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MNMpeaucnoBune

1 MOArOTOBJIEH O6wecTtBoM ¢ orpaHudeHHol oTBeTcTBeHHocThlo «MEOWTECT» (OO0 «MEOW-
TECT») Ha ocHOBe cOGCTBEHHOTO NEPEeBOAA Ha PYCCKUIA A3blK AOKYMEHTA, YKa3aHHOro B NyHKTe 4

2 BHECEH TexHW4YeckuM KOMUTETOM No cTaHgaptuaauum TK 436 «MeHegxkMeHT kadecTBa U obuime
acnekTbl MEOANLIMHCKUX M3Oennin»

3 YTBEPXOEH W BBEJEH B OEWCTBUE Mpukazom denepanbHOro areHTCTBA MO TEXHUYECKOMY
perynupoBaHunio U meTponorum ot 15 Hosbpa 2022 r. Ne 1291-ct

4 Hacroawwui ctaHoapT saBNsAeTcd MOAMULMPOBAHHLIM MO OTHOLLEHWUK K OOKYMeHTy MexayHapogn-
Horo chopyma perynsitopoB meguuuHckux usgenui (IMDRF) «porpammMHoe obecnedeHne Kak MeaULMHCKOe
nagenue. NpumMmeHeHne cuctembl meHegKkMeHTa kadectBa» (IMDRF/SaMD WG/N23 FINAL:2015 «Software
as a Medical Device (SaMD): Application of Quality Management System», MOD) nytem nameHeHusi ero
CTPYKTYPbI.

N3MeHeHHble CTPYKTYPHbIE 3MEMEHThI B TEKCTE CTaHOapTa BbiAeNeHbl KypCUBOM.

CeefileHUsa 0 COOTBETCTBUM CChINMOYHLIX HALMOHAMNBHBIX M MEXTOCY4apCTBEHHbIX CTAHOAPTOB MEXAyHa-
pOOHLIM CTaHAapTaM, MCMOMb30BAHHBIM B KAYECTBE CCbIMOYHbIX B MPUMEHEHHOM MEXAYHAPOAHOM OOKYMEH-
Te, NpMBeneHbl B AOMNONMHUTENBHOM NpunoxeHun OA.

ConocTaBneHne CTPYKTypbl HACTOSALLEro CTaH4apTa cO CTPYKTYPOW MPUMEHEHHOTO B HEM JOKYMEHTa
NPUBEOEHO B AONOMHWUTENbHOM npunoxeHun Ob

5 BBEJEH BIMNEPBLIE

lMpasuna npumeHeHUss Hacmosweao cmaHdapma ycmaHoeneHbl 6 cmamee 26 ®edepanbHO20 3aKOHa
om 29 utwoHa 2015 a. Ne 162-®3 «O cmaHOapmu3sayuu 8 Pocculickoli @edepayuu». VMiHhopmayus 06 us-
MeHeHUSIX K Hacmosiwemy cmandapmy nybrukyemcs 8 exe200HOM (10 cocmosiHu Ha 1 SHeaps mekyueao
eolda) uHghopMayuoHHOM yKkaszamene «HayuoHanbHbie cmaHdapmbi», a oghuyuanbHbil MmeKcm U3MeHeHul
U ronpasok — 8 eXemMecsYHOM UHGOPMayUuOHHOM ykazamene «HayuoHanbHble cmaHOapmbi». B cnyvae
nepecMompa (3aMeHbl) Unu 0mMMeHbl Hacmosweao cmaHdapma coomaeemcemayruee yeedoMmneHue bydem
onybnukosaHo & bnuxaluwem 8bIfyCKe eXeMeCAYHO20 UHOPMauyUuOHHO20 ykaszamens «HayuoHanbHbie
cmaHOapmabi». Coomeemcemeyrowjas uHgopmayus, yeedoMaeHue U MeKkcMbl pasMewarmcs maixe 6 UH-
hopmMayuoHHOU cucmeme obLea0 Monb308aHuUsi — Ha oghuluansHoM calime @edepanbHo20 azeHmemea rno
MEeXHUYEeCKOMYy peayuposaHuo u Memponoauu 8 cemu MHmepHem (www.rst.gov.ru)

© Odopmnenune. PIreY «PCT», 2022

Hactoawmnn CTaHOdapT HE MOXeT BbITb NONMHOCTLIO UMW YaCTUYHO BOCMNpowun3BeneH, TMpaxmposaH 1 pac-
NMpocTpaHeH B Ka4ecTBe OCbVILI,MEU'IbHOFO n3gaHunA bes paspelweHns <De,£|,epaanoro dreHTCcTBa Nno TexHu4ye-
CKOMY perynuposaHuUi 1 MeTponorum
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BBepgeHue

MporpaMmHblie cpefcTBa CTAHOBATCA Bce Donee BaXKHbIMWM M LLUMPOKO pacnpocTpaHeHHbIMU B cdepe
npeaocTaBneHnsa MeguUMHCKUX yeryr. MexxayHapoaHblin chopym perynatopoB MmeauunHcknx nagenui (IMDRF)
CTPEMMWTCS YCTAHOBUTbL 0OLLME cOrmacoBaHHbIe NOAXoAbl K MAEHTUMUKALUKA, MOHMMaHWUIO U PEryNMpOBaHUI0
TaKoro nNogruna nporpaMmmHoro obecnedyeHus, KOTOpoe NpegHa3HadYeHo Ana OyHKLMOHMPOBAHWS B Ka4eCcTBe
MeauunHckoro nanenus. flanusid nogtun onpeaened B FOCT P 59765 «lpoepammHoe obecrieyeHue Kak me-
duuuHckoe uzdenue. OCHOBHbIE MEPMUHbI U onpedeneHus», ABNAKLWMWIACA OCHOBOM AnsA pa3paboTkn oblien
TEPMWHOMNOIMKW Kak ANns U3roToBUTENEN, Tak U ANs perynsaTtopos.

Pabouas rpynna IMDRF no Bonpocy perynupoBaHusa NporpaMmMHOro obecneveHus kak MeguunHCKOro
n3genusi Takke paspabortana cooTBeTCTBYOWMIA OOKyMeHT (cm. [OCT P 59766), B KOTOpOM NpeacTaBneHbl
KpUTEpUW ONs KaTeropu3auun nporpaMmHoro obecneyeHust kKak MeguumHckoro nagenusa (MOkMW) Ha ocHoBe
KOMBOWMHUPOBAaHWSA 3HA4YMMOCTU MHhopmaumn, npegoctasnsemon NMOkMU.

B obnactv MeauUMHCKON NpOMbILLMNEHHOCTM 06WEenpuaHaHo, 4To cobnwgeHve TpeboBaHWA CUCTEMBI
MeHeOXXMEHTa KauecTBa ABNAETCS O4HMM U3 CPeaCcTB MUHUMU3aUUN HenpegHaMepeHHbIX UMK HenpeaeuaeH-
HbIX NOCNEACTBMA, CBA3aHHbIX ¢ 6830NacHOCTLI NauneHToB. TpeboBaHUA CUCTEMbI MEHEIKMEHTA Ka4yecTBa
ONA MeOUUWHCKUX W3LOEnvin onpeaensaiTcs perynupyowumMmmM opraHaMmyM B HOPMaTUBHBLIX NMPAaBOBbIX akTax, a
Take B [OCT ISO 13485.

B wHaycTpumn co3gaHva nporpaMmMHbIX CpeAcTB ANA yrnpaBneHWsl Ka4eCTBOM NPOrpaMMHbIX MPOOYKTOB
MCNONb3YT HaANexalne MHXeHepPHO-TEXHUYECKME NPaKkTUK u obecnevyeHne KayecTea nporpaMmMHoro obe-
cnedveHusa. B Bonpocax obecneyeHuss 6e30MacHOCTW NaLWeHTa OaHHbIe NPaKTUKU MOTyT Nerko COOTBETCTBO-
BaTb 06LWMM NpuHUMNam TpeboBaHui cucTeMbl MeHemkMeHTa kadecTea (CMK) ons MeguuMHCKUX M3genui.

OCHOBHbBIMW LENAMKM HACTOSALWEro cTaHaapTa sBMsTCA:

- NpefocTaBneHne NonbL30BaTensamM pekoMeHaaLMiA Mo CYLLEeCTRYIOLMM 0BLLENPUHATLIM NpakTUKam npu-
meHeHusa CMK k MOkMW;

- nHchopMmnpoBaHue nonb3osaTtens 06 ocobblix cnocobax npumeHeHna NOKMW. MpencTasneHne obule-
NMPUHATLIX NPOLECCOB XWU3HEHHOro LMKNa NporpaMmMHoro obecnedyeHus, TakMx Kak paspaboTka NporpaMmMHOro
obecneyeHunsi, NPoLECcChl XXM3HEHHOTO LMKNAa NPorpaMMHOro NPpoAyKTa 1 MPOLECcChl 3KM3HEHHOTO LMKIa cucTe-
Mbl MPOrPaMMHOro obecnedeHuns;

- NpefocTaBneHne pekomeHaauun no npumeHeHuvto CMK B opraHvMsaumax, NpUHUMAaKLWKUX yyacTue B
OOHOW MIMN HECKOMNbKNX CTagnax xu3HeHHoro uukna NOkMW (ynpaenexnune TpeboBaHMsiMK, NMpOEKTUPOBaHUE,
pa3paboTka, BepuukauMa U Banugauuns, BHegpeHne, TeXHU4eckoe obcnyuBaHue M BbIBOA M3 3KcMyara-
LKMK), a TakKe ynpaensoLLMX NpoLeccamu NogAepKKM KU3HeHHoro uukna NOkMW (nnaHnpoBaHue npoaykTa,
ynpasneHue puckamu, ynpasneHne AOKYMEHTaLWeN U 3anucsaMu, ynpasreHne U MEHELKMEHT KOHUrypawuuni,
naMepeHue, aHarnu3 1 yny4lieHne npoLeccoB U NPOLAYKTOB, B TOM YMCIE yrpaBneHue npoLleccamu, ycrnyramm
W NpOoAYKTaMu, NepefaHHbIMU Ha ayTCOPCHHT);

- pasbscHeHne TpeboBaHuii K npoueccam xuaHeHHoro umkna NMNOkMW ¢ Touykn 3peHns GesonacHoCTH
nauueHTa, a TaKKe pelleHne BONpoCOB KITMHUYECKOrO U TEXHOMOrMYeCcKOro OKpYXeHUsl CUCTEM, KOTOpbIE cne-
OyeT NpMHMMaTb BO BHMMaHue Ansa obecneyeHua 6e30nacHOCTH, Pe3ynbTaTMBHOCTU U (DYHKLMOHaNbHOCTM
MOkMW.



rOCT P 70478—2022

HAUMWOHANBbBHBIA CTAHOAPT POCCUMNUCKON ®EQOEPALUNMU

NMPOrPAMMHOE OBECIMNEYEHWE KAK MEOULUWHCKOE U3OEJUE
NpumeHeHMe cucTeMbl MEHeXKMEHTa KayecTBa

Software as a medical device.
Application of quality management system

Oata BBegeHns — 2023—09—01

1 O6nacTb NPUMEHeHUs

HacToswmit ctTaHgapT npefHasHadeH Ans NpUMeHeHUs opraHM3aumusaMmn, KoTopele SBNATCA (MW nna-
HUPYIOT cTaTb) paspaboTunkamu nporpammMHoro obecneyeHus kak meguunHckoro nagenus (MOkMMA).

HacTosilwmin cTaHgapT NpenocTaBnsaeT pekoMeHaaLmMmn no CyLwecTBYOWUM OBLLEeNPUHATEIM NPakTUKam
npUMeHeHUs cucteMbl MeHedxmeHTa kadectea (CMK) k NMOkMIW BHe 3aBMCMMOCTU OT UCMONL3YEMbIX TEXHO-
noruu n/vnu nnatgopmsl (MobunbHOE NpunoxeHe, obnako, cepsep U T. MN.).

HacTtoswmin ctaHgapT He 3ameHsieT cTaHaapTsl B o6nactu CMK meguumMHCKUx usgenuia, a takke cy-
LecTBYOLIME MPaKTUMKK (UNKM NpaBuna) Hagnexallen paspaboTku u obecneyeHuss KadecTsa NMPOrPaMmMHOro
obecneveHus.

HacTtosiwuin ctaHgapTt He aBnaeTca nocobueM no MeTogam MeHeLXMeHTa pucka Ansi NporpamMmMHOro
obecneyeHuss, TeM He MeHee B HEM MPUBEOEHO OMMCaHWe HEKOTOPbIX OnpedeneHHbiX NPUHLMUNOB MeHemoX-
MEHTa pyUcKa Ha NPOTSKEHUU BCETO0 XM3HEHHOro LUKNa nporpaMmMHoro obecnedyeHuns, a Takke Tex NpoLeccoB
¥ O0eATeNnbHOCTU, KOTOpPLIE MMEHT peluakolee 3HadeHne ans obecnedyeHns 6e30nNacHOCTU, Pe3ynLTaTUBHOCTH
n pyHKLUMoHansHocTh NMOKMW.

2 HopmaTuBHbIe CCbINKK

B HacTosLemM cTaHgapTe UCNoNb30BaHbl HOPMAaTUBHLIE CChINKW Ha crnedylmMe cTaHgapTsl:

FOCT ISO 13485—2017 Wapenus megnuuHckne. CucteMbl MEHEOKMeHTa KadecTBa. TpeboBaHus ans
uenen perynupoBaHms

FOCT ISO 14971 Vagenua meguumHckune. NpuMeHeHne MeHegKMeHTa pucka K MEAULMHCKAM M34ennsam

FOCT P 59765 lNporpammHoe obecnedyeHne kak meguumHckoe usgenne. OCHOBHbIE TEPMWHBI U Onpe-
aeneHus

FOCT P 59766 lNporpammHoe obecnevyeHue kak meguumHckoe usgenue. OCHOBHbIE NOAXOAL! K KaTero-
PUPOBAHWNID pUCKa

Mpumeuanue — [py NONL3OBAHUM HACTOALLMM CTAHOAPTOM LEenecoobpasHo NpoBEpUTL AeMCTBUE CCbINQY-
HbIX CTAaHOAPTOB B MH()OPMALMOHHOM cUcTemMe 0BLIEero nonb3oBaHna — Ha oduuMansHoMm cante GegepansHoro areHT-
CTBa N0 TEXHUYECKOMY PEryrnMpPOBaHUI0 U METPONOMAM B CETU VIHTEPHET UMK MO eXXerogHoOMy MHOpMaLUOHHOMY yKa3a-
Tenw «HaunoHanbHble CTaHOApTLI», KOTOPLIA ONYBNMKOBaH MO COCTOSIHUIO Ha 1 SiHBapA TeKyLero rogda, v no BbiMyckam
eXeMeca4HOro MHoOPMaLMOHHOTO yKkasaTtensa «HauuoHansHble CTaHaapTh!» 3a TeKYLWMA rog. Ecrnv 3ameHeH CebinoyHbIi
CTaHOapT, Ha KOTOPLIM AaHa HedaTMPOBaHHASA CCbIMKA, TO PEKOMEHOYETCA WCMONb30BaTh AEMCTBYIOLWYI0 BEPCUID 3TOTO
CTaHOapTa C Y4eTOM BCEX BHECEHHbLIX B JaHHYK BEPCUH M3MeHeHWA. ECnn 3aMeHeH CChINOYHBIA CTaHAapT, Ha KOTOPLIA
[JaHa JaTMPOBaHHAA CCbINKa, TO PEKOMEHAYETCA UCMONb30BaTh BEPCUIO 3TOM0 CTAaHAApTa C YKa3aHHbLIM BbILIE MOO0OM YT-
BepXAeHUsa (MpuHATuA). Ecnmn nocne yTBep:KOeHUs HACTOALIEro CTaHAapTa B CCbIMOYHbIM CTaHAAPT, Ha KOTOPLIM daHa
[OaTUPOBaHHasA CCbINKA, BHECEHO M3MEHEHWE, 3aTParvBaloLLEe MOMOXKEHNE, HA KOTOPOE JaHa CChINKA, TO 3TO NMOMoXKeHue

W3paHue ochmumnanbHoe
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peKoMeHLYyeTCs NPUMeHATL Be3 y4eTa AaHHOro M3MeHeHUsA. ECnKn CCbINOYHLIN CTaH4apT oTMeHeH 6e3 3amMeHbl, To Nono-
»KEHWe, B KOTOPOM [aHa CCblfika Ha Hero, peKoOMeHOyeTCcsa NPMMEHATL B YacTW, HE 3aTparMBaloLLEN 3Ty CCbINKY.

