENb-
HOCTW M MEPUOANYHOCT I BO3AEHCTBUS.

8. VIH(heKLOoHHOe 1 MUKPOBHOE 3arpsa3HeHns

8.3 MMpnbopbl, NOCTaBNAEMbIE B CTEPUILHOM COCTOSHUM, JOMKHbI paspabaTbiBaTbCs, U3rOTaBIMBATbCA
1 yNakoBbIBATbCA B OAHOPA30BYIO yNaKOBKY W/1UAK No COOTBETCTBYHOLMM NpoLesypam AonKHa obecneumBaTbCs
WX CTEPUNBHOCT b NP NOCT aBKe Ha PbIHOK 1 COXPaHATbCA MPUYCTaHOBNEHHbIX YCNOBUAX XPAHEHWS U T paHcnop-
TVPOBKU. NOKa He ByAeT HapyLleHa Uu BCKpbITa 3aliMTHas ynakoBka»,

8.28 XpaHeHue

B gaHHOM pasgene onucbiBaloTCA TPe60BaHMA B OTHOLUEHUN XPaHEHUS MefULUHCKNX N3LeNNIA.

Mpumep B - TOCTP NCO 14971-2009:

«C.2.20 ViMeeT M MeguLMHCKOE 13()enne OrpaHnyeHHbI CPOK XpaHEHNS?

PaccmaTpusaemble (hakTOpbl: COOTBETCTBYOLWAA MAPKNPOBKA WA UHAMKATOPbI, U TakXe CBefjeHns o6
yT3un3aLmnm MeguLMHCKOro U3genuns no UCTEeYeHU CPoKa rofHOCT U».
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8.29 OHepreTuyeckme NCTOUHUKN

B nanHoM pasgene onucbiBaloTCA TpeboBaHUSA B OTHOLLIEHUM 3HEPTETUYHECKUX UCTOYHNKOB 4151 Me-
OVLUMHCKUX U3Aennii.

Mpumep A —fnpekTunea CoseTa 93/42/E3C, Mpuno>keHwe I:

«11. TpeboBaHWA K pa3paboTKe 1 KOHCTPYKLuM

12. TpeboBaHus K MefULMHCKUM Npubopam, NoAK.lloyaeMbIM K UCTOYHUKY 3HEPrun uan 060pysoBaHHbIM UC-
TOYHUKOM 3Hepruv

12.2 TMpu6opsbl, NP1 NCNOMb30BAHUM KOTOPbIX 6€30NaCHOCTb NALMEHTOB 3aBUCUT OT BHY TPEHHEr0 UCT OYHMKA
3Hepruu, AOMKHbI 6bITb 060PYA0BaHbI CPEACTBaAMY ONPeeNeHUs COCTOAHUA UCTOYHUKA MUTaHNS.

12.3 Mpubopbl, NPU UCMONL30BAHUN KOTOPbIX 6€30MacHOCTb NauWeHTOB 3aBUCUT OT BHELUHEr0 UCTOYHMKA
3HEPrun. JOMKHbI UMeTb CUCTEMY CUTHANMU3ALNN ANA NPeLynpeXKAeHNs 0 Nl060M 0TKase 3HeprocHab>KeHus.

12.7 3awuTa 0T MexaHW4YeCKUX 1 TepMUYECKNX PUCKOB

12.7.4 KneMMbl 1 COBAMHNTENbHbIE 3BEHbS B CAyYae C 31eKTPO3Hepriei, cpeacTBa nojadn rasa, ruapasnm-
yeckue Unu NHeBMaTUYeCKMe UCTOUYHWUKI 3HEPTUW, C KOTOPLIMU NO/b30BATENb JOMXKEH CONpUKacaThCs, crefyeT
paspabaThbiBaTb U KOHCTPYMPOBaTb Taknm 06pasoM, YT06bI MUHUMU3NPOBAT b BCE BOSMOXKHbIE PUCKM.

12.7.5 [ocTynHble YacTy NpubOpPOB (3a NCKNOUEHNEM YaCcTell MW NOBEPXHOCT U, NPeLHA3HAYEHHOI Ans noga-
4y Tenna unm JOCTMIKEHNA YCTaHOBNEHHOV TeMnepaTypbl) ¥ NpUeraoLLme K HUM y4acTKN He JOMKHbI UMeTb
NOTEeHLMaNLHO ONacHyo TemnepaTypy Npy 06bIYHOM MPUMEHEHUN.

12.8 3awuTa 0T PUCKOB A1 NALMEHTa OT UCTOYHUKOB 3HEPTN LN BELLLECTB

12.8.2 Mpn60opbI JOMKHBI OCHALLATCA CPeCTBaMM 415 NPef0 TBPaLLeHNs W/unu NHANKaLM N0 6bIX HeCOO T -
BeTCTBUIA B UHTEHCMBHOCT MW NOAAYN, KOTOpPble MOTYT NPeACTaBNATb ONACHOCTb. [pnbopbI LOMKHbLI BaaoUaTh
B cebs CpeAcTBa, MPUrogHble ANA NpedoTBPaLLeHUs CyyYaikHOro Bbl4eNeHNs ONacHOr0 KOMMYeCcTBa 3Heprum u3
NCTOYHMKA 3HEPrUW M/Unn BeLlecTBa*.

