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Mpepgucnosune

1 PA3PABOTAH coBMmecTHOli paboyeit rpynnoii B coctaBe npeactaBuTenein O6LecTBa ¢ OrpaHuyeH-
HOll OTBETCTBEHHOCThH «MEAUTECT» (OO0 «MEANTECT») u O6uectBa C OrpaHUYEHHOl OTBETCTBEH-
HocTblo «KomnaHus «3/ITA» (OO0 «KomnaHuns «3/1TA»)

2 BHECEH TexHuueckuM KOMUTETOM Mo cTaHgapTusauun TK 436 «MeHe[XMeHT kayectBa U obLyme
acnekTbl MeAULMHCKUX U3aennii»

3 YTBEPX/JEH W BBEJEH B AEWCTBUE MMpukasom ®efepasibHOr0 areHTCTBa MO TEXHUYECKOMY
perynnpoBaHuio n MeTponormum ot 19 oktabps 2021 r. No 1160-ct

4 BBEJEH BMNEPBbIE

MpaBuia NPMMEHEHUA HaCTOSALWEero cTaHjapTa YCTaHOBNEHbl BCcTaTbe 26 ®efepanbHOro 3akoHa
0T 29 uoHs 2015 r. bb 162-®3 «O cTaHgapTu3aumm B Poccuiickoii Pepepaunmn». VHcopmaumsa 06 un3-
MEHEHUAX K HACTOSALW EMY CTaHAAPTY NY6/NKYEeTCA B €XErofHOM (N0 COCTOAHUIO Ha 1sHBaps TeKyL,ero
roga) MHMOPMaLMOHHOM yKasaTesie «HauuoHanbHble CTaHAapThl». @ oULManbHbli Te KCT U3MEHEHU
M NonpaBoOK — B €XeMeCAYHOM MHGOPMaUMOHHOM yKa3aTtene «HauunoHanbHble cTaHfapTbl». B cnyuyae
nepecMoTpa (3ameHbl) UM OTMEHbI HACTOSILLEro cTaHfapTa COOTBETCTBY L ee yBefoMeHne 6yneT
Ony6/IMKOBAHO B G/MKalilLeM BbINyCKe €XeMeCAYHOro MHOopMauMoHHOro ykasaTens «HauuoHanbHble
cTaHpapTbl». CooTBETCTBYHOLW aa MHhopmauus, yseaoMseHne N TEKCTbl pasMeLalnTcs Takke B WH-
¢hopMaLMOHHO cucTeMe 06LLEro Nosb30BaHNUA — Ha ohuLManbHOM caiiTe ®efepanbHOro areHTcTBa no
TEXHWYECKOMY Pery/imupoBaHuio 1 MeTposorum B ceT MMIHTepHeT (Www.rst.gov.ru)
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BesepeHune

Hacrosiwwmii cTaHaapT pekoMeH4yeTcs paccmaTprBaTh Kak PyKOBOACTBO MO NOArOTOBKE U akTyanusaumm
oTYeTa N0 MEHEKMEHTY PUCKA, KOTOPbIV SBNSIETCS pe3y/bTaToM aHanu3a AesiTeNbHOCTU N0 MEHELKMEHTY
pucka, OCyLLeCTBISEMOV N3rOTOBUTENEM MEANLMHCKOIO U3AeNnst Wan Y4acTHUKOM 3TOro npouecca

Hacrosiwwmii cTaHgapT npegHasHayeH Ansi NPYMEHEHUst HEeNOCPeACTBEHHO W3rOTOBUTENAMU MeAULMH-
CKMX M3JENWiA, a Takke opraHn3aLusMu, OKasbiBAKLWMMU YCYTU Mo 06CNYXMBaAHUIO MeAULUHCKUX U3LeNui,
NPUMEHSAILWNX TPe6oBaHUs CTaHAAPTOB K CUCTEeMaM MEHeXMeHTa KayecTBa U MeHeKMEHTY pucka Meau-
LMHCKMX U3aenuii.

PuCkM CyLLECTBYIOT Ha NPOTSXKEHUU BCETO XWU3HEHHOTO LMKNa MeAULMHCKOro u3fenus. Puckamu, Bbl-
AB/IEHHbIMW HA OJHOW CTaAMN XW3HEHHOTO LUMKNa MeAWLMHCKOro U3AeNusi, MOXHO YnpaBfisTb C NOMOLLbIO
[eNCTBUiA, BbINOMHAEMbIX Ha COBEPLUEHHO APYroi CTagun XW3HEHHOro uukna. Mo 3Toil npuuuHe npouecc
MeHeKMEHTa puUcKa MpPUMeHSIeTCA KO BCEM CTaAMsM XU3HEHHOTO LMKIa MeAWLMHCKOro u3aenus un Tpeéyet
He TONbKO MaHNPOBaHKA NpoLEecca, HO U JOKYMEHTMPOBAHUS pe3y/bTaToB npoLecca B haiine MeHepKMeHTa
pricka 1 BaXHOW ero COCTaBHOW YacTu — OTYeTe N0 MEHEKMEHTY pucka.

