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HAUWOHANBbHBLIA CTAHOAPT POCCUUMCKOW OGEREPALMUM

CUCTEMA PA3PABOTKU U NOCTAHOBKU NPOAYKUMM HA NPON3BOACTBO
MeauuuHckue uspenua

System of products development and launching into manufacture. Medical devices

Nara BBeaeHnsa — 2017—09—01

1 O6nacTtb NpUMeHeHus

HacToswuia ctaHaapT ycTaHaBnMBaeT CTafuM XU3HEHHOro LMKNa npu uccrneaosaHum u o6ocHoBaHUM
paspaboTku, paspaboTke, NOCTaHOBKe Ha MPOW3BOACTBO, AONYCKE K 0BpalLeHMio U CHATUM C NPOU3BOACTBA
MeAULMHCKOTO U3aenus.

HacToawwnin ctaHgapT ycTaHaBnuMBaeT OCHOBHbIE MOMOXKEHWUS, KOTopble NMpu Heo6XoauMOCTU MOryT
BbITb KOHKPETU3MPOBaHbI B APYrUX CTaHAApTaxX U HOPMAaTUBHBIX AOKYMEHTAaX NO cTaHaapTUsauuu.

Ecnu BCTYNUBLIMMUA B CUIY HOPMaTUBHO-NPABOBLIMU aKTammn yCTaHOBSEHL! UHble TpeBoBaHua K CTagu-
AIM XU3HEHHOTO LMKINa MeauLMHCKOro U3Aenusl, YeM NpeaycMOTPEeHHble HACTOALWMM CTaHgapToM, TO NpUMe-
HsAtOTCA TpeBGoBaHUA HOPMaTUBHO-TIPABOBLIX AKTOB.

HacToawuit ctaHaapT He pacnpocTpaHsaeTcs Ha MeauLMHCKUMe M3aenus MHAUBUAYaNbHOro HasHave-
HUA, paspabaTbiBaemble NO crneumanbHbBIM 3aKkasam.

MpwnmeyaHun e — MeguumHckne n3genusi MHAUBUAYarbHOIO HAa3HaYeHNA paspabaTbiBalOTCA N U3FOTOBNSIIOTCS
B Nnopsigke, yCTaHOBNEHHOM 3akoHogaTenscTBoM Poccuickon ®epepaumm.

2 HopmaTuBHBbIe CCbINKN

B HacTosWeM cTaHgapTe UCNOoMb30oBaHbl HOPMaTUBHBIE CCBINKW Ha cneaylolume ctaHaapThl:

FOCT 12.2.091 BesonacHOCTb aneKTpuyeckoro 06opyaoBaHUa 4Na n3MepeHus, ynpasneHus 1 nabopa-
TOpHOro npuMmeHeHus. Yactb 1. Obwme TpebosaHuA

FOCT 15.101 Cuctema paspaboTku U NOCTaHOBKWN NPOAYKLUMW Ha Npou3BoAcTBo. MNMopsaok BEINONHEHUS
Hay4HOo-MccrneaoBaTenbcknx pabor

FOCT 15.311 Cuctema paspaboTku 1 NOCTaHOBKM NPOAYKLMM Ha Npon3BoAcTBo. MocTaHoBKa Ha Npons-
BOACTBO NPOAYKLUMM MO TEXHUHECKOW AOKYMEHTaLMU UHOCTPaHHbIX hnpm

FOCT ISO 13485 Nzpenua megnuuHckmne. Cuctembl MeHegkMeHTa kadecTsa. CucTeMHble TpeboBaHus
ANA uenen perynuposaHus

FOCT ISO 14971—2011 UN3genua meauunHckue. MNpumeHeHne MeHeKMeHTa pucka K MeauUMHCKUM
n3genuam

FOCT 16504 Cuctema rocyaapCTBEHHLIX UCTBbITAHUA NPoAyKUUK. UCMBITaHNA U KOHTPOMb KayecTBa
npogykunn. OCHOBHbIE TEPMUHBI U onpeaerieHus

rOCT NCO/M3K 17025 O6wue TpeboBaHUA K KOMMETEHTHOCTU UCIbITATENbHBLIX U KannMBpPOBOYHbIX
nabopatopun

FOCT 19126 UHCTpyMeHTbI MeauLMHCKue MeTannuyeckue. Oblune TexHuyeckue ycrnosus

FOCT 25047 YcTpouctsa KOMNSEKTHbIE 3KCPY3NOHHbBIE, UHDY3NOHHBIE U TPAHCHY3NOHHBIE OAHOKpAT-
HOTo NPUMeHeHs. TexHu4ecKue ycnoBus

rOCT 31214 Uspenua meauuuHckue. TpeboBaHua k 0b6pasuamM 1 JoKyMeHTauun, NnpeaocTaBnsemMbiM
Ha TOKCUKOMOru4eckune, CaHUTapHO-XUMUYECKUE UCCIEeAOBaHUS, UCTIBITAHUA Ha CTEPUNBHOCTL U MUPOreH-
HOCTb

FOCT P 8.674 NocynapcTBeHHas cuctema obecneveHus equHcTea uaMmepeHnin. Obwme TpeboBaHUs K
cpefcTBaM U3MEPEHUIA U TEXHUYECKUM CUCTeMaM U YCTPONCTBaM C U3MepUTenbHbIMU OYHKUNSMU

Uzpanne opuunansHoe
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FOCT P 15.000 CucTtema paspaGoTKi U MOCTAHOBKM NpoAayKLnM Ha nponssoacTeo. OCHOBHbIE NONO-
XeHust

FOCT P 15.201 Cuctema paspaboTku 1 NOCTAHOBKM NpoayKumMm Ha nponssoAacTeo. Mpoaykuma npons-
BO/ICTBEHHO-TEXHNHECKOrO HasHaveHus. MNopsaaok paspaboTkM U MOCTaHOBKM NPOAYKUUU HA NPON3BOACTBO

FOCT P M3K 878 Npaduyeckne cumBonbl, HAHOCUMbIE Ha MeAULIMHCKUE 3neKkTpudeckue nsaenua

FOCT P UCO 14155 KnnHnveckne nccnegosanus. Hagnexawas knnHudeckasa npakruka

FOCT P NCO 14937 Ctepunusaunsa meguumHekon npogykunn. Obwine TpeboBaHns K onpegeneHuto
XapaKTepUCTUK CTEPUM3YIOLLIEro areHTa u k paspaboTtke, BannaaLumn 1 Tekylwemy KOHTponio npouecca cre-
punusaunum MeguunHCKNX nsgennin

FOCT P UCO 15223-1 Usgenua meanuuHekne., CUMBOSLI, NPUMEHSIeMble NPpU MapkupoBaHUK Ha Meau-
LUMHCKMX M34ennsx, 9TUKeTKax U B CONPOBOAMTENbHON gokyMeHTaumn. YacTb 1. OcHoBHble TpeboBaHus

FOCT P UCO 18113-1 MeanumnHckie nsaenust ans guarHocTuku in vitro. Uidopmaums, npegoctaensie-
masi u3rotoBuTenem (Mapkuposka). Yacte 1. TepMuHbl, onpeaeneHns n obwme TpebosaHua

