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Mpeaucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKkOHOM OT
27 pexabpsa 2002 r. Ne 184-93 «O TEXHUYECKOM peryimpoBaHuv», a NpaBuia NpYMeEHEHNS HaunoHasIbHbIX
cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauus B Poccuiickoli ®epepavun.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 NOATOTOBJIEH 3akpbITbiM akLMOHEPHbIM 06LLeCTBOM «MefuTecT» Ha OCHOBE ayTEHTUYHOTO nepe-
BOJa CTaHAapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHnyeckum KOMUTETOM MO cTaHAaptusaunm TK 436 «YnpasneHue kauecTBOM 1 COOTBE-
TCTBYIOLLME acnekTbl 4719 MeAULIMHCKNX N3aennii»

3 YTBEPXJEH W BBEAEH B JENCTBWE [Mpukasom ®efepansHOro areHTcTsa No TeXHUYECKOMY
perynupoBaHuio n MeTposorum ot 29 ceHTa6psa 2008 r. N&226-cT

4 HacTosiwwmiA cTaHAapT nAeHTUYEH MexayHapoaHomy ctaHgapTy WCO/TO 16142:2006 «W3penus
mMeaMunHCkue. PyKoBoACTBO NO BbIGOPY CTaHAAPTOB, NOA4EPXUBAIOLLMX BaXKHENLLVE NPUHUUMBI 06ecneveHns
6e30MacHOCTU 1 3KCM/TyaTalMOHHbIX XapaKTepucTuk MeguuuHcknx nsgennii» (ISO/TR 16142:2006 «Medical
devices — Guidance on the selection of standards in support of recognized essential principles of safety and
performance of medical devices»)

5 BBEJEH BINEPBbIE

MHopmauus 06 M3MEHEHMSAX K HACTOSILLEMY CTaHAapTy Ny6ankyeTCs B eXerofHo n3jaBaemMom
MH(OPMaLMOHHOM YKasaTe e «HaunoHanbHble CTaHAapThi», a TEKCT U3MEHEHWI NNONPaBOK — B eXeme-
CAYHO M3aBaEMblX UH(DOPMALIMOHHBIX YKa3aTensax «HaunoHabHble cTaHgapThi». B ciyuyas nepecmMoTpa
(3aMeHBbI) UM 0T MeHbl HACT OsILLEN0 CTaHAapTa cCooTBe TCTBYIOLLee yBeJoM/eHue 6ygeT ony6/MKoBaHoO
B @XXeMeCsYHO M34aBaeMoM MH(POPMAaLMOHHOM yKa3aTesne «HaunoHanbHble cTaHaapThi». COOTBETCTBY-
loLLasn MHpopmaLms, yBefoMIeHNe U TeKCTbl pa3MeLan T csl Takke B UH(OPMaLMOHHON cucTemMe 06LLero
no/ib30BaHUst — Ha ohnuManbHOM caiiTe defepasnbiioro areH TCTBa N0 TEeXHUYECKOMY PeryvpoBaHuio 1
MeTponoruu B ceTu HTepHeT

© CraHgaptuHdopMm, 2008

HacTosuii cTaHAapT He MOXEeT 6bITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe 0(huLManbHOro U3faHus 6e3 paspelleHns ®efepasbHOIO areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorum
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BeBegeHve

TexHunyeckuii otueT MCO/TO 16142 6611 paspaboTaH TexHuyeckum kommtetom MCO/TK 210 «Ynpasne-
HVe Ka4eCcTBOM M COOTBETCTBYIOLLME 06LLMe acnekTbl A8 MeANLMHCKNX N3aenniix».

HacTosiwee BTopoe nsgaHme 0OTMEHSIET U 3aMeHsieT nepBoe n3gaHne (MCO/T016142:1999), TexHuyec-
Kas CTOpoHa KOTOporo 6bina nepecMoTpeHa.

[MocTossHHOE 06HOBMEHME SBNSIETCA OCHOBOW Mnporpecca MeAULMHCKMX TEeXHOSIOMM U MOBbIWEHUS
pe3ynbTaTMBHOCTW 3apaBooxpaHeHus. CTaHfapTbl, NoAfepXuBalolwme perynvpylowme TpeboBaHus unm
ABNAIOLLMNECS CCbITOYHBIMU ANA AaHHbBIX TpeboBaHWi, He06X0AMMO pa3pabaTbiBaTb M MPUMEHATL TAKUM 06pa-
30M. YTO6bI HOBbIE U3AENNS MOXHO Obl/I0 OCBanBaTb B NPOU3BOACTBE, rapaHTUPys npy 3ToM 6e30MacHOCTb U1
pe3ynbTaTMBHOCTb UX UCMO/Ib30BaHNUS.

CBoeBpeMeHHas paspaboTka W nepuoanyeckuii nepecmMoTp CTaH4apTOB Ha MefuuuHCKMe n3genus
ABNATCA 3(hPEKTUBHBIMU U pe3yNbTaTUBHLIMU CPeACTBaMY NOALEPXKKA PErYIMPYIOLLNX TPe6oBaHWiA n pas-
BUTUSA ro6anbHOl rapMoHM3aLmn.

MpumeHeHne cTaHfapTOB M PyKOBOACTB NOMOraeT 3roToBUTENSAM COOTBETCTBOBATbL 3aKOHOAATE TbHBIM
TpeboBaHusm. CooTBeTCTBME CTaHAapTam, yTBEPXAEHHbIM B paMKax KOHKPETHOI perynvpyloLeil cuctemsl,
no3BONSET YA0BNETBOPATL YCTAHOBNEHHbIM Tpeb6oBaHnsAM. COOTBETCTBME AaHHbIX CTAaHAAPTOB pPerynnpyto-
LWMM TpeboBaHMSAM caMo No cebe He 03HavaeT, YTo 3TV CTaHAapPTbl ABNATCS 06A3aTeNbHbIMU.

CTtaHfapTbl HA MeANLMHCK1E N3Aenuns NpescTaBaaioT coboi pesynbTar 4OCTUXEHNSA cornacus c Tpebo-
BaHWAMMW, 61aronpuATCTBYIOWMMU Pa3BUTUIO MHHOBaLMIA, NpU rapaHTUPOBAHHOW 3alwuTe 340pOBbsA 06-
wecTsa.

apMOHM3aLmMsa COOTBETCTBNSA HOPMATVBHbLIM AOKYMEHTaM SABNSETCA rNaBHbIM YC/I0BUEM CBOEBPEMEH-
HOro NPOABMKEHUS HA PbIHOK NPOTrPECCUBHbIX TEXHOIOTUIA N AoCTUraeTcsa Haanexawmum npumMeHeHneM cooT-
BETCTBYIOLLUMNX CTAHAAPTOB HA MEANLMNHCKNE N3AeNns.

[ns aToro nmetoTca cnegylolme npeanochIiku:

- CTaHAapTbl OCHOBaHbI HA UMEIOLLMXCS 3HAHUAX, UK, APYTUMK C/IOBAMU, OHW ABMAIOTCA PEeTPOCNEKTUB-
HbIMU;

- MIHHOBAL MK MOTYT CTaTb UCTOYHUKOM HENpeaBUAEHHbIX NPO6EM C YHEeTOM MMEILLMXCA 3HAHWIA;

- CTporoe o6sa3aTefibHOe NPUMEHEeHNe CTaHAaPTOB MOXET CTaTb MPenATCTBUEM A1 UHHOBALWIA;

- NPUMEHEHMNE CUCTEM MEHE)XMEHTA KayecTBa LUMPOKO 3apeKoMeHj0Baso cebs kak hyHAaMeHTanbHoe
1 pe3ynbTaTMBHOE CPeACTBO 3aLnThbl 34,0P0BbSA 06LLECTBA;

- CUCTEMbl MEHEKMEHTA KayecTBa BK/1HOYAKT B Ce65 MOMIOXEHWS, CMOCO6GCTBYIOWME KaK BHEAPEHUIO
WHHOBALMI, Tak 1 COXpaHEHWUI0 MEILLMXCA 3HaHWi. K TakuM NoMoXeHUsiM cMCTeM MeHeXMeHTa kayecTBa
OTHOCATCS UCMNbITAHUS B PeasibHbIX YCI0BUAX, aHaNIN3 puUcka, MEHeDKMEHT puCKa, NoaTanHblli aHanuns, xpaHe-
HVe [,OKYMEHTOB ¥ 3anunceit, a Takke NpMMeHeHne CTaHAapTOB Ha U3AeNNsa 1 NPoLLecChl.
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HALULMWOHANBHBIN CTAHAOAPT POCCUWNCKOWN GENLEPALUMN

N3LENNA MEAULNHCKUE

PYyKOBOACTBO N0 BbIGOPY CTAaHAAPTOB, NOAAEPXKMUBAIOLLUX BAXHELINE NPUHL MBI
o6ecneyeHunss 6e30MacHOCTH U IKCM/yaTalMOHHbIX XapaKTepUCTUK MeAULUHCKUX U3aennii

Medical devices.
Guidance on the selection of standards In support of recognized essential principles of safety and performance
of medical devices

fNaTtaBBegeHna — 2009—03—01

1 O6nacTb NpMMeHeHus

HacToswuii ctaHgapT paccmatpuBaeT M UAEHTUMLMPYET HEKOTOpble CTaHAapTbl U PYKOBOACTBA,
nonesHble 415 OLEeHKN COOTBETCTBUA MEAULNHCKUX N3LENI BaXHEWLWUM NprMHumMnam obecneyeHus 6esonac-
HOCTW ¥ 3KCM/TyaTalMOHHbIX XapaKTepUCTUK faHHbIX U34e/NiA.

HacTosiwuii cTaHgapT npeAHasHadeH 4151 U3rotoBuTenein MeauLnHCKNX N3aennia, opraHn3sauunin no ctaH-
[apTusauumun. peryinpyoLiux opraHoB, a Takxke AJ/151 OLeHKN COOTBETCTBUS.

2 TepMuHbI 1 onpeaeneHns

B HacTosiLeM cTaHaapTe NPUMEHEHbI Cneaytolme TEPMUHBI C COOTBETCTBYHOLMMU ONpeaeneHnamu.

2.1 ocHoBononaratuwmnii ctaHgapt (basic standard): CtaHgapT, cogepxalnii pyHaaMeHTasIbHble
NOHATUS, NPUHLMUMBI U TPE6OBaHMSA, OTHOCSALMECS K OCHOBHbLIM acnekTaM LMPOKOW HOMEHKIaTypbl U3Aesnii,
NpPOL,ECCOB U/N YCAyT.

NMpumeyaHune — OcHoBONoONarawlMe cTaHAapTbl UHOTAA OTHOCAT K Tak Ha3blBAEMbIM «TOPW30OHTANIbHbIM»
cTaHgapTam.

2.2 crtaHgapT Ha rpynny m3genuii (group standard): CTtaHgapT, BKIYalLWMiA B cebs BaxHenwwme
acnekTbl obecneyeHns 6e30MacHOCTU U 3KCNyaTalLNOHHbIX XapakTePUCTUK TPYNMbl aHaNOTUYHbIX N3aenuii,
HeCcKOMbKMX NMPOLLECCOB UMW YCNYT U OXBaTbiBalOWMii 061acTb feATENbHOCTM ABYX UK 60onee TeXHUYeCKNX
KOMUTETOB MV NOAKOMUTETOB, CO CChIIKAMUW, HACKOIbKO 3TO BO3MOXHO, HA OCHOBOMOararwLme cTaHaapThbl.

NMprnmevyaHune — CTaHfapTbl HA TPYNNYy U3ennii MHOTAA OTHOCAT K Tak HA3bIBAEMbIM «MOJTYTOPM30HTaIbHbIM»
cTaHjapTam.

2.3 cTaHgapT Ha usgenue (product standard): CtaHgapT, BkIuYawlWwmii B cedsl Bce HEOOX0AMMble
acnekTbl o6ecnevyeHns 6€30MacHOCTN U 3KCNIyaTaunOHHbIX XapakTePUCTUK KOHKPETHOrO U3AeNS NNV Fpynnbl
nsaenuii, npouecca (npoueccoB) unu ycnyrn (ycnyr) n oxesatbiBalLWnii o6n1acTe AeATE/IbHOCTU ABYX WK
60nee TeXHNYECKNUX KOMUTETOB MV NOAKOMUTETOB, CO CCbISIKAMU, HACKO/IbKO 3TO BO3MOXHO, HA OCHOBOMNO/a-
ralouime cTaHAapTbl M CTaHAAPTbl Ha rpynny usgenuii.