3 TepMuHbI U onpeaeneHus

HacToawwuin ctaHgapT He ycTaHaBNUBAET HOBLIX TEPMUHOB W MCMOMb3YET TEPMUHOMOIMIO, MPUHATYIO B
HauMOHanbHbIX cTaHAapTax, cBasaHHbix ¢ CMK 1 MeHeXXMeHTOM pyucka MeauuuHckux nagenuin. Onpegene-
Hue NOkMW npueeneHo B FOCT P 59765.

Mpn Mcnonb3oBaHWM HACTOSILLLErO CTaHAapTa cnefyeT pyKOBOACTBOBATLCS TEPMUHAMU W ONpeaeneHus-
MM, YCTAHOBITEHHbIMWU B pelueHmax EBpasninckon akoHomMuyeckon komuccnn (ESK) n HopmaTMBHO-NpaBoBbIX
akTax Poccuiickoin ®egepaumn B OTHOLEHUM MEeOULMHCKUX M3genuini. 3To oCobeHHO Ba)XHO NMpW WMCMOMb30-
BaHUW TaKMX MOHATWUA, KaK «MeOUUWHCKOE M3genue», «MeauLMHCKUe M3genus Onsa AWarHOCTUMKK in Vitro»,
«M3roTOBUTENDL (MPOM3BOAMTENBL)», «BbIMYCK B 0OpalleHne», «ynonHOMOYEHHbIW NPeacTaBUTENbY, «QUCTPU-
BLIOTOP» U «UMMOPTEP».

4 MNpuHUMNBI MEHeXXMEeHTa KayecTBa NporpamMmHoro obecneyeHums
KaK MeaMLMHCKOro usgenus

4.1 KoHuenuwu, npeacTaBneHHble B AaHHOM pa3sfene, OTHOCATCA K TpeboBaHWsM, YCTaHOBNEHHbLIM B
pa3denax 4 u 5 NOCT ISO 13485—2017.

4.2 MpuHumnel CMK nossonswT macwitabupoBaTthk 4eATeNbHOCTE B 3aBMCMMOCTM OT TUNa MeguLMHCKOro
M3Oenusa, pucka npoayKkumMv Ans nauveHToB, OT pasMepa opraHu3auun, TEXHOMOrMK Uy aBTomaTm3aumm, uc-
nornb3yeMon B NpOM3BOACTBE, M OT APYTUX (PakTOpOoB, KOTOPLIE YCTaHaBMNMBAET U3rOTOBWUTENL AMNS YNpaBneHus
Ka4yeCcTBOM W nogaepxaHusa 6e30nacHoro 1 peaynbTaTMBHOIO PYHKLMOHMPOBaHUA MeQULMHCKOIO N3Oenus.

Coapanue NMOkMW, aBnstowerocs TOMbKO MPOrpaMMHbIM MPOAYKTOM, rMaBHbLIM 06pa3oM OCHOBAaHO Ha
AeAaTenbHOCTM Nno pa3paboTke NpoueccoB XKNU3HEHHOIO LUKNa, YacTo obecneynBaemol NCNONb30BaHWEM aB-
TOMaTM3NPOBaHHbLIX CPeACTB pa3paboTku nporpammHoro obecneyeHus (BCTpOeHHasd aBTomMaTvka, CpeacTea
yNpaBrneHuss NCXo4HbIM KOOOM W T. M.). 3TK aBTOMaTM3MPOBaHHbIE BUALI AEATENBHOCTWU MOTMYT B HEKOTOPbIX
cryyasix 3aMeHUTb OTAeNbHbIe UMW 3apaHee MoAroToBNeHHbIe BuAbl paboT (Hanpumep, nepejaya npoekra B
NPOW3BOACTBO), KOTOPbIE 0BBLIYHO BbINOMHAT NPV NPON3BOACTBE annapaTHbIX MPOAYKTOB. TeM He MeHee ANs
ynpaeneHus kadectBoM MNOKMW octalwTca npuMeHUMbIMKA M BaxHbiMM npuHumnnsl CMK, obecnedvvBatowme
CTPYKTYPY Y NOAAEPKKY MPOLECCOB XU3HEHHOTO LIMKNa.

4.3 PesynbratuBHas CMK gns MOkMW gomkHa BknoyaTh Cneaylowme npuHLKUnbI:

- YCTaHOBMEHME OpPraHW3aLMOHHON CTPYKTYpbl, KOTOpas ycTaHaBnweaeT obliee pykoBOACTBO, MOJOT-
YEeTHOCTL M BbleneHne 4OCTaTOuHbIX pecypcoB Ans obecneyeHus 6e3onacHOCTW, pesynbTaTMBHOCTM U (DYHK-
umoHansHocth NOKMW (BHeELWHNMA Kpyr Ha pucyHke 1);

- onpepeneHne COBOKYMHOCTW MPOLIeCCOB MOJAepkn xwusHeHHoro uukna MNMOkMW, cooTHocumon no
06bemy ¢ paaMepom opraHu3auuu U UCnonb3yemoil COOTBETCTBYHOLMM 0Bpasom BO Bcex npoleccax cosaa-
HUA 1 npumeHeHus NMOkMW (cpegHui kpyr Ha pucyHke 1);

- onpegeneHne CoBOKYMHOCTH MPOLECCOB CO34aHUA U MPMMEHEHWs, COOTHOCMMOW No macwTaby ¢ pas-
MepoMm opraHuzauumn u tunom MOKMW, npuHUMaroLeid Bo BHMMaHWe BaXHble areMeHThl, Heobxogumble Ans
obecneveHnss 6e3onacHOCTH, Pe3ynbTaTMBHOCTU U hyHKUMOHanbHOCTHM MOKMW (BHYTPEHHWIA Kpyr Ha PUCYH-
ke 1).
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OpraHuzalmnoHHas nogaepxka
"79900 x C&‘e“a

PucyHok 1 — MpuHumnel meHepxmeHTa kadecTtsa [NOkMU:
PYKOBOACTBO WM OpraHv3al oHHas nogaepkka, Npoueccsl U 4eATensHoCTb

[aHHbIe NPUHLKNLI HEe crieyeT paccMaTpuBaTh HE3aBMCHMMO APYr OT ApYra KaK oTAenbHbIe cepun npo-
LueccoB B opraHn3auun. Haobopor, pesynsratueHas CMK gomkHa ycTaHaBnMBaThL YETKO OnpeaeneHHble CBA-
31 MeXZy npeacTaBneHHbIMU Ha pUCyHKe 1 TpemMsa NpuHUMNaMu, a UMeHHOo:

- PYKOBOACTBO WU OpraHu3aLWoHHas NoAOepXKKa, KOTOpble OMKHbLI MPefoCTaBMsTe OCHOBY ANSA NpoLec-
COB nogaep:aHus }kuaHeHHoro umkna NOkMW, n

- Mpouecchl NoaaepX k1 xm3HeHHoro yukna NOkMW, koTopbie HE0BX0AMMO MCNONb30BaTh BO BCEX MPO-
Leccax coznaHus u npumeHeHus NMOkMW.

5 MpuHUKMNBI pyKOBOACTBA U OPraHU3aLMOHHOW NOAAEPXKKU

5.1 PykoBOACTBO M OTBETCTBEHHOCTL B OpraHU3auuu

5.1.1 KoHuenuuu, npegcraBneHHbIe B 4aHHOM nogpasgene, OTHOCATCA K TpeboBaHuAM, yCTaHOBMEH-
HblM B pa3dene 5 u nyHkme 8.2.4 TOCT ISO 13485—2017.

5.1.2 Boicluee pPYKOBOACTBO OpraHv3auuu OCYLLECTBNSET PyKOBOACTBO M yMpaBneHWe BCEMW BUAAMU
OeATenbHOCTU, CBA3aHHbIMKU C npoueccamMu xusHeHHoro umkna MOkMW, Bkniovas onpegeneHue crparteru-
YeCKMX HanpaeneHWi pa3BUTUS, OTBETCTBEHHOCTH, MOMHOMOYMIA U B3aUMOLENCTBUS, C Lenbio obecnevyeHns
BezonacHoro u pesynsratMBHOMO yHkunoHupoBaHus NMOkMU.

Briclwee pyKOBOACTBO OpraHM3aumm TakkKe HeceT OTBETCTBEHHOCTL 3a BHegpeHne CMK, koTopas moxeT
BKIOMaTbL pa3paboTKy MONUTUKK KadecTsa, Lenen B 06nactn kavyecTea 1 NNaHoOB AMNS KOHKPETHbIX MPOEKTOB,
OPWEHTUPOBAHHbLIX Ha NnoTpebuTens.
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CTpyKkTypa ynpaeneHusi JomkHa obecneymBaTh NoaAEPKKY ANst CO34aHNS U YCTaHOBINEHUS COOTBETCTBY-
HOLLIMX NMPOLIECCOB, KOTOPbIE BaXHbl ANs nogaepxaHus Lenein U NonuTUKK B 06nactu kayecTsa. 3TU NPOLIECChHI
JOMKHbI BbITb cneuManbHO afganTUpoBaHbl K NOTPeBHOCTAM OpraHu3auny, a ypoBeHb OOKYMEHTUPOBaHHbIX
NpoLeccoB, Lenei v NoNUTUK A0MmKeH ObiTb COOTBETCTBYHOLLMM 06pasomM aganTMpoBaH C y4eTOM PbiHKOB CObl-
Ta, TUNa U pasaMepa opraH13alLlK.

Kpome Toro, cosgaeaemMasi CTPYKTypa YNpaeleHUs OOMKHa BKMYaTb OeATeNbHOCTL No cucTematuye-
CKOW MpoBepke peaynsTaTMBHOCTU co3aaHHoW CMK, Hanpumep npoBefeHwe BHYTPEHHWX ayauToB. AHanua
pesynetatoe ayamuta CMK co CTOpOHbI pyKOBOACTBA CNYXWUT UHCTPYMEHTOM obecrnevyeHus TOro, YTo CO3AaH-
Haa CMK sienseTcs nogoxofsAulei, adeksaTHOW U pe3ynbTaTUBHOM, a TakkKe TOro, YTo npu Heo6xoOAUMOCTU B
Hee MOryT OblTb BHECEHLI Haanexallne KOppekTUpOBKH.

Mpumep — Kak pykoeodcmeo komnaHuu Magna, mak u pykoeodcmeo KkoMnaHuu Parva Hecym omeemcmeeH-
Hocmb 3a co3daHue CMK, a makxe 3a paccMompeHue acrnekmoe 6eszonacHocmu nayueHmoes (MeHedMeHm pu-
cka) npu ebinycke e obpauwieHue NOkKMHA. KomnaHus Magna umeem 60onbLUYO Op2aHU3ayUOHHYI CMPYKmMypy,
EKJIFOHAKWYHO cleyuanbHbI MeduyuHCKUl omdes, pykoeodumesib KOMOPOo20 Hecem omeemcmeeHHOCMb 3a
OdaHHbie acrnekmbi. Komnarnusi Parva omeemcmeeHHbIM 3a ekmtodeHue 8 CMK Heobxodumbix acnekmoe 6e3zonac-
HOCMU nayueHmMoe Ha3Ha4usna pykoeodumessi omadena pa3pabomku npoapaMMHO20 obecneqyeHus.

5.2 YnpaBneHue pecypcamu u MHpacTpPyKTypou

Llensto ynpaeneHus pecypcamn siBnseTcs obecnevyeHne nx 4OCTaTtoMHOCTM (BKModas nogen, obopyno-
BaHWE W MHCTPYMEHTbI, OKPYXXaKLLYK cpegy M T. 4.), KOTopble HEOOXOAMMbI NS AOCTKEHUSA pe3yrbTaTuB-
HOCTW NPOLLECCOoB Xn3HeHHoro uukna NMNOkMW u neAaTenbHOCTHU, HanpaenNeHHON Ha rapaHTUPOBaHMEe COOTBET-
cTBUs TpeboBaHWaM noTpebuTenein u perynupyroLLmMm TpeboBaHUsM.

KoHuenuuu, npegctaBneHHble B JaHHOM nogpasfene, OTHOCATCA K TpebOoBaHWSIM, YCTAHOBMEHHBLIM B
pasdene 6 TOCT ISO 13485—2017.

5.2.1 NepcoHan

5.2.1.1 KoHuenuuwu, npeacTaBneHHbIE B JAHHOM MYyHKTE, OTHOCATCH K TpeboBaHWAM, YCTAHOBINEHHbBIM B
6.1u6.2MOCT ISO 13485—2017.

5.2.1.2 3apencTBoBaHHbIA B npoekTax NOkMW nepcoHan gomkeH ObiTb KOMNETEHTHLIM AMA peLleHust
NMOCTABMEHHLIX 3a[la4 W BLINMONHEHUS CBOUX 00a3aHHocTel. HasHayeHHasa rpynna gomxkHa obnagaTtk Komne-
TEHUMAMK B 06nacTu TEXHONOrMn 1 paspaboTkm nporpaMmHoro obecnedyeHus, BKNOYaa NOHUMaHUE KITMHWYe-
CKMX acnekToB MCNoNb30BaHWA NporpammMHoro obecnevyeHus.

