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2 BHECEH TexauueckuM komuterom 1o cranpaptuzamuu TK 436 "VnpasneHne kauecTBoM
MEIUITMHCKNX U3Ieanii"

3 IIPUHAT MexrocyqapcTBEHHBIM COBETOM IO CTaHAApTH3aLMU, METPOJIOTUU U cepTU(dUKAINU
(ot 7 utons 2017 r. mporokos N 99-IT)
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Kparkoe nHanmenoBanue | Kox crpansl mo MK CokpallleHHOE€ HaUMEHOBAaHHE
ctpansl o MK (MCO | (MCO 3166) 004-97 [HanimoHaIBLHOTO OpraHa Mo CTaHIapTH3AINH
3166) 004-97

AzepOaiixaH AZ A3cTaHjgapt
ApMeHUus AM MunskoHomuku PecrryOnuku ApmeHus
benapych BY ["occrannapt Pecnybnuku benapych
Ka3zaxcrtan KZ ["occrannapt Pecniybnuku Kazaxcran
Kupruzus KG KsIpreiscrangapr
Poccus RU Poccrangapt

4 Ilpuxazom DenepaibHOrO0 areHTCTBA MO TEXHUYECKOMY PETYJIMPOBAHHMIO M MeTposiorud ot 30
utoHa 2017 r. N 615-ct mexrocyaapctBensslii ctangapt ['OCT ISO 13485-2017 BBenen B
JICCTBYE B Ka4€CTBE HAllMOHAJIbHOTO cTanapra Poccuiickoit @enepanyuu ¢ 1 utonst 2018 r.

5 Hacrosiuuid cTaHaapT HMACHTHYEH MexayHapoaHomy crtanmgapty ISO 13485:2016 "Uznpenus
meaunuHckue. CHcTEeMbl MEHEIKMEHTa KauyecTBa. TpeOoBaHMs Juis Ueleld peryiaupoBaHus'
("Medical devices - Quality management systems - Requirements for regulatory purposes", IDT).

[Ipy mpuMeHEHMM HACTOSIIEr0 CTAHAAPTA PEKOMEHAYETCS MCIOJIb30BaTh BMECTO CChUIOYHBIX
MEKIYHApOIHBIX CTaHAAPTOB COOTBETCTBYIOIIUE UM MEKIOCYJaPCTBEHHBIE CTAHJIAPThI, CBEJICHUS O
KOTOPBIX MPUBEJEHBI B TOMOJIHUTEILHOM MPUIIOKeHUU A

6 BBAMEH 'OCT ISO 13485-2011

Undpopmanms 00 U3MEHEHHUSX K HACTOSIIEMY CTaHIApTy MyOJIMKyeTcs B  €KEroJHOM
uHboOpMallMOHHOM Yyka3zatene "HalroHanbHble CTaHIApTHI", a TEKCT U3MEHEHHH U MOMpaBOK - B
eXeMecsYHOM MH(POpMaIMOHHOM YyKazaresne "HanuonansHbie ctaHmaptel'. B ciaydae mepecmorpa
(3amMeHbl) WM OTMEHBbl HACTOSIIIETO CTaHJapTa COOTBETCTBYIOIIEE yBelOMIIeHHE Oyjer
OIyOJINKOBAHO B €KEMECSYHOM HH(POpMAMOHHOM YyKa3zaTtene "HanumonanbHble cTaHAapTh".
CootBercTBytomass  uMHGoOpManusi, YBEIOMJIEHHE UM  TEKCThl  pa3MEIIaloTCsl  TaKkKe B
MH(GOPMALIMOHHON cHCTeMe OOIIero Mojb30BaHUS - Ha oduuuansHoM caite denepanbHOro
areHTCTBA [0 TEXHUYECKOMY PETYJIUPOBAHHUIO U METPOJIOruu B ceTu MHTepHeT (Www.gost.ru)

BBenenue

Hacrosmmit cranpaprt sBisgercs tperbuM u3fanueM ISO 13485, oTmeHnser m 3aMmeHsieT BTOpOe
uznanue (ISO 13485:2003) u ISO/TR 14969:2004, xoTopsie ObUIM TEXHUYECKH IlepecMOTpeHbl. OH
TaKke BKJItoUaeT B cebst TexHuueckyro nompaBky [SO 13485:2003/Cor. 1:2009. Croanas Tabnuia
W3MEHEHUM, BKJIIOYEHHBIX B O3TO W3/IaHHE [0 CPAaBHEHMIO C MpEeAbIAyIIMM, I[PHUBEJCHA B
MIPUWIOKEHUU A.

0.1 O01ue MoJIOKEeHUA

Hacrosmuii ctanaapT ycraHaBiuBaeT TpeOOBaHHsS K CHCTEME MEHEDKMEHTa KauecTBa, KOTOphIE
MOTYT NPUMEHSTHCS OPraHU3alMel, YJaCTBYOLIEH B OJJHOW WJIM HECKOJIBKHUX CTAJIUAX )KU3HEHHOTO
UKJIa MEAUIIMHCKOIO U3/IeJIHs, BKIII0Yasi IPOEKTUPOBAaHKE U pa3paboTKy, MPOU3BOICTBO, XpaHEHHE
U TOCTaBKy, MOHTaX, TEXHHMYECKOe OOCIy>KMBaHUE, OKOHYATENIbHBII BBIBOJ W3 JKCIUIyaTallud U
YTWIN3ALWI0 MEAUIMHCKUX HM3ACIUN WM MPEIOCTaBIIEHUE CBSI3aHHBIX C HUMM YCIYyT (Hampumep,
TEXHUUYECKas MojJepkka). TpeOoBaHUS, YCTAaHOBJICHHbIE B HACTOAIIEM CTaHIApTe, MOTYT TaKkKe
OBITH MCIIOJIH30BaHbl MOCTABUIMKAMU OPraHU3alliy WM UHBIMU BHEIIHUMHU CTOpPOHaMH (HampuMep,
MOCTaBIIMKAMU CBIPbSl, KOMIIOHEHTOB, COOPOYHBIX Y3J0B, MEAMIMHCKHX H3IENUN, YCIyr IO
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CTEpWIN3AIMU, TOBEPKE U KaIMOPOBKE, JUCTPUOBIOTOPCKHUX YCIYT, YCIYT IO TEXHUYECKOMY
obcimyxuBanuto). [locTaBIUK WM BHENIHSSI CTOPOHA MOTYT JOOPOBOJIBHO MPUMEHSTh HACTOSIIUN
CTaHJAPT JUIS JIEMOHCTPAIlMM COOTBETCTBUSI €ro TpeOOBaHMSIM, JTUOO COOTBETCTBHE TPEOOBAHUSM
MOET OBITh YCTAHOBJICHO KOHTPAKTOM.

B HEKOTOpBIX IOPUCAUKIUAX UMEIOTCS PEryJupyrolue TpeOoBaHusl A NPUMEHEHUs K CUCTeMaM
MCHCIPKMEHTA KadyeCTBa opraHmauMﬁ, C pa3jIMYHBIMU POJIIMU B LEIMHU ITOCTABOK MCIUIHMHCKHUX
m3aenuit. CienoBaTesibHO, HACTOSIIIMI CTaHIApT MPEAIoaraeT, YTo OpraHu3alus:

- onpenensieT cBo(1) poib(1) B COOTBETCTBUU C IPUMEHUMBIMU PETYIUPYIOIIUMU TPEOOBAHUSIMU;
- OTIpE/ICIIACT PETYIUPYIONINE TPEOOBaHUS B paMKax dToH (3TUX) poin(eh);

- BKJIFOYAET 3THU IPUMEHHUMBbIE PEryIUpYIolIe TpeOOBaHUs B CUCTEMY MEHEI)KMEHTa KauecTBa.

[Ipumeuanus
1 B KOHTEKCTE HACTOSIIIIETO CTaHgapTa TEPMUH "ropucaukius’” O3Ha4yaeT
TEPPUTOPUATBHO-aIMUHUCTPATUBHYIO €IMHMILY, Ha KOTOPYH) PacHpOCTPAHSAIOTCS PEryIHpYyIOIue
TpeOOBaHMUS.

2 B KOHTEKCTE HACTOSIIEro CTaHgapTa TEepMHUH 'poiib" moapasymMeBaeT BHJ JEATEIbHOCTH
OpraHu3alyi MPUMEHUTENBHO K MEIULMHCKOMY H31enuto (cMm. 1. 4.1.1).

TepMuHOIOTHS B MPUMEHUMBIX PEryJIHPYIOHNIMX TPEOOBAHUAX MOXKET OTIMYATHCA B Pa3IUYHBIX
cTpaHax W peruoHax. OpraHuzanus JOJDKHA TIOHMMAaTh, KakuM 00pa3oM TpeOoBaHUS,
YCTAaHOBJICHHbIE B HACTOSIIEM CTaHAapTe, OyAyT HWHTEPIPETHPOBATHCS B TEPMHUHOJIOTHUH,
HCIIOJIb3YEMOM B 3aKOHOJATENbCTBE TEX IOPUCAUKIUMN, B KOTOPBIX MEIULIUHCKUE U3JENUs OyIyT
oOparaThcsi.

Hacrosimuit  ctangapT Takke MOXKET NPUMEHSTHCS BHYTPEHHUMH W BHEIIHUMH CTOPOHAMHU,
BKJIFOYAsl OpraHbl MO CepTUUKAIUNHU, I OIEHKH CIOCOOHOCTH OPTraHM3aIlid yJAO0BJIECTBOPSTH
TpeOOBaHUSIM TMOTpeOUTENEH W PETYIUPYIOIMIMM TpeOOBAaHUSAM, TPEIBSIBIIEMBIM K CHCTEME
MEHE/DKMEHTa KauecTBa, a TakKKe COOCTBEHHBIM TpeOOBaHUAM OpraHm3anuu. TpeOoBaHus K
CHCTEME MEHE/DKMEHTa KaueCTBa, YCTAHOBJICHHBIE B HACTOSAINIEM CTaHIApTe, SIBIISIOTCS
JIOTIOJTHSIFOIIMMH TI0 OTHOIICHHUIO K TEXHHYECKUM TPEOOBAHMAM K MPOAYKIIUH, KOTOPHIE SBIISFOTCS
HEOOXOAMMBIMHM  JIJII  yJOBJIETBOPEHUS TpeOOoBaHMiA moTpeOuTeneld, W K MPUMEHUMBIM
perynupyrommM  TpeOoBaHUAM It oOecreueHuss 0€30MacHOCTH W (DYHKIIMOHAJIBHBIX
XapaKTEPUCTHK.

Coznanue cucteMbl MEHEPKMEHTa KadecTBa TpeOyeT CTPaTeruueckoro pemeHus: opranuzanuu. Ha
pa3paboOTKy U BHEJIPEHHE CUCTEMbI MEHEIP)KMEHTA KaueCcTBa OpraHU3alluy BIHSIOT:

a) BHYTpPEHHSIS OpraHu3allMOHHAs cpena, U3MEHEHMsI 3TOM cpeibl U BIMSHHE OpPraHU3allMOHHOM
cpezbl Ha COOTBETCTBUE MEAUIIMHCKHUX U3/IEIIUI;

b) u3meHstomMecs NOTPeOHOCTH OPraHU3allHH;
C) KOHKpPETHBIE LN OpraHu3alnu;

d) BbIyckaemast MpoTyKIus;

€) IPUMEHSIEMBIC TPOIECCHI;

f) pa3amep opranuzanuu U OpraHu3alloOHHas CTPYKTYpa;
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g) peryiupyoiiue TpedoBaHus, IPUMEHUMBbIE K I€ATeIbHOCTU OPraHU3al|H.

Hacrtosmuii craHnmapt He mpeanonaraeT eIMHOoOOpa3usi B CTPYKTYpe pa3iMuHbIX CHCTEM
MEHEIP)KMEHTa KayecTBa, €AMHO00pa3Hsl TOKyMEHTAIUY WM BBICTPAUBAaHUS 110 MMyHKTaM CTPYKTYpPBI
HACTOSIILEr0 CTaHAapTa.

CymectByeT OoJbIlIOE pa3HOOOpa3ue MEIUIIMHCKUX U3JIeTUH, W HEKOTOpble KOHKPETHBIC
TpeOOBaHMUSI HACTOAIIETO CTaHAApTa MPUMEHUMBI TOJIBKO K T€M TpyHIaM MEIUIMHCKUX H3ICITHH,
ompeJieNICHUs] KOTOPHIM JaHbI B pasnaene 3.

0.2 Pa3bsiCHeHUE NMOHATHM

B HACTOAIICM CTAaHAAPTEC HCIHOJB3YIOTCA CICAYIOIHNE TEPMHHBI WM CJIIOBOCOYCTAHHA, KOTOPLIC
HCITOJIB3YIOTCA B KOHTCKCTE, OITMCAHHOM HHIKC.

Korga tpeGoBaHme COMpOBOXKIACTCS CIOBOCOYETAaHUEM "eciaW Iejaecoo0pa3Ho', BBIMOJHEHUE
TpeOOBaHUsS SBISIETCS I11€JIE€CO00Pa3HBIM, €CIIM OpraHU3alMs HE MOXET O0OCHOBaTh OOpaTHOE.
BrinontHeHrE TpeOOBaHUS CYUTACTCS 1IE7IE€CO00PA3HBIM, €CIIM ATO HEOOXOUMO JIJIsl TOTO, YTOOBI:

- IPOJIYKIMS yJIOBJIETBOPsIa TPeOOBaHUSIM;

- COOTBETCTBOBATh NPUMEHHUMBIM PETrYIHPYIOIIUM TPeOOBaHUSIM;
- OCYUIECTBIISATh KOPPEKTUPYIOIINE ECHCTBHS;

- OCYUIECTBJISTh MEHEJKMEHT PHUCKA.

Tam, rae wucnonb3dyercss TEepMUH '"pUCK', MNPUMEHEHHE TEpPMHMHA B pPaMKax HaCTOSLIETO
MEXIYHApOJAHOTO CTaHJapTa OTHOCHTCS K TpeOOBaHUSM O€30MacHOCTH W (DYHKIIMOHAIBHBIM
XapaKTepUCTHUKAM MEJIUIMHCKOTO M3JETUS WU JUIsl BBIIOJHEHHUS NMPUMEHUMBIX PETYJIUPYIOIINUX
TpeOOBaHUA.

Korga neoOxommmo, uToObl TpeOGoBaHHME OBLIO '"TOKYMEHTHPOBAHO'", OHO TaKXkKe JOJKHO OBITh
YCTaHOBJICHO, BHEJIPEHO M MOJICPKUBATHCS B PaO0OYEM COCTOSIHUM.

B Tekcre HacTosAmero craHaapra TEPMHUH 'TIPOAYKIMSA" MOXKET O3HadaTh Takxke 'yciyry'.
[Tponykuus siBasieTcsl pe3yabTaTOM, KOTOPBIN MpeJHa3HauyeH JJ1s MOTpeOUTeNs Wik UM 3aTpeOoBaH,
1100 3aJaHHBIM PE3YyJIbTATOM IIPOLECCA IPOU3BOJICTBA POAYKIIUH.

Tam, re ucnonap3yercs TePMUH 'perynupyromue TpedoBaHus", OH BKJIIOYaeT B ce0s TpeOoBaHUS,
coJiepkaliecs: B JItoOOM 3aKOHOAATEIbHOM AakTe, MPUMEHHMMOM K I10JIb30BATEI0 HACTOSIIETO
cTaHjapTta (HarpuMmep, 3aKOHBI, OJJ3aKOHHBIC aKThl, TPEAMUCAHNS U JTUPEKTHUBHI).

[Ipumenenue  TepmMuHa  "peryaupyromue — TpeboBaHus" ~ OrpaHMYE€HO  TpeOOBaHUSIMU,
OpeIbsABISIEMbIMA K CHCTEME MEHEePKMEHTa KadecTBa, a Takke Oe30MacHOCTH WU
(GYHKIIMOHAJIBHBIM XapaKTEPUCTUKAM MEIULIUHCKOTO U3/eIHs.

B HacrosieM ctangapTe UCTIOIB3YIOTCS CIICYIONTNE TJIaroJbHbIe (DOPMBI:
n n .
- "JlommkeH" yka3bIBaeT Ha TpeOOBaHMUE;

- "Cnenyet" yka3bIBa€T Ha PEKOMEHIALIUIO;

"Moro 661" yKa3bIBaeT Ha Pa3pEIICHHCE,

- "Moet" yKa3bIBaeT Ha ClIOCOOHOCTb MJIM BO3MOXHOCTb.
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Undopmanus, odbozHaueHHass kak "[Ipumedanue", HOCUT XapakTep PYKOBOISIIMX yKa3zaHUH IS
MOHMMAaHUS WIH Pa3bsiCHEHUS] COOTBETCTBYIOLLETO TPEOOBAHMUS.

0.3 IIpoueccHbIT MOAX0/T

Hacrosmuit cTangapT OCHOBaH Ha MPOIECCHOM TOJXO0J€ K MEHEIKMEHTY KaudectBa. JItoOyro
JeATeTLHOCTh, KOTOpas MMEET BXOJ M MPeoOpa3yeT e€ro B BBIXOJl, MOKHO pacCMaTpUBaTh Kak
npoiiecc. YacTo BBIXOJT OJTHOTO TpoIiecca sIBJISETCS BXOJIOM CIISAYIONIETO MpoIecca.

,ZIJ'ISI YCII€mHOIro q)YHKHI/IOHI/IpOBaHI/ISI opraHu3anusa JO0JDKHa OHNpEeACInTb MHOTI'OYUCIICHHBLIC H
B3aMMOCBA3aHHBIC ITPOLCCCHI U YITPABJIATH UMU.

[IpumeHeHne CUCTEMBI MPOIECCOB B paMKax OPTraHM3aIllMd COBMECTHO C WX HWACHTH(UKAIMEH U
B3aMMOJICICTBHEM TIPOIIECCOB, a TAK)KE UX MEHEIDKMEHTOM JIJIsl TIOJYUYCHHUsI KETAeMOT0 pe3ysIbTaTa
MOET OBITh ONPEIEICHO KaK "MpOoIecCHbI moaxon'.

[TpuMeHeHne MPOIeCCHOTO TI0X0/1a B CHCTEME MEHE/DKMEHTA KaueCTBa IMTO3BOJISICT:
a) IIOHUMATh U IMOCTOSAHHO BBITIOJIHATH Tpe6OBaHI/I$I;

b) paccMaTpuBaTh MPOIECCHI C TOYKU 3PEHUS TOOABICHHS UMU IIEHHOCTH;

C) IOCTUTaTh Pe3yIbTATUBHOTO (YHKIIMOHUPOBAHUS ITPOLIECCOB;

d) ynyumats mporecchl Ha OCHOBE 0ObEKTUBHBIX U3MEPEHUH.

0.4 Ces3b ¢ ISO 9001

XOTsl HACTOSIIIMI CTaHIAPT SABJSIETCS aBTOHOMHBIM, OH ocHOBaH Ha ISO 9001:2008, koTopsiii ObLT
3ameHeH Ha [SO 9001:2015. [ns ynoOcTBa moOJb30BaHMS B MNpWIOKEHUM B mpuBeneHo
cootBeTrcTBUE Mex Ay myHKTamu [SO 9001:2015 u HacTosIIMM cTaHIapTOM.