FOCT P 50444 Mpubopbl, annapatsl 1 obopygoBaHue MeguumHckue. O6Lme TexHU4eck1e ycrnoBus

FOCT P 51088 MeauuuHCKMe 1M3nenua Ans ANarHoCTUKW MH BUTPO. PeareHTbl, HAbopbl peareHToB,
TecT-cCTeMbI, KOHTPOIbHbIe MaTepuarbl, NuTaTenbHble cpeabl. TpeboBaHus K 3AenusiM 1 nogaepKuBato-
e AoKyMeHTaLumm

FOCT P M3OK 60601-1 Magenus MeguumHckme anektpudeckne. Yactb 1. O6wime TpebosaHusa 6esonac-
HOCTU C YY4ETOM OCHOBHbIX (PYHKLIMOHAMNbHBIX XapaKTepucT UK

MpumeyatHune—Ipy NONb30BaHUN HACTOSLLMM CTaHAAPTOM LieniecoobpasHo NPOBEPUTH AEWCTBUE CCbLTOY-
HbIX CTaHAAPTOB B MHOPMAaLMOHHON cncTeMe o6LLEro nonb3oBaHns — Ha oduumanbHoM calite defepanbHOro areHT-
CTBa N0 TEXHNYECKOMY PErYNMPOBaHUIO N METPONIOTUMN B CETU VIHTEPHET M No €XXerogHoOMY MH(OPMAaLMOHHOMY yKasaTe-
nto «HauuvoHaneHble cTaHaapTbi», KOTOPLI ONyBNUMKOBaH MO COCTOSHMIO Ha 1 sHBaps TeKyLero roga, u no BbiNyckam
eXeMeCA4YHOro MHAPOPMAaLMOHHOTO ykasaTens « HaunoHanbHble CTaHAapThi» 3a TEKYLWMIA rog,. Ecnu cebinovyHbin ctaHpapT
3ameHeH (U3MeHeH), TO MPU NoSIb30BaHUM HACTOSILLMM CTaHAapPTOM CreayeT pyKOBOACTBOBATLCA 3aMEHAIOWUM (UBMEHEH-
HbIM) cTaHgapToM. Ecnu ccbinouHblll ctaHgapT oTMeHeH 6e3 3ameHbl, TO NOMNoXeHVe, B KOTOPOM AaHa CCbinka Ha Hero,
NPUMEHSAETCH B YacTW, He 3aTparvBatoLLen 3Ty CCbIMKY.

3 TepMuHBbI 1 onpeaeneHns

B HacToswem cTtaHaapTe npumeHeHsbl TepMmuHbl Mo FOCT P 15.000, TOCT 16504, a Taicke criegytowime
TePMUHBbI C COOTBETCTBYHOLLMMU OnNpedeneHnsMu.

3.1 meguuuHckue usgenun: Magennsa, npegHasHayeHHble M3roTOBUTENEM Ans npocdunakTuki, guar-
HOCTUKMN, NeveHns n MeanunHCcKkon peabunntaumnm 3abonesaHuin, MOHUTOPUHIa COCTOSIHASI OpraHu3Ma 4Yeno-
BeKa, NpoBeaeHMst MeaNLNHCKUX NCCeaoBaHNn, BOCCTAHOBMNEHMWS, 3aMeLLeHNs, U3BMEHEHMUs1 aHAaTOMUYeCKOn
CTPYKTYPbI Unn hrU3NONOrMIecKnX pyHKLMA opraHMama, KOHTPOSIS 3a4aTus U pasBUTUA nnoda B npouecce
MeaULMHCKOW AeATEeNbHOCTU UM CaMOCTOSATENbHOMO MPUMEHEHNS NaLMeHToM No pekoMeHAauun (HasHave-
HWIO) MeduUMHckoro paboTHUKa. PYHKLMOHANbHOE HaszHayeHune MefULMHCKUX W3AeSMA He peanuayeTtcs
nyTem cdapMakonornieckoro Bo3aencTBMsA Ha opraHuaM venoseka. MeavuMHckne M3genys MoryT npumMe-
HATbCA CAMOCTOATENbHO UM B COYETaHUU C APYrMMA MeAULMHCKAMU W/UNn HeMeaAULMHCKUMIA n3aenuamn,
npuHagnexHoCTaAMu.

3.2 MeAuUMHCKOe uU3aenue UHAMBUAYaNbHOTO HazHaueHusi (NnpuMmeHeHusn): Nsgenve, nsrotos-
NeHHoe No UHAMBMAYaNbHOMY 3aKasy NauMeHTa, K KOTOPoMY NpeabsBrAstoTCA cneumarnsHele Tpe6oBaHusa no
Ha3Ha4YeHUo MeanLMHCKUX paBoTHNKOB N KOTOPOE NpeaHasHaueHo UCKITHYMTENbHO AN MUYHOro UCNoNb3o-
BaHWs KOHKPETHBIM MaLMeHToOM.

MpumeyaHune— CepuitHo BbiMyCcKAaeMoe n3aenve, KOTOPoe N3roTOBIAETCS UK MOABEPraeTcs MoandmKaLmm
B COOTBETCTBUM CO CneunanbHbIMU Tpe6OBaHVIF|MVI KOHKPETHOro nauneHTa, He ABnaeTtca MmeguumnHCKumM n3gennem nHamsu-
AyarnbHOro HagHauYeHWs,

3.3

MeauUMHCKas AeATenbHoOCTb: [lpodeccnoHanbHas AeATeNbHOCTb MO OKa3aHW MeanLUHCKON
NMOMOLLW, NPOBEAEHUI0 MeQULNHCKUX 3KCNEePTU3, MeANLIMHCKNX OCMOTPOB U MeAULIMHCKUX OCBUAETENbCTBO-
BaHWA, CaHUTAPHO-MPOTMBO3NMAEMUYECKNX (MPOUNaKTUYECKUX) MEPONPUATUA U NpodeccuoHanbHas
AeATeNbHOCTb, CBA3aHHasi ¢ TpaHcnnaHTaumen (nepecagkon) opraHoB U/nnu TkaHemn, obpalleHnem acHop-
CKOW KPOBW U (MNN) €€ KOMMOHEHTOB B MeAULIMHCKMX LIeNsIX.

[PepepanbHbIi 3akoH oT 21 HOAGPA 2011 1. Ne 323-d3 «O6 ocHoBax oXpaHbl 300p0BbA rpaxaaH B Poc-
curckon Penepauunny, ctatea 2, onpegenexHue 10], [1]
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3.4

MeauuuHckas ycnyra: MeavunHckoe BMeLWaTenbCTBO UMM KOMMAEKC MeaNLMHCKNX BMEeLIaTeNbCTB,
HamnpaBrieHHbIX Ha NPOUNAKTUKY, AUarHOCTUKY 1 fedYeHne 3abonesaHnin, MeguLMHCKYo peabunmTauuo 1
NMELLNX CaMOCTOATENbHOE 3aKOHUYEHHOEe 3HaYveHne,

[®enepanbHbIfi 3akoH 0T 21 HOABPs1 2011 r. Ne 323-93 «O6 ocHoBax oXpaHbl 340p0BbsA rpaxaaH B Poc-
curckon ®egepaunn», ctatbs 2, onpegenerue 4], [1]

3.5 BuagoBas rpynna meauLuMHckux usgenuin: CoBokynHOCTb U3OENUA, UMEIOLLNX CXO4HOe HasHaYe-
Hue 1 obne 6a3oBble XapakTepPUCTUKN.