MpumeyaHune —CTaHfapTHa U3LEIMENHOTLa0THOCATKTaKHa3blBaeblbiIM«aepThkalibHbIM»CTaHgapTam.

3 BaxHelwne nprHUNMbI obecneyeHnsa 6e30MnacHoOCTU U KCrJtyatTaulMOHHbIX
XapakTepnctuk MegnUunNHCKNX I/I3,CI|EI'II/II7I

BaxHelilune NpuHLUMNLI o6ecnedeHnst 6e30NacHOCTY 1 IKCMyaTauMOHHbIX XapakTepuCTUK MeauLH-
CKMX U3genuii (fanee — BaxHelWmne NPUHLMNbLI) 06ecneynBaloT BbiNosHeHWe 06LUxX Tpe6oBaHuii K NPOeKTH-
pOBaHWIO 1 MPOU3BOACTBY BCEX MEAMLMHCKUX M3fenuii, obecneunBasi TakuMm o6pa3om Mx 6e30MacHoOCTb U
3KCMyaTaLMOHHbIE XapakTepUcTUKM. KoHLEenums BaxHenwnx npMHLMNoB 6bina paspaboTaHa Lienesoii rpyn-
noii rno6anbHoil rapmoHusaLumn (GHTF, npunoxeHve D). 3Ta KOHUEeNUMs npefHa3HavYeHa Ans NoAAepXaHus

N3paHne opuymnansHoe
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3BOJIOLMOHHOIO npouecca COMMKEHUS CUCTEM, YycTaHaB/IMBAWLWMX peryavpyloume TpeboBaHusa K
MeAULMHCKAM U3AENUSIM.

Lins o6ecneyeHunss COOTBETCTBUSA BaXHENWNM NPUHLMNAM U3FOTOBUTENL MOXET, NP HEOGXOANMOCTH,
NPUMEHATL 06LLeNpU3HaHHbIE CTAHAAPTHI, NOAAEPXMUBAIOLLME YOMSHYTbIE BaXHEWLINE NPUHLMMbI. DTV CTaH-
fapTbl o6ecneunBaloT 60MbLUYI0 CTENEHb AeTann3anum, Yem Ta. KOTopasi MOXET 6bITb BblpaXKeHa B BaXKHel-
LMX NpuHLMnax. Kpome Toro, BaxkHeiwmne NpUHLMNbI U NOALEePXMBAOLME UX CTaHAAPTLI MOTYT GbITh NOME3HbI
3aKoHoAaTes1sIM B OTHOLLEHWUU CUCTEM, yCTaHaB/IMBAIOLLMX PEry/iMpyoLLe Tpe6oBaHNA K MEAULMHCKAM U3fe-
NNsIM.

4 TlpyMeHeHne CTaH4apTOB M PYKOBOACTB, NOAAEPXMBAIOLWNX PEryNnpyroLme
TpeboBaHus

4.1 OcHoBononarawuiMe ctaHaapTbl

OcHoBononarawLme ctaHgapTbl paspabaTbiBaloT, pyKOBOACTBYSACH BRXKHENLLMMMW NPUHLMAAMKU, NpuMe-
HAEMbIMW KO BCEM BMAAM WY LLMPOKOI HOMEHKNAType MeAnLMHCKMX n3genuii. OcHoBononarawlme ctaHaap-
Tbl cofepXaT TexHuyeckne noApobHOCTM, HeobxoAumble AN O6ecrnevyeHus COOTBETCTBUSA BaXKHENLLUM
npuHUMnam. PaspaboTka n NpMMeHeHe 0CHOBONONAaraLLX CTaHAAPTOB O4YEHb BaXHbI, Tak Kak OHN CBOAAT K
MUHUMYMY BbICTPOE paspacTaHue KonyecTsa CTaH4apToB U NpeaynpexaatoT nosiB/eHNe MMELWUX Pacxox-
OEHNS AN NPOTUBOPEUMBLIX TPEOGOBaHU NMG0 NoNoXeHNA. OCHOBOMNONaratoLwme cTaH4apTbl NOA4EPXKMBAIOT
pa3paboTKy NOOXEHUIA, COrnacoBaHHbIX C TPe6OBaHUSMM KakK PerynpytoLLMx OpraHoB, Tak U N3rotoButenei.
B uenom Takve cTaHAapTbl PEKOMEHYeTCs rapMOHU3MpPOBaTh 6€3 N3MEHEHWIA.

OcHoBononaratwLme cTaHAapTbl MOXHO pasfennTb Ha cregytolmne 6onblune KaTeropuu:

- CTaHAapTbl CUCTEM MEHEKMEHTA, HanpuMep cUCTeM MeHeKMEHTa KavyecTBa, MeHepKMeHTa pucka,;

- BaXKHelwwne cTtaHjapTbl, o6ecneynBaloLme 6e30nacHOCTb, UK CTaHAapThl, ycTaHaBnmBsalwoLwme Tpe-
60BaHMA K NpoLeccam, HanprMep K 6UoorMYeckoil 6esonacHocTU, 06 Me TpeboBaHMA K6e30MacHOCTU 1 Bax-
HeWnM aKCnayaTaunoHHbIM XapakTepucTukam MeguLMHCKUX 3NeKTPUYeCcKnX U3fenuii, K ctepuamsauyumn v
aKcnayaTauMoHHON NPUrogHOCTH.

4.2 TMpun3HaHne cTaHOapToOB

B HekoTOpbIX CTpaHax perynupytoLme opraHbl ONyCKaloT 406POBOIbHOE NPUMEHEHWE 06l enpru3HaH-
HbIX MEeXAYHapOAHbIX CTaHAAPTOB B KAYECTBE CPeACTBa LEMOHCTPALMWN COOTBETCTBUS BXXHENLLUM NPUHLK-
nam obecneyeHns 6e30MacHOCTN 1 3KCMyaTaLMOHHbIX XapakTepUCTUK MeAULMHCKMX n3genunii. Ecnu Takoi
cTaHgapr:

a) He npuMmeHsieTcs;

b) HepoCTyneH unu

C) NpUMeHsieTCs He B MOSIHOM 06beMme.

TO 3TO f,ONYCTUMO TOrAa, Koraa Heo6XoANMbIA YpOBEHb COOTBETCTBMA BaXHeLLMM NpyHumunam obecne-
YeHns 6e30MacHOCTU U aKCNIyaTalMOHHbIX XapakTepUCTUK MOXET ObITb JOCTUTHYT U NPOAEMOHCTPUPOBaH
apyrumn cpegctsamu. Mpu OTCYTCTBMM O6LLENPU3HAHHBIX MEXAYHapoAHbIX CTaHAapTOB perynupyoLwmum
opraHam, BO3MOXHO, Liesiecoo6pasHo NpusHaTb NpuMeHeHre 06Lenpu3HaHHbIX perMoHanbHbIX AN HaLmno-
HaslbHbIX CTAH4aPTOB IM60 NPOMbILLISIEHHbIX CTAHAAPTOB.

CraHfapThbl, NoAAEePXMBaIOLLME BaXKHEWLLINE NPUHLMNBI, LO/KHbI 623MPOBaTbLCS:

- Ha TECHOI B3aMMOCBA3M 06/1aCT NPUMEHEHNA cTaH4apTa C O4HUM UAWN HECKONbKAMUW BadKHEWLLIMMHN
npuHUMNamu;

- ICHOCTM M NOJTHOTE TEXHMYECKNX TPEe6OBaHWi, CoaepXallnxcs B CTaHAapTe;

- HA/IMYMN MeTOA0B ONpeAesieHns COOTBETCTBUS KaXA0MY U3 TeXHUYEeCKUX TpeboBaHuii cTaHaapTa:

- HANIMYnN YeTKNX KpUTEPUEB ONpefeseHns COOTBETCTBUSA TEXHUYECKUM TpeOOBaHNUSAM.

4.3 OueHka COOTBEeTCTBUA

[N oueHkn cooTBETCTBUA MeAMLMHCKOIO U3Aens BaXKHEWLWMM MPUHLMNaM U3roToBUTe b KOHKPETHOIO
MeAMLUHCKOro N3fenunsa MoXeT NCN0/b30BaTh HEKOTOPbIE CTaHAAPTbl YHACTUYHO, a Takke KOMOUHNPOBAaTL UX
cnoco6om, Hanbonee NpuemMaeMbIM 415 pacCcMaTprBaeMoro n3genus. YactnyHoe npyMeHeHne cTaHaapTos,
a Takke MX KOM6UHNpOBaHWe pekoMeHAYyeTCa NCNoNb30BaTh A1 OLLEHKN COOTBETCTBUS.

CTaHfapTbl Ha KOHKpeTHble U3 enus HeobxoAnumMo NPUMEHATL Torga, Korga ocHosonosarawLlme cTaH-
AapTbl u/vnn ctaHdapTbl Ha rPYNNbl 3Aenuii He NOAAEPXMBAIOT BCE HEOOXOAVMbIE BaxHelLne NpUHLMNbI
ob6ecneyeHnss 6e30MacHOCTU U IKCNyaTaLNOHHbIX XapakTepuUcTUK MeANLMHCKNX N3ae i,

4.4 CcblNlKM Ha OCHOBONOMAarawlme ctaHgapTsl

Mpu pa3paboTke cTaHfapTa MOXeT BO3HVKHYTb HEOOX04MMOCTb B CCbI/IKE HA OCHOBOMOIAratoLnii CTaH-
[apT ¢ uenbto obecneyveHns Hagnexallero BoINnoHeHUs TpeboBaHnit. Takune CCbiIKM pekoMeHayeTcs fenatb

2
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OCTOPOXHO, YTOObI HE OrPaHNYNTb BO3MOXHOCTM, NpefocTaB/sieMble peryimpyowmuMm Tpe6oBaHusMmU 1 Npo-
Lefypamu OLEeHKN COOTBETCTBUS,, 0COOEHHO B TEX C/lyYasX, Korga B cTaHAapTax Ha u3genus Heobxoanma Hop-
MaTVWBHas CCblfika HAa OCHOBOMoOMarawlme cTaHfapTbl A1 CUCTEM MeHemxMmeHTa (cMm. 4.1). CyuwecTByeT
o6l ee NOMOXEeHWE, YTO yrnpaB/ieHne HEKOTOPbIMY NPoLeccaMn SIBASIETCSA HaWUMYYLIUM UIN e QUHCTBEHHbIM
cnoco6om o6ecrneyeHusi COOTBETCTBUS FOTOBOW NPOAYKLUW perynmpyowmnmM Tpe6oBaHnsaM. Knaccuyeckumm
npuMepamm ABASIOTCSA CTEPUIIbHbBIE N34ENNA Y MPorpamMmMHble CPeACTBa, NO3TOMY CTaHAapTbl Ha CTEPUSIbHbIE
U3enua v n3genuna C UCnosib3oBaHNeM NPorpaMmmHoOro obecneyeHuns npeAcTaBasatOT CO60 NpuMepsb! Lieneco-
o6pasHoro obpalleHust K ocHoBomonarawwmm crtaHgaptam. OfHako credyeT co6/0AaTb OCTOPOXHOCTD,
Tpebys NPUMEHEHMNS CTaHAaPTOB HA CUCTEMbI MEHE)KMEHTA NOCPEeCTBOM BBEEHNSA HOPMATHBHbIX CCbI/IOK B
CTaHAapT Ha usgenue.

M3roToBuTENN, NPUMEHSAIOWMNE CTaHAapTbl 415 06ecneyeHns COOTBETCTBUA PEryAnpyioLWmMm Tpebosa-
HMAM. MOTYT UCMONb30BaTb CTaHAAPT B NO/IHOM 06bEME U/ YaCTUYHO (cM. 4.3).