Hacrosuit = cranmapT  mpeaHa3HaueH i OOJeTYeHus — TJI00abHOTO  COTJIacOBaHUS
COOTBETCTBYIOIIUX  PETYJIUPYIOIUX TpeOOBaHWW K CHUCTEMaM MEHEKMEHTa KayecTBa,
MPUMEHUMBIX K OpraHU3alMsIM, YYaCTBYIOIIMM B OJHOW WJIM HECKOJBKHUX CTaJUAX >KU3HEHHOTO
[IUKJIa MEIUIMHCKOTO u3aenus. Hacrosmui craHmapT BKIIOYAaeT B ce0si HEKOTOPbIE 0OCOObBIe
TpeOOBaHUsS JUIsl OpraHU3AIMK, YYaCTBYIOIIMX B JKU3HEHHOM IIMKIIC MEIMIIMHCKUX HW3JICTUH, U
UCKJIIOYaeT HekoTopble u3 TpeboBanuii ISO 9001, xoTopsle He 1enecooOpa3Hbl B KauyecTBe
perynupyronmx TpeboBanuii. M3-3a 3THX WMCKIIOYEHWN, OpraHU3allMHM, CHUCTEMbl MEHEIKMEHTA
KauecTBa KOTOPBIX COOTBETCTBYIOT HACTOSIIIIEMY CTaHIApPTy, HE MOTYT TMpETEHJ0BaTh Ha
cootBetrcTBue [SO 9001, ecnu ux cucreMa MEHEPKMEHTA KauyeCcTBa HE OTBEYAET BCEM TPEOOBAHUSIM
ISO 9001.

0.5 CoBMeCTHMOCTD C IPYTMMH CUCTEMAMHU MEHEIKMEHTA

Hacrosiuit crangapT HE COAEPKUT CHEIUATBHBIX TPEOOBAaHUHN K JPYTUM CHCTEMaM MEHEIKMEHTA,
HanpuMep K CHUCTEeMaM MCHEDKMEHTa OXpaHbl OKPYXKAIOMICH cpenbl, Oe30MacHOCTH W
PoeCCHOHAIBHOTO 3/I0POBBS, a TaK)Ke ((MHAHCOBOT'O MEHEPKMEHTA.

OpnHako HACTOSIIMM CTaHIAPT MO3BOJSET OpraHU3alMK COIVIACOBBIBATH WJIM MHTEIPUPOBATH CBOIO
COOCTBEHHYIO CHCTEMY MEHE)KMEHTa KauyecTBa C COOTBETCTBYIOIIMMH TPEeOOBAaHUSIMHU JPYTUX
CUCTEM MEHE)KMEHTA.
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Opranuzanys MOXET aJanTHUPOBaTh JIEHCTBYIONIYIO CHUCTEMY (CHCTEMbI) MEHEIKMEHTa JUIs
CO3/aHMUS CHUCTEMbl MEHEI)KMEHTa KadyecTBa, COOTBETCTBYIOIIEH TpeOOBaHUSM HACTOSIIETO
CTaHzapTa.

1. O0acTh NpUMEHEHUS

Hacrosmuii ctanaapt ycraHaBiuBaeT TpeOOBaHUSI K CUCTEME MEHEIKMEHTa KayecTBa B ClIydasx,
KOI'Jla OpraHu3aluyd HeoOXOAMMO MPOJAEMOHCTPUPOBATH CHOCOOHOCThH IMOCTABIATH MEAMIIMHCKHE
U3JIeNUsT W TPEJOCTaBISATh CBSA3aHHOE C HUMHU OOCIyXXHBaHHE, OTBedarollue TpPeOOBAHUIM
noTpeduTenss U MPUMEHUMBIM DPETYJIUPYIOLIUM TpeOoBaHUAM. Takue opraHuszallMd MOTYT OBITh
BOBJICYEHBI B OJIHY WJIM HECKOJBKO CTAJIW{ KU3HEHHOIO LMKJIA MEIULIMHCKOTO W3Jeus, BKIYas
NPOEKTHPOBAHUE U pa3pabOTKy, MPOU3BOJCTBO, XpaHEHHWE M JUCTPUOYLHMIO, MOHTaX H
oOCy)KMBaHUE, a TakXKe MPOEKTUPOBaHWE M pa3pabOTKy WM OKa3aHUE CBSI3aHHBIX C
MEAUIMHCKUMH U3JIEIUSIMH  yCIyr (Hampumep, TEeXHUYecKoro obciyxuBanus). Hacrosmmii
CTaHJapT TaKXe MOKET OBbITh MCIIOJIb30BaH MOCTABIIMKAMU WM BHEUIHUMH CTOPOHAaMH, KOTOpHIE
MOCTABJISIOT NPOAYKIHNIO U CBSA3aHHBIE C CHCTEMOW MEHEPKMEHTa KauyecTBa OpPraHu3aluil yCiayru
TaKUM OpraHU3aLMsIM.

Tpe6OBaHI/ISI HACTOAICTO CTaHAapTa MPUMCHUMBI K OpraHU3alviaAM HE3aBHUCHMO OT UX pa3MEpa U
BuJa, €CJIN TOJIBKO HMCKJIIOYCHHE HE OYCBUIHO. Bce Tpe6OBaHI/I$I, MNPUMEHUMBIC K MCIUIHWHCKUM
U3aCiInuAaAM, B paBHOﬁ MEpE NPHUMECHUMBI K YyCIyraM B OTHOLICHHHU 3THX I/ISJIGHI/Ifl, €CJIN TaKOBBIC
OKa3bIBAKOTCSI OpraHU3aluei.

[Tpoueccel, TpeOyemble HACTOSIIMM CTAaHIAPTOM W TPUMEHUMbIE K OpraHu3alud, HO HE
OCYIIECTBIIIEMbIE CAaMOW OpraHu3alyell HalpsMyl0, OCTAIOTCS OTBETCTBEHHOCTHIO OPTraHU3AlUU U
JOJKHBl HAXOJWUThCA TIOJ YIpPABJICHWEM CHCTEMbl MEHE[PKMEHTa KadecTBa OpraHU3aluu
MOCPEACTBOM TMPOBEACHUS MOHMTOPHUHIA, MOJAJEPKaHUS B pabodyeM COCTOSHUM U YIIPaBJICHUS
3TUMHU MPOLIECCAMHU.

Eciu npumeHuMmble peryiupyromue TpeOOBaHUS —JIONYCKAIOT MCKIIOUYEHUE  YIIPaBJICHUS
MPOEKTUPOBAHUEM U Pa3zpabOTKOM M3JENUiA, TO 3TO MOXKET CIY>KUTh OCHOBaHHEM I UCKIIOUEHUS
COOTBETCTBYIOIIUX TpeOOBaHMII U3 KOHKPETHON CHCTEMbl MEHEPKMEHTa KadecTBa. OTHMH
peryIupyroIMMHA TPEOOBAHUSIMU MOTYT ObITh IPEIOCTABIIEHBI AJIbTEPHATUBHBIE MOJAXO0/bI, KOTOPbIE
JOJIKHBI OBITh PACCMOTPEHBI AJI1 KOHKPETHOM CUCTEMbl MEHEKMEeHTa KadecTBa. OTBETCTBEHHOCTh
3a obecrieueHrue COOTBETCTBUS TPEOOBAHUIM HACTOSALIETO CTaHAapTa MPU UCKIIOYEHUH YIIPaBICHUS
MPOEKTUPOBAHUEM U Pa3pabOTKON U3ENHI JIEKUT HAa CaMON OpraHU3alllu.

Ecimm kakoe-nmubo TpeGoBaHue pasznenioB 6, 7 wiaum 8§ HACTOSIIETO CTaHIApPTa HEJb3sl MPUMEHUTH
BBUJIY CHENU(DHUKN ACSITEIHPHOCTA OpPraHW3AIMU WM OCOOCHHOCTEH MEAMIIMHCKOTO HW3JeNus, Ha
KOTOpPBIE PACHpOCTpPaHSETCS CHCTEeMa MEHEHKMEHTa KauecTBa, TO OpraHU3AlMH HE CIEeayeT
BKJIFOYATh Takoe TPeOOBaHHME B CBOKO CHUCTEMY MEHEIKMEHTAa KayecTBa. B OTHOIIEHWH KaXIIOTO
HEMIPUMEHUMOTO  TpeOOBaHWs OpraHu3anus JOHKHA JOKyYMEHTHPOBAaTh OOOCHOBaHHE B
COOTBETCTBUU C MyHKTOM 4.2.2.

2. HopmaTuBHBIE CCHLIIKH
B HaCTOAIICM CTAaHAAPTE UCIIOJIBb30BaHA HOpMATHBHAsA CCBHIJIKA Ha CJ'IGJIYIOHII/II\/’I CTaHdapT:

ISO 9000:2015, Quality management systems - Fundamentals and vocabulary (Cucremsi
MeHeI)KMeHTa KauecTBa. OCHOBHbIE TIOJIOKEHUS U CIIOBaph)
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3. TepMuHbI 1 onpeaesieHUs

B Hacrosmem craHpapre nmpuMeHeHbl TepmuHbl M omnpeaeneHus mo ISO 9000:2015, a Takxke
CJIeTyIOIINE TEPMHUHBI C COOTBETCTBYIOUIMMHU ONPEIEICHUSIMU:

3.1 mosicuutensHOE yBenomuieHune (advisory notice): YBegomiieHHE, BBIMYIIEHHOE OpraHU3aIueit
1OCJI€ TIOCTaBKM MEIWIIMHCKOTO H3JIENUs, COJepIKallee JONOTHUTEIbHYI0 WH(POPMALUIO H/HIH
PEKOMEHIallMK O TOM, KaKUe JIEHCTBUSI IOJDKHBI OBITh MIPEANPUHSITHI TTPH:

- IPUMEHEHUU MEIUIIMHCKOTO U3/IEIIUS;

- MO (pUKAIIUYA METUIIMHCKOTO U3/ISIHS;

- BO3BpaTe MEIUIIMHCKOTO U3/I€JIUsI OpraHu3alii, KOTOpas €ro MocTaBuia;
- YTWIM3ALUU METULIMHCKOTO U3IEITHS.

[Ipumeuanue - BbIyCK MOSCHUTEIBHOIO YBEAOMJIEHHSI MOXKET TPeOOBaThCS B COOTBETCTBUU C
MPUMEHUMBIMH PErYJIUPYIOUIMMHI TPEOOBAHUSIMHU.

3.2 ynonHOMOYeHHBIH MpeacraBuTenb (authorized representative): @usnyeckoe UM IOPUINYECKOE
JIMII0, KOTOPOE ONPE/IEICHO 3aKOHOAATEILCTBOM CTPAaHBI MM PETHMOHA, MOJyYHBIIEE MUCHMEHHOE
Ha3HA4YC€HUC OT U3T'OTOBUTEIISA HeﬁCTBOBaTB OT €ro UMCHH JIsd BBIIIOJTHCHUA OIMPEACIICHHBIX 3a/ia4 B
OTHOIIEHUHA O00A3aHHOCTEHN HU3TOTOBUTCIIA, YCTAHOBJICHHBIX 3aKOHOAATCIBCTBOM KOHerTHOﬁ
CTpaHbI WU PErUOHA.

[GHTF/SG1/N 055:2009, myHkr 5.2]

3.3 xnunuyeckas oneHka (clinical evaluation): AHanmu3 W OIEHWBAaHHWE KIMHUYECKUX JaHHBIX B
OTHOIICHHH MEJUITMHCKOTO W3JICNIHS C IeJIbl0 BepruduKaruu 0e301MacHOCTH W (PYHKIIMOHAIBHBIX
XapaKTePUCTHK U3JCIUS IIPH €ro KIMHUYECKOM MTPUMEHECHHH, KaK MPEJHA3HAUYCHO U3TOTOBUTEIICM.

[GHTF/SGS5/N 4:2010, pa3nen 4]

3.4 nperensus (complaint): [IncbMeHHOE, 3JEKTPOHHOE WJIM YCTHOE COOOIIEHUE O HEJOCTaTKaXx,
CBSA3aHHBIX C UJEHTHU(UKALMEH, KaYeCTBOM, CPOKOM CIIyKObI, HaJIe’KHOCTBIO, O€30MaCHOCTHIO MIIH
q)YHKIII/IOHaHBHI)IMI/I XapaKTCPUCTUKAMHU MCIAUIUHCKOT'O U3ACJINA, BRIICAIICTO U3-IIOJ YIIPABJICHUSA
opraHmauHeﬁ, a TAaK)XXE€ B OTHOIICHHHN CBsI3aHHOI'O C HUM 06CJ'Iy>KI/IBaHI/I${, KOTOpPOC BJIMACT Ha
(GYyHKIIMOHAJIbHBIE XapAaKTEPUCTUKHN TAKUX MEAUIIMHCKUX U3JEIUM.

[Ipumeuanue - DTO ompenesieHHE "HPETEH3UU' OTJIMYAeTCs OT ompeneneHus, naHHoro B ISO
9000:2015.

3.5 muctpubstoTop (distributor): duznveckoe Wi IOPUANIECKOE JIMIIO B IETH MOCTABOK, KOTOPOE
HeﬁCTByeT OT CBOCro MMCHHU H OCYHCCTBIIAACT MNPOAaXKy MEAULMHCKOTO H3JACIHNA KOHCUHOMY
MOTPEOUTEITIO.

[GHTF/SG1/N 055:2009, myskr 5.3]
[Ipumeuanus
1 B iens mocTaBoK MOTYT OBITH BOBJICUEHBI 00JIE€ OHOTO TUCTPUOBIOTOPA.

2 Hnua B LCIHU IMOCTAaBOK, BOBJICYHCHHBLIC B ACATCIBHOCTH IO XPAHCHUIO W TPAHCIIOPTHUPOBKE OT
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MMEHHU W3TOTOBHTEISA, MMIIOpTEpa WU JTUCTPUOBIOTOpA, HE SBISIOTCS IUCTPUOBIOTOpPAMHU IO
JTAHHOMY OIIPEICIICHHIO.

3.6 umImanTUpyeMoe MeauimHckoe u3zaenue (implantable medical device): MeaunuHckoe uznenue,
KOTOPOE€ MOKET OBITh YJaJ€HO TOJIBKO IOCPEACTBOM MEIUIUHCKOTO WM XUPYPru4ecKoro
BMEIIATEIbCTBA M KOTOPOE MPETHAZHAYCHO IS

- TIOJTHOTO WJIM YaCTUYHOTO BBEJICHUS B TEJIO WJIM aHATOMUYECKYIO MOJIOCTh YeJI0BEKa WU
- 3aMeIIEHUs AMUTEINATBHON MOBEPXHOCTH WUJTU TTOBEPXHOCTH TJa3a U
- HAXO0XKJICHUSI B MECTE MMILIAHTAIIMU MTOCIIE MPOUEAYpbl B TeueHue He MeHee 30 THei.

HpI/IMe‘—IaHI/Ie - 910 OMpECACIICHUE HUMIINIAHTHPYEMOI'0O MCIUIHUHCKOI'0 H3JCIIHNA BKIHOYACT TaKXKC
AKTUBHOC UMINIAHTHUPYEMOEC MCAUILIUMHCKOC U3ICINC.

3.7 ummnoptep (importer): PuU3HUECKOE WU IOPUAMYECKOE JIUIO, SBIISIONICECS MEPBHIM B IICTH
IMMOCTaBOK, BBIBOAAIINM MEAUIIMHCKOC U3ACINEC, IIPOU3BECACHHOC B HHOU CTpaHC UK B FOPUCIAUKIINHA,
Ha PBIHOK CTPAHBI, T]IE W3/ICIHE MPEI0IaracTcs K peaan3ainu.

[GHTF/SG1/N 055:2009, nmyHkT 5.4]

3.8 mapkuposka (labelling): OTukeTka, HHCTPYKIUS MO NPUMEHEHHUIO U Jito0as uHas uHpopmarms,
OTHOCSIIAsICSl K HIACHTHU(PHUKAIMH, TEXHUYECKOMY OIHCAHUIO, MpPEJHA3HAYEHHOMY HPUMEHEHHUIO
MEAUIMHCKOTO HW3JIeNHsl, HCKJIYas TOBAapOCONPOBOIUTENIbHbIE JOKYMEHTHl B OTHOUICHHH
MOCTaBKH.

[GHTF/SG1/N 70:2011, paznein 4]

3.9 xwmsHennwi nwmki (life-cycle): Bce craamm cymiecTBoBaHUS MEAMIIMHCKOTO W3IEIUS, OT
MepBOHAYAILHON KOHIICTIIIMH /IO BBIBOJIA U3 SKCIUTyaTallu U yTHIIH3AIUH.

[ISO 14971:2007, myHkT 2.7]

3.10 uzrotoButens (manufacturer): Jlro6oe pusnueckoe WM IOPUINIECKOE JTUI0, OTBETCTBEHHOE 32
NPOCKTHPOBAHUE H/HMIIM MPOU3BOACTBO MEIUIIMHCKOTO HM3JIEHS C IIETbI0 BBITYCTUTH B OOpalleHue
MEIUIUHCKOE H3JeHe TOJ] €ro COOCTBEHHBIM HMEHEM, HE3aBUCHUMO OT TOTO, CIPOCKTHPOBAaHO
W/WIIA TIPOM3BEICHO JIM ATO MEIWIIMHCKOE M3JIeNIMe OpraHu3alfell WIH M0 €€ MOPYyYSHHUIO JAPYTHM
JUIOM (JTUTIAMH).

[GHTF/SG1/N 055:2009, myskr 5.1]
[Ipumeuanus

1 W3rotoBuTeNnb HECET KOHEUHYIO IOPUINYECKYIO0 OTBETCTBEHHOCTh 3a 00€CIEYEHHE BBIMOIHEHUS
MPUMEHHUMBIX PETYJIUPYIOUX TpeOOBaHUM CTpaH WM IOPUCIUKIHWKA B OTHOLUIEHUH METUIIMHCKUX
W3JIeNUH, JUIsl TIPOJAXH B KOTOPBIX OHM INPEJHA3HAYEHBI, €CIU TOJIBKO HMHOE HE YCTAaHOBJIEHO
CHeHalIbHBIMU TPEOOBAHUSMHU PETYIUPYIOLIUX OPTaHOB B JAHHOM IOPUCAUKIIUH.

2 OTBETCTBEHHOCTh MW3rOTOBUTENSI omnucaHa B pykoBogsamux pgokymeHtax GHTF. Ora
OTBETCTBEHHOCTh BKJIIOUAeT B c€0si OTBETCTBEHHOCTh I10 BBHINOJHEHHIO KaK MpPearpoaakKHbIX
TpeOOBaHUi, TaK W TMOCIEHPOJAXKHBIX TPEOOBAaHWMH, TAKUX KAaK COOOIICHHS O HEOIarompusTHBIX
COOBITHUSIX ¥ YBEIOMJICHHUSI O KOPPEKTUPYIOIINX JIEHCTBUSAX.
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3 IlpoektupoBaHHe W/WIM MPOU3BOJCTBO MOTYT BKJIIOYAaTh B ceOsi pa3paboTKy creuuduxaimii,
OPOAYKIMH, TPOU3BOJACTBO, COOpPKY, 00pabOTKy, VYHakoOBKy, I€peyHaKkoBKy, MapKHpPOBKY,
NEPEMapKUPOBKY, CTEPUIM3ALUIO0, MOHTaX WU MepepabOTKy MEAUIIMHCKOIO H3JIENHsl, a TaKxkKe
BBIIIYCK Habopa MEIUIIMHCKUX H3JIENHi, BO3MOKHO B KOMOHMHAIMM C JPYTUMHU H3JETUSIMHU B
MEAUIMHCKUX LEJSIX.

4 Jluuo, OCYILIECTBISIONIEE B COOTBETCTBUM C MHCTPYKIMEH IO NPUMEHEHHI0 COOpKYy U
PEryJIUMPOBKY MEAUIMHCKOT'O U3ACJINMA, BRIITYIICHHOI'O Ha PhIHOK MHBIM JIMIIOM U IIPCAHA3HAYCHHOT'O
AJI1 UHAWBUAYAJIBHOI'O MPUMEHCHUS, HE ABJIACTCA U3TOTOBUTCIIEM, C€CIIN c60p1<a " PEryJmpoBKa HC
HU3MCHAIOT NPCAHA3HAYCHHOT'O TPUMCHCHHUA MCIUITUHCKOI'O U3ICINS.

5 Jlumo, wu3MeHsOIIee MpeJHA3HAYEHHOE MPUMEHEHHE MEIUUMUHCKOrO  M3JeNus  WIN
MOAUPHUIIUPYIOIIEe MEIUIIMHCKOE H3Jee 0€3 COTJIachs U3TOTOBUTEINS JIJIsl BBITYCKA W3EIHS TIOT
CBOUM CO6CTB€HHI)IM HUMCHEM, cne)lyeT paCCManI/IBaTB KaK HU3TOTOBHUTCIIA MO,I[I/I(l)I/IIII/IPOBaHHOFO
MEIUIMHCKOTO U3EIIH.