JesTensHOCTb N0 MEHEKMEHTY pUcka — 3TO UTEPATUBHLIN NpoLecc, KOTOpbI Npofo/XaeTcs U nocne
BbiNycka MeAMLMHCKOTO u3fdenus B obpalieHne. OnacHOCTU, OnacHble CUTyauun U UHULUKPYIOLWUE KX CO-
6bITUS NEePBOHAYaA/IbHO YCTAaHABMBAKTCA Ha 3Tane NPOEKTUPOBAHUA 1 Pa3paboTKN MeAULMHCKUX N3aenuii
[Janee npouecc Npofo/mMKaeTCst NPUMEHNTENIBHO KO BCEM CTafUAM XWU3HEHHOIO LKA NPOAYKUMN Ha OCHOBE
aHa/M3a 1 oueHMBaHWA cobupaemoil NPov3BOACTBEHHOW U MOCTNPOU3BOACTBEHHOV MHGOpMaLuM OTHOCH-
TeNbHO MOSIB/IEHNSA BO3MOXHbIX HOBbIX PUCKOB NGO BbIAABNEHUSI HEOOXOAUMOCTY NPOBECTN UX NEPEOLIEHKY.
PesynbTathl aHanu3a fOMXHbI BKAYaTLCA B halin MeHeXMeHTa pucka U Ha OCHOBE 3TOW MHdhopmauum ¢
YCTaHOBNEHHOW NEePUOANYHOCTBIO MU NO 3anpocy, HanpuMep PeryimpyrLmMx U cepTUtNLMPYIOLWUX cUcTe-
Mbl MEHEe[)KMEHTa KayecTBa OpraHoB, pa3pabaTtbiBaldTCA OTYETHI MO KaxkAoMy BUAYy (Mnv cemelcTBy) mean-
LIMHCKMX n3aenuid

MOHUTOPUHTI NMPOU3BOACTBEHHOW U MOCTNPOM3BOACTBEHHOW MHhOpMaLMM MOXET NOBAMSATL Ha onpeje-
NeHVe N3roToBMTENIeM PUCKOB W. CeloBaTeslbHO, Ha NPUHATAE HOBbIX PELLUeHW N0 MeHeIKMEHTY pucka

OTYeT N0 MEHEMKMEHTY puUCKa SIBAAETCA CBUAETENLCTBOM BbINONHEHUSI NAaHa(0B) N0 MEHEIKMEHTY
pucka no Kaxgomy BuAy Wnv ceMeiicTBy MeAWLMHCKUX U3AEeNnii N MOXET MCNOMb30BaTbCs ANSA YAyULleHns
kayecTBa ¥ 6€30MacHOCTVN MEANLMHCKNX U3LENMA.
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HAUMWOHA/NBbHbBIAN CTAHALAPT POCCUMNCKOW OSGEALEPALUNMN

N3penva MeanyuHckue
MEHEIXXMEHT PUCKA
PYKOBO/ZCTBO MO MOATOTOBKE M akTyanmsauumu otyeta no MeHeXMEHTY pucka

Medical devices. Risk management. Guidelines for the preparation and updating of a risk management report

[Nata BBegeHns — 2022—10—01

1 06nactb NpUMEHeHUA

HacToswwmii cTaHgapT ABNsSeTCA PyKOBOACTBOM MO NOATOTOBKE OTYETA MO MEHEMKMEHTY pucka v ero
akTyanusauuu, 4to sBnsetca Tpeb6osaHnem MOCT ISO 14971—2011, pasgen 8.

CraHgapT npefHasHauvyeH 415 OKasaHUA NMoMOLUY U3roTOBUTENAM W APYTUM MOJib30BaTeNIiM HacTosLe-
ro cTaHgapTa B npakTuyeckoi peanusauum Tpe6osaHuii FTOCT ISO 14971 B o6nacT NOArOTOBKM OTYETa MO
MeHeKMEHTY pUCKa 1 ero aktyanusaunm B pasinyHbix cayyasx: npu npoekTmposaHun n paspaboTtke, Ha no-
cnefywmnx cTaguax XU3HEHHOro LKNa npoayKLmmn, ecnu oTCyTcTByeT MHhopmaLmsa No MEHELKMEHTY pucka
Ans paHee pa3paboTaHHbIX NPOEKTOB.

2 HopmaTtuBHbIe CChl1KK

B HacToslem cTaHgapTe UCNOb30BaHbl HOPMAaTUBHbIE CChIJIKU Ha Crefytolme cTaHaapThl:

FOCT ISO 13485—2017 U3penua meguumHckme. CUCcTeMbl MeHeKMeHTa kadyecTBa. TpeboBaHus ans
Leneli perynnposaHus

FOCT ISO 14971—2011 W3pgenusa meguuuHckue. NpuMeHeHne MeHemKMeHTa pucka K MeguLUHCKUM
n3genuam

FOCT P 57449—2017/1SO/TR 24971:2013 W3penus mepuumHckve. PyKOBOACTBO MO NPYMEHEHUIO
MCO 14971

FOCT P 53918—2010 N3genus meguunHckue. PYKOBOACTBO NO MHTErpauum NpUHUUNOB MEHESKMEHTa
pucka B CMCTeMY MeHe[pKMeHTa KayecTsa