Mpumep — O6e KOMAaHUU OCO3HAOM €aXXHOCMb o6ecneyeHUss HaNUYyus KOMMIemeHMmMHbIX compydHUKoe
0ns ebINO/IHeHUS 803/I0XKeHHbIX Ha Hux o6s3aHHocmell. Komnanua Magna umeem 6onbwoll wimam compyoHu-
Koe, o6nadaroujux WUPOKUMU 3HaHUAMU U OfbIMoM, nNpu 3moM Hedocmamok 8 Hasbikax no [TOkMW ycmpaHsi-
emcs 3a cyem paclupeHuss cywecmeyrouwux e HympeHHUX npozpaMm nepenodzomoesku u o6yyerusi. KomnaHus
Parva pewuna sonpoc ¢ Hedocmamo4yHocmbio Haebikoa no NMOkMHW 6nazodaps ucnons308aHUI0 Apyaux UcmoY-
HUKO8, makKux KaKk HaeM epeMeHHbIX pabomHUKoe U eHelWHUe MpoapaMMbl 06yYeHuUs.

5.2.2 UudppacTpyKTypa n NnponM3BoacTBEHHAasA cpeaa

5.2.2.1 KoHuenuwuW, npeactaBneHHbIE B JAHHOM MYHKTE, OTHOCATCA K TpeboBaHWAM, YCTAHOBINEHHbIM B
6.3u 6.4 OCT ISO 13485—2017.

5.2.2.2 WHbpacTpykTypa, Takas kak obopynoeaHue, MH(OpMaLUWs, KOMMYHWUKALWOHHbLIE CETW, UHCTPY-
MeHTanbHble cpeacTsa, puanyeckme obbeKTbl U T. M., AOMKHA BbiTb AOCTYNHOW HA NPOTSKEHUNM BCEX NPOLEec-
coB ¥u3HeHHoro yukna NOkMW. UHdpacTpykTypa cozgaetca ans obecnedeHus paspaboTku, NpoM3BOACTBa U
noanepxku NOkMW. Wcxogs u3 atoro cneayeT, YToO Hagnexawas nHdpacTpykTypa gomkHa BeiTb npegycmo-
TpeHa, NpeaocTaBneHa Ans MCNonb30BaHUA COTPYAHUKaMKU M noaaepxuBaTtbesa B pabodem coctosHuu. B oT-
HoweHuu NMOkMW aTo MoKeT 03HaYaTh onpefeneHue 1 npegocTaBneHne cpeabl pa3paboTkn U TECTUPOBaHUSA
nporpaMmHoro obecnevyeHus, KOTopas NoAAepXMUBAET NMpouecchl co3aaHusa 1 npumenenns NOkMW. 31o, B
YacTHOCTW, MOXET BKINOYaTh NPEefoCTaBneHue TeCTOBOW cpefdbl, MOAENUPYOLEN npegnonaraemyl cpegy
NPUMEHEHWUS] U MHCTPYMEHTarNbHbIX CPEACTB, KOTOpPbleé COBMECTHO 0OecneyvMBainT ynpasneHue pasnuyHbIMA
KOHpUrypaLmamMu nporpaMMHoro obecneyeHus B Te4EHNE NPOLIECCOB XW3HEHHOIO LIMKIAa, Hanpumep ynpae-
NeHre BEPCUAMUW UCXOOHOMO Kofa BO BpeMs pa3paboTku.

Tak kak Nnpon3BoACTBEHHAS cpefa, B KOTOPOM OCYLLEeCTBNAETCS AeATEeNbHOCTb, CTaHOBUTCH BCce bonee
BUPTYanbHOW, HAOAEXHOCTb U YCTOMYMBOCTb MHAPaACTPYKTYPhbl OOLLEr0 MOMb30BAHUS MOXET SABNATHCA BaX-
HbIM (pakTOpOM (Hanpumep, 3aBUCUMOCTL OT CTOPOHHUX CETel U 000pynoBaHUA).
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Mpumep — O6eum koMnaHusM mpebyemcs ocobas cpeda dns obecnevyeHus UesToCmMHoOCcmMU Koda U coxpaH-
Hocmu GaHHbLIX € pa3HbIX UH(hpacmpykmypHbIx cpedax. B komnaHuu Magna dns paspabomku NMOkMU ucnone-
3yrom cyujecmeyroujue KOMMNbOMeEPHbIe cemu U asmopu3osaHHblill 6esonacHbill docmyn. B komnaHuu Parva
cpeda npoekmupoeaHusa HaxoO0umcs e eedeHUU KeanuguyupoeaHHO20 Nocmasuwjuka ycnye, obecrneqyusaroujezo
coxpaHHOCMb koda U OaHHbIX Kak Yacmu do2oeopa o npedocmassieHuu ycaya Mexady HUMU U nocmasujUuKom.

6 MNMpoueccbl NOAAEPKKN KU3HEHHOTO LMKna

B naHHOM pasgene pacCMOTPEeHbl BaXKHble NPOLUECChl, MPUMEHMMbIE B TEHEHUE BCErO YXU3HEHHOTO LMK-
na NOkMW, HezaBUCKMMO OT ero NpegyCMOTPEHHOrO NpUMeHeHUs (T. e. BaXKHOCTU nNpegocTaensemoin MOkMA
MHopMaLMKM NS OLEHKU MeULMHCKOTO COCTOSIHUA UMK ANS NPUHATUA pelleHnsa ob okasaHuK MeguLMHCKON
NOMOLLM). 3TU NPOLLECCHI, 8 TAKKE CBA3AHHYH C HUMW OEATENbHOCTb CreayeT YYMTbIBaTh Ha NPOTAXEHUN BCe-
ro »*uaHeHHoro yukna NOkMW He3zaBMCMMO OT KOHKPETHOIO noaxoa K pa3paboTke MporpamMMHOro npoaykra
unu MeToga, 3a4elCcTBOBAHHOIO OpraHun3almei.

CMK opraHu3aumy JoMmKHA CTPOMTLCA W YNPaBNATLCA Ha OCHOBE MPOLIECCOB, NOAAEPKUBAIOLLMX KN3-
HeHHbIR uukn MOkMI. CyllecTByeT MHOIO METOAOB peannaalny NpoLeccoB Xu3HeHHoro yukna NMOkMW, ko-
TOpble 00ObIYHO NPONOPLIMOHANEBHLI pAa3MePY M CNOXHOCTU CO3A4aBaeMOro NpoayKTa U BbIMOMHAEMOro NpoekTa
MOkMW (Hanpumep, BO BpeMsi BHEAPEHWSA HOBOrO NpoaykTa unv Ans ero obHoeneHusa). Hagnexaullee BHe-
OpeHue YeTKO CTPYKTYPMPOBaHHbLIX W NocrneaoBaTensHO BOCNPOU3BOAUMBIX MPOLECCOB MPUHATUS peLleHUn
MOKeT crnocobcTBOBaThL TOMY, YTo uarotoButenn NMOKMW npuHAnu Bce Mepbl N0 MUHMMKU3ALMWM pUCKA B OT-
HoWeHun obecnevyeHns 6e30nNacHOCTM NaLWeHTOB.

6.1 I'InaHMpOBaHue npoueccoB XU3HeHHOTro LJukKrna npoaykKTa

6.1.1 KoHuenuuu, npenctaBneHHbe B JAHHOM noapasfene, oTHOCATCS K TpeboBaHMAM, yCTaHOBMNEH-
HelM B 5.4, 7.1 u 7.3.2 TOCT ISO 13485—2017.

6.1.2 Llenb nnaHMpoBaHWa COCTOUT B NpefoCcTaBNeHVW OOPOXHON KapThl, KOTOPOW HYXHO cCriefoBaTth
B Te4eHue cTaguin pas3paboTku XKU3HEHHOro UMKNa npogykta. 3TO BbITEKAET M3 MpUHLUNE MEeHedXMeHTa
KadecTBa, COrMacHO KOTOPOMY Hauwboree onTUManbHble pe3ynbTaThbl JOCTUraTCA NPU CNefoBaHUWM NnaHy
ynpasneHus NpoeKkTaMmun, HanpuMep C WUCMNoNb30BaHWEM Moaxoda «NnaHupyu-genan-npoBepsn-AeicTBYny.
[MnaHvpoBaHWe npoayKTa BKMKYaET onpegeneHve 3Tanoe, BMOOB AeATENbHOCTU, OTBETCTBEHHOCTU U pecyp-
COB, Heobxoanmbix Ansa paszpaboTkm MOKMW. BaxHo NoHMMAaTh, YTO NNaHWPOBAHWE HE SBNSAETCS CTATUYHLIM.
Pesynkrathl nnaHMpoBaHWA (NnaHbl) JOMKHBI OOHOBMATLCA MO Mepe MNOSBMEHUS HOBOW WHOpMAaLUKM UMK
BbIMOMHEHWNSA OCHOBHbIX 3Tanos.

6.1.3 lpu NNaHMpoBaHWW BaKHO MpPOaHanNU3uMpoBaTb YPOBEHb COLMANbHO-TEXHUYECKOrO OKPYXEeHWs
(KMMHWYecKas ToYKa 3pPEHUS), A TaKkKe TEXHOMOrMYECKOro U CUCTEMHOMO OKPYXEHMWA (C TOUKW 3peHns OyHKLUN-
OHMPOBaHMA NporpaMMHoro obecneyeHnst), Tak Kak Mx HeZOCTaTO4YHOE N3y4YeHWe MOXET NPUBECTUM K HEKOp-
PEKTHBLIM, HETOYHLIM WM/UMK 3ano3ganbiM AUarHo3am U NeYeHn.

CounanbHO-TEXHUYECKOE OKPYXKEeHWe BKIH4YaeT B cebs TeXHUYeckue CUCTEMBI, a Takke pabodune npo-
Luecchl M NepcoHan, KOTOpPbIA UCNOMNbL3YeT TEXHUYECKYH0 CUCTEMY WU B3aUMOAEWCTBYET C HeM.

Mpumep — O6e KoMNaHUU ocyuwjecmenaAwm nnaHupoeaHue npodykma u onpedenarom, Kakas onepauu-
OHHasA cucmema Haubonee nodxodum AN UX NPUOCKeHUs, komopoe Aensgemcs MNOkMW. Bonee KpynHas KOM-
naHusi Magna pewuna cozfamb ceoe npunoxeHue 015 pabombi Ha onepayuoHHbIX cucmemMax namu Haubonee
nonynapHbIX MOGUNLHBIX MenegoHos, mak Kak komMnaHus obnadaem docmamoyHbIMU pecypcamu Onsa paspa-
60omku Ha Heckonbkux nnamdepopmax. KomnaHus Parva us-za ozpaHU4eHHOCMU pecypcoe peuluna npoeodums
paspabomky Ons oOHol nnampopMbi, Aenswoujelica e Hacmosuee epeMss nudepoM peiHka. Kak dns Parva, mak
u dnss Magna amom aman niaHupoeaHus npedocmassisiem 03MOXHOCMb MPUMeHAMb MpodyMaHHbIe Modxo0b!
K pacnpedeneHUro pecypcos.

6.2 MeHegXMeHT pycKa: NpoLuecc, CKOHLEeHTPUPOBaHHbLIN Ha 6e30NacHOCTM nNauueHTa

6.2.1 KoHuenuwuu, npeactaeneHHble B 4aHHOM nogpasfene, oTHOCATCA K TpeboBaHUsaM, yCTaHOBMNEH-
Heim B 7.7 FOCT ISO 13485—2017.

6.2.2 Mpouecc MeHemMKMEHTa pPUCKa AOMKEH OCYLLECTBMNSATLCA B TEYEHWE BCEro XM3HeHHOro uukna
MOKMW. OpraHu3auum, KoTopble 3aHUMalTcs paspaboTkoi nporpammHoro obecnevyeHus obLlero HasHadve-
HWSA, MOCTOSIHHO OTCMEXWBAKT U YNPaBnsaT rpadukammn paboT 1 GIomKeTHBIMM pUCKaMy MPOEKTOB CO34aHUNs
nporpamMmmHoro obecnedeHusi. OpraHuM3aLunn, KoTopble 3aHuMatoTcs paspaboTkoi MOKMIA, AOMKHLI OTCNEXNW-
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BaTb PUCKM ANA NAUWEHTOB W Nonb3oBaTenen 1 ynpaenaTe UMW Ha NPOTSXEHUU BCEX MPOLECCOB XU3HEHHOO
LUMKIa B COOTBETCTBUM C TpeboBaHuamu FOCT ISO 14971.

Ona MOkMI pucku fomkHbI BbITe pacKpbIThl Yepe3 NpeaycMOTPEHHOE NPUMEHEHWE, HOPManbHoe Npu-
MeHeHWe 1 0O6OCHOBaAHHO MPOrHO3MPYEMOE HEMPaBUIILHOE NPUMEHEHWE, a TaKkkKe MOHATHOW W YCTaHOBIEH-
HOW couunansHO-TEXHUYECKON cpefon npumMmeHeHnsa NOKMW. KpaliHe none3Ho nageHTUuLMpoBaTs MCTOYHWKN
onacHOCTeW B pasHbiX HaNpaBneHUsax, HanpumMmep:

- CO CTOPOHbI NOMb30BaTeneun:

noaxoaut nu NMOKMW ons Bcex npegnonaraembix nonb3oBatenein? CyulecTBYeT N ONacHOCTL AN No-
XWUINbIX NOMNb30BaTENEW UMW NALUEHTOB, CBA3aHHAas C OCTPOTOM 3peHua? VMcnonbayeTcs nu u3genve B Meam-
LMHCKUX OpraHv3auuax unv B JOMaLlHUX YCNOBUAX?

- CO CTOPOHbI MPUNOKEHWI:

nomkHo nu npunoxernue NMOKMW BbITb gOCTYNHBIM Ha NHOBOM YCTPONCTBE UMM OHO JOIKHO ObITh Orpa-
HUYEHO OMNpPEAENeHHbIMU YCTPONCTBAMMU C LIENbI CHKEHWUA PUCKOB ANSA Nonb3oBarenen?

- CO CTOPOHbI YCTPOWCTR!

noaxXo4uT N YCTPOWCTBO C MEHLLLMM 3KPaHOM (Hanpumep, cMapTdOoH) ANs NpeaycMOoTPeHHOro npume-
HeHuns? MoxeT nn MeHbLInIA 3kpaH 6e3 noTepb NokasaTb Bonblwon Habop MHopMaLKMM U He co34acT N 3T0
TPYLHOCTM AN NONb30BaTenei ¢ To4ku 3peHnsa Be3onacHocTy NauneHToB?

- CO CTOPOHbI Cpefbl MPUMEHEHUS:

HapyLllaeTca N HenpepbIBHOCTb MCMONb30BaHWA (M, kak cnefgcteve, besonacHocts) NMOKMW npu pe-
cTabunusauuun cpebl NPUMEHEHUS (Hanpumep, NepepsbiB B UCNONb30BaHWM, QOHOBLIN LLYM, MOTEPS CETEBOMO
NOAKMNIYEHNS)?

- CO CTOPOHbI 3aLWLLEHHOCTH:

NpPoOBOAMTCA N aHanu3, BKMOYaKLLMA OLEHKY yrpo2 Be3zonacHocTu nporpammHoro koga MNOkMW Bo
BpemMsl NMpOM3BOACTBA, TEXHUYECKOro 0BCMNYKUBAHUA U NMPUMEHEHUs B Mpouecce 3kcnnyaTtauun? Bknwouaet
N1 3TOT aHanua, Hanpumep, obHapyXeHWe HeCaHKLWOHMPOBAHHOMO AOCTYNa, CKAHMPOBAHWE YA3BMMOCTEN 1
NMPOBEPKY LeNOCTHOCTU JAHHBIX C LENb MUHUMKU3ALMM CUCTEMHBLIX PUCKOB U PUCKOB NS NauWeHToB?

