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lMpeaucnosue

. Lienu, ocHOBHbIe NPUHLMIILI M OCHOBHOI NOPSAAOK NPOBEEHMs paboT Mo MEXrocyjJapCTBEHHO cTaHaap-
Tusauum yctaHoenenbl B FTOCT 1.0—2015 «MexrocynapcTeBeHHas cuctema craHgaptusauun. OCHOBHble
nonoxeHus» nFOCT 1.2—2015 «MexrocyaapcTeeHHasi cuctema CTaHaapTusauun. CTaHgapTel Mexrocyaap-
CTBEHHbIE, NpaBUNa U PeKOMEeHAaLMN MO MeXroCyAapCTBEHHON CTaHaapTu3aLmm. MNpaeuna paspaboTku, npu-
HATUSA, OBHOBMNEHNS U OTMEHBI»

CBepeHus o cTaHgapTe

1 MNMOAFOTOBJIEH OGLiecTBOM C OrpaHWYEHHON OTBETCTBEHHOCTHIO «MEOWUTECT» Ha ocHoBe
COBCTBEHHOTO NepeBofa Ha PYCCKMI Si3bIK aHMMOS3bIYHO BEpPCUM cTaHaapTa, ykasaHHOro B NyHKTe 5

2 BHECEH TexHu4eckuM KoMUTETOM MO CTaHgapTuaauumn TK 436 «YnpaBrieHue KauecTBOM MeaNLIMH-
CKUX U3gennimy

3 MPUHAT MesxrocynapcTBeHHbLIM COBETOM MO CTaHAapTU3aLmy, MeTpornorum U ceptudukaumm (ot
7 nioHsa 2017 r. npoTokon Ne 99-M1)

3a npuHATUE NporonocoBany:

KpaTkoe HaumMeHOBaHWe CTpaHb! Kog cTpaHbl CokpallieHHOe HaUMEeHOBaHNE HaLMOHANBbHOrO opraHa
no MK (MCO 3166) 004—97 | no MK (UCO 3166) 004—97 M0 CTaHAapTU3aLMM
ApmeHus AM MuHakoHoMuKM Pecry6nuku ApmeHus ‘
Benapycb BY lNocctaHaapt Pecnybnviku Benapych
KasaxcraH KZ locctanpapt Pecny6nvku KasaxcraH
Kuprusus KG KelprelsctaHgapt |
Poccus RU Poccrangapt |

4 Tpukasom PefepanbHOro areHTCTBa no TEeXHUYECKOMY perynuposaHuto u meTpororim oT 30 uioHS
2017 r. Ne 615-cT MexrocyaapcTBeHHbli crangapt FOCT ISO 13485—2017 BBefieH B AeCTBUE B Ka4ecTBe
HalnoHaneHoro ctaHaapta Poceuiickolt ®efepauum ¢ 1 uioHsi 2018 .

5 HacTosiumin cTaHaapT MAEHTUYEH MeXayHapoaHOMyY craHoapTty I1ISO 13485:2016 «Uspenua meau-
uvHckue. CucTembl MeHemXMeHTa kadecTBa. Tpe6oeaHusi Ansi Leneit perynupoBaHusi» («Medical
devices — Quality management systems — Requirements for regulatory purposesy, IDT).

[py NpUMeHeHUM HacTosILLLEero CTaHAapTa PEKOMEHIYETCS UCTIONb30BaTh BMECTO CCbIMOYHbBIX MexayHa-
POAHBIX CTaHAAPTOB COOTBETCTBYIOLME IM MEXTOCYAaPCTBEHHbIE CTaHAAPThI, CBEAEHUS O KOTOPbIX NpUBEae-
Hbl B JONONMHUTENLHOM NpUnoxeHum JA

6 BSAMEHTOCTISO 13485—2011

MHpopmayusi 06 usmeHeHUsIX K Hacmosiuemy cmaHOapmy ry6ruKyemcsi  exe200HOM UHGOPMaULOH-
Hom ykasamenne «HayuoHasbHble cmaHdapmely, a MEeKCM USMeHeHUL U IonpasoK — 6 eXeMecsiYHOM UHghop-
MayuoHHOM ykasamerne «HayuoHansHble cmaHdapmel». B criyyae nepecmompa (3ameHbi) unu ommeHs!
Hacmosuweao cmaHdapma coomeemcmeyouiee yeedomneHue 6Gydem 0r1ybruKo8aHo & eXemMecsyHOM
UHGOpMaYUOHHOM yKa3amerie «HayuoHarnbHele cmaHdapmbly. Coomeemcmeyrowas uHgpopmauyusi, yee-
OomrieHUe U MEeKCMbI pa3Mewaromes makke 8 UHpOPMayUOHHOL cucmeme obujezo nonb3oeaHuUss — Ha ogu-
yuaneHom catime ®edepanbHO20 ageHmMemea 1o MexHUYeCKoMy peaynuposaHuio u Mempornoauu 8 cemu
UnmepHem (www.gost.ru)

© CraHgapTtuHdopm, 2017

B Poccuiickoit eaepaLinm HaCTOALLMIA GTaHOAPT He MOXET BbITh MONHOCTBIO MY YACTUYHO BOCMpou3Be-
ACH, TMPXWPOBAH W pacnpocTpaHeH B ka4ecTBe ouLMansHoro nsfaxus 6es paspeluernst deaepanbHOro
areHTCTBa Mo TEXHUYECKOMY pPerynmpoBaHuio U MEeTPOnorum
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BBepgeHue

. Hactosiwmit crannapt sensetcsa Tpeteum uaganuem ISO 13485, oTMeHsieT U 3aMeHsieT BTOpoe usaaHue
(ISO 13485:2003) 1 ISO/TR 14969:2004, koTopble GbiNM TEXHUYECKU NepecMoTpeHbl. OH Takke BKIoYaeT B
cebs TexHuueckyto nonpasky ISO 13485:2003/Cor. 1:2009. CBofHas Tabnuua M3MeHeHUiA, BKMIOYEHHBIX B 3TO
V3faHue no CpaBHEHUIO C NpeabIaYLUMM, MPUBEAEHa B NPUIOXKEHUU A.

0.1 O6Lme nonoxeHus

Hacrosawuii ctaHaapT yctaHaBnmBaeT TpeGOBaHUSA K CUCTEME MeHEKMEHTa Ka4eCTBa, KOTopble MOryT
NPUMEHSATLCS OpraHu3aluei, y4acTByYIoLLEN B OAHOM UM HECKOSbKUX CTaaUsIX KU3HEHHOMO LIMKMa MeauLnH-
CKOTo U3fenusi, BKrtoyasi NpoeKTupoBaHne 1 pa3paboTky, NPOM3BOACTBO, XPaHEHNE U MOCTaBKy, MOHTaX, TeX-
Hu4eckoe obecrnyXvnBaHue, OKOHYaTeNbHbIV BbIBOA U3 3KCNyaTaLlum 1 yTUNU3aL/ Mo MeauLMHCKUX U3Oenuii unu
npeaocTaBneHne CBsI3aHHbIX C HUMU yenyr (HanpuMep, TexHudeckas nopaepxka). TpeboBaHusl, yCTaHOBIEH-
Hble B HACTOALLEM CTaHAdapTe, MOryT Takke ObiTe MCMOMb30BaHbl MOCTaBLYMKaMU OpraHM3aUnm Unu UHbIMm
BHELUHUMM CTOPOHaMK (HanpumMep, NoCTaBLUUKaMM CbIpbsl, KOMMOHEHTOB, COOPOYHbIX Y3M0B, MeQULIMHCKUX
M3genui, ycnyr no crepunusaumm, noBepke U kanubposke, AUCTPUBHLIOTOPCKUX YCIyT, YCIYT MO TEXHUYECKOMY
obcnyxusaHuio). MocTaBLUMK UK BHELLHSS CTOPOHa MOryT JOOPOBOMbHO NMPUMEHSATL HACTOALLMIA cTaHaapT
Ana eMOHCTpaLum COOTBETCTBUSA ero TpeboBaHmsaM, TMbo cooTBETCTBUE TPEGOBAHUSAM MOXET ObITh YCTaHOB-
TIEHO KOHTPaKTOM.

B HEKOTOPbLIX OPUCAMKLMNAX MMEIOTCS perynupyoLue TpeboBaHus Arsi IPUMEHEHUS K cUCTEMaM MeHe-
XMeHTa Ka4ecTBa opraHusaLuii, C pasnmMyHbIMA POSisiMU B LieMNy NOCTaBOK MEAULIMHCKUX usgenuii. Cnenosa-
TenbHO, HAaCTOSLLMI CTaHAAPT NpeanosaraeT, YTo OpraHu3aums:

- onpepensieT cBoto(K) ponb(M) B COOTBETCTBUU C MPUMEHUMbIMU PEFYNUPYIOLLIMMU TPeGOBaHUAMU;

- onpejenseT perynupyoLiue TpeboBaHUs B paMkax 3Toi(aTux) ponu(ei); ’

- BKIIOYaeT 3TU MPUMEHUMbIE perynupyloLLe TpeboBaHus B CUCTEMY MEHe)KMEHTa Ka4ecTBa.

MpumeyaHus

1 B KOHTeKCTe HacTosLLEero ctaHfapTa TePMUH KIOPUCAUKLUUS» O3HAYaeT TeppUTOpUanbHO-aaMUHUCTPaTUBHYIO
eOuHULY, Ha KOTOPYIO PacrnpoCTPaHsIITCS perynmpyoLme TpeboBaHus.

2 BKOHTeKCTe HacTosLLero ctaHaapTa TePMUH «pOsib» NOAPasyMeBaeT BUA AESTENbHOCTY OpraHu3aLm NpUMeHN-
TenbHO K MeAuLIMHCKOMY usgenuio (cm. n. 4.1.1).

TepMUHONOrusi B pUMEHNMbIX PETYNMPYHOLLUX TPEBOBAHUSIX MOXKET OTNNYATLCH B pasfUYHbIX CTpaHax 1
pervoHax. OpraHusauus JOMmKHa NOHUMAaTb, KakuM 06pa3om TpeboBaHUsl, yCTaHOBMNEHHbIE B HACTOSLLIEM CTaH-
napte, 6yAyT MHTEPNPETMPOBaTLCS B TEPMUHOIOMM, UCMOb3yeMOl B 3aKOHOAaTENbCTBE TEX OPUCOUKLIWIA, B
KOTOPbIX MeguUMHCKue nsfenus byayT obpaluarbes.

HacTosiumin cTaHpaapT Takke MOXET NPUMEHSATECA BHYTPEHHUMU U BHELLUHUMU CTOPOHaMMU, BKMoYas
opraHbl Mo cepTudUKaLIMm, AN OLIeHKM CMOCOBHOCTY OpraHu3aLunm yAoBneTBOpsTL TpeGoBaHUAM noTpebuTe-
nen v perynupyoLmm TpebosaHuaM, NpegbABNAEMbIM K CUCTEME MEHEXKMEHTa Ka4eCTBa, a Takke COBCTBEH-
HbIM TpeboBaHusM opraHu3auuu. TpeboBaHUs K CUCTEME MEHEKMEHTa KauyecTBa, YCTaHOBMNEHHble B
HacTosLLleM cTaHaapTe, ABNATCA AONOMHSIOLLMMM MO OTHOLLEHUIO K TEXHUYECKUM TPEGOBaHUSIM K MPOAYKLMH,
KOTOpble ABMATCS HEOOX0AUMbIMU ANS YAOBMNETBOPEHUSA TpeboBaHuUii noTpebuTenei, M kK NpUMeHUMbIM pery-
nupyowmnm TpebosaHusam ans obecneyeHns 6e3o0nacHoCTu U (OYHKLMOHANbHbLIX XapaKkTepUCTUK.

CosfaHuve cucTeMbl MEHEDKMEHTa KayecTBa TPEGYeT CTpaTerMiyeckoro pelleHust opraHusauuu. Ha pas-
paboTKy 1 BHepeHVe CUCTEMbI MEHEAXKMEHTa Ka4eCTBa OpraHv3aLym BIUSIOT:

a) BHYTPEHHsISl OpraHu3auuoHHas cpea, U3MeHeHUs 3Tol cpefbl U BNUSHUE OpraH13aLMoHHON cpeabl
Ha COOTBETCTBUE MEAULMHCKUX U3OENNIA;

b) nameHsiowMecs noTpebHOCTU opraHu3aLuuy;

C) KOHKPETHbIE Lienu opranuaaLuu;

d) Bbinyckaemas NPOAYKLUS;

€) npuMeHsieMble NPoLIecChl;

f) pasmep opraHu3aumu 1 opraHu3aunoHHas CTPYKTYpa;

g) perynupytoLime TpeboBaHus, MPUMEHUMBbIE K AeSTENbHOCT OpraHu3aLuu.

HacTosawmn ctargapT He npeanonaraeT eaguHoobpasusi B CTPYKTYpPe pasnuyHbIX CUCTEM MEHEeIKMEHTA
KayecTBa, eAMHO06pa3ns 4OKyMeHTaLUm Unm BbICTPauBaHus Mo NyHKTam CTPYKTYpbl HACTOSILLEero ctaHaapTa.

. Cyuwectsyet 6onbluoe pasHoobpasne MeAULMHCKUX U3LEUI, U HEKOTOPbIE KOHKPETHbIE TpeGoBaHUs
HacTosiLLero cTaHaapTa NpUMeHUMb! TOMNBKO K TeM rpynnamM MeauLUHCKUX U3Aenui, onpeaeneHust KoTopbiM
[aHbl B pasgene 3.

1\
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0.2 PasbsicHeHUe NoHATUI

B HacTosiLLeM cTaHAapTe UCMONb3YTCS CreAyLLMe TEPMUHbI UMM CITIOBOCOYETaHUS, KOTOPbIE UCTOSb-
3YIOTCH B KOHTEKCTE, ONMUCAHHOM HIDKE.

Korna Tpe6oBaHuUe conpoBoXaaeTcsi CIOBOCOYETaHUEM «ECIU LienecoobpasHo», BeINoHeHue Tpebo-
BaHus ABMsieTcs LienecoobpasHbiM, ECINM OpraHu3aLusi He MoXeT o6ocHoBaTh 06paTHoe. BbinonHeHue Tpe6o-
BaHWs cHMTaeTcs LenecoobpasHbiM, ECNU 3TO HEOOX0AUMO AT TOro, YTOObI:

- MpoayKuus yaoBneTBopsina TpeboBaHusM;

- COOTBETCTBOBATb MPUMEHUMbIM PErYNMPYIOLLUM TPEGOBaHUSM;

- OCYLLECTBNATb KOPPEKTUPYIOLLME AEACTBUS;

- OCYLLECTBNATb MEHEAXKMEHT pUCKa.

Tam, rae ncrnonb3yeTcsi TEPMUH «PUCK», TPUMEHEHUE TEPMUHA B PaMKaX HaCTOSILLIEro MeXayHapoaHoro
cTaHfjapTa oTHocUTCs K TpeboBaHusaM 6e30nacHOCTU 1 (DYHKLMOHAmNbHbIM XapakTepucTvkaMm MeauLMHCKOro
M3aenus unu Ans BbiNONHEHUs NPUMEHUMbIX PerynmpyroLLmMx TpeboBaHuiA.

Korga Heobxoanmo, uToObl TpeboBaHue ObINo «40KYMEHTUPOBAHOY», OHO TAKKE OOMKHO ObiTh YCTaHOB-
1eHo, BHeAPEHO 1 NOAAEPXUBaTLCS B paboyem COCTOSIHUN.

B TekcTe HacTosiLero ctaHgapTa TEPMUH «MPOoAYKLMSA» MOXET O3HayaThb Takke «ycnyry». [pogykuus
SAABMSIETCS pe3ynbTaToM, KOTOpbIA NpeaHasHayeH Ans notpedbutens unu uMm 3atpeboBaH, nubo 3agaHHbIM
pe3ynbTaToM npoLecca Npou3BOACTBA NPOAYKLMN.

Tam, roe vcnonb3yeTcsi TePMUH «perynupyioline TpeboBaHus», OH BkM4YaeT B cebs TpeboBaHus,
cofepxallmecs B nobom 3akoHoOaTENbLHOM akTe, MPUMEHUMOM K NMOMb30BaTEN HACTOSLLEro ctaHaapTa
(Hanpumep, 3aKoHbl, NOA3aKOHHbIE aKTbl, TPEATNMCaHUs U AUPEKTUBDI).

[MpumeHeHue TepMuHa «perynupytoLimne TpeboBaHus» orpaHnyeHo TpeboBaHnaMn, NpeabaBnsaeMbIMU K
cucTeMe MeHepKMeHTa ka4yecTBa, a Takke 6e30MacHOCTY N YHKLMOHaNbHBIM XapaKTepucTUkam MeLuLUH-
CKOro usgenusi.

B HacTosILLEeM cTaHOapTe UCMONb3YOTCSA CieayoLLmMe rnaronbHble opMbl:

- «[lomkeH» yka3biBaeT Ha TpeboBaHue;

- «CnenyeTy ykasbliBaeT Ha peKOMEHAaLUMIO;

- «Morno 6bl» yka3biBaeT Ha paspeLueHue;

- «MoxeT» ykasblBaeT Ha COCOBHOCTb UM BO3MOXHOCTb.

MHdpopmaums, o6o3HaueHHas kak «[puMevaHMe», HOCUT XapakTep PYKOBOASLLMX YKa3aHUii A1s MOHU-
MaHUs UMK pasbsCHEHUs1 COOTBETCTBYIOLLero TpeboBaHus.

0.3 lNpoueccHbIi noaxon ’

HacToswmin cTaHaapT OCHOBaH Ha NpoLeccHOM MoaxoAe K MeHeQ)KMeHTy kadecTBa. Jliobyto aesTens-
HOCTb, KOTOpasi UMeeT BXo 1 npeobpasyeT ero B BbIX0, MOXHO paccMaTpuBaTth Kak npouecc. YacTto Beixon
O[HOro npoLiecca iBNseTcs BX0A0M CrieayHoLLerc npouecca.

[ins ycneliHoro MyHKLMOHUMPOBaHWUSA OpraHusaLus AoMMKHa onpeaenTbs MHOTOYUCIEHHbIE Y B3aUMOCBS-
3aHHble NPOLECCh! 1 YNpaBnsiTb UMU.

lpvMeHeHne cucTembl NPOLIECCOB B paMKax OpraHu3aLim COBMECTHO C UX uaeHTUdMKaLuen n B3anmMo-
OelCTBMEM NPOLECCOB, a Takke UX MEeHeI)KMEHTOM AN MONy4YeHUs XenaeMoro pesynsrata MOXeT ObiTb
onpefeneHo Kak «MpoLeCcCHbI NOAX0A.

[MpumeHeHue npoLeccHoro noaxoaa B cUCTeMe MeHeAXXMeHTa KauecTBa No3BonseT:

a) MoHWMaThk 1 MOCTOSIHHO BbIMOMHATL TPEOOBaHUS;

b) paccmaTtpuBaTh npoLiecchl ¢ ToUKkY 3peHust 4oDaBrNeHUs UMM LIEHHOCTH;

C) AocTuratb pe3ynbTaTUBHOMO hyHKLIMOHUPOBAHMUS NPOLECCOB;

d) ynydlartb npoLecchl Ha OCHOBE 06 bEKTUBHBLIX U3MEPEHUIA.

0.4 Cesasbc SO 9001

XoTs HacTosILLMI CTaHAAPT SBNSETCS aBTOHOMHbLIM, OH 0CcHOBaH Ha 1ISO 9001:2008, koTopbii Obin 3aMe-
HeH Ha ISO 9001:2015. Ans ynobcTBa nonb3oBaHus B NpUnoxeHun B npuBegeHo COOTBETCTBUE MEXKIY MYHK-
Tamu ISO 9001:2015 1 HacTOALIMM CTaHOaPTOM.

Hacroswwmii ctaHgapT npefgHasHayeH ans obneryeHust rmo6anbHoro cornacoBaHus COOTBETCTBYHOLLMX
perynupyoLmx TpeboBaHuii K cUcTeMaM MeHeI)KMeHTa KayeCTBa, MPUMEHUMbIX K OpraHu3aLusiM, y4acTByto-
LWMM B OLHOW UMW HECKOMNbKUX CTaAuUsX XU3HEHHOTo UuKna MeauuuHckoro usgenus. Hactoawmim ctaHgapT
BKI0YaeT B cebs HekoTopkle ocobble TpeboBaHMsA AN OpraHM3aLuii, yHacTBYHOLLUX BXXU3HEHHOM LiUKNe Meau-
LIMHCKUX U3OENUIA, M UCKIToYaeT HekoTopsble U3 TpedoraHuil ISO 9001, koTopble He LenecoobpasHbl B kKa4ecTBe
perynupyoLmux TpebosaHuit. U3-3a 3TUX UCKMYEHNIA, OpraHm3aLMm, CUCTEMbl MEHEDKMEHTA Ka4uecTBa KOTo-
pbIX COOTBETCTBYIOT HAacCTosILLLEeMY CTaHOapTy, He MOryT npeTeHaoBaTh Ha cootBeTcTBME ISO 9001, ecnu nx
cUcTeMa MeHe)KMEHTa kKavecTBa He oTBe4aeT BceM TpebosaHusam ISO 9001.
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0.5 CoBMecCTMMOCTb C APYrMMM CUCTEMaMMN MEHEKMEHTA

HacTosuin ctaHgapT He coAepXuT crnelmanbHbIX TpeBoBaHUiA K ApYrMM CUCTEMaM MeHemKMeHTa,
Hanpumep K cucTeMam MeHe[DKMeHTa OXpaHbl OKpyxartollen cpefbl, 6e30nacHOCTU U NpodeccuoHanbHoro
300pOBbS, a TaKKe (PMHAHCOBOrO MEHEIKMEHTA.

OpfHako HacTosWMIA CTaHAapT MO3BONSIET OPraHW3aLuM COrfacoBbIBaTh UMM MHTETPUPOBATL CBOK
COGCTBEHHYIO CUCTEMY MeHeIXXMeHTa KauecTBa C COOTBETCTBYIOLUMMM TPeGOBaHWUSAMU APYrUX CUCTEM
MeHeXKMeHTa.

OpraHusauus MoxeT afanTMpoBaTh AefCTBYIOLLYI0 CUCTEMY (CUCTEMbI) MEHeKMEHTa AMs CO3aaHus
CUCTEeMbI MEHeIXMEeHTa Ka4eCcTBa, COOTBETCTBYIOLIe TpeboBaHMsAM HacTosLLero ctaHaapTa.

\
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M E X T OCUYOAPG CTUBTEUHHUBGB# CTAHAAPT

Uzpenus meauuuHckue
CUCTEMbI MEHEO)KMEHTA KAYECTBA
TpeGoBaHusa Ans uenei perynupoBaHus

Medical devices. Quality management systems. Requirements for regulatory purposes

Hata BBegeHuss — 2018—06—01

1 O6nactb npuMeHeHus

HacToswwmii cTaHaapT ycTaHaBnuBaeT TpeGoBaHUA K CUCTEME MeHe)KMeHTa KayecTBa B cryyasix, koraa
opraHusaumu Heobxo4MMOo NPOAEMOHCTPUPOBATL CMOCOBGHOCTE MOCTaBNSATE MEAULMHCKUE U3LENnUs U Npeao-
CTaBnATb CBA3AHHOE C HUMU 06CnyXMBaHue, oTBeYatLLMe TpeGoBaHNAM NOTPEOUTENS Y MPUMEHUMbIM pery-
nupyowmnm TpebosaHuam. Takve opraHusaumm MOryT ObiTb BOBREYEHbI B OHY WNMU HECKOMbKO CTagui
KU3HEHHOTO LiMKINa MegULIMHCKOro U3fenusi, BKNtoYyas rnpoekTupoBaHue 1 pa3paboTky, IPoU3BOACTBO, XpaHe-
Hue 1 aucTpubyLmio, MOHTaX 1 obcryxuBaHue, a Takke NPOEKTUPOBaHUE U pa3paboTKy UK OKazaHue CBs3aH-
HbIX C MEeOULIMHCKUMK M3aenusaMu ycnyr (Hanpumep, TexHudeckoro obenyxusaHust). Hactoswmit ctanoapt
TaKke MOXEeT OblTb MCMOMb30BaH MOCTaBLUMKaMW WNU BHELHUMM CTOPOHaMM, KOTOpble MOCTaBnsAT
npoayKLMIO U CBSA3aHHbIE C CUCTEMON MEHe)KMEHTa KayeCTBa OpraHusaLmi yCryrm Takum opraHu3aLusiM.

TpeboBaHus HacTosILLEro cTaHAapTa NPUMEHUMbI K OpraHu3aLMsiM He3aBUCUMO OT UX pa3Mepa v Buaa,
€CIN TOMNbKO UCKITIoYEeHNe He oyeBuaHoO. Bece TpeboBaHus, TpUMEHUMBbIE K MEAULMHCKUM U3OENUAM, B paBHOM
Mepe NpUMEHUMBbI K yCrlyram B OTHOLLEHUM 3TUX U3eNuii, eCnu TaKOBble 0Ka3blBatTCs OpraHu3aLmei.

Mpoueccbl, Tpebyemble HAaCTOSALLMM CTaHOAAPTOM U MPUMEHUMbIE K OpraHu3alLn, HO He OCyLLIeCTBse-
Mbl€ CamOI OpraHu3aLuei HanpsMyo, OCTalTCsl OTBETCTBEHHOCTbLIO OpraHu3aL v U AOMKHbI HAXOAUTLCA Nog
yrnpasneHueM CUCTEMbl MEHe)KMEHTa KayecTBa opraHv3aLMu MoCPeLCTBOM NPOBEAEHUSI MOHUTOPUHTa, Noa-
AepxaHusi B paboyeM COCTOSIHAM U yNpaBneHUst STUMU NpoLieccamu.

Ecnu npuMeHumMble perynupyioLne TpeboBaHus 4OMYCKaoT UCKITIOYEHME YNpaBRneHus MpoeKTUpoBaHu-
€M 1 pa3paboTKoi U3AENWiA, TO 3TO MOXET CNYXXUTb OCHOBaHUEM AN1A UCKMIOYEHUS COOTBETCTBYIOLLUX Tpebo-
BaHWI U3 KOHKPETHOW CUCTEMbI MEHEe)KMEHTa KayecTBa. STUMU PETYNUPYIOLLMMUY TPeBOBaHUAMYU MOTYT BbITh
npefocTaBneHbl anbTepHaTUBHbIE NOAXOAbI, KOTOPbIE AOMKHbI ObITb PACCMOTPEHbI A1 KOHKPETHOM CUCTEMbI
MeHeDKMeHTa kavectea. OTBETCTBEHHOCTL 3a obecrneveHne CooTBETCTBUS Tpeb0oBaHNAM HACTOSAILLIEro CTaH-
[apTa npu UCKNIOYEeHWM ynpasneHusi NpoeKTUpoBaHWEM W pas3paboTKOM M3OEenuii NeXuT Ha caMou
opraHu3auum. '

Ecnu kakoe-nnbo TpeboBaHue pasgenos 6, 7 unu 8 HacTosiLLero cTtaHgapTa Helb3s NPUMEHUTb BBULY
creundukn esTenbHOCTU opraHusaumm unm ocobeHHOCTEN MeaULMHCKOrO U3AEnusi, Ha KOTopble pacrnpoc-
TpaHseTcs cucTema MeHeQXXKMeHTa KayecTBa, TO OpraHusauuu He creayeT BKoyaThk Takoe TpeboBaHue B
CBOIO CUCTEMY MeHe)XMeHTa KayecTBa. B oTHOLeHUn KaXxaoro HenpuMmeHuMoro TpeboBaHus opraHu3aLus
OOrMXHa JOKyMEHTUpoBaTh 060CHOBaHUE B COOTBETCTBUM C MyHKTOM 4.2.2.