MpumeuaHne — lMpy NONL30BAHUN HACTOSILLMM CTAHAAPTOM LiE/1IECO06PA3HO NPOBEPUTL AEACTBUE CCbINOY-
HbIX CTAHAAPTOB B MHIOPMALMOHHOV cucTeMe 06LLEero Nosb30BaHns — Ha ohULMaNbHOM caiiTe defepanbHoro areHT-
CTBa MO TEXHUYECKOMY PETY/IMPOBAHMIO U METPO/IOMU B CETU VIHTEPHET UM MO EXEroAHOMY MHOPMALIMOHHOMY YKa3a-
Teno «HauvoHabHble CTaHAAPTbI», KOTOPbIA ONy6G/IMKOBAH MO COCTOSIHWIO HA 1 SiHBaps TEKYLLEro raga, v no Bbinyckam
€XEMECAYHOro MHGOPMALMOHHOTO yKaszaTens «HaunoHabHble CTaHAapTb» 3a TEKYLWii rog, ECnm 3aMeHeH CCbioUHbIi
CTaHAapT, Ha KOTOpbI AaHa HeAaTMpPOBaHHas CCblKa, TO PeKOMeHAyeTcsl UCMo/b30BaTh AECTBYIOLWYI0 BEPCUI0 3TOT0
CTaHAapTa C y4eTOM BCEX BHECEHHBIX B JaHHYI0 BEPCUIO M3MEHEHMIA. ECIM 3aMEHEH CCbINOYHBINA CTaHAApT, Ha KOTOPbI
[aHa [aTMpoBaHHas CCblfka, TO PEKOMEHAYETCS UCMO/b30BaTh BEPCHIO 3TOr0 CTaHAapTa C yKasaHHbIM BbilE rofoM yT-
BepXAeHVs (NpUHATUSA). ECnn nocne yTBEPXAEHUS HACTOSLLEro CTaHAapTa B CCbINIOYHbIA CTaHAAPT, Ha KOTOpbI faHa
[AaTUPOBaHHas CCbIIKa, BHECEHO U3MEHeHVe, 3aTparmBaloLLee NnosioxeHne, Ha KOTOPOE AaHa CCbIKa, TO 3TO MONOXKEHME
peKoMeHayeTCst NPUMEHSTL 6e3 yyeTa AaHHOMO U3MEHEHUs. ECM CCbINOYHBbIA CTaHAApT OTMEHEH 6e3 3aMeHbl, TO Noso-
)XeHue, B KOTOPOM JjaHa CCblIKa Ha Hero, PEKOMEHAYETCs MPUMEHSITb B Y4acTu, HE 3aTParMBaloLLEN 3Ty CCbUIKY.

3 TepMuHbI 1 onpepeneHusn

B HacTosLwwem cTaHgapTe npumeHeHbl TepMuHbl no FTOCT ISO 14971, TOCT ISO 13485.

M3paHve oduunansHoe
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MpumevyaHune — lNpu NONb30BAHUM HACTOALLMM CTaHAAPTOM CneAyeT Takke PyKOBOACTBOBATHCA TePMUHAMM
1 onpefenerrsMu, yCTaHOB/IEHHbIMY B pelleHnsx EBpasuiickoll akoHommuyeckoii kommceumn (ESK) n HopmaTueHo-npaso-
BbIX akTax Poccuiickoii ®efiepali B OTHOLLEHNN MeANLMHCKUX n3genmii. 9To 0CO6EHHO BaXXHO NpW UCMONb30BaHUN Ta-
KMX MOHATUI, KaK «MeWLMHCKOE U3fenme», «MeAuULMHCK1e U3aenus Ans ANarHocTyKK in Vitro», «M3rotosutesb (Mpounsso-
ONTeNb)». «BbIMyCK B 06paLLeHNes, «aUCTPUBLIOTOP» N «MMNOPTEP», «KOPPEKTUPYIOLLEE AeiCTBMEY», «KOPPEKTMPYOLLEee
felicTBne no 6e30MacHOCT MEAULMHCKOTO M3AENns», «He6naronpusiTHoe cobbiTve (MHUMAEHT)», «HeXenaTeslbHoe Co-
6bITHE». «M0/b30BaATENb», «pefpepeHTHOE rocyAapcTBO», «CONPOBOANTEbHASA UHDOPMAaLMA (LOKYMEHTaLMA)», «CyObek-
Tbl 06paLLeHnss MeAULIMHCKUX U3AENUi», «yBeAoM/IEeHNE No 6€30MacHOCTU MeAULMHCKOrO U3AeNuns», «yrno/IHOMOYEHHbIV
npefcTaBvTeNlb NPOM3BOAUTENS» COrNnacHo [1].

4 Ha3HayeHue U NpUMEHEHNE oTyeTa

4.1 O6wwme TpeboBaHnsa

MoAroToBka oTyeTa N0 MEHEeMXMEHTY pucka aBnsetcsa Tpeb6osaHuem NOCT ISO 14971—2011, pas-
gen 8. OTyeT — 370 pesy/bTar aHan3a AeAaTe/IbHOCTU N0 MEHEKMEHTY PUCKa, CBUAETE/IbCTBO BbINO/THEHNSA
nnaHa(oB) N0 MEHEMKMEHTY pUCKa MO KaXAOMY BUAY UK CeMeCcTBY MeANLUHCKAX N3aenuid.

4.2 MeHefXMeHT pucka Ha cTaguu NpoeKTMPoBaHUa 1 pa3paboTku

MocKoNbKY MEHEIXKMEHT pucka AO/HKEeH HauYMHaTbCA Ha CTaAuu NPOEeKTUPOBaHUS 1 pa3paboTkn nepeq,
BbIMYCKOM MeANLMHCKOro n3aenvs B o6palleHne, nepsblii 0TYET N0 MEHEL)KMEHTY pUcka AO/MKEH BbITb NOATO-
TOB/IEH MO pe3ynbTaTam NPOEeKTVPOBaHUA 1 pa3paboTku, Kak CBUAETeNbCTBO aHannsa, OueHWBaHnsa 1 ynpas-
NIEHNS PUCKOM B COOTBETCTBMM C M/IaHOM NpoekTupoBaHus n paspabotkm (cm. FOCT ISO 13485—2017, noa-
pasgen 7.3). 9TOT aHaMN3 AO/DKEH, N0 MEHbLUEN Mepe, CBUAETENLCTBOBATL O TOM. YTO:

- NNaH MeHegKMeHTa pUcka Ha cTaguy NPOeKTUPOBaHMSA 1 PaspaboTKM BbIMOMHEH AO/MKHBIM 06pa3oMm:

- COBOKYMHbI OCTATOYHbIV PUCK ABNAETCA AONYCTUMbIM:

- UCMnofib30BaHa WuMewLlasca 1 noaxoasliasa npou3BOACTBEHHAA W MOCTNPOU3BOACTBEHHAA WH-
dhopmauus. 3annaHMpoBaHbl He0OX0AVMbIe METOAbI U MEPONPUATMA MO cO0Py U aHann3y MHopmaLuu.