8.30 WHcTpykunmn

B paHHOM pasjesne onucbiBaTCA TPeboBaHUSA BOTHOLIEHWUM UHCTPYKLUWI MO MPUMEHEHMIO UAN 3KC-
nayarauun MeguLMHCKUX U3genuu.

Mpumep A —AunpekTuea CoseTa 93/42/E3C, Mpuno>keHwe |:

«11. TpeboBaHus K pa3paboTke N KOHCTPYKLUN

11.4 WHCTpyKuum

11.4.1 VIHCTpyKUMM No aKcnayaTauum npubopa, NCNyCKaloLLEro U3nyyeHne, OMKHbI CoAep>aTb NoAPO6HY
VHopMauuIo 0 xapakTepe U3nyyeHus, cpeAcTBax 3aWnThl NaLWeHTa Ui Nonb3oBaTeNs U MeTohax Heaony-
LWeHNs HENPaBMAbLHOTO NPUMEHEHNS U UCKIOYEHUS pUCKa, CBA3AHHOIO C YyCTaHOBKON™.

8.31 YnpaBfieHne H KOHTPO/Ib

BpaHHOM pasfefie onucbIBalTCA TpeboBaHUA BOTHOLUEHUWN YNPaBIEHUSA 1 KOHTPOAA MeANLMHCKNX
n3aenuii.

Mpumep b - TOCTP11CO 14971-2009:

«C.2.29.6 VIMeeT M MeAULMHCKOE U3LENVEe MEHIO YripaB/ieHnsa ?

PaccmaTprBaeMble hakTOpbl: CNOXKHOCTb W YNCNOYPOBHEW MEHI0, 0CBEAOMIEHHOCTb N0/b30BaATENS 0 COCTO-
SHUW MEHI0, PACMON0>KeHNEe HAC T POEK, CNocob NepemeLLeHns MeXKay 06beKTamu, YUC/O LLIAroB B OfHOM AeiicTBIH,
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|'|p06f|eMb| ueTKoi nocnenoBaTeNbHOCTH AeﬁCTBMVI M 3anoMnHaHNA, COOTHOLLEeHMEe Ba>XXHOCTU U AOCTYNHOCTMU
(*JyHKLWIVI ynpasneHusa, u Tak>ke BinaHne, okasblBaeMoe 0T KNOHEHNAMU OT YCTaHOBNEHHbIX OnepaLnoHHbIX NPo-

Leayp».
8.32 Bo034eiicTBME Ha NauMneHTa

B gaHHOM pasfesnie onucbIBalOTCA TPebOBaHMSA B OTHOLLIEHUMW BO3AEACTBUS MeSULIMHCKUX U3AENni
Ha nauueHTa.

Mpumep A - AupekTunsa CoseTa 93/42/ESC, Mpuno>keHwe |:

«1l. TpeboBaHus K pa3paboTke N KOHCTPYKLUK

9. KauyecTBO KOHCTPYKLMWN N OKPY>KEHe

9.2 Mpu6opbl JOMKHBLI paspabaTbiBATbHCA U U3rOTaBAMBATLCA TaKUM 06pa3oM, YTOObl yCTPaHUTb U
MWHUMU3NPOBATb M0 MEPe BO3MOXKHOCTU:

—pPUCK TPpaBMbl, CBA3AHHON C UX (IM3NYECKNMIN CBOCTBAMU, BKIKOYAA COOTHOLLEHNE 06bEMA W AaBNEHNS,
rabapuTHbIe 1, B COOTBETCTBYOLLMX CyYasnX, 3proHOMUYECKMe CBOMCTBa.

12.7 3awuTa 0T MeXaHU4YeCKUX n TepMUYECKNX PUCKOB

12.7.1 Mpurbopbl SOMKHbI pa3pabdbaTbiBATbLCS Y U3r0TaBMBATHLCA Taknum 06pasom, 4Tobbl 3aWyTUTb Nauu-
eHTa ¥ Nonb3oBaTens 0T MeXaHUYeCKNX NOBPEXKEHWIA, CBA3AHHbIX, HAMPUMEP, C MPOYHOCTbIO, YCTONUNBOCT bio
M HaMuMeM LBUDKYLLMXCA feTanei».

Mpumep B - TOCTP NCO 14971-2009:

*C.2.5 MOo>KeT 1 3Heprus 6bITh NepegaHa NnaymeH Ty Umn BbipaboTaHa naymeH Tom?

PaccmaTpuBaemble hakTopbl:

—BWA NepeAaBaemoii aHeprum:

—ynpasneHne 3Hepruei, ka4ecTBO, KOAMYECTBO, MHTEHCUBHOCTb U AMMTENbHOCT b BO3AENCTBUS;

—ABNAO T CA NI YPOBHU 3HEPrUM BbiLLE, YEM B Y >Ke MPUMEHAEMbIX NOLOOHbIX U3AEANAX.

C.2.6 BBOAAT M nauneHTY iuu BbIBOAAT W3 HErO Kakne-nn6o BellecTea?

PaccmaTpusaemble (DakTopbI:

—CBe/leH1sA 0 BBEJEHWNN UV BbIBELEHNM BELLECTB;

—CBefleH1s 0 TOM, OfIHO 3TO BeLLeCcTBO UM rpynna BeLLecTBs;

—[jaHHble 0 MaKCUManbHO U MUHUMaNbHOW CKOPOCTM BBELEHNS/BbIBEEHNS BELLeCTBA U yNpaBeHnn 3Tum
npoueccomV.