6 YTNOIHOMOYEHHBIH MPEACTaBUTENb, JUCTPUOBIOTOP MJIM UMIIOPTEP, KOTOPBIH TOIBKO J00aBIIseT
CBOI1 aJpec U KOHTAaKTHbIE JaHHbIC HA MEAUIIMHCKOE U3/IeNIMe I Ha YIaKOBKY 0e3 yJaleHUs WU
WU3MEHEHUS] OPUTMHAIBHON MapKUPOBKH, HE SIBISIETCSA U3TOTOBUTEIIEM.

7 B ciydae eciu NPUHAAICKHOCTH MOANANAIOT MO PEryIupyrolue TpeOoBaHUs K METUIIUHCKOMY
U3JIENNI0, JIMLA, OTBETCTBEHHbIE 3a  NPOCKTUPOBAHWE  W/MIM  MPOU3BOJCTBO  TaKUX
HpHHaHHe)KHOCTeﬁ, SIBJITFOTCSA U3IOTOBUTCIIAMU.

3.11 meauumnckoe wuznenue (medical device): WucTpymenT, ammapar, npuOop, YCTpPOHCTBO,
obopyioBaHHEe, UMIUIAHTAT, in VItro peareHT, MporpaMMHOE OOECIeYeHHE, MaTepual WId HHbBIC
NOJOOHBIE WIIH CBSI3aHHBIC C HUMH U3JICIHs, IPeAHa3HaYCHHbBIC N3TOTOBUTENIEM IS IIPUMEHEHUS K
YeJIOBEKY 0 OTJEIFHOCTH MM B KOMOMHAITIH:

- TWarHOCTHKH, TPO(PHIIAKTUKHA, MOHUTOPUHTA, JICUCHUS UK 00JIerdeHust 3a00JICBaHMI;
- IWarHOCTHKW, MOHUTOPUHTA, JIEYECHUSI, 00JIETYCHUS WJIM KOMITCHCAIIMH TTOCIEACTBUN TPABMBI,

- HCCJICAOBAHUA, 3aMCIICHUA WM U3MCHCHUA aHATOMHUYCCKOIO CTPOCHUA HIIU Q)HSHOHOFI/ILIGCKI/IX
IPOIIECCOB;

- )KU3HeoOecreYeHHsI UITU MOJIeP KaHUs dKU3HEHHBIX (QYHKIUI;
- YIIpaBJICHUS 3a4aTHEM;
- 1e3UH(DEKINY METUIUHCKUX U3/1ETIHil;

- oJTy4eHusl MHpOpMAaIK MOCPEACTBOM HCCIEA0BaHUA 1n Vitro nmpo0, B3ATHIX U3 Tejla YeJoBeKa, a
TakK€ HE JOCTUTAloIIME CBOEro IMEPBUYHOIO MPEJHA3HAYCHHOIO BO3/CHCTBHS Ha OpraHU3M
yeJloBeKa 3a cueT (papMakoJIOrMUYeCKHX, UMMYHOJOTHYECKMX WM METa0OJIMYECKUX CPEJCTB, HO
(GYHKIIMM KOTOPBIX MOTYT MOJIEP)KUBAThCSI TAKUMH CPEJICTBAMHU.

[GHTF/SG1/N 071:2012, myHkT 5.1]

[Ipumeuyanue - Hekoropwle u3aenus B OTACIBHBIX IOPUCAMKIUSX MOTYT pPacCMaTpPUBATHCS Kak
MEJUIIMHCKHUE, HO B X OTHOIICHHUH €III€ He BBIPAOOTaH eMHBIN MOAX0 . TakuMu U3ACIUSIMH MOTYT
OBITH:

- e3UHGUIIPYIONINE BEIICCTRA;
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- BCIIOMOT'aTCJIbHBIC CPEACTBA AJIs JIMI C OrPaHUYCHHBIMH BO3MOXHOCTAMU,
- U3CJIHU, BKIIFOYArOIIHNE TKaHH JKUBOTHBIX HMJIM YCJIOBCKA,

- U3/ 1JIs1 HKCTPAKOPIOPAIBHOTO OIJIOIOTBOPEHUS M PEIPOAYKTUBHBIX TEXHOIOTHI.

3.12 cemeiicTBo MeauuuHcKkux uznenuit (medical device family): I'pynna mMmeauumMHCKUX W3AEIHM,
MPOU3BOJAUMBIX OJHON M TOM K€ WJIM JUIsl OJTHOM M TOM K€ OpraHu3alii U UMEIOIINUX OJIMHAKOBYIO
0a30ByI0 KOHCTPYKIIMIO W (YHKIHOHAIBHBIC XapaKTEPUCTHUKA B OTHOIICHWH O€30MaCHOCTH,
MpeHA3HAYECHHOTO MPUMEHEHUS U (DYHKIIMOHUPOBAHUS.

3.13 omnenuBanue QYHKIIMOHAIBHBIX XapakTepucTtuk (performance evaluation): Ouenka u aHaU3
JaHHBIX [JIs1 YCTAHOBJICHHMA WJIW ITPOBEPKH CIIOCOOHOCTH n3aciansa s AUArHOCTUKU in vitro
JO0CTUTraTh CBOCTO HA3HAYCHUS.

3.14 mocnenponaxuoe HabmoaeHue (post-market surveillance): CuctemaTudeckuii nporecc coopa
M aHajin3a OIIbITa, MOJYYCHHOI'O B OTHOIICHHUHN MCIUIITMHCKUX 1/1311en1/1171, BBIITYIICHHBIX HAa PBIHOK.

3.15 mpoayxkrus (product): Pesynberat mporuecca.

[ISO 9000:2005, myHkt 3.4.2]

[Ipumeuanus

1 CyuiecTByIOT YeTbIpe 00111e KaTeropuy MPOyKIUH:

- ycnyru (Harpumep, MepeBO3KH);

- IpOrpaMMHBbIE CPECTBA (HallpuMep, KOMIIbIOTEpHAsk IPOrpaMMa, ClioBaphb);
- TEXHUYECKHE Cpe/ICTBA (HanmpuMep, MexaHHuecKas YacTh JIBUraTess);

- nepepabaThiBaeMble MaTepualibl (HalpuMep, cMa3Ka).

MHorue BUIbl NPOIYKLIUU COAEPHKAT JIEMEHTHI, OTHOCSIIHNECS K Pa3IMYHBIM OOIIMM KaTeropUsM
npoaykiuu. OTHeceHue MPOAYKIUH K YCIyram, HpOrpaMMHBIM, TEXHHUYECKHM CpEICTBaM WM
nepepabaTbiBa€MbIM  MaTepuajaM 3aBUCUT OT IpeoOiajaromiero syemeHra. Hampumep,
nocTapiisieMasi MPOAYKIHS "aBTOMOOWIb" COCTOMT M3 TEXHHYECKUX CPEACTB (Hampumep, IIHH),
nepepadbaTbIBaEMbIX MaTepHaNioB (HampuMep, Toprouee, OXJIaXJarolas >KUIKOCTb), MPOrpaMMHBIX
CpEeJIICTB (HampuMep, MPOrpaMMHOE yIpaBJIeHUE JBUTATEIeM, HHCTPYKIUS JUUIsl BOAUTENS) U YCIyTH
(HarpuMmep, pa3bsICHEHUS 110 SKCIUTyaTalllH, 1aBaeMble MPOIAaBIIOM).

2 VYcnyra sBiseTcsl pe3yibTaToM IO MEHbLIEH Mepe OJHOTo JAEWCTBUSA, 00s3aTeNbHO
OCYUIECTBJIEHHOTO TIPU B3aWMOJEWCTBUM IIOCTaBIIMKA U MOTpeOHUTENs, W, KaK MpaBHIIo,
HeMaTepHasbHa.

[TpenocrasiieHue yciryru MOXKET BKJIKOYATh B ce€0s1, HAIIpUMep, CleAyolIee:

- JIeATeNbHOCTh, OCYIIECTBICHHYIO C IOCTaBJICHHON MOTpeOuTeNeM MaTepHUaJbHOW MpPOIYKIHeH
(HarpuMep, PEMOHT HEUCIIPaBHOTO aBTOMOOWIIS);

- JeSITebHOCTh, OCYIIECTBICHHYIO C TIOCTABJICHHOW MOTPEOUTENIeM HEMaTepHAIbHOU MPOIYKITUEH
(HampuMep, COCTaBJICHHUE 3asBJICHHSI O JOX0/1aX, HEOOXOMMOTO JIJIsl OTIPEISTICHUST pa3Mepa Hajlora);

- IpeIOCTaBlIiEHUE HEMaTepualbHON MPOAYKIUH (Hampumep, UHPOpMalMu B KOHTEKCTE Mepeaadyu
3HaHUN);
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- CO3JIaHUE YCJIOBUM Ui OTpeduTenelt (Harpumep, B TOCTUHHIIAX U pecTopaHax).

[IporpamMmMHOE CPEeACTBO COAEPKUT MH(POPMAIMIO U OOBIYHO SIBIISICTCS HEMATEPHUATLHBIM U MOXET
OBITH TaKXke B pOpMe MOAX010B, ONEepalfil UK NPOLEeTyP.

TexHu4eckoe CpelIcTBO, KaK MPABWIIO, SBISECTCS MATEPHUAIBHBIM, U €r0 KOJIMYECTBO BBIPAXKAETCS
ucuuciasieMol  xapakrepuctukoi. IlepepabarbiBaeMble  MaTepuanbl  OOBIYHO  SIBIISIOTCS
MaTepUalbHbIMM, U HUX KOJIMYECTBO BBIPAXKAECTCS HENPEPBIBHOM XapaKTEPUCTHKON. TexHuueckue
CpelicTBa U nepepadaThiBaéMble MaTepUalbl YaCTO Ha3bIBAIOT TOBAPAMHU.

3 JlanHoe ompejesieHue TepMHUHA "MPOIYKIMA" UMEET OTJIMYUS OT ONPENEIICHHS, TPUBEICHHOTO B
ISO 9000:2015.

3.16 3akymaemas mnpoaykmusi (purchased product): Ilpomykiusi, mpemocTaBieHHas KaKOH-JIMOO
CTOpOHOﬁ, HaXOJISIHIeﬁCSI BHC CUCTEMBI MCHEPKMCHTA Ka4€CTBa OpraHu3anuu.

HpI/IMe‘—IaHI/Ie - HpelIOCTaBJIeHI/Ie IpoaAyKOHMH HE BCEraa COMNPOBOXKIAACTCA KOMMCPYCCKUMH WA
(1)I/IHaHCOBI)IMI/I COIJIallICHUAMU.

3.17 puck (risk): Coueranue BeposSTHOCTH NPUIMHEHUS Bpeia U TSKECTH ITOTO Bpeaa.
[ISO 14971:2007, nynkr 2.16]

IIpumeuanue - 1o onpenenenue "pucka" oTiMyaercs ot onpeneneHus, faaoro B ISO 9000:2015.

3.18 menemxMeHT pucka (risk management): CucremMaTnyeckoe NpUMEHEHHUE MOJIUTHUKH, TPOLEaAYp
U MPaKTUYECKUX METOJ0B MEHEIKMEHTA Ul PELICHUs 3a/lady aHaJINU3a, OLICHUBAHUS, YIIPABICHUS U
MOHMTOPHHTA PUCKA.

[ISO 14971:2007, nynkr 2.22]

3.19 cucrema OapwepoB crTepwibHOCTH (sterile barrier system): MUHHUMAaNbHBIH KOMIUIEKC
TEXHUYCCKUX CPEACTB, KOTOpI)IfI NPEIATCTBYCT IMPOHUKHOBCHUIO MHKPOOPTaHHU3MOB WU IMO3BOJIACT
o0ecreunTs CTEPUIIBHOCTD IMPOAYKIUHU 10 €€ UCIIOJIb30BaHUAA.

[ISO 11607-1:2006, myHkT 3.22]

3.20 crepunpHOoe MeaunuHCKOoe wu3nenue (sterile medical device): MeaurnuHckoe wu3IETHE,
COOTBETCTBYIOIIIEE TPEOOBAHUSM K CTEPHIILHOCTH.

[Tpumeuanue - TpeOoBaHUS K CTEPUIBHOCTH MEIUIIMHCKUX HM3ZENUNA MOTYT OBITh YCTaHOBJICHBI
PUMEHUMBIMU PErYJIUPYIOIIMMH TPeOOBAaHUSMU U CTaHJApTaMU.

4. CucrteMa MEHEIXKMEHTA KadyecTBa

4.1. O0mme TpedOBaAHUA

4.1.1 Opraauzanusi 10JKHA JOKYMEHTUPOBATh CUCTEMY MEHEKMEHTA KauecTBa U MOJJICPKUBATh
€€ pe3yJbTaTUBHOCTh B COOTBETCTBHM C TPEOOBAHUSAMH HACTOSIIETO CTaHAApTa M MPUMEHUMBIMU
perynupyrommmu  TpeboBaHusiMu.  OpraHuzamnusi  JOJDKHA  YCTaHaBIIMBaTh, BHEIPSATh W
MOJJICPKUBaTh JII000€ TpeOoBaHME, MPOILENYPY, MACITEIBHOCTh WIH MEPONPUITHE, KOTOpPHIS
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JOJKHBI OBITh JTOKYMEHTHPOBAHBI B COOTBETCTBUM C TPeOOBAaHUSMHU HACTOSIIErO CTaHAapTa U
MPUMEHUMBIMU PErYJIUPYIOUIMMHI TPEOOBAHUSIMHU.

Opranuzanus JOJKHA JIOKYMEHTalbHO O(OpPMHUTH CBOIO(M) poJib(M) B COOTBETCTBHUH C
MPUMEHUMBIMU PETYJIUPYIOUIMMHI TPEOOBAHUSMHU.

[Ipumeuanue - Ponu, mnpuHsTble Ha ceOs opraHu3anued, MOTyT BKJIIOYaTh B ce0s poiu
M3TOTOBUTEIS, YIIOJTHOMOUYEHHOTO MPEACTaBUTENS, UMIIOPTEpa WK AUCTPUOBIOTOPA.

4.1.2 Opranu3anusi 10JKHa:

a) OIpeeNsITh MPOLIECChl, HEOOXOIMMBIE ISl CHCTEMbl MEHE/DKMEHTA KauecTBa, U X IPUMEHEHHE B
OpraHHu3aIly C YY€TOM poJied, MPUHATHIX Ha ce0sl;

b) MpUMEHATh PUCK-OPUEHTUPOBAHHBIN MOAXOJ K YMPABICHUIO COOTBETCTBYIOIIMMHU TMPOIIECCAMH,
HEOOXOAMMBIMH JIJISi CHCTEMBI MEHEDKMEHTA Ka4eCTBa;

C) ONpeESITh MOCIE0BATEIFHOCTD U B3aUMOCHCTBHE ATUX MPOIIECCOB.
4.1.3 [Ins kaxxaoro mpoiecca B CUCTEME MEHEKMEHTA KauyeCTBa OpraHn3aliys JOJKHA:

a) onpeaAcIsATb KPUTCPUHU U METOMbI, HGO6XOHI/IMBI€ JUISA obecrnieueHUs PE3YJIBTATUBHOCTH, KaK IIpH
OCYHIECTBJICHUH, TaK U IIPU YIIPABJICHHUU 3TUMH MTPOLUECCCAMU;

b) obecneynBaTh HaJdM4We pecypcoB W uWHGOOpPMAIMK, HEOOXOMUMBIX JJIsi  TOJAJEPIKKH
(YHKITMOHUPOBAHHS 1 MOHHTOPHHTA 3THUX IPOIIECCOB;

C) OCYHICCTBJIATH lIeI\/’ICTBI/ISI, H606XOJII/IMI)IG IJI1 JOCTUIKCHHA 3alllITaHUPOBAHHBIX PE3YJIbBTATOB U
nogacpKaHus pE3yJIbTAaTUBHOCTH 3TUX ITPOLICCCOB;

d) ocy1ecTBIsATH MOHUTOPUHT, U3MEPEHHE, €CIIU 11e7IECO00Pa3HO, U aHAJIU3 3TUX MPOIECCOB;

€) ompeAeNsaTh U MOJAePKUBATh B pabOYeM COCTOSHUM 3alUCU JUIsl JEMOHCTPALUU COOTBETCTBUS
TpeOOBaHUSAM HACTOSLIETO CTaHJapTa U MPUMEHUMBIM PETYIUPYIOMIUM TpeOoBaHUsM (4.2.5).

4.1.4 Opranuzamusi 10JKHA OCYHIECTBIATh MEHEI)KMEHT 3THX MPOLIECCOB CUCTEMbI MEHEI)KMEHTA
KauyecTBa B COOTBETCTBUM C TpeOOBAaHMSAMH HACTOAIIETO CTaHAapTa U MPUMEHUMBIMU
perynupyronmmMu TpedoBaHusMu. MI3MeHeHns, BHOCUMBIE B 3TH TIPOLIECCHI, JTODKHBI:

a) OLICHUBATHCA C TOYKH 3PCHUA BOS}ICﬁCTBI/ISI Ha CUCTEMY MCHC/PKMCHTA Ka4CCTBaA,

6) OLICHUBATLCA C TOUKHU 3PCHUA BOS}IGﬁCTBI/ISI Ha MCIUOWHCKUE U3CIVA, IIPOU3BOJUMBIC B paMKax
CHCTEMbI MCHCPKMCHTA Ka4yeCTBa,

B) KOHTPOJHMPOBATHCSI B COOTBETCTBUU C TPEOOBAHMUAMM HACTOSIIETO CTaHJIAPTa U MPUMEHUMBIMU
peryupyromuMyu TpeOOBaHUSIMHU.

4.1.5 Ecnu opraHuzanusi peliaeT nepeiaTb Ha CTOPOHY BBIMOJIHEHHME Kakoro-iubo Impolecca,
BJIMAIOIIECTO HA COOTBETCTBUEC MTPOAYKIHNN Tpe60BaHI/I$IM, OHa A0JIKHA OCYIIECTBJIATH MOHUTOPHUHI U
o0ecrieunBaTh CO CBOEH CTOPOHBI YIIpaBJIEHHE TakuUMH MpoieccaMu. OpraHuzanusi COXpaHsieT
OTBETCTBEHHOCTh 3a COOTBETCTBME TAKOIO TIIpoliecca TpeOOBAaHUSAM HACTOSALIEro CTAaHJApTa,
TpeOOBaHUSAM MOTPEOUTENE U MPUMEHUMBIM PETYJIHUPYIOIIUM TPeOOBaHUAM. YTpaBiICHHE JOKHO
OBITH MPONOPIUOHATIBLHO PHUCKY, CBSI3aHHOMY C BO3MOXKHOCTHIO BHEIIHEW CTOPOHBI OOECIEeYUTh
COOTBETCTBHUE Tpe6OBaHI/I$IM ITYHKTa 7.4. YHpaBJ'IeHI/Ie JOJIDKHO BKIKOYATh ITMCHbMEHHBIC COTJIAIIICHUS
10 Ka4ECTBY.
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4.1.6 OpraHuzanusi JOJDKHA  JOKYMEHTUPOBATh  MPOLEAYpPbl  BaluAAalMd  IPUMEHEHUS
KOMIIBIOTEPHOI'O MPOTrpaMMHOI0 00eCreuyeHusl, UCIOJIb3YEMOI0 B CUCTEME MEHEIKMEHTa KayecTBa.
[TpunokeHuss Takoro NPOrpaMMHOrO0 oOecHedyeHHus HEeoO0XOAMMO BalWAUPOBaTH 1O Hauaia
NPUMEHEHHS U, €CIU LEeJIeco00pa3Ho, M0C/Ie BHECEHUS] MU3MEHEHMH B MPOrpaMMHOE OOecreueHue
WM €ro IPUMEHEHHE.