Pe3ynbTatbl 3TOro aHanmsa [O/MKHbI OblTb 3aperucTpyvpoBaHbl U NoAAepxXMBaTLCA B BUAe OoTyeTa no
MeHeXMEHTY pucka, a Takke ObiTb BKIOUEHb! B halin MeHeMKMEHTa pucka unu aiin NpoekTpoBaHus un
pa3paboTku CO CCbINIKOW Ha ero MecToHaxoxAeHune B haiine MeHemKMeHTa pucka.

Kak npaBswno, nepsoHayvasibHas oLeHKa pucka OCHOBbIBAETCH Ha OnbiTe paboTbl C aHa/IorMYHbIMKU Me-
OVNLUVHCKUMU U30e/IMAMN Ha PbIHKE WU Ha NPEANOSIOXKEHUAX, €CN HOBble MeAULMHCKUE U3aenns TOMbKO
BbIMYCKalT Ha PbIHOK. VIHdhopmauusa, nonyyeHHas nocne Bbinycka nsgenuns B obpalleHve, ABSETCS LeHHOM
ONA NOATBEPXAEHUS UM KOPPEKLMM OLEHKM 1 A0NYLLEHWIA (KaK 3aBbILUEHHbIX, TaK U 3aHWKEHHBIX), UIN UeH-
TUdhmKauum ynyuieHuid, caenaHHbiX B Xoe 3TanoB aHanusa v ynpaeneHus puckom (cM. FOCT P 57449—2017.
nogpasgen 4.1).

[OCT ISO 14971 TpebyeT npoBeAeHNs aHan3a OKoHYaTebHbIX (B paMkax npoLecca NpoekTMpoBaHus,
pa3paboTkn M NOCTAHOBKM MPOAYKLMM Ha NPOM3BOACTBO) pe3ynbTaToB Mpouecca MeHemKMeHTa pucka Ans
obecneyeHns Hagnexallero UCNOIHEHNA NaHa MeHemKMeHTa pucka, f0nyCTUMOCTU COBOKYMHOMO ocTaTou-
HOro pucka, UCNosib30BaHNUA COOTBETCTBYIOLUMX METOA0B c6opa M aHanmsa, UMeLUX OTHOLLEHUE K PUCKY
NPOV3BOACTBEHHOW 1 MOCTNPON3BOACTBEHHOW MHhopMaLn. AHaIM3 MeHegKMeHTa p1cka BbIMOMHAT nocne
BHeJpeHNs 1 BepudukaLm Bcex mep no ynpasieHUio PUCKOM, HO 0 KOMMEPYECKOro BbiMycka MeANLMHCKOro
nsgenus. B otyeTe no aHasnM3y MeHemKMeHTa pucka, KOTOPbI ABAAETCA YacTbio haiina MeHemKMeHTa pu-
cka. NPMBOAUTCA CBOAHAsA UHAOPMAaLMSA Mo aHasmnsy.

4.3 AKTyanusaumna otyeta no MeHeXMEHTY pucka

MeHeXMEHT pucka — 3T0O UTepaTUBHBbI nNpoLecc, Tpebytowuii NOCTOSHHOTO c60pa, aHannsa v oLeHu-
BaHNS NPOU3BOACTBEHHON 1 NOCTNPOM3BOACTBEHHON UHopmaummn (cm. FTOCT ISO 14971—2011, pasgen 9)
W NPUHATWSA, B C/lydae HeO6X0AMMOCTMW, AONOTHUTENbHBIX MEP N0 YNpaB/eHWI0 PUCKOM, NO3TOMY B NepBOHa-
YanbHbIA OTYET AOMYyCKAaeTCA BHOCUTb M3MEHEHUS, AONOHEHNs, NM60 MOXET 6biTb U3gaHa HoBasA pefakuus
oTyeTa C yKazaHWsMU AaT U3MEeHeHW nnn Bbinycka HOBOW pejakuun oTyeTa.

M3roToBuTeNb OnpefenseT, korga 6yaeT NPOBOANTLCS CNeAytowniA aHann3 BbIMOTHEHNSA NiaHa MeHe[-
XMEHTa pucka v akTyanusauus otyeta no aHanmly MeHeKMeHTa pucka, Hanpumep nocne noslyyeHns aHa-
NM3a HeyuTeHHO paHee MH(OPMaLMY 06 OMAaCHOCTAX M OMAaCHbLIX CUTyauuax U paspaboTku HeoGXOAMMbIX

2
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[ONONHUTENBbHBLIX KOPPEKTUPYIOLWMX U Npeaynpexaalmx AeACTBUIA, B C/lyyae CYyLLeCTBEHHbIX U3MEHeHUI
KOHCTPYKL MU MEeLMULUHCKOTO U3AENns.

M3roToButenb, cobpaB NPOM3BOACTBEHHYIO M MOCTNPOM3BOACTBEHHYIO MHhOpPMAaLUKWIO, JO/MKEH NpoBe-
pVTb €e Ha NpeaMeT BO3MOXHOIO 3HayYeHus ans 6e30nacHoOCTU, 0COGEHHO ecnu:

- MPUCYTCTBYIOT paHee HEBbLISB/IOHMbIE ONACHOCTW WX ONacHbIe CUTyaLuu;

- npegnonaraeMblii pUCK, CBA3aHHbIN C ONAcHOW cuTyauveit, 6onee He SBNseTCA AONYCTUMbIM,

- COBOKYMHbI OCTATOYHbIA pUCK 6ONbLUE HE ABNSETCS AONYCTUMbIM OTHOCUTE/IbHO NOJb3bl OT €ro nNpea-
Ha3HaYeHHOro MPUMEHEHNS;

- U3MEHW/ICS MMPOBOW YPOBEHb HaY4YHO-TEXHNYECKOTO PasBUTHS.