8.32.1 O6ny4eHune

B gaHHOM pasgene onucbiBatoTcsA Tpe6oBaHMA 6€30NacHOCTM B OTHOLEHUM 06/1yYeHUA Npu NpuMe-
HEHUWN MEeANLMNHCKUX U3aeNnia.

Mpumep A —AunpekTunsa CoseTa 93/42/E3C, Mpuno>keHne I:

«Il. Tpe6oBaHus K paspaboTKe 1 KOHCTPYKLMK

I1. 3awpnTa 0T u3nyyeHus (061yyveHus)

111 O6wwme nono><eHus

I1. 1.1 Mpubopbl JOMKHbI paspabaThiBaTbCA M U3rOTaBNMBATbLCA TaknMm 06pasom, 4TO06bl BO34eNCTBME
N3NyYeHNs Ha NaLMeHTOB, NONb30BATENel U APYrUXNNL, BbIN0 HOMEPEe BO3MO>XKHOCTY YMEHbLUEHO [0 YPOBHS, COB-
MeCTUMOrO C NpefHa3HaveHHbIM NPUMEHEHUEM, HO NPU 3TOM HE OrpaHuynBas NprMeHeHne COOTBETCTBYIOLUM
06pa3om onpeaeneHHbIX YPOBHEl AN TepaneBTUYecKX 1 UarHoCTUYeCKNX Leneil.
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11.2 Hamou4eHHOe 061y4eHune

11.2.1 Ecmm npubopbl NpegHasHayvaloTCca Ans N3yUYeHUs onacHbIX ypoBHeN pagnaLm, He06X04UMbIX 415 KOH-
KpeTHOW MeANLMHCKOI Lenu, NoNoXKNTeNbHbIA 3thheKT KOTOpPbIX NPeBbILLaeT PUCKK, CBA3AHHbIE C 06/yYeHNEM,
He06X0aMMO, YT 006bI N0Nb30BATENb MEN BOSMOXKHOCTb KOHTPO/MPOBaTh Takoe usnyyeHune. Mogo6Hble npubopsbl
[OMKHbI paspabaThbiBaTbCA U N3roTaBIMBaTbCA TakuM 06pa3om, YTo6bl obecneunBaTb BOCNPOU3BOAUMOCTb
¥ TONePaHTHOCTb COOTBETCTBYIOWMX U3MEHAEMbIX NapaMmeTPOB.

11.2.2 Ecmv npubopbl npegHasHaveHbl 48 UCMyCKaHWA OnacHoro BUAMMOrO U/WN HEBUAUMOTO U3NYYEHUS, OHO
[0MKHO 6bITb M0 MEPe BOSMOXKHOCTY 0T06payKeHO BU3yanbHO /WU CHABXKEHO 3BYKOBbIMUW NPeaynperKaeHsMu
006 N3y4YeHun.

11.3 HenpeaycMoTpeHHOe 06/1y4eHne

11.3.1 Mpubopbl foMKHbI paspabaTbiBaTbHCA W U3r0OTaBIMBaTbLCA TakuM 06pasoM, YTO00bl BO3feiicTBNe
06/1y4eHNs Ha NauMeHTOB, NOAb30BATENEA U APYIYX UL, HENPeAYCMOTPEHHOr0, 6Ny>KAAKOLLEro MAn paccesHHOro
N3ny4eHus 6bIN0 YyMEHbLUEHO MO MEPEe BO3MOXKHOCTU».

8.32.2 Temnepartypa

B faHHOM pasfiene onucbiBaloTCA TPe60BAHUA B OTHOLUEHUM TeMmMepaTypbl MEAULMHCKUX U3fe-
NN,

Mpumep A —lnpekTusa CoseTa 93/42/ESC, Mpuno>keHue 1:

*11. TpeboBaHus K pa3paboTke N KOHCTPYKLUK

12.7 3awmTa 0T MexaHU4eCcKnx u TepMuyYeCcKnX puckos

12.7.8 JerkogocTynHble feTanu 060pyfosaHus (3a UCKKYeHVEM AeTanei Uan yuyacT KOB, NpesHasHaueHHbIX
AN nofaun Tenna unm 4OCTU>KEeHNS yCTaHOBNEHHOW TeMnepaTypbl) Y OKPY>KatoLLee X NPOCTPAHCTBO He fOMKHbI
passuBaTb NOTEHUMANbHO ONACHY TeMnepaTypy Npy 06bIYHLIX YCNOBUAX 3KCNNyaTauum.

12.X 3awuTa naymeHTa 0T PUCKOB NPY NOCTYMNEHAN 3HEPTUN UK BELLLECTB

12.8.1 Mpu6opbI, NPUMEHsiEMbIE A5 NOAAYM SHEPTUN W BELLECTB NAUVEHTY, 4a3>KHbl pa3pabaTbiBaThCA U KOHC-
TPyMpoBaThCA TakuM 06pa3oM, YTO06bl MHTEHCMBHOCTb NOAAYN MOMNa yCTaHaBIMBaThCA U NOALEP>KMNBATHCA
C OCTaTOYHON TOYHOCTbIO, rapaHTUpytoLLei 6e30MacHOCTb NauyeHTa 1 Nonb3oBaTens».