OcHoBononaratwlLme cTaHAapTbl MOTyT GblTb MCMO/Ib30BaHbI B APYrUX CTaHAapTax pasnyHbIMK Cnoco-
6amu. Hanpumep:

- yCTaHOB/IEHWEM TPe6GOoBaHuii KcMcTeMam UM CBOWCTBaM, NOAAEPXKAHHBIX MHDOPMATUBHBIMU CCbIIKa-
MW Ha OCHOBOMoOarawLwuii cTaHaapT;

- BK/IIOYEHNEM HOPMATUBHbIX CCbISIOK HA UAEHTU(ULMPOBAHHbIE TPEBOBAHUS, MYHKTbI AN MOAMYHKTbI
OCHOBOMO/IAralLLero cTaHaapTa;

- yCTaHOB/IeHWeM Tpe6oBaHuii, NCNOMb3ys AOCTOBHO TEKCT OCHOBOMOIAratoLLero ctaHgapTa u uutupys
VHChOpMaLMio, B3ATYH0 U3 UCXOLHOIO f,OKYMEHTaA, Un

- BK/IIOYEHNEM HOPMATUBHbBIX CCbIJIOK HA OCHOBOMONArawLwuii ctaHaapT.

MprMepbl NCNO/b30BaHNSA BbllLeyKka3aHHbIX CNOCO6G0B NpUBELEHbI B NPUIOXEHNN B.

MoOXeT Takxe BO3HUKHYTb HEOGXOAMMOCTb MPUBOAUTL B OAHOM CTaHZapTe Ha M3fenne HOPMaTUBHYHO
CCbIJIKY Ha PYroil cTaHJapT Ha n3fenve, UCnosb3ys BbilleykasaHHble pekoMeHauunu.

5 BaxHeWwune NpuHUMbI U CCbIJIKM HAa COOTBETCTBYIOWME CTaHAAPThI
N pyKoBOACTBa

Mpexae Yem BbINYCTUTb HA PbIHOK MeAULIMHCKOE U3fenue, M3roToBUTE b JO/MKEH YCTAHOBUTh, UTO BaX-
Helilne NpuHLMNbI o6ecneyeHns 6€30MacHOCTU U 3KCM/TyaTaUUOHHbIX XapakTepPUCTUK yA0B/IETBOPEHbI Haf-
nexauwum o6pasom.

CyuiecTByeT MHOT0 CNoCcO60B, KOTOPbIe NO3BONSAOT U3TOTOBUTE/TH NPOLEMOHCTPUPOBATL COOTBETCTBYE
BaXXHENLMM npuHuMnam.

B npunoxeHnun A npuseseHsl Hanboee 3HaUYMble CTaHAAPTLI, NPYMEHeHNEe KOTOPbIX NO3BOSET Npoe-
MOHCTPUPOBaTb COOTBETCTBUE KOHKPETHBLIM NPM3HAKaM BaXHENLLMX NPUHLMNOB; NepeYeHb 3TUX CTaHAapToB
haH BTabnuue A.1l.

Mpwu BbIGOPE CTAHAAPTOB U3 NPUIOXKEHNSI A BAXKHO YUNTbIBaThb TWN (BMUA) paccMaTpuBaeMoro u3genns n
npouecca, Tak kak HeKoTopble U3 NPUBEAEHHbIX CTAHAAPTOB OTHOCATCA K ONpeAesieHHbIM rpynnam usaenuii
nnu npoueccoB (Hanpumep. (1) OTHOCMTCA K MeAULMHCKUM 3/IEKTPUYECKUM n3aennsam). N3BecTHo, 4To Tpebo-
BaHUs, cofepXallnecs B OAHOM CTaHAApTe, MOTYT He Y0BNEeTBOPSATbL BCEM NPU3HAKaM KOHKPETHOrO BaXKHel-
LWero NpuHUMNa, OTHOCALLErocsi K paccmatpuBaeMomy MeauUMHCKOMY M3genuvio. B aTom cnyyae cnepyet
obpaljatbCs K ApYrMM CcTaHgapTaMm, AelicTByHOWMM Wan paspabaTbiBaeMbiM, KOTOpPble MOMOryT NpoAeMo-
HCTPMPOBATbL COOTBETCTBYME AAHHOTO U3AE/INS BCEM HAAeXALUMM BaXKHEWLLIMM NPUHLMNAM.

CTtaHpapTbl, NPUBELEHHbIE B NPUIOXEHUN A. MOTYT BbITb MCMOb30BaHbI B KAYECTBE OTNPABHOMN TOUKU, 1
Nto6ble CCbINIOYHbIE MaTepuasbl, NpegHasHauYeHHble A8 NPYMEHEHNS, PEKOMEHAYETCS NPOBEPATL HA COOTBE-
TCTBVE NEPBOMCTOUYHMKAM A1t UX NOCNEeAYIOLLEro pe3y/ibTaTUBHOIO NepecMoTpa.

B HacTosileM cTaHAapTe HEBO3MOXHO MAEHTUUUMPOBATL BCe CTaHAapTbl, KOTOpble MOryT 6biTb
MCMNO/b30BaHbl /151 YA0BETBOPEHNST KOHKPETHbIX BXXHENLINX NPUHLMNOB.

6 Kak HaiiTn HeobxoaMMble CTaHAaPThbI

Mpy noncke HeobxoANMBbIX CTaHAAPTOB NOMOTYT criegyloline agpeca B cetu VIHTepHeT:

- CO http://lwww.iso.org

- M3K  http://wwwliec.ch

HauunoHanbHble opraHmsaumnm — vneHsl MICO n M3K MoryT uMeThb HauuoHasbHble CTaH4apThl, 3KBMBA-
NIeHTHbIe NPVBEAEHHbIM B NPUIOXKEHUN A. XOTA HOMepa 3TWUX CTaHAAPTOB MOTYT 6bITb APYTUMU.


http://mosexp.ru# 
http://mosexp.ru#
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MpunoxeHune A
(cnpaBoyHOe)

Tabnuua B3aMMOCBS3M BaXHENLWNX NPUHLMNOB U CTaH4APTOB

MepeyeHb cTaH[apTOB, NPUBEAEHHbIV B Tabnuue A. 1. ABnseTcA oTNpaBHOI TOUYKON. Jllo6Gble CCbINIOYHbIE MaTepua-
Nbl. NpejHa3Ha4YeHHble 415 NPUMEHEHUS, PEKOMEH/AYEeTCS NPOBEPATb HA COOTBETCTBUE NEPBOUCTOYHMKAM A5t X nocre-
Ayl ero pes3ynbTaTUBHOIO NepecMoTpa.

CTaHAapThbl, HAKOTOPbIE CCbINAOTCS NPU 06ecnevyeHUn Hanbo bl el YacT BaXHENLW X NPUHLMNOB, NOTEHLMANbHO
NPUMEeHNMbl K 6ONbWWHCTBY, €C/IN He KO BCEM YNOMSIHYTbIM NpuHuunam. Ecnu npumeHeHne cTaHJapTOB OTpaHUYeHo
OLHUM WM HECKONbKUMU BaXHENLW MU NPUHLMNAMU, CCbINIKN AOMXHbI ObiTb AaHbl HA 3TOT (3TW) KOHKPETHbIi(ble) npu-
HUmnn(bl).

MoryT 6bITb NONE3HbI W ApYrne BUAbl JOKYMEHTOB, 0COGEHHO A/151 pa3paboTYMKOB CTAHAAPTOB, B YHACTHOCTM A0OKY-
MeHThI (2) — (4).

B HacTosilemM NPUAOXKEHNN YKa3aHbl CTaHAAPTbI, KOTOPbIE MOTYT OKa3aTb MOMOLLb B JeMOHCTPALUN COOTBETCTBUSA
onpefieNneHHbIM NPU3HaKaM KOHKPETHbIX BaXHeNlnx NpUHLMNOB. [ipyrne cTaHAapThl, AeiiCTBYOW e NN Haxoaalneca B
pa3paboTke, MOryT NOMOYb NPOJEMOHCTPUPOBATL COOTBETCTBME N3AENNS BCEM HAANEXALMNM BaXHERLINM NPUHLMNAM.

Ta6nuya Al — B3auMOCBA3b BaXHENWUX NPUHLMNOB o6ecneyeHnss 6€30NaCHOCTN W IKCNyaTalUMOHHbIX XapakTe-

PUCTUK MEAULMHCKIX M3AENNii U CTaHAApPTOB

BaXxHelwune npuHUUNGbI ob6ecneyeHunsi 6e3onacHoOCTn 1 3KCNyaTauMOHHbIX XapakTepucTumk

. CcblnoyHble cTaHgapTsbl’ 1
MeANLMHCKNX n3aenuii

1 OCHOBHBbIE NMPUHLWMbI

Al MepauuuHckue nsgenusa (fanee — n3fenns) LOSKHbI 6GbITb CNPOEKTUPOBAaHbI 1 NCO 14971;
W3rOTOB/IEHbI TakK. 4TOGbl NMPU UCNONBL30BAHWM WX MO Ha3HAYEHUI0 B Hagnexaunux NCO 13485;
ycnoeuax u (npy Heo6Xxo04MMOCTU) C NPUMEHEHNEM TEXHUYECKUX 3HaHWU, onbiTa, obpa- NCOAO 14969;
30BaHMA UAM NOATOTOBKM MOTEHLMaNbHbIX NONb30BaTeslell OHW He noABeprannm pucky NCO 14155 (Bce yacTtu),
KNMHUYeckne ycnosus nam 6e3onacHocTb nayneHTos nm6o 6e3onacHoOCTb U 340POBbE M3K 60601 (Bce yacTtu).
nonb3oBaTenei uau Apyrux nuy: nobsle puckn, CBA3aHHbIE C UX MPUMEHEHUEM, [0/XK- ID: [5)-(8]

Hbl 6bITb AONYCTUMBIMW U MEHbLWWUMU, YEeM NPUHOCKMAsA NOMb3a NalLUeHTy, a Takxe
COOTBETCTBOBATb BbICOKOMY YPOBHIO 3aWUThbl 340P0BbA N obecneyeHus 6e3onacHoCTn

A.2 PeweHus, NpuHATbIE W3rOoTOBUTENIEM NpW NpPOeKkTUpoBaHWW U pa3paboTke NCO 14971,
n3genuii, [OMKHbI COOTBETCTBOBATL NpuMHUMNaM 6e30MacHOCTU C y4eTOM COBpPEMEH- NCO 13485;
HOTO COCTOSIHUSA HaYKN U TEeXHUKN. NCOAO 14969;

YT06bI BbIGpaTh Hambosiee NpasBu/ibHble PELIeHNs, W3roTOBUTENb B CNeAyllem 15|- [7]

nopsifike AOMKEH.

- UAEeHTULUMPOBAaTbL ONACHOCTU M COMYTCTBYOLWMNE UM PUCKU, CBA3AHHbIE C Npej-
Ha3HAYeHHbIM NPUMEHEHWEM WK NPOTHO3NPYEMbIM HENPaBW/IbHbIM UCNOMb30BAHUEM
MefULMHCKOTo usgenuvs;

- UCKAKYaTb NN YMEHbLLATb, HACKO/IbKO BO3MOXHO, puckn (obecneyeHune 6esonac-
HOCTW U3 EeNus Ha atanax NPoeKTUPOBaHMUS U paspaboTkm).

- NPUHUMATb, NO BO3MOXHOCTMW, COOTBETCTBYIOLME 3alNTHbIE MEpbI, BKKOYas, rae
Heo6xoanmMo, cpabaTbiBaHWe TPEBOXHOW curHanusauuu B Clyvyae HEBO3MOXHOCTMW
VNCKMIOUYEHNSA PUCKOB.