3.6 npuHagnexHocTu: N3genus, caMoCcTosATENbHO He ABNAOLWMECA MeAULMHCKAMU, HO creLanbHo
npegHasHavyeHHble 48 NPUMeHEeHUs1 COBMECTHO C KOHKPETHBIM MEANLMHCKAM n3genMemM B COOTBETCTBUN C
€ro HasHaueHMeM 1 NomoratoLLmMe ero UCMonbL3oBaTh.

3.7 TexHu4veckasa aokyMeHTauusa: COBOKYMHOCTb KOHCTPYKTOPCKNX, MPOrpamMMHBIX U TEXHOMorMyec-
KMX OOKYMEHTOB, NpeaHasHavYeHHbIX Ar1s1 UCMOMb30BaHWSA Ha PasMYHbBIX CTagusaX XU3HEHHOTO LuKa Meau-
LIMHCKOrO n3aenus.

3.8 paspaboTumk: Pusmyeckoe UnNn rpUaNYECKoe NNLI0, OTBETCTBEHHOE 3a pa3paboTky MeguLMHCKO-
ro n3genus.

MpuMeyaHue— PaspaboTunk MOXET OCYLLECTBNATE PYHKLUMM U3TOTOBUTENS UK NepeaaTb paspaboraHHoe
u3genue Ansi NPOU3BOACTBA APYroMy U3NHECKOMY MM PUAUHECKOMY NNLLY.

3.9 usrotoBUTenb: IOpugn4eckoe NULO U usnyeckoe fuLo, 3aperMcTpupoBaHHoe Ha TeppuUTopun
Poccuinckon ®efepauunmn B kayecTse UHAMBUAYaNLHOrO NpeanpuHuMaTens, oTBETCTBEHHOe 3a Npoun3Boa-
CTBO, YNaKOBKY 1 MapPKAPOBKY MEONLNHCKOrO U3aenus, He3aBUCUMO OT TOro, NPOU3BOANANCHL N 3TN onepa-
LN caMOCTOATENBHO UMW C NPUBMNEYEHNEM TPETbeNn CTOPOHbI.

3.10 3akas4uk: FOpuaundeckoe unu omsndeckoe nuuo, kotopoe obecnevmeaeTt chHaHCUPOBaHNE pas-
paboTkn 1M MPoU3BOACTBA MEAULIMHCKOrO U3aenust n onpeaenseT OCHOBHble TpeboBaHUs K MeQUUMHCKOMY
nsgenuto.

3.11 ynonHoMO4YeHHbIN NpeAcTaBuTenb usrotoButens: lOpuaudeckoe unu cusnyeckoe nuuo,
3apeructTpupoBaHHoe Ha Tepputopun Poccuitckon degepauun B kauectTse MHAUBUAYaNbHOro npeanpuHUMa-
Tens, BbiNonHswLee (pyHKLMU U3roTOBUTENSA HA OCHOBaHUM AOroBopa B YacTu obecneveHnsa COOTBETCTBUA
MeOULUMHCKOro n3genua TpebosaHuaM 3akoHodaTenscTBa Poccuiickon degepaun n B 4acTu OTBETCTBEH-
HOCTW 3a HecooTBeTCTBME TpeboBaHUAM 3akoHoaaTenbcTBa Poccuitickon degepaunu.

3.12 MegUUUHCKUA coucnonHuTenb: OpraHusauusa unu dgusndeckoe nNULO, NpUBeKaeMble pas-
paboTYNKOM W/UNK U3roTOBUTENEM AN Pa3paboTKn TeXHUYeCKoro 3agaHus (HanpuMmep, B BUAe MeanKo-Tex-
HUYecknx TpeboBaHuin), TeXHUYECKUX TpebGoBaHWiA, TEXHUYECKOW OKYMEeHTaUuM 4na npoBeaeHns npeasapu-
TemNbHbIX W TUNOBbLIX WCMBLITAHUWA C Lenbio OLUEeHKA COOTBETCTBUS (PYHKUUOHANbHBIX XapaKTepucTuk
MeULMHCKUX U3aenuin TpeboBaHUAM.

M pwumeyaHun e — Meayko-TexHnyeckme TpebOBaHUS, BLINOMHAIOWME POSb TEXHUHECKOTO 3a4aHnsl Unu Aonon-
HsloLWMe ero, pa3pabarbiBaloTCsl HA OCHOBE U3YUYEHUsI M aHaNn3a AOCTUXEHNI OTEYECTBEHHOW U 3apY6GeXHON TEXHUKN, Me-
AVILMHBI, NEPEAOBON TEXHOIIOMUM NMPOU3BOACTBA, PE3YrbTaToB BbINOMHEHHBIX HAy4HO-NccneaoBarenbckux pabor, a Tawke
Ha OCHOBE UCXOAHbIX TpeGoBaHuiA 3aKa3umka unu noTpebuTens MeguUUHCKOro u3genus.

3.13 ponyck k o6palleHUl0 MeguUUHCKoro usgenua: CoBoKyNHOCTb 3aKoHoAATENMbHO YTBEpXKAeH-
HbIX paspelmnTenbHbLIX Npouedyp Mo BbIBOAY MeOULMHCKOTO U3fenust Ha pbIHOK HE3aBUCUMO OT TOro, HOBOE
3To usgenue unu moaudpuLMpoBaHHoe/Mo4ePHU3NPOBAHHOE.

3.14 akcnnyatauuoHHana 6e3onacHocTb: OTCYTCTBME HEAONYCTUMOro pucka MNpUYUMHEHUA Bpeaa
JKU3HN 1 300pOBbI0 MaUMeHTa, MegUUUMHCKOro nepcoHasna u/unn TpeTbnx nuy, Npu NCnonb3osaHnn MeanunH-
CKOro U3Aenns No HasHa4yeHWto B YCITOBUSIX, MPeayCMOTPEHHbIX U3rOTOBUTENEM.

3.15

MeHeXMeHT pucka: CuctemMaTnyeckoe nNpUMeHeHne NONUTUKN, Npoueayp U NpakTU4eCcKUX MeToaoB
MeHeDKMeHTa Ang pelleHus 3agay aHanusa, oueHnBaHna, ynpasneHusa U MOHUTOPUHra pucka.
[FTOCT ISO 14971—2011, cTaTbs 2.22]

3.16

dann MeHeaxMeHTa pucka: COBOKYNMHOCTb 3annucen u Apyrux AOKYMEHTOB, co3aaBaeMblX B NpoLec-
ce MeHe/DKMeHTa pucka.
[FTOCT ISO 14971—2011, ctatbs 2.23]
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3.17 rocypapcTBeHHasa perucrtpauun: BHeceHWe MeaULMHCKOrO u3genuss B rocyAapCTBEHHLIN
peecTp MeAULMHCKUX U3AeNUA U opraHnsauni (MHAMBMAYanbHbIX NpeanpuHUMaTenei), ocyLWecTBIIAIOLLMX
NpPOU3BOACTBO U U3rOTOBMEHUE MEeAULMHCKUX U3AeNniA, yNONHOMOYEHHbIM heaepanbHbIM OpraHoM UCMoST-
HUTENbHOW BIIacTU Nocne NpoBeAeHUA OLEHKU COOTBETCTBUSA MeQULIMHCKOrO N3aenns 3asiBfNeHHbIM XapakTe-
pucTukam n obsizaTenbHbIM TpeboBaHUAM HOPMATUBHBIX AOKYMEHTOB, PacnpoCTPaHSIIOWNXCA Ha BUOOBYIO
rpynny MeauLMHCKOro U3Aerusl.