Mpumep — O6e komnaHuu, Magna u Parva, oco3Harom a)XHOCMb OCYyWeCcmesieHusi cucmemMamuyeckol
dessmenbHOCMU M0 MeHedKMeHmYy pucka Ha NPOoMsIKeHUU 8ceao Xu3HeHHozo yukna MNokMU. B komnavuu Magna
umeemcs crneyuansHell omadesn, compydHUKU KOMOPO20 0Mmeeyarom 3a mo, Ymo puck npodykma Haxodumcs Ha
donycmuMoM ypoeHe, 8KITH0Yasi paccMompeHue criy4yaes npu4yuHeHust epeda nayuenmy. Parva esi6pana eapu-
aHm obyyeHusi ceoux pazpabomuukoe MOkMHW memodam meHedxmMeHma pucka, u, o6nadas nony4YeHHbLIMU 3Ha-
HusiMu, 3mu pa3pabomyuku o6wumu ycunusmu obecneyusarom HaxoxdeHue pucka npodykma Ha donycmumMom
YPO8He, BK/HOYass pacCMOmMpeHue ciiy4aee npu4uHeHust epeda nayuenmy. O6a ebiwieyka3aHHbIX nodxoda npeod-
cmaensirom coboli crnocobkl ocyuiecmeneHusst Heobxodumol dessmensHOCMU 0 MeHedXXMeHmy pucka.

6.3 YnpaBneHue goKyMeHTaLuuen U 3anucamm

6.3.1 KoHuenuuun, npeacTaBrneHHble B AaHHOM noJpasfene, OTHOCATCS K TpeboBaHUAM, YCTaHOBMEH-
HbIM B modpa3zdene 4.2 TOCT ISO 13485—2017.

6.3.2 3anucuK Ucnonb3yT ANA NpeoCcTaBNeHWs CBUAETENLCTB AOCTVKEHUS pe3ynsTaToB UMM OCYLLECT-
BMEeHWUs OeATENLHOCTMW, BbIMOMHEHHbIX B pamkax CMK unu npoueccoB xuaHeHHoro uukna MNOkMW (3anucn
MOryT 6biTb B ByMaKHOM WNW 3NEKTPOHHOM BUAE). YNpaBneHue OOKYMeHTauuen U 3anucaAMU NoMoraeT B
pa3zbACHEHUU U COXPAHEHWM NOTMYEeCcKOro 0BOCHOBAHWS TOro, NOYEMY DbINKU NPUHATHLI T€ UMK UHBIE KOHKPET-
Hble pelueHust, HanpuMep cBsdaHHbie ¢ 6e30MNacHOCTLI0 NALMEHTOB UM MEHEMXMEHTOM pUcKa.

3anucu, co3gaHHble NS AeMOHCTpauun cooTBeTcTBUA TpeboBaHusam CMK, cnegyet Hagnexawmm ob-
pa3oM MAeHTUULUPOBATh, XpaHUTh, 3aLLMLLATE U COXPAHATL B TEYEHWE YCTAHORMEHHOTO Nepuoja BpeMeHN.
Cnepywolwme BUObl OeATENLHOCTU ABMAKTCA NpUMepaMu cnocoboB ynpaBneHus v BedeHWsi COOTBETCTBYH-
wen gokymeHTauum CMK:

- aHanua n ogobpeHre OJOKYMEHTOB Nepes UX NpUMEHEeHUEM B OpraHU3aLuu;

- obecneyeHue OOCTYMNHOCTU aKTyamnbHbIX BEPCUA MPUMEHMMBIX JOKYMEHTOB B MECTaX MCMOMNb30BaHUA
C Lenbio NpefoTBpalleHns NPUMEeHEHUS YCTapeBLUIMX JOKYMEHTOB;

- COXpaHeHWe ycTapeBLUen JOKYMEHTALMN B TEHEHWE YCTAaHOBMNEHHOIO CPOKa;

- yrnpaeneHwe OOKYMEHTaLMen C Lenbi 3aluTbl OT HECAHKLMOHWPOBAHHbIX UMW HENpegHaMEepPEeHHbIX
N3MEHEHUN;

- nogaepxaHue n obHOBNEHWe OOKyMeHTaUuMW AN BCEX NPOLEecCcoB xu3HeHHoro yukna NMOokMN.
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Mpumep — KomnaHusam Magna u Parva eaxHo ocyuwlecmename ynpaesieHue dokymeHmayuei Ha npoms-
JKEeHUU ece20 XU3HeHHo20 yukna MOkMH. JokyMeHmupoesaHue sefsiemcs ocHoaoll o6ecnevyeHus npocrexusae-
mMocmu, eduHoobpa3sus, eocnpouszeodumMocmu U HadexxHocmu 8 npoexkmax coadaHus NOkMW. KomnaHus Magna
ucnosib3yem ycmaHoeseHHbIe Mpoyecchbl U Memodbl OOKYMEeHmMUpPOo8aHUsl, eKsiroHaroujue Ucnoib3oeaHue 3a-
Kynaemoz20 npoz2paMMHO20 npodykma no ynpaeneHuro mpebosaHUsMU Ha NMPOMsXeHUU 8cex Mpouyeccoe Xus3-
HeHHo20 yukna INMOkMW. KomnaHus Parva modughuyupoeaeana cobcmeeHHoe npozpaMMHoe obecrnevyeHue rno
ynpasneHur UcXoOHbIM KOOOM makumM obpa3oM, 4mo Moxem ynpaensmbs GOKyMeHmauyuel coomeemcmeyio-
wum obpasom.

6.4 YnpaBneHue U MeHeAXMeHT KoHdUrypauuu

6.4.1 KoHuenuuuv, npenctaBneHHbIe B JAHHOM noapasgene, oTHOCATCS K TpeboBaHMAM, yCTaHOBMNEH-
HbiM B 4.2.4, 4.2.5,7.3.9, 7.5.1, 7.5.8 u 7.5.9 TOCT ISO 13485—2017.

6.4.2 YnpaBneHue B OTHOLLUEHWM COCTABHbIX YacTel KOHGuUrypauum (BKNYas MCXOAHbINA KO, BbIMYCKM,
OOKYMEHThI, MporpaMMHble CpefcTBa U T. A.) Heobxoaumo AN noagepXaHwust LeNoCTHOCTH U NpocnexuBae-
MOCTM KOH(UTypaL KM Ha NPOTSIKEHMW BCEro Xu3HeHHoro uukna NOkMW. Cuctematnyeckoe AOKYMEHTUPOBA-
Hue paboT no npoekTupoBaHuto 1 paspaboTtke NMOKMW, BkNoYas HAAEXHBIA U OOKYMEHTUPOBAHHLIN NPOLUECcC
yrnpaBneHnsi KOHpUrypaumen 1 M3MeHEHUAMUN, SIBNAETCA HEOOXO0AMMbBIM ANA NOEHTUMUKALWKN €r0 COCTaBHbIX
yacTen, NpegoCcTaBNeHUs UCTOPUN BHECEHHLIX B HEro U3MeHeHWi, a Takke ansa obecnevyeHWs BO3MOXKHO-
CTW BOCCTaHOBMNEHWS/BOCCO30aHUA NPOLUNbIX BEPCUA NporpaMmMHoro obecneveHus (T. €. NPOCNeXMBaeMoCcTH
MOkMW). KoHdurypauma — 3To BaxkHbI hakTop, obecneyvBaoLwnii NpaBUbHYO YCTAHOBKY M MHTErpaLuio
MOKMW B knMMHMYeCKytO cpedy NpuMeHeHus. [laHHasa MHopMauus No3BoNnsAeT NonbL30BaTensM NpUHATE pe-
LWeHWe, HanpuMMep, 0 BO3MOXHOCTU ucnonb3oBaHusa NOkMW ¢ nmerowmmcs obopyaoBaHUeEM U CETAMM, He-
06xoouMo Ny ycTaHaBnNuBaTh pasnuyHbie npoueaypbl U 0bydyeHne unu npuobpetats HoBoe obopynoBaHuWe.

Mpwu ocywecTBneHMn MeHegkmMeHTa koHdurypauuu NMOKMW obbluHO MCNONB3YHT NPOrpaMMHbIe Cpef-
CTBa ONs YNpaeBneHWsl UCXOOHbIM KOOOM, BbINyCcKamu, JOKYMEHTaMW, BHeAPEHWEM, 0BCcnyXuBaHMeM u T. 0.
[eAtenbHOCTb MO MEHEIKMEHTY KOHUrypauumn 1 ero crnoxHocTb ByaeT Bo3pacTaTb, ecrnv npegnonaraeTcs
BLICOKas CTeneHb HEOOQHOPOO4HOCTU cpefbl MPUMEHEHUS, B KOTopoi ByaeT gyHkunoHupoBaTk NOKMU.

Mpumep — B komnaHusx Magna u Parva 4emko noHUMarom 8aXHocme dessmensHOCMU 10 MeHedKMeHmy
koHgpuzypayuu. B o6oux cnyqasax onpedenieHHbIe NonkL308ameniu Mmozym nonayyums docmyn k MOkMU ¢ nomo-
Wb HecKoNbKux ycmpolcme (Hanpumep, cmapmgbona, K u nnaHwema), kaxdoe u3 komopbix mpebGyem onpe-
deneHHbIX KOHGuU2ypayull U onmuMu3ayuu nofs3oeamenbcko2o uHmepgetca. [lompe6Hocme docmyna ¢ He-
CKOJIbKUX ycmpolicme ycunusaem 3Ha4YuMoCmb HadeXHo20 U OKYyMeHmMuUpPo8aHHO20 npouyecca MeHedXMeHma
KOHGhuzypayuu Ons obecrnedyeHust UesOCMHOCIMU U NPOCeXU8aeMOCMuU Pa3nuyHbIx KOHguzypayuli 8 pa3HbIx
npodyKkmoebix JTuHelKax.

6.5 MSMEPEHME, aHanun3 U ynydueHue npoueccoB U NpoayKToOB

6.5.1 KoHuenuuu, npeacTaBneHHbIE B JAHHOM nofapasfene, oTHOCATCS K TpeboBaHUAM, YCTaHOBMEH-
HbIMB 7.2.3, 7.3.9u 7.5.1, 8.1, 8.2, 8.3, 8.4 TOCT ISO 13485—2017.

6.5.2 NamepeHne XxapakTepuUCTUK KayecTBa NMPOrpaMMHbIX MPOLYKTOB U MPOLIECCOB WCMOMb3yT OIS
yrpaBneHus U ynydlleHnsa npoLeccoB CO34aHWs U NPUMEHEeHUs NpoAayKToB. M3MepeHue rmaeBHbIX nokasa-
Tenen, 4acTo CBA3aHHbIX C BOMPOCAMW PUCKA, MOXET NMOMOYb B onpedeneHun mep, Heobxoaumblx ansa obe-
crne4veHua beszonacHocTn 1 pesynsratneHocTv NMOKMW. MNocTnpogaxkHoe HabnaeHWe, BKNKOYAA MOHUTOPUHT,
M3MepeHne U aHann3 XxapakTepucTUK KayecTBa, MOXeT BKNHOYaTb PErMCTPaLMIo U aHanu3 npeTeH3ni, pelle-
HWE TEXHWYECKUX BOMPOCOB, YCTAHOBNEHUS MPWYUH BO3HMKHOBEHWA Npobnem n aeATenbHOCTW no cbopy u
aHanuay 3HauyMMbIX XapakTepUCTUK KavyecTBa pa3zpaboTaHHbIX NpoayKToB. [poBegeHne MOHUTOPUWHIA BbIMOI-
HeHWs NpoLieccoB B oTHowweHuu NOKMW camo no cebe He obecneynT XOpOoLLUIA NPOrpaMMHLIA NPOAYKT, TAKKE
Kak NpoBefeHne MOHUTOpWUra KadyecTBa NporpaMMHOro obecnevyeHus He CBUAETENbCTBYET O TOM, YTO LEMNK
npoLecca AOCTUrHYThl. ACNEKTLI, ABNSALMECS CYLLeCTBEHHLIMU ANA U3MEPEHUS, aHanuaa 1 yny4dlieHus npo-
ueccoe n npogyktoe NMNOkMU:

- aHanua JaHHbIX, Takux Kak xanobbl noTpebutenei (nonb3oBarteneit), oT4eTsl 0 Npobnemax u cbosx,
HecoOoTBEeTCTBMA TpeboBaHUAM K NPOAYKTY, OTYEThI N0 OBCNYXMBAHWIO M TEHAEHLMWN NPOLIECCOB M MPOAYKTOB,
cnegyeTt MCNonb3oBaTh AndA oueHky kadectsa [NOkMW n kavectBa npoueccoB xu3HeHHoro umukna MOkMA.
»Kanobbl nonb3oBaTene MOryT ABNSATLCA OCHOBHBIM MCTOMHUKOM JaHHBIX O KAYeCTBE, KOTOpble OpraHu3aums
OOM¥Ha aHanu3anpoBaTh;
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- aHanu3 OaHHbIX O HenpaBWITbHOM BbIMONHEHWW NpPoLecca UMW AaHHbIX 0 HecooTBeTcTBUKM MMOKMIA
YCTaHOBMNEHHLIM TpeboBaHUSAM (T. €. Korga cyllecTBYeT HECOOTBETCTBYHLUWIA NPOLIECC UMK NPOAYKT), YTO MO-
XeT NpUBECTU K HEOBXOAMMOCTU B NPOBEAEHWU KOPPEKLMWIA U KOPPEKTUPYIOLLUX OeNCTBUIA, HanpaeneHHbIX Ha
yCTpaHeHne Npu4MH HECOOTBETCTBUM;

- BbISIBNEHWE MOTEHLUManbHOro HECOOTBETCTBUS, KOTOPOE MOXET NoBnevbs paspaboTky npenynpexna-
HOLWMUX JENCTBUIA C Lenblo NpeaoTBpalleHns ero BO3HMKHOBEHWUS, HAaNnpuMep cneuuanbHble 3aluTHble Mepbl
N 3MEHeHWe NpoLecca;

- OelCTBUSA, NpeanpuHUMaeMble Ans YyCTpaHeHusa npuynH HecooTeeTcTBUiA NOKMW, a Take gencTBus
no yCTpaHeHWo NoTeHUManbHbIX HecooTBeTcTBUN MOKMW, nomkHbl BbITh BEpUMULMPOBAHEI (MNK BANWANPO-
BaHbl) Ao Bbinycka [MOkMW B obpalyeHne n npoaHanuM3nMpoBaHbl Ha NpegMeT pesynsTaTMBHOCTH;

- OMbIT, NOMAYYEeHHbIA UCX0OS U3 aHanuM3a npejlecTBYOWMX NPOEKTOB, BKMOYasa pe3ynsraThl BHYTPEH-
HUX UMK BHELIHWX ayguTOB MPOLECcCoB Xu3HeHHoro uukna NMOkMW, moxeT BbiTe NCNONb30BaH ANs MOBbILLE-
HUA 6e30NacHOCTK, pe3ynbLTaTMBHOCTU U pyHKUMoHanbLHocTH NMOKMUA.