KOHerTHBIﬁ moaxoaq W BHUABI ACATCIIBHOCTH I10 BalWAallMM W peBaIngalliid HOPOrpaMMHOI0
obecrieueHus JOJIPKHBI OBITH OpOonmopHUOHaJIbHBI PUCKY, CBA3AHHOMY C IHPHUMCHCHUEM TaKOIro
IIPOrPaMMHOTO oOecIiedeHH s, 3auch 00 ITOW JISATSIIBHOCTH JO/DKHBI MTOJIJICPKUBATHCS B pabodeM
coctostHUH (4.2.5).

4.2. TpeOGoBaHUA K JOKYMEHTALIMH

4.2.1 O01mme moJI0KeHUs
JlokymeHTaIus CucTeMbl MEeHeDKMEHTa KadecTBa (4.2.4) noiKHa BKIIFOYATh:
a) TIOKYMEHTAJIbHO O()OPMJIICHHBIE 3asIBJICHUS O TIOJIUTUKE M IIEJIIX B 00JIaCTH Ka4eCTBa;
b) pyKOBOJICTBO MO Ka4eCTBY;
C) TOKYMEHTHPOBAHHBIE MIPOIIEYPHI U 3aMUCH, TPeOyeMbIe HACTOSIIUM CTaHIAPTOM;

d) #OKyMeHTBI, BKJIOYasi 3alllMCH, OMpPEJACIICHHbIE OpraHu3alueld Kak HeoOXoauMble st
obecrieueHnst pe3yJIbTaTUBHOTO IJIAHUPOBAHUS, OCYIIIECTBIICHUS MTPOIIECCOB U YIIPABJICHUS UMU;

€) IpyTryIo JOKYMEHTAlMI0, yCTAaHOBJICHHYIO TPUMEHUMBIMH PEryIHPYIOIIMMH TPEOOBAaHUSIMHU.

4.2.2 PykoBOJACTBO 0 KAY€CTBY
OpraHuzanyst 107JKHa JOKYMEHTUPOBATh PYKOBOJICTBO IO KAYECTBY, COJEpKAIIEE:

a) 00JacTh MPUMEHEHUS CUCTEMbl MEHE/DKMEHTa KauecTBa, BKII0Yas MOAPOOHOCTH U 0OOCHOBaHUE
JOOBIX UCKIIFOUEHUH W/WIIM HEPUMEHEHUS;

0) TOKyMEHTHUPOBAHHBIC MPOIEIYPHI, pa3pabOTaHHBIC JUIsl CUCTEMbl MEHEDKMEHTA KayecTBa, WU
CCBUIKH Ha HUX;

B) OIIMCaHHEC BSaI/IMOlIeI\/IICTBI/ISI mponecCoB CUCTEMBI MCHC/[PKMCHTA Ka4CCTBA.

PykOBOACTBO IO KaudecTBY JOJDKHO OIPEAENATh CTPYKTYPY JAOKYMEHTALMHM, HMCIOJIb3yeMOW B
CHUCTEME MEHEJKMEHTA KauecTBa.

4.2.3 Paiia MeIUIUHCKOT0 U31eJIUdA

Jns Kaxaoro TUINA WIM CEMEWCTBA MEIMIIMHCKUX M3JIeJIUA OpraHu3anus OO0JKHA CO3/aTh U
MOJ/IJICPKUBATh B paboueM COCTOSIHUM OJIMH WJIM HECKOJBKO (haityioB, colepKaliuX JOKYMEHTHI WU
JAIOIINX CCBHUIKW Ha HUX, IS TIOJTBEPIKICHHS COOTBETCTBUS TPEOOBAHMSIM HACTOSIIETO CTaHAApTa
Y IPUMEHUMBIM PETYJIUPYIONTUM TPeOOBaHUSIM.

Coneprkanue ¢aina(oB) JOMKHO BKIIOUYATh 110 MEHBIIIEH Mepe:
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a) oOlee onmvcaHHe MEAMIIMHCKOIO HU3/ENUs, €ro MpeayCMOTPEHHOIO0 Ha3zHAaueHMs/TIPUMEHEHUS,
MapKUPOBKH, BKIIIOUasl JTFOObIE HHCTPYKIMH 110 IPUMEHEHUIO;

b) cenudukanuy NpoayKIHH;

) crenu(pUKauy WK IpOoLeaypbl POU3BOJCTBA, YIIAKOBKH, XpaHEHUs, OOpAaIlleHUs C U3/IeTIHeM, a
TaK)Ke AUCTPUOYLIUH;

d) mpoueaypsl U3MepeHUs] © MOHUTOPHHIA;
€) TpeOoBaHUsl K MOHTAXY, €CJIH IPUMEHUMO;

f) mpoueyphl TEXHUYECKOTO 00CITYKUBaHUs, €CIU IPUMEHUMO.

4.2.4 YupasjeHue J10KyMEHTAMHU

JloKkyMeHTaMu CHCTEMbl MEHE)KMEHTa KayecTBa HEOOXOJMMO YIPABJIATh. 3allUCH - OCOOBIA BUJ
JIOKYMEHTOB, U IMHU HaJI0 YNIPABJISATH COrNIACHO TpeOOBaHUSAM, IPUBEJCHHBIM B TyHKTE 4.2.5.

Hnst ompenenenuss HEOOXOAMMBIX  CPEACTB  YIpaBJEHUs JIOJDKHA  OBITh  pa3paboTraHa
JIOKyMEHTHPOBaHHAs POLIeTypa, MPEeayCMaTPHUBAOIIIAs:

a) aHaimu3 W oduIMaNTbHOE OJ00pEeHHE MOKYMEHTOB C TOYKHM 3pPEHUS MX aJeKBATHOCTH J0 HX
BBIIyCKa;

b) aHanM3 W aKkTyaau3aluio, M0 Mepe HEOOXOAMMOCTH, U IMOBTOPHOE O(HIMAIBLHOE 0/100peHue
JIOKYMEHTOB;

¢) obecnieueHre UACHTUDUKAIIMA U3MEHEHUI U CTaTyca MepecMoTpa IOKYMEHTOB;
d) obecnieueHne HaTMYUsl COOTBETCTBYIOIIMX BEPCUI JOKYMEHTOB B MECTaX UX MPUMEHEHUS;
) obecrieueHre COXpaHeHHs TOKYMEHTOB YETKUMH U JIETKO UACHTUDUIIPYEMBIMU;

f) obOecneuenue wuAeHTU(UKAIMK JTOKYMEHTOB BHEIIHEr0 IPOUCXOXKICHHS, OIpPEIeICHHbIX
opraHuszainuel kak HeoOXoJuMble Uil IUJIAaHUPOBAaHUS U (YHKIUOHHUPOBAHUS CHUCTEMBI
MEHE/DKMEHTa KaueCTBa, U yIPABJIECHUE UX PACCBUIKOM;

g) IpeloTBpalleHUE TOPYHU WM OTEPH IOKYMEHTOB;

h) npegoTBpalieHre HerpeIHaMEPEeHHOTO UCIIO0JIb30BAHUS YCTAapEBIINX JTOKYMEHTOB U IPUMEHEHUE
COOTBETCTBYIOIIECH HACHTU(PUKAIIUN K HUM.

Opranu3zanus JojKHa o0ecreuynBaTh aHaIU3 U oulinagbHOe 0100peHne U3MEHEHUH B JOKYMEHTaX
a100 JTOJKHOCTHBIM JIMIIOM, OA0OPUBILINM MEpBOHAYAIbHBIA JTOKYMEHT, JTUOO JPYTUM CHEIHATIBHO
Ha3HAYCHHbIM JOJDKHOCTHBIM JIMLIOM, MMEIOIIMM JIOCTYIl K COOTBETCTBYIOIIEH HCXOJIHOM
uH(bOpMallui, HA OCHOBAHUU KOTOPOW MPUHUMAETCS PEIlICHUE.

Opranuzanys J10JDKHA OMNPEIeNATh MEePUOJl BPEMEHHU, B T€UEHHE KOTOPOro CIIEJyeT XPaHWUThb HE
MEHee OJIHOM KOMHMM yCTapeBIIUX JOKyMeHTOB. Ha 3ToT nepuon noymkeH ObITh 00ecredyeH T0CTYIl K
JIOKYMEHTaM, B COOTBETCTBHH C KOTOPHIMU MEIUIIMHCKOE U3/Ie/Iie ObLIO U3rOTOBJICHO U UCIIBITAHO,
B TEUEHUE, 10 KpallHEel Mepe, CpoKa City>KObl U3/1eJIns, ONIPEICIEHHOIO OpraHn3alueil, HO He MeHee
Cpoka XpaHeHMsI J1000M uToroBoi 3amucu (4.2.5) wiaM B COOTBETCTBUHM C NPUMEHUMBIMH
peryupyromuM1u TpeOOBaHUSIMHU.
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4.2.5 YnpasjeHue 3aniuCAMHU

3anucu JOHKHBI TOAJICPKUBATHCS B pabOvYeM COCTOSHUU ISl TPEIOCTABJICHHUS CBUJETEIHCTB
COOTBETCTBHUSI TPEOOBAHMSIM W PE3YJIbTATUBHOTO (DYHKIIMOHMPOBAHUS CHUCTEMBl MEHEHKMEHTA
kadectBa. OpraHuzamnus A0DKHA JOKYMEHTHPOBATH MPOIEAYPHl MJisi ONpPEAeNieHUs CPEICTB
yIpaBieHUs, HEOOXOMMMBIX IS HJICHTU(DUKAIUMU, XpaHCHHS, OE30MacHOCTH M IIEJIOCTHOCTH,
BOCCTaHOBJICHUSI, BKIIFOYAsl ONIPEACIICHHUS] CPOKOB XPAHECHHUS, M TIOPSIIKA U3BSITHS 3aIMUCEH.

Opranu3zanys JI0JDKHA ONPEACIIUTh U BHEIPUTh METOIbI 3aIUTHl KOH(PUACHIIMATILHOW HH(pOpMAaIiH
0 3J0pOBbE, COJCpXKAIIEHCs B 3alUCSAX, B COOTBETCTBHHM C IPUMEHUMBIMH PETYIHPYIOIIHMH
TpeOOBAHUSIMHU.

3anucu JOJHKHBI OCTaBaThCS YETKUMHM, JIETKO HACHTU(OUUHUPYEMBIMH U BOCCTaHABIIMBAEMbIMHU.
V3MeHeHus B 3aMUCAX TOJDKHBI ObITh HACHTU(DUIIUPYEMBIMHU.

Opranu3zanys J0/HKHA XpPaHUTh 3allMCU B TEUEHUE, 10 KpaiiHell Mepe, cpoka ciry>KObl METUIITHCKOTO
W3JIeNusl, ONPEJIETICHHOIO OpraHu3alel, HO He MEHee JABYX JIET C MOMEHTA BBIITYCKA MEIUIIMHCKOTO
U3JIeNHsI OpraHu3alueil Wik B COOTBETCTBUM C IPUMEHUMbBIMU PETYJIUPYIOLIUMHI TPEOOBAHUSIMHU.

5. OTBeTCTBEHHOCTh PYKOBOACTBA

5.1 O0s13aTeIbCTBA PYKOBOACTBA

Beiciee  pyKOBOJICTBO  OpraHu3alMd  JOJDKHO — NPEJOCTABISITH  CBUICTENBCTBA  CBOEH
MPUBEPKEHHOCTU pa3pabOTKe M BHEJIPEHHIO CHCTEMbl MEHEDKMEHTa KauecTBa, a TaKxke
MOJI/IEPKAHUIO €€ PE3YIBbTATUBHOCTH MOCPEICTBOM:

a) JIOBEICHMs J0 CBEJICHHS OpraHWU3alMM Ba)XHOCTH BBIMIOJHEHHUs TpPeOOBaHUUN MOTpeOUTENs, a
TaK)Ke MPUMEHUMBIX PETYJUPYIONTUX TPEOOBaHUM;

b) pa3paboTKu MOJUTHKU B 00JIaCTU Ka4eCTBa;
¢) obecrieueHus: pa3pabOTKH IIeJIeH B 001aCTH Ka4eCTBa;
d) mpoBeeHust aHaIM3a CO CTOPOHBI PYKOBOJICTBA;

e) obecrieueHus: HEOOXOAUMBIMHU PECYPCAMHU.

5.2. OpueHTanus HA NOTPEOUTEIS

Briciiee pykoBOACTBO JIOJDKHO oOecneuuBaTh OINpEeNieHHEe U BBINOJIHEHHE TpeOoBaHMMA
NOTpeOUTENS U IPUMEHUMBIX PErYIUPYIOUINX TpeOOBaHHIMA.

5.3. IloauTHKA B 00,1aCTH KA4YeCTBA
Briciiee pykoBOACTBO AOKHO 0OECIeUnBaTh, YTOOBI MOJUTHKA B 00JIaCTH KayecTBa:
a) COOTBETCTBOBAJIa CTpaTeFI/I‘—IeCKI/IM HaMepeHI/ISIM opraHnsauI/m;

b) BkIIrOUanma 00s3aTEIBCTBO COOTBETCTBOBATH TPEOOBAHUSM CHUCTEMbI MEHEIKMEHTA KadecTBa U
HO)I}Iep)KI/IBaTB ce pCSYHBTaTI/IBHOCTB;
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¢) o0ecreunBaja OCHOBBI /TSl TOCTAHOBKH M aHAJIW3a 1IeJIe B 00J1aCTH Ka4eCTBa;
d) Obuta MOBEICHA 10 CBEJICHUS MTEPCOHAIa OPTaHU3aIliu U TIOHSITHA EMY;

€) aHaJM3UPOBAJIACh HA MMOCTOSHHYIO MPUTOJHOCTb.
5.4. IlnanupoBanue

5.4.1 Ileau B 0o01acTH KayecTBa

Briciiee pykoOBOACTBO OpraHu3alU JOJDKHO oOecrneyuTh, 4yTOoObl L€ B 00JacTH KayecTBa,
BKJIIOYasi T€, KOTOpPble HEOOXOJUMBI JIJIsl BHITOJHEHUS] TPUMEHUMBIX PETYJIUPYIOLUIMX TPeOOBAHUN U
TpeOOBaHUI K NPOAYKIHMH, OBLIM YCTAHOBJIEHBI JUISI COOTBETCTBYIOIIMX (YHKIMA H Ha
COOTBETCTBYIOIIMX YPOBHSIX BHYTpW opranuzauuu. llenn B oOnacTu KauecTBa JOIKHBI OBITH
M3MEPUMBIMHU U COTJIACOBAaHHBIMU C TIOJIUTHKON B 00JIACTH KauyecTBa.

5.4.2 IllnanupoBaHue CUCTEMbI MEHEIKMEHTA Ka4eCcTBa
Briciiee pykoBOJICTBO JOHKHO 00€CTICUNBATH:

a) HHaHI/IpOBaHI/Ie CHUCTEMBbI MCHCI’)KMCHTA Ka4uceCTBa AJIsI BBIIIOJIHCHUS Tpe6OBaHI/II71, HpI/IBelIeHHBIX B
nyHKTe 4.1, a TakKe 11 TOCTHKEHUS TeJIei B 0071aCTH KauyecTBa;

b) COXpaHeHI/Ie ICJIIOCTHOCTU CUCTEMBI MCHCDKMCHTA Ka4ycCCTBaA HpI/I HJ'IaHI/IpOBaHI/II/I Hu BHC}IpeHI/II/I B
Hee U3MEHEHUN.

5.5. OTBeTCTBEHHOCTDb, MOJTHOMOYHUA U 00MeH HHpopManmei

5.5.1 OTBEeTCTBEHHOCTH M IMOJTHOMOYHUSA

Briciiee pykOBOJACTBO JIOJDKHO OOECHEYHTh, YTOOBI OTBETCTBEHHOCTh M TOJIHOMOYHS OBLIN
OTIpEIeTICHBI, TOKYMEHTHPOBAHBI U JJOBEACHBI /IO CBEJACHUS TIEPCOHAIA OPTaHU3aIINH.

Briciiee pykoBOJCTBO [OJKHO JOKYMEHTHPOBATh B3aUMOJEHCTBHE IEpPCOHAA, PYyKOBOJIALIETO,
BBIMOJHSIONIET0 U BepUPUIMpYIOmero padoTy o oOecrnedyeHHto KauecTBa, M oOecrneduBaTh
MOJIHOMOYHS U HE3aBUCUMOCTh, HEOOXOAUMBIE JIJIs1 BBIMOJIHEHUS ATHX 3a]1a4.

5.5.2 llpeacraBuTe/Ib PyKOBOACTBA

Briciiee pykoBOJCTBO JIOJDKHO HAa3HAYUTH NPEJICTABUTENS W3 COCTaBa PYKOBOJICTBA, KOTOPBIN
HE3aBUCUMO OT JIPyTUX OO0s3aHHOCTEH 00JajaeT OTBETCTBEHHOCTHIO M ITOJTHOMOYHSIMU,
BKJTFOYAIOIITUMU

a) o0ecrieueHrue TOTO, YTOOBI IMPOIECCHI, HEOOXOAMMBIC JIJIi CHUCTEMBI MEHEIHPKMEHTA KayecTBa,
6BIJIH JIOKYMGHTI/IpOBaHBI;

b) mpencraBieHHe OTYETOB BBICIIEMY PYKOBOJICTBY O PE3yJIbTATHUBHOCTH CHCTEMbl MEHEIKMEHTA
KayecTBa U HEOOXOAMMOCTH yiy4ieHus (8.5);
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c) obecrieyeHre pacHpOCTpaHEHUS IOHMMAaHUS NPUMEHHUMBIX pETYJIUPYIOLUX TpeOOoBaHUN U
TpeOOBaHUIl CUCTEMbl MEHE)KMEHTA KauyecTBa B paMKax BCE OpraHu3alllu.

5.5.3 Buyrpennuii 00MeH uH(popManuen

Briciiee pykoBOJCTBO [OJKHO oOecreuuBaTh pa3pabOTKy B OpraHM3ali COOTBETCTBYIOLIUX
npoueccoB oOMeHa HHQpopMmanueil, B TOM YHCIE [0 BOINPOCAM Pe3yJIbTATUBHOCTH CHCTEMBI
MEHEI)KMEHTa KayecTBa.

5.6. AHaJIM3 CO CTOPOHBI PYKOBOACTBA

5.6.1 O01mme mo10KeHus

Opranmszanus J0JDKHA JOKYMEHTHPOBATH MPOIEAYPHI JUIsl aHaJM3a CO CTOPOHBI PYKOBOCTBA.
Briciiee pykOBOACTBO JIOJDKHO —aHAJIM3UPOBATh 4Yepe3 JOKYMEHTAJIBHO 3aIUIaHUPOBAHHBIC
WHTEPBAJIbl CHCTEMY MEHEIKMEHTA KauyeCTBa OPTaHM3AIlMU C IIeJIbI0 00€CTIeUeHUs €€ TTOCTOSHHON
MPUTOJHOCTH, aJEeKBAaTHOCTH W  PE3yJIbTATUBHOCTH. AHAJIM3 JODKEH BKJIIOYATh  OICHKY
BO3MOJKHOCTEH YIJIyYIICHHs] ¥ HEOOXOJAMMOCTH BHECEHHUS HM3MEHEHUW B CUCTEMY MEHEKMEHTA
KauyecTBa OPTaHMU3alliy, B TOM YHCJIE B TOJIMTHKE U IEJISX B 00JIaCTH Ka4eCTRa.

3anucu aHaIKM3a Co CTOPOHBI PYKOBOJICTBA JTOJDKHBI TIOJIIEP)KUBATHCS B paboueM cocTostHuH (4.2.5).