3.18 oueHka cootBeTcTBMA: [IpAMoe WNN KOCBEHHOe onpeaeneHve cobniogeHna TpeboBaHui,
npeabABNsieMbIX K MeAULMHCKOMY U3AeNnio U3roTOBUTENEM U AEUCTBYIOWMM 3akoHodaTenbcTsom Poccui-
ckon Pepepaunn.

3.19 ucnbiTaHuA: Bee Buabl paboT, npoBoauMble B LENAX OLLEHKNU COOTBETCTBUA MEeAULMHCKOro naae-
NNA yCTaHOBMEHHbIM U3roToBUTENEeM TpeboBaHWAM U 06A3aTenbHbIM TpeboBaHUAM, YCTaHOBIEHHBLIM
JeAcTBylOWNM 3akoHoAaTeNnbLCTBOM Poccuitickon deaepaumun.

MpwuMeyaHu e — B pamkax HacTosilLEro cTaHgapTa 4aHHOE NOHATUE BKIIOHYAET NPOBEPKY TEXHUHECKMX Xapak-
TEPUCTUK, TECTUPOBAHME CMELManbHOMO MPOrPamMMHON0 06ecneHeHns, TOKCMKONOINYeCcKne UCCNegoBaHus, NPOBEPKY
PYHKLMOHANbHbBIX XapakTepUCTUK, B TOM YKCIie MeTogamu in vitro v in vivo.

3.20 knuHUYeckoe uccnepoBaHue: PaspaGoTaHHoe 1 3annaHUpoBaHHOE CUCTEeMHOe UccneaoBaHue
B YCINOBUSIX MEOULIMHCKOTO YYpeXaeHUs Ha OQHOM YenoBeke UK rpynne nogen, NPoBoaumoe Ans oueHKU
3t peKTMBHOCTU MeQULIMHCKOrO U3denna.

M pumMmevyaHune — «KnnHnueckoe ucnbiTaHme» unu «KNUHN4Yeckoe n3yveHue» ABNAKTCA CUHOHUMaMN TepMUHa
«KIMMHNYeCcKoe nccnegqoBaHue».

3.21 obsazaTenbHble Tpe6OBaHMA K MeOULMHCKUM usaenuam: Tpe6osaHMA K BUAOBLIM rpynnam
MeMLIMHCKUX U3AEeNUiA, coepxalive TpeboBaHus K XapakTepucTukam MeauLUHCKUX U3AeNUin, CCbInkN Ha
HOPMaTMBHbIE AOKYMEHTbI, yCTaHaBnuBawlme TpeGoBaHusA, npasuna U MeToAbl/MeTOANKN WU3MEepPeHWN,
I/ICI'IbITaHI/II‘;l, Mccne,qosanﬁ Pa3nnUyHbIX BUOOBLIX rpynn MmeauumHCKNX MSAGJ'MI‘;L

3.22

cpeAcTBO U3MepeHUin: TexHnueckoe cpecTBo, NpegHasHauYeHHoe AN U3MEPEHWNNA.
[PepepanbHbId 3akoH OT 26 uioHa 2008 r. Ne 102-9d3 «O6 obecnedyeHUn eauHCTBA U3MEPEHUN»,
cTatbd 2, onpeaenexue 21], [2]

MpumeyaHune— Cpeactea UsmepeHuss, NPUMEHAEMbIE B MEAULIMHCKOW NPaKTUKE, HO OCHOBHAas hYHKLMS KO-
TOPbIX HE ABNSAETCA MegULIMHCKON (Hackl, TanMepbl, NpuBopbI KOHTPONSA OKPYyXatowewn cpeabl U T. A1), He OTHOCATCS K Meau-
LIMHCKMM U3AEeNnnsiM.

3.23

TeXHUYeckue cucTeMbl U YyCTPOUCTBA C M3MEPUTENbHbIMU DYHKLUAMKU: TexHUYeCcKUe CUCTEMBI U
YCTPOWCTBA, KOTOPbIE HApPAAY C UX OCHOBHBIMU (bYHKLMAMU BLIMOSHAOT U3MepuTenbHble hyHKLMN.

[PepepanbHbid 3akoH oT 26 nioHA 2008 r. Ne 102-93 «O6 obecneyeHUN eauHCTBA M3MEPEHUINY,
cTaTbsl 2, onpegenexuve 23], [2]

3.24 nsmeputenbHana PyHKLUSA TeXHUYeCKoro cpeacTBa: PyHKUNSA, peanu3oBaHHas B annapaTHOMN,
annapaTHO-NPOrpaMMHOIA UM NPOrPaMMHON YacTu TEXHUYECKOro CPpeacTBa, NpeaHasHaveHHas ana pelle-
HNS KOHKPETHON N3MepuUTEenLHON 3adauun.

3.25 dyHKuMA HasHaYeHUA (OCHOBHaA (PYHKLMA) TeXHU4ecKoro cpeacrTea: PyHKLUUSA, peanusaums
KOTOPOW ABMAETCS OCHOBHOW LLeNblo CO3aaHUs TEXHUYeCcKoro cpeacTaa.

4 CokpallieHus

B HacTosweM cTaHaapTe NPUHATLI cnegyrolme CoKpalleHust:
KO — koHCTpyKTOpCKas AOKYMEHTaLus;

MW — meauumHckoe nsaenue;

HMNA — HopMaTUBHO-NPaBOBON akKT;

OKP — onbITHO-KOHCTPYKTOpCKas paboTa;

MO — nporpaMMHas JOKyMeHTaLus;

P® — Poccuiickas degepauus;

TA — TexHonornyeckas JOKYMeHTaLms;

T3 — TexHu4yeckoe 3ajaHue;

TY — TexHu4Yeckne ycrnosus;

POUB — cdheaepanbHbIin 0praH UCMOMHUTENTbHOW BNAcTU.
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5 O0wue nonoxeHus

HacTosawmiin ctangapT paccMaTpuBaeT paboThl, OTHOCALUMECS K CriedyoLWMM CTaaNnaAM XU3HEHHOTO LIMK-
na MW, yctaHoBneHHbIM TOCT P 15.000:

- uccnegosaHue;

- paspaboTka;

- U3roToBneHue (NPon3BOACTBO);

- CHAATUE C NPOU3BOACTBA.

HacToawuii ctaHaapT paccmatpuBaeT ocobeHHocTH oLeHku cooTeTcTBUSE MU Liensam gonycka k o6pa-
LLeHNIO.

6 UccnepoBaHuA

TexHUKo-akoHOMUYeckoe 060CHOBaHUE BO3MOXHOCTU U LienecoobpasHocTu paspaboTkun MU, o6ocHo-
BaHWE HayYHO-TEXHUYECKUX NyTew pa3paboTkM MOryT 6biTb BbIMOMHEHbI B pamMKax HayyHo-UccregoBarterb-
ckoi paboThl.