Mpumep — Komnanuu Magna u Parva pazpabamsigearom HO8YH0 ycoeeplleHcmeoeaHHyo eepcuro ux MNMOk-
MH. ¥ komnanHuu Magna ecmb cneyuansHbil Hezasucumsill omden, ezaumodelicmyrowjuil ¢ omdenamu npodax,
MapkemuHaa u paspabomkol npodykmoe, ¢ yenbo oguyuanibHo20 uccnedoeaHuss kKpynHolu 6a3bl ee 3akasquka
u nonyyYyeHus nodpobHol uHgopmMayuu o yHKyuoHUposaHuu npodykma. KomnaHusa Parva npuanauwiaem He-
CKONbKO nepebix nompebumeneli u 3akazdyukoe NMOkMHW e ochuc dna npoeedeHuss obecyxdeHUs U NOAyYeHus
o6pamuoli cesazu. 06e koMNaHUU maKxe UCMOMb3YIom eCMPOeHHbLIe aHanumuYyeckue cpedcmea 015 NoNyYeHus
OJaHHbLIX 0 eocnpusmuu nompebumenamu coomeemcmeyroujux npodykmoe. OHU MakKe pez2ysIAPHO paccMa-
mpuearom u aHanu3upyrom npemeH3uU nompebumenel ¢ yenbro onpedeneHuss meHOeHUUll U MomeHyuanbHbIX
30H OnA ycoeeplieHcmeosaHus. Ha ocHoee usyyeHust OaHHbIX Pas3nu4yHbIX UCMOYHUKOE o6e KoMnaHuuU pelarom
obujue eonpockl, MoJIyYeHHbIe Mo obpamHoll cesasu ¢ nompebumenamu, eKoYas Hoeble/0B6HOBIeHHbIe KITUHU-
Yeckue GaHHbIe.

6.6 yl'lpaBJ'IEHVIE npoueccamu, geAaATeNIbHOCTLH U NPOAYKTaAMW, NnepefaHHbBIMW Ha ayTCOPCUHT

6.6.7 KoHuenuun, npeacTaBneHHble B AaHHOM noApasferne, oTHocATca K TpeboBaHWsM, ycTaHOBMNEH-
HeIM B 7.4, 7.4.1, 7.4.3, 7.4.2u 8.5.1 TOCT ISO 13485—2017.

6.6.2 OpraHuaaumsa MOXET MPUHATbL pelleHue O nepenaqe Ha ayTCOPCUHT pas3nuyHblX YacTeW CBOEro
npouecca pa3paboTku NOKMW vnv nHoW AeATenbHOCTH, OCHOBLIBAsICh HA CBOMX BHYTPEHHWUX CUMbHbLIX CTO-
pOHax W KoMmneTeHumax. AHanormyHbiM obpa3om opraHvsauus MoxeT NpuobpecTu roTOBbIA KOMMEPYECKUIA
npoaykt (COTS) unu gpyrown NMOkMW ansa nHterpaumm B cobctBeHHbin NMOKMIW. B o6oux cnyyasx noHMMaHue,
nogaepXaHve ynpasneHus U obpalleHue ¢ pesynsrataMy Takvx ayTCOPCMHIOBbLIX MPOLECCOB AeATENbHOCTH
1N npodykToB Heobxogumo ansa obecnedyeHus B6esonacHocTy K pesynbsratnBHocTy MOKMU.

OpraHun3auma MOXeT, HanpuMmep, nepegaTtk OPYror OpraHvM3auuy OeATenbHOCTb Mo NoAAEepKKe noTpe-
BuTenei nnv NpyMeNeYb TPETb0 CTOPOHY ANsl pa3paboTku KOHKpeTHOoro NnporpaMmHoro brioka. Kak npu no6oin
cTpaTervy ayTcopcuHra, crneayeT BKMovaTh B YCNOBMSA JOrOBOPOB pasfensl, obecnevnBalolie YBEPeHHOCTb
B Ka4eCcTBe npefocTaBnsaembiX YCnyr v NpoAyKTOB ANS YNPaBneHWs NN CHWXXEHUS] PUCKa B OTHOLLEHWW nauu-
eHTa NocpeacTBOM:

- MOHUMaHWS BO3MOXHOCTEN N KOMNETEHTHOCTM NOTEeHUMaNbHbIX MOCTaBLMKOB ayTCOPCHHTa;

- YeTKOro onpegeneHvs porv U OTBETCTBEHHOCTN MOCTABLUMKOB ayTCOPCUHTa,;

- TwaTenbHOro onpeaenexHusa TpeboBaHuii K Ka4eCcTBY ANS ayTCOPCUHIOBLIX MPOLECCOB, AeATENBHOCTH
VN NpoaykKTa;

- MpeaBapuTENbHOIO YCTaHOBEHWUA KPUTEPUEB PACCMOTPEHMS U aHanuaa nocTaenseMbiX pesynsraToB
ayTCOPCWHra, YacToTbl MPOMEXYTOYHbIX MHCMNEKUMA U COOTBETCTBYHOLLMX ayaUTOB MOCTaBLUMKA,;

- BblDOpa 1 OLEHMBaHWSA COOTBETCTBYIOLLENO NOCTABLLMKA ayTCOPCUHra C Lenbio obecneveHus besonac-
HOCTW 1 pe3ynsTatuBHOCTK cBoero NOkMIA.

Mpw NNaHMpoBaHWK 3aKyMKK C Lienblo MHTerpaumy B cobcteeHHbid NOKMIW koMmepyeckoro nporpamm-
Horo npoaykTa (COTS) unu ctopoHHero NOKMIA HeobxoguMo yunTeIBaTE CriefyLme coobpaxeHus:

- NMOHUMaHWe BO3MOXHOCTEW W OrPaHMYEHUn KOMMEPYECKMX NMPOrpaMMHbIX NMPOAYKTOB MOXET Crnocob-
CTBOBaTkL Bonee YETKOMY NOHWMAaHWIO CBA3aHHbIX PUCKOB, BEIOBOPY NPOEKTHOrO pelueHnsi, onpedeneHuno Mac-
wraba geaTenbHOCTH No BepuduKaumMm n sBanugaunm, Heobxogumeix gns NMOkMW;

- Npy BbIbOpe KOMMEPYECKOro MPOrpaMMHOro NpoAaykTa W BbISBMEHWMU €ro NoTeHUuManbHoro Bo3gew-
CTBMS Ha MpoLecchl n geatensHocTe B pamkax CMK opraHnsauum kpaiHe BaXHO MOHMMaHWe Npoueccos/Me-
TOAOB/4ACTOThI, MCMOMbL3YeMbIX N3rOTOBUTENIEM KOMMEPYEeCcKOro nMporpaMmHOro npodykra Ans obHoBneHus),
paclUMpeHnsa UMK BHECEHWS UCMPaBMEHUA B CBOW NMPOAYKTHI.

8
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Mpumep — Komnanuu Magna u Parva ucmopu4ecKu UCIofb3068anu OMKpbIMbI UCXO0O0HLII KOO unu opy-
200l KOO KOMMepYeCcKUX Mpo2paMMHbIX MPOJdyKMoe Kak Yacme paspabomku npodykma. B npouecce paspabomku
TMOKkMU Ons obeux komraHull 6b110 8aXHbIM Hadnexaujum obpazom NpoeepuMb U OUeHUMb UHMez2payuro om-
KPbIMo20 UcX00Ho20 Koda uu Koda KOMMePYeCKUX MpozpaMMHbIx npodykmos. Mpu yenecoobpazHocmu mak-
e crnedyem ohuyuanbHO oyeHuUsamb, GoKyMeHmMupoeams U nepuoduyecku nposodums ayoum nocmaeujukos
dns obecnevyeHus coomeemcmeus mpeboeaHusm CMK o6eux komnaHuil. Komnanuu Magna u Parva makxe He-
cym omeemcmeeHHOCMb 3a MOHUMOPUH2 U yripassieHue NomeHyuanbHbIMU deghekmamu e KoMMepYecKUX rnpo-
2paMMHbIX npodykmax. QaHHbie Oeghekmbsl Mo2ym criocobcmeogams yeemuYeHUH CO80KYyMHO20 pucka MOxkMH
u npedcmaenams y2po3y 0ns 6onee KpynHol cucmeMsl, 8 komopol Haxodumcs NMOkMHU. Hezagucumo om muna
ucnosib3yeMoz2o koda u om moz2o, kmo e2o npedocmaeun, Magna u Parva omeevarom 3a 6e3onacHocms U (PyHK-
yuoHanbHocme ux [MOkKMH.

7 NMpouecchbl cO3aaHUA U NPUMEHEHUS

B paHHOM pasfene HacTOALWEro ctaHgapTa pacCMOTPEHbl KMYeBble MPOLEecChl XWU3HEeHHOro LMKMa,
a TakkKe CBA3aHHble BUAbI OESATENbLHOCTW, KOTOPbIE AOMKHbI BblTh YCTAHOBMEHbI B OpraHW3aumsax — UaroTo-
BuTenax MOkMW. HanBonee 3HauMMbIMK acnekTamu OMs KaXOoro BuAa OeATeNnbHOCTU, KOTOPLIE AO0MKHbI
NMPUMEHATLCA BO BCEX NpoLeccax co3gaHma u npumeHeHunsa NOkMIA, asnaoTesa npouecchk! Nogaep)KaHna Kus-
HEHHOro LWKNa, M3NoXeHHble B pasaene 6.

7.1 YnpaBneHune Tpe6oBaHUAMM

7.1.1 KoHuenuuu, npefcTaBneHHble B 4aHHOM Mogpa3sfene, oTHOCATCA K TpeboBaHWSAM, YCTaHOBMEH-
HelM B 4.2, 7.2.1, 7.2.2, 7.2.3 u 7.1, nepeducneHue d) FTOCT ISO 13485—2017.

7.1.2 PaspaboTka Hagnexauwux TpebosaHuin nomoraet obecnedynts cooteetcTBne NOKMW notpebHo-
CTSIM MONb30BaTenei U NaUMeHTOB, a Takke CoLManbHO-TEXHUYECKUM ycrnoBusaM. KnuHnueckue notpebHoCTU
OOMKHBI BbITE YETKO ChOPMYNMpPOBaHLI, a TpeboBaHWUA — W3MOXKEHbLl B COOTBETCTBUM C MPeayCMOTPEHHbIM
npumeHeHvem NOkMW. PaspaboTtka TpeboBaHuWin Takke ABNAETCA NMPOLLECCOM, KOTOPbIA TpebyeT 4eTKoro u
YyacTo NOBTOPALLErocsa guanora ¢ notTpedbutenaMmn ons noHUMMaHusa notpebHocTen nonb3oeaTenei. Motpeb-
HOCTW MOnb30oBaTenen nanee NnpeobpasyTcs opraHM3aunen B KOHKpeTHble TpeboBaHus. [JomkHeIM 06pa3om
OOKYMEHTUPOBaHHbIe TpeboBaHWs MOryT CTaTb OCHOBOW AN MPOBEAEHMWA TecTMpoBaHuAa Ha Bonee nosgHen
cTaguu uukna paspabotku. CyLecTBYOT U OpYyrMe UCTOYHUKI AN YCTAaHOBMNEHWA TpeboBaHWI, KOTOpbIe MOryT
BKMOYATHL perynupyrolyne TpeboBaHUA Unu He onpeaeneHHbie noTpebutenem yHKLUOHaNbHbIe TpeboBaHMS.

7.1.3 Bonpocbl 6e30nNacHOCTU NauueHTa v ycroBus cpefbl MPUMEHEeHUA

MOkMW moxeT ObITe NpeaHa3Ha4YeHo A8 UCNONb30BaHWA B pa3nNUYHOW cpeae NpMMeEHEeHUs, HanpumMep
B MedMLUWHCKOW opraHu3auum unv B AoMallHUX ycroBusx. Micxoasa U3 atoro B gononHeHue K OyHKUMOoHanb-
HbIM TpeboBaHWAM y4MThLIBAOT TpeboBaHWs, BKOYaOLMe BONpockl 6e30nacHOCT nauMeHTa unm nonbL3oBa-
Tensa. HekoTopkble TpeboBaHWs ABMNAKTCA pe3ynsLTaToM Npolecca MeHeIKMeHTa puUcka, BbipabaTbiBatoLLero
Te Mepbl OTHOCUTENBHO CHWBKEHUS TSKECTU BO3MOXHOTO Bpeda nauMeHTam M nonb3oBaTensiM, KoTopbie B
AanbHellwemM CTaHOBATCA YacTblo TpeboBaHui. Takke HeobXxoauMmo OONONHUTENbHO paccMOTpeThb LenocT-
HOCTb OaHHbIX, ucrnoneayembix B MOKMW, yTo mMoXeT npuBecTM K yCTaHOBMNEHWUO 0CcOoObIX TpeboBaHUK Mo
obecneyeHuno X 3alULLEHHOCTU U NPeaoTBPaLleHU0 NOTEPU UM UCKaXeHUs KOHMMAeHUMANbHbIX AaHHbIX.

Tpeboearna k NOKMIW yacTo gomKHbI cogepKaTh AONOMHUTENbHbIE U cneunanbHble TpeboBaHWs K Bbl-
NOMHEHWIO OBHOBMEHUN, YYUTBIBAKOLLKMX MOTEHUWanbHble BO3OENCTBUA Ha nepudepuiiHbie KOMMOHEHTbI CU-
CTEMbI, a TAKXKe COOTBETCTBYHLLWE YBEOOMIEHUS U Mepbl MO KOOpPAUHALWUK C NoTpebutenem.

7.1.4 Bonpocbl TEXHONOIMYECKOTO U CUCTEMHOIO OKPYIKEHUSA

MOkMW 3auactyw paboTaeT Ha HazoBoi nNnatcopmMe W onepalMoHHON CUCTEME TpPeTbel CTOPOHHI,
OYHKLMOHANBHOCTL KOTOPLIX HEOOXOAUMO paccMaTpuBaTh Kak YacTe TpeGoBaHuii, T. K. nnatgopMel U onepa-
LWOHHbIE CUCTEMBI MOTYT ObiTb MOTEHUMANBHBIMW UCTOYHUKAMK Bpeaa.