2 HopmaTuBHbIe CCbISIKK

B HacTosilem cTaHfapTe ucnorib3oBaHa HopMaTUBHas CCbika Ha CrieayoLLuii cTaHaapT:
ISO 9000:2015, Quality management systems — Fundamentals and vocabulary (CucTembl MEHeKMEH-
Ta kayecTBa. OCHOBHbIE NONMXEHMUS U CIOBaphb)

WUspaHue odumumuansHoe
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3 TepMUHbI 1 onpegeneHus

.B HacTosiLem cTaHaapTe npuMeHeHbl TepMuHbl 1 onpegeneHus no ISO 9000:2015, a Takke cnegytowme
TEPMUHbI C COOTBETCTBYHOLLIMMU ONPeaENEeHUSMN:

3.1 mosicHuTenbHoe yBegoMneHue (advisory notice): YBegoMneHue, BbiNyLWeHHOE opraHusauuei
riocre nocTaBku MeAULIMHCKOro U3AeNus, coaepalliee AoNONHUTENbHYH UHOPMAaLIMIO U/UIN peKOMeHZaLmMn
0 TOM, Kakue AeACTBUS JOMKHbI ObITb NPeANPUHSATHI Npu:

- MPUMEHEHUN MEeQULIMHCKOTO U3AENUS;

- MogudUKaLIMm1 MeULMHCKOTo U3fenvs;

- BO3BpaTe MEAMLIMHCKOrO U3OEeNuUsi OpraHv3aLnm, KoTopasi ero MoCTaBuUna;

- YTUNU3auum MeaULMHCKOro U3genus.

M puMeyaH 1 e — Bbinyck NOSICHUTENBLHOTO YBELOMIEHUS] MOXET TpeG0oBaTLCS B COOTBETCTBUM C MPUMEHUMbI-
MU perynmpytoLmmm TpeGosaHmamm.

3.2 ynonHomou4eHHbI npeacTaBuUTenb (authorized representative): ®usmueckoe unm ropuguyeckoe
nnLo, KOTOPOE onpefeneHo 3akoOHOAATENbCTBOM CTPaHbl MW pervoHa, NonyynBLLee NUCbMEHHOE HasHaye-
HWEe OT U3roTOBUTENS AENCTBOBAaTL OT Er0 MMEHM ANS BbINOMHEHUs onpeAeneHHbIX 3aAady B OTHOLLEHUN 0651~
3aHHOCTEl U3roTOBUTENS, YCTAHOBMNEHHbIX 3aKOHOAATENbCTBOM KOHKPETHOW CTPaHbl UIN pervoHa.

[GHTF/SG1/N055:2009, nyHkT 5.2]

3.3 knuHu4eckas oueHKa (clinical evaluation): AHanus v oLeHMBaHUe KNMUHUYECKUX AaHHbIX B OTHOLLE-
HUY MEeOMLIMHCKOro U3fienusi ¢ Lenbio BepudukaLmm 6e30nacHocTy U yHKLMOHATNBbHBIX XapakTepUCTUK U3ae-
Ts1 NPU Ero KNMMHUYECKOM NPUMEHEHUMU, KaK NpeaHa3Ha4YeHo U3roToBUTENEM.

[GHTF/SG5/N4: 2010, pasgen 4]

3.4 npeteH3usa (complaint): NMucbMeHHOe, areKTPOHHOE UK YCTHOE CooBLLEeHME O HeaocTaTkax, CBs-
3aHHbIX C uAeHTUMUKaLUen, Ka4eCTBOM, CPOKOM CIyX0bl, HAAEXHOCTbIO, 5E30MacHOCTLIO UMK hYHKLUMOHarb-
HbIMW XapaKTepuCcTUKamMu MeauLMHCKOTO U3AEenusi, BbiLUeLIEro U3-nof yrnpasneHus opraHusalmeil, a Takke B
OTHOLLEHWUM CBA3aHHOTO C HAM OBCMY>XUBaHUS, KOTOPOE BNUSIET Ha (DYHKLMOHATBbHbIE XapaKTEPUCTUKU TakKux
MeAULMHCKUX U3OENUNA.

MpuMeuyaHu e — 3ToonpegeneHue «NPeTeH3nny» oTnMYaeTcs oT onpegeneHus, aadHoro B 1ISO 9000:2015.

3.5 puctpubbroTtop (distributor): dusuueckoe unu topyanyeckoe nULO B LieNM MOCTaBOK, KOTOpoe
[eNCTBYET OT CBOEIro MMEHU M OCYLLIECTBNSET NPOAaXY MEAULIMHCKOTO U3aenusi KOHEYHOMY NoTpeduTernto.
[GHTF/SG1/N055:2009, nyHkT 5.3]

MNMpumevyaHus

1 B uenb noctaBok MoryT 6bITb BOBMEYeHb! 6oee ogHoro gucTpubbiotopa.

2 Jlvua B Lieny NOCTaBoK, BOBMEYEHHbIE B AEATENbHOCTb MO XPaHEHUIO M TPAHCNIOPTUPOBKE OT UMEHU U3rOTOBUTE-
s, UMMNopTepa 1N AUCTPUBBLIOTOPA, He ABMSATCA AMCTPUGBLIOTOpaMu No AaHHOMY onpeerneHuto.

3.6 umnnaHTupyemMoe MmeauuuHckoe usgenue (implantable medical device): MeguumHckoe usge-
nue, KoTopoe MoXeT ObITh yAaneHo TONbKO NoCpeACTBOM MEAULIMHCKOrO UIMTU XUPYPrMYecKkoro BMeLlaTenscTea
1 KOTOpPOE NpefHa3HayveHo Ansi:

- MOMNHOTO UMW YaCTUYHOTO BBEAEHUS! B TENO UMM aHATOMUYECKYHO MOMOCTb YerioBeka unm

- 3aMeLLEeHNs AaNUTENnarnsHON NOBEPXHOCTU UMM NMOBEPXHOCTY rnasa u

- HaXoXAeHWs B MeCTe MMMMaHTauuuy nocrie npoienypbl B TedyeHue He MeHee 30 AHel.

MpumedyaHue— 3710 onpegeneHne UMMNIAHTUPYEMOro MeAULIMHCKOro U3Aenusi BKIYaeT Takoke akTUBHOE
unMnnaHTupyemoe MmeguUuUHCKoOe nsgenuve.

3.7 umnopTtep (importer): Pusnyeckoe nnu pUAUYECKOe NUUO, SBNSAIOLLEECs NEPBLIM B LIENU NocTa-
BOK, BbIBOASALLUM MeAMLUMUHCKOE u3aenue, NpousseaeHHoe B MHON CTpaHe Unu B IOPUCAUKLMN, Ha PbIHOK CTpa-
Hbl, FAe u3genue npegnonaraeTcs K peanusauum.

[GHTF/SG1/N055:2009, nyHkT 5.4]

3.8 mapkupoBka (labelling): 3TukeTka, MHCTPYKUMS MO MPUMEHEHUIO U nobas uHas nHdopmauums,
OTHOCSLLAsACA K M AEHTUDUKALUN, TEXHUYECKOMY ONUCAHUIO, NpegHa3Ha4YeHHOMY NPUMEHEHUIO MEOULUHCKOrO
13[enus, UCKIioYasl TOBapoCONPOBOANUTENbHbBIE OKYMEHThI B OTHOLLEHWU NMOCTaBKU.

- [GHTF/SG1/N70:2011, pasgen 4]

3.9 . xu3HeHHbIN yukn (life-cycle): Bce cTtagum cyllecTBoBaHWS MeQULIMHCKOIO U3Aenus, OT NepBOHa-
YyarnbHOW KoHLenuun 40 BbIBOAA U3 SKCMnyaTaunuy 1 yTunusauuu.

[ISO 14971:2007, nyHKT 2.7]
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3.10 usrotoBuTenk (manufacturer): Jlto6oe dusmyeckoe unu puaMYecKoe nuLo, OTBETCTBEHHOE 3a
NpoeKTUpoBaHue U/unu Npou3BoACTBO MeQULIMHCKOTO U3AENUs C LieNbio BbiNyCTUTh B oOpalleHue MeguumH-
cKkoe usfenuve nof ero CO6CTBEHHbIM UMEHEM, HE3aBUCUMO OT TOr0, CMIPOEKTUPOBAHO W/UN NPOU3BEeAEHO N
3TO MeANLMHCKOe U3Jenne opraHusaumeit unm no ee NopyyeHuo Apyrum nNuLoM (nuuamm).

[GHTF/SG1/N055:2009, nyHkT 5.1]

MpumeyvyaHus

1 WsroToBuTEnb HECET KOHEYHYIO IOPUANYECKYI0 OTBETCTBEHHOCTL 3a obecneyeHne BbINOHEHUS MPUMEHUMbIX
perynupytoLmx TpeboBaHuiA CTpaH Unu IpPUCAUKLUMIA B OTHOLLEHUM MEAULIMHCKUX U3AENWUIA, ANA NPOAAXU B KOTOPbIX OHU
npegHasHay4eHbl, ECMu TOMbKO MHOE He YCTaHOBMEHO cneumanbHbIMY TpeboBaHNsIMU PerynmpyroLwmux opraHoB B AaHHOW
IOPUCAVKLIUNA.

2 OTBETCTBEHHOCTb M3rOTOBUTENS ONMCaHa B PyKOBOAALWMX AOKyMeHTax GHTF. 3Ta 0oTBETCTBEHHOCTL BKITIOYAET B
cebsi OTBETCTBEHHOCTb MO BLIMOSTHEHMIO KaK NPeanpoaaXHeIX TpeboBaHui, Tak U NocnenpoaaXHbIx TpeboBaHum, Takux
Kak coobLLeHNs 0 HebnaronpUATHBIX COOLITUAX U YBEAOMIIEHUSA O KOPPEKTMPYIOLLMX AeACTBUSIX.

3 MpoekTupoBaHue n/unmn NPoU3BOACTBO MOTYT BKItOUaTh B cebs paspaboTky cneuudukauui, NpogyKumum, npouns-
BOZCTBO, COOpKy, 06paboTKy, ynakoBKy, nepeynakoBKy, MapKUpOBKY, NepemMapkUpOoBKY, CTEPUNMU3ALIMIO, MOHTaX MK nepe-
paboTKy MeAMLIMHCKOro U3fenus, a Talke BbiNyck Habopa MeaULIMHCKUX U34enuii, BO3MOXHO B KOMBUHaLMKM ¢ Apyrumu
nsgenMaMmu B MEAULIMHCKUX LIENSiX.

4 Jnuo, ocyllecTBRsOLEE B COOTBETCTBUU C UHCTPYKLIMEN MO MPUMEHEHUIO COOPKY 1 perynimpoBKy MeAMLIMHCKOrOo
13[enus, BbiMyLLEHHOrO Ha PbIHOK MHBIM NIULIOM 1 MPpeAHa3Ha4YeHHoro Ana MHANBUAYaNbHOro NPUMEHEHUS, He SBMsSeTCS
M3roToBUTENEM, €Cnv cbopka 1 perynmpoBka He U3MEHSIIOT NPeAHa3Ha4Ye€HHOro NPUMEHEHNS MeQULIMHCKOTO U3Lenus.

5 Juuo, nsmersioLlee npefHasHayYeHHOE NPUMEHEHNE MEAULIMHCKOTO U3AEMUsa N MoguduumpyoLee MeauumH-
ckoe usfenue 6es cornacus UroToBUTENS Ans BbiNycka U3genus noa cBoum CO6CTBEHHLIM UMEHEM, crefyeT paccmaTpu-
BaTb KaK U3roToBUTENs MOAUMULIMPOBAaHHOTO MEAULIMHCKOTO U3Aenus.

6 YNonHOMOYeEHHBIV NpeacTaBUTenb, AUCTPUMOBLIOTOP MNKM MMNOPTEP, KOTOPLIN TONbKO fo6aBnAeT CBOW agpec u
KOHTaKTHble AaHHble Ha MeaULIMHCKOE U3genve Unv Ha ynakosky 6e3 yaganeHus unm usmeHeHus opurnHanbHon MapKupos-
KM, He ABNAETCA M3roTOBUTENEM.

7 B cnyvae ecnv npuHagnexHocT1 nognaaaoT Nog perynupytolmue TpebosaHns K MEAULIMHCKOMY U3AENuIo, Nuua,
OTBETCTBEHHbIE 3a NPOEKTUPOBaHUE U/ NPOU3BOACTBO TAKUX NMPUHAANEXHOCTEN, ABMAIOTCA U3rOTOBUTENSAMMU.

3.11 mepuuuHckoe usgenue (medicaldevice): MHcTpymeHT, annapar, npubop, ycTponcTeo, o06opyao-
BaHwe, UMMnaHTaT, in vitro peareHT, NporpammHoe obecneveHve, Matepuan unm uHble NoAoGHbIe UNK CBA3aH-
Hble C HAMW U3aenus, NpefHasHaYeHHble N3roTOBUTENEM Asi NPUMEHEHNS K YeroBeKyY Mo OTAEMbLHOCTU UM B
KOMOUHaLuK:

- ONarHOCTUKU, NPOoUNaKTUKA, MOHUTOPUHIA, NeYeHnst unu obneryeHus sabonesaHui;

- ONarHOCTUKM, MOHUTOPUHTa, NeYeHus, 06neryeHus nnv KoMmrneHcaLmm nocneacTsui TpaBMbl;

- UCCNeoBaHUs, 3aMeLLEeHUs U U3MEHEHUs1 aHaTOMUYECKOro CTPOEHMUS UMK PM3NoNorMiyeckux npo-
LieCccoB;

- XusHeobecneyeHUs: UNu NoaaepXKaHus XXU3HEHHbIX DYHKLUNIA;

- ynpaBrieHus 3a4aTuemM;

- Ae3nHMEeKUUU MeQULIMHCKUX U3OEeNWi;

- nony4eHns UHopMaLmm nocpeacTBOM UCCIeA0BaHWs in Vitro npo6, B3ATbIX U3 TeNna YenoBeka,

a TakKe He JOoCTUrarLLe CBOEro NepBUYHOrO NpeAHa3Ha4YeHHOro BO3eCTBUSA Ha OpraHu3M YernoBeka
3a cyeT hapMaKonornyecknx, UMMYHONOrMYECKUX U MeTabonuyecknx CpeacTs, HO YHKLUM KOTOPbIX MOTYT
NOoAAEPKUBATLCS TAKUMU CPEACTBaMM.

[GHTF/SG1/N071:2012, nyHkT 5.1]

NMpuMeyaHue— HekoTopble Usgenus B OTAENbHLIX HPUCOUKLMUAX MOTYT PaccMaTpUBaTLCS Kak MeaULMH-
CKUe, HO B UX OTHOLLIEHUM eLLie He BbipaboTaH eauHbIi noaxoq. Takumu n3genuamu MoryT 6biTb:

- Ae3VHULMPYIOLLME BELLIECTBa;

- BCMOMOraTernbHble CPeACTBa A4S NULL C OrpaHUYEHHBIMY BO3MOXHOCTAMY;

- U3LENUs, BKIHOYAKOLLME TKaHM XXMBOTHLIX UMW YENOoBeKa;

- U3Lenusa s 9KCTPaKopriopasnbsHOro onsiof4oTBOPEHNUSA U PENPOAYKTUBHBLIX TEXHOMOTUIA.

3.12 cemeiicTBO MeguUMUHCKUX usgenun (medical device family): Mpynna meguuMHCKUX usgenui,
NPOU3BOAUMBIX OOHOM U TOM XXe UNW Lnsi O4HON U TOIM e OpraHusauum u UMeRLLMX oanHaKoByo 6asoByto
KOHCTPYKLMIO U (DYHKLIMOHATNBHbIE XapaKTepUCTUKX B OTHOLLEHUM 6e30NacHOCTM, NpeaHa3Ha4yeHHoro npume-
HEeHUs U PYHKLMOHUPOBaHUSA.

3.13 oueHuBaHue byHKLUUOHaNLHbIX XapakTepucTtuk (performance evaluation): OueHka u aHanus
[OaHHbIX ANs YCTaHOBMNEHWUS U NPOBEPKX CNOcOBHOCTY U3aenvs ons AMarHoCTUKY in vitro gocTuraTe CBOEro
HasHa4eHus.
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3.14 nocnenpopaaxHoe HabnrogeHue (post-market surveillance): CucremaTuyeckuin npouecc cbopa
1 aHanusa onbiTa, Nofy4eHHOro B OTHOLLIEHUM MEAULMHCKUX U3OEMUIA, BbINYLLIEHHbIX Ha PbIHOK.
. 3.15 npopgykuus (product): PesynbTaTt npouecca.
[1ISO 9000:2005, nyHkT 3.4.2]

MpumeyaHus

1 CyuwecTByIOT YeTblpe 06LLme KaTeropum NpoayKLMK:

- ycrnyru (HanpumMep, NepeBo3ku);

- MporpammMHble cpefcTBa (HanpumMep, KOMMboTEPHas Nporpamma, CrnoBapb);

- TEXHUYECKue cpegcTaa (HanpumMep, MexaHu4eckas YacTb ABUraTerns);

- nepepabaTkiBaeMble MaTepuans! (Hanpumep, cMaska).

MHorue B1Zbl NPOAYKLUM COAEPXaT MeMeHTbI, OTHOCSLLIMECS K pasniMyHbIM 06LLmMM KaTeropuam npoaykuuu. OTHe-
CeHuWe NPOAYKLUUM K yCryram, MporpamMMHbIM, TEXHUYECKUM CPeACTBaM Unu nepepabaTbiBaeMblM Matepuanam 3aBucuT ot
npeobnagatollero anemeHTa. Hanpumep, nocraensemas NpoaykUMs «aBTOMOOUMbLY COCTOUT U3 TEXHUYECKUX CPEACTB
(Hanpumep, WKH), NnepepabaTbiBaeMblX MaTepuarnos (Hanpumep, roproyee, oxXnaxgaoLwas uUaKocTb), MPOrpaMMHbIX
cpepcTs (HanpumMep, NporpaMMHOE ynpaBrieHue AsurateneM, MHCTPYKUMS A BOAUTENS) 1 YCryru (Hanpumep, pasbsacHe-
HUS1 MO 3KCMNyaTaumu, AaBaeMble NPoAaBLIOM).

2 YcnyrasBnseTcs pesynbTaToM Mo MeHbLUEN Mepe OfHOro AelCTBUS, 06A3aTenbHO OCYLLECTBIEHHOrO Npy B3au-
MOZEeNCTBMU NOCTaBLUMKa U NOTPEBUTENS, 1, Kak NpaBurio, HemaTtepuanbHa.

MpepocTaBneHue ycrnyru MOXeT BKIoYaTh B cebs, Hanpumep, cneayuiee:

- [eATeNnbHOCTb, OCYLECTBMEHHYIO C MOCTaBreHHoN noTpebuteneMm maTtepuanbHOW Npoaykuuen (Hanpumep,
PEMOHT HeucnpaBHOro asToMobuns);

- eATeNbHOCTb, OCYLLECTBIEHHYIO C NMOCTaBMeHHOW noTpebuteneM HemaTtepuanbHOW Npogykumen (Hanpumep,
COCTaBreHue 3asiBNeHns 0 oxXonax, HeobXoAUMOro Ans onpeaeneHus pasmepa Hanora);

- NnpefocTaBneHue HemaTtepuanbHON NPOAYKUMM (HanpuMep, MHopMaLMy B KOHTEKCTE Nepeaayn 3HaHui);

- co3gaHue ycrnoBuii Ans notpebutenen (Hanpumep, B roCTUHULIAX U pecTopaHax).

MporpaMmHoe CpeacTBO COAEPXKUT MHGOPMaLIMIO U OObIYHO SIBRSIETCS HEMaTepuasnbHbBIM U MOXET GbiThb Takke B
dopMe nogxoaoB, onepauui unv npoueayp.

TexHu4yeckoe CpefCcTBO, Kak NpaBurio, SIBMSIETCA MaTepuanbHbIM, U ero KONMYECTBO BblpaXaeTcs UCHUCnsemMon
XapakTepucTuKoil. MepepabaTbiBaeMble MaTepuarnbl 00bIMHO SBMATCH MaTepuanbHbIMU, U UX KONIUYECTBO BbipaXaeTcs
HenpepbIBHOM XapakTepucTMKon. TeXHuYeckue cpefcTea v nepepabaTtbiBaeMble MaTepuarnbl YacTo Ha3blBaOT TOBapamu.

3 [aHHoe onpeaenexue TepMmnHa «NMPOAYKLIMS» UMEET OTIIMYKA OT onpeaenenus, npusegeHHoros [ISO 9000:2015.

3.16 3akynaemas npogykums (purchased product): Mpogykuus, npegoctaeneHHas Kakoi-nmbo cTo-
POHOIA, HaxXoAsILLIECsA BHE CUCTEMbI MEHEXKMEHTa KayecTBa opraHu3aLunn.

Mpumeuyanue— lMNpegocTasrneHne NPOAYKUUM HE BCEraa COMpoBOXAAETCS KOMMePYeCKUMU U hUHaHco-
BbIMU COTNaLIEHUsMU.

3.17 puck (risk): Co4yeTaHue BEpOSATHOCTU NPUYMHEHUS Bpeaa U TSHKeCTM 3TOro Bpeaa.
[1ISO 14971:2007, nyHKT 2.16]

MpumeyaHue— JTo onpegeneHune «puckay otTnvyaeTcs ot onpegenenus, gadHoro B 1SO 9000:2015.

3.18 MeHemXMeHT pucka (risk management): Cuctematuyeckoe NpUMeEHeHNe NONUTUKK, MpoLeayp U
NpaKkTU4ECKUX MeTOA0B MeHeI)XMeHTa Ans peLleHns 3aay aHanusa, oLeHUBaHus, ynpasneHns U MOHUTOPUH-
ra pucka.

[1ISO 14971:2007, nyHkT 2.22]

3.19 cuctema 6apbepoB cTepunbHOCTH (sterile barrier system): MuHUManbHbIM KOMINEKC TEXHUYEC-
KUX CPEACTB, KOTOPbI/ NPenaTcTBYEeT NPOHUKHOBEHMIO MUKPOOPraHM3MOB 1 No3BonseT ob6ecneynTs cTepurb-
HOCTb NPOAYKLMM 0 €€ UCMONbB30BaHUS.

[ISO 11607-1:2006, nyHkT 3.22]

3.20 cTepunbHoe MeguuMHcKoe usgenue (sterile medical device): MeguumHckoe usgenue, cooTeeT-
cTBytoLlee TpeboBaHUSAM K CTEPUITBHOCTH.

MpumeuyaHune— TpeboBaHUs K CTEPUNBHOCTY MEAULIMHCKUX USAENUIA MOTYT BbiTb YCTAHOBMEHb! MPUMEHM-

" MbIMU perynupytowumMu Tpe6oBaHUsIMU U CTaHAapTaMu.

4 Cuctema MeHemXMeHTa Ka4yecTBa

4.1. O6wue TpeGoBaHUS

411 OpFaHVISaLI,Mﬂ [AOIPKHa OOKYMEeHTUpoBaTbk CUCTEMY MEHEeXKMEeHTa Ka4yecTBa U NnogaepxmBatb ee
pe3ynbTaTUBHOCTE B COOTBETCTBUN CTpeﬁOBaHMHMM HacTosLLlero craHaapta U npuMeHUMbIMU perynupytoL -

4
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My TpebosaHusMu. OpraHnsaumsi JOMmKHa yCTaHaBNMBaTh, BHEAPATL M NoaAepXuBaTth nio6oe TpebosaHue,
npoueaypy, AeaTenbHOCTb UM MeponpuaTUe, KOTOpble A0MKHbI BbiTb JOKYMEHTUPOBAHbLI B COOTBETCTBUU C
TpeboBaHNAMU HacTosALLEro cTaHgapTa v NpUMEHUMbIMW PErynUpYOLLMMU TpeboBaHUsMU.

OpraHusauus JomkHa AOKYMeHTamnbHO ohopMUTL CBOO(M) posib(M) B COOTBETCTBUM C MPUMEHUMBIMU
perynupyoLwummn TpedoBaHNsa MU,

MpwumeyaHue— Ponu, npuHaTbIE Ha ceba opraH1sauuen, MoryT BKo4aTh B ce6s ponu U3roToBUTENS, YNon-
HOMOYEHHOrO NPeACTaBUTENS!, UMMOPTEPa UMM AUCTPUBLIOTOPA.

4.1.2 OpraHusauns JomKHa:

a) onpepensTb NPOLECChl, HEoBXoaAUMbIE ANs CUCTEMbI MEHEKMEHTA Ka4ecTBa, U UX NPUMEHeHue B
opraHusauum ¢ y4eToM ponen, NpUHATLIX Ha cebst;

b) npumMeHsATE pUCK-OpUEHTUPOBAHHbIM NOAXOA K YNPaBNeH)o COOTBETCTBYOLLIMMU NPoLieccaMu, Heob-
XOAMMBIMU ANS CUCTEMBI MEHEDKMEHTA Ka4eCTBa;

C) onpefensiTb NOCNenoBaTerlbHOCTb U B3aMMOLECTBME 3TUX NPOLIECCOB.

4.1.3 [1nsa kaxgoro npoLecca B cUcTeMe MeHea)XMeHTa KauecTBa opraHu3aL s JomKHa:

a) onpeaensTb KpUTEPUU U METOLbI, HEOBX0AUMbIE ANst o6ecneyeHus pesynbTaTUBHOCTK, KaK Mpu ocy-
LLIECTBIEHUU, Tak U Npu YNpasneHun 3STUMU NpoLieccamu;

b) obecneunsaTtb Hanuuve pecypcoB U UHMOPMaLK, HEOBXoAMMBIX AN NOAASPXKKMA YHKLIMOHUPOBa-
HUS 1 MOHUTOPUHIa 3TUX NPOLECCOB;

C) OCYLLUeCTBMsSITb AENCTBUSI, HeoBXoaUMbIe AMNsl AOCTUXEHUS 3anfiaHUPOBaHHbLIX PesynbTaToB U noj-
AepXXaHus pe3ynbTaTUBHOCTU 3THX NPOLECCOB.

d) ocylLlecTBNsTE MOHUTOPUHT, U3MEPEHUE, ECNU LieNlecooBpasHo, U aHanmna 3TUX NpoLLEeCCoB;

e) onpefensTb M NOAAEPXKMBATL B paboyeM COCTOSHUM 3anucK Ans AeMOHCTpaLMmM COOTBETCTBUS Tpe-
60BaHWsAM HaCTOSILLEro cTaHAapTa U NPUMEHUMbIM PerynupyroLLMM TpeGosaHuam (4.2.5).

4.1.4 OpraHusauusi JOMKHa OCYLLECTBMATb MEHEeOXXMEHT 3TUX MPOLIECCOB CUCTEMbl MEHeIKMeHTa
KayecTBa B COOTBETCTBUM C Tpeb0oBaHUsIMU HAcTOsLLEro cTaHAapTa v MPUMEHUMbIMU PErynUpYoLLUMY TpeGo-
BaHUsIMU. VIaMeHeHns1, BHOCUMbIE B 3TU NPOLLECChI, JOMKHbI:

a) OLeHMBaTbCs C TOYKM 3PEHUSI BO3AENCTBUS HAa CUCTEMY MEHE)KMEHTa KauecTBa;

6) oLeHnBaTLCS C TOYKM 3PEHUSA BO3AEWCTBUS HA MEAULIMHCKUE U3AENus, MPOU3BOAMMbIE B paMKaX CUC-
TeMbl MEHE)KMEHTA Ka4yecTBa;

B) KOHTPONMPOBATLCS B COOTBETCTBUM C TPEBOBaHUSIMU HACTOSILLIEro CTaHAapTa M MPUMEHUMbIMU pery-
nupyrowummn TpeboBaHUsMU.