O6wme TpeboBaHUA K opraHusaummM U BbINOMHEHUIO, MOPAAKY BbIMOMHEHUs, MPUEMKU U peanusauun
pe3ynbTaToB Hay4Ho-UccnegoBaTenbcknx pabot ycraHosneHbl FOCT 15.101.

7 PaspaboTka

YnpaeneHne kavectBoM paspabotkn MU OomKHO BBIMOSHATLCA B COOTBETCTBUM C TpeboBaHMAMMU
FOCT ISO 13485.

PaspaboTka MU B 06Lem cnyvae npegycMaTpuBaeT:

- paspaboTtky T3 Ha OKP;

- pa3paboTKy TeXHUYEeCKOW JOKYMEeHTaLuu;

- N3roTOBIIeHUE OMbITHBIX 06pa3LIoB;

- UCMbITAHUSA OMNbITHLIX 0Opa3LOB;

- AopaboTKy TEXHUYECKON JOKYMEeHTaLun;

- npuemky pesynbtatos OKP.

Mopsgok paspaboTkn T3, TpeboBaHUs K MOCTPOEHUIO, COQEPXaHUI0 U N3NoxeHuo T3, a Takke NopsiAoK
cornacosaHus 1 yteepxaeHus T3 cogepxatcs B FOCT P 15.201*. T3 moxeT ObiTh paspaboTaHo B BuAE
MeAMKo-TeXHUYecKnx TpeboBaHni.

Mopsaaok paspaboTkn MU, B TomM uncne npasuna paspaboTki TEXHUYECKOW AOKYMEHTaL MU, NpuemMKm
pesynbTaToB pas3paboTki, MPOBEAEHUs! UCMbITaHUA ONbITHLIX 0BpasLoB, COOTBETCTBYHOT MOMOKEHWSAM
FOCT P 15.201.

HeobxoaumMocTb NpUMeHeHUs cTaHaapToB EQNHON cucTeMbI KOHCTPYKTOPCKOM AOKYMEHTauuu, EauHon
CUCTEMBI TEXHOOTMYECKON AOKYMEHTaUMn 1 EQUHON cucTeMbl NPOrpamMmMHON AoKYMeHTaummn npu paspaboTtke
KO, TO v N ycTaHasnvMBaeTcA TEXHUYECKUM 3afaHNEM.

Ob6bem n cogepxaHue UcnblTaHWn, HeobXxoAUMBIX A4S NpeA0TBpaLLeHUs MOCTaHOBKM Ha NPOU3BOACTBO
MW, He cooTBeTCcTBYHOWMX T3 Ha usgenune, onpeaensieT paspaboTymK ¢ y4eTOM HOBU3HBI, CIOXHOCTU, OCO-
6eHHocTel npomaBoacTBa U NpumeHeHus MU, TpeboBaHuin 3akasunka. Mpu 8Tom gokHbI 6bITb NPpoBeAeHbI
ncnbiTaHWsA Ha COOTBETCTBME BceM 0653aTenbHbIM TpeboBaHnsam ctandapTos 1 HIMTA. TepmuHel 1 onpeaene-
HWUS1 OCHOBHBIX NMOHATUIA B 06NacTu UCMBITAHWUIA 1 KOHTPOISA kadecTBa pernameHTuposaHsbl B FOCT 16504.

B cootBetctBuM ¢ TOCT P 15.201 paspabotka MU cuyuTaeTcs 3aBeplUeHHON nocre yTBepXaeHus
3aKkazvmkoM MU akta npnemoyHon KOMUCCUN.

Mo pesynbTatam paboTbl MPUEMOYHOM KOMUCCUN JOMYCKAETCH NpUcBansaTb TEXHUYECKON AOKYMEHTa-
Lum nutepy «A» B criydyae nposedeHus nogroToBKM 1 OCBOEHUsI NMPOW3BOACTBA B MpoLLecce U3roTOBIeHUs
onbITHBIX 06pasuos M.

* Ha MOMEHT yTBepXAeHuUsi HAcTOsIWero ctaHgapTa Begetcsi paspabotka FOCT 15.016 «Cuctema paspaboTkv n
NOCTaHOBKM NPOAYKUMM Ha NPOV3BOACTBO. TexHU4eckoe 3aaaHve. TpeboBaHus K coaepXaHuio u 0OpMIEHNIo.
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8 lNocTaHOBKa Ha NPON3BOACTBO

YnpaBsneHne kadectsom npounssoacTea MW OOMKHO BLIMOMHATLCA B COOTBETCTBUM C TpebOoBaHUAMU
FOCT ISO 13485.

Mopsgok NocTaHoBKM Ha NponssoacTso MW, B TOM YMcne NoAroToBKW U OCBOEHWUSI NPOU3BOACTBA, COOT-
BeTcTBYeT nonoxeHnsm FOCT P 15.201.

Ha aTane noaroToBk/ NPOU3BOACTBA M3rOTOBUTENb AOMKEH BbINOMHUTL paboTel, obecnevnsatowne
TEXHOMOrMYECKYH FOTOBHOCTb OpraHn3aLmm K usrotosneHuo M B cooTBeTcTBUM € TpeBoBaHUSIMU TEXHUYEC-
KOW AOKYMEHTaLMM N AeicTByoLero sakoHogaTenscrea Po.

MoaroToBKy NPOM3BOACTBA CUATAIOT 3aKOHYEHHOW, KOrga M3rotoBuTenieM nonyyeHa scs Heobxoanmas
AoKymeHTauus, paspaboTaHa (oTpaboTaHa) T/ Ha nsrotoneHve, onpoboBaHbl U OTNAXEHLI CpeacTBa Tex-
HOMOTMYEeCKOro OCHALLEHNS U TEXHOMOrMYeckue NpoLecehl, NoaroToBMNeH (Npu HeOBXOAMMOCTU aTTECTOBaH)
nepcoHan, 3aHATLIN NpY U3roTOBMEHWI, UCNBITAHUSAX U KOHTpone MU, n ycTaHOBMEHa roTOBHOCTb K OCBOEHUIO
npoun3BoAcCTBa.

B obwem cnyyae Ha aTane 0CBOEHWS NPON3BOACTBA N3rOTOBUTEMb BLIMOMHALT:

- W3roTOBIIeHWE YCTaHOBOYHON cepun (MepBon NpoMbIlLnieHHon naptun) MU;

- KBanuuKaLMOHHbIE UCTBITAHNS;

- AanbHenwyo oTpaboTKy (Mpu HeoOX04UMOCTU) KOHCTPYKLIMM HA TEXHOMOMMYHOCTD;

- KOPPEeKTUPOBKY TEXHNYECKOW OOKYMEHTaLUM.

O6wure TpeboBaHMsA K MOCTPOEHWIO, Banuaauun 1 Tekylemy KOHTpOosio npouecca ctepunusauunm MA
yctaHoBneHsl FOCT P UCO 14937.

Tpebosarusa k mapkuposke MU copgepxatcs B FTOCT P 51088, TOCT P 50444, TOCT P MCO 18113-1,
FOCTP MCO 15223-1,IOCT 19126, MOCT 12.2.091, FOCT P M3K 60601-1, TOCT 25047, TOCT P MK 878
n ap. B cooTBeTcTBUM € BUaomM M.