Mpumep B - TOCTP NCO 14971-2009:

*C.2.14 TTponcxoanT NN HEXKenaTe/bHOE BblAeNEHNE 3HEPTUN UM BELLECTB?

PaccmaTpuBaeMble hakTOpbI, CBS3aHHbIE C 3HEPrueit: WyM 1 BUGpauus, Tenno, unyyeHue (B TOM uucne no-
HU3VPYIOLLIEe, HEMOHN3MPYIOLLEE M YNbT padrone ToBOe/BUAMMOe/MH(PaKpacHoe), TeMnepaTypa Ha KOHT ak T HbIX
MOBEPXHOCTAX, TOKMN Yy TEYKMN, INEKTPUYECKME UM MArHNT Hble NONS.

PaccmaTpuBaemble akTopbl, CBA3aHHbIE C BelleCTBaMW: BELLECTBA, UCNONb3yeMble MPY U3rOTOBNEHNH,
OYUCTKE W UCNbITAHNAX 1 OKasblBatoLye HeXkenaTenbHoe (hM3M0A0rMYeckoe BO34eNCTBUE B CAyYae, eCii OHU
0CTAaKTCA Ha u3nennmn™.

8.32.3 Bubpauus

B faHHOM pasgesne onucbiBalOTCA TpeboBaHUA B OTHOLLIEHMW BUOBpaumn 1 Wwyma MeguLMHCKUX 13-
nenuii.

Mpumep A —fnpekTunea CoseTa 93/42/E3C, MNpuno>keHwe 1:

*11. Tpe6oBaHus K pa3paboTke N KOHCTPYKLUN

12.7 3awmTa 0T MexaHU4eCcKnX u TepMuyYeCcKux puckos
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12.7.2 Mpu6opbl JOMKHbI paspadaThiBATLCA M M3roTaBMBaTbCA TaknM 06pasoM, YT 06bl CHA3NTb O CamMOoro
HW3KOr 0 BO3MOXKHOM0YPOBHS PUCK, BO3HUKAIOLLMIA NPK BUGpaLmMm, Co3aaBaemoii nprbopom, CyMeTOM TeXHUYECKOro
nporpecca 1 CpeAcTB, C MOMOLLbI0 KOTOPbIX MOXKHO OrpaHMuMTb BMGpaLmio, 0CO6EHHO OKOO ee UCTOUHUKA, ecu
BNOpaLWs He ABNAET CA YAaCTbH YCTAHOBAEHHbLIX PYHKLMOHANBHBIX KA4eCTB».

Mpumep b - TOCT P NCO 14971-2009:

«C.2.14 TTponCXoanT NN HEXKenaTe/bHOE BblAeNeHNE 3HEPTUN UMY BELLECTB?

PaccmaTpuBaeMble hakTOpbI, CBA3aHHbIE C 3HEPrueii: WyM 1 Bubpaums, Tenno, usnyyexue (B TOM yucne 1o-
HU3VPYIOLLIEe, HENOHU3UPYIOLLIEE M YNbT padnone T0BOe/BUAMMOe/MHbpaKpacHoe), TeMnepaTypa Ha KOHT akTHbIX
MOBEPXHOCTAX, TOKMN Yy TEYKMN, INEKTPUYECKME UM MATHNT Hble NONS.

PaccmaTpuBaemble akTopbl, CBA3aHHbIe C BellecTBaMW: BELLECTBA, UCNONb3yeMble MPU U3rOTOBNEHNH,
OUYMNCTKE W UCMbITAHNAX 1 OKasblBatoLye HeXkenaTenbHoe (M3M0A0rMYecKoe BO34eNCTBUE B CAyYae, eCi OHU
OCTAaKTCH Ha N3LeNUn».

8.32.4 Lym

B faHHOM pasgene onucbiBalOTCA TPe60BaHMSA B OTHOLIEHWM LIyMa NPU UCMOb30BaHUN MEAULNH-
CKUX U3AeNni.

Mpumep A —AnpekTusa CoseTa 93/42/ESC:

«12.7 3alimTa 0T MEXaHWNYECKUX N TEPMUYECKUX PUCKOB

12.7.3 TMpu6opbl OMKHbI pas3padaTbiBATbLCA M M3rOTasMBaThCA TakuM 06pa3oM, YT 06bl CHU3NTb O CAMOro
HW3KOr0 BO3MO>KHOIO YPOBHS PUCK, BO3HUKAMOLWMNIA reHepupyeMbIM LUIYMOM, € y4eTOM TEeXHUYECKOro mporpecca
1 CPeACTB, CMOMOLLbH KOTOPbIX MOXKHO OFPaHnuMTb LUYM, 0CO6EHHO OKO/O ero UCT OYHKKA, ECAN LIYM He ABNse T CA
4aCTbH YCTaHOBNEHHbIX (DYHKLMOHAbHbIX KAYeC T BY».

Mpumep b - TOCTP MCO 14971-2009:

«C.2.14 TlpoucxoauT NU He>KenaTeNbHOE BbleNeHne 3Heprum v BeLlecTB?