4.1.5 EcnvopraHusauus peluaeT nepeaaTh Ha CTOPOHY BbINOMHeHMe Kakoro-nubo npoliecca, BNusioLLe-
ro Ha COOTBETCTBUE NMPOAYKLUUM TpeboBaHUAM, OHa LOIKHA OCYLLECTBIATE MOHUTOPUHE U oBecrneynsaTtb co
CBOEli CTOPOHbI YrpaBrieHne Takumuy npotieccamu. OpraHusalns coxXpaHseT OTBETCTBEHHOCTb 3a COOTBET-
CTBME TaKkoro npouecca TpeboBaHUsiM HacTosILLero cTaHaapTa, TpeboBaHUsAM NoTpebuTens U NpUMeHUMbIM
perynupytoLium TpeboBaHuamM. YnpasneHune OMKHO GbiTb NPONOpLYOHanbHO PUCKY, CBA3aHHOMY C BO3MOX-
HOCTbIO BHELLHEN CTOpOHbI obecneyuTb COOTBETCTBUE TpeboBaHUSIM MyHKTa 7.4. YnpaBneHue OOMKHO
BKINIOYATb MUCbMEHHbIE CornalleHus Mo Ka4ecTBy.

4.1.6 OpraHusaumsi fOmKHa JOKYMEHTUPOBATL MpoLeaypbl Banuaauui NpUMEHeHNS KOMIMbIOTEPHOTO
rporpaMmMHoro obecneyeHusi, UICMOMNb3YEMOro B CUCTEME MEHEQXKMEHTa kadecTBa. [puUnoXeHus Takoro npo-
rpammHoro obecneyeHus Heo6xoaMMO BanvManpoBaTh 10 Ha4ana NnpUMeHEeHUs 1, ecnu LienecooBpasHo, nocne
BHECEHUS USMEHeHUI B NporpaMmHoe obecrieyeHne unm ero npuMeHeHue.

KoHkpeTHbI noaxoa v Buabl AesTeNbLHOCTY No BanuaaLuuy 1 pesanvaaLun nporpaMmmHoro obecrneyeHus
[OIMKHbI BbITh MPOMNOPLMOHANbHBI PUCKY, CBA3aHHOMY C NMPUMEHEHWEM TaKoro NporpaMMHOro obecrneyeHus.
3anucm 06 3Toi AesTenLHOCTU AOMKHBI NOAAEPXKUBATLCS B paboyeM cocTosiHu (4.2.5).

4.2 TpeboBaHUA K OKyMEHTaUuu

4.2.1 O6wme nonoxeHuUs

JlokyMeHTaLMsi CUCTEMbI MEHE)KMEHTa KayecTsa (4.2.4) JomkHa BKNioYaTh:

a) OOKYMEHTanbHO OOPMITIEHHbIE 3asBNEHUs O MOJIUTUKE U LIensiX B 06MnacTy Ka4ecTsa;

b) . pykoBOACTBO MO Ka4ecTBy;

C) AOKYMEHTMPOBaHHbIE NpoLieaypbl U 3anucu, Tpebyemble HacToALLMM CTaHOapTOM;

d) OoKyMeHTbI, BKIOYas 3anucu, onpeaereHHble opraHusalmein kak Heobxoammble Ans obecneyeHus
pe3ynbTaTUBHOrO NIIAaHMPOBaHUS, OCYLLECTBNEHNS MPOLIECCOB U YNPaBieHUsl UMu;

e) OpYryto [JOKYMEHTaUuIo, YCTaHOBIEHHYH MPUMEHUMBIMU PErynvpYOLLIMMU TpeBoBaHUSIMU.

4.2.2 PyKoBOACTBO MO Ka4yecTBY
OpraHusaLus JomkHa JOKYMEHTUPOBaTh PYKOBOACTBO MO KAa4EeCTBY, COAepallee:
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a) obrnactb NpUMEHEHUs CUCTEMbI MEHEI)XMEHTa KayecTBa, BKMiovasi noapobHocTu 1 o6ocHoBaHue
TNOGbIX UCKIMIOYEHUI U/UINW HEMPUMEHEHUS;
. 6) OOKyMeHTUpOBaHHble npoleaypbl, paspaboTaHHble A CUCTeMbl MEHEeKMeHTa kavecTea, unu
CCbISKM Ha HUX;
B) onucaHue B3auMOAEeWCTBUSA NPOLIECCOB CUCTEMbI MEHE)KMEHTa Ka4ecTBa.
PyKOBOZCTBO MO Ka4ecTBY AOMKHO ONPEeAensiTb CTPYKTYPY AOKYMeHTauuu, UCMofb3yeMon B cucteme
MeHeXXMEHTa kayecTBa.

4.2.3 ®ann MmegUUUHCKOro usgenus

[Inst Kaxaoro TMna Unu cemencTea MEAULIMHCKMX U34enunii opraHusauus AokHa co3aaTh U NoAAEPXU-
BaTb B pabo4yemM COCTOSIHAM OAUH UMK HECKOMNBKO Painos, cogepx)aliyx AOKYMEHTbI Unu AatoLLuX CCbINkK Ha
HUX, NS NOATBEPXXOEHUS COOTBETCTBUS TpeboBaHMAM HacTosLLEero ctaHaapTa U NPUMEHUMbIM perynmpyto-
LM TpeOoBaHUSM.

CopepxaHue aina(oB) AOMKHO BKITIOYATL MO MEHbLLE! Mepe:

a) oblee onMcaHue MEAMLIMHCKOrO U3LENUs, ero NpeayCMOTPEHHOIO HasHaueHUs/MpuMeHeHus, Map-
KUPOBKM, BKItOYas Nniobble MHCTPYKLUK MO NPUMEHEHMUIO;

b) cneuudmkaLum npoayKUuK;

c) crneuuduKaLMm N npoLlesypbl NPOM3BOACTBA, YNAKOBKU, XpaHeH!s, obpatlieHus c usgenvem, a Tak-
e anucTpubyuuu;

d) npoueaypbl U3MEPEHUSA N MOHUTOPUHTa;

e) TpeboBaHus K MOHTaXYy, €CM1 MPUMEHUMO;

f) npouenypbl TexHU4ecKoro o6eyXMBaHus, eCrv NPUMEHNMO.

4.2.4 YnpaBneHue JOKYMeHTaMu

JloKyMeHTamu CUCTEMbI MEHEPKMEHTa Ka4ecTBa HE0GX0AMMO ynpaenaTh. 3anmcy — ocoBbiv BUA [OKY-
MEHTOB, U MU Haf10 YNPaBIisiTk COrMacHo TpebGoBaHMAM, NpuBeAeHHbIM B NyHKTe 4.2.5.

[lns onpefeneHusi HeoBXoaMMbIX CpeCTB ynpaBneHus AomkHa BbiTb paspaboTaHa LOKYMEHTUPOBaH-
Has npoleaypa, npegycmarpusaioLlas:

a) aHanus u oduLmansbHoe ofoGpeHne JOKYMEHTOB C TOUKM 3PEHUS MX aAeKBaTHOCTU 40 UX BbIMyCKa;

b) aHanus 1 akTyanusauuio, o Mepe HeoGXoaMMOCTY, 1 NOBTOPHOE odnLmanbHoe ofobpeHue [oky-
MEHTOB;

c) obecneyeHue uaeHTUDMKaLMN MSMEHEHWIA U cTaTyca NepecMoTpa JOKYMEHTOB;

d) o6ecneyeHune HanU4nsi COOTBETCTBYIOLLMX BEPCUI JOKYMEHTOB B MECTaX UX MPUMEHEHUS;

e) obecriedeHne coxpaHeH sl JOKYMEHTOB HYeTKUMU U Nerko naeHTuduumpyembIiMu;

f) oBecrnieyeHue uaeHTUDUKaLUM OKYMEHTOB BHELLIHErO MPOUCXOXAEHUSA, ONPeAeneHHbIX opraHusaLim-
el kak HeobxoauMble M NNaHUPoBaHNUs 1 PYHKLMOHUPOBaHUS CUCTEMbI MEHEDKMEHTa Ka4yecTBa, U ynpas-
TIeHNEe UX PaCChINKOW;

g) npenoTBpalleHMe NopYX Unu noTepu JOKYMEHTOB;

h) npegnoTspalleHue HenpegHaMepeHHOro UCMOSb30BaHNUSA YCTapeBLUMX JOKYMEHTOB U NpUMeHeH!e
COOTBETCTBYIOLLEN MOSHTUDUKALIUN K HUM.

OpraHusaums JommkHa obecrieumsate aHanua U oduLmanbHoe ofobpeHne MsSMeHeHUn B AoKyMeHTax
B0 JOMKHOCTHBIM MULIOM, 0[106pUBLLMM NepBOHaYasbHbI AOKYMEHT, NMMbo ApyruM cneluanbHo HasHaveH-
HbIM LOMKHOCTHBLIM NALIOM, UMEIOLLIMM [OCTYM K COOTBETCTBYIOLLEN NCXOQHON MHOPMaLIMK, Ha OCHOBaHWUM
KOTOPOI1 MPUHUMAETCS peLLeHune.

OpraHusauus OomkHa onpeaensiTe Nnepuos BpeMeHu, B TeHeHNe KOTOpOro CreflyeT XpaHuTb He MeHee
O[HOM KOMUU yCTapeBLLUX JOKYMEHTOB. Ha aToT nepuopa fomkeH ObiTe obecnedeH JOCTYN K JOKYMeHTaM, B
COOTBETCTBUM G KOTOPbIMU MEAMLIMHCKOE M3fernive Gbio U3roToBNEHO U UCTILITAHO, B TeYeHUe, No KpanHen
Mepe, cpoka cryx6bl M3aenus, onpeAerneHHOro opraHu3saLmeit, Ho He MeHee Cpoka XpaHeHus Nto6oi UTorosoi
3anucy (4.2.5) Unu B COOTBETCTBUM C MPUMEHUMbIMU PErynnpyoLLmmn TpeboBaHusaMu.

4.2.5 YnpasrneHue 3anucsimu

3anucu JoMmKHbI NoAAEpPXUBaTLCA B paboyeM COCTOSIHUM ANs NpeJoCcTaBeHuns CBUAETENbCTB COOTBET-
cTBUSt TpeBOBaHMAM 1 pe3ynbTaTUBHOMO (YHKLMOHUPOBaHUS CUCTEMbI MEHeMXMeHTa kadecTsa. OpraHusa-
LMA JOIDKHA JOKYMEHTMpOBaTh MpoLeaypbl AMs OfpefeneHust CpeAcTB ynpasneHusi, HeobxoauMbIx Ans
NAOeHTUMDMKALIMMN, XpaHeHs1, 5e30MacHOCTM 1 LIeNOCTHOCTM, BOCCTaHOBIEHNS, BKIOYas ONPeAEeneHnsi CPOKoB
XpaHeHusi, 1 nopsaka UsbATUS 3anuce.

OpraHu3aums AoMmKHa ONpeaeniTb U BHEAPUTb METO/b! 3aLUuUTbl KOHUASHUMANLHON MHdopMaLuy o
3[0pOBbLE, COAEPXaLlecs B 3anncsiX, B COOTBETCTBUM C MPUMEHUMbIMU PErynMpyoLLMMu TpeGoBaHUAMU.
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3anucy JoMmKHbI 0CTaBaTbCA YETKUMMU, NErko UaeHTUMULMPYEMBIMU U BOCCTaHaBNMBaeMbIMu. ViameHe-
HUS B 3aNUCSX JOMKHbI 6bITb UAEHTUMULMPYEMBIMK.

OpraHu3aLms AoMmKHa XPaHUTh 3an1cu B TeYeHue, Mo KpaiHeli Mepe, Cpoka cryx6bl MeAULIMHCKOro usae-
nus, onpegeneHHoro opraHMsauuen, Ho He MeHee [BYX IET C MOMEHTA BbIMyCKa MeAMLIMHCKOTO M3aenus opra-
HU3aLuell Unn B COOTBETCTBUM C NMPUMEHUMbIMU PErynUpYOLLIMMU TpeGOBaHUSMN.

5 OTBeTCTBEHHOCTbL PYKOBOACTBA

5.1 O6s3aTenbLCTBa PyKOBOACTBA

BbicLlee pykOBOACTBO OpraHu3auuy AOMKHO NpefoCcTaBnsTh CBUAETENbCTBA CBOE NPUBEPKEHHOCTU
pa3paboTke 1 BHEAPEHUIO CUCTEMBI MEHE)KMEHTa Ka4ecTBa, a Takke NoAAEPXaHUI0 ee pe3ynbTaTUBHOCTU
nocpeacTBoM:

a) [oBe[eHUs 0O CBELEHUsI OpraHM3aLmm BaXHOCTY BbINOMHEHUs TpeGoBaHuil noTpebuTtens, a Takke
NPUMEHUMbIX PerynupyoLmux TpebosaHuii;

b) paspaboTku nonuTuku B 0bnacTu kKa4ecTsa;

c) obecneueHus pa3paboTku Lieneli B 06nacTu kayecTsa;

d) npoBefeHust aHanm3a co CTOPOHbI PYKOBOACTRA;

e) obecneveHuss HeobxoaUMbIMU pecypcamu.

5.2 OpueHTauus Ha noTpebuTtens

BblicLUiee pyKOBOACTBO JOMKHO o6ecneumBaTh onpeaeneHune 1 BbINONHeHe TpeboBaHui noTpebutens n
NPUMEHUMbIX PETYNMPYIOLLMX TPEBGOBAHMIA.

5.3 MonuTuka B o6nacTu kayecTsa

BebicLuee pykoBOACTBO AOMKHO 06ecneyumBaTh, YTOObI NonuTMKa B 06nacTy kayecTsa:

a) COOTBETCTBOBana CTpaTernyeckum HaMepeHUsam opraHmsaLmuy;

b) Bknoyana 06s3aTenbCTBO COOTBETCTBOBATL TPEOOBAHUSAM CUCTEMbBI MEHEAXKMEHTA Ka4eCcTBa U NoA-
OepXuBaTh ee pPe3ynbLTaTUBHOCT;

c) obecneynBana OCHOBbI Afsi MOCTAHOBKM M aHanuaa Lenen B 06nactv kKauecTea;

d) 6bina goBeneHa A0 CBeAEHUS MepcoHana opraHusauny U NoHsITHa eMy;

€) aHanuavpoBanacb Ha NOCTOSIHHYO NMPUTOAHOCTb.

5.4 MnaHupoBaHue
5.4.1 Lenu B o6nacTtu kayectBa

BrlicLuee pykOBOACTBO OpraHusaLuumn 4oMmKHO obecneymnTb, YTobbl Lenv B 06nacTu kadyecTea, BKro4vas Te,
KOTOpble HeoGX0aNMbI NS BbINOSHEHWUSI NPUMEHUMbIX PEFYNMPYOLLUX TpeGoBaHui 1 TpeGoBaHuii K Npoayk-
LK, ObINM yCTaHoBMEHbI 41151 COOTBETCTBYHOLLMX (DYHKLMI U HA COOTBETCTBYHOLLMX YPOBHSIX BHYTPU OpraHuaa-
uun. Llenu B oBnactu kayecTBa [OMKHbI ObiTb U3MEPUMbBIMU U COTNAcoBaHHbLIMU C MONUTMKON B obnactu
KauyecTsa.

5.4.2 MnaHupoBaHWe CUCTEMbI MEHeO)KMEHTa KayecTBa

Bbicliee pykoBoACTBO AOMKHO 0becneumBaTh:

a) nnaHMpoBaHWe CUCTEeMbl MEHe)KMEHTa KadecTBa Ans BbiNonHeHUs TpeboBaHui, npuseaeHHbIX B
nyHkTe 4.1, a Tarke 4nsi AOCTUXKEHUs Lienen B 0bnactu kKa4yecTsa;

b) coxpaHeHue LenoCcTHOCTY CUCTEMBI MEHEKMEHTA KaYeCcTBa Npy NNaHUpoBaHUN U BHEAPEHUM B Hee
MU3MEHEHUIA.

5.5 OTBETCTBEHHOCTbL, MOMTHOMO4YUS U 0GMeH UHdopMaLuen
5.5.1 OTBeTCTBEHHOCTbL U MOMTHOMOYUS

Bbicwee PYKOBOACTBO OMMKHO obecneyunTb, YTOObI OTBETCTBEHHOCTb U NMOMTHOMOYUS ObInu onpegeneHsol,
OOKYMEeHTUPOBaHbl U 0oBeeHbl 0 CBelEeHUSA NepcoHana opraHmnsauunn.

Boicliee PYKOBOACTBO OSMKHO JOKYMEHTUPOBATb B3auMMopencTeme nepcoHana, pykosogsLliero, Bbinon-
HAWweroun Bepwd)wumpywmero pa60Ty no o6ecneyeHuIo ka4ecTaa, 1 obecneynBaTh NONHOMOYNS U HE3aBUCK-
MOCTb, HE06X0AMMbIE A5 BbINOMHEHUs 3TUX 3a4ay.

5.5.2 MNpeactaBUTEnbL pyKOBOACTBA
BbicLuee pykoBOoACTBO OOMKHO Ha3HauUTbL NpeacTaBUTEeNs U3 COCTaBa PYKOBOACTBA, KOTOPbI HE3aBUCH-
MO OT Apyrux obsisaHHoCcTeln 06nagaeT 0TBETCTBEHHOCTLIO U MOMHOMOYMAMU, BKIHOYAOLLUMU:

a) obecneyeHune Toro, YToObI npouecchl, HeobXxoauMble ANsi CUCTEMbI MEHEMKMEHTa kavecTBa, Obinu
OOKYMEHTUPOBaHbI;
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b) npeacraBneHne OTYETOB BbiCLIEMY PYKOBOACTBY O Pe3ynbTaTWBHOCTU CUCTEMbI MEHEMKMEHTa
KayecTBa 1 HeoBXoQUMOCTH ynyuLueHus (8.5);

c) ofecneyeHne pacnpocTpaHeHus MOHUMaHUs MPUMEHUMbIX PEryrvpytoLLnx TpeGoBaHui 1 TpeboBa-
HUI CUCTEMBI MEHEPKMEHTa kaueCTBa B paMKax BCel opraHusaLuu.

5.5.3 BHyTpeHHuUI o6MeH uHdopmauven

BbiCLLIee pyKOBOACTBO AOMKHO oBecrneunsaTk paspaboTky B opraHusaLum CooTBETCTBYIOLLMX NPoLiec-
coB 06MeHa UHhopMaLveld, B TOM YMCHe Mo BOMpOCaM pesynbTaTMBHOCTM CUCTEMbl MeHeDKMEeHTa KajyecTsa.

5.6 AHanus co CTOPOHbLI PyKOBOACTBa
5.6.1 OOLyue NONoXeHUs

OpraHu3aLys oMKHa JOKyMeHTMPOBaTL NpoLie/lypbl [iNs aHanusa co CTOpOHbI PyKoBOACTBA. Beicluee
PYKOBOACTBO [OFKHO aHanusvpoBaTb 4Yepes JOKyMEeHTamnbHO 3annaHvMpoBaHHble WHTepBanbl cucTemy
MEHeIKMEHTa KauyecTBa OpraHmsaLlm ¢ Lernbio obecneveHns ee NOCTOSHHON NPUroAHOCTY, afeKBaTHOCTL 1
pe3yrbTaTUBHOCTY. AHanN3 AOIDKEH BKITIO4ATh OLIEHKY BO3MOXHOCTEN YryuLUeHWsi U HeOOXOAMMOCTM BHeCe-
HUS N3MEHEHUI B CUCTEMY MEHEKMEHTA KaueCTBa OpraHu3aLuy, B TOM Y1CHe B MOMMTUKE 1 Liensix B oBnacty
KayecTBa.

3anuncu aHanusa co CTOPOHbI PYKOBOACTBA AOKHbI MOAAEPXKUBATLCS B paboyeM cocTosHuM (4.2.5).

5.6.2 BxopgHble naHHble AnA aHanusa

BxofHble JaHHble ANs aHanuaa co CTOPOHbI PYKOBOACTBa [OJKHbI BKIKOYaTb, HO HE OrpaHn4MBaThCs
3TUM, CrieayHoLLYI0 MHOpMaLMIO, MOMYYEeHHY 13:

a) obpaTHoW CBA3N;

b) obpalleHus c npeTeHsuneir;

C) OTYETHOCTU B PEryNMPYIOLLME OpraHbl;

d) ayauTos;

€) MOHUTOPWHIa 1 UsMepeHusi NPOLIECCOB;

f) MOHUTOpPWHra 1 U3MepeHUus NPoaYKLMK;

g) KOPPEKTUPYIOLLEro AeiCTBUS;

h) npegynpexgaroLLero 4eNCcTBUS;

i) mocneayroLWMX AENCTBUIA, BbITEKAIOLLMX M3 MPEeablAYLLIMX aHaN30B CO CTOPOHbI PYKOBOACTBA;

i) M3MeHeHUNn, KoTopble Morny 6bl NOBNMATL HA CUCTEMY MEHEXKMEHTa Ka4yecTBa,;

k) pekomeHAaLuiA MO yNy4LLEHUIO;

[) HOBBIX UMK NEPECMOTPEHHBIX MPUMEHUMbIX PErynMpyHoLLMX TpeBoBaHN.

5.6.3 BbixogHble faHHble Afisl aHanusa

BbIXOZAHbIE AaHHbIE AN aHarnusa co CTOPOHbI PYKOBOACTBA AOMKHbI GbiTh 3aperncTpupoBaHbl (4.2.5)mn
BKITIOYaTh NpOaHanManpoBaHHble BXOAHbIE AaHHble 1 Niobble pelleHns U AeficTBUS, OTHOCALLMECA K.

a) ynyulieHnsm, HeoBXoAMbIM A NoAAepXaHus NpUrogHOCTU, aAeKkBaTHOCTM U pe3ynbTaTuBHOCTY
CUCTEeMbl MEHEKMEHTA Ka4yeCcTBa 1 ee NpoLeCCoB;

b) ynyuiueHuto NpoayKLmMmM cornacHo TpeGoBaHUsM noTpebutenen;

C) WU3MeHeHUsIM, Heo6XOAMMbIM [si pearMpoBaHust Ha HOBbIE UMM MEPECMOTPEHHbIE MPUMEHUMbIE pery-
nupytoLme TpeboBaHus;

d) notpebHOCTU B pecypcax.

6 MeHemxMeHT pecypcoB

6.1 OGecneueHue pecypcamu

OpraHn3aLys JoIKHa onpesensTs 1 0GecneynsaTh pecypcsl, HeobxoauMbIe Ans:
a) BHe[pPEeHUs CUCTEMbI MEHeKMEHTa Ka4ecTBa v MoAAepXKaHus ee pe3ynbTaTMBHOCTY;
b) COOTBETCTBMS NPUMEHUMBIM PErynMpYoLIMM TpeGoBaHNAM 1 TpeGoBaHUSM notpebutens.

6.2 YenoBeueckue pecypchl

MepcoHan, OCyLLECTRASIOLNIA AEATENBHOCTb, BIUAIOLLYIO Ha Ka4eCTBO NPOAYKLNK, LOMKEH ObiTb komne-
TEHTHbLIM B COOTBETCTBUM C MOMYyYeHHbIM 06pasoBaHneM, NoAroTOBKOMN, HaBbIkamMu U OMbITOM.

OpraHu3aLys JOIKHa AOKYMEHTMPOBATh MPoLEcc(bl), OnpeaensioLuii(e) KOMNEeTEHTHOCTL NepcoHana,
nposefeHue obyyeHus, obecneyeHne UHPOPMUPOBAHHOCTY NepcoHana.

OpraHusauus formkHa:

a) onpenensTb HeoGXOAMMYHO KOMMETEHTHOCTL NepCoHana, ocyLeCTBAILEro 4eATeNbHOCTb, BRMsiO-
LLLYHO Ha Ka4eCTBO NpoayKLWK,;
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b) obecneunsaTb NOArOTOBKY UNV NPeANPUHUMATL APYrMe AeNCTBUS ANS SOCTWXKEHUS UMK noaaepxa-
HUS HeOBXOAUMOM KOMMNETEHTHOCTY;

C) OLEeHMBaTb PE3YNLTATUBHOCTL MPUHATLIX MEp;

d) obecneunsaTs OCBEAOMIEHHOCTL CBOETO NEPCOHaNa 06 aKTyarnbHOCTU U BaXHOCTU €ro AesTeNbHOC-
TW 1 BKNaze B AOCTUXEHUE Lieneii B 06racTy Ka4ecTsa;

e) nogaepxueatb B paboyeM COCTOSIHUM COOTBETCTBYHOLIME 3anucu o6 obpasoBaHum, NoAroToBKe,
HaBbIkax v onbliTe (4.2.5).

M punwme yaHue— MeTogonorus, ucrnonbayemasi st IPOBEPKM Pe3yrbTaTUBHOCTM, 4OMKHA BbiTk NPONOpLIMO-
HanbHa pUCKy, CBS3aHHOMY C ESITENbHOCTbIO, B OTHOLLEHWUM KOTOPOM NPOBEeAEHO 0BYyUYEHMEe UMK UHbIE AENCTBUS.

6.3 UndpacTpykTypa

OpraHusauus fomkHa AOKYMeHTMPOoBaTh TpeGoBaHUS K MHDPacTPYKType, HeoBX0AMMON A AOCTIKe-
HUS COOTBETCTBUSA TpeBoBaHUAM K NPOAYKLMM, NPefoTBPaLLeHNUs NepenyTbiBaHWs NPoAYKLUM 1 oBecrneveHust
Hapnexaiiero obpalleHus ¢ Held.

MHbpacTpyKTypa MOXET BKITlOYaTb, ECNM LienecoobpasHo:

a) 3gaHusA, paboyee NPOCTPAHCTBO U CBSI3aHHbIe C HUM CUCTEMbI UHKEHEPHOTO 06ecneYeHust;

b) obopynosaHue, BkIoUas TEXHUYECKUE U MporpamMMHble CPeiCTBa;

C) BcromoraTerbHble ycnyr (Hanpumep, TPaHCmnopT, CBsi3b UMW MHDOPMAaLIMOHHbIE CUCTEMB!).

OpraHusauusi [omKHa JOKYMEHTUPOBaTh TpeGoBaHUs K AeATENbHOCTY MO TEXHUYECKOMY 0BCyXUBa-
HUIO, B TOM YMCIe MHTepBarsbl BbINMONHeHUs paboT No TeXHUYeckomy o6CnyXMBaHWUIO, €Cniu 3TU AEACTBUSA Unn
NX OTCYTCTBME MOTYT NOBINSTE Ha KAYECTBO NMPOAYKLMN.

Ecnu uenecoobpasHo, Tpe6GoBaHUs LOMKHBI IPUMEHSTLCS K 060PYA0BaHUI0, UCTIOMNb3YEMOMY B MPOU3-
BOACTBE, 151 yNpaBneHns NpOM3BOACTBEHHO CPefoi, MOHUTOPUHIa U U3MEPEHUS.

3anu1cu Takoro TeXHUHECKOro 06CnyKUBaHUS AOIDKHBI NOAAEPKUBATLCS B paboyeM cocTosiHmm (4.2.5).

6.4 MpousBoacTBeHHasi cpea W KOHTPOIb 3arpsi3HEHUS
6.4.1 MNMpousBoacTBeHHaA cpeaa

OpraHusaumst JOmKHa [OKYMEHTUPOBaTL TpeboBaHUs K NPOU3BOACTBEHHOI cpefe, HeoBXoaMMoN ANs
OOCTMXKEHUS COOTBETCTBUS TPEOOBaHUSIM K MPOAYKLIUK.

Ecnu ycrioeusi npon3BoACTBEHHOM Cpebl MOTYT OKasaTb HEraTMBHOE BUSIHUE Ha Ka4eCcTBO NPOAYKLIK,
opraHusauusa AomKHa oKyMeHTUpoBaTk TpeboBaHuWs K MPOM3BOACTBEHHO cpefe v MpoLeaypbl AMnsi MOHUTO-
PUHra 1 yrnpasneHus NpoM3BOACTBEHHON CPEAON.