- UHhopMUpOBaTb MNonb3oBaTeneli 06 OCTATOYHbIX pUCKaX, BO3HUKAKLWMUX NpU
HanMuMM HeJo0CTATKOB B NPEeANPUHATLIX CNOCOGaXx 3aWuThl

A.3 W3penua fonxHbl YHKLULMOHMPOBATL B COOTBETCTBUMN CO CBOMM HasHauyeHuem NCO 14971.
1 6bITb CMPOEKTUPOBAHbI, N3rOTOBJIEHbI 1 yNakoBaHbl Tak. YTO6bl BbIMOMHATL Of4HY UK NCO 13485;
HEeCcKONbKO (yHKUMI M3 odhuuManbHO YTBEPXAEHHON 06/1aCTM NPUMEHEHUS KOHKpeT- NCOAO 14969;
HOT0 MeAULMHCKOro n3genns 15)- [7]

A.4 TexHuyeckue ¥ IKCNyaTaLMOHHbIe XapakTEPUCTUKN MeANLUHCKUX W3aenwuii, NCO 14971,
onucaHHble a A.1 — A.3 HacToslwel Tabnunubl, He AO/KHbI OKa3blBaTb BpeAHOEe BO3- NCO 13485;
AelicTBME HACTONbLKO, 4TOGbLI NogBepraTb PUCKY KNMHWYECKUE YCNOBUSA, a Takke 6e30- NCOAO 14969;
nacHOCTb NaUMEeHTOB W APYrMX NWL B TeYeHue cpoka Cnyxbbl n3genus, ykasaHHoro NCO 141S5 (Bce yacTu);
N3roToBUTENEM, ECNUN U3[EeNNe HaX0ANTCA a HOpPMalbHblIX YCNOBUAX 3KCnayaTauum un [S)— [8

nogaepxwusaeTcsa B pa60L|eM COCTOAHNKN Hagnexawumm o6pa30M N B COOTBETCTBUN C
WHCTPYKUMNAMU nsrotoeutens
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Mpoponkenne Tabnuu») Al

BaxHeiilume nNpuHLMnbI 06ecneyeHnst 6e30NacHOCTY 1 KCMJTyaTaUMOHHbIX XapakTepucTuK
MEANLMHCKNX U3aenuit

A.5 N3penns [ONXHbI 6blTb CNPOEKTUPOBAaHbI, W3rOTOB/AIEHbI W YNakoBaHbl Tak.
4YTOG6bl UX TEXHUYECKNE n JKcnnyatayuoHHble XapakTepucTukn npun Ucnosib3oBaHnu no
Ha3Ha4yeHWK He ncnbiTbiBasn BpeaHOTO BO3,qu7ICTBI/Iﬂ npun TpaHcnopTupoBaHUU u xpa-
HEHUW. OCYLLEeCTBNSAEMbIMWU B COOTBETCTBUMN C UHCTPYKLUAMU 1 C y4eTOM UHopmaummn
n3rotosntens

A.6 TMpu DYyHKLNOHMPOBAHNM B COOTBETCTBMU C Ha3Ha4YeHWEeM Nosb3a OT npume-
HeHNA MeAULUHCKOTO W3Aenuns AOJXKHa NpeBbllaTb BpeJ OT HexenaTenbHbiX No6oy-
HbIX 3phekToB

I TPEBOBAHUA KMPOEKTUPOBAHWIO N PABPABOTKE

A.7 Xumuuyeckue, ousnyeckme n 6uonornyeckme cBoincTea

A.7.1 MN3pennsa ponxHbl 6biTb CNPOEKTUPOBAHbI U U3rOTOB/EHbI Tak. 4ToGbl o6ec-
neuynBaTb TeXHUYECKME U IKCMyaTaLUOHHbIe XapakTePUCTUKM B COOTBETCTBUM C pas-
penom 1HacTtosiweit Tabnuybl. Oco6oe BHUMaHWe cneayeT yaensTh.

- BbIGOPY MCMOMb3yeMblX MaTepuanoB, 0COGEHHO MUX TOKCUYHOCTU W. NPU Heob6-
XOAWMOCTW. BOCN/1AMEHAEMOCTH;

- COBMECTUMOCTM UCMNOJIb3yEMbIX MaTepuanoB ¢ 6MOMOTMYECKNMN TKAHAMU, KneT-
Kamy 1 YM3N0IOTUYECKUMU XNAKOCTAMU OpraHnu3ma ¢ yueToM npefHasHayeHHOro npu-
MeHeHus usaenus,

- BbIGOPY MCMNOJIb3yeMblX MaTepuasoB C yyeToM, npu Heo6XOAMMOCTW, UX TBep-
[lOCTW. M3HOCA U YCTA/IOCTHOW MPOYHOCTH

A.7.2 3penvsa [OMXHbI 6GbiTb CNPOEKTUPOBAHbI, U3rOTOB/IEHbI W yNakoBaHbl Tak.
uTO6bl CBECTU K MUHUMYMY PUCK, KOTOPbI MOXeT GbiTb MPUUMHEH 3arpsisHALW UMM
BelwecTBaMy ¥ NPOYUMMU OTXO4aMy MPOM3BOACTBA JMLAM, 3aHATBIM TpaHcnop-
TUPOBAHUEM. XPAHEHUEM U 3KCNyaTauueid nsgenunii B npouecce e4YeHust ¢ yueTom ux
HasHaueHus.

Oco60e BHWMaHUe cnepyeT yaensaTb GMOMOTMYECKUM TKaHSAM, KOTOpble NoABep-
ralTcs Kakomy-nu6o BO3AeicTBUIO, a Takke A/MTENIbHOCTW M YacToTe 3TOT0 BO3-
nevicteus

A.7.3 M3penna JonxHbl GblTb CMPOEKTUPOBAHbI W U3TOTOBMEHbl TakK. YTOGbl OHU
Mornm o6ecneynBaTtb 6€30MacHbI KOHTAKT C MaTepuanamu, BewecTsamu u rasamMmu npu
HOPMasfbHOM WCNONb30BAHUN WV MPOBEAEHUN PYTUHHLIX Mpoueayp; €cnu faHHble
n3fenus npegHasHayeHbl ANA BBEAEHUS NEKapCTBEHHbIX CPEACTB, OHU AO/KHbI GbiTb
CMPOeKTUPOBAHbI U U3TOTOBMEHbI C YYETOM COBMECTUMOCTU C YNOMSIHYTbIMU /leKapcT-
BEHHbIMWU CpefCcTBaMW a COOTBETCTBUM C MONIOXEHUAMU U OrPaHUYEHUAMU, OTHOCSH-
WMUMWUCA K JaHHbIM U34eNnsaM, a UX PYHKLMOHUPOBAHME LOKHO OCYLECTBAATHCA COM-
NacHo npefHa3Ha4YeHHOMY NPUMEHEHUI0

A.7.4 Ecnu B u3fenne B Ka4ecTBe HEOTHLEM/IEMOI YacTu BXOAWUT BeLeCTBO, KOTO-
poe npu caMoCTOSITENIbHOM NPUMEHEHUU MOXET pacCMaTpUBaThCs Kak fiekapCTBeHHoe
CpefcTBO, MMelliee COOTBETCTBYWLWEe oduuManbHoe onpeaefieHne B COOTBETCT-
BYIOLWWMX 3aKOHAaX W OKa3biBalllee Ha OPraHW3M nayuveHTa JOMONHUTENIbHOE BO3AEl-
CTBME MOMWMO BO3A€iCTBUS CaMOro u3genus, To ciegyeTt nNpoBepsTb 6e30MNacHOCTb,
KayecTBO W MOMIE3HOCTb 4aHHOTO BEWEeCTBA C YYETOM HasHauyeHus usgenus

A.7.5 UN3genus Ao/MKHbI 6bITb CMPOEKTUPOBAHbLI W U3TOTOBMIEHbI TaK. YTOGLI MUHM-
MWU3MPOBATL PUCKM, BOSMOXHbIE NPU yTeUke BELWEeCTB U3 N3genus

A.7.6 MN3penus [OSKHbI 6bITb CMIPOEKTUPOBAHbI M U3FOTOB/IEHbI TaK. YTOGbI MUHU-
MU3MpPOBaTb PUCKW, BO3MOXHbIE NPW HenpejHaMepPeHHOM nonajaHuu BeLWecTB B
n3genve UK BbIBEEHUS BELECTB N3 U3JeNNs C YHeTOM Ha3HauYeHUs JaHHOTO U3genus
1 npeAnonaraemMblx ycnoBuii okpyxatouiei cpefbl

Ccbl/104HbIe cTaHdapThbl”

NCO 14971,
NCO 13485;
NCO/TO 14969.

I»)-n

NCO 14971;
NCO 13485;
NCO/TO 14969;
15]- U

NCO 14971;

NCO 13485;

NCO/TO 14969;

MNCO 10993 (Bce yacTm);
151-171: (9]

NCO/TO 14969;
NCO/10993 (BCce HacTm);
17): {9]

NCO/TO 14969;
NCO 10993 (Bce yacTu);
MCO 11607 (Bce 4acTu);

7]. 19]: (10)

NCO 14971;
MNCO 10993 (Bce yacTu);
NCO 11607 (Bce uyacTu);

(5):(9). (10]

CM. Takxe hapmakoneu

n ocuymanbHole nybnuka-
uun. cogepxatiue nepeyHu
NekapcTBEHHbIX CPeACcTB

NCO 14971;

MNCO 10993 (Bce yacTu):
NCO 11607 (Bce uyacTu);
M3K 60601 (Bce yacTu):
(1]: 1*1:19]:1«]

NCO 14971;

MCO 10993 (Bce vacTtu).

(6): (9]
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Mpogonxenne Tabauybl A. 1

BaxHeiiumne npuHLMnbI o6ecneyernst 6e30MacHOCTU 1 IKCTTyaTaUMOHHbIX XapakTepucTmk
MEANLMHCKNX U3Lennii

A.8 WNHekunoHHoe n MukpobHoe 3arpsisHeHune

A.8.1 WN3penus n npouecchl WX U3roTOBAEHWUS [O/MKHbI GbITb CPOEKTUPOBAHbI Tak.
UTO6bl YMEHbLWaTb, HACKO/IbKO BO3MOXHO, PUCK UH(WULUMPOBAHUS NauneHTa, Nnosb3o-
BaTesns U. Npu HEO6XOANMOCTH, APYTUX NnL. TIPU NPOEKTUPOBAHUN HEOBXOANMO Npesy-
CMOTPETb NPOCTOTY YXOAa 3a N3JENIMEM Y MUHUMU3NPOBATL BOSMOXHOCTb 3arpsisHeHUs
13genus nayneHTom (a Takke nayueHTa M3fenvemM) B Npouecce akcnayarayuu

A.8.1.1 TKaHM XWBOTHOTO NPOUCXOXAEHUA, MPUMEHAEMbIE B KAYeCcTBe MeLULUH-
CKOro n3genus, JOoMKHbl GblTb MONYYEHbl OT XWUBOTHbLIX, MPOLWEAWNX BETEPUHAPHbIA
KOHTPONb W HaxoAAWMXCA noj HabnwjeHnem, ¢ yueToM npeanosiaraeMoro WCnosib-
30BaHWA 3TUX TKaHel. B HaluMoHaNbHbIX perynupymlwmnx AoKYMeHTax MoXeT cogep-
XaTbcs Tpe6oBaHue, YTo6bl N3roTOBUTENb U/MAN KOMNETEHTHbIA/perynupyowuii oprax
COXPaHANW CBeAEHUSA 0 reorpathmyeckoM MPOUCXOXKAEHUN KUBOTHBIX.