5.6.2 Bxoanbie JaHHBIE IJI1 AaHAJIH3A

Bxoanesle maHHBIC I aHANIM3a CO CTOPOHBI PYKOBOJCTBA JOJDKHBI BKJIHOYaTh, HO HE
OTPAaHUYUBATHCS ATUM, CIISAYIONIYI0 HHPOPMAIIUIO, TOTYUYEHHYIO U3:

a) oOpaTHOM CBsI3H;

b) oOpatenust ¢ mpeTeH3uei;

C) OTYETHOCTH B PETYJIMPYIOIINE OPTaHbI;

d) ayauTos;

€) MOHUTOPHUHTA U U3MEPECHHUS ITPOLIECCOB;

f) MOHUTOPHHTA U H3MEPEHUS TTPOYKIIHH;

€) KOPPEKTUPYIOIIEro JeHCTBUS;

h) npenynpexnatomiero 1eHCTBYS;

1) MMOCJIEYIONIMX JCHCTBHM, BHITCKAIOIIMX U3 IPEIBIIYIINX AaHATU30B CO CTOPOHBI PYKOBOJICTBA;
J) I3MEHEHUH, KOTOPhIC MOTJIM OBbI TIOBJIUSATH HA CHCTEMY MEHE/DKMECHTA KaueCTRa,;
k) pekomeHmanumii Mo yJIyqieHuo;

1) HOBBIX WJIM NTEPECMOTPEHHBIX IPUMEHUMBIX PETYIHPYIOMIHUX TPEOOBAHU.

5.6.3 Boixoanbie JaHHBIE JI AaHAJIH3A
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BrixonHbIe JaHHBIC IS aHAIM3a CO CTOPOHBI PYKOBOJICTBA JIOJKHBI OBITH 3aperHCTPUPOBAHBI
(4.2.5) u BKIIOYATh TPOAHATU3MPOBAHHBIE BXOIHBIC JaHHBIC W JIOOBIC PEIICHHUS] W JICHCTBUS,
OTHOCSIIIUECS K:

a) yIy4YlIeHUSIM, HEOOXOIWMBIM JJIsi  TOJNJEPKAHHWS  MPUTOJHOCTH, aJeKBaTHOCTH U
pe3yJIbTATUBHOCTH CUCTEMbI MEHEKMEHTA Ka4eCTBa U €€ MPOIIECCOB;

b) yaydIieHuto NpoayKIIMH COTIaCHO TPEOOBaHUSIM MOTPEeOUTENICH;

C) HU3MCHCHHAM, HGO6XO)II/IMI)IM IJid p€arupoBaHUs Ha HOBBIC HWJIKM NICPECMOTPCHHBIC MMPUMCHHUMBIC
peryaupyrore TpeOoBaHus;

d) moTpebHOCTH B pecypcax.
6. MeHeq:)KMEHT pecypcoB

6.1. O0ecnieuenune pecypcamu
Opranu3zanus J0HKHA ONPEeNATh U 00eCeunBaTh pecypchl, HEOOXOAUMBIE JIJIS:
a) BHCAPCHUA CUCTEMBI MCHC/PKMCHTA KAUCCTBA U IMOAACPIKAHUSA €€ PE3YJIbTAaTUBHOCTU,

b) cooTBETCTBUS MPUMEHUMBIM PETYIUPYIOLUIUM TPEOOBAHUSAM U TPEOOBAHUSM MTOTPEOUTEIS.

6.2. YenoBeveckue pecypcesol

[lepconan, oCyIECTBISIIOIIMNA 1€ATEIbHOCTh, BIUSIONIYI0O Ha Ka4eCTBO MPOIYKIUH, JOKEH OBbITh
KOMIICTCHTHBIM B COOTBCTCTBHU C IIOJYYCHHBIM 06pa3OBaHI/IeM, HO)IFOTOBKOf/i, HaBBIKaMH U
OIIBITOM.

Opranuzanus JOKHA JOKYMEHTHPOBATh Ipouecc(bl), ONpenestonuii(e) KOMIETEeHTHOCTb
MepcoHasia, MPoBeICHNE 00yUeHuUs, 0OecTieueHrne MHPOPMUPOBAHHOCTH TIEpCOHAIA.

OpraHuzanyst 10JKHA:

a) OnpeaAcIsATb HGO6XOJII/IM}’IO KOMIIECTCHTHOCTb II€pPCOHAJIa, OCYHCCTBIAOMICTIO ACATCIbHOCTD,
BJIMAIOLIYIO HA KQYCCTBO MPOAYKIIUH,

b) oOecneunBaTh MOArOTOBKY WJIM NPEANPUHUMATH Jpyrue ACUCTBUS A JTOCTHXKEHUS WU
NoJIIepKaHUsl HEOOXOAUMON KOMIIETEHTHOCTH;

C) OILICHMBATh PE3YJIbTATUBHOCTH MPUHSTHIX MED;

d) oOecreunBaTh OCBEJOMIICHHOCTh CBOETO IEepcoHaa 00 aKTyalbHOCTH W BaXXHOCTU €T0
NeSITeTTHHOCTH U BKJIAJIE B IOCTH)KEHUE IIeJIei B 00JIaCTH KauecTBa;

€) MoJIep)KUBaTh B pab0YeM COCTOSIHUM COOTBETCTBYIOIIUE 3alMUCH 00 00pa3oBaHUU, TOATOTOBKE,
HaBbIKax U ombiTe (4.2.5).

[Tpumeuanue - Metojomorusi, Ucnoiab3yemasi Uis NPOBEPKH pPE3YyJIbTAaTUBHOCTH, JOKHA OBITH
MPONOPIUOHAIIBHA PUCKY, CBSI3aHHOMY C JESATEIbHOCTbIO, B OTHOIIEHMHM KOTOPOH NPOBEIECHO
o0y4eHue WIH UHbIE TeHCTBUS.
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6.3. UndpacTpykrypa

Opranuzanys J0JDKHA JOKYMEHTHPOBATh TpeOOBaHMS K HHQPPACTPYKType, HEOOXOAUMOM Jyis
JOCTUXKCHUA COOTBETCTBUA Tpe6OBaHI/I$IM K HpOlIYKHI/II/I, Hpe)IOTBpaH_[eHI/ISI HepeHYTBIBaHI/ISI
MPOIYKIIMKA U 00ECTICUCHHS Ha/IJIeXkKAIIero oOpaIieHus ¢ Heil.

HNHppacTpyKkTypa MOKET BKJIIOUYATh, €CIIU LI€JIECO00Pa3HO:

a) 371aHud, pabouee IPOCTPAHCTBO U CBSI3aHHBIE C HUM CUCTEMbI HHKEHEPHOTO 00eCTIeueHus;
b) o6opynoBaHue, BKIItOYasi TEXHUYECKUE U IPOTPAMMHBIE CPEJICTBA;

C) BCIIOMOTaTeNIbHbIE YCIYTH (HallpuMep, TPAHCIIOPT, CBSI3b WIIM MH(OPMALIMOHHBIE CUCTEMBI).

OpFaHI/ISaHI/If{ A0JDKHAa JOKYMCHTHPOBATH Tpe60BaHI/I$I K JCATCIBHOCTU II0 TEXHHYCCKOMY
06CJIy}KI/IBaHI/IIO, B TOM YHCJIC MHTCPBAJIbl BBIITIOJIHCHUS pa60T Mo TCXHUYECKOMY O6CJ'Iy>KI/IBaHI/IIO,
€CJIN 3TH HeﬁCTBI/ISI HJIN UX OTCYTCTBUEC MOT'YT IOBJIMATH HA KAYECTBO IMPOAYKIHH.

Ecnu nenecoobpa3zHo, TpeOOBaHMs JOJKHBI IMPUMEHITHCA K OOOPYAOBAaHHIO, UCIOIb3YyEMOMY B
MIPOU3BOJICTBE, JIIsl YIIPABJICHUS IPOU3BOJICTBEHHON CPEIOi, MOHUTOPUHTA U U3MEPEHUSI.

3aHI/ICI/I TAKOTO TCXHHUYCCKOTO O6CJ'Iy>KI/IBaHI/I${ JOJI’KHBI HO)I}Iep)KI/IBaTBCSI B pa60qu COCTOSIHUHN
(4.2.5).

6.4. IlpousBoaCcTBEHHAN Cpela U KOHTPOJIb 3arPsi3HeHUs

6.4.1 IIpousBoacTBeHHAas cpeaa

Opranuzanys J0/DKHA JTOKYMEHTHPOBATh TpeOOBaHUS K MPOU3BOJCTBEHHOW Cpelie, HEOOXO0IUMOMN
JUTSL IOCTHIKEHHUSI COOTBETCTBHUS TPEOOBAHUAM K MPOTYKITHH.

Ecnu ycinoBust NmpOM3BOACTBEHHOM Cpeibl MOTYT OKas3aTh HETaTUBHOE BIIMSIHUE HAa KauyeCTBO
NPOAYKIMH, OpraHu3anusi J0DKHA JOKYMEHTHPOBAaTh TpeOOBaHUS K MPOM3BOJICTBEHHOU cpeie U
IIPOLIEIYPHI JUIsI MOHUTOPUHIA U YIIPABJICHUS IPOU3BOICTBEHHON CPEIOM.

Opranuzanyst 10JKHA:

a) pa3paboTaTh JTOKYMEHTHPOBAaHHBIE TPEOOBAHHS K COCTOSHHMIO 3/I0POBBSI, YUCTOTE W OJCKIC
MepcoHala, €Clii KOHTAaKT MEXIy IEepPCOHAJIOM U MPOAYKIHUEH WX MPOU3BOIACTBEHHON Cpenoit
MOXXET OKa3aTh BJIMSHHE Ha 0€30MaCHOCTH MEAUIIMHCKOI'O H3ACJIUsA HIIU €ro (bYHKHI/IOHaJ'II)HBIe
XapaKTEpPUCTHUKHU,

b) obecrneunTh, YTOOBI BECh TIIEPCOHAN, BPEMEHHO paOOTAOIMMA B OCOOBIX  YCIIOBUSAX
HpOH?;BO)ICTBCHHOﬁ CpEanl, OBLI KOMIICTCHTHBIM 501051 HaX0oOUuJICA Iog Ha6JIIO)ICHI/IeM
KOMIICTCHTHOT'O JIHIIA.

[Tpumeuanue - JlononHuTenbHy0 HHpopMalno MoxkHO Haiitu B ISO 14644 u ISO 14698.

6.4.2 KoHTpoJb 3arpsi3HeHUs

Ecnu nenecooOpa3no, opranu3zanus J0HKHA JIAHUPOBATh U TIOKYMEHTHPOBATh MEPbI 1711 KOHTPOJIS
3arpsi3HEHHOW WM TNOTEHUMAIBHO 3arps3HEHHOM NPOAYKUHMH C LENbK IPEeJIOTBpALICHUS
3arpsi3HEHUS IPOU3BOICTBEHHOU Cpe/ibl, IEPCOHANIA U IPOLYKIIHH.
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Jnst cTepunbHBIX MEIUIMHCKUX M3CIMA OpraHu3alus J0JKHA JOKYMEHTHPOBATH TPEOOBAaHHS K
YVIPABJICHUIO 3arps3HEHUEM MHUKPOOPTaHW3MaMU WU TBEPABIMH YaCTUIIAMH M TIOJJIECPKUBAThH
TpeOyeMyIo YUCTOTY B Ipolieccax COOPKH U yITaKOBKHU.

7. IIpouecchl :KM3HEHHOT0 IIUKJIA MPOAYKIUU

7.1. IlnanupoBaHue NMPOLECCOB KU3HEHHOTO IUKJIA MPOAYKIUHT

Opranu3zanys J0DKHA TUTAHUPOBATh U pa3paldaThIBaTh MPOLIECCHl, HEOOXOUMbIE AJi1 00ecreYeHUs
JKU3HEHHOI0 UIHWKJIa mnpoAykuuu. [lmaHupoBaHMEe MpPOLECCOB IKU3HEHHOTO WHMKIA MPOAYKIUHU
JOJKHO OBITh COTJIacOBaHO € TPeOOBAaHUAMU K JPYTUM IIpolieccaM CHCTEMbl MEHEIKMEHTa
KauecTBa.

Opranuszanus J0JDKHA JTOKYMEHTHPOBATh OJIMH WM 00Jiee TMPOIIECCOB MEHEKMEHTa pPHCKa B
MPOIECCAX KUZHEHHOTO ITUKJIA MPOYKIIHH.

3anucu Mo MEHEPKMEHTY PHUCKa JOJIKHBI MOJICPKUBATHCS B pabodem coctosiuuu (4.2.5).

[Ipu mIaHrpOBaHMM MPOLECCOB )KU3HEHHOTO IIMKJIA MPOAYKIIMM OpPraHU3alus JOKHA YCTAaHOBUTD,
€CJIM 11eJIECO00pa3Ho:

a) L1eJM B 00J1acTH KadecTBa U TpeOOBaHUS K MPOAYKIINH;

b) moTpeOHOCTh B pa3pabOTKe MPOIeCcCOB, JOKYMEHTOB (4.2.4), a Takke B 00€CIeUeHUH pecypcaMmu
JUTSL KOHKPETHOM MPOIYKIUH, BKJIIOUas HHOPACTPYKTYpY U MPOU3BOJCTBEHHYIO CPEAY;

C) HEOOXOAMMYIO JESTeJIbHOCTh MO BepUUKALWU, BalUJAlUU, MOHUTOPUHTY, KOHTPOJIIO H
UCIBITAaHUSIM, O00pabOTKe, XpaHEHWIO, paCHpPEeNICHUI0 U MPOCIC)KUBAEMOCTH KOHKPETHOM
MPOAYKIIMHM BMECTE C KPUTEPUSIMU MPUEMKH MTPOTYKIUH;

d) 3anucu, HeoOXoAMMBIE JTsl 00ECIIeYeHHUsT CBHIETEIILCTBA TOTO, YTO MPOIECChI )KU3HEHHOTO MK
HNPOAYKIMH U TOTOBAsi MPOAYKIIKS COOTBETCTBYIOT TpeboBaHusM (4.2.5).

Pe3ynbTarsl 3TOro miaHUpOBaHUS JOJIKHBI ObITH JTOKYMEHTHPOBaHBI B (hOpMe, COOTBETCTBYIOIIEH
IIPaKTHUKE OpraHU3alNH.

[Tpumeuanue - JlononHuTenbHy0 HHGOpMaLKio MokHO Haiitu B ISO 14971.
7.2. Ilpoueccol, CBI3aHHbIE C MOTPEOUTEIAMHA

7.2.1 Onpenesienne TpeOOBAHUN, OTHOCAIIMXCH K MPOAYKIMH
Opranu3anys J0JDKHA ONPEACTUTh:
a) TpeOoBaHus MOTPeOUTENs, BKIIFOUAsi TpeOOBAHUS K MIOCTABKE U JACSITEIHBHOCTH MOCIIE TIOCTABKY;

b) TpeGoBaHUs, HE ONpEHEIECHHBIC IMOTpPEOUTENIeM, HO HEOOXOAMMBIC IS KOHKPETHOTO WIIN
IPEIoIaraeMoro HCIOIb30BAHMS, KOT/Ia OHO H3BECTHO;

C) IPUMEHHUMBIC PETYIUPYIOIIHE TPEOOBAHUS, OTHOCAIINECS K MPOAYKITUH;

d) moboe oOyuyeHue nosib3oBaresneil, HeoOxoaumoe g o0ecreYeHns 3aJaHHbIX (PYHKIIMOHAIbHBIX
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XapaKTCPUCTHK U 0e30macHOCTH MMPUMCHCHUA MCIUIUHCKOT'O U3OCITINUA;

€) Jo0bIe JOMOIHUTEIbHbIE TPeOOBaHUS, ONpeie/IEHHbIE OpraHU3aIueil.

7.2.2 AHasu3 TpeOOBaHUN, OTHOCAIIMXCH K MPOIYKIUH

Opranuzanys J0JKHA aHaJIU3UpOBaTh TPEOOBAaHHWSA, OTHOCAIIMECS K MPOAYKIHUH. DTOT aHalu3
JOJKEH TPOBOJUTHCS 10 TNPUHATUS OpraHu3aluei o00s3aTesbcTBa MOCTABIATh MPOAYKIIMIO
noTpeduTento (HampuMmep, ydacTus B TEHIEpax, MPUHATHS KOHTPAKTOB WJIM 3aKa30B, MPHUHSITUS
M3MEHEHUHN K KOHTPaKTaM WJIM 3aKa3aM) U JI0JKEH 00eCieurnBaTh:

a) OTpeJIeICHUE W IOKYMEHTUPOBaHUE TPEOOBAHMM K TIPOYKITUH;

b) cormacoBanume TpeOOBaHMII KOHTpaKTa WJIM 3aKa3a, OTJIMYAIONIUXCS OT  paHee
c(hopmMyIIUpPOBAHHBIX;

C) BBIIIOJIHEHUE MPUMEHUMBIX PErYJIUPYIOUINX TpeOOBaHMUIA;

d) moboe oOyueHue 1Jig Moiab30BaTeNIed B COOTBETCTBUM C MYHKTOM 7.2.1, €ro AOCTYNHOCTh WM
TUTaHUPOBaHHUE 00ECTICYSHHS JJOCTYITHOCTH;

€) crocOOHOCTh OpraHU3alui COOTBETCTBOBATH ONpPEAEIEHHBIM TPEOOBaHUSM.

3amucu pe3yNbTaToB aHAIW3a W TOCIEAYIONMX JCHCTBUH, BBITCKAIOMIMX W3 aHAIHM3a, JOJDKHBI
MOJIIePKUBATHCS B paboueM coctosiHuu (4.2.5).

Eciu norpeburens He mOpeacTaBusl JOKYMEHTHPOBAHHBIX TpeOOBaHM, OpraHu3alus JTOJKHA
MOJTBEPANUTD UX Y TOTPEOUTEINSI 10 MPUHATHS K UCTIOJTHEHHUIO.

Eciu TpebGoBaHusi K MNpPOAYKUMHM M3MEHEHbl, OpraHu3alus JoJDKHa O0ecleyuTh, YTOOBI
COOTBETCTBYIOIIME JOKYMEHThl OBbLIM HCHpABICHBbl, a COOTBETCTBYIOLIUMN MepCcOHaN ObLI
nporuH(GOPMUPOBaH 00 N3MEHUBILNXCS TPEOOBAHUSAX.

7.2.3 CBs3b ¢ HOTpEOUTEISAIMH

OpFaHI/ISaHI/IS{ JOJDKHa IINMAaHUPOBATb W JOKYMCHTHPOBATH MCPBI 11O HNOAACPKAHHUIO CBA3U C
HOTpe6I/ITeJ'I$IMI/I, Kacaromuecs:

a) uHGOpPMAIIMH O TTPOTYKIIHH,

b) MpoXoXKaeHUs 3aMPOCOB, KOHTPAKTA WM 3aKa3a, BKItOYass U3MEHEHNS,
¢) oOpaTHOI CBSI3M ¢ TOTpeOUTEIEM, BKIIIOYAs PETEH3UH MOTPEOUTEIICH;
d) nosiICHUTENbHBIX YBETOMJICHUH.

Opranuszanys JOJDKHA MONJIEPKMBATh CBSA3b C PETYJIUPYIOIIMMH OPraHaMH B COOTBETCTBHUH C
MPUMEHUMBIMU PETYJIUPYIOUIMMHI TPEOOBAHUSMHU.

7.3. lIpoekTupoBaHue U pa3padoTKa

7.3.1 O01ne MoJI0KeHus
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Opranu3zanys J0HKHA JOKYMEHTHPOBATH MPOLEAYPhl IPOESKTUPOBAHUS U Pa3pabOTKH.

7.3.2 Il1aHupoBaHKe NPOCKTUPOBAHMUS U Pa3padOTKHU

Opranuzanys J0KHA ITUIAHUPOBATh M YIPABIATH MPOEKTUPOBAHHUEM M pa3pabOTKOM MPOIyKIUH.
Ecnu nenecooOpa3Ho, JOKyMEHTalUs MO MJIAHUPOBAHUIO MPOEKTUPOBAHUSA M pa3pabOTKH JIOJIKHA
MOJIICPKUBATHCS M OOHOBJISATHCS OXO/1y MPOSKTUPOBAHUS U pa3pabOTKH.