[na ycTaHOBNEHWs HEKOTOpLIX TpeboBaHW MOXEeT NoHafobUTLCA BhbIABMEHUE HedyHKUMOHAMNbHLIX
CTOPOH CUCTEMbI, HanpuMmep: CBA3aHHbIX C 0BcnyXMBaHWeM MnuM paboTol annapaTHbIX CPeACTB, Ha KOTO-
pbix ycTaHoBneHo MOkMW, unu cpencTs cea3u/ceTeil ¢ Bonee LWMPOKUM OKpyKeHeM. TpeboBaHua OOMKHEI
ObITb YCTAHOBNEHBLI COBMECTHO C YYaCTHMKamu npouecca npumeneHnst NOKMW (nauneHTamum, MeQULMHCKUMN
crneuvanMcTaMu, KOHEeYHbIMW Nonb3oBaTtenamn U T. 4.). TpeboaHusa k NMOKMW moryT nepecmaTtpuBaTbCa No
Mepe bonee rmyboKoro NOHUMaHUA paspaboTymkom yHKLUoHUpoBaHUsa NMOKMW B KNMHUYECKOM OKpYKeHUM
n ocobeHHocTen npumeHeHust NMOKMW notpebutenem. Crieqyet npuMeHaTb K pa3paboTke U TeCTUPOBAHMIO
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MNokMKH NMPUHUUNBI NPOEKTUPOBaHUA C YyHETOM SKCI'IJ'IyaTaU,MOHHOﬁ NMPUrogHoCTK C Uenbio obecnevyeHunsn Han-
nexaujero l'IpEOﬁpaSOBaHVIFl TPESOBEHMF‘I BO BXOOHble AaHHble NMPOEeKTUPOBaHWA.

7.2 NpoekTUpoBaHue (GU3anH)

7.2.1 KoHuenuuun, npeacTtaBneHHble B AaHHOM Mogpasfene, OTHOCATCA K TpeboBaHUSIM, yCTaHOBMEH-
HbIM B 7.3, 7.3.3, 7.3.4, 7.3.5, 7.3.9 u 7.3.2, nepequcnerue b) FOCT ISO 13485—2017.

7.2.2 Llenbio oeATenbHOCTM MO NPOEKTUPOBaHUIO ABNAETCH OnpefeneHne apxXuTekTypbl, KOMMNOHEHTOB
1 MHTepdeNCcoB NPOrpaMMHOM CUCTEMbI Ha OCHOBe TpeboBaHW nonb3oBaTensa u Nbbix Opyrux QyHKLMO-
HanbHbIX TpeboBaHW B COOTBETCTBUM C NPELYCMOTPEHHLIM npumeHeHnem NMOKMW u paznuyHbIMKN yCcnoBus-
MW MpefycMOTPEHHON cpefbl NPUMEHEHNA (KMMHMYECKOro 1 B AoMallHuX ycnoBusx). OpraHusayum cnegyet
ONpefenaTb apxXMTeKTypy, BKIOYAA 3NeMeHThl, onpegensiiowue 6e30nacHoCTb, MHTepdenchl Mexay KOM-
NOHeHTaMu (M NMBLIMKU BHELWHWMW 3NIEMEHTaMU) U COCTaBWUTbL NOAPODHOE ONUCaHWE KaXOoro KOMMOHEeHTa
MOKMW Ha ocHOBaHMW BbISBNEHHbLIX TpeboBaHWA.

OAHUM U3 KITKYEBbIX aCNeKTOB NpoLecca NPOeKTUPOBaHUA ABNSAETCA NPUHATUE KOHKPETHOTO NPOEKTHO-
ro peLueHus, SBNAKLLErocs onTMMansHOW U TLaTeNbHO ONUCAHHOW (HanpuMMep, OTPaXEHHOTO B TEXHUYECKUX
TpeboBaHMAX K NporpammMHoMy obecnevyeHunto) NorM4eckon CTPYKTYpow, koTopas Hanbonee oTeedaeT noTpeb-
HOCTAIM MoNnb30oBaTenei, a Takke obecneynBaeT Opyrve NpoLUecchl U AesiTENbHOCTL B pamMKax XW3HEHHOro
uumkna (Hanpumep, paspaboTtka, Bepudukaumsa U Banuaauus, 6e3onacHoe BHeOpPEeHUE U TEXHUYEcKas noa-
aepxka NOkMMW).

Co3spaHue kayectBeHHoro NMOKMW HeBo3amokHO Be3 oueHKkM 6e30NacHOCTU 1 3aLUULLEHHOCTM Ha KaX a0
CTaaunK XN3HEHHOTO LKMKNa NPoAyKTa. Yrpo3bl B OTHOLIEHWUM 3aLLMLLEHHOCTU U UX MNOTEHUMAaNbHOE BNUSHUE Ha
Bbe3onacHOCTb NaLWEHTOB cneayeT paccMaTpyMBaTh Kak BO3MOXHOE BO3AENCTBME HA CUCTEMY BO BCEX BMAAX
OeATenbHOCTU B pamkax XuaHeHHoro uukna MNOkMW. PesynstatoM NpoekTUPOBAHUSA OOMKHA ABNATLCA Ta
cucTtema, KoTopas:

- obecne4mBaeT 6e30NaCHOCTb NALMEHTOB, KOH(UOEHUMANBHOCTL, JOCTYNMHOCTb W LENOCTHOCTb KPUTK-
YecKn 3HaYUMbIX PYHKUUA U OaHHBIX;

- yCTOW4YMBA K NpefHaMepeHHbIM U HenpeaHaMepeHHbIM yrpo3am;

- ABMNSETCH OTKAa30yCTOMYMBOW M BOCCTaHaBNMBAaeMoON A0 Be30MacHOro COCTOAHWUS NPU HaNU4MM aTaku.

7.2.3 Bonpockl 6ezonacHoCTU NaLMeHTa M YCNOBUA cpefbl NPUMeHeHUs

MpW NpOEKTUPOBaHUU JOMKHbLI ObITh YYTEHbl YCNOBUS cpefbl NPUMEHEHNA U Haubonee 3HavyMMble 06-
CTOATeNbCTBA, Hanpumep NpUMEeHeHWe B JOMAaLUHUX YCNOBUAX, B MEOUUMHCKON OpraHM3aumnn y KkposaTtu na-
LuMeHTa, B kKabuHeTe Bpaya UNu B WHbIX YCMOBUAX, a TAKKe MONb3oBaTenu (Hanpumep, nauneHThbl, Bpadun u
Apyrue nuua, KoTopble MOryT B3auMoOencTBoBaTk, Unu ncnonsdosats NMOkMW). MoeHTUdMLMPOBaHHBLIE KNK-
HUYECKNEe PUCKWN OOIMKHbI ABNATHCA BXOAHLIMM AAaHHBIMU ANSA NPOEKTUPOBaHUA.

7.2.4 Bonpocbl TEXHONOTM4YECKOro U CUCTEMHOIO OKpPYXeHUSA

ApxutekTtypa NMOKMW moxeT BbiTb OCHOBaHa Ha PUCK-OPMEHTMPOBAHHOM noAaxofe. [lefcTBMSA MO CHU-
XEHWIO PUCKOB MOTYT BKMOYAThb pasfeneHne cneyuanbHbiX OYHKUUIA Ha KOHKPETHbIE nporpamMmmHble 6rnoku,
KOTOpbIE M30MMPOBAHLI OT APYrUX NPOrpPaMMHbIX cOCTaBHbIX YacTei NMOKMW. JomkHbl 66T NpegycMoTpeHbl
COOTBETCTRYIOLLME CPEACTBA yNpaBreHusa Ansa obecneyeHns HaeKHOCTU B cryvyae HenpeaBuaeHHbIX 0OHOB-
nexHuin 6asoBoi NnaTopMbl.

MpoekT NMOKMW gonkeH yuynThIBATE WU BKMHOYATL OLLEHKY PUCKOB, CBSI3@HHbLIX C MPUMEHEHMEM UMK UHTE-
rpauven NnporpaMMHbIX COCTaBHbIX YacTen Unn MHAPaCTPYKTYpPbl C OrpaHUYeHHBIM UNW HEKOHTPONMUPYeMbIM
3HaHWEM BO3MOXHOCTEW M OrpaHUYEHWI, TakMX Kak ycTapeBLlee/yHacnefoBaHHOe nporpaMMHoe obecnevye-
HUWe, He[OKYMEHTUPOBAaHHbIE MHTepdeRChl NPUKNaAHOro NporpaMMUpoBaHns U MHdpacTpykTypa becnpoBoa-
HOW CETH.

Mpumep — B komnaHuu Magna eblOeneHa omdenbHas cmpykmypa eHympu ee omdena npo2paMMHO20
obecneyeHusi, No3eonsAUas pacnpedenums NpoekmMuposaHue pPasuYdHbIX NpozpaMMHBLIX COCMAasHbIX Yacmel
Ha HeCKOJILKO paboyux apynn. 3mu 2pynnbkl pabomarom napannensHo dpya ¢ dpyaom, ¢ obcyxdeHueM sonpocoe
COMPSXeHUs Npo2paMMHbLIX COCMAaeHbIX Yacmel, kak omdenbHo20 euda desmenbLHOCMU € 3apaHee onpede-
JNeHHbIX MOYKax Ha amarne npoekmupoeaHus. KomnaHus Parva ucnosb3yem 00Hy MHO20MPoguikHYyo paboyyro
2pynny 058 ebINoIHeHuUs NpoekmHskix pabom. KomnaHus paspabambsieaem ceoll NPoeKm YUKIuYHbLIM 06pa3om u
paccmMampueaem COMNpsPKeHUsl Npo2paMMHbLIX COCMaeHbIX Yyacmel Npu 3agepuwieHuU Kaxdol cmaduu npoekmu-
poeaHusn. Ob6e KOMMaHUU 3a8epuiarom CEOH MPOeKMHy desmenbLHOCMb Pe3yibMamueHbIM U yrpasiseMbim
criocobom.
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7.3 Pa3paboTka

7.3.1 KoHuenuuu, npefcTaBneHHble B 4aHHOM Mogpa3sfene, oTHOCATeA K TpeboBaHWAM, YCTaHOBMEH-
HeIM B 7.3, 7.3.3, 7.3.4, 7.3.5, 7.3.9 u 7.3.2 nepeyucneHue b) FOCT ISO 13485—2017.

7.3.2 [eaTenbHOCTb No pa3paboTke JOMmKHA OKa3bliBaTb BMSHWE HA NepecMoTp TpeboBaHUi, apXuTek-
Typbl, AeTanen NpoekTa (BKnovas onpeaeneHue MHTepdeca), METOA0B KOAUPOBAHUS W LWabnoHOB apXmMTek-
Typbl, M Npeobpa3oBaHNs UX B NPOrPaMMHbIE COCTABHbLIE YACTW C UEMbio MHTErpaumy AaHHbIX NMPOrpamMmMHbIX
cocTaBHbix yacten B [NOkMW. Pesynstatom pa3paboTku 06bI4HO ABNAKTCA NPOrpaMMHasi CocTaBHasi 4acTb,
cUcTemMa UNU NPOLYKT, KOTOPLIA YAOBNETBOPSAET YCTAHOBMNEHHBIM TPEDOBaHMAM, apXUTEKTYPE U AN3aNHY.

Hagnexauasn npaktvka pa3paboTku BKIMHOYAET COOTBETCTBYIOLLYIO AeATENbHOCTL MO NPOBEAEeHUI0 aHa-
nu3a (Hanpumep, aHanu3 Kofa, 3KCNepTHasA OLUeHKa, camooLeHka paspaboTymka) u cnegyeTt 3afaHHol cTpa-
Terum BHegpeHus (HanpuMep, co3gaHue HOBLIX, MPUOBpPEeTEHUE HOBLIX, MOBTOPHOE UCNOMNB30BaHME CYLLECTBY-
OLWMX 3neMeHToB). MiaMeHeHnsa npoekTa B pesynbTate NpoBeAeHUA aHanu3a unv npoaBuXeHnst paspaboTku
OOMKHbI BbITb COOTBETCTBYHOLWMM 06pa3oM 3adMKCUPOBaHbl U AOBeOEeHbl A0 CBEAEHMSA YNOMHOMOYEHHOro
nepcoHana. Wcnonb3oeaHwe KBanuULUMPOBAHHLIX aBTOMAaTU3WPOBAHHbLIX WHCTPYMEHTAMNbHbLIX CPEACTB M
nogaepxuBaroLLen MHPaCcTPYKTYpbl — CYLLECTBEHHAs COCTaBNAKLLasA B BONpoOcax ynpaeneHus KoHdpurypa-
unen n obecnevyeHns NPOCNEXXMBAeMOCTU K APYTMM BUaam AesTeNbHOCTM B paMKax NpPoLECCOB KU3HEHHOMO
uMKna.

Kpome Toro, oenatenbHOCTb Mo pa3paboTke MOXET BKIH4aTb:

- BbISIBMEHWE, aHanu3 1 OLEeHKY KpUTMyeckux obnacrten (Hanpumep, UCnonb3oBaHWe 1 pacrnpeneneHve
namsiTu, 3aBUCMMOCTb OT CBA3U, CKOPOCTb paboThl M pacCTaHOBKa NPUMOPUTETOB 3aaau);

- OLUEeHKY MmeTofoB Bepudukauumn gaHHeix (ana NOkMW ¢ dyHkunen BBoaa AaHHbIX) B 3aBUCUMOCTU OT
BNUAHWSA Ha noTpebuTens;

- yyeT TpeboBaHuin pa3paboTynka 6a3oBoN NNaTopMbl.

Mpumep — Kak dns komnanHuu Magna, mak u 0ns koMnaHuu Parva kodupoeaHue 3aHuMaem yeHmpasnbHoe
mecmo e co3daHuu npodykma ([MOkMH). Komnarnuss Magna npoeodum 3kcnepmHbie aHanu3bl K0oda ceoezo npo-
dykma, nnaHupysi nepuoduyeckoe nposedeHue IKCNepmMHol OUeHKU ¥ HECKOMbKUX MPpo2paMMuUcinos, Komopksie
HernocpedcmeeHHO He C8s13aHkl ¢ NposepsieMbIM KodoM. Y koMnaHuu Parva ecms monbKko 00uH pa3pabomyuk,
KOmMopkIll A81s€eMcs 3KcnepmomM & 8sibpaHHol UM onepayuoHHol cucmeme. KoMnaHust ucnonb3yem Memoduky
«[Juzaiin dns ydo6cmea ymeHus Kkoda», meMm caMbiM 10380/ NPO8OGUMb MPOBEPKy Koda ¢ Y/1eHOM KOMaHOblI,
KomopkIl He fAsnaemcs akcriepmomM. Takum o6pa3om ob6e komnaHuu docmuzarom ebinonHeHuss mpebosaHull K
domKHOMY nposedeHUr0 aHau3a npozpaMMHO20 koda u obecrneyeHuro He3agUCUMOCMU.

7.4 Bepudmkauusa n sanmaauus

7.4.1 KoHuenuuu, npefcTaBneHHble B AaHHOM nofpa3fene, OTHOCATCA K TpeboBaHWSAM, yCTaHOBRMEH-
HeIM B 7.3.6, 7.3.7 u 7.4.3 TOCT ISO 13485—2017.