O6paboTka, coxpaHeHue, UCNbITaHNE W NogfepxaHne B paboyem COCTOAHUM TKa-
Heil. KNeToK 1 BeL,ecTB XUBOTHOTO MPOUCXOXAEHNA AO/KHbI NPOBOAUTLCA C o6ecne-
yeHnem ontumanbHoli 6esonacHocTn. OcobeHHO Heo6xoauMmo obecneyeHue 6e30-
NacHOCTU a OTHOLIEHUW BUPYCOB M APYrMX NepeHOoCUYnKOB 3apa3Hbix 60se3Heil nocpes-
CTBOM BHEAPEHWA BaNAMPOBaHHbIX METOA0B YHUUTOXEHUSA NN MHAKTUBAL UMW BUPYCOB
B Mpouecce U3roToBieHus

A.8.1.2 B HEKOTOPbIX HOPMATUBHbIX AOKYMEHTaxX M3aenus, Bkaw4vawlwme B cebs
TKaHW, KNeTKn W BeliecTBa YeN0BEYECKOTo NPOUCXOXAEHUSA, MOTyT paccMaTpuBaTbCs
Kak MefuuuMHCKMe nagenvs. B aTom cnyyae ot60op, 06paboTKy, COXpaHeHue, ucnbiTaHne
n nogfepxaHue B paboyem COCTOAHWM Takux TKaHel, KNeToK W BewecTB cnepyeT
BbINONIHATL C o6ecneyeHnem ontumasnbHoli 6e3onacHocTtu. Ocob6eHHO HeobxoauMo
o6ecneyeHne 6€30NaCHOCTU B OTHOLIEHUN BUPYCOB W APYTUX NEPEHOCHMKOB 3apa3sHbliX
6onesHell nocpefCcTBOM BHEAPEHUA BanMAWPOBAHHbIX METOAO0B YHWUUTOXEHUA WU
MHAKTMBALUWN BUPYCOB B NPOLLECCe U3rOTOB/IEHUSA

A.8.2 MN3penus, noctaBnsieMble a CTEPUILHOM COCTOSHWMW, JOMKHbBI 6bITb CNPOEK-
TUPOBAHbLI. U3TOTOBJ/IEHbI N YNAKOBaHblI B O4HOPA30BYI0 YNaKOBKY W/UN COrNacHo ycTa-
HOBMIEHHbIM Mpoueaypam, o6ecrneynmBalWUM UX CTEPUNBHOCTL NMPU pasMeleHnn Ha
pblHKax c6biTa, a TakKe COXpaHeHWe CTEPUILHOCTU B YCTAHOB/IEHHbIX YC/IOBUSAX Xpa-
HEHUSI U TPAHCMOPTMPOBAHMUS 40 NOBPEXAEHNS WU BCKPbLITUS 3AWMUTHONM YNakoBKM

A.8.3 WN3penns, noctaBnaemMmblie B CTEPU/IBHOM COCTOSHUMN, AOMKHbI 6bITb N3rOTOB-
NeHbl U CTepuan3oBaHbl Nnogxo4AWmMmM BannagnpoBaHHbIM cnoco6om

A.84 N3penus, npeAHasHauyeHHble ANA CTepuaunsauumn, AOSIKHbl 6GbiTb U3rOTOB-
NeHbl @ COOTBETCTBYIOLUX yNpaBasieMbix (HanpuMep, NPOM3BOACTBEHHbIX) YCNOBUAX

A.8.5 CuCTEMbl yNakoBbIBAHUS HECTEPU/IbHLIX MEAULUHCKUX WU3AENUii LOSKHbI
o6ecneynBaTb COXPAHHOCTb M34eNNi HA YCTAHOBMIEHHOM YPOBHE YUCTOTHI U CBOAMUTH K
MUHUMYMY PUCK MWUKPOGBHOrO 3arpsisHeHUs Npu HEOo6XOA4MMOCTW CTepuan3aunm nage-
Nnii nepej MCNONbL30BAHWEM, CUCTEMY YNakoBbIBaHWUSA CleAyeT BbiGUpaTh C yueToM
mMeToAa CTepuansaynmn, ykaszaHHoro 3rotoButenem

A.8.6 YnakoBKa W/unu MapkmpoBKa U3Lennit JOMKHbI 6biTb PA3NNYHBIMU ANS UAEH-
TUYHBLIX MW aHANOTUYHBIX U3AENNi, NPOAaBAaEeMbIX Kak a CTePU/IbHOM, Tak U B HecTe-
puabHOM BapuaHTax

CcblnoyHble cTaHgapThl'l

NCO 14971,

NCO 13485;

NCO/TO 14969;

MCO 11135 (Bce yacTu);
NCO 11137 (BCce 4acTtun):
NCO 11607 (BCce yacTn);
NCO 11737 (Bce uacTu);
NCO 13408 (Bce yacTtw).
NCO 14160:

NCO 14937;

NCO 17665 (Bce yacTtw).
IS) — [71:1101 — 1171

Cm. A8

NCO 22442 (Bce 4acTtwn).
(18).
CwMm. Takxe A.8

Cm. A8

Cm. A.8

Cm. A8

NCO 14644 (BCce yacTu);
(19).
Cwm. Takxe A.8

Cm. A8

CM. npumeuaHue kaca-

TEeNbHO MapKupoBaHua
Al13.1

B
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BaxHelwne npuHLnnbl 06ecneyeHnst 6e30MacHOCTY 1 KCMJTyaTaUMOHHbIX XapakTeprUcTuK
MEANLMHCKNX U3aenuit

A.9 OCO6EHHOCTU KOHCTPYKLMN 1 B3AUMOLENCTBUSA C OKpyxXalouwei cpesoi

A.9.1 Ecnu nsgenue npegHasHavyeHo ANA NMPUMEHEHUS B KOMOGUHALUW C APYrMMU
n3fenuaMu unu obopyaoBaHnem, To BCA Takas KOMOGUHaLMUA, BK/lOYas CUCTEMY coeu-
HEeHUA. AO/MKHA 6bITb 6€30NacHOl M He AOMXHA yXyAwaTb MYHKLMOHWPOBaHUE nsge-
nus. lio6ble orpaHnyeHnsa NpUMeHeHUs A0/KHbI GbiTb yKa3aHbl HA MapkupoBke Wau B
MHCTPYKLMAX NO NPUMEHEHUIO

A.9.2 WN3penna fOMXHbI 6bITb CNPOEKTUPOBAHbLI U U3rOTOBAEHbI TaK. YTO6bI UCKIIO-
4aTb UM CBOAUTb K MUHUMYMY, HACKO/IbKO BO3MOXHO:

- pUCK NOMy4YeHUA TPaBMbl, CBA3AHHbI C (HU3NYECKUMU XapaKTepucTukamu nsge-
NNSA. BKNIOYAs COOTHOWEHNE 06beMa W faBfieHuns, rabapuTHble pasmepsl U. Npn HeOo6-
XOAMMOCTN. 3PTOHOMUYECKNE XapaKTePUCTUKK,

- pUCKM, CBA3aHHble C 060CHOBAHHO NPOrHO3MPYyEeMbIMU YCNOBUAMU OKpyXatoLiei
cpefbl, TaKUMU Kak MarHWTHbIE MOJA, BHEWHWE 31eKTpuyeckne BO3AeiNCTBNA, 3NEKTPO-
cTaTnyeckuii paspsag, faBnexue, Temnepatypa Uim kone6aHus AaBneHna 1 yCKOPEHUS;

- pucku, o6ycnoBMEHHble B3aMMOAEWCTBMEM C APYIUMU WU3AENUSAMU, NPpUMeHse-
MbIMW 0GbIYHO ANA UCCNEfO0BAHUA UNWN NIeYEHUS;

- pUCKM, CBA3AHHbIE C HEBO3MOXHOCTbIO 06CNYXUBaHWUA UAN KanuGpoBKu (Hanpw-
Mep. UMNAAHTATOB) U3-3a CTAPEeHUsi NPUMEHAEMbIX MaTepuanoB NaN NOTEPU TOYHOCTH
Ccpe/CTB U3MEPEHUA WU yNpaBieHus

A.9.3 M3penus foMXKHbI 6bITb CTPOEKTUPOBAHbI M M3TOTOBNEHbI TakK. YTO6bI CBOAUTH
K MUHUMYMY PUCKM BO3HWKHOBEHUS NOXapa Uin B3pbiBa NPU HOPMasIbHOM NPUMEHEHNM
M B YCMOBUSIX €4WHUYHOTO OTKaza. Ocoboe BHMMaHWe cnepyeT yAensaTb U3genusam,
npegHasHayeHHOEe NpPUMeHeHUe KOTOPbIX NpegnosiaraetT BO34eACTBME CO CTOPOHbI
NIeTKOBOCN/IAMEHS 0L MXCS BELWEeCTB UM BELWECTB, CNOCO6HbIX Bbi3BaTbh BO3ropaHue

A.10 WN3pgenuns c nameputenbHbIMU DYHKLUAMMN

A.10.1 MN3penus c n3MepuTenbHbIMU (YHKLUSMUN [OSKHBI 6bITh CPOEKTUPOBAHbI U
M3roTOBMEeHbl Tak, 4To6bl o6ecneuymBaTb A0CTATOYHble TOYHOCTb, [OCTOBEPHOCTb W
YCTOWYNBOCTb M3MEPEHMNIT B yCTAHOB/IEHHbIX NPeenax TOYHOCTU C y4eTOM Ha3HayeHus
nsgenus. MNpegensl TOYHOCTU JOSIKHbI GbITb yKa3aHbl U3rOTOBUTENEM

A.10.2 Wkanbl M3MepeHuit, MOHUTOPUHIA W UHAUKALUUN AOMKHbI 6bITb CNPOEKTU-
poBaHbl B COOTBETCTBUM C 3IPFOHOMUYECKUMU NMPUHLMUNAMU U C yYETOM Has3Ha4YeHUs 13-
aenus

A.10.3 PesynbTatbl W3MepeHWii, BbINOMIHEHHbIX W3AENUAMU C W3MEPUTENbHbIMU
(YHKUMAMM, [OMKHBI GbITh BbipaXeHbl € enHNLax, ohuumanbHO YyCTAHOBMNEHHbIX HOP-
MaTUBHbIMU JOKYMEHTaMN TexX CTpaH, Ha PbIHOK KOTOPbIX MOCTYNalT faHHble n3genus

A.11 3awwmrta OoT U3nyyeHuns

A.11.1 O6uwmne NONOXEHUA

N3penna ponxHbl 6blTb CNPOEKTUPOBAHbI U U3rOTOBAEHbI TakK. YTOGbI Kak MOXHO
MeHblle noABepratb BO3AENCTBUIO U3NYyYeHUs (B COOTBETCTBUM C HA3HAYEHUEM u3fe-
nus) nayveHToB, Nonb3oBaTenei u Apyrux NuLy. He yMeHbllas Npu 3TOM YCTaHOB-
NIeHHbIE YPOBHW M3y4YeHUsi, He06X0AMMbIe ANA [OCTVXEHNA TepaneBTUYeCcKUxX u guar-
HOCTUYeCKNX uenei

A.11.2 HamepeHHO reHepupyemoe n3nyyeHue

Ccbl/104HbIE CTaHaaprbl "

NCO 14971,

NCO 13485;

NCO/TO 14969.

M3K 60601 (Bce yacTtwn);
1¥1: 151- T

M3K 60601 (BCce yacTtu);
NCO 594 (Bce vacTtwn);
NCo/M3an 11073 (sce
yactu): (1); (20); 121)

NCO 14971,

M3K 60601 (Bce yacTu);
NCO/M33M 11073 (Bce
yacTm):

1+1; 151:1211

NCO 14971,
M3K 60601 (Bce yacTu);

1*1; 151

NCO 14971;

MNCO 13485;

NCO/TO 14969.