OpraHusauus fomkHa:

a) paspaboTaTb JOKyMEHTUPOBaHHble TPEGOBaHUS K COCTOSHUIO 300POBbS, YACTOTE U OAEX/e NepCoHa-
Na, eCnm KOHTaKT MeXy NepcoHanoM 1 NpoayKLMe Unm npou3BoACTBEHHOW CPEZIoN MOXET OKasaTh BNUSHME
Ha 6e30MacHOCTb MeAULIMHCKOIO U3AENUA UMK ero (hyHKLIMOHATbHbIE XapaKTepUCTUKK;

b) obecneunTtb, 4TOGHI BECE NEpCOHaN, BpeMeHHO paGoTatoLL i B 0COBLIX YCNOBUSIX TPOU3BOACTBEHHOM
cpefpbl, 6blr KOMNETEHTHbLIM UMW HAXOAUNCS NoA HabntoAeHeM KOMNETEHTHOro Nuua.

IMpumeyaHune— [ononHUTeNbHY MHGOPMAaLIMIO MOXHO HaiiTh B ISO 14644 1 SO 14698.
6.4.2 KoHTponb 3arpsisHeHUsA

Ecnu uenecoobpasHo, opraHuaalusa JoMmKHa NNaHUpoBaTh U AOKYMEHTUPOBaTh Mepb! Ans KOHTPOns
3arps3HeHHO Unu NoTeHLManbsHo 3arpsi3HeHHOM NPOAYKLUMM C LieNbio NPefoTBPalLEHs 3arpsasHEHNs NMpouns-
BOZCTBEHHOW CpeAbl, NepcoHarna Ui NpoayKLuum.

[nsa cTepunbHbIX MEAULIMHCKVX U3OENUI OpraHnsaLns AoIKHa AOKYMEeHTMPOBaTh TpeboBaHus K ynpas-
NEeHMIo 3arpa3HeHnemM MUKpoopraHM3MamMu Unu TBepabIMY YacTULaMu1 U NOAAEPXUBATL TPeByeMyto YMCTOTY B
npoueccax COOPKY U YrakoBKU.

7 Tpouecchl XU3HEHHOrO LiUKNa NpogyKumum

7.1 MnaHupoBaHUe NPOLECCOB XU3HEHHOTO LIUKNa NPoAyKLMMK

OpraHuaauns fomKHa NNaHnpoBaTh M pasdpabaTbiBaTh NpoLEecchl, Heo6XoauMbIe A1 06ecneyeHNs Kn3-
HEHHOro Lukna npoaykumu. NnaHuposaHve NpoLeccoB XU3HEHHOTO LiKNa NpoAyKLUMK AOMKHO 6bITk cornaco-
BaHO ¢ TpeboBaHUAMM K APYrMM NPOLECCaM CUCTEMbI MEHEe)KMEHTa KayecTsa.

OpraHusauus 4omKHa JOKYMEHTUPOBaTL OAMH Ui Goree NpoLLecCoB MeHeIXMeHTa pucka B poLieccax
XU3HEHHOTO LMKNa NpoayKLUum.

- 3anucm No MeHeHKMEHTY pycka AOIDKHbI NOAAEPXUBATLCS B paboyeM cocTosiHum (4.2.5).
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Mpy NNaHUpoBaHNy NPOLIECCOB XMSHEHHOTO LiKNa NpoAYyKLMM opraH1saLis AomkHa yCTaHOBUTb, ecn
LenecoobpasHo:

. a) uenu B obracTi kayecTsa v TpeboBaHs K NpOAYKUNK;

b) notpe6HOCTbL B paspaboTke NpoLIeCCOB, AOKYMEHTOB (4.2.4), aTakke B obecrneyeHn pecypcamu Ansi
KOHKPETHOA NPOAYKLMM, BKItoYas MHAPacTPYKTYpY 1 MPOU3BOACTBEHHYIO CPEAY;

C) HeoBXoaMMYIO [esTeNbHOCTL Mo BepudMKaLum, BanuaaLUmii, MOHUTOPUHTY, KOHTPOIO U UCTIbITaHU-
siM, 06paboTKe, XpaHeHuto, pacrnpeAeneHuio 1 NpocnexusaemocTu KOHKPETHOM NpoAyKLun BMECTE C KpuTe-
pUsSIMU NPUEMKM MPOAYKLIMK;

d) sanucu, HeobxoauMble Ans obecrneyeHuns: CBUAETENbCTBa TOro, YTO NPOLIECChl XU3HEHHOTO LMKna
npoayKuumM U roToBas NpoayKLUusi COOTBETCTBYIOT TpeboBaHusaM (4.2.5).

Pe3ynbTaThl 3TOr0 NMaHUPOBaHMS AOMKHbI ObITb AOKYMEHTUPOBAHbI B dopMe, COOTBETCTBYIOLLEV Npak-
TUKe opraHusaLuu.

MpumMmeuyaHune— JononHuTensHyo UHOPMALWI0 MOXHO HaiiTu B 1ISO 14971.
7.2 TMpouecchl, CBsi3aHHble C NOTpebuTensmMu

7.2.1 OnpepeneHue TpeGoBaHUiA, OTHOCALUMXCA K NPOAYKLUNN

OpraHusauys JorKHa OnpeaenuTb:

a) TpeBosaHusa noTpebutens, BkoYasn TpeboBaHuUs K NOCTaBKe 1 AeATENbHOCTH NOCIIE NMOCTaBKu;

b) TpeGosanus, He onpefeneHHbie noTpebutenem, Ho HeobXxoaUMbIe st KOHKPETHOTO Uu Npeanona-
raeMoro UCMornb30BaHust, Koraa OHO U3BECTHO;

C) NpUMeHUMbIE PErynmpyoLne TpeGoBaHus, OTHOCSLMECS K NIPOAYKLIA;

d) nioboe oby4eHue nonb3osaTenei, Heobxoaumoe Ans obecrieyeHus 3afaHHbIX yHKLUMOHaMNbHbIX
XapaKTepUCTMK 1 6e30NacHOCTM NPUMEHEHNS MeAULMHCKOTO U3Aenns;

e) miobble fornonHuTeneHble TpeboBaHus, onpeaerneHHbIe opraHusauuen.

7.2.2 AnHanus Tpe6GoBaHui, OTHOCALIMUXCS K NPORYKLUK

OpraHu3aLys JormkHa aHanusnposaTb TpeGoBaHms, OTHOCALLMECS K NPORYKUNN. OTOT aHanus JoMmKeH
MPOBOAUTLCS 0 NPUHSATYSI OpraHusaLmeit 06s3aTensCTBa NoCTaBNsATE NPOAYKUMIO noTpebuTtento (Hanpumep,
yyacTus B TeHAEPaX, NPUHATUSA KOHTPaKTOB Ui 3aKasoB, MPUHATUA M3MEHEHMI K KOHTPaKTam Unu 3akasam) 1
[oMmKeH obecneunBathb:

a) onpefeneHue N A0KyMEHTUPOBaHNE TpeGoBaHwWii K NpoOyKLuy;

b) cornacosaHue TpeGoBaHWUi KOHTPAKTa UNV 3aKasa, OTNNHAIOLLNXCA OT paHee chopMynMpOBaHHbIX;

C) BbINOMHEHWE NPUMEHNMbIX PErynUpyoLnuX TpeboBaHui;

d) ntoboe obyueHue ans nonb3oBaTeneli B COOTBETCTBUM C NyHKTOM 7.2.1, ero 4OCTyNHOCTL UK NnaxHun-
poBaHue obecneyeHns AOCTYNHOCTH;,

€) CrnocoBHOCTb OpraHM3aLuy CoOTBETCTBOBATL OMpeAeNneHHbIM TpeboBaHusAM.

3anucu peaynbTaToB aHan1aa u nocneayoLwnx AENCTBUN, BLITEKAIOLWNX U3 aHanusa, [OMKHbI Mopaep-
XMBaTbCs B paboueM cocTosHuv (4.2.5).

Ecnu notpebuTtens He npeAcTaBuil AOKYMEHTAPOBaHHbIX TpeboBaHwii, OpraH13aLus fomKHa noATsep-
[OUTb UX Y NOTpebuTens A0 NPUHATUSA K UCMIOMHEHWIO.

Ecnu TpeboBaHus KNpoayKLUM U3MeHeHb!, opraHusaLns JormkHa obecrne4nTb, 4ToObl COOTBETCTBYOLLIME
[OKyMeHTb! 6binu ucrpasreHsb, a COOTBETCTBYIOLLWIA NepcoHan 6bin NpouHpOpMUPOBaH 06 “3MeHUBLUMXCA
TpeboBaHuAX.

7.2.3 Ces3b c NoTpebutensamMmu

OpraHu13aLys [OMKHa NTaHNpoBaTh 1 JOKYMEHTUPOBATH MEpb! M0 NOAASPXKaHW0 cBa3u c noTpeburens-
MU, KacaroLuecs:

a) uHdopmaLmMm 0 NPOAYKLNK;

b) NpoxoXaeHuUs 3anpocoB, KOHTPAKTa UMK 3aKasa, BKIo4as MSMEHEeHWS,

c) obparHoii cBs3M ¢ noTpebuTenem, Bknoyas npeTeH3nm notpebutenen;

d) nosICHUTENbHBLIX YBEAOMIEHUNA.

OpraHu3aLyst AOIKHA NoAAepXUBaTh CBA3k G PErynupyioLLMMu opraHami B COOTBETCTBUU C NPUMEHU-
MbIMU perynupyroLLMMm TpeboBaHmsMm.

7.3 MpoekTpoBaHue u paspaboTka

7.3.1 OGwue nonoxeHus

OpraHu3aLus AoIKHa [JOKYMEHTUPOBATL NPOLEAYPbl IPOSKTUPOBaHNS U pa3paboTku.
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7.3.2 NMnaHupoBaHUe NPOEKTUPOBaHUS U pa3paboTku

OpraHusauusa gorkHa NnaHnpoBaTh U yNpassiTe MPOEKTUPOBaHMEM U pa3paboTkoi npoaykuuu. Ecniv
LienecoobpasHo, oOKYMeHTaLMsi MO MiaHMpOBaHMI0 MPOEKTUPOBaHMS U pas3paboTKy AoKHA NOAAEPXKUBATLCS
1 06HOBMATLCA MO XOAY NPOEKTUPOBaHMUS U pa3paboTKu.

B xoae nnaHmpoeaHus NpoeKTUpoBaHuUs 1 pa3paboTky OpraHusaLys formkHa AOKYMEHTUPOBATb:

a) CTaauv NPOEKTUPOBaHUA U paspaboTku;

b) aHanua(bl), Heo6XxoaMMbIe Ha KaXXOoi CTaauy NPOEKTUPOBaHUS U pa3paboTKy;

C) AeATenbHOCTb Mo Bepudukalyu, Banuaauuy 1 nepejade npoekTa, ecnu aTo LenecoobpasHo Ans
Kax[oM CTagum NpOeKTUPOBaHUs U pas3paboTKu;

d) OTBETCTBEHHOCTbL M MOMHOMOUMS B 06MacT! NPOEKTUPOBaHMS U pa3paboTu;

€) MeTodbl obecrneyeHns NPOCNeXUBaeMOCTU BbIXOOHbLIX AaHHLIX NPOEKTUPOBAaHWUS M pa3paboTKu K
BXOZHbIM faHHbIM;

f) HeoBxoaumble pecypchl, BkMtoyas TpeGyeMyto KOMMETEHTHOCTbL NepcoHana.

7.3.3 BxopgHble AaHHbIe NPOEKTUPOBaHUSA U pa3paboTku

BxogHble faHHble, OTHOCsLMECS K TPeBOBaHWSAM K MPOAYKUMM, OOMKHbI BbITb onpeaeneHs!, a 3anucu
[OIKHBI NOAAEPXUBATLCS B paboyem cocTosiHum (4.2.5).

BxofHble gaHHbIe OMmKHbI BKIHOYATL:

a) dyHKUMOHanbHbIe, SKCMNyaTaluoHHble TpebGoBaHus, TpeboBaHus yaobcTBa nonb308aHus 1 6e30-
NacHOCTU B COOTBETCTBUM C NpeHa3HaYeHHbIM NPUMEHEHUEM;

b) npumeHumMble perynupytolme TpeGoBaHUS U CTaHAAPTHI;

C) MPUMEHUMBbIE BbIXOZHbIE AaHHbIE M0 MEHEIXKMEHTY PUCKa;

d) Tam, rae aTo LenecoobpasHo, MHGOPMaLWIO, B3ATYIO U3 MPEAbIAYLLMX aHAMOTMYHBIX MPOEKTOB;

e) Apyrve TpeboBaHus, BaxHble AN MPOEKTUPOBaHUS U pa3paBoTKM NPOAYKLIMM UM MPOLIECCOB.

BxogHble faHHble A0MKHbI GbITb NPoaHanM3upoBaHbl Ha aAEeKBaTHOCTL M OULIMANBHO 00BPEHbI.

TpeboBaHus AOMKHbI 6bITb MOMHBLIMU, HEABYCMbICTIEHHBIMU, MPUIOAHLIMU A BEpUUKALIMM UMW Banu-
AaLun 1 HenpoTUBOPEYUBLIMU.

MpwumeyaHue— [ononHATENbHYIO MHGOPMAaLIMIO MOXHO HaliTu B IEC 62366-1.
7.3.4 BbIxopaHble AaHHbIe NPOEKTUPOBaHUS U pa3paboTku

BbixoaHble AaHHbIe MPOEKTMPOBaHWS U pa3paboTKu JOMKHbI:

a) COOTBETCTBOBATH BXOAHbLIM JaHHbIM NMPOEKTMPOBaHUS U paspaboTKu;

b) obecneunsath cooTBeTCTBYIOLIEN UHDOPMALMEN B OTHOLLIEHWM 3aKyMOK, MPOM3BOACTBA U 0BCYXU-
BaHUS;

C) coAepxaTb KpUTEPUM NPUEMKIM MPOAYKLIMM UMK CChITNKA Ha HUX

d) onpefensTe xapakTepUCTUKM MPOAYKUMM, CYLLECTBEHHble sl ee 6e30macHoro 1 NpaBUIbHOMO
UCMOSb30BaHMUSA.

BbIxogHble fJaHHbIe MPOeKTUPOBaHUs 1 pa3paboTku AOMKHbI ObITb NpeacTaBneHsl B opMe, NO3BOMSIO-
LLier MPOBECTU BepuUKaLIMI0 OTHOCUTENBHO BXOAHBIX AaHHbIX MPOEKTUPOBAaHNS 1 pa3paboTKi, a Takke JOITK-
Hbl 6bITb 0406PEHbI 40 UX MOCNEeAYHOLLIEro UCTIONb30BaHMS.

3anucy BbIXOHBIX JaHHbIX POSKTUPOBaHMUS U pa3paboTKU AOMMKHbI NOAAEpXMBaTLCS B paboyem cocTo-
AHUK (4.2.5).

7.3.5 AHanus npoeKTUpOBaHUA U pa3paboTku

Ha Tex ctagusix, rae aTo LieniecoobpasHo, AOMKEH NPOBOAUTLCSA CUCTEMATUYECKUIA aHAMKU3 NPOEKTUPO-
BaHus 1 paspaboTku B COOTBETCTBUM C 3anfaHUpOBaHHBIMU U [OKYMEHTUPOBaHHBLIMU MEPOMNPUSTUSMU C
Lenbio:

a) oueHKM crnocobHOCTY peaynbTaToR MPOEKTUPOBAHMUS 1 paspaboTki COOTBETCTBOBATL TPEBOBAHUAM;

b) naeHTUdDVKaLMM 1 NpeanoXeHns HeOBXOAUMBIX AEACTBUIA.

Takoit aHanus JOMXHbI BLIMOMHSATL MPEeACTABUTENM CIYXG, UMEIOLLMX OTHOLWEHUE K aHanuanpyeMbIM
CTafuvsiM NPOEKTMPOBaHUA 1 pa3paboTku, a Take ApYyrue CneLmuanncTbl opraHusaLmmu.

3anucy pesynbTaToB aHanuaa 1 BCeX HEOGXOANMBIX AEMCTBUM AOMKHBI NOAAEpXUBaTLCS B paboyeM
COCTOSIHUM U BKITIOYaTb OMMUCaHWe MpoekTa B paMKax aHanusa, BOBMNEYEHHbIX YY4aCTHUKOB M OaTy aHanu-
3a(4.2.5).

7.3.6 Bepudukauus npoekTUpoBaHUs U pa3paboTku

BepMd)MKaLWlH NPOEKTUPOBAHUA U paSpaGOTKVI AOIMKHa OCYLLEeCTBNATLCA B COOTBETCTBUM C 3annaHUpo-
BaHHbIMW U JOKYMEHTUPOBAHHbIMU MEPONPUATUAMU ANst 06ecrneyeHuns Toro, YTobbl BbIXOHble AaHHbIE MPOeK-
TUPOBaHUA U pa3p860TKM COOTBETCTBOBasiv BXOAHbIM AlaHHbIM MPOEKTUPOBaHUA U pa3pa60TKv|.
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OpraHu3saums AormxHa JOKYMEHTUPOBaTb MraHbl BepudukaLum, BKIlo4as MEeTo/bl, KoUTepu NpUemMKi 1,
€Cniu LienecoobpasHo, CTaTUCTUYECKUE MeTO Ikl C 060CHOBaHNeM o6bema BbIGOPKU.

_Ecnv npeaycMOTPEHHOE NpUMeHeH!e CofiepXuT TpeGoBaHue, YTobbl MeanuMHCKoe usfenue 6bino noa-
KIIOYEHO MMV MMENo UHTEPMENC AN COBANHEHNS C APYTMM(M) MeJULIMHCKUM(1) nsaenuem(sMu), Bepuduka-
LIMs1 AOIDKHA BKIIOYaTh MPOBEPKY TOTO, YTO BbIXOAHbIE JaHHbIE NPOEeKTa COOTBETCTBYIOT BXOAHLIM AaHHBIM MpK
TaKoM MOAKMIOUYEHUI UM COEAUHEHUN Yepes UHTEPMENC.

3anucu pesynbTaToB M BIBOLOB M0 BEpU(UKaLMi 1 HeOBX0ANMbIX AEACTBUIA JOMKHBI MOAAEPXKUBATECA
B paboyem cocTosiHum (4.2.4 n4.2.5).

7.3.7 Banupauus npoeKTMpoBaHus U pa3paboTku

Banuzauus npoeKTUpoBaHus 1 pa3paboTkiu JOMKHa OCYLLECTBIATLCSA B COOTBETCTBIM C 3annaHMposaH-
HbIMY 1 [IOKYMEHTMPOBaHHbLIMM MEPOTPUATUSIMUA 4TS 06ecneyeHmns COOTBETCTBMS FOTOBOM MPoAYKLMN Tpebo-
BaHMWSIM K ee NpeiHasHa4YeHHOMY U npejnonaraeMomy npuMeHeHuto.

OpraHu3aLms AomkHa JOKYMEHTMPOBaTh MraHbl Banuiauuu, BKIioYas MeToabl, Kputepuu npuemku u,
€Cnu LienecoobpasHo, cTaTUcTMYEeCKk1e MeToibl ¢ 060CcHOBaHWeM o6bema BbIGOPKU.

Banugauums JomkHa GbiTh NpoBefeHa Ha TUMOBOM (PenpeseHTaTUBHOM) usfenuu. Tunosoe usfenve
MOXET NpefCcTaBNsTh coboit nepBble 06pa3Lisl MPOAYKLMM, NapTun Unu ux akeusaneHTs. O6ocHoBaHNe BbiOO-
pa TaKux NPoAyKTOB AMs BanuaaLmm JOIDKHO BbITb JOKyMeHTUpoBaHo (4.2.5).

Kak yacTb BanuaaLmm NpoeKTMpoBaHusi ¥ pa3paboTku opraHusalunsa JoMmKHa BeIMOMHATL KNUHUYeCKue
OLIEHKM UMY OLieHMBaHMe (YHKLMOHATbHbIX XapakTepUCTUK MeMLMHCKOrO M3enusi B COOTBETCTBUM C Npume-
HUMbIMM perynupyoLumm TpebosaHmamu.

MeauuuHCKoe n3fgenume, Ucronb3yeMoe Ans KIMHUYECKON OLEHKN i OLeHUBaHNs (PYHKLMOHANBHBIX
XapaKTepuUCTUK, He paccMaTpUBaETCs Kak BbiMyLLEHHOE [iMsi UCNOoNb30BaHus notpebutenem.

Ecrv npefycMoTpeHHoe npuMeHeHne TpebyeT, YToGbl MeanLmMHeKoe usaenue 6bino NoAKIoHeHo unm
uMero uHTepdeiic Ans coeauHeHNs ¢ ApYruM(M) MeJULMHCKUM(1) usaenuem(samu), To Banuaaums AomxHa
BKITI0YaTh NPOBEPKY TOro, YTo TpeboBaHus Ans npeaHasHaveHHOro unu npeanonaraemMoro NpUMEeHeHNs 6binn
BbIMOMHEHb! NPV MOAKMIOYEHUM MU COeANHEHUM Yepes UHTepdelc.

Banuaaums fomkHa 6biTk NpoBeAeHa [0 NOCTaBKy NpoayKLmmK notTpebutento.

3anvcu pesynbTaToB U BLIBOAOB MO BanuaaLmm 1 HeobXoauMbIX AeNCTBUIA AOMKHbI NOAAEpXMBaTLCS B
paboyem cocTosiHuY (4.2.4 n4.2.5).

7.3.8 Mepenaua npoekTa v paspaboTku

OpraHusaLms [JomKHa JOKyMEHTMPOoBaTh NpoLieAypbl nepefayu BbIXOAHbIX AaHHbLIX MPOEKTUPOBaHUS 1
pa3paboTk1 B NPOM3BOACTBO. STU MpoLieypbl AOMKHbBI 06ecneuuTb, YTo6bl BbIXOAHbIE AaHHbIE MPOEKTUPOBa-
HUS 1 pa3paboTku BbiNKn BeprudULMPOBaHbl Ha COOTBETCTBME TPeGoBaHUAM NPOU3BOACTBA, PeX/Ae YeM cTaTe
OKOHYaTENbHbLIMM MPOU3BOACTBEHHBIMU cneLuduUKaLsMm, U HTOBb! NPOU3BOACTBEHHbLIE BOSMOXHOCTU MOTNK
COOTBETCTBOBaTb TPEOOBaHWUAM K NpoayKLUUK.

PesynbTaThl 1 BLIBOZbI NEPeAay AOIKHbI GbITb 3aperncTpuposaHs (4.2.5).

7.3.9 YnpaBneHue U3MeHeHUsIMU NPOEKTUPOBaHMsA U pa3paboTku

OpraHu3aums JormkHa JOKYMEHTUPOBaTL NpoLeaypb! A yrpasrieHus USMeHeHUs MM NpOeKTUpoBaHus
1 pa3paboTku. OpraHusaLms JOIKHa onpefensiTh 3Ha4MMOCTL UBMEHEHUI Ans (PYHKLMOHANbHLIX, 3KCTiTyaTa-
LIMOHHBIX TpebosaHuii, TpeboBaHuil yaobeTea Nonb3oBaHus, 6e30nacHoCTY Y NPUMEHUMbIX PErynupyioLLnx
Tpe6oBaHmii B OTHOLLEHUM MEAULIVMHCKOTO N3AeMnNs 1 ero NpefyCMOTPEHHOrO NPUMEHEHMS.

M3MeHeHUs B NPOEKTUPOBaHWUY 1 pa3paboTke JOMKHbI ObITh MOEHTUHULMPOBAHBI.

Jlo BHEApeHUst U3MeHeHMUs AOMKHbI ObIThb:

a) npoaHanusvpoBaHbl;

b) BepuduLMpoBaHsbl;

C) BanUAMPOBaHbI, €CAN 3TO LienecoobpasHo;

d) opobpeHbl.

AHanu3 usMeHeHu NPOeKTUPOBaHNUSA 1 pa3paboTKN JOMKEH BKIoYaTh OLeHNBaHNe BNuAHUA U3MEHEHUN
Ha COCTaBHbIe YacTu, nonydabpukaThl UMK YKe NocTaBMNeHHYIo NPOAYKLMIO, Ha BXOAHbIE UMK BbIXOAHbBIE AaH-
Hble MeHeKMeHTa puUcka 1 MPOLeCChl XXM3HEHHOTo LiMKa NpoAyKUMK.

3anncu 3MEeHeHWIA, peayrbTaToB aHanuaa U3MeHeHui 1 Niobbix HeobXxoaUMbIX OEeNCcTBUM OOMKHbI Noa-
AepxusaTbcs B paboyem coctosiHum (4.2.5).

7.3.10 ®aiinbi NpoeKTUPOBaHUs 1 pa3paboTku
OpraHu3aLs fomKHa NoAAepXvBaTh aiin NpoeKkTMpoBaHNsa M pa3paboTki Anst Kaxagoro Tuna unu
ceMelicTBa MeAULIMHCKUX U3aenuii. [aHHbIi (haiin AormKeH BKIoHYaTh 3an1cu UK CCbINKY Ha HUX, CPOPMMPO-
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BaHHbIE AN [EMOHCTPAaLM COOTBETCTBUS TPeGOBaHUAM NPOEKTUPOBaHUS 1 pa3paboTku 1 3an1cu U3MEHEHUI
NPOEKTUPOBaHUS U pa3paboTKu.

7.4 3akynku
7.4.1 Mpouecc 3aKynok

OpraHusaums gomkHa AOKYMEHTMPOBaTL npoleayps (4.2.4), obecneunsaioLime cooTBETCTBIE 3aKyn-
NEeHHOW NPoAYKLMM YyCTaHOBNEHHbIM TPEBOBaHUAM K 3aKyrKam.

OpraHusaLms gomkHa yCTaHOBUTb KpUTEPUM AN OLleHUBaHUS 1 BbiGopa nocTasLuykos. Kputepum fon-
XHbl ObITb:

a) OCHOBaHbI Ha CIOCOBGHOCTM NOCTAaBLLMKa NOCTABNSATL NPOAYKLMIO, COOTBETCTBYIOLLYIO Tpe6oBaHUSM
opraHusauuu;

b) ocHoBaHbI Ha pe3ynbTaTax 4eaTenbHOCTY MOCTaBLUMKA;

C) OCHOBaHbl Ha BNUSIHAW 3aKynaeMol MPOAYKLIMM Ha Ka4eCTBO MeAULIMHCKOTO U3aenus;

d) nponopLoHankbHbI PUCKY, CBSI3aHHOMY C MEAULMHCKUM U3LEMUEM.

OpraHusaums fomkHa NnaHMpoBaTe MOHUTOPUHT 1 MOBTOPHOE OLIEHNBAHME NOCTABLLUMKOB. [IoMKeH 0Cy-
LLeCTBNSATLCS MOHUTOPUHT Pe3ynbTaToB AesATeNbLHOCTU MOCTaBLUMKa B OTHOLLEHUM COOTBETCTBIS 3aKynaeMoii
npoAykuumn TpeboBaHuaM. PesynbTaTbl MOHUTOPUHIA AOITDKHBI BbiTh BKIIOYEHbI BO BXOAHbIE AaHHbIE NpoLiecca
MOBTOPHOrO OLleHUBaHUS MOCTaBLUUKa.

HesbinosHeHue nocrasLLykom Tpe6GoBaHuii K 3aKkynaemMoi NpoayKLMmU AOSHKHO BbITh paccMOTPEHOo Npo-
nopLuoHansHoO PUCKY, CBA3aHHOMY G 3aKyrnaeMo NpoayKuuel v NPUMEHUMbIMU perynupyoLmumi TpebosaHmn-
AMU.