B xoje nianupoBaHus NPOEKTUPOBAHUS U Pa3pabOTKU OpraHM3alus JOJIKHA TOKYMEHTUPOBATh:
a) cTaJuM MPOECKTUPOBAHUS U pa3pabOTKu;
b) ananu3(bl), HEOOXOAMMBbIE Ha KaXKIOW CTaJUU MPOEKTUPOBAHUS U Pa3padOTKH;

C) JIeSATEeNIbHOCTh 0 Bepu(UKalUY, BAIUJAUN U TIepeaye IpoeKTa, eCiu 3TO Lenecoo0pa3Ho s
KaXKIO0W CTaJUuy MPOEKTUPOBAHMS U Pa3pabOTKu;

d) OTBETCTBEHHOCTH U MMOJIHOMOYUS B 00J1aCTH IPOEKTUPOBAHUS U Pa3pabOTKU;

C) METObI oOecneyeHus IMPOCICIKUBAECMOCTHU BBIXOJHBIX JAHHBIX IIPOCKTUPOBAHUA U p33pa60TKI/I K
BXOJHBIM JTaHHBIM,

f) HeoOxouMBIE pecypcehl, BKItOUas TpeOyeMy0 KOMIIETEHTHOCTb IIEPCOHAA.

7.3.3 BxogHble TaHHbIC MPOCKTHPOBAHUS U Pa3padOTKHU

BxonHple naHHBIE, OTHOCSIIMECS K TPEOOBAHWSAM K TMPOAYKIWH, AOJDKHBI OBITH OIPENCIICHBI, a
3aIlyCH JAOJKHBI MOAIEP)KUBAThCs B pabodyeM cocTossHuu (4.2.5).

Bxonauple maHHbBIEe JOMKHEI BKIIOYATh:

a) (yHKIMOHAJIbHBIE, JKCIUTyaTallMOHHBIC TpeOOBaHUs, TPeOOBaHHUSA yAO0OCTBAa MOJB30BAHUS U
0€30MacHOCTH B COOTBETCTBHUH C MPETHA3HAYCHHBIM TPUMEHECHUEM;

b) npuMeHHMbIE peryaupyone TpeOoBaHus U CTaHIapThI;

C) MPUMEHUMBbIE BHIXOHBIC JAHHBIEC IT0 MEHEDKMEHTY PHCKa,

d) Tam, r1e 9TO 1IENIec000pa3Ho, HH(MOPMAITNIO, B3ATYIO U3 MPEIBIAYIINX aHAJIOTUYHBIX POCKTOB;
€) npyrue TpeOoBaHMs, BAXKHBIC IJIs1 IPOCKTHUPOBAHUS M Pa3paOdOTKU MPOILYKIIMH I TIPOIIECCOB.
BxoHbIe TaHHBIE TOJHKHBI OBITH TIPOAHAIM3UPOBAHBI HA aJIEKBATHOCTh M O(PHUIIMAIBHO 0100PCHBEI.

Tpe6OBaHI/ISI JOJIZKHBI OBITH MOJIHBIMH, HEABYCMBICJICHHBIMU, IMPUTOJHBIMHA IJIA BepI/I(l)I/IKaHI/II/I 501041
BaJIMaallvi U HCIIPOTUBOPCUUBLIMU.

[Tpumeuanue - JlononHuTenbHy0 HHMopMalno MoxxkHo Haiitu B IEC 62366-1.

7.3.4 BoIxoaHbIe JaHHbIC POCKTHPOBAHUS U Pa3padOTKHU
BI)IXO,ZIHI)IG JaHHBIC IPOCKTUPOBAHUA U p33pa6OTKI/I JOJIDKHBI:
a) COOTBETCTBOBATh BXOJHBIM JaHHBIM MPOEKTUPOBAHUS U pPa3padbOTKH;

b) obOecrneunBaTh COOTBETCTBYIOMIEH HHGPOPMAIMEH B OTHONIEHWH 3aKYIOK, MPOW3BOJICTBA W
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00CITy )KBaHUS,
C) COACPIKATH KPUTCPHUHU ITPUCMKHU IMPOAYKIUH WUJIN CCBIJIKM Ha HUX;

d) ompenensTe XapaKTEpUCTUKH MPOIYKIIMH, CYIIECTBEHHBIC JIs €€ 0€30MacHOTO M MPaBUILHOTO
HCIIOJIb30BaHUS.

BoixoaHble JaHHbIE MPOEKTUPOBAHMS M Ppa3pabOTKU JOJKHBI OBITH IpeAcTaBleHbl B Qopme,
HO3BOJ'I$IIOIII€I\/'I HpOBeCTI/I BepI/I(i)I/IKaHI/HO OTHOCUTCIIBHO BXOIHBIX JaHHBIX HpOGKTI/IpOBaHI/ISI nu
pa3paboTKH, a TaK¥Ke JOJKHBI ObITh OJJOOPEHBI 10 UX MOCIEAYIOIIETO UCTIOIb30BaHUSI.

3amnucu BBIXOJJHBIX JAHHBIX ITPOCKTHUPOBAHUA U p33pa60TKI/I JOJDKHBI TOAJACPKHUBATHCS B pa60qu
coctostHUH (4.2.5).

7.3.5 AHaIM3 NPOEKTUPOBAHUSA M Pa3padoTKu

Ha Tex cragumsx, rae 3TO I1enecooO0pa3HO, JOHKEH NPOBOJAUTHCS CHUCTEMATHUYECKUN aHAIN3
MIPOCKTUPOBAHUS U Pa3pabOTKH B COOTBETCTBUH C 3allJIAHUPOBAHHBIMH M JIOKYMEHTHPOBAHHBIMU
MEPOTIPUATHIIMHU C TICJIBIO:

a) OIECHKH CIIOCOOHOCTH pEe3yJbTaTOB IPOCKTUPOBAHUS ¥ pa3pabOTKH COOTBETCTBOBATH
TpeOOBAHUSM;

b) uneHTHPUKAINK U IPEIIOKEHUS HEOOXOAUMBIX JICHCTBUH.

Takoli aHanmu3 JIOJDKHBI  BBITIOJIHATH TPEJICTABUTENM  CIyKO, HWMEIOIIMX OTHOIICHHE K
AQHAJIM3UPYEMBIM CTQJHMSIM TIPOCKTHUPOBAHMS M Pa3pabOTKH, a TaKkKe JAPYTHe CHCIHATHCTHI
OpraHu3aIiHy.

3anucu pe3ysIbTaTOB aHAN3a U BCEX HEOOXOAMMBIX JEHCTBUN JOJDKHBI MOJJEPKUBATHCS B paboueM
COCTOSIHMM W BKJIIOUYATh ONKCAHME MPOEKTa B paMKaxX aHajln3a, BOBJICUECHHBIX yYYaCTHUKOB U JIaTy
ananmsa (4.2.5).

7.3.6 Bepuduxanus npoeKTHPOBAHUA U Pa3padoTKH

Bepudukanus mpoeKkTHpoBaHHS W Pa3padOTKH JODKHA OCYIIECTBISTHCS B COOTBETCTBHH C
3alUTAaHUPOBAHHBIMU ¥ JIOKYMEHTUPOBAHHBIMH MEPOIPHATUSAMHU Il 00ECHeUeHHs] TOro, 4TOOBI
BBIXOJHBIC JIAHHBIC TIPOCKTHPOBAaHUS MW Pa3pabdOTKH COOTBETCTBOBAIM BXOJHBIM JaHHBIM
MPOEKTUPOBAHUS U Pa3pabOTKH.

OpraHnsauI/m JO0JDKHa IOOKYMCHTHPOBATH IIJIAHBI BCpI/I(i)I/IKaI_[I/II/I, BKJIrO4asA MCTOAbI, KPHUTCPUHU
MIPUEMKH U, €CJTHU 11eJIECO00pa3HO, CTATUCTUYECKUE METOIbI C 0O0OCHOBAaHHEM 00BheMa BEIOOPKH.

Ecnu npenycMoTpeHHOE PUMEHEHUE COJAEPKUT TpeOoBaHHUEe, YTOObI MEAUIIMHCKOE U3JIeNHne ObLIOo
MOJKIIIOYEHO WJIM UMeNIOo HUHTepeiic g COequHEeHHs ¢ JpYyrum(M) MeIULUHCKUM(K)
u3zienueM(siMu ), BepupuKalus 10JKHA BKIIOYATh MPOBEPKY TOrO, YTO BBIXOJHBIE JaHHbIE MPOEKTa
COOTBETCTBYIOT BXO/IHBIM JIaHHBIM IIPU TAKOM IOJIKJIFOUEHUH WIIM COETUHEHUH Yepe3 UHTepdeiic.

3anucu pe3yJbTaTOB U BBIBOJAOB IO BepUPUKAUMKM KM HEOOXOIUMBIX JIEUCTBUN JIOJKHBI
MOJIIEPKUBATHCS B paboueM coctosiHuu (4.2.4 n 4.2.5).

7.3.7 Baiiuaanus NpoeKTUPOBAHUA U Pa3padoTKu
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Baﬂpmaupm IMPOCKTUPOBAHUA U p33pa6OTKI/I JO0JDKHa OCYIIECTBIIATBCA B COOTBETCTBUM C
3allJITAaHUPOBAHHBIMU W JOKYMCHTHUPOBAHHBIMU MCPOIPUATHUAMU JJISA o0ecIieueHnsT COOTBETCTBUSA
TOTOBOH NpoaAyKIHNU Tpe60BaHI/I$IM K €€ IMPpE€AHAa3HAYCHHOMY WJIM NIPEAIoJIaracMomMy nNpuMEHCHHAIO.

Opranu3anys 10JDKHA IOKYMEHTUPOBATH IJIaHbI BAJTUIAINH, BKIFOYAss METO/IbI, KpUTEPUH TIPUEMKHU
1, €CJIM 11e71ecO000pa3HO, CTATUCTUIECKHNE METOIbI C 000CHOBAaHHWEM 00beMa BHIOOPKH.

Banunanus nommkHa ObITH TPOBEICHA HA TUTIOBOM (PEMPE3CHTATUBHOM ) M3CIIUU. TUIIOBOE U3/IEeTNe
MOXXET TPEACTABIATh COO0OM TepBbIe 00pa3lbl MPOAYKIMH, TAPTHH WM HX DKBUBAJICHTHI.
OO6ocHoBaHME BBIOOpA TAKUX MPOIYKTOB JJIS BAIUAIIMN JOJKHO OBITH JOKYMEHTHPOBAHO (4.2.5).

Kak wyactp Banupauumum MNPOEKTHUPOBAHUS U pa3pabOTKU OpraHu3alusi JOJDKHA BBINOJHSTH
KJIMHUYECKHE OIICHKU WM OLlEHWBaHUE (YHKIIMOHAIBHBIX XapaKTEPUCTUK MEAUIIMHCKOTO U3ENUS
B COOTBETCTBUU C IPUMEHUMBIMHU PETYJIUPYIOLIUMU TPEOOBAHUSIMH.

MenuuuHcKOoe  M3[eNue, HWCMOJb3yeMoe Uil  KIMHUYECKOW OUEHKM WM  OUCHHBAHMUS
q)YHKHI/IOHaHBHI)IX XapaKTCPUCTHK, HEC paCCMaTpHUBACTCAd KaK BBIIYHICHHOC JI HCIIOJb30BaHUA
noTpeduTesem.

Ecnu npegycMoTpeHHoe npuMeHeHue TpeOyeT, 4ToObl MEIUIIMHCKOE U3/esiie ObUIO MOJKIIFOUEHO
WIM UMeNOo HHTepdeilc g COoequHEHHs ¢ JIpYruM(M) MEIWUMHCKUM(M) H3JIeIHeM(IMH), TO
BaJuAalus JOJDKHA BKJIIOYATh IMPOBEPKY TOro, 4YTO TpeOoBaHMs [Js NpPeJHA3HAYEHHOIO WM
MPE0JIaraéMoOro NMPUMEHEHHUs] ObLIM BBIIOJHEHBl NMPU MOAKIIOUEHUU WM COCIMHEHUH dYepes
uHTepdeiic.

Banunanus nomkHa OBITH MPOBEEHA 10 TTOCTABKH MPOAYKITUH TTOTPEOUTEIIO.

3anucu pe3ysNbTaTOB M BBIBOJOB IO BalUAAllMM U HEOOXOIUMBIX JEHCTBUI  TOJKHBI
MOJIIepKUBAThCS B paboueM coctosiHuu (4.2.4 u 4.2.5).

7.3.8 Ilepenaua npoekTa u pa3padoTKu

Opranmzanus  J0DKHA ~ JOKYMEHTUPOBAaTh — IPOLIEAYPBbI  MEpEladyd  BBIXOJHBIX  JaHHBIX
MPOEKTUPOBAHUS M Pa3pabOTKH B MPOM3BOJACTBO. JTU MPOLEAYPHl JOKHBI 00€CHeUUTh, YTOOBI
BBIXO/IHbIC JaHHbIE MPOEKTUPOBAHUS M Pa3pabOTKU ObUIM BepU(ULMPOBAHBI HAa COOTBETCTBHE
TpeOOBaHUSIM TPOMU3BOJICTBA, TMPEXKJE YEM CTaTh OKOHYATEIbHBIMU MPOM3BOACTBEHHBIMU
cnenupuKauusiMid, W YTOObl TPOM3BOACTBEHHBIE BO3MOXXKHOCTH MOIJIM  COOTBETCTBOBATH
TpeOOBaHUSAM K MPOIYKIIHH.

Pe3ynbrathl ¥ BRIBOJIBI TIEpEIauy JOKHBI OBITH 3aperucTpupoBaHsl (4.2.5).

7.3.9 YupasieHue u3MEHEHUSIMM MPOCKTHPOBAHUS U Pa3padOTKHU

Opranuzanus JODKHA  JIOKYMEHTUPOBAaTh  MPOLEAYphl  JUIsl  YIpPaBJICHUS  HU3MEHEHUSIMH
MPOEKTUPOBAaHUA U pa3paboTku. OpraHuzanus AOKHA ONPEAeNATh 3HAYUMOCTb W3MEHEHUU JUIs
(GYHKIMOHAJIBHBIX, JKCIUTyaTallMOHHBIX TpeOoBaHMWM, TpeOoBaHMIl ya00OCTBa IOJIb30BAHMS,
0€30MacHOCTH U MPUMEHUMBIX PEryJIHPYIOMIUX TPEOOBaHUN B OTHOUICHUH MEAUIIMHCKOTO U3ENIUs
U €ro NpeayCMOTPEHHOTO IPUMEHEHHUSI.

V3MeHeHus B IPOEKTUPOBAHUU U Pa3pabOTKe TOJIKHBI ObITh UACHTU(DULIMPOBAHBI.

210 BHEAPCHUA U3MCHCHU A NTOJIKHBI OBITh:
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a) MpoaHaJIU3UPOBAHBI;

b) BepuduIIMpOBaHbI;

C) BaJIMIMPOBAHbI, €CITH ITO IeTIECO00Pa3HO;
d) onoOpeHsI.

AHanmM3 W3MEHEHUH TPOCKTUPOBAHUS W Pa3pabOTKU JOJDKEH BKIIIOYATh OICHWBAHHUE BIIHMSHUS
W3MEHEHUN Ha COCTaBHBIC YaCTH, MOMy()aOpUKAThl WM YK€ TOCTABJICHHYIO MPOIYKIHIO, Ha
BXOJHbIE WJIM BBIXOJHBIC JAHHbIE MEHEI)KMEHTAa pHCKa U MPOLECChl KUZHEHHOrO IHKIa

MIPOTYKIIHMH.

3anucu U3MEHEHHM, PE3yIbTaTOB aHAIM3a U3MEHEHUN U JIFOOBIX HEOOXOIUMBIX JTEUCTBUH JTOKHBI
MOJIIePKUBATHCS B paboueM coctosiHuu (4.2.5).

7.3.10 daiijbl NPOCKTUPOBAHUSA M Pa3padoTKu

Opraauzanys J10DKHA TOAIEePKUBATh (Pailyl MPpOEKTUPOBAHUS M Pa3pabOTKH IS KaXKJI0TO THUTIA WU
ceMelCcTBa MEIUIIMHCKUX u3Aenuid. JlaHHbIN (ailyn JoKeH BKIIIOYATh 3alMCH WIIM CCHUIKM Ha HHX,
c(hopMuUpOBaHHBIC TSI IEMOHCTPAIIUH COOTBETCTBHSI TPEOOBAHUSM MTPOCKTUPOBAHUS M Pa3pabOTKH
Y 3aMMCH U3MEHEHUN MMPOCKTUPOBAHUS U Pa3pabOTKH.

7.4. 3akynku

7.4.1 Ilpouecc 3aKynoxk

Opranmzanus JI0DKHA JOKYMEHTHpPOBaTh mponeAaypsl (4.2.4), obecrneunBaroniue COOTBETCTBUE
3aKyTUICHHOW MTPOIYKIIMK YCTAHOBJICHHBIM TPEOOBAHUSM K 3aKYIIKaM.

Opranuzanus J0JKHA YCTAaHOBUTHh KPUTEPHUH JIJIsI OIICHUBAHUS W BbIOOpa moctaBmukoB. Kpurepuun
JIOJIKHEI OBITH:

a) OCHOBaHBl Ha CHOCOOHOCTH TIOCTAaBIIMKA MOCTABIATH MHPOIYKIHIO, COOTBETCTBYIOIIYIO
TpeOOBaHUSM OpPraHU3AlINH;

b) ocHOBaHBI Ha pe3yJibTaTax JACSITEIBHOCTH MOCTABIINKA;
C) OCHOBAHBbI Ha BJIMAHUN 3a1<ynaeM01‘/'I OpoaAYKIHHU Ha KAYE€CTBO MCIUIIMHCKOI'O U3ACIINUA;
d) MMPONOPUKUOHAIBHBI PUCKY, CBA3AHHOMY C MCAUILUHCKHUM U3ICIIUCM.

Opranuzanys 10JKHa IJIAHUPOBaTh MOHUTOPUHT Y MMOBTOPHOE OLIEHUBAHKUE MOCTAaBIIUKOB. JlokeH
OCYIIECTBIATHCS MOHUTOPUHT PE3YJIbTATOB JACATEIbHOCTH MOCTABIIMKA B OTHOIIEHUHA COOTBETCTBHUS
3aKynaeMoi MPOAYKIHMH TpeOOBaHUAM. Pe3ynbTaThl MOHHTOPUHTA JOJDKHBI OBITH BKJIIOYEHBI BO
BXOJIHbIE JAHHBIE MTPOIECCA MOBTOPHOIO OLICHUBAHUS ITOCTABIINKA.

HeBplInonHeHNE MOCTABIIUKOM TPEOOBAHUHN K 3aKyMaeMOU MPOAYKIIMH JIOJKHO OBITh PACCMOTPEHO
IPONMOPIUOHAIBHO PHUCKY, CBS3aHHOMY C 3aKynaeModl TNpOAYKUMEH W  INPUMEHUMBIMU
peryIupyromuMu TpeOOBaHUSIMHU.

3anucu  pe3yJabTAaTOB  OILICGHWBAHHS, BBHIOOpPA, MOHHTOPHMHTAa W TIOBTOPHOTO  OILICHUBAHUS
BO3MOJKHOCTEH TIOCTABIIMKA WM PE3YyJbTATOB ACATEIHHOCTH U JIOOBIX HEOOXOAMMBIX ICHCTBUH,
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BBITEKAIOIINX U3 3TON JACATEIHHOCTH, JOJIKHBI MMOACPKUBATHCS B pabodyem coctosiauu (4.2.5).

7.4.2 Uudopmanus mo 3aKynKam

Wudopmanns 1no 3aKynkam JOJDKHA ONUCHIBATh WM COJEPKATh CCBUIKM Ha 3aKyHaeMylo
IPOAYKIUIO, BKJIIOUAs!, €CIIH 1eJ1eco00pa3Ho:

a) cneruuKauy IpoIyKINT;

b) TpeboBaHUs K MPUEMKE TPOIYKIINH, TIPOLIETypaMm, Iporieccam U 000pyI0BaHUIO;
¢) TpeOoBaHUA K KBaM(HUKAIIMK TIEPCOHAJIA TTOCTABIIUKA,

d) TpeboBaHus K cCUCTEME MEHEPKMEHTA KaueCTBa.