M3K 60601 (Bce yacTtwn);
1*1:(5)-(7)

NCO 14971,
Nco/maan 11073 (sce

yacTu):

[5]. (21)

NCO 14971. (5)

CM. Takxe npumeyaHue K

A.13.1

NCO 14971;

NCO 13485;

NCO/TO 14969:

M3K 60601 (Bce 4acTu);
nN1:151-(7)

Cm. A1l

Cm. A1l



FOCT P NICO/TO 16142—2008
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BaxHeiilwme npuHUmnbl o6ecrneyeHns 6e3onacHoCTy v 3KCMNYaTALMOHHbIX XapaKTepucTyIk CCbINOUHbIE CTAHAAPTHI'L
MeANLMHCKNX n3aenuii

A.11.2.1 Ecnum usgenus npegHasHauvyeHbl ANA TeHEPUPOBAHUA ONACHbIX YPOBHel Cm. A.11
N3Ny4YeHUs:, HE0O6XO4MMbIX B KOHKPETHbIX MEAULUHCKNAX LeNisiX, U N0N1b3a OT 3TOro U3ny-
YeHWsA npeBblillaeT PUCK, KOTOPbIA HeceT ero NpMMeHeHue, TO NoMb30oBaTeNb AO/KEH
MMEeTb BO3MOXHOCTb YNPaBAsiTh TAKUM n3nyyeHmem. NMofo6Hbie n3genns AomKHbl 6blTb
CNpoeKTUPOBaHbl W U3rOTOBMEHblI TakK. YTOoObl o6ecneynBaTb BOCMPOU3BOAUMOCTb W
AONYyCTUMble Npeaenbl COOTBETCTBYIOLWUX N3MEHSAEMbIX NapaMeTpoB

A.11.2.2 Ecnu usgenus npefHasHauvyeHbl 419 reHepuposBaHns noTeHumnasbHoO onac- Cm. A.11
HOrO BUAMMOTO W/MAN HEBUAMMOTO W3/IYYEHUS, OHU. MO BO3MOXHOCTU, AOSIXHbI 6bITh
CHaBXeHbl BU3yaNbHbIMU /MU 3BYKOBbIMU CPEeACTBAMMW NPeAYyNpPexXAeHUs 0 Hanmuum
TaKoro usnyvyeHus

A.11.3 HenpeagHaMepeHHO reHepupyemoe usnyyeHue Cm. A1l
N3penna ponxHbl 6bITb CNPOEKTUPOBAHbLI U U3rOTOBIEHbI Tak. YTOGbI CBOAUTHL K

MWHUMYMY BO3JeiiCTBME Ha nauvMeHTOB, Mosib3oBaTeneil W APYrux nuL HenpegHa-

MEPEHHO reHepnupyemMoro napasuTHOro UAN paccesHHOro ussiyyeHuns

A.11.4 VIHCTPYKUUMN MO NMPUMEHEHUIO Cm. A1l
WHCTPYKUNN NO NPUMEHEHWI W3Aenunii, TeHepupylLwnx W3nyvyeHune, [AOKHbI

cojepxaTb MOAPOGHYlO UWHMOPMauWl O XxapakTepe T[EHepUpyemoro Uu3fyyeHus,

cpeAcTBax 3awWuTbl nayMeHTa M nosb3oBaTenss W cnocobax, ¢ MNOMOLLbIO KOTOPbIX

MOXHO n36exaTb HenpaBW/IbHOTO MPUMEHEHWUS Takux M3Aenuit u UCKIYaTb PUCKK,

CBSiI3aHHbIE C UX YCTAHOBKOIA

A.11.5 WNoHusupywluiee nsnyvyeHune Cm. A.11

A.115.1 Ws3pgenua, npefHasHayeHHble A1 TEHEePUPOBaHUSA NOHU3UPYIOLLEro U3ny- Cm. A.11
YEeHUA. JO/KHbI 6GblITb CNPOEKTUPOBAHbI N N3rOTOBNEHbI Tak. YTo6bl ob6ecneynsatb, no
BO3MOXHOCTU, U3BMEHEHWNE KO/IMYECTBEHHbIX U reoMeTpuyeckux nokasartenei reHepu-
pyeMoro n3nyyeHus, a Takxe ero aHepreTMYeckoro pacnpejeneHuns (MAu KayecTBeH-
HblX nokasaTteneii) n ynpaBieHUs UMU C y4eTOM HasHayeHua nusgenuii

A.11.5.2 W3pgenus, reHepupylouime WOHU3UPYIOLWLEE U3JyYeHNe U NpejHa3HauvyeH- Cm. A.11
Hble A48 ANarHoCTUYeCKOn pagnonorumn, JO/KHbl 6bITb CNIPOEKTUPOBaHbI N U3rOTOBIIE-
Hbl Tak. 4To6bl 06ecneuynBaTb NOAyYeHNEe COOTBETCTBYIOLLET0 M306paxeHns n/nunn ero
KOHEYHOro KayecTBa, Heo6X04MMOro 415 BbINOSIHEHNA NOCTABNEHHO! MeANLUHCKO
3ajauun, Npu MUHUMaNbHOM BO3AECTBUN U3NYYEHNA HA NayueHTa u Nnonb3oBaTens

A.11.5.3 WN3genus, reHepupyLlne NoHM3NpyKLLee U3nyyeHne n npegHasHauvyeH- Cm. A.11
Hble ANS TepaneBTUYeCKO pagnonornm, fO/MKHbl 6biTb CNPOEKTUPOBaHbI U U3rOTOB/e-
Hbl Tak. 4TO6bl o6ecneynBaTb HaAEXHbIA KOHTPONbL W ynpaBneHne [030# 06nyyeHusn,
TUNOM Nly4ya U 3Hepruei n. N0 BO3MOXHOCTU, pacnpefefieHnemM aHeprum nyya

A.12 Tpe6oBaHUA K MEAULUHCKUM WU3AENUAM, NOAKAKOYAEMbIM K MCTOYHUKY NuTa- NCO 14971,
HUA AN UMEKLWUM UCTOYHUK NUTaHUA NCO 13485;
NCO/TO 14969;
NCO 14155 (ace vacTtwn).
M3K 60601 (Bce vacTu).
M3K 61010 (ace uyacTu);
(1) (5)-(8): (22)

A.12.1 WN3penwus, a cocTaB KOTOPbIX BXOAAT 3/1€KTPOHHbIE NpOorpamMupyemMble cuc- M3K 60601-1-4. (23).
TeMbl. AO/KHbI 6bITb CNPOEKTUPOBaHbl Tak. 4To6bl ob6ecneymBaTb MNOBTOPAEMOCTb Cm. A.12
AeNCTBUIA, a TakKe HafeXHOCTb U 3KCNyaTaynoHHbIEe XapakTepUCcTUKN AaHHbIX CUCTEM
B COOTBETCTBMM C UX Ha3HayeHueMm. B cnyyae egMHWYHOTO OTKasa CUCTeMbl HeEO6Xo-
AVUMO MPUHATL COOTBETCTBYIOLME MEpPbl ANA UCKNIOYEHUS UIN MAaKCUManbHOIO YMeHb-
LWEeHNsA CONYTCTBYOLWUX PUCKOB

A.12.2 N3genus, npu NnpyuMeHeHUN KOTOpbIX 6€30NacHOCTb NaLMeHTOB 3aBUCUT OT Cwm. A.12
BHYTPEHHEro UCTOYHMKA MUTAHWA, JOJ/DKHbI GbITb 060pyAOBaHbl cpeacTBaMu onpeje-
NIEHNSI COCTOSIHUSA [aHHOT0 UCTOYHMKA NMUTaHUS

A.12.3 N3genus, npu NpyuMeHeHUn KOTOpbIX 6€30NacHOCTb NaLMeHTOB 3aBUCUT OT Cm. A.12
BHELWHEro NCTOYHUKA NUTAHUA, [O/KHbI BKAKOYATb B Ce6A CUCTEMY TPEBOXHOW CUrHa-
nuvsauun gna npeaynpexaeHunsa o Nobbix HapyWeHUaxX 3aneKkTponuTaHus
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BaxHeliwune nNpWHLMMbI 06ecneyeHns 6e30NacHOCTN 1 3KCM/TyaTauMOHHbIX XapakTepucTuk

o CcblnoyHble cTaHgapTbil
MeANLMHCKNX n3aennin

A.12.4 N3penusa, npegHas3HayeHHble AN MOHUTOPWUHIa OAHOrO W/W HECKONbKUX Cwm. A.12
KNWHWYECKNX NapamMmeTpoB NauueHTa, A0/XHbl 6biITb 060pPyAOBaHbI COOTBETCTBYOLW UMM
cucTeMamy TPEBOXHOI CUrHanu3auuun Ans npegynpexaeHuns nonb3oBaTens o cutya-
LUsIX. KOTOPblE MOTYT NPWBECTW K CMEPTU MauMeHTa WIn Cepbe3HOMY YXYALEeHUo coc-
TOAHWA ero 34,0p0BbA

A.12.5 N3penuna AonxXHbl 6bITb CNPOEKTUPOBAHbLI W N3rOTOBAEHbI TaK. HTO6bI MUHU- Cwm. A.12
MMW3NPOBAaTb PUCKN CO34aHUSA 3NEKTPOMArHUTHbIX NOMEel, KOTOPble MOryT OTpuLaTenbHO
ckasaTbCa Ha paboTe APYrux ycTpowWcTB Unn 060pyoBaHnsA B 06bIYHbIX YC/TOBUAX OKPY-
xawluen cpegbl

A.12.6 3awuTta OT NOPaXeHUs 3NEKTPUYHECKMM TOKOM Cm.A.12
N3genna ponxHbl 6biTb CIPOEKTUPOBAHbLI M U3rOTOBMIEHbI Tak. YTOBbI UCK/AOYaTb,

HaCKO/IbKO BO3MOXHO, PUCK C/ly4YallHOro NopaxeHus 3/1eKTPUYEeCKUM TOKOM Mpu HOp-

ManbHOM MPUMEHEHUWN W B YC/IOBUAX €ANHUYHOTO OTKasa Npu NpaBW/IbHOW ycTaHoBKe

n3genunii
A.12.? 3awuTa oT PUCKOB MEXAHUYECKNX NOBPEXAEHNI N TEPMUYECKUX NOPAXEHUA Cm.A.12
A.12.7.1 WN3genusa Ao/KHbl 6biTb CNPOEKTUPOBAHbLI 1 U3TOTOBMEHbLI TakK. 4To6bl 3a- Cm. A.12

WwuwaTe naymeHTa u Nonb3oBaTeNsi OT PUCKOB MEXaHUYeCKUX NoBpexXAeHui, cBA3aH-
HbIX. HANpUMep, C CONPOTUBNEHNEM ABUXEHWUIO, HEYCTOWUYNBOCTLIO U HANTMUMEM Yy U3je-
NVt ABMXYLLMUXCS YacTel

A.12.7.2 N3penus 4OMKHbI 6biTb CNPOEKTUPOBaHbI M N3rOTOB/IEHbI TaK. YUTOOGbLI Mak- Cwm. A.12
CUManbHO yMeHbllaTb PUCKW, CBSi3aHHble C BUGpauueil, cospgasaemoii usgenuamu, c
y4yeTOM AOCTVKEHWI TEXHUYECKOTO nporpecca n cpefCcTB, AOCTYNMHbIX 418 YMEHbLeHNs
Bu6paLum, oco6eHHO B6IM3N OT ee UCTOYHUKA, eCcnu TONbKo BuGpauus He aBnseTcs
4acTbio 3KCMNyaTaLMOHHbIX XapakTepucTuk nsgenus

A.12.7.3 N3penus 4OoMKHbI 6biTb CNPOEKTUPOBaHbI W N3rOTOBMEHbI TakK. YTOGbI Mak- Cm.A.12
CYManbHO yMeHbllaTb PUCKW, CBSI3aHHbIE C LWYMOM, CO3aBaeMbiM U3AENUAMU, C yue-
TOM AOCTMXEHUIA TEXHUYECKOTro nporpecca W CpPeacTs, AOCTYMHbIX ANS YMEHbLIEHUS
Wwyma, 0co6eHHO B6M3N OT €ro UCTOUYHMKA, eCIN TONbKO CO3A4aBaeMblii WWyM He iBNAET-
€A 4acTbi 3KCNyaTaluMOHHbIX XapakTepucTuk nsgenus

A.12.7.4 TepMuHanbl N COefUHUTENN, NTPUMEHSAEMbIE A4NA NOAKNOYEHUA K HEO6X0- Cm.A.12
OVUMbIM MON1b30BATE 0 UCTOUYHMUKAM 3M1€KTPO- U Ta30CHABXEHNA NN TMAPABANYECKONR 1
NHEBMATUYECKOW 3HEPTUMN, AOMKHbI 6bITb CNPOEKTUPOBAHBI U N3rOTOBJIEHbLI TaK. YTOObI
MWUHUMUN3NPOBATH N06GbIE BO3MOXHbIE PUCKN

A.12.7.5 Te yactn wusgenuii (3a MCKNYEHMEM npeAHa3Ha4YeHHbIX ANA nogayu Cm. A.12
Tenna u JOCTWXEHUS 3ajaHHOll TeMnepaTypbl), K KOTOPbIM BO3MOXEH A0CTyM, U OKpy-
Xaloljee Mx NPOCTPAHCTBO He AOJ/KHbI HarpeBaTbCA A0 NOTEHUMWANbHO ONaCHOW TeMm-
nepaTypbl NPy HOPMasbLHOM NPUMEHEHUN

A.12.8 3awwuTa naymeHTa oT PUCKOB, BbI3BAHHbIX NOogayell aHEPTrMM NN BeLLECTB Cwm. A.12