7.4.2 eATensHOCTL MO BepumMKaLmMm u Banuaauny AomkHa bbiTe HanpaeneHa Ha KpUTUYHLIE AcMNeKThl
dyHkunoHmporaHua NMOKMW, a Takke Ha BnuaHue NMOKMW Ha Be3onacHocTb nauueHTa. [JedATenbHoOCTb MO
Bepudumkauumn (obecne4mBarLLan YBEPEHHOCTb B TOM, YTO A€ATENbLHOCTL MO NPOEKTUPOBaHNIO 1 pa3paboTke
Ha Kax[oM aTane pa3paboTku cOOTBETCTBYEeT TpeboBaHUsM) 1 Banuaaumm (obecnevmneatollast 060CHOBaHHYH
YBEPEHHOCTL B TOM, YTO MporpamMmHoe obecrnedyeHue COOTBETCTBYET MPedyCMOTPEHHOMY MPUMEHEHWID, MO-
TpebHOCTAM nonb3oBaTenein U PyHKUMoHanbHbIM TpeboBaHUsAM) ABNSAETCA HEOTHEMITEMOR YaCTbK NPOLIECCOB
co3naHua NOkMW. JeAaTenbHoCTe No BepudMKkaLMm U BanvaauMm obecnedynBaeT YeTKYyH peanuialuio Bcex
3MeMeHTOB NPOeKTUpoBaHus 1 paspabotku NOkMW, Bknovaa nobble M3MEHEHUS, BHECEHHLIE MPU TEXHUYe-
CKOW nopaepke, 0 YeM MMEKTCA COOTBETCTBYKLWMe 3anucu. OnpegeneHHbin HAbop BUMOOB AesATeNbHOCTH
BepudmMKaLMm U Banuaauun gomxkeH ObiTb cocpeqoTodeH Ha nHtepdeiice NOKMUM ¢ onepauMoOHHOR CUCTEMO,
CTOPOHHWMW KOMMOHEHTAMMW U C OPYTMMUW CBA3AHHBIMU C KOMMLKOTEPHBIM 000pYyA0BaAHUEM 3NEMEHTAMU.

7.4.3 Pasnu4Hble BUAbl AEATENbHOCTW MO BepudMKaLum U Banuaaunn MOryT BKAKYaTb UMM COCTOATb:

- W3 NoATBepXAEeHUs TOro, YTO 3NeMeHThl 6Be3onacHoCTU NnporpaMMHoro obecnedeHns paboTakT JOMmK-
HbIM 06pa3om (HanpuMep, 3MeMeHThl PUCcKa B OTHOLLUEHUMM BEe30NacHOCTU NauWeHTOB/KITMHUYECKOTO MCMNOorb-
30BaHMA U T. A.);

- nogTBepXAEHWsA OOMYCTUMOro Xxapakrepa BO3HWKHOBEHWS OTKasa, Hanpumep: nogTBepXAeHWe Cro-
cobHoctn MOKMW npogomkute paboTy B pexume orpaHMHYeHHOW (byHKUMOHanNbHOCTKU (aBapuiHo-Ge3onac-
HblA, aBAPUAHO-3aLLMLLEHHBIA UITM PEXUM C MOCTENEHHbIM YXyOLleHeM NapaMeTpoB);

- ydeTa pasfnuyHbIX rpynn nonb3oBartenen ansa obecneveHus Toro, 4yto NOKMW MoxeT 6bITb NPUMEHEHO
noabMKU pasnnuydHon aeMmorpad4eckon cpeasl;
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- yyeTa onepaTtvMBHOM COBMECTMMOCTW KOMMOHEHTOB WM COBMECTMMOCTU C Apyrumu nnatdopmamu/
yCTpoWcTBaMU/uHTEpdencammn u T. ., ¢ KotopbiMu paboTtaet NOkKMW.

7.4.4 Macwtab geatensHOCTM No Bepudmrkauum 1 Banngaumm 3aBucuT ot Tunoe puckos MOkMW, cea-
3aHHbIX C MPegyCMOTPEHHbIM NpuMeHeHnem. Cnegyet obecneynTb 4OCTATONHOE MOKPLITUE U MPOCNexXuBae-
MOCThb cpyHKUMIA NOKMW, cBA3aHHBIX C ONacHOCTSAMM. HeobxoouMo yunTbiBaTh NOKPLITUE NpefenbHbIX YC-
TNOBWIA U UCKIKOYEHUIA (YCTORYMBOCTL, HAarpy3o4yHoe TECTUPOBAHUE, 3aLUULLIEHHOCTb AaHHbIX, LUENOCTHOCTb U
HEeMNpPepbIBHOCTb AOCTYNHOCTH K doyHKUMoHany MOkMUN).

7.4.5 OpraHusauusa JoMmKHa OCYLLeCTBNATL aHanu3 BNUAHWUA BHeceHHbIX B [TOKMIW nameHeHun (perpec-
CUBHOE TecTupoBaHue) ons obecnedyeHus Toro, YTobbl OOHOBMEHUA HE HapyLwunu Be3onacHoCTb, pe3ynksra-
TUBHOCTb M (hyHKUMoHanbHocTb MOKMIA.

Mpumep — Kak dna komnaHuu Magna, mak u 6118 koMnaHuu Parva eaXHbl 30Ha NOKPLIMUSA mecmuposaHuem
U pezpeccueHoe mecmuposaHue. B komnaHuu Magna nnaHbl mecmupoeaHus U pez2peccuoHHoe mecmuposaHue
BbLINOIHAM UHXeHepbI-MecmuposWUKU  paMKax MOHUMOPUH2aa 30H nokpbimus. KomnaHusa Parva npuobpena
cpedcmea aeémoMamu3ayuu mecmupoeaHus, npedycMampusarouiue HernpepblieHoe MecmupoeaHue/KOMIMOHO-
60YHbIe UUKIIbI, KOHMPONUPYrOUUe MOKPLIMUe U pezpeccusHoe mecmuposaHue Ha Kaxool coxpaHeHHOU KoM-
noHoeke. [pu omcymecmeuu asmoMamu3sayuu HezasUcuMbIl paspabomyuk npozpaMMHo20 obecrnedYyeHus npo-
e0dum KoMMJekc pPy4YHo20 mecmupoeaHus Ao Kaxdozo esinycka. O6e komnaHuu docmuzarom Hadnexaujez2o
YPOEHSI NOKPLIMUS mecmuposaHueM ¢ Heobxo0duMbIM obecreyeHueM HezasUucUMocmu.

7.5 BHegpeHue

7.5.1 KoHuenuun, npeacraBneHHble B AaHHOM Mogpasfene, OTHOCATCA K TpeboBaHUSM, yCTaHOBMEH-
HbiM B 7.2.3, 7.5, 7.5.2, 7.5.3, 7.6.4 u 7.5.11 FOCT ISO 13485—2017.

7.5.2 [leaTenbHOCTb MO BHEOPEHUIO BKMKOYAET TakMe acnekThbl, Kak NocTaBKa, yCTaHOBKa, HAacTpoWKa 1
KOH(PUrypMpoBaHue, KoTopble obecneunBaroT ynpaBsnaemMoe U pesynsraTuBHoe pacnpegeneHue NOkMW no-
TpebuTtensam. HekoTopble acnekTel BHeOPEHUS MOryT ObiTh BbINMOMNHEHLI NPW pacnpefeneHun MHOroKpaTHO
(Hanpumep, peanu3aums oBHOBNEHWA UKW HAacTpowrka). B HekoTopbix cny4asix, ocobeHHo koraa MOkMW sB-
nsaetca 6onblWOW CUCTEMON UMK YaCTb KPYMHOW CUCTEMBI, BHEAPEHWE MOXET YYMTbIBaTh AEATENbHOCTE MO
B3aMMOAENCTBMI ¢ NoTpebutenamu (obyyeHne nonb3oBaTenei, MHCTPYKTaX U T. 4.).

7.5.3 eatenbHocTb no BHeapeHuto NOKMW B knMHMYeCKyo cpely MOXeT BKMNYaTh:

- onpegeneHwe BO3MOXHOCTU COBMECTUMOCTU ¢ nepudepuiHbIMU KOMAOHEHTaMK U PYHKLNOHAMNbHbI-
MW xapaktepuctukamu, ecnu NMOKMWM npegHasHayeHoO CTaTb YacTbH KMUMHUYECKOW MHAOPMALMOHHONA ceTu
(Hanpumep, onpegeneHne TpeboBaHUA NNaTOPMbI U ONEPaLVOHHOM CUCTEMDbI);

- pacnpepeneHve OTBETCTBEHHOCTM M NMOMHOMOYMIA MEXAY OpraHu3auuei u notpebutenem;

- MHOpMUpPOBaHUE NMOMbL30BATENA O HANUYKMKU orpaHdenunin NMOKMW npy BHeapeHUKU, HaNpUMep orpa-
HUYEHWe anropuTMa, UCTOYHWK UCNONb3yeMbIX AAaHHbIX, COeNaHHble JOMYWEeHUa U T. 4.;

- onpegeneHve Habopa HAcTpoeKk U YCMNOBWIKA MO KaXOoW yCTAaHOBKe AN yrnpaBneHus KoHdurypawu-
en. 3Ty uHgopMaunio HeobXOAUMO NOALAEPXKMBATL B aKTyanbHOM COCTOSHUWM B TEYEHWE XM3HEHHOro LuKna
MOKMW npw kaxoow ycTaHOBKe;

- noaTBepxaeHue cooteetcTBua NMOKMW npegycmMoTpeHHOMY MPUMEHEHUIO MPU YCTAHOBKE Ha CreLu-
unyecknx nnatgopmMax;

- onpegerneHWe u peanv3aunto NPoLeccoB NocTaBkn notpebutensm Hagnexawen sepcun NOKMU;

- onpegeneHue cnocoba BHeApeHus ¢ yueToMm obecneveHus uenoctHoctu NOKMU ¢ uenso obecneve-
HUSA NMOCTaBKKU 3aLUULLEHHBIM M HAZeXHbIM 0Bpa3zom;

- obecne4yeHune BOCMPOM3BOAMMOCTIN NOCTaBKKU, YCTAHOBKN, HACTPOMKW, KOH(PUIYPUPOBaHWUS U TEXHUYE-
ckoin nopgepxku NOKMW nocpencTeom onpefeneHusa COOTBETCTBYIOLLMX METOA0B U Npoueayp BHEOPEHUS;

- onpedeneHWe MeTOAOB NoaTBepxaeHusa Toro, Yto NOKMIW noctaenAT NOTPebUTENto Ha CornacoBaH-
HOW OCHOBE, B MOMHOM 06beMe 1 UCNOMNb3YOT B 3aaHHON cpeae;

- onpegeneHve HeobXOOUMOCTM akTyanusauuu U JoBefeHus A0 noTpebuTens oBHOBMEHHBIX BEpPCUiA
CONpOBOAMTENBHOW JOKYMEHTALWKU (HAaNpUMep, PYKOBOACTBA NOMbL30BaTens, NepeyHs BO3MOXKHBIX HEUCMpPaB-
HOCTEN) M 0DyyYalLLKMX MaTepuanos npu npoeegeHM obHoeneHua MOkMIA.

Mpumep — [Ansa komnaHul Magna u Parva npu eHedpeHuu lMTOkMW Ha ocHoge o6nayHbIXx cepeucoe unu
mo6unsHol niamgopmbl Heo6xodumo obecrneyums goesledyeHUe @ desmesibHOCMbL M0 8HEeOPEeHUK 8 WUpo-
Ky cemb y4acmHUKO8 Mpouecca U 3auHmepecosaHHbIX cmopoH. Hanpumep, npunoxerue MOkMH, cozdarHoe
ona npuMeHeHUs Ha cMapmgoHe, domkHo noddepxueambcs HadnmexawuMu npoueccamu u dokymeHmauued,
KOomopkle 8KMOYaOM pas3fuYyHbIX yYacmMHUKOS, a makke nposalidepoe yciyz no pasMeweHuro uHgopmayuu

12



FOCT P 70478—2022

mpembeli cMOpPoHbI U M. . B omnu4ue om eHedpeHUs npozpaMmMHoz0 obecrnedeHus obue2o Ha3HavyeHUs ece
yvyacmHuku npouecca eHedpeHus MOkMUW domkHbl 6bimb kKeanuguyuposaHs! coznacHo mpeboeaHusam CMK op-
2aHu3ayuu, a makxe 6bimb UHMezpuUpoeaHbl 8 coomeemcmeyrowue npoueccbli CMK opzaHuszayuu e Jacmu
ynpasJjieHusi nocmasujukaMu U aymcopcuH20M.

7.6 TexHu4eckan nogaepxka (o6cnyxuBaHue)

7.6.1 KoHuenuwun, npencrasneHHble B 4aHHOM nogpasgene, OTHOCATCA K TpeboBaHWSAM, yCTaHOBMEH-
HblM B 7.2.3, 7.5, 7.5.4, 7.5.10, 7.6 u 8.2.1 FOCT ISO 13485—2017.

7.6.2 [leAaTenbHOCTb NO TEXHUYECKOW NOAAEPXKKE (TEXHWYECKOMY 0BCny>KMBaHMIO) BKNOYaET OesTenb-
HOCTb M 3afaqv no mogudukaumm BHegpeHHoro NMOKMW. JeatenbHOCTb MO TEXHUYECKOMY 0BCny:KMBaHWIO
MOKeT BbITe a4anTUBHOW, MOAEPHU3UPYIOLLER, NpeaynpeanTensHON U KOPPEKTUPYIOLLER, UCXOASALLEN N3 Npo-
LLleCCOB XWM3HEHHOTO LMKIa (BKNHOYas MOHUTOPUHT B MpoLecce aKcnnyatauvu, obpaTHy cBA3b OT notpebu-
Tens, NpoBefeHne TECTUPOBaHUA, M3MeHeHWe TpeboBaHuin noTpebuTens MnNn N3MeHeHWe CoUManbHO-TEXHU-
YECKOTO OKPYKEHUS).

7.6.3 B pamkax 0esiTenbHOCTM N0 TEXHUYECKOMY 06CNYXUBaHWIO He0BX0AUMO YYMTbIBaTh BCE NPOLIECCHI
NOOAEPXKKN KU3HEHHOro uukna u npuMmeHeHusa NOkMUW, a Takke vx peanusauuio. [leaTenbHOCTb MO TEXHW-
YecKoMy 0BCNyXMBaHUIO JOIMKHA COXpaHATL UenocTHocTe MNOKMIA Be3 BHeCeHWSI HOBLIX Yrpo3 B OTHOLLEHWU
Be3onacHoCTH, pe3ynsTaTUBHOCTM, (PYHKLMOHANLHOCTU W 3alUMLLEHHOCTH. [iNs pe3ynsTaTMBHOMO ynpasneHuns
OEeATENbHOCTLH NO TEXHWYECKOMY 0BCNyKMBaHWIO, a Takke MobbiMyM MTOroBbIMK n3MeHeHusamMmu NMOKMW cne-
OYET BLINOMHWTE OLIEHKY PUCKOB NS ONpefeneHus BNUSIHUA M3MeHeHWIA Ha kaTeropuaauuio pucka NMOkMW u
€ro OCHOBHbI€ (DYHKLIMOHANbHBIE XapaKTEPUCTHKMN.