MoxeT BO3HUKHYTb HEOGXOAMMOCTL NEPecMOoTPEeTb UM 0GHOBUTL OTYET O MEHEKMEHTE puUCKa, ecnu
NnosiBUTCA HOBasi MHChopMauus, HanpuMep Ha 3Tanax NPov3BOACTBa M NOCTNPOM3BOACTBA. V3rotoBuTeNb B
nnaHe MeHeMKMeHTa pucka v B OTYETe LO/KEH OnpefennTb, Kak 4acTo U B Kakux cnydasx bygeT ocyliecT-
BNATLCA NOCNEAYIOWMIA aHann3 BbINOIHEHUS MNf1aHa MeHe)KMeHTa pucka W akTyanusauus oTyeTa O Me-
He[XXKMeHTe pucka (cM. pa3gen 6), HanpuMmep nocne NoslyyYeHust HOBOW AN U3roToBUTENS MHopMauun 06
3KCM/lyaTaunoHHOM NPUrogHOCTU U3AeNns, KA4ecTBO NPUMEHsIeMbIX MaTepuasioB. [locne BbINOTHEHMSA KOp-
PEKTUPYIOWMX 1 Npefynpexaarlwmx AelicTBUiA, SBUBLLUXCA NPUYUHOIN KaKMX-NM6o HeCOOTBETCTBWIA B Xoae
Npon3BOACTBa /IMG0 rOTOBOV NPOAYKLUM, NPUBEALLNX, HAMPUMEP, K CYLLLECTBEHHOMY U3MEHEHUNIO KOHCTPYKLUN
MeAMLMHCKOro usfenus, Takke TpebyeTcs BHECEHME U3MEHEHUIA B OTYET N0 MEHEI)XMEHTY pucka u Heobxo-
AVMOMY B3aUMOAECTBUIO C PErY/IMPYIOLL UMY OpraHamm.

OTuYeTHOCTb MO MEHEeMKMEHTY pUCKa, Kak NpaBwu/o, SIBMSIETCS 4YacTbl CUCTEMbI perucrpauum me-
OVLMHCKUX U34ennii 1 NoCTPerncTpaLMoHHOro HaA3opa Co CTOPOHbI PENYINPYIOLLMX OPraHoB B paMKax cucTe-
Mbl MOHUTOPUMHra 6e30NacHOCTH, KayecTBa U 3aWEKTUBHOCTN MEAULMHCKUX n3aenuii (cM. pasgen 7).

4.4 Tlogxofn K OCYLLIeCTB/IEHUI0O MeHe[)XMeHTa pucka Ha pasHbiX 3Tanax XW3HEeHHOro Luukna

npoaykumu

44.1 Ecnn opraHusauus npovssBoAnT 1 NOCTaBAsAET MeULMHCKOe u3fenne, BbinyLleHHoe B TO BPeMS,
Korga K Heil He npeAbABAANVCL perynvpylolme TpeboBaHnss B OTHOLIEHNWN MeHeMKMeHTa pucka 1 Heobxo-
OVMOW OTYETHOCTMW, B OpraHu3aunn He PyHKLMOHUpOBana cucTeMa MeHeKMeHTa kayecTBa B COOTBETCTBUM
¢ FOCT ISO 13485. He ocyLlecTBA/ICA MEHEIXMEHT pucka B cootBetcTBuM ¢ FOCT ISO 14971. noarotoBkKy
BCEX HEOOXOAMMbIX [JOKYMEHTOB N0 MEHEPKMEHTY pUCKa, BKNOYAsA OTHET, HAYMHAKOT C MOMEHTa npeabssie-
HMA COOTBETCTBYIOLLUMX perynmpytowmx TpebosaHuii 1M60 ¢ MOMeHTa [0OPOBO/ILHOTO B3ATUA Ha cebs 0653a-
TeNbCTB MO BHEAPEHN0 Tpe6oBaHMi kK cucteme MeHemxmeHTa kadectBa (CMK) MeanLMHCKUX n3genwii ans
Leneii ee ceptudmnkaumn.

Mpouecc MeHeMKMEHTA pUCKa MOXET HayaTbCs, Korja usgesnve yxe BblMycKaeTcs, pakTMyeckn pas-
paboTaHbl. AOKYMEHTUPOBaHbl N DYHKLUMOHVPYIOT MEPbl MO CHUXXEHWUIO PUCKA, HO AOKYMEHTUPOBAaHHbIX CBU-
[eTenbCTB aHa/M3a U OLeHUBaHMA PUCKOB OpraHusauus npefocTtaBUTb He MOXeT. B aToMm cnydae npouecc
HauyMHaeTCsl He C npoLecca NPOEKTVPOBaHNA U pa3paboTkn, a C APYrNX CTafuii XU3HEHHOTO Lykna npoayk-
Luun, HanpuMep B3avMOAeNCcTBUA ¢ noTpebutenem, 3akynku, npoussoactsa. O6HapyxmBaemble ONacHOCTH,
onacHble CUTyauum n MHULMUPYIOLWME X CoObITUA, NPUBOAALLME K HEAONYCTUMbIM puckam, TpebyloT oT op-
raHmsaumn NpUHATUS Mep Mo YNpaBfieHWo PUCKOM (M36eraHnio pucka iMbo ero yMeHbLUeHu0). Bo3MOXHO,
4YTO 3TW Mepbl YXe CyWecTBYlT, Hanpumep B chopMe pa3paboTaHHbIX AOKYMEHTUMPOBaHHbIX npoueayp (pe-
raMeHTOB. CTaHAapTOB OpraHn3aummn, MHCTPYKLUWIA, nporpamm obyyeHus u T. n.). B Takom cnyyae B nepBom
CBOEM OTYeTe M0 MEHEKMEHTY pUCKa opraHusaumns MoxeT yka3aTb paHee paspaboTaHHble Mepbl. Ecnn op-
raHusaumsa nocumTaeT, YTO 3TUX Mep HeJOCTaToYHO, OHa AO/HKHA pa3paboTaTb AONOSHUTE/IbHO HOBblE MepbI
WM aKTyannsmpoBsatb paHee NpuHATble Mepbl. B xoge aHannsa puckos MOryT ObiTb BbISIB/IEHbI U HEJOCTATKN
NPOEKTMPOBaHMA N pas3paboTku, TPpeOdyLLIne BHECEHNS KaKUX-TMB0 N3MEHEHWIT B NPOEKT, €C/in Apyrne Mmepbl
He MO3BOJIAIT CHU3UTL BbISIBIEHHbLIE PUCKU.