PaccmaTpuBaemble pakTOpbl, CBA3aHHbIE C 3HEPrUeii: LWyM 1 BUbpauus, Tenao, ninyyeHue (B TOM yucne no-
HU3MPYIOLLLee, HEMOHU3MPYIOLLEE 1 yNbT paduoneToBoe/BnauMoe/MHdpakpacHoe), TemnepaTypa Ha KOHTaKTHbIX
MOBEPXHOCTAX, TOKN YTEUKMN, 3NeKTPUYECKNe M MarHu T Hble Nons.

PaccmaTpusaemMble (hakTOpbI, CBA3AHHbIE C BELLECTBAMU: BeLleCTBa, UCMO/b3yemMble NPU U3roTOBNEHUN,
OYMCTKE W UCMbITAHNAX U OKa3blBaKOLMe HeXKenaTenbHoe M3N0NorMyecKoe BO3AeNCTBIe B Clyyae, eCu OHU
OCTAaKTCH Ha U3LENUn».

8.32.5 3JnekTpuyeckas 6e30MacHoOCTb

B faHHOM pasfenie onucbiBaloTCA TPe60BaHUA B OTHOLLEHUMN 3/1EKTPUYECKO 6e30nacHOCTU Meau-
LMHCKUX U3LeNNiA.

Mpumep A —AunpekTusa CoseTa 93/42/E3C, Mpuno>keHne 1:

«11. Tpe6oBaHus K paspaboTKe N KOHCT PYKLMK

12.6 3awuTa 0T NOparkeHWs 3NeKTPUYECKUM TOKOM

12.6.1 Mpubopbl OMKHbI paspabaTbiBaThCsA M M3rOTaBIMBATbLCA TakuM 06pa3oM, 4T 06bl N0 BO3SMOXKHOCTY
n36e>KaTb PUCKa Cy4aiiHoro NOpPakKeHns 3NeKTPUYECKNM TOKOM NpK 06bIYHOM UCMONL30BAHNN U MPY €AUHNYHOM
oTKase npuycnosuu, 4To Npuéop ycTaHoBEH NPaBU.TbHO.
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8.32.6 VHMeKLMOHHOE N MUKPOOHOE 3arps3HeHus

B faHHOM pasjgene onucbiBalOTCSA TPeboBaHUA K MexaHU4YecKol 6e30NacHOCTUN MeAULUHCKNX UN3-
aenni.

Mpumep A —AunpekTunea CoseTa 93/42/E3C, Mpuno>keHwe I:

«[. TpeboBaHus K pa3paboTke N KOHCTPYKLUK

8. NHdekunoHHoe 1 MrKpoBHOe 3arps3HeHus

8.1 Mpubopbl 1 NpoLecchbl U3roTOBNEHWA AOMKHbI pa3pabaThiBaTbC TaKUM 06pa3omM, YT 06blyCTPaHATb U
MWHUMW3UPOBAT b PUCK MH(DULIMPOBAHNS NaLMEHTa, NoNb30BaTeNsA U TpeTbuxaul. Mpu pa3paboTke HEO6X0AUMO
npesycMaTpuBaTb NPOCTOTY B 06paLLeHy ¥ MUHVUMIU3POBAT b BO3MOXKHOCTb 3arpsisHeHsi nprbopa nauneHTom
1 HA06OPOT BO BPEMS €r0 NPUMEHEHNSI».

8.32.7 VioHnsupytolLLiee U3nyveHune

B faHHOM pasgene onucbiBalOTCs TpeboBaHUA 6€30MacHOCTM B OTHOLUEHUN MOHU3UPYIOLLUX U3NY-
YeHWA.

Mpumep A —AunpekTunea CoseTa 93/42/E3C, Mpuno>keHwe |:

«ll. TpeboBaHus K pa3paboTke N KOHCTPYKLUK

11.3 NoHu3upytoLee nsnyyeHue

11.5.1 Mpu6opbl, reHepupyoLLME MOHN3NPYIOLLEE N3NyYeHe, JONKHbI pa3pabaTbiBaThCA U U3rOTaBIMBaTbLCA
Takunm 06pa3oM, 4Tob6bl 06eCNeUYnTb, AE3TO OCYLLECTBMMO, BO3MOXKHOCTb U3MEHEHUS U KOHT PO/ KOMMYeCTBa,
reoMeTpun 1 0CO6EHHOCTEN N3NYYEHUsA CY4eTOM NpeAHasHauYeHHOro NpUMeHeHus npubopa.

11.5.2 Tpubopsbl, reHepupytoLLe NOHU3NPYIOLLIEE U3NyUEHUE U NPeAHAa3HaUYeHHbIe ANs AnarHoCTMYecKoi pagmno-
NOTWK, JOMKHbI paspabaTbiBaTbCA M U3roTaBIMBaATbLCA TakuM 06pa3omM, 4T06bl NOAYYMTb COOTBETCTBYHLLEE
1306pa>KeHne U/nnu ka4ecTBO pe3yNbTaTOoB 4S8 HaMeYeHHON MeANLMHCKO Lenn Npyu MUHUManbHOM BO3AeACTBUM
N3Nly4eHNs Ha NauneHTa 1 nonb3osaTens.