Opranu3zanys JoJkHa 00ecreurnBaTh aJIeKBATHOCTh YCTAaHOBIIEHHBIX TPeOOBaHUM K 3aKyIKaM /10 UX
COOO0IIIEHHUs] TOCTABIIUKY .

WNudopmarius mo 3aKynkam J0KHA BKIIIOYATh, €CJIU 3TO IPUMEHHUMO, MHCbMEHHOE COTJIAlIeHUE O
TOM, YTO IOCTABIIMK yBEJIOMIISIET OPraHU3alMI0 00 U3MEHEHUSX B MOCTaBJIsIeMON MPOAYKLHUHU 10
BHEJIPEHUS 3TUX U3MEHEHUH B CIIy4ae, €CJIM OHU OKa3bIBAIOT BIMSIHUE HA COOTBETCTBHUE MPOLYKIUU
YCTaHOBJICHHBIM TPEOOBAHUSM K 3aKyITKaM.

B Toli cremenn, B Kakol 3TO HEOOXOAMMO i OCYIIECTBJICHHs TpociexuBaeMoctu (7.5.9),
OopraHu3aIys JOJDKHA IMOICPKUBATh B paboueM COCTOSHUU COOTBETCTBYIOIIYIO HH(POPMAIIHIO 1O
3aKymnKaM B popMe TOKyMeHTOB (4.2.4) u 3anuceii (4.2.5).

7.4.3 Bepupukanus 3aKynaeMou nNpoagyKunu

Opranuszanus 70/ KHA pa3padoTaTh W OCYIIECTBISATh KOHTPOJb WJIM WHBIE BBl JICSTCIBHOCTH,
HeoOXouMble [UIsi OOECHeueHUsi COOTBETCTBUS 3aKylaeMOW MNPOAYKIHH YCTaHOBJIEHHBIM
TpeOOBaHUSAM K 3aKyIIKaM.

O0BeM JACATCIIBHOCTH II0 BepI/I(i)I/IKaHI/II/I JOJIKEH ObITH OCHOBaH Ha pe3ylibTaTaXx OUCHHUBAHUA
IIOCTaBIIMKa U OBITH MMPOMNMOpHIUOHATIBHBIM PHUCKaM, CBA3aHHBIM C 3aKynaeM0171 HpO)IYKHHeﬁ.

Ecnu opranmzanus noirydaet nHQOpPMaIUIO O KaKUX-THOO0 M3MEHEHUSX B 3aKylaeMOW MPOIYKIIUH,
TO OHAa JOJDKHA OMNpPEIETUTh, HACKOIBKO 3TH M3MEHEHUS MOBIHMSIIOT HA MPOLECCHl KU3HEHHOTO
LUKJIa TPOAYKIMU WM MEIUIIMHCKOE U3JIeNHeE.

Ecnu opranuzanusi uiam noTpedUTeNs MpeiaraloT OCyIIeCTBUTh BEpU(PUKAIIMIO HA MPEANPUITHH
MOCTaBIIMKA, TO OpraHU3alMsl J10JKHA YCTAaHOBUTH B MH(OPMALIMU IO 3aKyNKaM MpeAarogaraeMble
Mepbl 10 BepUpUKALUU U MOPSIIOK BhITYCKa MPOIYKIUH Y TOCTABIIUKA.

3anucu 1o BepuUKalUU JOHKHBI OJAEPKUBATHCS B paboueM cocTosiHuu (4.2.5).
7.5. IIpou3BOACTBO U 00CHYKUBAHME

7.5.1 YupasjieHue Npou3BOJACTBOM M 00CTYKMBAHUEM

HpOI/ISBOJICTBO n O6CJ'Iy}KI/IBaHI/Ie JOJIDKHBI IINIAHUPOBATHCA, OCYWICCTBIIATHCA, IIOABCPraThbCsa
MOHUTOPHHTY U YIIPABJICHUIO IJIsA oOecredYeHns: COOTBETCTBUS npoaAyKIHUHU CHGHI/I(bI/IKaHI/II/I.
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Ecnu nenecoobpasHo, ynpasisieMble YCIOBHUS MPOU3BOJICTBA JIOJDKHBI BKIIFOYATh, HE OTPAHUYUBASICh
UMU:

a) IOKyMEHTHPOBAHHbIE MPOIIEYPbl U METO/IbI YIIPABJICHUS TPOU3BOJACTBOM (4.2.4);

b) kBanudukanuo HHGPACTPYKTYPhL;

C) NMPOBE/IEHNE MOHUTOPUHIA U U3MEPEHUI MapaMeTpOB MPOLECCOB U XapaKTEPUCTUK MPOIYKLIUU;
d) Hanuuue ¥ npuMeHeHre 000PyI0BaHUS ISl MOHUTOPUHTA U U3MEPEHMIA;

€) BBIIIOJIHEHUE YCTAHOBJIEHHBIX OIEpalyii 10 MapKUPOBKE U YIIaKOBKE;

f) ocyuiecTBiieHNE BBIITYCKa, TOCTAaBKHU U JEHCTBHI 1OCIIE MOCTaBKU MPOAYKIIHH.

Opranuzanus J0DKHA pa3paboTaTh W MOAJEPKHBATh B pabodem cocTostHuuM 3amucu (4.2.5) nns
KKJIOTO MEAUIIMHCKOTO M3JIeTUs WIM KKJION MapTUA METUITMHCKUX U3JIeTTUH, 4TOOBI 00eCIeunuTh
UX TPOCIECKHUBAEMOCTh B COOTBETCTBMU C IYyHKTOM 7.5.9 uW omnpeaeleHue KOJW4YecTBa
MPOU3BEICHHON TPOIYKIIMUA W TPOIYKIIMH, OAOOPEHHOM Il pacIpOCTpaHEHUs. 3amucCH JIOJKHBI
OBITH BEpUPUITUPOBAHBI K OHUIIHATIEHO 0JI00PEHBI.

7.5.2 Uucrora NpoxyKuumn

Opranuzanus JT0JDKHA JOKYMEHTHPOBATh TPEOOBAaHUS K YUCTOTE WM KOHTPOJIO 3arps3HEHUs
MPOAYKIWHU, €CITU:

a) MPOIYKIUS TIepe]] CTEPUIU3AIMEH 1/ MPUMEHEHHEM MPOXOIUT OUYNCTKY B OPTaHU3aIUH;

b) mpoayKuMsl MOCTaBISETCS HECTEPUILHOM M TMOMJICKHUT OUMCTKE Mepes] CTepUiIu3aluedl W/uiu
IIPUMEHEHNEM;

C) MPOAYKLHUS HE MOXKET OBITh OUHMIIEHA Mepe] CTepUIIN3alMel U/UIN IPUMEHEHUEM, HO €€ YHCTOTa
MMeEET 3HAUYCHHE JIUIS1 IPUMEHEHUS;

d) NpoaAyYKIOHA IOCTABJIACTCA MJIA HCIIOJIB30BAHUA HeCTCpI/IHBHOI\/’I, HO €€ 4YHCTOTa ABJIACTCA
CymeCTBeHHOﬁ AJI IPUMCHCHUW A U3ACTINSA

€) peareHThl, IPUMEHsAEeMble JUIsl OYMCTKU MPOAYKIMH, JOJDKHBI OBITH yJaJ€Hbl B Ipoliecce ee
W3rOTOBJICHHUSL.

Ecnu mpoaykius noaBepraercsi OYUCTKE B COOTBETCTBUU C MEpEUHCIEHUsIMU a) uiu b), TpeboBaHus
nyHKTa 6.4.]1 He MPUMEHSIIOTCA 10 3Tara OYMCTKU.

7.5.3 JleITEJIbHOCTD 110 MOHTAKY

OpFaHI/ISaHI/IS{ AO0JDKHAa AJOKYMCHTHUPOBATh Tpe60BaHI/I$I K MOHTa)Xy MCIUIHWHCKOIro H3ACIHIA U
KPUTCPpUU TPUEMKU JJIA BepI/I(bI/IKaHI/H/I MOHTaxa MCIUIIUHCKOI'O U3CJIMA, €CJIU IIPUMCHHUMO.

Ecnu cornacoBanHble ¢ noTpeduTeneM TpeOOBaHUS MMO3BOJISIIOT BBIIOIHATH MOHTAXK METUIIMTHCKOTO
U3JIeNHsl BHEIIHEH CTOPOHOHM, OTIMYHOM OT OpraHu3alMM WU €€ IMOCTaBUIMKa, OpraHu3alus
JOJKHA TPEJOCTaBUTh JIOKYMEHTUPOBAHHbIE TPEOOBAaHUS K MOHTAXy MEIUIUHCKOTO HW3JEIHs U
BepU(pUKALUNU MOHTAXa.

3anucu 0 MOHTaXX€ W BepU(DHUKAIMKA METUIIMHCKOTO HM3JEIHs, KOTOPHIC BBITIONHSACT OpraHu3aIus
WJIM €€ TMOCTAaBIIHUK, IOJDKHBI TIOJIJIEPKUBATHCS B paboueM cocTosiHuH (4.2.5).


mailto:main@gtu24.ru
https://gortestural.com/
tel:+73432269163

LIEHTP CEPTUOUKALIUU

YPAJ1 +7 (343) 226-91-63 main@gtu24.ru gortestural.com

MPO®ECCUOHATIBbHBIA MOAXO0[, K CEPTUGUKALINA

7.5.4 JleITeJIbHOCTD 10 00CIY:KUBAHUIO

Eciu  ob6cnyxuBaHue MEAMIIMHCKOIO M3JENUs  SBJSIETCS yCTaHOBJIEHHBIM  TpeOOBaHUEM,
OpraHu3aiusl J0JDKHA pa3paboTaTh JIOKYMEHTHPOBAHHbIE MPOIEAYpbl IO OO0CIyKHBaHHUIO,
CIpaBOYHbIE MaTepuaiabl U pedepeHTHble NPOLEeAypbl H3MEPEHUs, €eCIM HeoOXOIuMo, JUIs
OCYIIECTBJICHUS OOCITYKUBAaHUS U BepU(UKAIIMU TOTO, YTO TPeOOBAHUS K MPOAYKIIUU BHITIOJHEHBI.

Opranuszanys JA0HKHA aHATU3UPOBATh 3aMUCH 10 00CTYKMBAHUIO, BBHITIOJHSIEMOMY OpraHHU3aIuen
WM €€ TIOCTaBUINKOM:

a) JUIs onpeieseHusi, oopamarbes 1 ¢ nHpopMalueH, Kak ¢ IpeTeH3uel;
b) ecnu nenecoodbpazHo, UCIIOIB30BATh KaK BXOHbIE JAHHBIE MPOIIECcCa yIIyqIIEeHUS.

3amucu 1Mo O0OCTYKMBAHHUIO, BBIIOTHICMOMY OpTaHU3aIled WM €€ MOCTaBIIMKOM, OJDKHBI
MOJIIePKUBATHCS B paboueM coctosiHuu (4.2.5).

7.5.5 CneunajbHble TPEOOBAHMS K CTEPUIBLHBIM MeIUIIMHCKUAM
N31eJTUAM

Opranmsanusa JODKHA IOAJAEP)KMBATh 3allUCM 10  IIapaMeTpaM Ipolecca CTEpUIN3aluy,
MPUMEHSIEMOro JUIsl KaKI0M mapTuu cTepuiin3yeMoil mpoaykuuu (4.2.5). 3anucu no crepuiinsaiuu
JIOJIKHBI IIPOCIIEKUBATHCS JUISl KAX0W IMapTUX NPOU3BEAECHHBIX MEIUIIMHCKUX U3EIIHM.

7.5.6 Banmpanus npoueccoB NMPOU3BOACTBA U 00CTYKUBAHMS

Opranuzanysg JO/DKHA BaJIWIUPOBATH JIIOObIE MPOLECCHl IMPOU3BOJCTBA U OOCITYXUBaHUS,
pe3ynbTaThl KOTOPBIX HENb3sl MPOBEPUTH IMOCPEICTBOM IOCIEI0BATEILHOTO MOHUTOPUHIA HIIN
U3MEpPEHUs] M, CIEeJ0BaTEIbHO, HEJAOCTATKHM KOTOPBIX CTAHOBATCS OYEBHJIHBIMH TOJBKO IOCIE
Hayajia UCIOIb30BaHUS MPOAYKLNU WIH €€ 00CITyKUBaHUSI.

Banupauus AomkHa NpoAEMOHCTPUPOBATH CHOCOOHOCTH 3THUX MPOLECCOB IMOCTOSHHO JOCTUTATh
3aIJIaHUPOBAHHBIX PE3yIbTATOB.

Opranuzanyst 10KHA JOKYMEHTUPOBATh MPOLEYPbl BAIMAAIMU TPOLECCOB, BKIIIOYAS:
a) OTpe/IeJICHHbIC KPUTEPHH ISl aHaJIM3a U 0JI00PEHUS TIPOIIECCOB;

b) onpezaenenne NpUroTHOCTH 00OPYIOBAHUS U TTOATOTOBJIICHHOCTH TIEPCOHANIA;

C) IPUMEHEHHE KOHKPETHBIX METOOB, MPOLEAYP U KPUTEPUEB IPUEMKU;

d) ecnu mienecooOpa3HoO, CTATUCTUYECKHE METO/IbI C 00OCHOBaHHEM 00BEMOB BEIOOPKH,
e) TpeboBaHus Kk 3anucam (4.2.5);

f) peBanmmanuro, BKIItoYas €e KPUTEPHH;

g) o1o0peHne N3MEHEHHH B TIPOIIeccax.

Opranuzanus JoJDKHA JOKYMEHTHPOBATh MPOLEAYpbl BajlWJalWdd MPUMEHEHHUS KOMIIbIOTEPHOTO
IPOrpaMMHOT0  00ecreyeHusl, HCIOJIb3YyeMOro B MPOU3BOACTBE U oOciyxuBaHuH. Taxoe
IporpaMMHOe oOecrieueHue JO0HKHO ObITh BaJWAMPOBAHO O €ro MEPBOr0 NMPUMEHEHUS U, €CIH
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1esnecoo0pa3Ho, IOCiieé BHECEHUS M3MEHEHUH B IpPOrpaMMHOE oOOecliedeHue WU  €ro
ucnojp3oBaHue. KOHKpeTHBIM MOAXON U JAEATEIbHOCTh IO BalUAAllMM W pPeBATUIALMU
IPOrpaMMHOT0  OOECHEeYeHUs JOJDKHBI OBITh MPOMOPLMOHAIBHBI PUCKY, CBA3aHHOMY C
INPUMEHEHHEM MPOTrpaMMHOro oOecredyeHus, BKIIoYasi ero BIMSHUE HAa COOTBETCTBHE MPOIYKIMH
crenupuKanusM.

3anucu pe3yJbTaTOB W BBIBOJOB, a TaKKe HEOOXOIMMBIX ACWCTBUN MO BaJWAALMHU, IOJKHBI
NOJIIEp’KUBATHCS B paboueM coctosiHuM (4.2.4 u 4.2.5).

7.5.7 CnennajibHble TPEOOBAHMS K BAJIUIALINH MPOIECCOB
CTEPWIHN3AIUU U CHCTEMaM 0apbepoB CTEPUIBLHOCTH

Opranuzanys J0/KHA TOKYMEHTUPOBATh Npoueaypsl (4.2.4) BaMIalUK POILIECCOB CTEPHITM3AIIUN
U cucteMm OapbepoB cTepuibHOCTHU. [Iponeccsl cTepuanu3alnuu U CUCTEMbl OapbepOB CTEPHIIBHOCTH
CIEQyeT BaJIMAMPOBATH JI0 MX MEPBOr0 MPUMEHEHUS] U MOCJIE BHECEHHUS] U3MEHEHUW MPOIYKIMU B
MPOLIECCHI, €CIIN L[EIeCO00Pa3HO.

3anucu pe3yJbTaTOB U BBIBOJIOB, a TaKKe U HEOOXOIAMMBIX IEHCTBUIl MO BaNUAALMU, JTOJKHBI
MOJIIEP’KUBATHCS B paboueM coctosiHuM (4.2.4 u 4.2.5).

[Tpumeuanue - JlononHuTenbHy0 nHopManno MoxHo Haiiti B ISO 11607-1 u ISO 11607-2.

7.5.8 Unentudurkanus

Opranuzanys JOKHA JOKYMEHTHPOBaTh MPOLEAYpbl IO HWIACHTU(QHUKAUUU TMPOIYKUUU H
UACHTU(DUIMPOBATh NPOAYKLIMIO MNOIXOIAIIMMH CpPEICTBAMU HA MPOTSHKEHUH MPOLECCOB
JKU3HEHHOTO IIUKJIA IPOIYKIUH.

OpFaHI/ISaHI/IS{ JOJIDKHA I/I,I[eHTI/I(i)I/IHI/IPOBaTI) CTaTyC MOpOoAYKOHWH II0 OTHOLICHUIO K Tpe6OBaHI/I$[M
MOHUTOPHHTA U H3MepeHI/II>'I Ha NPOTAKCHUHU IMPOLECCOB )KU3HCHHOI'O IUKJIA TPOAYKIHH.

Nnentudukanus craryca MPOAYKIMH JODKHA TOJJIEPKHUBATBCS Ha OdTalax ee IMPOW3BOJCTBA,
XpaHEeHHUsI, MOHTaXa M OOCITY)KMBaHHS JJIsi 0OeCIeueHUs MOCTaBKH, MPUMEHEHHUS WM MOHTa)Ka
TOJIBKO TOW TPOJIYKIIMH, KOTOpas IMpoIjia BCE HEOOXOIWMBIE BUbI KOHTPOJIS W UCHBITAHUN WU
nMeeT opUIIMaIbHOE Pa3pelIeHUe Ha OTKJIOHEHHUE OT YCTAHOBJICHHBIX TPEOOBaHUH.

Ecin T1pebyercs mNpUMEHMMBIMU PETyJIHUPYIOIIMMU TpeOOBAaHUSMH, OpraHU3alus JOJDKHA
JIOKYMEHTHUPOBATh CUCTEMY YHUKAJIbHON HIEHTU(DUKALINN MEAUIIMHCKUX U3EIHMN.

Opranuzanus A0KHA TOKYMEHTHPOBATh MPOIEAYPHI ISl 00€CTIeUeHHs TOTO, YTOOBI METUIIMHCKUE
H3ICJIMA, BO3BpAlICHHBIC OpraHU3aluu, ObLIH I/IlIeHTI/I(l)I/IHI/IpOBaHI)I U OTACJIICHBI OT MPOAYKIHH,
COOTBETCTBYIOIIEH TPeOOBaAHUSIM.

7.5.9 IIpociiexnBaeMoCThb

7.5.9.1 O01mue moJa0KeHus

Opranu3anys 10DKHA JOKYMEHTHPOBATh MPOIEAYPhI AT 00eCIIeueHus MPOCIeKUBAEMOCTH. Takue
MPOUEAYPHl JIOJDKHBI OMPENEINISITh CTENEHb MPOCICHKUBAEMOCTH TMPOAYKIIMHM B COOTBETCTBHHM C
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MPUMEHUMBIMU PETYJIUPYIOLIUMHU TPEOOBAaHUSIMH U 3aITUCH, KOTOPbIE HEOOXOMMO MOJIEPKUBATH B
pabouem coctosiauu (4.2.5).

7.5.9.2 CnieunajibHble TPEOOBAHUA K MMILIAHTHPYEMbIM
MeIMUMHCKUM U3/1eJTUAM

3anucu, TpedyeMble IS MPOCIEKUBAEMOCTH, JOJDKHBI BKJIIOYATh 3alUCH O KOMIIOHEHTaXx,
MaTepuagax M yCIOBUSX MPOU3BOJCTBEHHON CPE/bl, €CIIM 3TO MOXKET IMPUBECTU K HECOOTBETCTBUIO
MEAMIIMHCKOTO  W3JeNus  3aJaHHbIM  TpeOoBaHMsIM  Oe3omacHOCTH U (QYHKUIMOHAIBHBIM
XapaKTepUCTHKAM.