Hanpumep, MeguumnHckoe nsgenve 6110 paspaboTaHo 6e3 nprMeHeHns Tpebosanmnii FOCT ISO 14971.
a MN3roToBMTEN0 HEO6X0ANMO HauaTb co3faHve haiina MeHemKMeHTa puUcka, BKIoYas Takoil 0co60 BaXHbI
[JOKYMEHT Kak OTYeT Mo MeHeXMEeHTY pucka. B aToMm crnyvyae M3rotToBuTeslb MOXET HauaTtb C onpefesieHuns
yXe NPUHATBIX PeLUeHniA ANa MeAULVHCKOro n3genus, a 3atem onpefenvTb ONacHOCTU Y onacHble cuTyauum,
KOTOpble YNPaBAATCS 3TUMU peLleHnsIMU, T. €. HaYaTb He C onpefenieHns ONacHOCTENn U onacHbIX CUTyauui,
a C NPUHATLIX Mep, 3a4aBasiCb BONPOCOM, KakMX OMacHOCTeN WU onacHbIX CUTyauuii 3T Mepbl NO3BONAIT U3-
6eratb (MM KaKoW BKIagd BHOCAT B CHUXKEHNE pPUCKa).
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Takoii nogxop, K co3faHunio halina MeHeMKMEHTa puUcka, a 3aTem U oTyeTa No MeHeKMEHTY pucka,
MOXET COCTOATb U3 CneAyoLwmnx Laros:

- [LOKyMeHTVpOBaHWe npefHasHa4yeHHOro NpMMEeHeHUss MeAULMHCKOro M3fenusi, NoTeHunanbHo npeg-
CKa3yeMoro HenpaBW/1bHOTO NPUMEHEHNA W XapakTepUCTUK, CBA3aHHbIX C 6€30MacHOCTbIO;

- onpefenieHne BCeX PeLleHuni, YKe NPUHATBbIX AN MeAULUHCKOrO U3fenns, KOTopble MOXHO cunTaTtb
MepaMm No yrnpaB/iEHN0 PUCKOM;

- onpefeneHve Bcex ONacHOCTEW U ONAaCHbIX CUTYyaLMWiA, CBA3AHHbIX C MeAULMUHCKUM n3aenneMm, 1 BO3-
MOXHbIA Bpeg, KOTOPbI/i MOXEeT ObITb Bbi3BaH UMK;

- onpegeneHvie Kakux-nnbo onacHoOCTel WM OnacHbIX CUTyauuii, ANA KOTOPbIX HE MPUMEHEHbI Mepbl
no ynpaB/ieHWNI0 PUCKOM. B aTux ciyyasx M3rotoBuUTento HeoO6X0AMMO OLEHUTb PUCKK, paspaboTatb Mepbl U
HayaTb MPUMEHATb 3TV Mepbl.

- [LOKYMEeHTVMpOBaHWe pe3ynbTaToB OLLEHKM pucka, obecneyvBaioLlee NpocnexnBaeMocTb ANA Kaxaoi
NAEHTU(ULMPOBAHHON ONACHOCTY 1 ONAacHON CUTyauun Mep ynpaBieHUsi pUCcKoMm;

- OLleHKa COBOKYMHOro ocTaTo4yHOro pucka B cootsetcteumn ¢ FOCT ISO 14971—2011. pa3gen 7;

- aHa/3 BbINOJIHEHUA NNaHa MeHe)XMeHTa pucka B cooTBeTcTBuM ¢ TOCT ISO 14971—2011. pasgen
8 1 JOKYMEHTMPOBaHNE ero B OTYETE MO0 MEHELXMEHTY pucka.

4.4.2 AHann3 BbINOMIHEHNA NNlaHa MeHef)XMeHTa pucka He cnefyet nytaTtb C aHa/M30M  NPUrog-
HOCTM npouecca MeHeMKMEHTa pucka BbICLIMM PYKOBOACTBOM 4Yepe3 3annaHupoBaHHble WHTepBasbl
(cm. TOCT ISO 13485—2017. nogpa3sgen 5.6). MNnaH MeHegKMeHTa pucka CBsA3aH C XU3HEHHbIM LUK/IOM
O/IHOrO BMAA MefULMHCKOTO n3genus (unu cemeinctea MeAnLMHCKUX U3gennii). AHanm3 npurogHocTn npo-
Lecca MeHe[)XMeHTa pucka CBsi3aH C pe3ynbTaTUBHOCTbLIO NpoLecca B LesioM U TEM. Kak 3TOT npouecc B
Lle/loM peasnin3oBaH.

PesynbTatbl aHannsa B popme oTHeTa J0/MKHbI ObITh 3aperncTprpoBaHbl B thaline MeHeMXMeHTa pucka.