11.5.3 Mpunbopsbl, FeHepUPYHOLLIME NOHU3NPYIOLLLEE M3 YEHWE U NpeAHA3HAYEHHbIE A8 TepanesTNYeckoi pagmo-
NIOTUK, LOMKHbI paspabaThiBaThCs U U3rOTaBMBATbLCA TaKuM 06pasom, YT06bl 0becneunsaThb BO3MOXKHOCTh
HafIe>XKHOT0 KOHTPO/IA 1 PerynnpoBaHns nonyyaeMoin fo3bl 06ayyeHuns, Tuna nyya u 3Heprum 1 npu BO3MO>KHOCTH
KayecTBa U3/y4YeHns».

Mpumep B - TOCTP HCO 14971-2009:

*C.2.14 TlponcxoauT NN He>KenaTe/bHOE BblIAeNEHNE SHEPTUN UNN BELLLECTB?

PaccmaTpurBaeMble hakTOpbI, CBA3AHHbIE C 3HEPrueid: Lym 1 Bubpaums, Tenno, unyyeHne (B TOM yucne no-
HU3MPYIOLLIEe, HEMOHN3NPYIOLLEE MYNbTpadmone ToBoe/BuANMOe/MH(PaKpPaCHOE), TemMnepaTypa Ha KOHTaKTHbIX
MOBEPXHOCTAX, TOKM YTEUKMN, INeKTPUYECKME UM MATHUT Hble nass.

PaccmaTpuBaemble (hakTOpbl, CBA3aHHbIe C BeLLeCTBaMMW: BelleCcTBa, UCNONb3yeMble NPU U3rOTOBAEHUM,
04YMCTKE U UCMbITAHNUAX W OKasblBaKOLLMe HeXKenaTenbHoe PU3N0N0rnyeckoe Bo3eicTBME B TOM Cay vae, eciu
OHW OCT a0 TCA Ha U3LENUN».

8.33 Onepatop
B paHHOM pa3sfene onucbiBaloTcs TpeboBaHMA K 6e3onacHOCTM onepaTopa npu paboTe ¢ MeAULUH-
CKUMW U3LENUAMMN.

Mpumep B - TOCTP NCO 14971-2009:

33



10 CTP55357 -2012

«C.2.26 Heobxoaumbl nn cneynanbHoe 0byyeHne uan cneumanbHble HaBblKi 415 MOHTa>Ka uam npuMeHeHus
MeZAMLMHCKOro nsaenus ?

PaccmaTpuBaemMble hakTopbI: NOBUT & MEANLMHCKOIO U3AENUS; HAaBbIKW U 3HAHWS, HEOOX0NUMbIe A5 MOHT aXka
[iaHHOr 0 n3genua™.

8.34 W3mepeHus, nHTepripeTaumsa jaHHbIX

B gaHHOM pasgene onucbiBaoTCA TPebOBaHUS B OTHOLUEHUW U3MEPEHUIA U MHTepnpeTaLuy faHHbIX
B 06/1aCTN MejuLUHBI.

Mpumep N—npekTunsa CoseTa 93/42/ESC, Mpuno>keHue I:

«[. Tpe6oBaHWa K pa3paboTKe U KOHCT PyKLum

10. Mpu6opbl C PYHKLUAMU U3MEPEHUS

10.1 TMpubopbI ¢ hyHKLMAMU N3MEPEHNS [OMKHbIpa3pabaTbiBaTbCA M U3rOTaBAMBATLCA TakuM 06pasoM, HTo6bI
obecneunBaTb JOCTATOUYHYIO TOYHOCTb MYCTOWYNBOCTb B COOTBETCTBYIOLMX Npejenax TOYHOCTY U Cy4eTOM
npeAHa3HaYeHHOro NpuMeHeHns npuébopa. Mpegenbl TOYHOCT M AOMKHbI ObITb YKa3aHbl U3roTOBUTENEM.

10.2 LLKanbl Ans U3MepeHus, KOHTPONA 1 MHAMKaLMU [OMKHLI paspabaTbhiBaTbCA B COOTBETCTBUN C NpU-
HLMNaMM1 3PrOHOMUKM Cy4eTOM NpesHasHaueHHoro npumeHeHns npuéopa.

10.3 W3mepeHws, BbINONHAEMbIE NPUOOPOM C DYHKLMAMU U3MEPEHNSA, [ONXKHbI BbIpaXKaThCA B CTaHAaP THbIX
efMHMLAX 3MepeHus, COOTBETCTBYHOLWMX NonoXkennam JupekTusbl CoseTa 80/181/ESC*.

Mpumep B - TOCTP NCO 14971-2009:

+C.2.11 TpeAHasHauYeHO N1 MeAULMHCKOE M3Aene 415 NPOBEAEHNS U3MEPEHNIA ?

PaccmaTpusaemble (hakTopbl: U3N3epsemMble NepeMeHHble. NPasUIbHOCTb M TOYHOCTb Pe3ynbTaToB u3Me-
PEHWNIA.

C.2.12 dsnseTcanu MmeAULMHCKOE n3fenue UHTEePnpeTupyowmm ?

PaccmaTpuBaeMble hakTopbl: CNOCOGHOCTb MEAULMHCKOrO U3Aenns AaBaThb 3aKA0UYeHNEe Ha OCHOBE BXO<)HbIX
U NONYYeHHbIX B NPOLIECCe NPUMEHEHUS AaHHbIX, UCMO0/b30BaHHbIX anrOpUTMOB W [OBEPUTENbHbIX MHTEPBasIOoB.
Oco60e BHMMaHWe cnefyeT yAenuTb HenpedycMOTPEHHOMY NPUMEHEHUIO aHHbIX UK anropuTMOB™.