3anuncu pe3ynbTaToB OLEHUBaHUS, BbIGOpa, MOHUTOPUHIA U MOBTOPHOIO OLIEHUBAHWSI BO3MOXHOCTEl
nocTaBLUMKa UK pe3ynbTaToB AesTENLHOCTY U NoObIX HEOOXOAUMBIX AEACTBUIA, BbITEKAIOLLUX U3 3TOM Aes-
TenNbHOCTU, AOMKHbI NOAAePXUBaTLCS B paboyeM cocTosHuM (4.2.5).

7.4.2 NHdopMauumsa no 3aKkynkam

WHdopmauus no sakynkam [JorKHa ONKUCLIBaTL UMW COAEPXKaThb CCINKM Ha 3aKyrnaemyio nMpoayKLMio,
BKIOYasi, ecnu LiernecoobpasHo:

a) creumduKaLmy NpoayKLUuUK;

b) TpebosaHus k npuemke NpogykLMu, NpoLiedypam, npoleccam 1 06opyaoBaHMIO;

¢) TpeboBaHMs Kk KBanuukaLMm nepcoHarna nocTaBLImMKa;

d) TpeboBaHuWs K CUCTEME MEHEeIXKMEHTa Ka4eCTBa.

Opranusaums nomkHa obecneunBaTh afeKBaTHOCTb YCTaHOBMEHHbLIX TpeBOBaHUA K 3aKynkaM 40 WX
COOOLLIEHNS MOCTaBLLMKY.

MHdopmaLms no 3akynkam JOMmkHa BKIOYaTb, €CMN 3TO MPUMEHNMO, MUCLMEHHOE COrMalleHue O TOM,
4TO MOCTaBLUUK YBEJOMIAET OpraHu3aLmio 06 MsMeHeHusIX B NOCTaBnsieMol NPOAYKLUM [0 BHEAPEHUS 3TUX
M3MEHeHWI B Cryyae, ecriv OHW OKasblBaloT BIsiHWE Ha COOTBETCTBUE NPOAYKLUN YCTaHOBMNEHHLIM TpeboBa-
HUSAM K 3aKynKaM.

B 1o cTeneHu, B kakoii 370 HEO6X0AMMO s OCYLLECTBMNEHUS MPOCnexmMBaemMocTu (7.5.9), opraHusaLms
AormkHa nogaepxuearth B paboyem CoCTOSIHWM COOTBETCTBYIOLLYYHO MHCOPMALMIO MO 3aKynKam B hopMe 0KY-
MeHTOB (4.2.4) 1 3anucelt (4.2.5).

7.4.3 Bepudwukauus 3akynaeMmoi npoayKLUn

OpraHusauus gomxHa paspaboTaTh U OCYyLLECTBATE KOHTPOMb UMW UHLIE BAOBI AEATENBHOCTY, HE06XO0-
Anmble Ans obecneyeHns COOTBETCTBUS 3aKynaeMoli NpoAyKLMM YCTaHOBNEHHBIM TpeBOBaHMAM K 3aKyMKaM.

O6bem feATenbLHOCTY Mo BEpUMUKaLIMM JOMKEH BbiTh OCHOBAH Ha pe3ynbTaTax oLeHUBaHUs MOCTaBLU-
Ka 1 6bITb NPONopLIMOHabHBIM PUCKaM, CBSI3aHHBIM C 3aKynaemoi npoayKuuei.

Ecnu opraHusalus nonyyaeT MHGOpMaLMIO O KaKUX-NMGO N3MeHEeHUsIX B 3aKynaeMoi NpoayKLuM, TO OHa
AO0MmKHa onpefennTb, HAaCKONbBKO 3TU 3MEHEHMs! MOBIUSIOT Ha NPOLIECChI )XU3HEHHOTO LiNKIIa NpoayKLMUmM Unu
MeauLMHCKoe usgenue.

Ecnu opraHusauus wnu noTpebutenb npefnaralT OCYLECTBUTL BepuUdUKaLMIo Ha MpeanpusTum
rocrasLUuka, TO OpraHu3aLus AoMmKHa YCTaHoBUTL B MHGOpMaLMmM No 3akynkam npeanonaraemelie Mepbl rno
BepUdMKALIMM 1 NOPSIAOK BbiMycka MPOAYKLIMM Y NOCTaBLLMKA.

3anucu no BepuduKaLMm OIKHbI MOAAEPKUBaTLCS B paboyeM cocTosiHU (4.2.5).

7.5 MpouseoacTeo U OBCNYXUBaHKE

7.5.1 YnpaBneHue Npou3BOACTBOM U O6CAYXUBaHUEM

MpoussoacTBo M oGCnyx)mnBaHUe NOMKHbI MNaHUPOBATLCS, OCYLLECTBIATLCS, NOABEPraTLCs MOHUTOPUH-
ry v ynpasneHuio Ans obecneyveHnsi COOTBETCTBUS MPOAYKLMM CrieLuduKaLmu.
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Ecnu uenecoobpasHo, ynpasnsieMble YCroBUs NPOU3BOACTBa OOMKHbI BKIOYaTh, HE OrpaHN4nBasch
umu:

a) OOKYMEeHTUpOBaHHbIE NpoLeypbl U METOAb! YIPaBNeHUs Npou3BoACTBOM (4.2.4);

b) kBanuduKaumo MHDPaCTPYKTYPbI;

C) npoBeAeHue MOHUTOPUHIa 1 U3MEPEHUI MapaMeTpOoB MPOLECCOB U XapaKTepUCTUK NPoaYKLUUK;

d) Hanuume u npuMmeHeHue o6opyaoBaHuUs ANsi MOHUTOPUHIA U U3MEPEHMUIA;

€) BbINOMHEHME YCTaHOBINEHHbIX OnepaLuii No MapKUpoOBKe 1 YNaKkoBKe;

f) ocylwecTBneHue Bbinycka, NOCTaBKU U eNCTBUI MOCHe MOCTaBKU NPOAYKLUUM.

OpraHusauus gomkHa paspaboTaTs U NnoanepxuMBaTh B pabovem cocTosiHum 3anucu (4.2.5) Ans kaxkgoro
MEOMLIMHCKOrO U3OENNUA UMK KaXXA0M NapTuvM MeguLMHCKUMX u3genui, 4tobbl ob6ecneumntb Ux npocrnexvsae-
MOCTb B COOTBETCTBUU C MYHKTOM 7.5.9 1 onpefeneHune KonmyecTsa npousseSeHHON NPOAYKLMIA U MPOAYKLIAK,
onoGpeHHO Ans pacnpocTpaHeHus. 3anucy oMmKHbI ObiTb BepudmumMpoBaHs! M oduumansHO ofobpeHb!.

7.5.2 YucroTa npoaykuumn

OpraHusauus gomkHa JOKYMEHTUpoBaTh TPeBoBaHMSA K YUNCTOTE UMM KOHTPOIIO 3arps3HEeHns npoayk-
Luu, ecru:

a) npoayKuusi nepen crepunusaumvein u/unu npuMeHeHNeM NpoXoauT OUUCTKY B OpraHvM3aLuu;

b) mpoaykuus nocTaBnsieTcs HECTEPUIBHOM M NOANEXUT OUYUCTKE Nepes cTepunusauuen n/vnm npume-
HeHuewm;

C) npoayKuusi He MOXeT ObITb OuMLLieHa Nepes cTepunuaaumnein u/unv npUMeHeHneMm, Ho ee YucToTa ume-
€T 3Ha4yeHue [N NPUMEHEHNS;

d) npoaykuusi nocTaBnsaeTcs A5t UCMONb30BaHNA HECTEPUITBHOM, HO €€ YMCTOTa ABMSAETCS CYLLECTBEH-
HOW Arsi IPUMEHEHUs1 U3Oenus;

e) peareHTbl, MPUMEHsIEMbIE 5151 O4UCTKU MPOAYKLIMK, OIMKHBI BbITh YAaneHs! B NpoLecce ee U3roTos-
neHust.

Ecnu npoaykuusi noasepraeTcsi O4UCTKE B COOTBETCTBMM C NepevncneHusiMu a) unu b), TpebosaHus
nyHkTa 6.4.1 He NPUMEHSIIOTCA A0 3Tarna O4UCTKU.

7.5.3 OeAaTenbHOCTb NO MOHTaXy

OpraHusauust JomkHa JOKyMeHTUpoBaTb TpeboBaHUs K MOHTaXy MeOULMHCKOrO U3Lenns u Kputepum
npueMku ans sepudukalum MoHTaxa MeaUUMHCKOro U3fenuns, ecnv npUuMeH1MMo.

Ecnu cornacoBaHHble ¢ noTpebuteneM TpeboBaHWsi NO3BOMSIOT BbIMOMHATE MOHTaX MEOULMHCKOro
n3aenusi BHELLHEN CTOPOHOM, OTNIMYHOM OT OpraHv3aLmm Unm ee NocTaBLUuKa, OpraHu3aLus JorKHa npefocTa-
BUTb [JOKYMEHTUPOBaHHble TpeboBaHUs K MOHTaXy MEAULIMHCKOIO M3Aenuvs 1 BepudukaLmm MoHTaxa.

3anucu o MoHTaxe U BepucmrKaLmum MEAULIMHCKOIO U3OENusi, KOTOPbIE BLINOSHAET OpraHusaLms unu ee
NocTaBLUVMK, JOMKHbI NOAAepXMBaThcs B pabouem coctosiHum (4.2.5).

7.5.4 [JeATenbHOCTb NO OGCAYXUBaHUIO

Ecnu obcnyxuBaHne MeauLIMHCKOrO U3AEnus ABNSEeTCS YyCTaHOBMEHHbIM TpeGoBaHeM, opraHusaums
[OMKHa paspaboTaTh JOKYMEHTUPOBaHHbIE NPOLEAYPbI MO 06CNYKUBaHWIO, CPaBOYHbIE MaTepuarnsl 1 pede-
PEeHTHble NpoLeaypbl U3MEPEHUsi, eCriu HeoBXoAMMO, AN OCYLLECTBNEHUSI OBCIYXUBaHUA 1 BepUdUKaLum
TOro, 4to TpeGoBaHUS K NPOAYKLMM BbIMOMHEHSI.

OpraHu3auus [omKHa aHanMaMpoBaTh 3anucu no obcnyxuBaHuio, BLINMOMHAEMOMY OpraHusaumen unm
ee MocTaBLUUKOM:

a) ansonpepeneHus, obpallatbcs nu ¢ nHdopmaLiMei, Kak ¢ NpeTeH3nei;

b) ecnu LenecooGpa3Ho, MCNoNbL30BaTh Kak BXOAHbIE AaHHble NpoLecca yry4yllieHUs.

3anucu no obcnyxuBaHuio, BbINOMHAEMOMY OpraHu3auunent Unu ee NoCTaBLLMKOM, AOMMKHbI NMOAASPXKK-
BaTbCH B paboyem coctosiHum (4.2.5).

7.5.5 CneuuankHble Tpe6OBaHUS K CTEPUIIbHLIM MeOULMHCKUM U3aenuam

OpraHusauus JomkHa NoaaepKuBaTh 3anvcu Nno napamMmeTpam npoLecca cTepunusaumm, MpumMeHsaeMoro
O KaXKOO0M NapTum cTepunuayemoi npoaykuum (4.2.5). 3anucu no ctepunusauim OMKHbI NPOCEXUBaThCs
OIS KXXO,0M napTum Npou3BeAeHHbIX MeAVLMHCKUX U3OEenuiA.

7.5.6 Banupauusa npoLeccoB Npou3BOACTBa U 00CIYKUBaAHUSA

OpraHu3auus foMmkHa BanMauposaThk Nobble NpoLiecchl MPOM3BOACTBA U 06CnyXUBaHNA, pesynbTaThl
KOTOPbIX HEeMb3sl NPOBEPUTL NOCPEACTBOM MOCMEe0BaTeENbLHOrO MOHUTOPUHTE UMW U3MePEeHUs 1, crefoBa-
TenbHO, HEOCTATKN KOTOPbIX CTAHOBATCS O4eBMAHBIMU TOMbBKO MOCTe Hayana ucrnonsL30BaHUSA NPOAYKLIUU UK
ee obcrnyxuBaHus.
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Banupauus gomkHa NnpoAeMOHCTPMpPOBaTh CMOCOGHOCTE 3TUX MPOLIECCOB MOCTOSIHHO JOCTUraTh 3anna-
HUPOBaHHbIX pe3yrbTaToB.

OpraHu3auus JomkHa JOKYMEHTUPOBATh NpoLeypbl Banualmm NpoLieccoB, BKMoYas:

a) onpepeneHHble KpUTEPUM ANs aHanusa v 04o6peHNs NPoLLECCoB;

b) onpepeneHue npurogHocT 060pyAOBaHMS 1 NMOAFOTOBNEHHOCTY NEpPCOHana;

C) NpUMEHEHUE KOHKPETHBIX METOLOB, NPOLEAYP U KpUTEPUER NPUEMKH;

d) ecnu uenecoobpasHo, cTaTUCTUYECKME METOAbI C 060CHOBaHMEM 06HEMOB BbIGOPKY;

e) TpeboBaHus k 3anucsm (4.2.5);

f) peBanupaumio, BKNoYas ee KpUTepum;

g) opobpeHue nsMeHeHuiA B NpoLieccax.

OpraHuzauus gomkHa AOKYMEHTMPOBaTh npoleaypbl Banuaauuv NpUMEHEHUs] KOMMbTEPHOTO Npo-
rpammMmHoro o6ecrneyeHus, MCnosb3yemMoro B Nnpon3BofcTBe 1 obcnyxusaHuu. Takoe nporpaMmMmHoe obecneye-
HUe [OMKHO ObITh BanMAaMpoBaHO A0 ero Nepsoro NpUMeHeHust U, ecniu LienecoobpasHo, nocne BHeCeHUs!
M3MEHEeHUIA B nporpammHoe obecneyeHne unum ero ucrnonb3oBaHve. KOHKpeTHbIN NoaXo4 U AeSTENbHOCTh Mo
Banuaaumun v pesanugaumm nporpaMmMHoro obecneveHmns JOmKHbI GbITb NPOMOPLIMOHANbHBI PUCKY, CBS3AHHO-
My C MpUMEHEeHMeM nporpaMMHoro obecrneveHusi, BKIOYasi €ro BMUMSIHUE HA COOTBETCTBUE MNpOAyKUuU
cneundukaumam.

3anucy pe3ynbTaToB 1 BbIBOAOB, a Takke He0OXoAMMBIX AENCTBUI MO BanuaaLmu, JOMKHbLI MoaAEPXKU-
BaTbCcs B paboyem coctosHuu (4.2.4 n4.2.5).

7.5.7 CneuuanbHble Tpe60BaHUA K BanugaLmm NpoLeccoB cTepunusaumm u cucteMam 6apbLepos
CTEePUNLHOCTU

OpraHu3auusi JoMmKHa AOKYMEHTMpOBaTh npoueaypsl (4.2.4) Banuaauuy npoLeccoB cTepunusaummn u
cuctem BapbepoB cTepunbHocTU. Mpouecckl cTepunusaumum U cucteMsl 6apbepoB CTEPUNBLHOCTU crieayeT
BanuauposaTb A0 WX NEPBOro MPMMEHEHUS U MOCIe BHECEHUS U3MEHEHMI NpoayKUuM B MpoLecchl, ecnu
uenecoobpasHo.

3anucuy pesynbTaToB M BbIBOAOB, @ TakKe U He0OX0oAUMBIX IENCTBUIA NO Banuaauun, AOMKHbI NoaaepXu-
BaTbCs B paboyeM coctosHum (4.2.4 n4.2.5).

MpwumedyaHue— JononHuteneHyo MHMDOPMaLMIO MOXHO HanTh B 1ISO 11607-1 1 ISO 11607-2.
7.5.8 UpeHTudukauusa

OpraHusauums gormkHa 4OKYMEHTMPOBaTh NpoLieypbl N0 aAeHTUUKaL MM NPOAYKLMA U MOEHTUDULMPO-
BaTb NPOAYKLIMIO MOAXOASALMMU CPEACTBAMM Ha MPOTSKEHUM NPOLECCOB XU3HEHHOTO LMKNa NPOAYKLUMM.

OpraHuzauus foMmKHa UAEHTUULMPOBATL CTaTyC NPOAYKLMM MO OTHOLLEHUIO K TpeBoBaHUSIM MOHUTO-
pUHra 1 U3MepeHUin Ha NPOTSKEHMUM MPOLIECCOB XU3HEHHOTO LIMKMNa NpoayKLMU.

MpeHTudukaumsa ctatyca npoayKLMmU AOMKHa MOAAEPXKUBATLCS Ha 9Tanax ee Npou3BOACTBa, XpaHeHUs,
MOHTaxa 1 obcnyxvBaHusa Ans o6ecneveHnst NOCTaBKku, MPUMEHEHUS] UMM MOHTaXa TOJIbKO TOW NMPOAYKLIMHA,
KOTOpas npoLuna Bce HeobXoAnMbIE BUABI KOHTPOIS U UCMIbITaHWUIA UMK UMeEeT ouLiManbHOEe paspeLleHne Ha
OTKIIOHEHUE OT YCTaHOBMNEHHbIX TpeboBaHui.

Ecnu TpebyeTcsa npyMeHUMbIMI peErynupyoLLmMMm TpeboBaHNUsSIMMY, OpraHv3aLmns AomKHa JOKYMEHTUPO-
BaTb CUCTEMY YHUKanNbHOW MAEHTUMDUKALUM MEOULMHCKUX U3OENUNA.

OpraHusauus [oMmKHa OOKYMEHTUpOBaTh Mpouenypbl Ansi obecneyeHus Toro, Ytobbl MeguLMHCKUe
u3fenusi, BO3BpaLleHHble opraHm3aumu, b naeHTMULMPOBaHbI U OTAENEHbI OT NPOAYKLIUM, COOTBETCTBY-
toLen TpeboBaHmaM.

7.5.9 MpocnexuBaemMocTb
7.5.9.1 OGLuue nonoxeHus

OpraHusaums gomkHa AOKYMEHTUpOoBaTk npoLedypbl Ans obecneyeHus npocnexveaemoctu. Takue
npoueaypbl AOMMKHLI ONpeaensTs CTeneHb NPOCNEXUBaeMOCTU NPOAYKLUM B COOTBETCTBUM C NPUMEHUMbIMUA
perynupywowmmn  TpeboBaHusMM U 3anucK, KoTopble HeoGxoauMMoO noAafepxuBate B pabodem
cocTosiHuu (4.2.5).

7.5.9.2 CneuuanbHble Tpe60BaHUA K UMNITAHTUPYEMbIM MeAULIMHCKUM U3LeNUAM

3anucu, Tpebyemble Ans NPOCNEXMBAEMOCTU, LOMKHbI BKMIOYATL 3amnincu 0 KOMMOHeHTax, MaTepuanax u
YCIIOBYSIX NPOU3BOACTBEHHOI Cpelbl, €CMU 3TO MOXET MPMBECTM K HECOOTBETCTBUK MEAULIMHCKOrO U3Aenus
3aAaHHbIM TpeGoBaHUsIM 6e30MaCHOCTY U (OYHKLIMOHATbHBIM XapakTepUCTUKaM.

OpraHu3aums fomkHa TpeGoBaTh OT NOCTaBLUMKOB YCIYT Mo AOCTaBKe UMt AUCTPUELIOTOPOB NOAAEPXM-
BaTh 3anucy o pacrpegeneHn MeauLUHCKUX U3Aenuil Ans 4OCTUXKEHNS MPOCTIEXMBAEMOCTU U AOCTYMHOCTU
3TUX 3anuceii Ansi NPOBEPKM.
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3anucu 0 HaVMeHOBaHUM U agpece rpysonosyyarens AOIKHbI NoaaepXxuBaThes B paboyemM cocTost-
Hum (4.2.5).

7.5.10 CobcTBEeHHOCTL NoTpebutenen

OpraHu3aLysi AOMKHA UAeHTMULMPOBATh, BEPUMULIMPOBATL, 3alLMLIATL 1 COXPaHATL COBCTBEHHOCTE
notpebuTernsi, NpeaocTaBNeHHYO A5 UCMONbL30BaHNs UMW BKMOYEHUS! B MPOAYKLUUIO, NOKa OHa HaxoamTCs noa
ynpaBrneHueM OpraH1aaLm Uim ucrnonbsayeTcs eto. Ecniv co6cTBeHHOCTL NoTpebuTens yTepsHa, nospexaeHa
UMK NpU3HaHa HENPUroaHoN AMs UCMOMNb30BaHUs!, NoTpeduTtens aormkeH ObiTb 06 3TOM U3BeLLEH, a 3anucu
[OMKHbI MoAOepXMUBaThCs B paboyem cocTosiHuu (4.2.5).

7.5.11 CoxpaHeHue COOTBETCTBUS NPOAYKLMHN

OpraHu3aLs JOMKHa AOKyMEeHTUPOBAaTh NPOoLieypbl N0 COXPaHEHUI0 COOTBETCTBUS MPOAYKLK TpeGo-
BaHUSIM B MpoLiecce NPOMU3BOACTBa, XpaHeHus, 06paboTku u noctasku. CoxpaHeHWe COOTBETCTBUA AOMKHO
MPUMEHSITECA U K COCTaBHbBIM YacTsiM MeAULIMHCKOTO U3AEnus.

OpraHu3aLys JOMKHAa NPefoXpaHsaTh NPOAYKLMIO OT HECAHKLIMOHMPOBAHHBIX U3MEHEHWIA, 3arpsisHeHIs
IV MOBPEXIEHUI, CBA3AHHLIX C BO3AENCTBUEM NPeAonaraeMblX YCIoBWiA M ONacHOCTEN B npoLiecce npous-
BO/CTBA, XpaHeHus, 06paboTky 1 NocTaBK1 NOCPeACTBOM:

a) paapaboTky 1 co3LaHusi MOAXOASLLEN YNaKkoBKI U TPAHCMOPTHOM Tapbi;

b) [OKyMeHTUpOBaHus Tpe6oBaHUiA K CrieLmarbHbIM YCroBMSIM B CRy|ae, ecriv ynakoska He MOXeT obec-
NMeYnUTb COXPaHHOCTb.

Ecnu TpebytoTcst cnielmanbHble YCNoBWs, TO OHU AOMKHbI MOABEPraTbCs YrpaBfieHWo U perucrpa-
uuu (4.2.5).

7.6 YnpaBneHue o6opyaoBaHueM A1 MOHUTOPUKIa U M3MEPEeHWiA

OpraHu3aLys JOoMmKHa onpeeNiuTb MOHUTOPUHE U U3MEpEeHUs, KOTopble Heo6X0AUMO OCYLLECTBNATD, @
Tatke 060pyIoBaHMe Ansi MCHATOPUHIAa U U3MEpeHus, HeobxoanMble Anist o6ecneveHuns CBUAETENLCTBA COOT-
BETCTBUSA NPOAYKLIMNA YCTaHOBIIEHHBIM TpeboBaHusM.

OpraHusaums AOMKHa fOKYMEHTUPOBaTL NpoLieaypbl AN 06ecneyeHus Toro, 4To MOHUTOPUHI Mu3Mepe-
HUS| MOTYT OCYLLIEGTBATLCS U OCYLLECTBISIOTCS B COOTBETCTBUAM C TPEGOBaHUAMY K MOHUTOPUHTY 1 USMEPeHU-
aM.

Tam, roe HeoBxooumo oBecneunTb JOCTOBEPHOCTb pesynbTaTos, usMepuTerbHoe obopyaoBaHue
[OIMKHO ObiTb:

a) OTKanMGPOBAHO M/MMY MOBEPEHO B YCTaHOBIIEHHbIE NEPUO/L! UMK NEepes ero NpuMeHeHnem no obpas-
LIOBbIM 3TanoHaM, nepejalolwym pasMepbl 4UHUL B CPaBHEHUU C MEXAYHapOAHbBIMU UNW HaLMOHaNbHLIMU
aTanoHamu. Mpu OTCYTCTBUM TaKMX 3TaNoHOB Gasa, Ucronb3oBaHHas Afis KanubpoBkY UMK NOBEPKK, A0MKHa
6bITb 3@aperucTpuposata (4.2.5);

b) oTperynmpoBaHo 1 MOBTOPHO OTPETYNIMPOBAHO MO Mepe HeoBxoaMMocTy. Takasi perynmpoBka unm
NOBTOPHAsA PerynupoBKa AOMKHbI ObiTb 3aperncTpuposaHsi (4.2.5);

C) MAEHTMMOULMPOBAHO C LIeNbI YCTaHOBMNEHUSA CTaTyca KanmbpoBKy;

d) salluiieHo OT perynupoBOK, KOTOpbIe cenani Obl HeAeNCTBUTENbHBIMU Pe3yNbTaThl USMEepPEeHUs;

e) 3alLMLLEHO OT MOBPEXAEHMS U YXYALLEHNA COCTOSHUSA B XOAe JKcrnyaTauum, TeXHUHECKOoro obecnyxu-
BaHWUS U XpaHeHus.

OpraHusauusi JOMKHa BbIMOMHATL KarmbpoBKy UK NOBEPKY B COOTBETCTBUM C JOKYMEHTUPOBaHHBIMU
npoLiegypamu.

Kpome Toro, opraHuaaLms JOMKHa OLEHUTb U 3aperncTpupoBaTth JOCTOBEPHOCTb NpeAblAyLUMX pe3yrb-
TaTOB U3MEpPEHHUs, ecniv 0BHapyXeHo, YTo 06opyAoBaHe He COOTBETCTBYET TpeGosaHusiM. OpraHusaums aon-
XHa NPeANpUHATL COOTBETCTBYIOLLME AENCTBUS B OTHOLLIEHUM Takoro obopyAoBaHus 1 ioboi n3MepeHHou
NpoayKUun.

3anucu pe3ynbTaTos KanMBpOoBKU 1 MOBEPKU JOIMKHBI MO AEPXMBaTLCSA B paboyeM COCTOSHAN (4.2.5).

OpraHusaums OofkHa JOKYMEHTMpoBaTh Npoleaypbl Banuaauuy NpuMeHeHNst KOMMBIOTEPHOTo Mpo-
rpaMMHOro 06ecreyeHus, UCroNb3YEeMOro s MOHUTOPUHIa U U3MepeHUs. Takoe nporpaMMHoe obecneveHme
[OITXHO BbITb BarIMAMPOBAHO 10 €r0 NEPBOro NPUMEHEHNS 1, ecnu LienecoobpasHo, Nocne BHeCeH!A usMeHe-

‘HUM B NporpaMmmMHoe obecnevyeHue unm ero UCNonbL3oBaHue. KOHerTHbIVI noaxoa v oeAaTenbHOCTb, CBA3aHHaA

c BanuAaaumeii 1 peeanuaaLen NnporpaMmMHoro obecneyeHus, QOMKHbI GbITe MPONOPLIMOHaIbHbI PUCKY, CBS-
3aHHOMY G NpUMEHeHMeM nporpaMMHoro obecneyeHus, ¥ ero BnusiHUEM Ha COOTBETCTBUE MpOAYyKLMU
cneumdmKaLmuam.

3anycu pesynbTaToB M BbIBOLOB, @ Taioke Heo6XoaUMbIX AVICTBUI MO BanuaaLnm, AOMKHbI NOAAEPXK-
BaTbCA B paboyem cocTosiHum (4.2.4 1 4.2.5).

MpumeuyaH 1 e — [JONONHUTENbHYIO MHHOPMALIMIO MOXHO HalUTU B 1ISO 10012.
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8 W3mepeHue, aHanus v ynyywieHume

8.1 O6wume nonoxeHUs

OpraHu3auns OoMmKHa NaHUpoBaTh U OCYLLECTBMSATL MPOLECChl MOHUTOPUHTE, U3MepPeHus (OLeHKH),
aHanusa u ynyJllieHus, Heobxogumble ons:

a) [eMOHCTpaLuM COOTBETCTBUS NPOAYKLUY;

b) oBecneveHns COOTBETCTBUSA CUCTEMBI MEHEIKMEHTA KAYECTBa;

C) nopaepaHus peaynbTaTUBHOCTM CUCTEMbI MEHEI)KMEHTa KayecTBa.