4.4.3 OTueT (NepBOHauyanbHbI 1 Nocnegyoline) ABNAETCS YacTbio daiina MeHeMKMeHTa pucka
(cm. FOCT ISO 14971—2011. nogpa3gen 3.5). KOTopblii NOCTOSAHHO NOMOMIHAETCA cOGMpaeMoi 1 aHanm3upy-
eMoil nHdopmaumein, CoNnpoBOXAAEMON MPUHUMAEMbIMUN PELLIEHNSAMN.

OT4eThbl N0 MEHEMKMEHTY pUcKa MOryT 6bITb BOCTpeb0oBaHbI perynnpyoLMy opraHamu (cMm. pasgen 7).
cepTUULMPYOLLMMU OpraHn3aunaMy B cOcTaBe NpefocTaBisaeMblX 415 NMPOBEPKN AOKYMEHTOB.

Mpu npoBefeHUN ayauToB «Ha MecTe» (HenocpefCTBEHHO B OpraHusauvu) OHW nognexaT npoBepke,
Kak n Becb haiil MeHeKMeHTa pucka.

OTyeT CNYyXMUT fOKYMEHTOM BbICOKOIO YPOBHS, KOTOPbI/ CBUAETENLCTBYET O TOM. YTO U3rOTOBUTESb Bbl-
NOSTHUA NNaH MeHeMKMEHTa pucka 1 pesynbTaTbl MEHEMKMEHTA pUCKa NOATBEPXAAIOT AOCTUXEHME Lenu, a
VMMEHHO CHUXEHME pUcka A0 A0NYCTUMOro YPOBHA ANA KaXKA0ro Buaa (Wiv cemeincTsa) Us3genuii.

5 CopepxaHue otyeta

B oTueT BK/OUaeTcs, Kak MUHUMYM, criefytoLee;

- onucaHve usgenus;

- onucaHue xapakTepucTUK U3Lenus, BAUSIOLWNX Ha ero 6e30nacHoCTb;

- HOPMAaTUBHblE aKTbl, CTaHAAPTLI, KOTOPbIM COOTBETCTBYET U3AENue;

- HOPMAaTUBHbIE aKTbl, CTaHAAPTLI, KOTOPbIM COOTBETCTBYIOT MPOLIECCHI,

- COCTaB rpynmnbl N0 MEHEKMEHTY PUCKa;

- npoueaypbl, UCNONb3yeMble B NpoLecce MeHeLXMeHTa PUCKa;

- BbISIB/IEHHbIE ONACHOCTU, ONACHbIE CUTyaUUN N UHALMUPYIOLWME UX COBbITUS;

- pesynbTaTtbl aHanM3a, OLEeHNBaHUA pucKa 1 ynpasieHns pUcKoM (BO3MOXHO, B BuAe Tabnuupl, npu-
mMep koTopoii npuBeaeH B FOCT P 53918—2010, npunoxeHue C. Tabnuua C.1) nM60 B BUAE HECKOMbKUX OT-
[AeNbHbIX 1 CBA3AHHbIX Mexy Co60t0 Tabnuy, no atanaMm MeHefKMeHTa pUCKa;

- UTOTV aHanun3a AeATeNIbHOCTU N0 MEHEIKMEHTY pUcka, CBUAETENIbCTBYIOLME O TOM. YTO:

- BCe MeponpuaTtus, onpefenieHHble B NiaHe MeHeKMeHTa pucka, BbIMOJHEHbI;

- MOJIHbIA OCTATOYHBbIN PUCK ABNSETCA AOMYCTUMbIM:

- MeToApbl NOMyYeHUs Npou3BOACTBEHHON WM MOCTNPOU3BOACTBEHHONM MHopmaLun ycnewHo pabo-
TaloT. a Heobxoanmas MHopMaymsa 4OCTYMHA OTBETCTBEHHbIM NINLAM.
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6 AKTyanunsauma otyeta

MocnepytoLie NPOBEPKM BbINO/THEHNA NNaHa MEHeLXMEHTa p1cKa 1 akTyanusaumm otyeTa no MeHes-
XMEHTY prcka MOryT noTpe6oBaThCs B TeUEHUE BCEro XXM3HEHHOrO LyKia MeauLMHCKOro U3aenus, B pesyb-
TaTe BbIMOJIHEHUSI NPOU3BOACTBEHHOW U NOCTNPOM3BOACTBEHHON AeAaTenbHOCTM 1 cbopa HeobxoanMol Ans
aHanusa nHopmaymn.

MepnoanMYHOCTL NOAFOTOBKM NOC/eAyoLMX OTYETOB (aKTyam3auumy 0T4eToB) 3aBUCUT OT YacTOTbl U MO-
cneAcTBuiA cobbITUIA Ha N060I N3 CTaANii XXM3HEHHOTO LuKIa MeAULMHCKMX U3LENWA, KOTOpble MOTYT MOB/U-
ATb Ha 6e30MacHOCTb MeAULMHCKOrO n3genus. B nio6om cnyyae pesynbTaTbl aHaim3a fO/MKHbI CTAaHOBUTLCS
yacTblo (pailna MeHemKMeHTa pucka, KOTopble HEe pexe Of4HOro pasa B roj BKIOYAlT B HOBYH peaakuumio
oTyeTa WM BHOCATCA B BUAE U3MEHEHWIA K NpeablayLuei pejakumm otyeTa.

Ecnn HuKakux cobbiTuid, TPebyOLWMUX aHan3a pucka, He NPOM30LSIO 3a OTUYETHbI Nnepuog, npeablay-
LM OTYET HE U3MEHSIETCS, HO ero aKkTyaslbHOCTb A0J/KHA 6bITb NOATBEPXAEHA AOKYMEHTA/ILHO.