A.12.8.1 WU3pgenusa, npepHasHayeHHble ANA nofjayn nNayueHTy 3Hepruu wuauM Bse- Cm. A.12
UWEeCTB. JO/KHbI 6bITb CNPOEKTUPOBAHbLI U W3rOTOBJIEHBI TaK. YTOOLI KONMYECTBO Nofja-
BaeMOI 3Hepru;n nnm seljecTsa MOXHO 6blNO ycTaHaBNMBaTbL U NOAAEpPXMUBATL C TOY-
HOCTbIO. ;OCTATOYHOI ANA rapaHTUy 6e3onacHOCTK nauueHTa U nonb3oBaTtens

A.12.8.2 N3pgenusa fonxkHbl 6bITb CHabXeHbl cpefcTBaMy npeaynpexaeHns nvnm Cwm. A.12
NHAVKauMn N 6blX HECOOTBETCTBUI B Nogaye HEO6X04MMOT0 KONIMYeCcTBa SHEPTUN UK
BeLecTB, KOTOPble MOTYT NPeACTaBASATb ONACHOCTb. V34enuns f0MKHbl, HACKONIbKO BO3-
MOXHO. BK/OUATb Hajnexalue cpeicrTsa npefoTBpalleHus ciayyaitHoro BbigeneHuns
0NacHOro KoJIMYecTBa 3HEPTMU N3 UCTOUYHUKA IHEPTUN M/UNK BelecTs

A.12.8.3 Ha nsgenunsax Heo6xoAMMO YeTKO ykasbiBaTb (PyHKLUN CPeACTB ynpasne- Cm. A.12
HUA W MHAMKATOPOB. Ecnu Ha n3genunm MMeTCs WHCTPYKLUM MO MPUMEHEHUID Uan
BMU3yasibHble CpeAcTBa A4NA UHAUKALMUK IKCNyaTalLnOHHbIX UM PEryIMPOBOYHbIX Napa-
MeTpOB. TO Takas MH(opMauua Ao/KHa 6biTb NMOHATHA NONb30OBaTeN0 WU. NpU HEo6-
XOAWMOCTU. NauneHTy
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OkoHuaHue Tabnuuybl A.1l

BaxHeiilume npuHUMMbl 06ecnedeHnst 6e30MacHOCTM 1 3KCT/yaTauoHHbIX XapakTepucTuk
MeANLMHCKNX U3Aenui

A.13 WHdopmayns, npegoctaBnsemas u3rotosutenem

A.13.1 Kaxpoe msgenve AO/IKHO CONPOBOXAATbLCA UHOpMaLuneli, Heo6xoaMMOIA
ANs uaeHTudMKaumum n3roToBuTens, o6ecneyeHns 6e30nacHOro NPUMEHEHNA U Hagne-
XaliMx JKCnayaTauWOoHHbIX XapakTepucTuk U3fenns ¢ y4eTOM YPOBHS MOATOTOBKW U
3HaHW NoTeHuManbHbIX Nonb3oBaTeneii. 3Ta HoOpMaLus AOMXKHA BKAOYaTb a cebs
noApo6HOCTU, coaepxXalimecs Ha 3TUKETKE, U faHHble, UMEKLWMNECS B MHCTPYKLUAX NO
NPUMEHEHMI0; OHa A0/MKHA 6bITb MOHATHO.

MpumeuyaHue — MNoapo6bHas MHopmauns o Tpe6oBaHNUAX K MAPKUPOBAHMIO
ABNAETCA NpeaMeToM OTAENbHOIO AOKyMeHTa

A.14 KnuHunyeckas oueHka

A.141 Ecnu cooTBeTCTBME BaXHeWW WM npuHuMnam AOMKHO OGbiTb OCHOBAHO Ha
AAHHbIX KIMHWYECKOW OLEHKM, TO Takue faHHble LO/IKHbI GbiTb MONMYYEHbI B COOT-
BETCTBMU C HEOGXOAMMbIMMN, 3aKOHOAATENbHO YCTAHOB/IEHHLIMU B KaX/A0W KOHKPETHOM
cTpaHe Tpe6oBaHUAMMU.

KNnuHU4Yyeckne ucnbiTaHMa Ha N0ASX HEO6XOAMMO NPOBOAWUTL B COOTBETCTBUM C
[Neknapauuei, NnPUHATON B XeNbCUHKN (PUHNAHANSA) Ha 18-/ BcemupHoii MeanumuHCKom
Accambnee B 1964 r., c yyeTom 6osiee NO3AHUX U3MEHEHWW, BHECEHHbIX Ha 41-i
BcemupHoii MepuuuHckoii Accam6niee B FOHKOHTe B 1989 r. Bce Mepbl, CBsi3aHHble C
3awunToii 340poBbA NtoAeN, AOMKHbI 6bITb NPUHATLI B AyXe YNOMAHYTOW [eknapauuu.
OT0 OTHOCMTCS KO BCEM 3Tanam KAMHUYECKUX UCMbITaHWUN, HaYnHas ¢ NnepBoHavYanbHOro
onpefeneHns He06XoAUMOCTN UCNbITAHWUIA N NX IO PUANYECKOTO 060CHOBAHUS U KOHYas
ny6nvkauuei pesynbTatoB. Kpome TOro, HEKOTOpPbIE CTpaHbl MOTYT UMETb KOHKPETHbIE
perynupyloume Tpe6oBaHUA KacaTesbHO NpejBapuTENbHOrO M3y4yeHWs npoTokona
ncnbITaHMt UNKM NONyYeHNs UHDOPMUPOBAHHOTO COrnacus.

MpumeuyaHune — B 6ygywem MoxeT 6biTb pa3paboTaHO KOHKPETHOE PyKO-
BOACTBO MO KAMHUYECKONR oueHke

'CM. Takxe cTaHAapTbl Ha KOHKPEeTHble U3Aenuns.

10

CcblnoyHble cTaHgapThl'l

NCO 14971.

NCO 13485.

NCOAO 14969:

15) - {7]

MNCO 7000; M3K 60417;

M3K/TO 60878;
NCO 15223. [24)— [27J

NCO 14971.

NCO 13485.

NCOAO 14969;

MCO 14155 (Bce yacTm).
)5) - (8)

NCO 14155 (Bce yacTn).
18]
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MpunoxexHne B
(cnpaBouHoe)

Mpumepsbl cCbi/ZIOK HA OCHOBOMONarawmne ctTaHaapTbl

B.1 Mpumep HOPMATUBHOM CCbINIKM HA OCHOBOMONAral W nii ctaHgapT

Mpumep — Heo6Xx04MMO YCTAHOBUTbL M BHEAPUTH cucTeMy, obecneuynBarwllyw Takoe ynpaBieHue
COCTOAHMEM CTepunusyemoro u3fenus, BkAlYas ero Mukpodnopy, KoTopoe He noaBeprano 6bl pucky
aphpekTUBHOCTb NpoLeccacTepunmsaumn. dp ek TUBHOCTb CUCT €Mbl JO/HKHA 6GbI Thb MPOAEMOHCT pUpoBa-
Ha W BKMO4YaThb BCcebss onpefeneHne mmkpod nopbl cornacHo {13].

MpumeyaHnune — Hactoawwnit npumep B3aT 13 (12J.
B.2 Mpumep HOPMATUBHOW CCbIIKN HA UAEHTUP NLUNPOBAHHbIe TPEGOBAHUSA, MYHKTbl AN NOAMNYHKTHI

Mpumep — AHanNu3 pucka WAW YacTb aHanusa pucka, NOCBALEHHAas 3KCNAyaT ayNnoHHOW NPUroaHOCT 1,
AOMKHbI 6bI Th BbINONHEHBI B COOTBeTCTBUM c{5], pa3gen 4.

NMpumeyaHune — HacToAawuil npumep agantuposaH us (28).

B.3 Mpumep KoHKkpeTHOro(biX)TpeboBaHuA (i), Nnoaaep) aHHOTro(blX) UHpOPMAaTUBHOW CCbINKOW HA OCHOBO-
nonaratmune ctaHgapTsl

Mpumep — OpraHn3ayns AoNXHa ycTaHaBAnBaTb JOKYMEHTMPOBAHHble TPe6OBaHUA K MEHEeAXMEHTY
pucKa ANA BCEX NPOL,eCCOB XU3HEHHOTO LMKNa NpoAYKLUNM. 3aNUCN N0 MEHEAXKMEHTY PUCKA JONMKHbI NOAAEPXN-
BaTbcCcA Bpaboyem cocTOAHUN (CM. 4.2.4 nnpumeyaHue 3).

MpumeyaHusa
1 Cwm. (5)B KayecTBe pPyKOBOACTBA MO MEHEAXMEHTY pucka.
2 BblwenpuBeaeHHbIli npuMep, BKNtoyas npumedanune 1, B3aT us (6).

11
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Mpunoxenune C
(cnpaBouHOE)

Web-caiiTbl C NepeyHaMmn APYrnx CTaHAAPTOB, OTHOCSLWMUXCA K CEKTOPY MEAULMUHCKUX U3gennii
N MPUMEHSIEMBIX C LIEMbI0 OLEHKN

Cnegytouwme web-caiiTbl cogepxart nepeyHu 4pyrux cTaHAapToOB, OTHOCALLUXCS K CEKTOPY MeAULUHCKNX n3aenunii n
NPUMEHSAEMbIX C Lie/Ibl0 OLeHKN:

nttp Qgwogg flu inl.'"Cornm/&ntefprise.'neivappfoach"sianr]3fdizalion:h3f.'riftds. fe,l si.'meadeyic.nurd

httfi mV»vvvvv.accessdata-foa.qov.'scriptS"cdfh,'cfdocs.'cfStar.dards.,search.cfro

‘*Tlp.i'r.vv/Av.Ica.oov.aui'docsi‘himli'devstdord him

nttp.tVwww.hc-sc qc.ca

ntlp i'iV«4vw.|i3c.qo.ipillndex himl or htipvjwyi-w.isa.or.ipi'defa-jlienglisn asp

12
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MpunoxeHune O
(cnpaBouHoe)

WNHdopmaunsa o Llenesoii rpynne rno6anbHoli rapmoHusauunu (GHTF)

Llenbto opraHusaunn GHTF [29)saBnsieTcs okaszaHMe NOMOLWM arapMoHM3aLnm Ha MexayHapoAHOM YPOBHe perynm-
Py LWNX CUCTEM AN MEAULUHCKUX U3eNnii C Lenblo 061eryeHns TOProBbiX OTHOWEHWI, HO C COXPaHeHUeM Npu 3TOM npa-
Ba Y4/IEHOB OpraH13auum Ha 3awmnTy 06LWEeCTBEHHOTO 340POBbA C MOMOLLbIO HanGonee NPUrOAHbIX, C UX TOUKN 3PEHUS,
perynupyoumux cpeacTs.

B GHTF yyacTBYlOT npefcTaBUTeNn perynmpyoLwmnx n NPOMbILWEHHbIX OpraHn3auuii CTpaH U perMoHoB, UMeo L ux
ONbIT CO34aHUA PEryNUpPYLIMX HOPMATUBHbIX OKYMEHTOB B 06/1aCTU pa3paboTku v U3roTOBIEHWS MEAULWHCKUX n3ge-
nWii.

Llenn GHTF gocTuraroTcsi nocpeCcTBOM onpeAeneHns npaspaboTkn o6nacteit MexyHapoLHOrocoTpyaHuyecTaa.
Heo6XxoAMMbIX ANsi 06NeryeHns npouecca NPOrpPeccUpyoLlero cokpaweHna pasnuunii a TEXHUYECKUX N Perynmpyoumx
acnekTax cCUCTeM, pernaMeHTUpyllWnx pa3paboTky, NPOM3BOACTBO U NPUMEHEHUEe MeauLUHCKUX n3genuii. CyuiectsyeT
MemopaHAyMm o B3aumonoHumaHun mexay GHTF n MCO/TK 210. npu3Halowmii, 4To paspaboTka MeXyHapoaHbIX CTaH-
[apToB NoAAEpXMBaeT NpoLecc rno6anbHON rapMoHU3aLumn perympyownx HOpMaTUBHbLIX JOKYMEHTOB.