OTO JOMKHO BKMOYaTh onpegereHue npuMeHsaeMblX METOOO0B, B TOM YUCIe CTaTUCTUYEeCKUX, n obnactu
UX NpUMEHEeHUA.

8.2 MOHUTOPUHI U U3MepeHUe
8.2.1 O6partHas cBsA3b

B kayecTBe 0gHOro 13 CrocoO0B OLIEHKU PE3YNbTAaTUBHOCTU CUCTEMbI MEHEAXKMEHTA Ka4ecTBa OpraHusa-
LMsi JOIMKHA coBMpaTh MHOPMALIMIO, OTHOCSILLYHOCS K yAOBNETBOPEHMIO OpraHusaLumen TpebosaHuii notpebu-
Ternsl, M OCYLLECTBIATL €€ MOHUTOPUHT.

MeToabl nony4yeHus 1 UCnorne30BaHNs 3TON MHOPMALIUU AOMKHbI OblTh OKYMEHTUPOBAaHSbI.

OpraHusauus oomkHa A0KYMEeHTMPOBaTh NpoLeaypbl Mo npoueccy obpaTtHoi cesau. Mpouecc obpaTHoM
CBS13U [JOSDKEH BKIoYaTh Nopsigok cbopa AaHHbIX, Kak Ha cTaauu Npou3BOACTBa, Tak U MOCTNPOM3BOACTBA.

MHdopmauus, cobpaHHas B npoLiecce 06paTHOM CBSI3W, [OIMKHA UCTONb30BaThLCS B KAYeCTBE NOTEHLMU-
anbHbIX BXOAHbIX AaHHbLIX B MEHEPKMEHT PUCKA C LIENbI MOHUTOPUHIA U NOAAEPKaHus TpeboBaHUi K Npoayk-
LUK, a Takke K NpoLieccam ee XU3HEHHOTO LIMKIa U NpoLieccaM ynyylleHus:.

Ecnu B COOTBETCTBMU C MPUMEHUMBIMU PETYNUPYIOLLMMU TPEOOBaHUSIMU OpraHnU3aLms 4OMKHa Hakannu-
BaTb ONpeAeneHHbI ONnbIT Ha OCHOBaHUU MHAOpMaLIMK, NoNyYeHHO! Ha MOCTNPOUM3BOACBTEHHOM CTaauu, aHa-
T3 T2KOro OMbITa JOIHKEH ABNATLCA YacTbio Npouecca 06paTHOM CBA3N.

8.2.2 PaccmMmoTpeHue NpeTeH3un

OpraHu3sauusi 4oMmKHa JOKYMEHTUPOBaThk NpoLieaypbl Ansi CBOEBPEMEHHOIO PaCCMOTPEHUS NPETEH3NIA B
COOTBETCTBUM C NPUMEHUMbIMY perynupyoLnmm TpeboBanuamn. [laHHble npoueaypbl AOMKHbI, MO MeHbLUEen
Mepe, ycTaHaBnuBaTk TpeboBaHus 1 pacnpegeneHne oTBETCTBEHHOCTU B OTHOLLEHUM:

a) nony4yeHus v perucTpaummv nHgopmasmuy;

b) oueHuBaHusA nHhopMaLuy Ans onpegeneHus Toro, ABNSETCs N 06paTHas CBA3b NPETEH3neN;

a) paccrnenoBaHusi NPeTeH3ui;

b) onpenenexus Heob6xoaMMOCTN MHPOPMUPOBAHNS COOTBETCTBYIOLLIMX PEMYNIUPYIOLLMX OPraHoB;

€) [OelCTBUIA C MPOAYKLUMEN, B OTHOLLIEHUM KOTOPOW NofyYyeHa NpeTeH3us:;

f) onpeneneHus HEO6XOAUMOCTU UHULIMMPOBATL KOPPEKLIMM UMW KOPPEKTUPYIOLLNE AEWCTBUS.

Ecnu kakas-nubo npeteH3us He Obina paccrnegoBaHa, To 060cHOBaHME JOMKHO ObiTh AOKYMEHTUPOBa-
Ho. JTio6ast KoppeKLMs UNn KOpPEKTUpYIoLLiee AeCTBUE B pe3yrbTaTe pacCMOTPEHUS NPEeTeH3UMU JOIKHbI ObiTh
OOKyMEHTUpOBaHbl. Ecnn npoBefeHHOe paccrnefoBaHve nokasarno, YTo NPUYMHON NpeTeH3nn SBunach aes-
TENbHOCTb BHE OpraHu3auuu, JOMKEH OCYLLeCTBMSTbCS 0OMeH COOTBETCTBYyoLeN MHopMauuen Mmexay
opraHusaumeii  BHELLHEN CTOPOHOM.

3anvcu no paccMOTPEHMIO MPETEH3UI AOMKHbI MOAAEePXUBaTLCS B paboyeM cocTosiHum (4.2.5).

8.2.3 OTueTHOCTb B perynupyioLiye opraHbl

Ecnu npumeHuMble perynupytoLume TpeboBaHus 0653bI1Ba0T yBEAOMINSATE O NPETEH3UsX, COOTBETCTBYHO-
LUMX YCTAHOBMEHHBIM KPUTEPUSM OTYETHOCTU O HEBNaronpUsATHBLIX COBLITUSX UMK BbINYCKE MOSCHUTENBHOTO
yBeOOMIEHUs1, opraHu3auus JormkHa AOKYMEHTUpOBaTh npoLlenypbl AN YBEAOMIIEHUs] COOTBETCTBYHOLLMX
PerynupymrLLuX OpraHoB.

3anucu, cBA3aHHblE C OTYETHOCTBLIO B PErynypyloLLiMe opraHbl, JOMKHbLI NogaepxuBaTtecs B pabovem
cocTosiHuu (4.2.5).

8.2.4 BHyTpeHHUMK ayaUT

OpraHu3auus fomKHa NPOBOAUTL BHYTPEHHUE ayAuUThl Yepes 3aniaHUpoBaHHbIe UHTEPBarbl C Lernbo
YCTaHOBMNEHUS TOrO, YTO CUCTEMA MEHEXKMEHTa KauyecTBa:

a) COOTBETCTBYET 3anfaHMpoBaHHbIM U JOKYMEHTUPOBaHHbLIM MEPONPUSATUSIM, TpeGoBaHNUAM HacTos-
Lero cTaHaapTta, TpeboBaHUsIM K CUCTEME MEeHe)KMEHTa KayecTBa, pa3paboTaHHbIM opraHu3aLmen, v npume-
HUMbIM perynupyoLimmm TpeboBaHusAM;

b) BHeapeHa pe3ynbTaTMBHO U NOALAEPXKMBAETCS B paboyeM COCTOSHUN.
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OpraHusaLms AOMKHa OKyMEHTMPOBaTL NpoLeaypy, OnpeensioLLyto OTBETCTBEHHOCTb U TpeboBaHus
K NMaHUPOBaHMIO U NPOBEAEHUIO ayAMTOB, 3arnnUcsiM U OTYETaM O peaynbTarax ayaura.

. TporpamMma ayauToB AOMXHA MaHMPOBaTLCSA CY4ETOM CTaTyca v BaXKHOCTM NPoLLecCoB v obnactu ayau-
Ta, a TaloKke peaynbTaToB npefplayLumx ayautos. Kputepuu, o6nacts NpuMeHeHu s), YactoTa u MeTofbl ayAUToB
[OOMKHbI BbITh ONpeaeneHs! U 3aperucTprposatbl (4.2.5). Beibop ayanMTopoB U NpoBeAeHe ayAnTOB AOMKHbI
obBecneunBaTh O6GBEKTMBHOCTL M GEcnpUCTpacTHOCTL npouecca ayauTa. Ayautopsl He JOMKHBI NPOBEpsTE
cBoto co6cTBEHHYI0 paboTy.

3anucy B OTHOLLIEHUM ayUTOB M UX pesyrbTaToB, BKrovas MaeHTUdMKaLuio NpoLeccos 1 obnacTen
ayauTa, a Taloke BbIBOOB N0 ayauTy, IOMKHBI NOANEPXUBaTLCS B paboyem cocTosiHum (4.2.5).

PyKOBOZCTBO, OTBETCTBEHHOE 3a NPoBepsieMble 06MacT AeATENLHOCTH, AOMKHO obecrneunBaTs, YTobb!
noBble HeOBXoAUMBIE KOPPEKLIMM 1 KOPPEKTUPYIOLLME AeACTBYS NPeAnpUHMManick 6e3 U3NuULLIHen OTCPOUKM
[NS ycTpaHeHus 0BHapy>eHHbIX HECOOTBETCTBUIA 1 UX MpuyKH. MNocrneaytoLlve AeUCTBUS AOIDKHBI BKIOYaTbL
BEPUMDUKALIMIO NPeANpUHSATLIX MEP U OTYET O pe3yrbTaTax Bepudukalmu.

MpwuMeuyaHu e — [JONOMHUTENbHYIO MHPOPMALIMIO MOXHO HaiTh B 1SO 19011.
8.2.5 MOHUTOPUHI 1 U3MepeHue NpoLieccoB

OpraHusaLms [oMmKHa NPUMEHATb MOAXOAsLMEe METoAbl MOHUTOPUHIA U, ECRN 3TO LienecoobpasHo,
M3MEpPEHHS NPOLIECCOB GUCTEMbI MEHEKMEHTa KayecTBa. OTU METO/b! OMKHbI JEMOHCTPUPOBaTH Crocob-
HOCTb NPOLIECCOB [0CTUraTh 3annaHupoBaHHbIX pesynbTaToB. Ecnu sannaHupoBaHHble peaynbTarhl He [oc-
TUTHYTbI, [OMXKHbI NPeANPUHMMATLCS KOPPEKLIMM 1 KOPPEKTUPYIOLLME ASCTBMS, EC 3TO LieniecooBpasHo.

8.2.6 MOHUTOPUHI U U3MepeHue NPoaYKLUN

OpraHusaums 0oMmkHa NPOBOAUTL MOHUTOPUHT U USMEPEHUE XapakTepUCTUK MPOAYKLIUM C LieNbio Bepu-
cbrKaLmmM COOTBETCTBUS MPOAYKLIMU YCTAHOBIIEHHBIM TPeG0BaHMAM. 3TO JOMKHO OCYLLECTBSATLCS Ha CooTBe-
TCTBYIOLUMX CTaAUsAX MPOLLECCOB XU3HEHHOTO LMKIa NpoayKLMM U B COOTBETCTBUM C 3anNaHMpOBaHHLIMU U
[10KYMEHTUPOBaHHbLINU MEPONPUATUSMM U [IOKYMEHTUPOBaHHbLIMU NpoLiefypamu.

CBUAETENBCTBA COOTBETCTBUS KpUTEPUAM NPUEMKM JOMKHbI NoAAepX1BaThCs B paboyeM CoCTOSHUN.
3anu1cK AOMKHBI YKasblaTh NMLO, CaHKLIMOHMPOBaBLLEE BbiNyck npoayKuum (4.2.5). Ecnu uenecoobpasHo,
3anu1cK AOMKHbI MAEHTUDULMPOBaTL 060pyA0BaHUE, UCMONb30BaHHOE AN U3MEPEHU. }

BhInyck NpoayKLiv 1 06CnyXuMBaHUe He JOMKHbI OCYLLECTBNATHCSA 40 YCMELLHOro 3aBepLUeHuns sannaxu-
POBaHHbIX 1 JOKYMEHTUPOBaHHbLIX MEPONPUSATUIA.

JINs IMMNaHTUPYeMbIX MeAULMHCKUX U3Ervi OpraHm3aLus AOMKHa BECTU 3aMUCK Mo MASHTUDMKaLIUK
nepcoHana, NpoBoAsLLEro niobble BUALI KOHTPOMNS UM UCTIbITaHUA.

8.3 YnpaBrneHue HeCOOTBETCTBYIOLLE NpoAyKUMUEi
8.3.1 O6Lwme nonoxeHusi

OpraHu3aLms fomkHa obecneunsats, YToObLI NPOAYKLMS, KOTOpas He COOTBETCTBYeT TpeGoBaHusM,
6blna uAeHTUMULMPOBaHa 1 yNpaensnack ¢ Lerbio NpeAoTBpalleHns HenpegHaMepeHHOoro UCromnb3oBaHna
vnu noctaeku. OpraHusauus oMKHa [JOKYMEHTUpoBaTh NpoLieaypy, onpedensitoLlyto CpeacTsa ynpasneHus,
COOTBETCTBYIOLLME OTBETCTBEHHOCTb Y MOSTHOMOYMA AN naeHTUdUKaL MW, AOKYMEHTUPOBaHUSA, OTAENeHUs,
OLIeHMBaHUA U pa3MeLLeHUst HECOOTBETCTBYIOLLIE NPOAYKLMK.

OLEeHMBaHNE HECOOTBETCTBUIA [OMKHO BKMIOYaTh onpeaeneHne HeobxoaMmocTy MpoBedeHus paccne-
[IOBaHVs 1 yBEIOMIEHMs Kakon-nMB0o BHELIHEel CTOPOHbI, OTBETCTBEHHO 32 HECOOTBETCTBUE.

3anucy o xapakTepe HeCOOTBETCTBII U MioBbIX NOCNeayoLLMX NPeAnpUHATLIX AeNCTBUSIX, BKItoYasi oLe-
HUBaHVe, NioBoe paccreaoBaHmne U 060CHOBaHME PELLEHUI, JOIMKHEI NOAAePXMBATLCA B pabodem cocTos-
Hun (4.2.5).

8.3.2 [eiicTBUSA B OTHOLIEHMM HECOOTBETCTBYIOLLEN MPOAYKLMK, OOHaPYXeHHOW A0 NOCTaBKU

OpraHusaums formKHa NocTynaTh C HECOOTBETCTBYIOLLE NPOAYKLMEe OLHUM UK HECKOMbKUMU Crieayto-
LMy cnocobamu:

a) OCyLLEeCTBNSATh ANUCTBUS C LieNbio YCTpaHeH!st 0GHapy»KeHHOro HeCOOTBEeTCTBUS,;

b) ocyuiecTBnsATL AENCTBUSI C LiEenbio NpefoTepalleHus ee nepBoHavarnbHOro npefnonaraemoro
WCMOMb30BaHWUsA UM NPUMEHEHNS;

C) CaHKLIMOHMPOBAaTh €€ UCMOMb30BaHKe, BLIMYCK MM MPUEMKY MO paspeLLeHmio Ha OTKITOHeH e OT yCTa-
HOBIEeHHbIX TpeboBaHWA.

OpraHusaums fomkHa obecneynsaTb, YToObl MPUHATUE HECOOTBETCTBYHOLLIEN NPOAYKLIMM NPy nonyye-
HUW paspeLUeHns Ha OTKIIOHEHME MOrMo BbiTk OCYLLECTBIEHO TOMBKO B TOM Criy4ae, ecrn 31O [onyckaeTcs
perynupyoLLymy TpeboBaHMAMU. 3anuUcK O MPUHATUM PaspeLleHns Ha OTKIOHeHe 1 uaeHTUVKaLmK nuua,
CaHKLIMOHMPOBAaBLUEro paspellieHe Ha OTKIIOHEHME, A0IDKHBI NMOAAePXUBATLCA B pabo4eM COCTOSHUM (4.2.5).
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8.3.3 [leicTBUS B OTHOLLIEHUM HECOOTBETCTBYIOLLEN NPOoAYKUUU, 0GHapY:KeHHOM Nocrie NocTaBKu

Ecnv HecooTBETCTBYOLLAs NPOAYKLMS BbiSIBIIEHa NMocrne NocTaBkv Unu Havarna npuMeHeHus], opraHusa-
LU OOMKHA NPeanpUHSATL AEACTBUS, COOTBETCTBYIOLLME MOCNeACTBUAM UMW NOTEHUMaNbHbLIM NOCNeACTBAAM
HEeCOOTBETCTBUS.

3anucu npeanpuUHSTLIX AEUCTBUIA JOSHKHBI NoAAepXuBaThcs B paboyem coctosHum (4.2.5).

Opranu3auma AomkHa JoKyMEHTUPOBaTL NpoLeayps! Bbiycka v MPUMEHEHUS NMOSICHUTENbHbLIX YBE10M-
NEeHWIA B COOTBETCTBUM C MPUMEHUMbIMU PErynupyoLLMMU TpeGoBaHUsaMU. T npoLeypbl AOKHbI ObITh roTo-
Bbl K BBEEHUIO B AelicTBYE B nitoboe Bpems.

3anucu AeicTBUi MO BbIMYCKY MOSICHUTENbHbLIX YBEAOMMNEHUIA OOMKHBI NoaAepXuBaTbcs B paboyem
coctosiHuu (4.2.5).

8.3.4 Mepepenka

OpraHu3auus OOMKHA BIMOMHATE Nepefernky B COOTBETCTBUM C OKYMEHTUPOBaHHbLIMM NpoLieaypamu,
NpUHMMas BO BHUMaHMe NoTeHUMarbHbie HeXXenaTernbHble NoCneacTBUS BO3AENCTBUS Nepeerku Ha npoayK-
uumio.

3Tu npouenypb! AOMKHBI MPOWATY TOT Xe aHanus 1 ofobpeHue, Kak 1 nepsoHavarbHble npoleaypsbl.

Mocne 3aBeplueHus nepeenku NpoayKLUms [OMKHa 6Tk BepuduLmpoBaHa Ha COOTBETCTBUE NMPUMEHU-
MbIM KpUTEPUSIM NMPUEMKM U PETYTUPYIOLLIMM TpeGoBaHMAM.

3anucuy o Nnepeaernke OoMKHbI NOAAePXUBaThLCS B paboyem cocTosiHum (4.2.5).

8.4 AHanus AaHHbIX

OpraHu3alusa JomKHa OOKYMEeHTUPOBaTh NpoLeaypbl onpeaeneHus, coopa u aHannsa CooTBETCTBYIO-
LUMX AaHHbIX ANS AeMOHCTpaLuy NPUrogHOCTW, aAeKBaTHOCTU U pe3ynbTaTUBHOCTM CUCTEMbI MeHeKMeHTa
KayecTBa.

371 npoueaypbl AOMKHbI BKITHOYATL ONpeAeneHve noaxoasiux METOA0B aHanusa, B TOM Y/CHe CTaTie-
TUYeckue MeToabl M 06nacTb UX NPUMEHEHUS.

[aHHble [oMKHbI BKIoYaTb MHopMaLMIO, MOMYYeHHYI0 B pe3ynbTaTe MOHUTOPUHIa U U3MEpPEHUs, a Tak-
€ U U3 APYrMX COOTBETCTBYIOLLUX MCTOYHMKOB, BKITHOYas!, MO MEeHbLUIe Mepe, AaHHbIe:

a) obpaTHoW cBA3M;

b) cootBeTcTBUS TpEBOBaAHUAM K MPOAYKLIMMK;

C) XapaKTepuCTUKaM U TEHAEHLMSM MPOLIECCOB U NPOAYKLMM, BKIHOHYAs BO3MOXHOCTU MO YIy4LIEHUIO;

d) nocrtaBLumkam;

e) aygutam;

f) oTyeTam no TeXHUYECKOMY 0BCMYXUBaHUIO, eCnu LieniecoobpasHo.

Ecnu aHanus faHHbIX YKa3bIBaeT Ha TO, YTO CUCTEMa MeHeIXKMEHTa KayecTBa He ABNSeTCA NpurogHon,
afeKBaTHOM UNu pe3ynbTaTUBHOI, OpraHu3aLIMs JOMKHa UCTONb30BaTh 3TOT aHamnus Kak BXOAHbIe AaHHble AN
yny4LLleHUsi B COOTBETCTBUM C 8.5.

3anucu pesynbTaToB aHanuaa AaHHbIX AOMKHbI NoaaepXkuBaTbcs B paboyeM cocTosiHum (4.2.5).

8.5 Ynyu4iieHue
8.5.1 OOwue nonoxeHus

OpraHusaums [0MKHa UOeHTUMULMPOBaTEL U OCYLLIECTBNATL NMGble U3MEHEHUs, HeobXxoanMble Ans
obecneyeHuss 1 MoaAepKaHus MOCTOAHHOW MPUrOAHOCTM, afoeKBaTHOCTU U Pe3ynbTaTMBHOCTU CUCTEMbI
MeHeKMeHTa KayecTBa, a Takke 6e30nacHOCTU 1 (hyHKLIMOHATBHBIX XapakTePUCTUK MeaULMHCKUX U3aenui,
UCMonb3ys NONMTUKY B 061acTy Ka4ecTBa, Liefiu B 06nacTy ka4ecTsa, pesynbTaThl ayAuToB, MOCIEnpoAaxXHOro
HabrioaeHns, aHanmsa JaHHbIX, KOPPEKTUPYIOWMX U NpeaynpexaarLumx AeACTBUN U aHanmaa co CTOPOHbI
PYKOBOACTBA.

8.5.2 KoppekTtupyowue geicTBUA

OpraHusauust JoMmKHa nNpeanpuHUMaTh AEeACTBUS C LeNblo YCTPaHeHUst NPUMMH HECOOTBETCTBUI AS
npeaynpexneHns NoOBTOPHOTO MX BO3HUKHOBEHUS. JTiobble Heo6xoammble KOppekTUpyoLwmue AeAcTsns oorn-
XHbl ObITb NPUHATHI 6e3 He0BGOCHOBaHHOM 3aaepXku. KoppekTupytoLLe AeicTBUS AOMKHBI 6bITh NponopLmo-
HanbHbI MOCNEACTBUSIM BbISIBIIEHHbLIX HECOOTBETCTBUN.

OpraHusauus gomKkHa JOKYMEHTUPOBaTb NpoLeaypy Ans onpeaerneHus TpeboBaHum K:

a) aHanmsy HeCcoOTBETCTBUN (BKITOYasA NPETEH3UN);

b) ycTaHoBReHuo NPUYNH HECOOTBETCTBUIA;

C) OLIeHVBaHWI0 HEOOXOAUMOCTHU AENCTBUIA, YTODOLI M36exaTk MOBTOPEHUA HECOOTBETCTBUNM;

d) nnaHMpoBaHWIO U OOKYMEHTUPOBaHUIO HEOBXOAUMBIX ASACTBUN U UX OCYLUECTBMEHUIO, BKIoYas,
ecnu uenecoobpasHo, akTyanusaumio JOKYMeHTauuu;
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e) BepuduKaumu TOro, YTO KOPPEKTUPYIOLLME NEeCTBUS He OKa3blBaKT HEraTMBHOrO BIUSIHUS Ha COOT-
BeTCTBUE perynupyiowmm TpeboBaHuaM, a Takke Ha 6e30nacHOCTb M (hYHKLMOHANBHBIE XapaKTepucTuku
MEeOMLIMHCKOro U3genus;

f) aHanusy pesynbTaTMBHOCTM MPEANPUHSATHIX KOPPEKTUPYIOLLIX AEACTBUNA.

3anucu pesynsTaTos no6oro paccnefoBaHust U NpeanpuHATLIX AENCTBUIA AOMKHBI NOANEPXUBATLCS B
paboyeM cocTosiHum (4.2.5). }

8.5.3 Mpeaynpexgatowme AeACTBUSA

OpraHusaLus JoMmKHa onpeenuTb AeACTBYSA C LieNblo YCTPaHeHUs NPUYUH NMoTeHLUManbHbIX HecooTBe-
TCTBWIt AN NpeaynpexaeHns ux nosienexHus. NMpeaynpexaatoLme AeNCTBUS OOMKHbI GbITs NPONOPLMOHab-
Hbl MOCMNEACTBUSIM NOTEHLUMAaNbHBLIX Npobnem.

OpraHu3aums 4omkHa AOKYMEeHTUPOBaTL NpoLeaypy, yeTaHaBnusatoLLlyto TpeboBaHus K:

a) onpeeneHuto NoTeHUMansHbIX HECOOTBETCTBUN 1 UX MPUYKH;

b) oLeHMBaHMIO HEOBXOAUMOCTY AEVCTBUI C LieMbIo NPeaynpexaeHNs NoSBIEHNs HeCOOTBETCTBUM;

C) MNaHMpOBaHWIO U JOKYMEHTUPOBAHUIO HEOGXOANMBIX OENCTBUA U UX OCYLLECTBIIEHUIO, BKIIOYas,
ecnu LenecoobpasHo, akTyanuaaumio JoKyMeHTaLuu;

d) BepudmKaLmu TOro, YTo AeACTBUS HE OKa3biBaloT HEraTUBHOTO BMUSHUS Ha COOTBETCTBUE perynupy-
oLLMM TpeBOoBaHMAM, a Takke Ha 6e30MacHOCTb U YHKLMOHATbHbIE XapakTepUCTUKM MEAULIMHCKOTO U3fenus;

€) aHanuay pesynbTaTMBHOCTM NPeANPUHATBIX MPeaynpexaatoLLnX AecTBUIA, ecriv LienecoobpasHo.

3anucy pesynbTaToB MioBbiX paccrefoBaHuii U NPeanpUHSTLIX ASACTBUIA AOMKHbI NOAAEPXMBaTLCS B
paboyeM cocTosiHum (4.2.5).
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Mpunoxexue A
(cnpaBoyHoe)

CpaBHeHue cogepxanus 1ISO 13485:2003 u 1ISO 13485:2016

B tabnuue A.1 npueefeHa MHOPMAaLIMsi O BHECEHHBIX U3MEHEHWAX B HACTOSALLMIA CTaHaapT (ISO 13485:2016) no
CpaBHEHUIO ¢ npeablaywmm usaaduem (ISO 13485:2003).

Tabnuya A1

MynkTel ISO 13485:2016

KommeHTapum k nsmeHeHusM o CpaBHEHMIO C NpeabiayLmm usaanmem (ISO 13485: 2003)

BeepgeHue

Pa3sbscHseT 3HaueHve TPETbEero u3faHnsa HacTosILLEero ctaHgapTa

O6Lwme nonoxeHus

BxkntovaeT B cebs 3Ha4mMTenLHO GornbLue NogpoGHOCTEN, CBSA3aHHBLIX C 0COBEHHOCTS-
MU opraHu3saumi, oxsaTbiBaeMbiX TPeGOBaHUSIMU HACTOSILLEro CTaHaapTa, B TOM yucne
MO CTaAusIM XU3HEHHOIO LIMKIIa.

Ob6bscHseT, yTo TpeboBaHUA CTaHZapTa MOryT BbiTb MPUMEHEHBLI MOCTaBLUMKAMMU
VU ApYrYMun BHELLHUMM CTOPOHaMu f,o6poBONbHO NGO B COOTBETCTBUM C TPe6oBaHM-
SIMU KOHTpaKTa.

BkniouaeT 06a3aTenbCTBa OpraHn3aLyii B paMKax CMCTEMbl MEHEKMEHTa KayecTBa
NPUMEHSITb perynupyoLive TpebosaHus.

WHdopmupyeT opraHmsaLmm o pasnuyusx B CUCTEMaX PerynmpoBaHus U ux obasaH-
HOCTM NOHUMAaTb, Kak 3T1 TpeboBaHus ByayT BNUSTb HA UX CUCTEMY MEHEKMEHTa Ka-
YyecTBa.

[obasnsaeT 06s3aTen:LCTBO YAOBNETBOPSTL COBCTBEHHLIM TPEBOBaHMAM K cUCTEME
MeHeDKMEeHTa ka4yecTsa.

YcTaHaBnMBaeT akUeHT Ha HeoBXOAMMOCTY «YL0BMeTBOpeHUst TpeboBaHus noTpe-
6uUTens 1 NPUMEHUMBIX Perynupyowmx TpebosaHuii k obecnedyeHnio Ge3onacHocTH 1
PYHKLMOHAMNbHBIX XapaKTepPUCTUK.