8.35 WHTepdeiic

B gaHHOM pasgesne onucbIBalOTCA TPe60BaHUSA K UHTepdency MeANLUHCKNX N3gennii.

Mpumep B - TOCTP NCO 14971-2009:

«C.2.29 3aBUCUT N yCMeLLIHOe NPUMEHEHNEe MeANLMHCKOTO U34eNnsl 0T YeNoBeYECKOro hakTopa, TaKoro Kak
nonb30BaTENbCKNIA UHTepdeiic?

C.2.29.1 MoryT n1 0cO6eHHOCTU KOHCTPYKLUMM NONb30BATENbCKOrO MHTepdeiica NpUBeCcTM K OLIMGKaM
NpUMeHeHns ?

PaccmaTpuBaeMble thakTopbl: 0CO6EHHOCTU KOHCTPYKLWUM NONb30BATENLCKOTO MHTepdeiica, KOTopble
MOryT MPUBECT W K OWM6KaM NpuMeHeHns. K HUM OTHOCAT : 3N1eMeH T bl yNPaBneHna unnm HANKaTOopbI, NCNONb-
3yemMble CMMBO/IbI, 3PrOHOMUYECKMe CBOWCTBA, AU3aiiH U3AeNns 1 CXemMy pacnonoXKeHns 31eMeHT OB ynpasne-
HUS, Mepapxuto AeiCTBUA, MEHIO ANS U3LeAUil C NPOrPaMMHbIM ypaBneHneM, HarnaAHOCT b Npeaynpe>KaeHnil,
XOPOLLYH CAbIWWMOCTb CUTHANO0B TPEBOrM, CTaHAapTHbIe LBEeTOBbIE KOAbI.

C.2.29.4 VNmeeT N1 MeAMLMHCKOE M3aenne ynpasnsownii nHrepdeic?

PaccmaTpuBaeMble hakTOpbl: NPOCTPaHCTBEHHOE pacnpeaeneHne aneMeHT 0B yNPaBneHns, X KOAUPOBaHWe,
rpynnupoBKa, CXema NpOCTPaHCTBEHHOIO pacnpeAeneHnsi, Pe>XKMMbl 06paTHON CBA3W, rpybble OWNGKY, He3HAUM-
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TefbHble Npomaxy, anddepeHumalnmns ynpasneHns, KauecTBo M300parkeHnii, HanpasneHne ak TUBNPOBAHNS 1K
M3MEHEHNS, AUCKPETHOCTb MU HENPepbIBHOCTb (DYHKLMOHMPOBAHUA 31eMEHT 0B ynpaBieHus, 06paTuMocTb
HacCTPOeK Unn AeiicTBuiA.

C.2.29.8 MO>KHO 1 UCMONb30BATb NONb30BATENLCKUI MHTEPdEec AN UHULMNPOBaHUSA AeiiCTBIA NoNb30Ba-
Tena?

PaccmaTprBaemble hakTopbl: BO3MOXKHOCTb MHULMMPOBAHUS HAMEPEHHBIX AeiC T BNiA N0Ab30BaTeNs 415 BXO-
Aa BynpasnsieMblii pabounii pe>kum (4T 0 yBeNnnunBaeT PUCKU ANs NaLneHTa); 0CBeAOMIEHHOC T Nob30BaTeNs
B JaHHbIX 06CT0ATENbCTBaX».

8.36 CurHanusaums

B gaHHOM pasgene onucbiBalOTCA TPe60BaHMSA B OTHOLLEHUM CUTHANM3aUUM AN MeAULMHCKUX 13-
nenuii.

Mpumep 1—AnpekTusa CoseTa 93/42/ESC, Mpuno>keHue I:

«11. Tpe6oBaHus K paspaboTKe 1 KOHCT PyKLMK

12. Tpe6oBaHUs K MeANLMHCKAM Npubopam, NOAKIHHYAEMbIM K MCTOYHWNKY SHEPTUN UK 060pyA0BaHHLIM UC-
TOYHUKOM 3HEpPruu

12.4 Mpu6opbl, NpeAHa3HaYeHHbIE /18 KOHTPOIS OAHOTO UM HECKONbKUX KIMHUYECKUX TapamMe TpoB naLuveHTa,
[0/MKHbI ObITb 060pYyA0BaHbl COOTBETCTBYIOLMMU CUCTEMAMN CUTHANM3ALMN 415 NPeLynpeXKAeHns Nob3osa-
Tens 0 CuTyaumax, KOTopble MOTyT NPUBECTM K TMbenv nauueHTa uam Cepbe3HOMY YXYALLIEHUIO COCTOSHUSA ero
3/10POBbA.

12.8 3awuTa 0T PUCKOB AN15 NALMEHTa OT UCTOYHWUKOB SHEPTUM UN BELLLECTB

12.8.2 Mpu6opbl Aa3>KHbI OCHAWATLCA CPeACcTBaMM AN NpefOTBpaLLeHUs n/uan MHAMKauumn o 6bbiX HeCoo T -
BeTCTBUIA B UHTEHCMBHOCTMW NOAaYM, KOTOPbIe MOTY T NPeAcTaBNATb ONacHOCTb.