Mo pesynbTaTam WU3rOTOBMEHUSI U UCTLITAHUS] YCTAHOBOYHOW CEepuM Unu — B criydae noarotoBKA U
OCBOEHUA NPOM3BOACTBA HA paHHUX 3Tanax — ONbITHLIX 06pasLUoB, a Takke OCHALLEHUS! TEXHOMOTMYECKoro
npouecca 1arotoeneHns MU BbINOMHSIIOT KOPPEKTUPOBKY TEXHUYECKOW AOKYMEHTauun ¢ npucsoeHem K n
TO nuTepsbl «A», Nocne Yero NOCTaHOBKa Ha NPOU3BOACTBO CYMTAETCS 3aBepLUEHHON.

MocTaHoBKy Ha npoussoacTBo MU no TexHn4eckon AOKYMEHTauUn MHOCTPaHHbIX UpM OCYLLeCTBNAIOT
no FOCT 15.311 c yyueTom TpeboBaHUA HacToALero cTaHaapTa.

B cooTBeTcTBMU Cc TpeboBaHuamn FOCT ISO 13485 ana kaxaoro Tuna unu mogenu MU nsrotosutenb
JOIKeH co3aaTth U nogaepxkuBatb B paboyeM cocToaHuu cdain, coaepxawmii unu uaeHTUULMpyoLwuia
OOKYMeHTbI, onpegensiowme crneumdukaumm Ha MU 1 TpeboBaHns K cUCTEMe MeHeIKMeHTa kadecTBa. OTu
OOKYMEHTHI JOSKHEI Takke onpeaensTe NOMHbIA NPOLEeCcC U3roTOBAEHUA U, eCnu HeoBXoaNMO, MOHTaXa n
obcnyxnsarHuns M.

M3roToBUTENb JOMKEH YCTAaHOBUTbL, AOKYMEHTUPOBAaTL U NoaaepkusaTth B paboyem COCTOSIHUM Henpe-
PbIBHBIN NpoLecc MaeHTUgUKaLLIMM onacHOCTeN, CBA3aHHbIX ¢ MU, onpeaeneHna n oLeHNBaHUs conyTCTBYIO-
LMX PUCKOB, YNpaBneHUsl aHHLIMA PUCKaMU U MOHUTOPUHIA Takoro ynpaefAeHWA Ha NPOTSDKEHWUU BCEro
XU3HeHHoro Uukna MU B cooTBeTcTBUM ¢ TpebosaHuamu FOCT ISO 14971.

9 [lonyck Kk obpalieHuto

Mocne noctaHoBkn MW Ha npon3BoacTBO Af15 Aonycka K obpalleHnto Heo6XxoaMMO BbIMOMHUTL criedyto-
Wwne npouenypbl:

- oueHKy cooTBeTCcTBUS MU 3as1BNEHHEIM XapaKkTepucTnkam U obssatensHelM TpeboBaHNAM;

- perucTtpauuio MU 1 BHeceHmne yrnonHomoueHHbIM POVIB B rocygapcTeeHHbIn peectp MU u opraHusa-
unin (MHaAMBUAYyanbHbIX NpeanpuHuMaTenein), ocyLecTBALWNX NPOU3BOACTBO U U3roTosneHne MU;

- noaTBepxaeHue cooTBeTCTBUA Ans MU, nognexalumx obssaTensHon ceptudmkalnm unm geknapu-
POBaHWNIO COOTBETCTBUS.

OueHka cooTBeTcTBUA MW 3asBneHHbIM XapakTepucTukam U obsisatenbHelM TpeboBaHMAM MOXeT
BKIIOYATb TEXHUYECKNE UCTIbITaHUS, TOKCUKOMOrM4eckne nccnefoBaHns, KNMHUYeckne nccneaoBaHus U apy-
rme BuAbl UCTIBITAHWUIA U UCCIeAOBaHWUA, NPeayCMOTPEHHbIE AeACTBYIOLWMM 3aKkoHoaaTenscTeoM PO,

MN3roToBMTEeNb MM YNOMHOMOYEHHBIA MpeacTaBUTeNb W3rOTOBUTENA CaMOCTOSITENbHO onpedensaeT
opraHvsauum, ocyLLecTBsIOLWME NpoBeaeHne oLeHKU cooTBeTCTBUA MU B YacTn npoBeaeHUs UCMbITaHUA U
nccnegoBaHuiA, ¢ yuetom obnacTtu ux akkpegurtauum (npunoxeHve A) [3].

6
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Mporpammy 1 MeToAUKY UCNLITAHWIA B LIENSIX OLLEHKM COOTBETCTBUA paspabaThiBaeT akkpeautToBaHHas
opraHusaums ¢ y4eToOM NepeyHs XxapakTepucTuk K Bugosom rpynne MU (npunoxeHune B), a Takke ocobeHHoc-
Tel koHkpeTHoro MW, oTpaXXeHHbIX B TEXHUYECKON AOKYMEeHTaunn N3arotosBuTens.

B cny4yae HeBO3MOXHOCTU UCMOSNTHEHWUSI MPOrpaMMbl UCTIBITAHUA B LIENAX OLEHKN COOTBETCTBUS OHOM
aKKpeaUTOBaHHOWN opraHusaLumeit K UCMIONTHEHWNIO A0SPKHbI ObITh NPUBIIEYEHb! APYrie opraHn3auvm B cooTBeT-
CTBWM € 06N1acTbio akkpeauTauum N TEXHAYECKOW OCHALLLEHHOCTbIO.

Pe3ynbTathl UCNbITAHUA AOMKHA MPUHUMATL KOMUCCUS, B COCTaB KOTOPOW BXOAAT akKpeaUTOBaHHbIe
opraHusauuu, nposoausLLMe UcnbiTaHust. MNpeacenartenemM KOMUCCUMU HazHaYaeTCa NpeacTaBUTeNb akkpeau-
TOBaHHOW opraHusauuu, paspaboTasLieil nporpaMMy ¥ METOAUKY UCMIbITAHWIA.

AKT UcnbiTaHUin 4oskeH BbITh NognucaH NpeacTaBUTENsAMU BCEX opraHu3auni, y4acTBYHOLWMX B UCTIbI-
TaHUAX, U yTBepXAEeH npegcedaTtenemM koMmccun (npunoxexue B).

MW, ucnonb3oBaHWe KOTOPLIX NpeanonaraeT Hanuyne KOHTaKTa ¢ opraHM3MOM 4YernoBeka, noanexar
ToKeukonornyeckum uccnegosarHuam no NOCT 31214 akkpeAUTOBaHHBIMU OpraHU3aUnsiM1 B Nopsiake, ycTa-
HOBMEHHOM ynosiHomoyeHHbIM POUB.

B cooTteeTcTBUM € TpeboBaHuamn FOCT P 8.674 cpeactea uamepeHuit, asnawowmeca MU nnu sxoas-
wue B coctas MU n npegHasHayeHHble ANS BbINOMHEHNS U3MEPEHUI, OTHECEHHbIX K cdepe rocyaapCTBEHHO-
ro perynuposaHust obecrneyvyeHus eauHCTBa W3MepeHURn, A0 KIAMHUYECKUX uccnefoBaHWl noanexar
NCNBbITAHUAM B LIeNaX YTBEPXKAEHUA Tuna B COOTBETCTBUU C AENCTBYIOLWMM 3aKkoHoaaTenbcTeom P& [2].