Mog4epkuBaeT, 4to TpeboBaHUS K MPOAYKLMM, KOTOPbIE CBA3aHbLI ¢ obecneyeHem
6e30nacHOCTU U (DYHKLIMOHAMBHBIX XapaKTepUCTUK, SIBRSIIOTCS BAKHLIMU.

[obasnseT aea cakTopa BNUSHUSA Ha NPUPOLY CUCTEMbI MEHEIXKMEHTa KauyecTBa,
KOTOpble He 6binK B NepBoHaYansHOM U3AaHUK (OpraHM3aLMoHHas cpeaa v perynupyio-
Lmne TpeboBaHus).

YTOYHSET, YTO OpraHMsaLms He o6s3aHa NPUBOAUTL CBOID JOKYMEHTALMIO B COOTBE-
TCTBUM CO CTPYKTYPOI HacTosILLEro craHgapra

PasbsicHeHue noHaTui

Oo6asnset aa 4ONONHUTENBHBIX KPUTEPUS], CBSI3AHHBIX C PErynupyoLmMMm Tpe6o-
BaHUSMU:

- CobniofeHre perynupytowmx Tpe6osaHuii;

- TpeboBaHus, HeobxoaUMbIE AT OCYLUECTBNEHUA MEHEMKMEHTa pucka.

OnpepgenseT npefens! NPUMEHEHUS TEPMUHA «PUCK» OTHOCUTENLHO obecrneyeHus
6e30nacHOCTY 1 (PYHKLIMOHANBHLIX XapaKTEPUCTUK MEANLIMHCKOIO U3LEeNUs UMK B LieNsiX
COOTBETCTBUS perynmpyroLwym TpeboBaHuam.

PasbsicHseT, 4To TEpPMUH «JOKYMEHTUPOBaHO» BKMoYaeT B cebs HeoBXxoauMoCTb

| COo3faHuA, BHeLpeHUs n noanepXXaHus.

Pa3sbsicHAET, YTO TEPMUH «NPOAYKLIUS» OTHOCUTCS K pe3ymnbTaTtam, KoTopble npef-
HasHayeHb! Ans NoTpebuTens unu UM 3aTpeboBaHbl, Unu NPeaCcTaBnsioT coBOol 3aaaH-
HbI pesynbTaT B MPoLiecce NpOM3BOACTBa NPOAYKLMN

MpoueccHelit nogxon

PacumpﬂeT o6 bAcHeHUs npoueccHoro nogxoaa

Cas3b ¢ 1ISO 9001

OnpepensieT ceasb mexay I1SO 13485:2016 1 1ISO 9001.

Yka3blBaeT, 4TO CTPYKTypHas B3aumocasiab Mexay 1ISO 13485:2016 1 1SO 9001:2015 |

6yneT npuBefeHa B npunoxeHum B.
WcknioueHo ucnonbsoBaHue KypcuBa TeKCTa B CTaHgapTe Ans 0603HayYeHus uaMe-
HeHui no cpasHeHuto ¢ ISO 9001:2008

‘ 1 O6nacTb npuMeHeHUs

|

YkasblBaeT NPUMEHUMOCTb HacTOALWEero craHgapta Ans OpraHusauui, KOTOpbIe
Yy4acTBYIOT B OHOM UINU HECKOSBbKUX CTagusaXx >XM3HEHHOro LUKna MeauLlmMHCKoro nsge-
nusa.

YKkasblBaeT, YTo HacToALWmN CTaHOapT MOXeT Takke ObITb UCNONb30BaH nocraswu-
Kamu nnv BHeLWHUMU CTOPOHaMMU, KOTOPbIE NOCTaBMAT NPOAYKLIMIO U CBA3AaHHbIE C CUC-
TeMOW MEHEeKMEHTa KauecTBa opraHusauummn ycnyru Takmm opraHmsaumsam.

21

Komnus npepocrasnena OI'YII "CTAHOAPTUH®OPM"; [Tata co3manus Konuu: 16 mapra 2018 r. 14:01:06



Odunuansaas konus Homep 0157100; AGonenT: 3A0 "HeoKop"; MHH:4205026550; KI1I1:420501001

rOCT ISO 13485—2017

lpodomxeHue mabnuuyst A.1

MyHkTo! ISO 13485:2016

KomMMeHTapum kK usMeHeHusiM Mo CpaBHEHMIO C NpedblayLumm nsgaxuem (ISO 13485: 2003)

‘ 1 O6nacTb NpUMeHeHus

OnpenensieT OTBETCTBEHHOCTb OpraHM3aLmy 3a MOHUTOPVIHT, MOAAEPXaHue B pabo-
YeM COCTOSIHUM U yrpaBrieHue npoueccamu, nepefaHHbIMU Ha CTOPOHY.

PacwupsieT TpeboBaHusi, KOTOpPble MOFYT ObiTb HE NMPUMEHUMbI K TOW N UHOU Aes-
TENbHOCTU B COOTBETCTBUM C NyHKTamMu 6 u 8.

PasbacHseT, 4TO TEpPMUH «perynupytolume TpeboBaHus» BKIoYaeT B cebs 3aKkoHOo-
AaTernbHble akTbl (HanpuMep, 3aKOHbl, MOA3aKOHHbIE aKTbl, MPeANUCaHNS U UPEKTUBbI)
1 orpaHuyMBaeT cdepy NPUMEHEHUS «perynupyoLmx TpeboBaHui» TonbKo K cucteme
MEHeKMEHTa Ka4ecTBa, a Take obecneveHuno 6e30nacHOCTV unu YHKLIMOHAMbLHbBIX
XapaKTepUCTUK MEAULIMHCKOrO U3genusi

| 3 TepmuHbl 1 onpegene-
HUSA

[o6aBneHoO HEeCKOMbKO HOBbLIX OMPeEereHnii U YTOUHEeHb! HEKOTOPLIE CYLLEeCTBYIO-
Lme onpegerneHns

4 CuctemMa MeHeIKMeHTa
KayecTBa
4.1 Obwme TpeboBanus

[obaBneHbl TpeboBaHUs K JOKYMEHTUPOBaHUIO pONM(eli) opranm3aumn.

HobaeneHbl TpeboBaHNs K onpeAeneHnto NPOLIECCOB «C yYeTOM pornu(ei), ocylie-
CTBNSIeMblE OpraHusaLumen».

HobaBneHo TpeboBaHUe «NPUMEHSITb PUCK-OPUEHTUPOBAaHHLI MOAXOA K yrnpasre-
HUIO COOTBETCTBYIOLLMMM NPOLIecCamu, HeoBXOAMMBIMM ANt CUCTEMbI MEHE)KMEHTA Ka-
yecTBar.

[o6aeneHbl Tpe6OBaHMS, OTHOCALUMECS K UBMEHEHUSIM B npoLieccax.

[obaBneHbl Tpe6oBaHUS, OTHOCALUMECS K BanUAaLMu NPUMEHEHNS KOMMbIOTEPHOro
nporpaMmHoro obecrneyeHusi, MICNOMNbL3yeMoro B CUCTEME MeHe)KMEHTa KayecTsa

4.2 TpeboBaHus K [OKy-
MeHTaLuu

BkrntoyaeT B cebs npouecc ynpaBneHuns 3anucsaMmu B pamkax TpeboBaHuii K yripaere-
HUIO OOKyMeHTaumen.
OnpegeneH nepeyeHb OKYMEHTOB, KOTOPbIE AOMKHbI ObITb BKIIOYEHL! B thaiin me-

| AMUMHCKOTO usgenus.

BkntoueHo TpeboBaHne OTHOCUTENBHO 3aLKThl KOHMUAEHUMANBHON NEPCOHarnbHOM
uHcopmaumm.
[o6aeneHo HoBoe TpeboBaHMe MO CPOKaM XpaHEeHUs 3anucen

5.6 AHanus co CTOpPOHbI py-
KOBOACTBA

BxnitoyeHbl Tpe6OBaHVlﬂ K OOKYMEHTUPOBaHUIO Npoueaypbl Ans aHanusa co CTOPOHbI
pykoBOOCTBa U Tpeﬁosava 4ns npoeejeHunsd aHanusa co CTOPOHbl PyKOBOACTBaA B 3a-
nnaHpoBaHHbIe UHTepPBarbl B COOTBETCTBUU C IlJ,OKyMeHTI/I[:)OBaHHOI‘/‘I npoue.uypoﬁ.

PaCLUVIpeH nepeyvyeHb BXOOHbLIX 1 BbIXOAHbBIX AaHHBIX ANA aHanu3a co CTOPOHbI PYKO-
BOACTBa

6.2 Yernoseyeckne pecyp- |
cbl

BkrloueHo HOBOe TpeGoBaHue Mo JOKYMEHTUPOBaHMIO MPOLECCOB YCTaHOBIEH!S
KOMMETEHTHOCTU NepcoHana, NpoBeaeHNs 0bydeHusi, obecrneueHNst OCBELOMIEHHOCTH
nepcoHarna

| 6.3 UHdpacTpykTypa

[ob6aeneHbl TpeBoBaHus K MHMPACTPYKTYpe Afs PeAoTBPALLEeHUs epenyThiBaHus |

npoaykuum u obecnedeHust Haanexallero obpalleHns ¢ NpoAyKUMEN.
B nepeueHb BCriomoraTernbHbIX yenyr fo6aBneHa «MHopMaLnoHHas cuctemar

6.4 lMpou3ssoacTeeHHas
cpeAa M KOHTPOMb 3arpsis-
HeHust

HobaBneHbl TPeGOBaHUS K [OKYMEHTUPOBaHMUIO MPOU3BOACTBEHHON Cpebl.

[o6aBneHsl TpeboBaHWs, CBA3aHHbIE C KOHTPOSIEM 3arpsidHeHNst MUKPOIopbI U 3arpsia-

HEeHUA MEeNKOAUCTIEPHBIMU YacTULiaMM1 L1151 CTEPUIbHBIX MEAULIMHCKUX M3aenuit

7.1 MNnanvMpoBaHMe  npo-
LIECCOB XM3HEHHOro LuKna
npoaykuum ‘

[ononHuteneHele TpeboBaHusA fo6aBneHbl B nepedncrneHe

7.2 Tlpouecchl, cBsi3aHHbIe
¢ notpebutensmu

[HononHutenbHble TpeboBaHus fobaBneHs! B nepeymcneHue.
[o6aeneHsl Tpe6oBaHMs K NOAAEPXKaHWUIO CBA3W C PErynpyrLLUMY opraHamu

7.3.2 MnaHupoBaHue npo-
eKTUpoBaHus U pa3paboTku

HononHuTtenbHble Tpe6OBaHVIF| nobasrneHbl B nepevucnexue.
WcknioyeHbl Tp&ﬁOBaHMH, CBsi3aHHblE CO B3aWMOAENCTBUEM Mexay pasnvyHbiMU

| rpynnamu, y4acTBYIOWMMM B MPOSKTUPOBaHAM U pa3paboTtke

7.3.3 BxogHble [aHHble
1S NPOEKTUPOBaHUA U pas-
paboTku

LononuHutensHele TpeboBaHus fobaBneHb! B nepeymcneHue.
OnpegeneHo, 4To TpeboBaHNs AOIMKHBI BbiITb BEpUMULIMPYEMBIMU UMK Banuaupye-
MbIMU

7.3.5 AHanu3 npoekta U
pa3paboTku

[ob6aBneHbl NogpoBHOCTY coaepXaHusa 3anucen

7.3.6 . Bepudukauums npoek-
Ta 1 paspaboTku

HobaBneHbl TpeboBaHusa ANa JOKYMEHTMPOBaHUA NNaHoB Bepudukaumm, BKioYas
TpeboBaHus k Bepudmkaumm uHtepdelica.
[obaeneHbl TpeboBaHKA K 3anucsm BepudukaLmm
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7.3.7 Banvpauus npoekTa u
paspaboTku

[obasneHsl TpeboBaHWs Ana LOKYMEHTUPOBAHMA NMaHoB BanMpauuu, BKAYas |
TpeboBaHus Kk Banupaumu uHTepderica. [Jo6asneHs! TpebosaHus Ans 3anucelt Banu-
[aumu

7.3.8 MNepepaya npoekta u
pa3paboTku

[o6aeneH HOBBbI NOANYHKT

| 7.3.9 YnpaBneHue uaMeHe-

HUSIMU MPOEKTa 1 paspaboT-
K1

[o6asneHo TpeboBaHWe O BKIMIOYEHUN OLEHKU BIUSIHUS USMEHEHWIT Ha COCTaBHbIE
YacTU U3OENUiA 1 YxKe MOCTaBMEeHHYH NPOLYKLMIO.
[obasneHb! Nogpo6HOCTY MO MAEHTUGUKALIMM U aHANM3Y M3MEHEHUI

7.3.10 ®annbl  NpoekTUpo-
BaHUA 1 pa3paboTku

[NobaBneH HOBbIV NOANYHKT

7.4.1 TMpouecc 3aKkyrnok

CrenaHbl akLieHTbl Ha KpuTepuy BbiGopa NOCTaBLIMKA B 3aBUCMMOCTM OT BIUSIHUSA
pe3ynbTaToB AEATENbHOCTU NOCTaBLUMKA Ha KAYECTBO MEeAULIMHCKOTO U3LENMs, pUcku,
CBSI3aHHbIE C MEAULIMHCKUM U3[EenueM, a Talke COOTBETCTBUE MPOLYKLMM NPUMEHN-
MbIM perynupyoLmMm TpeboBaHusM.

[lo6aeneHsl HoBble TpeboBaHUs, CBSI3aHHbIE C MOHUTOPUHIOM U NOBTOPHOM OLIEH-
KOii MOCTaBLUMKOB, @ Takke K AelCTBUSMM, KOTOpble HEOBXOAMMO NPUHSTL, KOraa Tpe-
60BaHVS K 3aKyrnkam He GyL4yT BbINOMHEHbI.

Bkrito4eHbl 4oNonHUTENbHbIE NOAPOGHOCTM, OTHOCALMECS K COAePXaHUIo 3anuceit

7.4.2 WUndopmauma no 3a-
Kyrnkam

[ob6aeneHo HoBoe TpeGoBaHUE ArNs BKIOYEHUS YBEAOMMEHUI 06 U3MEHEHMUSX B
nocTaBnsieMo NpoLyKUUu

7.4.3 Bepudukauua 3sakyn-
TEeHHOM NPOoAYKUUn

Ho6asneHb! HoBble TpeGoBaHNS O AEATENBHOCTM MO KOHTPOSIO U MepaM, KoTopble
Heobx0aUMO NPUHATL, KOrAa OpraHU3aLun CTaHOBUTCS U3BECTHO O KaKUX-NUBO UaMe-
HEHUAX B 3aKynaemom NMpoayKLmm

7.5.1 YnpaeneHue npouaeo-
[OCTBOM U OBCrnyXuBaHuem

[obaeneHsb noapo6HOCTH, CBA3aHHbIE C yNpaBneHMeM NPOU3BOACTBOM U OKa3aHus
ycnyr

7.5.2 Yucrota npogykumu

[ononHuTensHble TpebosaHus fobaBneHbl B nepe4ducrieHue

7.5.4 [lestenbHOCTb NO 06-
CINYXUBaHUIO

[o6asneHo TpeGoBaHue No NPOBEAEHIO aHaNM3a 3anMcen LeATenNsLHOCTH, CBS3aH- |
Ho¥i ¢ o6cnyxuBaHuem

7.5.6 Banupauuss npouec-
COB Mpou3BoAcTBa U obeny-
XKUBaHUSA

[HononHuTenbHble TpeboBaHus 4o6GaBneHb! B Nepeyuncrnenme.

[obasneHsl NoapoBHOCTU, OTHOCSLLMECS K AeATENbLHOCTY, Tpebyrolei Hanuumus
npouenyp.

OnpepneneHo TpeboBaHWe K Banuauum NporpaMmMHOro o6ecrneyeHUs OTHOCUTEb-
HO PUCKOB, CBSI3aHHbIX C MPUMEHEHWEM NPOrPaMMHOro obecrneyeHus.

[HobaeneHsl TpeboBaHms, OTHOCSLLMECS K 3aMUCSM MO Banuaaumm

| 7.5.7 CneunaneHble Tpebo-

BaHWs K Banuaumm npouec-
coB cTepunuaauum "
cuctemam GapbepoB  cTe-
PUNBHOCTM

[ob6aeneHs! TpeGoBaHus Arisi cUcTeM 6apbepoB CTEPUNLHOCTH

7.5.8 UpeHtudukauus

Hob6asneHs! TpeboBaHUsA ANS YHUKaNBHON UASHTUUKALMY U3,
Ho6asneHo TpeGoBaHMe [OKyMEHTUPOBaHMS NpoLeAypbl MaeHTUdMKaLMM NPOLYK-
LMu, B TOM YUCIE B OTHOLLIEHUM MAEHTUMKaLIMM U cTaTyca NPOoLyKUUM B NpoLiecce npo- |

| usBoacTea

7.5.11 CoxpaHeHue cooTBe-
TCTBUS NpoayKUMU

Do6GasneHsbl FIO,D,pOGHOCTM MO AOCTUXXEHUIO COXPaHHOCTU

8.2.1 ObpaTtHas cBA3b

HbIX KaK C NPOU3BOACTBA, TakK U Nnocrie npogaxu.

Jo6aenera nHcbopmaLmst 0 ToM, 4To obpaTHas CBA3bL LOIMKHA BKIto4aTh c6op AaH-

[obaeneHo TpeboBaHue MCMoONb30BaHUs 0BPaTHON CBA3W B MPOLIECCAX MEHemK-
MeHTa p1cKa U B LensiX NofepxaHus COOTBETCTBUS TpeGoBaHUiA K NpoayKLmMM

8.2.2  PaccmoTpeHue  mpe-
TEeH3UMN

[ob6aeneH HOBbIV NOANYHKT

8.2.3 OTueTHOCTbL B perynu-
pyloLLMe opraHbl

[obGaerneH HOBbIV NOANYHKT

8.2.6 MOHUTOPUHT U U3Me-
peHune NpoayKuun

[ob6aeneHo TpeGosaHue no naeHTUMKaLMK 060pyLOBaHUS, UCNOMNL3YEMOro Anst
n3mepeHui

23

Komus npepoctasnena OI'VII "CTAHIOAPTHMH®OPM"; [laTa co3manus konuu: 16 mapra 2018 r. 14:01:06



KIII1:420501001

’

OdunuansHas kornust Homep 0157100; AGonenT: 3A0 "HeoKop"; MHH:4205026550

FOCT ISO 13485—2017

OkoHyaHue mabnuusi A.1

MynkTol ISO 13485:2016

KommeHTapuu kK U3MeHeHVUsIM No CPaBHEHWUIO C npeapbiayLmm usgaxvem (ISO 13485: 2003)

toLLe npoayKuuen

8.3 YnpaBsreHue HeCcoOTBETCTBY-

HobaBneHbl Nogpo6GHOCTM, OTHOCALLMECS K BUAAM KOHTPOMS, KOTOpbIE JOIK-
Hbl ObITb [JOKYMEHTUPOBAHBI.

0606LeHb TpeboBaHUs 0 BKIKOUYEHWUN NPeANPUHATBIX AeCTBUIA U 060CHOBa-
HUSI NPUHSTBIX PELUEHMIA.

[o6aBneHbl TpeboBaHUS, OTHOCSLLMECS K Pa3pELLEHUSM Ha OTCTYMNNEHWE.

PaspeneHbl TpeGoBaHusi kK 0GHapY>XeHHbIM HECOOTBETCTBUSIM NEPES, NoCTaB-
KO, 0BHapy>XeHHbIM Mocrie NOCTaBKU U B XOA4E Nepeaernku.

[o6aeneHo TpeboBaHWe K AOKYMEHTaLuu, CBS3aHHOe C Bblhauvel MosicHu-
TernbHbIX YBELOMIEHUI

8.4 AHanua gaHHbIX

Ho6aeneHo Tpe6OBaHI/I€ Mo onpegeneHnio 1 BKIMI4YeHUo NnogxoadLlmux MeTo-
A0B, BKIo4Yasi CtaTUucTu4yeckue MeToabl, U CTeneHn UX UCNonbL30BaHUSA.
[obasneHbl no,qpo6Hocm B nepe4yeHb BXOOHbIX AaHHbIX

8.5.2 KoppekTupytolime aencTeus

HobaeneHo TpeGoBaHue 0 HeobXxoauMOCTH y6eanThcs, YTO KOPPEKTUpPYHo- |

e AeNCTBUA He OKasbIBaloT HEraTUBHOIO BIIUSIHUSA.

Ho6aBneHsbl TpeboBaHUs 0 HEOBXOAMMOCTMU NMPUHATUS KOPPEKTUPYIOLLUX AEN- |

cTBuii 6e3 HeonpaBAaHHOW 3aAePXKu

8.5.3 lpegynpexgaiolime
| cTBUA

nen-

[obasneHo TpeboBaHmne o0 HeobxoanmMocTn ybeanuTbes, YTO Npeaynpexaao-

| WmMe JencTBUSA He OKasblBaOT HEraTUBHOIO BIUAHUSA
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MNpunoxeHue B
(cnpaBo4Hoe)

CootBetcTBUe Mexay ISO 13485:2016 1 ISO 9001:2015

B tabnmuax B.1 1 B.2 npuBegeHo cootseTcTere Mexay ISO 13485:2016 v ISO 9001:2015.

Tabnwuuya B.1— Coorsetcraue mexay ISO 13485:2016 1 ISO 9001:2015

MyHkTe! ISO 13485:2016

MyHkTbI ISO 9001:2015

1 O6nacTb NpuMeHeHUs
4.1.1 (6e3 HaumeHoBaHUs)

1 O6nacTtb npuMeHeHus
4.3 OnpepeneHne obnacTi NPUMEHEHNS CUCTEMBI MEHEKMEH-
Ta ka4yecTsa |

4 Cuctema MeHeKMeHTa KayecTsa

4 Cpepa opraHu3sauum

4.1 TNoHMMaHWe opraHu3aumu 1 ee cpegpi

4.2 ToHnmaHue noTpeGHOCTEN U OXUARHWIT 3aUHTEPECOBaHHbIX
CTOPOH

4.4 Cuctema MeHe[)XMEHTa KauecTsa U ee npoLecchl

4.1 ObLwwue TpeboBaHusA

4.4 Cuctema MeHe[)XMEHTa Ka4yecTBa 1 ee NpoLIecehl
8.4 YnpaeneHue npoleccamu, NPoAyKUMeN U yCriyramu, mocTas-
NAeMbIMU BHELUHUMUY NOCTaBLUMKaMU

4.2 TpeboBaHUs K JOKyMeHTaumn

7.5 [okyMeHTUpOBaHHas MHGopMaLms

4.2.1 O6wume nonoxeHus

7.5.1 O6wue nonoxeHus

4.2.2 PyKOBOACTBO MO KayecTBy

4.3 OnpepeneHue o6nacTy NPUMEHEHNS CUCTEMbl MEHEKMEH- |
Ta ka4ecTBa

4.4 Cuctema MeHe[DKMEHTa Ka4yecTBa 1 ee NpoLecehl
7.5.1 Obwue nonoxeHus

4.2.3 ®aiin MeauLMHCKOro nsnenus

3KeusaneHmHbIl MYHKM omcymcmeyem

4.2.4 YnpaBneHue JoKyMeHTaLue

7.5.2 CospaHue v akTyanusauust
7.5.3 YnpaBrneHue JOKYMEHTUPOBaHHOM MHdOopMaLeit

4.2.5 YnpaBneHue 3anucsmm

7.5.2 CospaHve v akTyanusauust
7.5.3 YnpaBneHue AOKYMEHTUPOBaHHOI MHGopMaLueit

5 OTBETCTBEHHOCTb PyKOBOACTBA

5 INupepcteo

5.1 ObsizaTenbcTBa pykoBOACTBa

5.1 INupepcTBO 1 NPUBEPXKEHHOCTD
5.1.1 O6wwe nonoxeHus

5.2 OpueHTauus Ha notpebutens

5.1.2 OpueHTauus Ha notpebuteneli

5.3 lMonutuka B obnacTtu kavecTsa

5.2 Monutuka
5.2.1 PaspaGoTka nonuTuku B o6racTi kayectea
5.2.2 [loBegeHue nonuTuku B obnactu kayecTsa

5.4 lnaHupoBaHue

6 lNnaHupoBaHue

5.4.1 Uenu B obniactu kayecTsa

6.2 Lenu B obnacTu kayecTBa v NnaHUpoOBaHUe Ux JOCTIDKEHUS |

5.4.2 TnaHMpoBaHWe Co3haHusi U PasBUTUS CUC-
TEMbl MEHEDKMEHTA KayecTBa

6 lMnaHupoBaHue
6.1 [JenctBus B OTHOLLEHUM PUCKOB U BO3MOXHOCTEN
6.3 lnaHvpoBaHWe U3MeHeHUi

5.5 OTBETCTBEHHOCTb, MOMHOMOUMA U OBMEH WH-
copmavueit

5 IupepctBO

| 5.5.1 OTBETCTBEHHOCTb 1 MONHOMO4YUS

5.3 ®yHKUMM, OTBETCTBEHHOCTb M MOMIHOMOYUS B OpraHM3aLmm

5.5.2 lNpepfcraButens pykoBoAcTBa

5.3 DyHKUMM, OTBETCTBEHHOCTb U MOMIHOMOYMS B OpraHnsaLmm

5.5.3 BHyTpeHHuii obMeH nHhopmaLmeit

7.4 O6meH nHdopmMauuei

5.6 AHanus co CTOPOHbI PYKOBOACTBa

9.3 AHanus co CTOpPOHbI pyKOBOACTBA

5.6.1 O6Lue nonoxeHus

9.3.1 O6wwue nonoxeHus \
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5.6.2 BxogHble AaHHble NS aHanusa

| 9.3.2 BxopgHble faHHble aHanusa co CTOPOHbI PYKOBOACTBA

5.6.3 BbIXofHble faHHble Ans aHanuaa

| 9.3.3 BbIxogHble AaHHbIE aHanM3a co CTOPOHbI PYKOBOACTBA

| 6 MeHemXMeEHT pecypcos

7.1 Pecypchbl

|

| 6.1 ObecneyeHue pecypcamu

7.1.1 O6Lme NonoXeHUs
7.1.2 Yenoseueckue pecypchbl

6.2 YenoBeueckue pecypcs!

7.2 KoMneTeHTHOCTb
7.3 OcBegoMIeHHOCTb

6.3 UHdbpacTpykTypa

7.1.3 WHdppacTpykTypa

6.4 MpousBoacTBEHHas cpefa

7.1.4 Cpepna ans yHKUMOHMPOBAHKS NMPOLIECCOB

7 TpoLecchl XU3HEHHOTO LMKITa MPOAYKLMN

8 [leATenbHOCTb Ha CTaAMsIX XM3HEHHOrO LIMKMA MpOAYKLMU U |
yenyr

7.1 TInaHvpoBaHWe MPOLIECCOB XXMU3HEHHOIO LIMK-
| na npogykumu

|
|
8.1 nﬂaHVIpOBaHVle W ynpaeneHue 0eATenbHOCTbI0 Ha cTagusax j
XU3HEHHOro LuKna npoaykuun u ycnyr |