7 OTYUETHOCTb B perynupytoliue opraHsi

FOCT ISO 13485, pa3paboTaHHbI AN Leneii peryimpoBaHns, TpebyeT OT N3roToBUTENSA MeAULMHCKNX
n3fennii fOKYMEeHTUPOBaHNA 1 OCYLLLECTB/IEHNA MEHeKMEHTa pucka, a Takxe npefocTaB/eHUs OTYETHOCTH
B perynupytowine opraHbl (cM. FOCT ISO 13485—2017. nyHKT 8.2.3).

CopepxaHue npefocTaBnsaeMoil nHpopmaumm onpeaenseTca perynvpylowwyMn opraHaMmmn, HO cpeaun
3anpawnBaeMblX [JOKYMEHTOB MOryT ObiTb Kak cOO6LeHNA 06 MHUMAEHTaX, NPEeTEH3UsX, BbiMyCke MOSCHW-
TeNbHbIX yBEAOMNEHUN, TaK 1 O AEATENIbHOCTW NO MEHEAKMEHTY puUcka.

Mpn pervctpauuv MeAWLMHCKUX U3enuii B Lensx UX BbiMycka B obpalieHne ofHum u3 Tpebyembix
perynsaTopom [OKYMEHTOB AB/IAETCA OTYET N0 MEHEeKMEHTY pucka. B 3anpocax Ha npegocTaB/ieHue oT4eT B
HEKOTOpPbIX C/ly4asix Ha3blBaloT haiiioM MeHeKMEHTa pUcka, XoTs (DakTUYECKN UMEIOT B BUAY UMEHHO OTYET.
®dalin, kak Npasuio, NMPOBEPSIOT HA MeCTe, MOCKONbKY 3TO COOPHLIA, MOCTOAHHO NOMOIHAEMbI U [OCTaTOYHO
06bEMHbIV NO COAEPXaHNI0 JOKYMEHT, NOATBEPXKAAIOWMNIA HENPepPbIBHOCTL NpoLecca, a OTY4eT CocTaBNAeTCs
Ha onpepeneHHblii MOMEHT BpEMEHU MO MHhopMaLumm, cogepxalleiics B daline, n yxe nocne ero cocrassne-
HWA BKoYaeTcsa B haiin. Kpome Toro, dhaiin MoXeT cofepxaTb CCbIIKM Ha Ntobble apyrue AokymeHTbl CMK 1
MecTa UX XpaHeHus 1 BKYaTb, K NpUMepy, TONbKO NepeyeHb JOKYMEHTOB, KOTOpble BXOAAT B chaiin.

OpraHusauus Ao/kHa onpefenntb OTBETCTBEHHOCTb U MOMHOMOYMSA A1 CBSA3U C COOTBETCTBYIOLLMMU
perynvpyroLmmMm opraHamu Tex pbIHKOB, Kyfia NocTaBnseTcs NPoAyKUUa opraHusauum. 3ta CBsA3b f0/MKHA OCy-
LLIeCTBNATLCA Ha NPOTSXXEHNUN BCETO XMN3HEHHOTO LMKIa MefULMHCKOrO U3Aenvs: Ha NnpeAnpoaaxHoi ctagum
(Hanpumep, B NpefocTaBneHUn ANA 0J0OPEHNs perynvpyrowmMmMm opraHamm), Ha Npou3BoACcTBe (Hanpumep,
BO BPEMS HaA30PHOI NMPOBEPKM AW ayanTa) WA Ha cTaAunu NocTnpon3BoACTBa (Hanpumep, Npy coobLeHnn
0 HebnaronpuATHbIX COOLITUAX, KOTOPbIE COOTBETCTBYIOT KOUTEPUAM OTHETHOCTW).

Mpu NpYMeHeHN HACTOSLLEro cTaHAapTa cnefyeT Takke pyKoBOACTBOBATLCA TpeboBaHUAMM, YCTAHOB-
NIeHHbIMU B pelleHnax EBpaswiickoii akoHomuyeckoli komuccun (E3K) (1) n HOpMaTUMBHO-NPaBOBbLIX akTax
Poccuiickoil ®egepaumn B OTHOLEHUW MEANLMHCKUX U3AENWiA, B TOM Y/AC/e B OTHOLLUEHNM 6e30nNacHoCTU U
KNUHMYecKoli athdheKTUBHOCTU MEeAWLMHCKAX M3Aenunid, BKOYas COOBLLEHNS O HE6NaronpuaTHOM COGbLITUM
(MHUMAEHTE), OTYETHI O KOPPEKTUPYIOLLMX AECTBUAX N0 6€30NaCHOCTU MeLULMHCKOro n3aenvsa 1 ysegomsne-
HMA Mo 6e30MacHOCTN MeAWLMHCKOTO n3fennsa No pesynbTartaM KOPPeKTUPYOLWNX AeliCTBUNA.

MexpayHapogHas npakTuka nokasblBaeT, YTO OOLLENPUHATHIM B MPOLLECCe perynnpoBaHus siBnseTcs
npuMeHeHne MeToA0/1I0rMN U 3/1IeEMEHTOB MeHeKMeHTa pucka, yctaHossieHHbIX FOCT ISO 14971, B TOM unc-
/e B OTHOLLEHUY Tpe6oBaHWUii K NOAroTOBKE W akTyanusauuy otyeta no MeHeKMeHTY pucka.
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[1 MpaBwna npoBefAeHWst MOHUTOPUHIa GE30MACHOCTY, KayecTBa W 3(PHEKTUBHOCTN MEANLMHCKUX U3Aennii (yTBEpX-
feHbl Pelwenviem Konnernn EBpasmniickoli 3KOHOMUYeCKol kommceum ot 22 aekabps 2015 r. Ne 174)
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