7.6.4 [leATenbHOCTb MO NpoBeAeHuio TexHudeckoro obenyxmeanus NOKMI moxeT BknoYaTh:

- YCTaHOBMeHWe BrNuaHUA Tpebyembix nameHeHun Ha NMOKMW, cpeny NnpUMeHeEHWs, NONbL30BaTENLCKUE
xapaktepucTtukm NMOKMW, naHHbIE M JOKYMEHTAUMIO C TOYKM 3peHmns 6e30nacHOCTH, pe3ynbTaTMBHOCTU, (PYHK-
LMOHANBHOCTM U 3aLUMLLEHHOCTH;

- NMpOBEeJEeHWe aHanu3a pUCKOB B OTHOLIEHWM De3onacHOCTM MoTpebuTens B pesynsrate U3MeHeHWui
apxXuMTEeKTypbl U KOAa;

- onpeferneHne 1 OOKYMEHTMPOBaHME MNpoLecca MEeHeMXMEHTa pucka npu U3MEHEHUsIX B CUCTEME,
OKPYKEHUU N JAHHBIX;

- obecneyeHue notpebuTenen BO3IMOXKHOCTBK BbINOMHEHWS 0OHOBNeHMn nHopmauoHHon Gesonac-
HOCTH.

Mpumep — lpouecc ynpasneHusi usMeHeHuUsMu 8 komnaHuu Magna npedycmampugaem MOHUMOPUH2 U3-
meHenul e [TOkMH, ebinonHaemMsIl sHympeHHel ciyx 6ol no ynpasneHurw uiMeHeHusiMu. BHympenHssi cnyx6a
no ynpasneHur udMeHeHusiMu npedcmasnsem coboli MHO20MPoOMUNLHY 2pynny compyoHuUKos, ocyuwlecm-
8MSIOWUX C YCMaHOB8eHHOU NepuoduUYHOCMbBK aHasau3 3anpocoe 06 uaMeHeHUsXx U pa3pabameigarowjux peKo-
MeHOayuu 0 803MOMHOCIU UX 8bIMOJIHEHUS C Uesbio 8K/THYeHUs 8 crnedyrowyro eepcuto NMOkMH. B komnaHuu
Parva Ha3HayeH pykoeodumenk nNpoekma, yrno/IHOMOYeHHbIl delicmeosame 8 kayecmee npedcmasumensi no-
mpe6umens. K hyHkyuoOHansHBIM 06513aHHOCMAM pykoeodumerns npoekma omHocumcsi o6ecnedeHue nony4ve-
Hus o6pamHoli cesa3u om nompebumens, aHanu3 noJlyYyeHHbIX 3aMeyaHull/pekomeHdayull u onpedeneHue 3aday
no peanu3ayuu MPUHAMbLIX U3MeHeHull e cnedyrowell eepcuu MNMNOkMW. O6e komnaHuu ydensiom npuopumem-
HOe eHUMaHue 3anpocaM Ha usMeHeHus u obecneyuearoim ceoesepeMeHHoe pelleHue MH6bLIX CyuwecmeeHHbIX
npo6nem.

7.7 BuiBOA M3 aKcnnyaTauum (geakTuBauus UM 3aBepLUeHMe KU3HEeHHOro LMKna)

7.7.1 KoHuenuuu, npefacraBneHHble B 4aHHOM Mogpasfene, OTHOCATCA K TpeboBaHWSM, YCTaHOBMEH-
HbiIM B 4.2 u 7.5.1 FOCT ISO 13485—2017.

7.7.2 [eatenbHOCTb MO BbIBOAY M3 3KCMMNyaTaLMy 3akMiYaeTcs B NpekpalleHun TexHu4eckoro obeny-
XKUBaHUA, noaaepxku n guctpubbrouun NOKMW koHTponupyembiM 1 ynpasnsaemMbiM cnocobom. MNpu BeiBOOE
u3 akcnnyatauumn NOKMW cnenyet npegycmatpuBarh!

a) peanusauuvio EACTBUI NO 3aBepLUEHUI0 akTUBHON noadepxku NOkMW, nesaktuBauun n/unun yaane-
Huto NMOKMW 1 ero BcnomoraTernbHbIX OaHHbIX;

b) obecneueHne goBeneHuss 0O cBefeHUA noTpebutenen MHGOPMaLMU O NPeKpaLLeHUM TEXHUYECKOro
obcnyxueaHus, nogaepxkm MOKMW v, ecnu npumeHrmo, nopsaka gencTemid no seisogy MNOkMIA u3 akcnnya-
Tauum Co CTOPOHbLI NoTpebutens;

¢) noBefeHWe 0o cBeaeHus notpebutenen crnegywLlen nHpopMmauum:
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1) xakne ycnyru (HanpuMep, OWWOKK, HOBLIE BEPCUM, COEANHEHWS, TeXHUYecKas nogaepxka u 1. n.)
6yayT OOCTYMHbI NPY oULMaNbHOM YBEAOMIEHUM 06 OKOHYaHKUM CpOKa 3KCNnyaTauuu,

2) OaHHbIE O CpOKax aKCnnyaTauuu W atanax paboT no BeiBoAy U3 akcnnyaTtauum MOKMW ¢ uensio
npegocTasneHns noTpedbuTensm 4oCTaTOMHOro 3anaca BpeMeHW OM1A NoMcKa, PacCMOTPeHUS M OLEHKN BO3-
MOHbIX anbTepHaTUB;

d) obecneveHne 3alUTLl NEPCOHANBHBIX AaHHbLIX NaUUMeHTa U NoBbIX APYruX KOHMUOEHUUANBHLIX CBe-
AeHWin (HanpuMep, yoaneHue, nepeHoc AaHHbIX 0 naumeHTax B HoBoe MOkMW unu apyroit npoaykT, 6esonac-
HOe apXMBMPOBaHWe UHGOPMaLMK NONb30BaTENsA U T. 1N.);

e) cornacoBaHue ¢ noTpebuTeneM nopsiaka apXMBMpOBaHUS cpedbl nonb3oeaTtens MOkMW, Bknioyas
BOMPOCH! 3aLUNLLEHHOCTU W LENOCTHOCTU MHAOPMAaLIMN W/UITN CUCTEM.

Mpumep — B komnaxusix Magna u Parva pa3pabomaHbl HeobxoduMbie npoyedypsbi, obecnequsaroujue ebi-
eod us akcnnyamauuu MNOkMHW, dokyMmeHmuposaHue u apxusupoeaHue 0aHHbIX. B pamkax npouyecca no ebieody
u3 akcnnyamayuu MMOkMH e komnaHusx pa3pabambiearom nnad ebleoda U3 3Kcnayamayuu ¢ yesnbto onpedere-
Hus Haubosee pe3ynbmamueHo20 Memoda ebieoda MOKMMU us skcnnyamayuu. MnaH ebieoda U3 IKcrIyamayuu
codepixum UHOPMayuo 0 Mom:

- KaKue MUHUManbHble NMepuodbl epeMeHU XpaHeHUs onpedesieHbl Kaxdol ropucdukyuel, e adpec KOomo-
poli ocywecmeneHa nocmaeka MOkMH;

- 6ydym nu mobbie daHHbIe nepeMeleHbl Ha Hoeble/3aMeHsWue ycmpolicmea/koMbomepHbIe cucme-
MbI U, ecnu Oa, Heobxodumo nu 6ydem kakoe-nubo npeobpaszoeaHue GaHHbLIX U KakuM obpa3zomM amo 6ydem
nodmeepdeHo;

- npednonazaemcs nu usbsamue MNOkMHW y nompe6umened unu ocmamo4yHO NpeKkpaweHUs oKkazaHus yc-
nya2 no mexHu4Yeckol noddepxke U oz2paHu4eHus docmyna k MOkMHU;

- Kakumu Memodamu 6ydem obecrnedyeHo be3zonacHoe xpaHeHue OaHHbIX (UHghopMayus o nayueHme u
m. d.);

- Kakumu crniocobamu 6ydem npoeedeHo UHhopMUpPOeaHUe nofik30eameseil U kakas noddepxka um 6ydem
OKaszaHa.

Takum o6pazomMm, obe KoMnMaHUU MPUHUMaOM coomeemcmeyruue peweHUs ONnsa pe3ynbmamueHo20 U
2paMomHo_20 NiaHuposaHus desmenibHOocCmMu Mo eblsody U3 Akcnayamauuu ceoux usdenud.

14



FOCT P 70478—2022

MpunoxeHue OA
(cnpaBo4Hoe)

CBe,D,EHVIH O COOTBETCTBWUU CChINMOYHbIX HAUMOHANbHBIX U MeXrocyaapcTtBeHHbIX

CTaHOapTOB MeXAyHapoAHbIM CTaHAapTaM, UCNONb30BaHHBIM B Ka4eCTBe CCbINMOYHbIX
B NPUMEeHeHHOM OOKYyMeHTe

Tabnuuya OA.1

QBo3HauEHUE CeLINAYHOT CreneHb OB60o3Ha4YeHne 1 HAMMEHOBAHKE CChINOYHOro
HALMORaIIBHOMD COOTBETCTBMA MeXAyHapo4HOro ctaHgapta
n MB)KFOCWJGDGTBGHHOFO CTaHgapTa
FOCT ISO 13485—2017 DT 1SO 13485:2003 «M3nenus Me;J,VILlMHCKIque. Cuctembl MeHex-
MeHTa KayecTea. TpeboBaHua ONs Lener peryrnnmpoBaHms »
FOCT 1SO 14971—2021 DT 1ISO 14971:2019 «M3genusa meguumnHckme. NpumMeHeHue
MEHeKMEHTa prUcKa K MEAULMHCKUM N3OENNamM»
IMDRF/SaMD WG/N10FINAL:2013 «lporpammHoe obe-
[OCT P 59765—2021 MOD crneveHne Kak MeguunHekoe nagenve. OCHoBHLIE onpeaene-
HUSA»
IMDRF/SaMD WG/N12 FINAL:2014 «[NporpammHoe obe-
[OCT P 59766—2021 MOD cneveHune kak meguumHckoe nagenve. OCHOBHbIE NOAX0OAb! K
KaTeropupoBaHWo pucka»
MpumevaHue — B HacTosAwen Tabnuue Ucnonb30BaHbl CNeAyOLLMEe YCNoBHbIE 0603Ha4YeHUA CTENEHU CO-
OTBETCTBMS CTaHOapTOB:
- IDT — naeHTUYHLIE CTaHOAPThI;
- MOD — mogudvumnpoBaHHbLIE CTAHAAPTHI.

Mpunoxenue 1B
(cnpaBo4Hoe)

ConocTaBrneHue CTPYKTYpPbl HACTOSILLEro cTaHO4apTa CO CTPYKTYPOW NPUMEHEHHOIo B HEM JOKYMEHTa
IMDRF IMDRF/SaMD WG/N23 FINAL:2015 «MporpammHoe o6ecneyeHne Kak MeanUMHCKOe n3genue.
MpuMeHeHNe CUCTeMbl MEHeA)KMEHTa Ka4yecTBa»

FABNASCH KOHCEHCYCHBIM JOKYMEHTOM B OTHOLLEHUU CMIOXUBLLENCH NPaKTUKN OTHECEHWA NporpaMMHoro obecneye-
HUA K MEOULWHCKUM M3OEnuaM, NMPOBOAUMMONM perynupyrowyMmM opraHaMmu Ha mexgyHapogHom ypoeHe B IMDRF IMDRF/
SaMD WG/N23 FINAL:2015 «[lMporpammHoe obecneyeHne kak meguunHckoe uagenue. NprMMeHeHne CUCTEMbI MEHEK-
MEHTa Ka4yecTBa», YOEneHo BHUMaHWE Kak NMPUMEHEHWUIO CUCTEMBI MEHEIXKMEHTA Ka4ecTBa, Tak 1 obLyum noaxogam ons
OOCTxXeHua BeszonacHocTu, pes3ynsraTtuBHOCTU U dpyHKumnoHansHocTu [NOKMW. YetaHoBneHve TpeboBaHuma no obssatens-
HOMY NMPUMEHEHWIO U NO BHeLLHeW oueHke CMK narotoBuTener MeguLMHCKMX M30enuin SBNaeTca UCKNIOYMTENBHON KOM-
neTeHuwen perynatopos. NoatoMy ykazaHHbln aokymeHT IMDRF ucnonb3oBaH gna paspaboTkM HacTosILLero ctaHgapra
TOMBKO B TOW YacTy, A€ pacCMOTPEHbI Noaxoakl k BknoveHuto B8 CMK npoueccos, cBAsaHHbIX ¢ NporpamMmmHbeliM obecneve-
Huem. CooTHOLWEeHWe mexay nyHkTamu gokymeHTa IMDRF 1 HacToswero ctaHgapra nokasaHo B Tabnuue [b.1.

Tabnuya Ob.1

CTpykTypa HacToswero ctaHaapTa CrpykTtypa gokymenta IMDRF IMDRF/SaMD WG/N23
Beenexue 1.0 BeegeHue
1 OBnacTb npumeHeHua (pasgen 2.0) 2.0 ObnacTb NpMMeHeHWA
2 HopmartuBHble cebinku (pazgen 3.0) 3.0 Ccebinku
3 TepmuHbl v onpegenexun (pasgen 4.0) 4.0 TepMWHBI 1 ONpeaeneHns
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OkornyaHue mabnuus! 6.1

CTpyKTypa HacToALIero craHgapta

CrtpykTypa gokymenTta IMDRF IMDRF/SaMD WG/N23

4 MpUHUMNBI MEHEKMEHTA Ka4yecTBa NPorpaMMHOro
obecneyeHnn kKak MeguUMHCKOro uanenus (pasagen 5.0)

5.0 ﬂpMHLlIAI'IbI MEeHEePKMEHTa Ka4eCTBa NnporpaMmmMmHoro
obecneyeHuns kak MEeOULUMHCKOro n3genuna

5 MNprHUMNBI PYKOBOACTBA WM OpraHv3auvoHHON NOAAEPK-
kv (pasgen 6.0)

6.0 PykoBogcTBo 1 opraHuzauuoHHoe obecneyeHue npo-
rpammHoro obecrneyeHuns kak MeguLMHCKOro N3aenus

6 Mpouecckl NogaepKX XU3HeHHoro uukna (pasgen 7.0)

7.0 MNpoueccel obecneyeHna KM3HEHHOTO LMKNa Npo-
rpammHoro obecrneyeHuns kak MeguLUMHCKOro N3aenus

7 Mpouecckl cozaaHua n npumerHeHua (pasgen 8.0)

8.0 Mpouecchl co3aaHnsa U NpUMeHeHUs NPorpaMMHOro
obecneyeHns Kak MEAULIMHCKOTO U3aenvs

MpunoxeHune A CTpyKTypa perynvpoBaHns MeauUMHCKUX
M3genuii B COOTBETCTBMM C AoKkymeHTom IMDRF/SaMD
WG/N23

MpunoxeHne JA CeBeaeHns 0 COOTBETCTBUM CCbINTOYHbIX
HaLUMOHanbHbLIX U MEXIOCYAapCTBEHHbIX CTaHAAPTOB
MeXOyHapOA4HbLIM CTaHAapTaMm, UCMNOoMNb30BaHHbIM B Kave-
CTBE CCbINOYHbIX B MPUMEHEHHOM LOKYMEHTEe

MpunoxeHne [Jb ConoctaeneHue CTPYKTYpPbl HACTOSA-
LLero cTaHgapTa co CTPYKTYPOW NMPUMEHEHHOTO B HEM
OOKyMeHTa

* [laHHbIN pazgen UCKIMIYEH.
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