7.2 Tpoueccel, cBA3aHHbIE C NoTpebuTensmm

8.2 TpeboBaHusa K NPOAYKLMU U yCnyram

7.2.1 OnpegeneHuve TpeboBaHMi, OTHOCALLMXCS K
npoayKLmm

8.2.2 OnpegeneHue TpeboBaHWii, OTHOCALUMXCS K MPOAYKLMU U
ycrnyram |

7.2.2 AHanua TpeboBaHui, OTHOCHALUMXCS K Mpo-
OyKuuu

8.2.3 AHanua TpeboBaHuii K MPOAYKUMM 1 ycriyram
8.2.4 VameHeHust TpeboBaHuUiA K MPOZYKUMU 1 yCryram

7.2.3 Ces3b c notpebutensmu

8.2.1 Cesi3b ¢ notTpedutensmu

7.3 lMpoektnposaHue u paspaboTka

8.3 lMpoekTupoBaHue 1 paspaboTka NPOAYKUUN U yCryr |

7.3.1 O6Lwwue nonoxeHus

8.3.1 O6wwue NonoxeHus

7.3.2 naHupoBaHue NPOEKTUPOBaHUS U paspa-
60TKM

8.3.2 lNnaHvpoBaHue NPOEKTUPOBaHNSA U pa3paboTku

7.3.3 BxogHble AaHHble MPOEKTUPOBAHMS U pas-
paboTku

8.3.3 BxopHble AaHHble 4MA NPOEKTUPOBaHMUS U pa3paboTku

7.3.4 BbixogHble AaHHble NPOEKTUPOBAHUS U pas-
paboTku

“ 8.3.5 BbIxogHble AaHHbIE NPOEKTUPOBAHMUS 1 paspaboTku

7.3.5 AHanus npoekTa u pa3paboTku

8.3.4 Cpepnctea ynpaBneHus NpoeKTUpoBaHueM u pa3paboTkoi

7.3.6 Bepudukaums npoekta u paspaboTku

8.3.4 Cpepactea ynpaBneHus NpoekTMpoBaHMeM U pa3paboTkon

7.3.7 Banupauus npoekta u paspaboTku

8.3.4 Cpepactea ynpaBneHusl NpoekTMpoOBaHMEM U pa3paboTKon

7.3.8 lNepenaya npoekta u paspabotku

8.3.4 Cpepactea ynpaBreHus NpOEKTUPOBaHMEM U pa3paboTkomn

7.3.9 YnpaeneHvue U3MEHEHUSIMU NPoeKTa U pas-
paboTku

8.3.6 VameHeHus1 NpoeKTUPOBaHUs U paspaboTku
8.5.6 YnpaBneHve uaMeHeHusMu

7.5.3 YnpaBneHue JOKYMEHTMPOBaHHOM UHdopmaLmen

7.3.10 ®dainbl NpoeKTUpoBaHUs U pa3paboTku
7.4 3akynku ‘

8.4 YnpasneHue npoueccamu, NpogyKUMen n ycnyramm, nocras-
NieMbIMU BHELLUHMMM MOCTaBLUMKaMU

7.4.1 Tpouecc 3akynok

8.4 YnpasneHve npoueccaMu, NpoayKuMer 1 ycrnyramm, nocras-
NsieMbIMU BHELLHMMM MOCTaBLLMKaMM

8.4.1 Obwue nonoxeHus

8.4.2 Tun u cTeneHb ynpasneHus

7.4.2 Wndopmauums no 3akyrnkam

8.4.3 UHdopmauus, npegoctaBnsemasi BHELHUM NOCTaBLUMKaM

7.4.3 Bepudukaums 3akynneHHo! npoayKumum

8.4.2 Tun u cTeneHb ynpasneHus
8.4.3 VHdopmauus, npegocTaBnsiemMasi BHeLLUHMM NMoCcTaBLLMKaMm
8.6 Bbinyck npogykumm u ycnyr

7.5 TpounssoacTBo 1 obecnyxuBaHue

8.5 TMpoM3BOACTBO NPOAYKUMM U MPEAOCTaBmneHue ycnyr

7.5.1 YnpasneHue Npov3BO4CTBOM U 06CnyxuBa-
HVEeM

8.5.1 YnpaBneHue npov3B0ACTBOM NPOAYKUMM U NpefocTasre-
Huewm ycnyr
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7.5.2 YnctoTa npogyKumm

aKeUBaNIeHMHbIU MyHKmM omcymcmeyem

7.5.3 [esaTenbHOCTb MO MOHTaxXy

aKeUBaneHmHbI IyYHKM omcymcmeyem

7.5.4 [lesiTenbHOCTL MO 0BCYXUBaHUIO

3KeusarneHmHbIU MyHKM omcymcmeyem

7.5.5 CneumnanbHble TpeGoBaHUA K CTEPUMBHBLIM
MEAULIMHCKUM U3Lenuam

9KeUBarIeHMHbIl NyYHKmM omcymcmeyem

7.5.6 Banmpauus npoueccos NnpouseoacTea 1 06-
CRYXXVBaHUA

8.5.1 YnpaeneHue nNpousBOLCTBOM MPOAYKLIAM U npegocrasne-
Huem ycnyr

7.5.7 CneunanbHble TpeGoBaHus K Banupauuu
MpOLIECCOB CTepunusaLmm u cuctemam 6apbepos
CTEepUIbHOCTU

3KeusaneHmHbIl MyHKmM omcymcemeyem

7.5.8 VipeHTudumkaums

8.5.2 pgeHTndurkauma 1 npocnexmsaeMocTb

7.5.9 TpocnexusaemocTb

8.5.2 UpeHTucurkaumsa u npocnexmsaeMocTs

| 7.5.10 CobcTBeHHOCTL noTpebureneii

8.5.3 CobcTBeHHOCTL noTpebuTteneil UnuM BHELLHUX nocTaBLUm-
KOB

7.5.11 CoxpaHeHune COOTBETCTBUS NPOAYKLIMM

8.5.4 CoxpaHeHue

7.6 YnpasneHue yCTPONCTBAMM 11t MOHUTOPUHTA
1 U3MepeHui

7.1.5 Pecypcbl 15 MOHUTOPUMHIa U M3MEpeHUst

8 WamepeHue, aHanus u ynyylieHus

9 OueHKa pesynbTaToB AeATENbHOCTU
9.1 MOHUTOPWHT, U3MepeHMe, aHanu3 1 oLeHKa

8.1 O6wue nonoxeHus

9.1.1 O6wue nonoxeHus

8.2 MOHUTOPUHT U n3mepeHne

9.1 MOHUTOPUHT, 3MepeHue, aHanus 1 oLeHKa

8.2.1 O6paTHas cBsi3b

8.5.5 [leaTenbHOCTb NOCHe NOCTaBku
9.1.2 YpoeneTBopeHHOCTb NoTpebuteneii

8.2.2 PaccmoTpeHue npeTeHsuii

9.1.2 YoBneTBOPEHHOCTL NoTpebuTeneii

8.2.3 OTuyeTHOCTL B perynupyioLimue opraHbi

8.5.5 [leaTensHOCTL Nocne nocTaeku

8.2.4 BHyTpeHHuii ayauT

9.2 BHyTpeHHUit ayguT

8.2.5 MOHUTOPUHT 1 M3MepeHMe NpoLLeccoB

S.1.1 O6wue nonoxeHus

8.2.6 MOHUTOPUHT 1 M3MepeHne NpoaYKLMM

8.6 Boinyck npogykuuu u ycnyr

| 8.3 YnpaeneHue HecooTBETCTBYIOWEI NPOAYKLIM-
en

8.7 YnpasneHne HeCOOTBETCTBYIOWMMM PesyNbTaTamMit NpoLec-
coB

8.3.1 O6wue nonoxeHus

10.2

8.3.2 [eiicTBUs B OTHOLUEHUU HECOOTBETCTBYIO-
Leli npoayKumm, o6Hapy>eHHO 40 NMoCTaBKM

8.7 YnpaeneHue HeCOOTBETCTBYIOWMMU PE3ynbTaTaMu NpoLiec-
coB

8.3.3 [eiicTBuS B OTHOLLEHUM HECOOTBETCTBYHO-
Lieit NpoayKLUmMmM, o6GHapyXeHHO nocrne NocTaBku

8.7 ¥YnpaeneHue HeCOOTBETCTBYIOLMMM pe3ynbTaTamu npouec-
cos

8.4 AHanus gaHHbIX

9.1.3 AHanus v oLeHka

8.5 Ynyuyuwenune

10 YnyuyweHue

8.5.1 O6Lwue nonoxeHus

10.1 O6wwme nonoxeHuns
10.3 MocTosiHHOE ynyuLieHne

8.5.2 KoppektupytoLve genctens

10.2 HecooTseTCTBUSA 1 KOPPEKTUPYIOLLIME OEeiCTBUS

8.5.3 I'Ipe,qyrppem.qarou.me [encTBus

0.3.3 Puck-opueHTMpoBaHHOE MbilLneHue

6.1 [eiicTBIS B OTHOLUEHNUM PUCKOB U BO3MOXHOCTEM

10.1 O6Lwwme nonoxeHusi |
10.3 MocTosiHHOE ynyuLieHne J
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Tabnuuya B.2— CoorBetcteue mexay ISO 9001:2015 u ISO 13485:2016

MyHkTe! ISO 9001:2015

MyHkTol ISO 13485:2016

1 ObBnacTb NpYMeHeHUs!

1 O6nacTb NpUMeHeHus!

4 Cpepa opraHusauum

4 Cuctema MeHe)KMEHTa KadecTBa

4.1 ToHMmaHue opraHusauum 1 ee cpefpl

4.1 Obwue TpeboBaHus

4.2 ToHMmMaHue NoTpeBHOCTEN U OXUAAHUN 3auHTEPECo-
BaHHbIX CTOPOH

4.1 Obwwme TpeboBaHus

4.3 Onpepenenve obnactu NpUMEHEHUS CUCTEMbl Me-
HeKMeHTa KayecTea

4.1 O6wwme TpeboBaHus
422

4.4 CucteMa MEHEOXXMEHTa KayecTBa U ee NpoLecchl

4.1 O6wue TpeboBaHus |

5 INupepcTso

5 OTBETCTBEHHOCTb pyKoBOACTBa

5.1 JlnpepcTso 1 NpUBEPKEHHOCTL

5.1 Obsi3aTenbcTBa pyKOBOACTBA

| 5.1.1 O6wwue nonoxeHus

5.1 ObsizaTensCTBa PyKOBOACTBA

5.1.2 OpueHTaumsa Ha notTpebutenen

5.2 OpueHTauus Ha noTpebuTens

5.2 TMonutuka

5.3 MNonuTuka B obnactu kavecTsa

5.2.1 PaspaboTka nonuTuky B 06rnactu ka4yectea

5.3 MonuTuka B obnacTu kavyecTsa

5.2.2 [JoBefeHve nonutuku B obnactu ka4ectea

| 5.3 Monutuka B 0bnactu kayecrsa

3auuu

5.3 OyHKUWK, OTBETCTBEHHOCTb 1 MOMHOMOYMS B OPraHm- |

5.4.2 TnaHupoBaHUe co3aaHus 1 pasBUTUSt CUCTEMbI Me-
HeHKMeHTa KayecTBa

5.5.1 OTBETCTBEHHOCTb M MOMIHOMOYKS

5.5.2 TpepcTrasutens pykoBoAacTBa

6 lNnaHupoBaHue

5.4.2 TnaHupoBaHue co3aaHus 1 pasBUTUst CUCTEMbI Me-
HePKMEHTa Ka4ecTBa

|

| 6.1 [OeiicTBUS B OTHOLLEHUM PUCKOB U BO3MOXXHOCTEN

5.4.2 MnaHupoBaHue Co34aHUA U PasBUTUS CUCTEMBI Me-
HeKMEHTa Ka4ecTsa
8.5.3 BHyTpeHHuI1 06MeH nHdbopmaumeit

6.2 Lenu B oGnactu ka4ecTBa 1 NnaHupoBaHue ux ocTu-
XKEHUs

5.4.1 Uenwu B obnacTtu kayectea

| 6.3 lMnaHupoBaHue N3MeHeHuI
|

5.4.2 lNnaHWpoBaHWe CO34aHUsA U Pa3BUTUS CUCTEMbBI Me-
HeKMeHTa kayecTea

7 Cpepgctea obecneyeHus

6 MeHemXMeEHT pecypcoB

7.1 Pecypchl

6 MeHemkMeHT pecypcoB

7.1.1 Obwue nonoxeHus

6.1 ObecneyeHue pecypcamu

7.1.2 Yenoseueckue pecypchbl

6.2 Yenoseyeckue pecypchbl

7.1.3 WNHdpacTpykTypa

6.3 WHdbpacTpykTypa

7.1.4 Cpepa Ana yHKUMOHUPOBAHUS NPOLIECCOB

6.4.1 lNpousBoacTBeHHasi cpeaa

7.1.5 Pecypcbl Ans MOHUTOPYHIA U U3MEPEHUS

1

7.6 YnpaeneHue yCTPOMCTBaAMMU AJ19 MOHUTOPUHIa U U3- |
MEpPEHUN |

7.1.5.1 O6wue TpeboBaHus

7.6 YnpasneHue yCcTponCcTBaMu ANt MOHUTOPUHIA U U3-
MEepEeHUn

7.1.5.2 MpocnexueaeMoCTb U3MEpPeHUst

7.6 YnpaBneHue ycTporcTBamMu AN MOHUTOPUHIA U U3-
MepeHui

7.1.6 3HaHus opraHu3auuv

6.2 Yenose4eckue pecypchbl

| 7.2 KomneTeHTHOCTb

6.2 Yenoseyeckue pecypchbl

| 7.3 OcBenoOMIEHHOCTb

6.2 Yenoseyveckue pecypchbl

| 7.4 OBmeH MHopMmaumen

5.5.3 BHyTpeHHUiA 06MeH nHdopmauuei |

7.5 [okyMeHTUpOBaHHas MHbopMaLms

4.2 TpeboBaHus K JOKYMEHTaLMK

7.5.1 Obwume nonoxeHus

| 4.2.1 OBLMe NoNoxXeHUst
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FOCT ISO 13485—2017

MynkTe! ISO 9001:2015

MyHkTol ISO 13485:2016

7.5.2 CospnaHue 1 akTyanmsaums

4.2.4 YnpaeneHvie foKyMeHTaLmen
4.2.5 YnpaBneHue 3anucsiMmu

7.5.3 YnpaeneHue AOKYMEHTMPOBaHHOI MHGOpMaLK-
e

4.2.3 daiin MeauUMHCKOro uagenus

4.2.4 YnpaBneHve foKyMeHTaLmel

4.2.5 YnpaBneHue sanucamu

7.3.10 daiinbl NpoeKTUPOBaHNA 1 pa3paboTku

8 [esTenbHOCTbL Ha CTaausix U3HEHHOTO LMKNA npo-
OYKUMM 1 yenyr

7 Tlpouecch! XM3HEHHOTO LMKia NpoayKLMm

8.1 MnaHupoBaHue U ynpasneHne AesTeNbHOCTBIO Ha
CTaAusX XWU3HEHHOTO LMKIa NPOAYKLMY 1 ycryr

7.1 TnaHMpoBaHMe NPOLIECCOB XKM3HEHHOTO LMKMa MpOAyK-
Lmm

8.2 TpeGoBaHus K NPOAYKLMM 1 yCriyram

7.2 Tpouecchl, CBSI3aHHbIE C NOTpebuTensaMu

8.2.1 Cs#3b ¢ notpebutensmm

7.2.3 Css3b c notpeburensmu

8.2.2 OnpepeneHne TpeGoBaHWiA, OTHOCSALUMXCH K
NpoAyKUMU U ycryram

7.2.1 Onpepenexne TpeGoBaHMii, OTHOCSLLMXCS K npoayk-
umm

8.2.3 Axanua TpeGoBaHuii K NPOAYKLMM U YCTyram

7.2.2 AHanua TpeGoBaHuii, OTHOCALLMXCS K npoaykuum

8.2.4 VismeHeHus TpeGoBaHMI K NPOAYKLMM 1 yCTTyram

7.2.2 AHanu3a TpefoBaHui, OTHOCALUMXCS K npoaykuun

8.3 MMpoektupoBaHMe M paspaboTka NPOAYKLMM M
ycnyr

7.3 TMpoekTupoBaHue u paspaboTka

8.3.1 O6wwue nonoxeHus

7.3.1 O6wue nonoxeHus

8.3.2 TnaHupoBaHue NpoekTMpoBaHua 1 paspaboTku

7.3.2 TnaHupoBaHne NPOeKTUPOBaHNSA 1 pa3paboTKu

8.3.3 BxogHble faHHble 4118 NPOEKTMPOBAaHUS U pas-
paboTku

7.3.3 BxopHble AaHHbIe MPOEKTUPOBAHUS U paspaboTku

8.3.4 Cpenctea ynpaBrieHuss NpOeKTMPOBAaHUEM U
paspaboTkoii

!

7.3.5 AHanus npoekTUpoBaHus U pa3paboTku

7.3.6 Bepudukaums NpoekTupoBaHus u paspaboTku
7.3.7 Banupaumsi npoeKTUpoBaHms 1 paspaboTky
7.3.8 lMepenaya npoekTta u paspaboTku

.‘ 8.3.5 BbixofHble AaHHbIE MPOEKTUPOBAHUS U paspa-
60TKU

7.3.4 BbixogHble AaHHble MPOEKTUPOBaHUS 1 pa3paboTku

‘ 8.3.6 V3meHeHnusi npoekTpoBaHus 1 paspaboTki

7.3.9 Ynpaenenue U3MEHEHUSIMU NPOEKTUPOBaHMSI 1 paspa-
60TKM

8.4 YnpasneHue npoLieccamu, npoayKLmeit 1 ycnyra-
MW, NOCTaBNSAEMbIMU BHELLUIHUMM NOCTaBLLYKaMM

4.1 O6wwe TpeboBaHus (4.1.5)
7.4.1 Tpouecc 3aKynok

8.4.1 OGLme nonoxeHus

7.4.1 TMpouecc 3akynok

8.4.2 Tvn u cTeneHb ynpasneHus

4.1 O6wwe TpeboBaHus (4.1.5)
7.4.1 Tpouecc 3akynok
7.4.3 Bepudukauus 3akynneHHomn nponykumum

8.4.3 VHdopmauusi, npegoctaBnsiemMasi BHELWHUM Mo-
CTaBLUMKaMm

7.4.2 Vncbopmaumst no 3akynkam
7.4.3 Bepudmkaums 3akynneHHol npoaykummn

[8.5 MpoussoacTeo npogykumMm u npefocTaBneHue
| yenyr

7.5 TMpousBoacTeo U O6CNYXMBaHME

‘ 8.5.1 YnpaeneHue npoM3BOACTEOM MpOZYKUMM U
‘ npegocTaBneHneM ycrnyr

7.5.1 YnpasneHue Npou3BOACTEOM 1 0BCHYXMBAHUEM
7.5.6 Banugaumsa npoueccos Npou3BOACTBA U obcnyxusa-
HUS

8.5.2 MpeHTucburKaLms M NpoCnexX1uBaeMocTb

7.5.8 UpeHtudukaums
7.5.9 TMpocnexusaeMocTb

8.5.3 CobcTBeHHOCTL MOTpebuTeneil UnM BHELUHUX
NOCTaBLLMKOB

7.5.10 CobcrBeHHOCTb NoTpebuTtenei

8.5.4 CoxpaHeHue

7.5.11 CoxpaHeHune COOTBETCTBIS MPOAYKLIUM

8.5.5 [lesTenbHOCTb NOCHe NOCTaBkY

7.5.1 YnpasneHue Npou3BOACTBOM 1 0BCyXMBAHUEM
7.5.3 [eAatensHOCTb N0 MOHTaXY |
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MyHkTel 1ISO 9001:2015

MyxkTb! ISO 13485:2016

8.5.5 [leaTenbHOCTb Nnocne nocraBku

7.5.4 [esaTenbHOCTb MO 0OCNYXUBaHUIO
8.2.2 PaccmoTpeHue npeTeHsui
8.2.3 OT4YeTHOCTb B perynupyoLlue opraHbl

LK, OBHapPY>XEHHO Mocne NoCTaBKu

8.3.3 [eiicTBUA B OTHOLUEHWM HECOOTBETCTBYHOLLEN NPOAYK-

8.5.6 YnpasneHue usmeHeHusMu

7.3.9 YnpaeneHue nsMeHeHUsiM1 npoekTa U paspaboTku

8.6 Bbinyck npoayKLnu 1 ycnyr

8.2.6 MOHUTOPUHI 1 U3MepeHne NpoayKUun

7.3.4 BbIXOAHbIE faHHbIe NPOEKTUPOBaHUS U pa3paboTku

8.7 YnpaBneHue HECOOTBETCTBYIOLMMU Pe3yribTa-
Tamu NpoLieccoB

8.3 YnpaBneHue HeCOOTBETCTBYIOLLE NpoAYyKLMel

9 OueHka pe3ynbTaToB AeATenbHOCTU

8 WamepeHue, aHanus u yny4yeHue

9.1 MOHUTOPWHT, U3MEPEHNE, aHanu3 1 oueHka

8 WamepeHue, aHanus u yny4lieHue

| 9.1.1 OBwme nonoxeHus

8.1 Ob6uwme nonoxeHus
8.2.5 MOHUTOPUHI 1 U3MepeHue NpoLeccos
8.2.6 MOHUTOPUHT 1 U3MepeHne NpPoayKUnn

9.1.2 YnoBrneTBOpeHHOCTb NoTpebutenei

7.2.3 Css3b C noTpedutensamu
8.2.1 ObpaTtHas cBA3b
8.2.2 OGpalyeHre C NpeTeH3naMU

9.1.3 AHanus u oueHkKa

8.4 AHanus faHHbIX

9.2 BHYTpPeHHWi1 ayauT

8.2.4 BHyTpeHHUI ayaut

9.3 AHanus co CTOPOHbI PYKOBOACTBA

5.6 AHanms co CTOpPOHbl PYKOBOACTBA

BRI

9.3.1 O6Lume NonoxeHus

5.6.1 O6lme NonoxeHus

9.3.2 BxogHble faHHble aHanusa co CTOPOHbI PYKO-
BOACTBA

5.6.2 BxopgHble AaHHble Ansg aHanusa

9.3.3 BbIXoAHble AaHHble aHanuMsa co CTOPOHbI Py-
KOBOACTBA

5.6.3 BbixogHble AaHHble ANs aHanusa

10 Ynyulenue

8.5 YnyuweHue

10.1 O6Lme NnonoxeHus

8.5.1 OO6Lme NonoxeHus

10.2 HecooTBeTCTBUSI W KOppekTupylowme aei-
CTBUSA

8.3 YnpaBneHue HeCOOTBETCTBYOLLEN NpoayKUMe
8.5.2 KoppekTupyoLume AencTaus

S

10.3 lMocTosiHHOE yny4lleHue

5.6.1 O6Lme nonoxeHus
8.5 Ynyulexue
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Mpunoxexue OA
(cnpaBouHoe)

CBEAEHMH O COOTBETCTBUMU CChINTOYHbIX MeXAyHapoAHbIX CTaHAapToB
MeXrocyaapcTrBeHHbIM CTaHAapTam

Tabnuya JA.1

O6o3HaueHne 1 HaumeHoBaHue
CCbINOYHOTO MEXYHapOHOrO CTaHaapTa ’

OBosHauyeH1e n HaumeHoBaHue
MeXroCyapCTBEHHOro CTaHaapTa

CreneHb cootseTcTBUSA ‘

|
|
| 1SO 9000:2015 } — | + N

* COOTBETCTBYIOLUMI MEXIOCYAapCTBEHHbIN CTaHAapT oTcyTCTBYET. [Io ero yTBepaeH!sl peKOMEHAYeTCS UCHOoNb- |
’ 30BaTbL NEPEBO/ Ha PYCCKMI 5i3bIK [aHHOTO MEXAYHAPOL[HOrO CTaHaapTa. lMNepesoa AaHHOMO MeXayHapOOHOro CTaH-

Aapta HaxoauTest B PefepanbHoM MHOPMAaLMOHHOM dhoHae CTaHL4apToB. |
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[1] 1SO9001:2015

[2] 1SO 10012

[3] 1SO 11607-1:2006

[4] 1SO 11607-2

[5] 1SO 14644 (Bce vacTn)

[6] ISO 14698 (Bce yactu)

[7] 1SO 14971:2007
[8] 1SO 19011

[9] IEC 62366-1

[10] GHTF/SG1/N055:20094

[11] GHTF/SG5/N4:2010
[12] GHTF/SG1/N70:20116

[13] GHTF/SG1/N071:20127
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Bubnuorpadcus

Quality management systems — Requirements (CuctemMbl MeHeXMeHTa KayecTea. Tpe-
6oBaHus)

Measurement management systems — Requirements for measurement processes and
measuring equipment (Cuctembl MeHeKMeHTa uamepeHuii. TpebosaHus k npoueccam
n3mepeHuii u usmeputensHomy o6opyaoBaHuIo)

Packaging for terminally sterilized medical devices — Part 1: Requirements for materials,
sterile barrier systems and packaging systems (Ynakoeka MeAMLIMHCKUX U3AenuiA, noane-
)almx huHULWHOM cTepunuaaumm. YacTs 1. TpebGoBaHus k MaTepuanam, 6apbepHbIM cuc-
TeMaMm AT CTEPUNMU3aLIMm 1 yNnakoBOYHbIM CUCTEMaM)

Packaging for terminally sterilized medical devices — Part 2: Validation requirements for
forming, sealing and assembly processes (YnakoBka MeaULIMHCKUX U3AENWIA, Nognexa-
LWMX PUHMLIHOW cTepunuaauuu. YacTts 2. TpeboBaHus K Banvaaumm npoLeccos popmu-
poBaHus, repmeTusalmm n céopku)

Cleanrooms and associated controlled environments (H1cTble NOMeLLEHUS U CBSA3aHHbIE C
HUMU KOHTPOMMPYEMbIE Cpeabl)

Cleanrooms and associated controlled environments — Biocontamination control (Yuc-
Thi€ MOMELLEHUS U CBA3AHHbIE C HUMM KOHTponupyemMble cpeabl. KoHTporb 6uosarpsisHe-
HUIA)

Medical devices — Application of risk management to medical devices (U3genus megu-
LmHckue. NMpuMeHeHne MEHEMXMEHTa pUcka K MeAULIMHCKUM U3AENUSM)

Guidelines for auditing management systems (PykoBoAcTBO no ayauTy CUCTEM MEHEOX-
MeHTa)

Medical devices — Part 1: Application of usability engineering to medical devices (M13ge-
nusi MeguumHekue. YacTts 1. MNpruMeHeHWe NpoeKTUPOBaHUS C Y4ETOM 3KCMyaTaLlMOHHOM
NPUrOAHOCTU K MEAULMHCKUM U34enusiv)

Definition of the Terms «Manufacturer», «Authorized Representative», «Distributor» and
«Importer» (OnpegneneHne TepmuHoB «WarotoButenb», «OduumanbHbIi npeacTasu-
Tenby, «ducTpubsiotop» u «MmnopTtep»)

Post-Market Clinical Follow-Up Studies (MocnenpogaxHoe HabnogeHue B pamkax KiHu-
YeCKMX UccrneaoBaHuin)

Label and Instructions for Use for Medical Devices (3TukeTka 1 MHCTPYKLMK MO NpUMeHe-
HUIO MEOULIMHCKUX U3L,enniA)

Definition of the Terms «Medical Device» and «In Vitro
Diagnostic (IVD) Medical Device» (OnpegeneHue TepMuHOB «MeauLMHCKOe usgenue» u
«MeguumMHckoe usgenue Ansi AuarHoCTUKK in-vitro»)
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YAK 616-7:658.562:006.354 MKC

Krioyesble criosa: cuctema meHemkMeHTa KadvecTBa,
BaHHasi npoueaypa, notpebutens, Bepudukaums, Banm
pytoLLne TpeboeaHus

11.020 P2 IDT

usgenus MmeguuuHckue, opraHusauus, HOOKYMEHTUpPO-
Oauus, NonuTUKa 1 Lenu B obnactu KaJecTBa, perynu-
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KomnbtoTepHas BepcTka A.H. 3omomapesol

CpaHo B Habop 04.07.2017.  MopnucaHo B neyatb 17.07.2017. ®opmat 60x84}/8. [apHuTypa Apuarn.

Yen. ney. n. 4,65. Yu.-usa. n. 4,18, Tupax 21 ak3. 3ak. 1179.
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