MW, koTopble HapsiAy € MX OCHOBHBIMW (bYHKLMAMU BLINOAHAT U3MepuTerbHble yHKLMU, MOTYT BbiTb
Ha 06pOBONBLHON OCHOBE OTHECEHbI K TEXHUYECKUM CUCTEMAM U YCTPOUCTBaM ¢ M3MepUTeNbHbIMU hyHKLMSA-
Mn. PeweHne o6 OTHECEHUM TEXHUYECKOro CPEACTBa K TeXHUYECKUM cucTeMaM U YCTPOUCTBaM ¢ U3Mepu-
TeNbHbIMW  PYHKUMSMU  MPUHMMAET  yNonHomoyeHHbin @POUB B COOTBETCTBUM C [OEACTBYIOLLUM
3akoHopaTenscTBOoM P®, c 06s13aTenbHBIM NpUBeYeHUeM akkpeauToBaHHON B 06nacTu 3ApaBooXpaHeHus
3KCMepTHOW opraHnsauuun.

MW B cniyvae HeobxoaMMOCTU NpoBeAEHNA UCCNEA0BaHWUIA C y4acTUEM YeroBeka NPOXOAAT KIIMHUYeC-
Kne uccnenosanvsa. HeobxoammocTb NpoBeAeHUs KNMHUYECKUX UCCeaoBaHunii onpeaensaeTca TpeGoBaHus-
MU JeACTBYloLLero 3akoHogaTenscTea PO.

KnuHnyeckue nccnegosaHns NpoBoAAT B MEAULIMHCKUX YUpeXKaeHUsIX (opraHu3aunsx), UMetowmx pas-
pelleHVe B COOTBETCTBUM C [AENCTBYWOWMM 3akoHodatenbcTBoM P® u sbinonHawwmx TtpeboBaHus
FOCT P UCO 14155.

Mpumevyanune—TrOCT P UCO 14155 He npumenmm k MU ans anarHoctukm in vitro.

OueHka cooTBeTCTBUSA NpUHagnexHocTen k MU He nposoauTcA.

Ha tepputopun P® paspeluaetcs o6paiieHue MU, 3apeructpupoBaHHbIX B MOPSAAKE, YCTAHOBIIEHHOM
MpasuTenscTeoM PP, ynonHoMo4yeHHbIM um OUB.

OtpencHble Bugosele rpynnel MU moryT nognexate o6a3aTensHol cepTudnkauum Uy noatsepxae-
HUIO COOTBETCTBUA B (hbopMe MPUHATUA Aeknapaummn o cootTseTcTeun [4].

10 CHaTMe c npousBoACTBa

OcHoBaHuem ans cHatua MU ¢ npoussoactea sisnseTca pelueHue, npuHatoe ®OUB Ha ocHOBaHUM
AelcTBytoLLEero 3akoHodatenscTea P®, unu opraHn3aumna-uaroToBUTENb CaMOCTOATENbHO NPUHUMAET pelle-
Hue o cHaTu MW ¢ npoussoacTBa NpU ero yctapesaHu UK 3KOHOMUYECKON HelenecoobpasHOCTU.
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Mpunoxenne A
(pexomengyemoe)

Mopanok npoBeAeHUA UCNbITaHUNA B LIENsIX OLLeHKU COOTBEeTCTBUS

3asiBuTenb (M3roTOBUTENb UMK YINTOITHOMOYEHHOE UM INULO) 3aKriovaeT ¢ BbiIOpaHHOW akkpeauTOBaHHOW OpraHu3a-
uunenr AOroBOp Ha NPOBEAEHNE UCTIBITAHWIA. TUMOBON OTOBOP 3aKITI04aeTCHA Ha NPoBeAeHNE TPEX OCHOBHbIX BUAOB paboT:

- paccMmoTpeHue NpeACcTaBNeHHOro 3asiBUTENEM NakeTa JOKYMEHTOB;

- paspaboTka n cornacoBaHue NnporpaMmmsl U METOAUKN UCTIbITAHUN;

- NMpoBeAeHne NCMbITaHUN.

lMepeyeHb AOKYMEHTOB, NPEAOCTABNAEMbIX 3aABUTENEM, ONPeAENAeTCA aKKpeAUTOBaHHON OpraHn3auueit B cooT-
BETCTBUM C AENCTBYIOLLMM 3aKOHOAATENbCTBOM PO,

MuHumanbHbIN NepeyeHb JOKYMEHTOB:

- HOpMaTMBHasi JOKYMeHTaLus;

- TY;

- 9KcnnyaTauuoHHas JOKYMEHTaLus;

- NPOTOKOINbI UCMIbITAHUK (BUA UCTIBITAHUIA: KBAaNWUKaLUWOHHBIE UNN NPUEMOYHbIE — onpeaensieTcsl TpebGoBaHus-
MM JeliCTBYIOLLErO 3akoHoaaTenscTea Pd);

- KOMMNNEKT AOKYMEHTauMM Ha CreumarnbHble CPeacTBa KOHTPOMS, WCNONb3yemble NpW aKcrnyaTaumu uagenvs
(ecnu Heo6X0AMMOCTb UX UCMONb30OBaHKUA ykasaHa B TY Ha MU);

- dharn MeHeKMEHTA PUCKa;

- AOKYMEeHTauus, NOATBEPXKAAIOWAan COOTBETCTBME CUCTEMbI MEHEIXKMEHTA Ka4eCTBAaU3roToBUTENSsI TpeboBaHnAM
FOCT ISO 13485;

- nareHTbl (Npy HanNuuum);

- choTorpachmm ¢ UMTAaEMON MAPKUPOBKOW M3aenusa n nsobpaxexnem camoro M.

Mo pesynbTatam paccMOTpeHWsl NPeACTaBNEeHHON AOKYMEHTauun akKpeguTOBaHHAA OpraHn3aumsi NpuHUMaeT
peLleHre 0 BO3MOXHOCTM pa3paboTky nporpamMmmbl U METOAMKM UCTbITaHUIA NpeacTaBneHHoro MU nnu o Heo6xoanmocTtu
AopaboTku NpeacTaBNeHHONW AOKYMEHTaLUUN.

O6pasubl MU gns ucnelTaHui NpegocTaBnsioTcA B COOTBETCTBUM C NpoLeAypoi oTéopa o6pa3Loe akkpeauToBaH-
How opranusaumm (TOCT NCO/MBK 17025).

