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MNMpepgucnosune

EBpasuiickuii coBeT no ctaHgapTusauuu, meTponorun u ceptucmkaumn (EACC) npeacraenset coboin
pervoHanbHoe obbeavHeHWe HauuoHarbHbIX OpPraHoB MO cTaHZdapTus3auuv rocygapcTts, BxogAwux B Co-
apyxectBo HesaBucumblx Nocyaapctse. B gansHenwem Bo3amoxHo BeTynneHne B EACC HaumoHanbHbIX op-
raHoB Mo cTaHdapTU3auuu Opyrux rocyqapcTs.

Llenu, ocHOBHbIE MPUHLMMEI U OCHOBHOW MOPSAOK NpoBeAeHWs paboT No MeXrocyaapcTBEHHOW CTaH-
dapTtusauumn yctaHosrienbl NOCT 1.0—92 «MexrocyaoapcTeeHHasas cucrema ctaHgaptusaumn. OCHOBHblE
nonoxeHusi» U NOCT 1.2—97 «MexrocygapcTBeHHaa cuctema ctaHgaptusauuun. CtaHgapTel Mexrocyaap-
CTBEHHble, MpPaBuia U pekomeHdauuv No MeXrocydapCTBeHHOW cTaHaapTusauun. lMopagok paspaboTku,
NPWUHATUA, NPUMEHEHUS, OBHOBMNEHUSA N OTMEHbI».

CeefeHus 0 cTaHOapTe

1 PASPABOTAH ®epnepantHbiM rocyapCTBEHHBIM YHUTaPHLIM NpeanpuaTuem «Bcepoccuinckuii HaydHo-
nccnenoBarenbCKUii MHCTUTYT CcTaHdapTu3auumn u ceptTudmkaumnm B mawmHoctpoeHumn» (BHUNHMALL)

2 BHECEH ®epnepanbHbiM areHTCTBOM M0 TEXHUYECKOMY pPerynupoBaHuilo U meTporioruu Poccuidckoi
denepauunm

3 NMPUHAT Espasuiickum coBeTOM MO cTaHdapTu3auuu, MeTponoruum u ceptudmkaumn (npoTokon
oT 24 masn 2012 r. Ne 41-2012)

3a NMPUHATUE CTaHOapTa nporonocosarnwu:

KpaTKOE HanmeHoBaHWe CTpaHbl KOJJ, CTpaHel No COKpaLIJ,EHHOE HanMeHOBaHuWe
no MK (MCO 3166) 004—97 MK (MCO 3166) 004—97 HalUWOoHAaILHOro opraHa no craHaapTU3aLmum

AsepbangpkaH AZ AsctaHpapT
KasaxcraH KZ lNoccranpapt Pecnybnuku KasaxcraH
KblprelactaH KG KblprelactaHgapT
MonpgoBa MD Mongoea-Crangapt
Poccuiickaa ®epepauns RU PocctaHgapt
TamKkukncTaH TJ TampkukcTaHgapT
Y3bekncran uz YactaHgapt

4 BBEJJEH BINEPBbIE

Ungpopmayus o esederHuu 6 deticmeue (MpekpauieHuu delicmeusi) Hacmosaweao cmaHlapma U usme-
HeHUU K HeMy Ha meppumopuu yKkasaHHbiX 8biwe 20cydapcme nybnukyemcs 8 ykalamersax HayuoHallbHbIX
(eocydapcmeeHHsix) cmaHGapmos, usdasaeMbix 8 3mux 2ocydapcmeax, a makke e cemu ViHmepHem Ha
callmax coomeemcmeyrouux HayluoHarsHbIX op2aHo8 10 crmaHdapmu3ayuu.