12.9 Manpu6ope fOMNKHbI 6bITb Ye TKOYKa3aHbl PYHKLUMYNPaBNEHUS U NHAMKATOPbI. ECAN Ha npubop HaHeCceHbI
WHCTPYKLMW, HEOO6XOAMMBIE 15 er0 3KCNAyaTauum, v ykasbisato T Cs paboune unn perynmpoBoyHbIe napame T pbl
C NOMOLLIbIO BU3Ya.MbHbIX CUCTEM, Takas UHhopmaLmsa AoMKHa 6bITb NOHATHOI NaUWeHTY 1 B COOTBET CTBYHOLLMX
cyyasnx nonb30BaTeto».

Mpumep B - TOCTP NCO 14971-2009:

«C.2.30 Vcnonb3yoT nu B MESULMHCKOM U3LENUN CUCTEMY CUTHANM3aLun?

PaccmaTpusaemble pakTopbl: PUCK MOAAYM NOXKHBIX CUTHANOB TPEBOr, HecpabaTblBaHNE CUCTEMbI CUTHa-
n3auumn, 0T COeANHEHNE CUCTEMbI CUrHAN3aLUMMN, HEHAAEXKHOCT b YaNeHHbIX CUCTEM CUTHANM3aLun, a Takxke
BO3MO>XHOCTb NOHUMAHWA MEANLIMHCKAM NEPCOHaI0OM NPUHLMMNOB PaboTbl CUCTEMbI CUTHA.3U3ALNN»,

8.37 WHamkaumsa

B gaHHOM pasfene onucbiBalOTCA TpeboBaHUSA B OTHOLUEHUU UHANKAUUW ANS MEAULMHCKUX n3fe-
nunii.

Mpumep B - TOCTP NCO 14971-2009:

«C.2.29.5 VimeeT 1 MefuLMHCKOe U3fenve PyHKLMIO 0To6parkeHns nHchopmaLmn?

PaccmaTpuBaemble (hakTOPbI: Ka4eCTBO N306pa>KeHuns B pasHbIX YCNOBUAX; OPUEHTaLMS, 3pUTeNbHbIE CMO-
COB6HOCTU NOMb30BaTENsA; CTENEHb 3anoHeHUA 3KpaHa MOHUTOpPa 1 NepcnekTUBHOE M306parkeHne; YeTKOCTb
npeAcTaBeHHO MHopMaLnn; eanHULbI 0Tobpa>keHns MHopMaLmm; LBeTOBbIE KOAbI; AOCTYN K Hanbonee
BaXKHOIi MH(hopmaLmuy.
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8.38 [laHHble

B gaHHOM pasgene onucbiBalOTCA TPe60BaHMNA B OTHOLIEHNMW AaHHbIX A1 MeAULUHCKUX U3LeNniA.

Mpumep J1- AnpekTusa CoseTa 93/42/E3C, Mpunoxkenue I:

1. TpeboBaHus K pa3paboTke N KOHCTPYKLUN

14. B cnyyae ec/v COOTBETCTBUE OCHOBHLIM TPeb0oBaHnAM [OMKHO 6bITb OCHOBAHO Ha KNMHWYECKUX JaHHbIX,
KakK ykaszaHo B pasgene | (6). nofobHble faHHble [JONKHbI OblITh ONpefieNieHbl B COOTBETCTBUM C [pUnoXceHn-
em X».

8.39 TporpamMmMHble CpelcT Ba

B naHHOM pasfene onucbiBalTCA TPeboBaHNA B OTHOLIEHUN NPOrPaMMHbIX CPeACTB 415 MegNLUH-
CKUX N3aenni.

Mpumep N1 —AnpekTunsa CoseTa 93/42/ESC, Mpuno>keHue I:

«Il. Tpe6oBaHus K paspaboTKe 1 KOHCT PyKLUK

12. Tpe6oBaHus K MEANLMHCKUM Npubopam, NoAKIIHYaeMbIM K UCTOYHNKY 3HEprin unn obopyaoBaHHbIM nC-
TOYHUKOM 3Heprum

12.7 Mpubopsbl, BKHOYAOLLME 31eKT POHHbIE NPOrpaMmmMupyeMble CUCTEMBI, JOMNKHbI pa3padaTbiBaThHCA Tak.
4TO00bI 06eCneynThb NOBTOPAEMOCT b, HAAEXKHOCTb U 3DPEKTUBHOCTb 3TUX CUCTEM B COOTBETCTBUN C NpefHa-
3HaYeHHbIM NPUMEHEHNEM. B ciyyae efyHUYHONO 0TKasa (B CUCTeMe) cnedyeT NPUHUMATb COOTBETCTBYOLME
Mepbl 415 UCKNIOUYEHNA NN CHUMKEHWS BOSMOXKHbIX NOCNEAYHOLLX PUCKOB™.

Mpumep B - TOCTP NCO 14971-2009:

«C.2.19 BxoguT nu B COCTaB MeAULMHCKOrO U3aenus nporpaMmmMHoe obecneyeHme?

PaccmaTpuBaemble hakTOpbI: CBEAEHUS O TOM, AO/MKHO M NporpamMMHoe obecrneyeHne 6bITb YCTaHOBNEHO,
BepUULMPOBAHO, MOANMULIMPOBAHO UM 3aMEHEHO ONepaTOopPOM, NONb30BaTENEM MU CELNANNCT OM.
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