B npouecce ncnbiTanuii onpegensior:

- cooTteeTcTBMEe MU TpeGoBaHMAM NPYMEHMMbIX HALMOHANBHBIX, MEXIOCY4apCTBEHHBIX U MEXAYHAPOAHbIX CTaH-
[apToB, a TaKkke HOPMATUBHOWN JAOKYMEHTaLUUKN, TEXHUYECKOW U SKCNNyaTaunoHHON OKYMEHTaUWUU U3roTOBUTENS;

- COOTBETCTBME NpeACcTaBlNeHHON 3asiBUTeNeM JOKYMeHTaumm TpeboBaHNAM NPUMEHNMBIX HALMOHANBHBIX, MEXIO-
CYOApPCTBEHHbIX N MEXAYHapPOAHbIX CTAaHAAPTOB U HOPMaTUBHOW AOKyMeHTauun Ha MU;

- MOMHOTY M OB BEKTMBHOCTL YCTAHOBMEHHbIX B TEXHUYECKOW JOKYMEHTAUMUN N3rOTOBUTENS XapaKTepUCTUK, noare-
XKawmx KOHTPOITIO MPU BbINyCKe U3AENUIA, NePUOANYHOCTb KOHTPOS, a TaKkke MeToabl UCNbITaHUR;

- BO3MOXHOCTb WCIMOSIb30BaHUsi 3KCMyaTaluMOHHON AOKYMEHTauuu npovseoguTens npu npumeneHumn MU no
Ha3HaY4YeHUIo;

- cooTBeTcTBME MW 3asiBNEeHHbIM XapakTepucTukam u o6s3atenbHeiM TpeboBaHUsM HOPMATUBHLIX JOKYMEHTOB,
pacnpoCcTPaHAWUXCA Ha BUAOBYIO IPyNny MeauuUMHCKUX U34ernun.

Ecnun paboTocnoco6HocTs 06pasnoB MU 1 Ux COOTBETCTBME TEXHWUYECKMM YCNOBUSIM U SKCNNyaTauMOHHOW AOKY-
MEHTaLMN MOryT BblTb YCTaHOBNEHbI TOMNBKO HA MECTE SKCMNyaTaunm, UCMbITaHWS NPOBOAAT NOCIe NPOBEAEHUs! NMOMTHOIo
KOMIITEKCa MOHTaXHbIX paboT A0 Havana KIMHUYECKUX UccneaoBaHnim.
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Mpunoxenve b
(pexomeHpgyemoe)

Undopmauusn, BknrovaeMas B NnepeveHb XapakTepUCTUK K BUAOBON rpynne MeguLUHCKUX uagenumn

B nepeveHb xapakTepucTrK K BUAOBOW rpyrnne MeanuMHCKUX N30enui BKITIHAIoT Crneayowyo MHpopMaLumio:

- HaumeHoBaHne MU;

- kogel OKMNA2, TH BSA EASC;

- HavMeHOBaHwWe onpeaensieMon XapakTepucTUKK (NMoKkasaTens) CormacHo HOpMaTUBHOMY AOKyMeHTy Ha MW, ycTa-
HaenueawLwemy TpeboBaHWA K onpeaensieMon XapakTepucTuKe;

- HOMep MyHKTa HOPMaTMBHOIO AOKYMEHTa, yCTaHaBNMBatoLLero TpeboBaHust K onpeaensieMol XapakTepucTUke;

- AvanascH JoMnyCTUMbIX 3HAYEHMWI XapaKTepUCTUKN N3 HOPMaTUBHOIO JOKYMeHTa™;

- MYHKTbl HOPMaTUBHOIO AOKYMEHTA, yCTaHaBNUBaIOLLME NPaBuna n MeToabl uccrnegoBaHuii (MCnbiTaHui), namepe-
HUIM XapakTepPUCTUK;

- MeTOAMKM U CTaHOdapTHbIE Npoueaypbl;

- vcnonb3yemoe o60pyaoBaHMe M OpraHonenTuYeckne MeToabl M3MepPEeHUn, NCCneaoBaHUn, UCMbITAHUIA.

B 3aeucumocTn ot ocobeHHocTeln MW npu cocTaeneHmmn TpeboBaHui K KOHKpeTHOMY MW gonyckaeTtcs BBOAWTB
AONONHUTENbHbIE UCTbITAHUSA.

MepeyeHb xapakTepucTuk BUAOBOI rpynnsl MU cnegyet ocopmnTb B BUae Tabnuubl (tabnuua b.1).

Ta6nunua B.1

HoKymeHThI,
[okyMeHTHI, Wcnonbayemoe
Onpepnensemasn ycTaHaBnuBarwLLme Metoauku un
Ne OuanasoH ycTaHaenveatowmne obopynoeaHue u
XapaKkTepucTuka TpeboBaHUsA kK 06beKTY cTaHdapTHble
nn . onpeaeneHus npasuna v MmeTofbl | opraHonenTu4eckue
(nokaszarens) UCMbITAHUA (QOKYMEHTbI B npoueaypsl .
WUCNbITAHUU MeTOoabl

obnacTtu cTaHgapTM3aLum)

* [lpn cOCTaBNeHNN NPOrPamMMbl U METOAVKM B aKKPeQMTOBaHHO OpraHmaaLum, NpoBogsLen NCTIbITaHNS, BO3MOX-
HocTu 060pyAOBaHUSA AOIKHBI COOTBETCTBOBATHL AManasoHam QOMyCTUMbIX 3HAYEHUN XapaKTepuCTHK.
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MpunoxeHne B
(pexkomenayemoe)

TPGGOBaHMﬂ K aKTy nposegeHus UCNbITAaHUA B LIeNAX OLeHKU COOTBETCTBUA

AKT ncnbITaHWM JOMXKEH cogepXaTb Cnegyowyo HOopMaLmIo:

HanmeHoBaHne pokymeHnTta (AKT) n ero Homep.

HanmeHoBaHve, NoroTmn akkpeauTOBaHHOW OpraHn3auum, NPOBOAALLEN NCNbITAHUS.

Appec akkpegMTOBaHHOW OpraHu3auuvm.

HaumeHoBanne MW, HanmeHoBaHWe opraHnsaumum-paspaboTumka (M3rotoeuTens), agpec.
Mpepcenarens KOMUCCUMK: OpraHU3auus, AOMKHOCTb, AaTa, noanuch, hamunus, ntHuumansl.
UneHbl KOMWUCCHKW: OpraHn3auus, AOIDKHOCTb, Aarta, Noanuck, MaMunus, tHuumMans.
Konu4ecTBo npeabsiBNEHHbIX HA UcnbiTaHus o6pasuoB MU, Homepa oGpasuos.

KpaTtkas TexHn4eckas xapakrepuctuka ncnoityemoro MU n ero HasHaveHue.

MepeveHb NpegoCcTaBNEHHON JOKYMEHTaLuM.

10 PesynbTaTbl NPOBEPKU MPEAOCTABNEHHOW AOKYMEHTaLMK, KEM NpoBeAeHa NpoBepKa, Aara, NoanNuchk U pac-
WndpoBKa NoaNnucu.

11 PesynbTaTtbhl UCMbITAHUI, KEM MPOBEAEHbI UCMbITAHUSA, AaTta, NoANMCL U paclwundpoBka nognucu (B cnydae
OTCYTCTBMA 3ame4aHuii B Xo4e NpoBepKy NpeocTaBNeHHON AOKYMeEHTaUmm), CCbifika Ha NPOTOKONbI MCNbITaHWN (aaTta,
Homep).

dPopMmy akTa ycTaHaBNMBaeT akkpeAMTOBaHHas opraHn3aums, paspabartsigaowas nporpammMmy U MeToamuKy Ucnbl-
TaHWN.

OO ~NOOO A WN--
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