B cnyyae nepecmompa, USMEHeHUS Unu ommMeHbl Hacmosiweeo cmaHOapma coomeemcemaeyrowas UH-
gopmayus maike bydem onybrukosaHa e cemu MHmepHem Ha calime MexzocydapcmeeHHO20 cogema 1o
cmaHGapmu3ayuu, Memporioauu U cepmugpukayuu u 8 kamarioze « MexaocydapcmeeHHble crmaHdapmbi»

McknrounTensHoe npaso od)mumaanoro OnyﬁﬂMI{OBaHMH HacTodAwero ctaHgapta Ha TeppuTopun yKa-
3aHHbIX BbilWe rocygapcTs NpUHaONexuT HaunoHanbHbIM (FOcy,qapCTBeHHbIM) opraHam no craHgapTtu3auumn
ATUX rocygapctse
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MEXIFOCYOAPCTBEHHbLIA CTAHOAPT

Uapnenua meguuuHckne
KNACCUDPUKALMNA B SABUCUMOCTU OT NOTEHUMATIBHOIO
PUCKA NPUMEHEHUA
Ob6uwue TpeboBaHusA

Medical products. Classification in accordance with potential risk of using. General requirements

OaTta BBegeHuns — 2015-01-01

1 ObnacTtb NpuMeHeHuns

HacTtoswun ctaHgapT:

- pacnpocTpaHseTca Ha meguumHckune nsgenus (ganee — M) oTeyecTBEHHOIO U
3apybexHoro Npou3BoACTBa, NpeaHa3Ha4YeHHble Ans NPUMEHEHUs1 B MeQULMHCKUX Lensix
Ha TeppuUTOPMU TOCYdapPCTB, YNOMSAHYTbIX B MNPEeAUCNOBUKN, KaK MPOrofiocoBaBLUMX 3a
NPUHATNE HACTOSALLEro MeXrocyqapcTBEHHOIo cTaHaapTa;

- yCTaHaBnMBaeT NpaBuna K nopsagok knaccudpukaumm MW B 3aBUCUMMOCTM OT
NOTEeHUNanbLHOro pucka ux NpUMeEHeHus;

- NPUMEHSIOT NpU NpoBeaeHUM pernctpaunm n ceptudoukaunn M onsa onpegeneHuns
ob6bemoB paboT, NnpaBun 1 Npoueayp KOHTponsa Hag cootTBeTcTBUEM MU 1 cuctem kadecTBa
nX Npou3BoAcTBa TpeboBaHNAM HOPMAaTUBHBLIX JOKYMEHTOB;

- He pacrnpocTpaHAeTCcsl Ha NekapCcTBEHHbIE U Ae3nH(pULMpPYoLne cpeacTBa.

TDGGOBaHMFI HacToAlero craHgapTa ABMAKTCA obs3aTenbHbIMK.

2 HopmaTuBHbIE CCbINKK

B HacToAWEM CTaHgapTe MCcnonb3oBaHbl CCbIJTKK Ha cne,u,yrou.mﬁ

MeXrocyaapCcTBeHHbI cTaHgapT:
MOCT 15.013—86" Cuctema pa3paboTkmu W NOCTAHOBKM MPOAyKUMM Ha

npoussoacTeo. MeauunHckue nsgenus

WU3pnanue ochmumansHoe

* B Poccuiickoit depepaunn peicteyet MTOCT P 15.013-94 «Cuctema pa3paboTku U NOCTaHOBKU
npoayKuMu Ha npov3BoacTeo. MeamuuHckue nagenus».
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[Mpumeuanune — [Ipn nonp30BaHUN HACTOAIINM CTAHIAPTOM IIeIeCO0OPa3HO MPOBEPHTE JleficTBHe
CCBUIOUHBIX CTAHJApPTOB IO Ykasarenio «HanmoHanbHBIE cTaHZApTH», COCTABIEHHOMY IO COCTOSHHIO Ha |
AHBAapsd TEKYIIero rojia, H MO COOTBETCTBYIOUMM HH(pOPMAIMOHHBEIM YKa3aTeliM, ONMYOTHKOBAHHBEIM B
TekymeM roay. Ecim cchlmouHBIE craHmapr 3aMeHeH (M3MeHeH), TO IpH IIONB30BAHHH HACTOAIINM
CTAHJApTOM CJelyeT PYKOBOJCTBOBATBHCSA 3aMEHSIONINM (M3MeHeHHBIM) cranjaproM. Ecnmm cchutouHbIH
CTaHJapT OTMeHeH 0e3 3aMeHEl, TO MONIoKeHNe, B KOTOPOM JlaHa CCBUIKA Ha Hero, IpHMeHseTcs B 4acTH, He

3aTparuBarolel Ty CCHIUIKY.