O JOCTUTHYTbIX pe3ynbTaTax UHDOPMUPYIOT CTPaHbl, 3aMHTEpPeCcOBaHHble B pa3paboTke perynpyoLwmnx HopmaTms-
HbIX JOKYMEHTOB.

[ns BbINONHEHNS NOcTaBNeHHbIX Leneit GHTF ncnonb3yeT cneaywwmne cpeacrsa.

- HaGngeHne 3a cucTemamu, peryinpyrowmnumMm pa3paboTky, NPOU3BOACTBO ¥ NPUMEHEHUE MEANLUHCKUX U3AeNuii
B 60NbLUIVHCTBE TOPTYOLWMUX UMW CTPAH N PETUOHOB;

- onpejeneHne CXOXKecTu Upasninini Mexay VHAUBUAYabHbIMU PETYTUPYIOLUMUN CUCTEMAMK;

- BbisiBNeHWe TeX CUCTEM, KOTOPbIe UMEIT 06LLYI0 OCHOBY, HO Pa3NIMYNs B NPUMEHEHUN;

-co3faHne nNpeanocbIIOK ANA TAPMOHU3ALUN TEXHUYECKUX W PEryNMpPYyOLWNX HOPMATUBHbIX AOKYMEHTOB, 4TO
NO3BOMIUT NPUGAN3NTLCS K LOCTVKEHWUIO (MW LOCTUYB) BblWEO3HAUYEHHbIX Leneil;

- coo6LWEeHNEe 0 AOCTUTHYTbIX pe3yibTaTax No BbllWeyKka3aHHbIM NyHKTaM BCEM 3aWHTEPECOBaHHbIM CTOPOHAM.

Mpu cocTaBNEHUN NPOEKTA HACTOSALMX BaXKHENLNX NPUHLMNOB Gbl10 BbISBNEHO MHOTO 06LLMX aCNEKTOB B AeiCTBY-
oWNX U paspabaTteiBaeMblX peryinpynLwmnux 4oKkyMmeHTax rocyfapcts — yneHoB GHTF. HekoTopble M3 3TUX acnekTos
BblpaXeHbl B Pa3NyHbIX perynupyoLlnx 4okyMeHTax pasHbiMu cnoco6amu.

PaspaboTka HacTOSAWMUX BaXHEWLWNX NPUHLMNOB Npu3BaHa o6ecneynTb CyLWEeCcTBEHHbI BKNaj B 3BOIOLUIO NPO-
Lecca c6NMXKeHUs cucTem, perynupyowmnx paspaboTky, NPOM3BOACTBO UNPUMEHEHNE MeLULUHCKUX N34eNuil.

[anbHeiwy nHdopmaynio o GHTF u gocTyn K nocneAHUM pa3paboTaHHbIM €l AOKYMEHTAM MOXHO NOy4YUTb Ha
caiite hltp.i'ftxww.omf.ofq.
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(12)

(13)

(14)

(15)

(16)

14

M3K 60601 (Bce macTu)
(IEC 60601 — all parts)
Pykosogcteo MCO 51:1999
(ISO Guide 51:1999)
Pykosogctso NCO 63:1999

(ISO Guide 63.1999)

M3K 60513.1994

(IEC 60513:1994)
NCO 14971:2000

(ISO 14971:2000)
NCO 13485.2003

(ISO 13485:2003)

NCO/TO 14969:2004

(ISO/TR 14969:2004)

NCO 14155 (Bce macTtn)
(1ISO 14155 — all parts)
NCO 10993 (BCce macTtu)
(ISO 10993 — all parts)
NCO 11607 (Bce macTu)
(ISO 11607 — all parts)
MNCO 11135 (Bce yacTtu)
(ISO 11135 — all parts)
NCO 11137 (Bce macTu)
(1ISO 11137 — all parts)
NCO 11737 (BCce macTtu)
(ISO 11737 — all parts)
NCO 13408 (BCce 4acTtn)
(ISO 13408 — all parts)
NCO 14160:1998

(ISO 14160:1998)

MNCO 14937:2000

(ISO 14937:2000)

Bubnuorpadus

N3penva meauuuHckue anekTpuyeckne

(Medical electrical equipment)

AcnekTbl 6e3onacHoCcTU. PekomMeHaunmn no nx BKAKYEHUIO B CTaHAAPThI
(Safety aspects — Guidelines for their inclusion In standards)

PykoBOACTBO nNo pa3paboTke W BKAYEHWIO acnekToB 6e30NacHOCTM B MexpAyHa-
poAHble CTaHAapThl N0 MEAULUHCKUM U38enusiMm

(Guide to the development and inclusion of safety aspects In International Standards
for medical devices)

OCHOBHble acnekTbl
Yeckux nsgenuii

cTaHAapToB no 6e30nacHOCTVM ANA MeAUNLUHCKUX 3NeKTpu-

(Fundamental aspects of safety standards for medical electrical equipment)

M3penna mepgunuynHckne. NMpUMeHeHNe MeHe[)XMeHTa pucka K MeguuuHCKUM usge-
nnam

(Medical devices — Application of risk management to medical devices)

N3penna megunuuHckme. CucteMbl MeHeaXMeHTa kavyecTBa. Tpeb6oBaHua ans ue-
neii perynuposaHuns

(Medical devices — Quality management systems — Requirements for regulatory
purposes)

N3genvna mepuuuHckue. CUCTEMbl MeHeA)XMeHTa kayecTBa. PyKoBOACTBO No npu-
MeHeHuto NCO 13485:2003

(Medical devices — Quality management systems — Guidance on the appbcation of
ISO 13485:2003)

PyKkoBOACTBO NO NPOBEAEHUIO KNUHUYECKUX UCTbITAHUA MEAULUHCKUX n3aennii
(Clinical investigation of medical devices for human subjects)

OueHka 6nonornyeckoro AelicTBUS MeANLUHCKUX U3fennii

(Biological evaluation of medical devices)

YnakoBka AN MeAULUMHCKUX U3genunii, nognexawmx guHUWHoW ctepunusaymnm
(Packaging for terminally sterilized medical devices)

CTepunusauns MeguLMHCKON npoaykuun. CTepunmsayns oKCMaoM aTuneHa
(Sterilization of health care products — Ethylene oxide)

CTepunusauns MeAULUHCKON NpoayKuun. PagnaunoHHaa crepunmsauns
(Sterilization of health care products — radiation)

CTepununsayns MefuuNHCKUX n3gennii. Mukpo6uonornyeckne MeTtoabl
(Sterilization of medical devices — Microbiological methods)

AcenTuyeckoe NPovW3BOACTBO MEAULMUHCKOW NpoAyKuun

(Aseptic processing of health care products)

CTepunusauuns ofHOPa30BbIX MEANLUHCKAX U3LeNnii, CoAepXalyux MaTepmansl Xu-
BOTHOrO MPOUCXOXAEHUS. Banuaauns v Tekylwuil KOHTPO/b CTepuMaMsayum ¢ no-
MOLLbIO XNAKUX CTEPUINIYIOLLNX CPEACTB

(Sterilization ofsingle-use medical devices incorporating materials of animal origin —
Validation and routine control of sterilization by liquid chemical sterllants)

CTepunusauns MeguumnHcKoin npogykumn. O6ume TpeboBaHNs K xapakTepuctmkam
cTepunusylouiero seujecTsa W Kk paspaboTke, Banujauunm u TeKylwemy KOHTPO/0
npouecca cTepunmsaynm MeauLmHcKnx nsgenni

Sterilization of health care products — General requirements for characterization of a
sterilizing agent and the development, validation and routine control of a sterilization
process for medical devices



(17

118)

(19)

(20)

(21)

(22)

(23)

(24)

(25)

(26)

(27)

(28)

(29)

NCO 17665 (Bce yacTu)
(ISO 17665 — all parts)

NCO 22442 (Bce yacTu)

(1ISO 22442— all parts)
NCO 14644 (Bce yacTu)
(ISO 14644 — all parts)
MNCO 594 ( BCe yacTtn)

(ISO 594 — all parts)
nco/maan 11073

(BCE HacTK)

(ISO/1EEE 11073 —
all parts)
M3K 61010 (Bce yacTu)

(IEC 61010 — all parts)

M3K 60601-1-4:2000

(IEC 60601-1-4.2000)

MnCO 7000.2004

(ISO 7000:2004)
M3K 60417:2002
(IEC 60417:2002)
M3K/TO 60878:2003

(IEC/TR 60878:2003)
MCO 15223:2000

(ISO 15223:2000)

M3K 60601-1-6:2004

(IEC 60601-1-6.2004)

GHTF—SG1—N41R9.20Q5

(GHTF—SG1—N41 R9:2005)

FOCT P MCO/TO 16142—2008

CTepunusauus meAuunHCKoil npogykuuu. CTepunnsaumns BnaxHblM Tenaom
Sterilization of health care products — Moist heat

Micnonb3oBaHve TkaHel XWBOTHOTO MPOUCXOXAEHNA N UX NPON3BOAHbLIX B Meau-
UMWHCKNX U3pnennax

(Medical devices utilizing animal tissues and their derivatives)
YucTble NOMeLWEeHNsa 1 CBsAI3aHHble C HUMU KOHTPONMpyeMbie cpeabl
Cleanroom8 and associated controlled environments

KoHnueckne ouTUHIN € 6%-HbIM cyxeHnem (no Jlioepy)Ans Wnpuues, Uri n Heko-
TOPbIX APYTUX MeAULUHCKUX U3aenunii

Conical fittings with a 6 % (Luer) taper for syringes, needles and certain other
medical equipment

NHthopmaTuka e o6nactu 3gpaBooxpaHeHus. Mpo6nemsl, CBA3aHHble C Nepeaa-
yeil nHhopmauun 0 MeJULUHCKNX U3Jennsax

(Health informatics — Pomt-of-care medical device communication)

Be30nacHOCTb 3/1eKTPUYECKNX KOHTPOTbHO-N3MepUTEeNbHbIX Npu6opoB n nabopa-
TopHOro o6opyfoBaHusa

(Safety requirements for electrical equipment for measurement, control and labo-
ratory use)

N3penus meguuuHckne anekTpuyeckue. Yactb 1-4. O6uwune TpeboBaHus 6e30-
nacHocTu. JLonoNHUTENbHbI cTaHAapT. MNporpammMmupyemblie aneKkTpuyeckne mMe-
OVLWHCKUE CUCTEMbI

Medical electrical equipment — Part 1-4: General requirements for safety —
Collateral standard: Programmable electrical medical systems

Fpadnyeckne CUMBO/IbI, MPUMEHAEMbIe HA 060pYAOBaHNMN. YKa3aTeNb U KpaTkuii
0630p

(Graphical symbols for use on equipment — Index and synopsis)
Fpaduyeckne cMMBONbI, NpUMEHAEMbIe Ha 060pyA0BaHUN
(Graphical symbols for use on equipment)

Fpadnyeckne CMMBOMbLI, NPUMeEHSEMble ANA 3/1eKTPUUECKUX U3fenuii B meau-
LWHCKOI npakTuke

(Graphical symbols for electrical equipment in medical practice)

MeauymuHckue nsgenus. CUMBObI, NPUMEHSAEMbIE NPU MapKUPOBAHUN HA MeAn-
LUMHCKUX N3AENNAX, 3TUKETKAX U B CONPOBOANTENbHOW AOKYMEHTaL NN

(Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied)

N3penna meauuuHckne anektpuyeckue. Yactb 1-6. Ob6wue TpeboBaHus 6e3o-
nacHocTu. JONONHUTENbHBIV cTaHAapT. JKcnayaTaumoHHas NPUrogHoOCTb

Medical electrical equipment— Part 1-6: General requirements for safety —
Collateral standard: Usability

LleneBas rpynna rno6anbHoi rapmoHusauun (GHTF). ViccnepoBaTenbckan rpyn-
na 1 (SG1). BaxHeiiwmne npuHuunbl 6€30MacHOCTU 1N YHKULMOHUPOBAHUA Meaun-
LLMHCKUX U3aenuii

(Global Harmonization Task Force — Study Group 1 — Essential principles of
safety and performance of medical devices)
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