3 OnpepneneHus

[na uenen HacTosLLEro ctaHgapTa MCMONb30BaHbl HWXKecreaywme TepMUHbI C
COOTBETCTBYHOLLMMI ONpeaeneHnaMun:

3.1 MeOAULMHCKUEe wu3genua (M3genusa  MeOULMHCKOro Ha3Ha4vYeHusa U
MeguLUMHCKas TexHuKa): [Npubopbl, annapartbl, MIHCTPYMEHTbI, YCTPONCTBA, KOMMMEKTHI,
KOMMMeKCbl, CUCTEMbI C MPOrpamMMHbLIMKU cpeacTBamn, obopynoBaHue, npucnocobneHus,
nepeBsi304HbIe U LLOBHbLIE CpeACcTBa, CToMaTonorndeckne matepuansl, Habopbl peareHToB,
KOHTPONbHbIE MaTepuarnbl U cTaHAapTHbIe 00pasLbl, N3Aenusa U3 NONMMEpPHbIX, Pe3MHOBbIX
N MHbIX MaTepuanoB, KOTOPbIE NMPUMEHSIOT B MEOULMHCKUX Lensax Nno oTaenbHOCTU UK B
coyeTaHun mexay cobol u KoTopble NpeagHasHa4veHbl Ansi:

- NponNaKkTUKN, ANarHoCTUKK, NneveHusi 3aboneBaHuii, peabunutauumn, NnpoBeaeHns
MeOVUUWHCKMX npoueayp, WCCrneaoBaHWin MeOUUMHCKOro XapakTepa, 3ameHbl WUnu
MoaucpuKaumm vactein TKaHel, OpraHoB W OpraHu3Ma u4erioBeka, BOCCTAHOBIIEHMSI UIK
KOMMEeHcaUnn HapyLeHHbIX NN YTpaveHHbIX PU3Nonornyecknx yHKLUN, KOHTpONa Hagd
3a4yaTuem;

- BO3OQENCTBUS Ha OpraHnaMm 4yenoBeka Takum obpasoM, 4YTo UX PyHKUMOHanbLHoe
Ha3Ha4YeHune He peanuayeTcs nyTem XUMWUYECKOTO, dapmakonormyeckoro,
UMMYHOMOIMYeckoro unu metabonnyeckoro B3anMoaencTBUSA C OpraHM3MoM YeroBeka.

3.2 npuHagnexHocTu: [lpeameTobl, caMmocToATeNbHO He saensaowmecs MA n no
LeneBoMy HasHa4eHUo npumMeHsieMble coBMmecTHo ¢ MW nnbo B Mx coctaBe Ans Toro,
410661 M MOrno 6bITb UCMONBb30BaHO B COOTBETCTBUN C LIENEBbIM Ha3Ha4YeHUEM.

3.3 MU kpaTkoBpeMeHHoro npumeHeHus: MW, koTopoe npu HOpManbLHON
akcnnyaTtauun npegHasHadeHo Ansi HenpepbIBHOrO NpUMeHeHus B TedeHue He Gonee 60
MWH.

34 MU BpemeHHOro npumeHeHusa: MW, koTopoe npwu aKcnnyatauuu B

COOTBETCTBUU C MHCprKLI,Meﬁ npegHasHaveHo AnAa HenpepbliBHOIro nppuMmeHeHnA B Te4eHue