Opranuzanus J0KHA TpeOOBaTh OT IMOCTABIIMKOB YCIYT IO JOCTAaBKE WM AUCTPUOBIOTOPOB
MOJJICPKUBATh  3allUCH O  PACHPENCICHUM  MEIWLIHUHCKUX  M3JEIUHd I JTOCTUKEHUS
IIPOCIIEKUBAEMOCTH U JOCTYITHOCTH 3THX 3alUCEHN IS TPOBEPKHU.

3anucu O HAMMEHOBAaHWUU W aJpece TPy30IoaydaTess OJDKHBI TMOJICPKUBAThCS B pabouem
coctostHUH (4.2.5).

7.5.10 CoOcTBEeHHOCTH OTpPEeOuTE e

Opranuzanus JO/KHa  MAEHTU(GUUIUPOBATh, BEepUPUIMPOBATH, 3alIMIIATh U  COXPAHSTH
CcOOCTBEHHOCTh l'IOTpe6I/ITCJ'I$I, MNpEaAOCTAaBJICHHYIO [Jid HCIOJb30BaHUA WM BKIIIOYCHHA B
MPOYKIIMIO, ITOKA OHA HAXOJUTCS IOJ YIPAaBICHUEM OPraHW3aldy WIH UCIOJb3yeTcs er. Ecim
COOCTBEHHOCTb MOTpeOUTENs] yTepsiHa, MOBpPEXJACHAa WJIM TpPU3HAHA HENPUTrOJAHON  JuId
WCITIOJI30BAHUS, TIOTPEOUTEIb JIOJDKEH OBITH 00 3TOM M3BEIIEH, a 3alUCH JOJIKHBI TOIJIEPKUBATHCS
B paboueM cocTostHuH (4.2.5).

7.5.11 CoxpaHeHue COOTBETCTBUS MPOAYKIMH

Opranuszanus J0DKHA JOKYMEHTHPOBATH MPOIEAYPHl MO COXPAHCHUIO COOTBETCTBUS MPOILYKITUU
TpeOOBaHUSIM B TMpollecce IPOU3BOJCTBA, XpaHEHUs, 00paboTku u mnocraBku. CoxpaHeHue
COOTBETCTBUS JJOJIKHO MPUMEHSITHCS M K COCTABHBIM YaCTsIM MEAUITUHCKOTO U3/ICIIHS.

Opranmszanus J0JKHA MPEJOXPaHATh MPOAYKIHUIO OT HECAHKIMOHHUPOBAHHBIX HW3MEHEHUH,
3arpsi3HCHUS] WJIM  TOBPEXJCHUHN, CBSI3aHHBIX C BO3JCHCTBHEM TIPENAINOIaraeMblX YCJIOBHH U
OIACHOCTEM B Mpoliecce NPOU3BOACTBA, XPaHEHUs, 00pa0OTKH U MOCTaBKU OCPEACTBOM:

a) pa3pabOTKU U CO3/IaHuUs OJIXO/SIICH YIAaKOBKH U TPAHCIIOPTHON Taphbl;

b) moOKyMEeHTHUPOBaHUS TPEOOBAHUH K CIICIIMAILHBIM YCJIOBHUSIM B CITydae, €CJIM yIaKOBKa HE MOXKET
o0ecrneynTb COXPaHHOCTb.

Eciim TpeOyroTcsi crnenualibHble YCJIOBHS, TO OHH JIOJDKHBI ITOJBEPraThCs YIPABJICHUIO H
peructpamuu (4.2.5).

7.6. YnpaBiieHue 000pyJA0BaHUEM /IJII MOHUTOPUHIA M U3MEPEHUH

Opranmzanus J0JDKHA ONPEACIUTh MOHUTOPMHI M HU3MEPEHHs, KOTOphIE HEOO0XO0IUMO
OCYIIIECTBIISATh, a TakKe OOOpyJOBaHUE I MOHUTOPMHTA M W3MEPEHHUs, HEOOXOIUMBbIC st
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oOecreyeHns CBUJIETENIbCTBA COOTBETCTBUS IPOAYKIIMH YCTAHOBJICHHBIM TPEOOBAHUSIM.

Opranuzanys J0JKHA JTOKYMEHTUPOBATh MPOLEAYpPHl JUIsi 00ecredeH sl TOro, 4T0 MOHUTOPUHT U
U3MEPEHUs] MOTYT OCYUIECTBIIATHCA M OCYULIECTBISIOTCS B COOTBETCTBMM C TPEOOBaHUSMH K
MOHUTOPUHTY U U3MEPEHUSM.

Tam, rae HEoOXoAMMO 00ECIEeUUTh JIOCTOBEPHOCTh PE3YyJIbTATOB, M3MEPUTEIHHOE 000PYI0BaHUE
JTOJKHO OBITH:

a) OTKaIuOpPOBAaHO W/WIIM TMOBEPEHO B YCTAHOBIICHHBIE MEPUOJBI WU TEpe]] ero MPUMEHEHUEM I10
00pa3IOBBIM STAIOHAM, MEPEAAIONIUM pa3Mepbl SAMHUI] B CPABHEHUH C MEXKIYHAPOJHBIMU WIIH
HAIIMOHAJFHBIMU dTajloHaMH. [IpM OTCYTCTBMM TakMX OJTajJoHOB 0asa, WCIIOJB30BaHHAS LIS
KaJTMOPOBKHU WIJIM MTOBEPKH, TOJIKHA ObITh 3aperucrpuponana (4.2.5);

b) oTperyMpoBaHO WK OBTOPHO OTPETYIMPOBAHO MO MEPEe HEOOXOAUMOCTH. Takasi peryanpoBKa
WJIM [TOBTOPHAS PEryJIUPOBKA JTOJIKHBI OBITH 3aperucTpupoBansl (4.2.5);

C) MACHTU(UITUPOBAHO C LIETBI0 YCTAHOBJICHUS CTaTyca KaTMOPOBKH;
d) 3ammIneHo ot peryaupoBOK, KOTOPBIE ClIeTaiu Obl HEICUCTBUTEIHHBIMH PE3YIbTAThl U3MEPEHUS;

€) 3aIIMIICHO OT IMOBPEXKICHHUS W YXY/IICHUS COCTOSIHHS B XOJI€ IKCIUTyaTallld, TEXHHYECKOTO
00CTy>KUBaHUS U XPaHEHHUS.

Opranuzanys JODKHA — BBIIOJHATH — KaNMOPOBKY WM TOBEPKY B COOTBETCTBUU  C
JIOKYMEHTUPOBaHHBIMU MPOLEAYPAMU.

Kpome Toro, opranmsanus JODKHA OLUEHUTh U 3apETHCTPUPOBATH JIOCTOBEPHOCTH MPEABIIYIIHNX
pe3yIbTaTOB M3MEPEHHMs, €CIIM OOHAPYKEHO, YTO 000pyIOBaHUE HE COOTBETCTBYET TPEOOBAHHSIM.
OpraHnsauI/m JO0JDKHa HOPCANPUHATL COOTBETCTBYIOIIUC )ICfICTBI/ISI B OTHOIICHHMH TaKOI'o
000pyA0BaHus U 1000 U3MEPEHHOHN NMPOTYKILIHH.

3anucu pe3ysbTaTOB KAIMOPOBKM W TOBEPKH JOJKHBI TMOJICPKUBATHCS B pabO4YeM COCTOSHUU
(4.2.5).

Opranuzanus J0JDKHA JOKYMEHTHPOBATh MPOUEAYPhl BaWAIMU MPUMEHEHUS KOMIIBIOTEPHOTO
MPOTrPaMMHOTO  OOCCIIECUYCHHS, HCIOJIB3yeMOro JUIsi MOHHTOPHMHTAa W U3MepeHus. Takoe
porpaMMHOe 00€CTIeUeHHEe JTODKHO OBITh BaMAUPOBAHO JI0 €r0 MEPBOr0 NMPUMEHEHUS W, €CIU
1eaecoo0pa3Ho, TOC/ie BHECEHUS M3MEHEHWH B MPOrpaMMHOE OOECTICUYCHHE WJIH  €ro
UCIoJb30BaHne. KOHKpEeTHBIN MOAX0 U ACATEIbHOCTh, CBA3aHHAS C BaJWJalUel U peBaauJaluei
MPOTrpaMMHOTO  00€CTIeUeHUst, JOJDKHBI OBITh TPOMOPIIMOHAIBHBI PHCKY, CBSI3AHHOMY C
MPUMEHEHUEM MPOTPAMMHOIO OOECIEUEHHUsI, W €ro BJIUSHHUEM Ha COOTBETCTBHE TMPOIYKIIUU
crenupuKanusM.

3anucu pe3yJbTaTOB W BBIBOJOB, a TaKkKe HEOOXOIMMBIX ACUCTBUN MO BaJWAAlMU, JIOJKHBI
NOJIIep>KUBAThCS B paboueM coctosiHuM (4.2.4 u 4.2.5).

[Tpumeuanue - JlononHuTenbHy0 HHGOpMalnio MoxkHo Haiitu B ISO 10012.
8. U3mepenne, aHAIU3 U yJIyUYlICHHE

8.1. O0mume moJI0KeHud
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Opranuzanys J0JDKHA IUIAHUPOBAaTh W OCYIIECTBIATH TPOIECCHl MOHHMTOPHHTA, HM3MEPEHUS
(OLIEHKM), aHaJIM3a U YIy4IlIeHUs, HEOOXOAUMBbIC TSI

a) IEMOHCTPAIIUH COOTBETCTBHS IPOTYKITUH;
b) oGecriedeHus: COOTBETCTBUSI CUCTEMBI MEHEPKMEHTA Ka4eCTBa;
C) MOJIepP>KaHUS PEe3yJIbTATUBHOCTHA CUCTEMbBl MECHEDKMEHTA KavueCTBa.

OTO NMOMHKHO BKJIIOYATH OIPEIEICHUE TMPUMEHSIEMBIX METOAOB, B TOM YHCJE CTaTUCTUYCCKHX, H
00JacTl UX MPUMEHEHHUSI.

8.2. MOHMTOPHHI U U3MEpPEHHUE

8.2.1 O0parTHas cBA3D

B kadecTBe OZHOTO M3 CHOCOOOB OIIGHKH PE3YJIbTATHBHOCTH CHCTEMBI MEHEKMEHTa KauyecTBa
OpraHM3anus JODKHA coOMpaTh MH(MOPMAIUIO, OTHOCSINYIOCA K YAOBJICTBOPEHHIO OpraHU3alneH
TpeOoBaHUIl MOTPEOUTEINS, U OCYIIECTBISATH €€ MOHUTOPHUHT.

MeTo/1bI OJTydeHUs U UCTIOIb30BaHUS 3TON MH(POPMAIMK JOJIKHBI OBITh TOKYMEHTHPOBAHBI.

Opranuzanys J0JDKHA JOKYMEHTHPOBATh MPOIEAypbl IO mpoleccy obpatHoil cBsasu. Ilponecc
00paTHOM CBSI3W JIOJDKEH BKJIIOYATH MOPSAOK cOOpa JaHHBIX, KaK HAa CTaJIUM MPOU3BOJICTBA, TaK U
MOCTIIPOU3BO/JICTBA.

Nudopmanus, cobpanHass B mpoliecce OOpaTHOW CBsI3W, JOJKHA HCIOJIB30BATHCS B KA4ECTBE
NMOTCHIUAJIbHBIX BXOAHBIX NAHHBIX B MCHCIPKMCHT PUCKaA C IECJIbIO MOHUTOPHHTA W IMOAACPKAHUA
TpeOOBaHUH K MPOAYKIIHHU, a TAKXKE K ITPOIIeccaM €€ KU3HEHHOTO IUKJIA U TPOIeccaM YTy dIIeHHsI.

Ecin B cooTBeTCTBUM C NMPUMEHMMBIMHU PETYIMPYIOIIMMU TPeOOBaHMSIMHM OpraHM3alUs JOJKHA
HaKallJInBaTh OHpelIeHeHHBIﬁ OIIBIT Ha OCHOBAaHUHU I/IH(l)OpMaI_[I/II/I, HOJ'Iy‘—IeHHOI\/'I Ha
MOCTIIPOU3BOJICTBEHHOW CTaJIMM, aHAJM3 TaKOTO OIbITa JO/DKEH SBIATHCS YACTBIO TIpolecca
00paTHO¥ CBsI3H.

8.2.2 PaccmoTpeHue npeTreH3ui

Opranuzanus J0DKHA JOKYMEHTHPOBATH MPOLEAYpPHl Ul CBOEBPEMEHHOI'O pPacCMOTPEHUS
NPETeH3U B COOTBETCTBMM C MPUMEHHMBIMU pPETyJIHPYIOIIMMU TpeOoBaHUSIMH. JlaHHBIE
npoueaypbl JOJDKHBI, [0 MEHbIIEH Mepe, YyCTaHaBIMBaTh TpeOOBaHUS U paclpeleieHHe
OTBETCTBEHHOCTH B OTHOILICHUH:

a) TIOJTyYCHUsI ¥ PETUCTpaIK HHPOPMAIIHH;
b) onieHuBaHus HHGOPMAIUH JJI ONIPEICIICHUS TOTO, SIBJISIETCS JTU oOpaTHAas CBS3b MPETCH3UCH;
a) paccieIoBaHus IPETCH3UI;

B rnekmponnom 0oKkymenme nymepayus nyHKmoe coOmeemcmeyem ohuuuaioHomy
UCHIOYHUKY.

b) onpenenenns HeoOX0UMOCTH HHGOPMUPOBAHUS COOTBETCTBYIOIIMX PETYIUPYIOLUIMX OPraHoB;
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€) IeUCTBUH C MPOAYKIMEH, B OTHOIIEHUH KOTOPOH MOJIyYeHa MPETCH3US;
f) onpenenennst HEOOXOIUMOCTH UHUITUUPOBATH KOPPEKITUU WIIH KOPPEKTUPYIOITUE TCHCTBUS.

Ecim kakas-nubo mpereH3uss He Oblla pacciefoBaHa, TO OOOCHOBaHHME JOJDKHO OBITh
JOKYMEHTHpOBaHO. Jlo0ass KOppeKiuss WIM KOPPEeKTHpYIollee JeHCTBUE B  pe3yJibTaTe
paccMOTpeHHs MPETeH3UU JOJKHBI OBITh JOKYMEHTHpOBaHbl. Eciu mpoBeneHHOE pacciiefioBaHue
MOKa3ajao, 4YTO NPUYMHOW TMPETeH3UH SBWIACH JEATEJbHOCTh BHE OpraHU3alMM, JOJKEH
OCYLIECTBIIATECS OOMEH COOTBETCTBYIOIIEH HHpoOpManueil Mexay OpraHuzanveid W BHEUIHEH
CTOPOHOM.

3anucu Mo pacCMOTPEHHIO TPETEH3UN JOJKHBI TTOICPKUBATHCS B pabodyem coctosiauu (4.2.5).

8.2.3 OT4eTHOCTH B pPeryJiMpyoume Opraibl

Eciu npumenumsble peryiaupytonie TpeGoBaHHs 0O0SA3bIBAIOT YBEAOMIISITH O TMPETEH3HUSX,
COOTBETCTBYIOIIUX YCTAHOBJICHHBIM KPHUTEPHUSM OTYETHOCTU O HEOIArompUSATHBIX COOBITUSX WM
BBIITYCKE MOSICHUTEIBHOTO YBEJIOMIIEHHS, OPTaHU3aLMs JOJKHA JIOKYMEHTHPOBATh IPOLELYPbI s
YBEJIOMJIEHHS] COOTBETCTBYIOIIMX PETYIUPYIOIINX OPraHOB.

3anucu, CBSI3aHHBIE C OTYETHOCTBIO B PErYJUPYIOIIME OpraHbl, AOKHBI NOIIEPKHBATHCA B
pabouem cocrosiHuu (4.2.5).

8.2.4 BuyTpeHHuii ayaut

OpFaHI/ISaHI/IS{ AO0JDKHAa HOPOBOJAWUTH BHYTPCHHHUC ayAWUTHBI 4YCPEC3 3allJITAaHUPOBAHHBIC HHTCPBAJIBI C
HEJIBK0 YCTAHOBJICHUSA TOI'0, YTO CUCTEMA MCHCIPKMCHTA Ka4CCTBA:

a) COOTBETCTBYET 3alJTAHUPOBAHHBIM U JIOKYMEHTHPOBAaHHBIM MEpPONPUATHSAM, TPEOOBAHUIM
HACTOALIET0 CTaHJgapTa, TPeOOBaHUSAM K CHUCTEME MEHEI)KMEHTa KadecTBa, pa3padOTaHHBIM
OpraHusanueil, 1 I(PUMEHUMBIM PEryJIHpPYIOIIMM TPEeOOBaHUAM;

b) BHEApEHA PE3yIbTATUBHO U TOIJIEPKUBACTCS B paO0YEM COCTOSIHHH.

OpFaHI/ISaHI/IS{ JOJDKHa JOKYMCHTHPOBATH MNpPOHCAYPY, ONPCACIAIOIIYI0O OTBCTCTBCHHOCTH U
Tpe6OBaHI/I$I K INTAaHUPOBAHHWIO U MTPOBECACHUIO ayJUTOB, 3allUCAM U OTUCTAM O PE3YyJIbTaTax ayauTa.

[TporpaMMa ayAuTOB J10JKHA TUIAHUPOBATHCS C YUETOM CTaTyca U BaXKHOCTH IIPOLECCOB U 00JacTH
ayJiuTa, a TaKXKe pe3yJIbTaToB MpeAbLAYINX ayauToB. Kputepuu, 06acTe NpuMeHeHus], YacToTa U
METOJIbl ay/JUTOB JIOJDKHBI OBITH ONpesAeNieHbl U 3apeructpupoBasbl (4.2.5). Beibop aynuTopoB u
IPOBEJICHUE ayAMTOB JOJKHBI 00ecrneyuBaTh OOBEKTUBHOCTh M OECHPUCTPACTHOCTH Ipolecca
ayauTa. AyJIUuTOphI HE JIOJDKHBI IPOBEPATH CBOKO COOCTBEHHYIO padoTy.

3anucu B OTHOIICHWW ayJAWTOB M WX PE3yJbTaTOB, BKIIOYas HACHTH(PUKAIMIO MPOIECCOB U
obyacTell ayauTa, a TaK)Ke BBIBOJIOB IO ayJIUTY, JOJDKHBI MOJICPKUBATHCS B pabOUYeM COCTOSHUU
(4.2.5).

PykoBoicTBO, OTBETCTBEHHOE 3a IpOBEpsieMble 00JACTH JEATEIBLHOCTH, JOKHO 00ecreuuBaTh,
4yTOOBI JII0ObIE HEOOXOMMbIE KOPPEKIMH W KOPPEKTHPYIOIIME AEUCTBUS NpEANpUHUMAINCH Oe3
U3JIUIIHEH OTCPOYKHM JJIsi yCTpaHEHHs OOHApyXEHHbIX HECOOTBETCTBUM M HX NPUYHUH.
[Tocnenyromue OeHCTBUS JOJDKHBI BKJIIOYATh BEPUPHUKALUIO NPEIIPUHATHIX MEp M OTYET O
pe3ynbTarax BepuUKalnu.
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[Tpumeuanue - JlononHuTenbHy0 HHMOpMaLnio MoxkHo Haiitu B ISO 19011.

8.2.5 MOHMTOpPHHI ¥ U3MEpeHne MPOLECCOB

Opranu3zanys 10JKHA TPUMEHATDH MOAXOASIINE METO/Ibl MOHUTOPUHTIA U, €CJIU 3TO 11eJIeco00pasHo,
M3MEPEHUS MPOIIECCOB CUCTEMbI MEHEKMEHTA KauecTBa. DTH METOJIbl TOJIKHBI JEMOHCTPUPOBATh
CIIOCOOHOCTh TPOILIECCOB JIOCTHraTh 3allVIaHMPOBAHHBIX pe3yJbTaToB. Eciu 3amiaHupoBaHHBIE
pe3ynbTaTthl HE JOCTUTHYTHI, JOJDKHBI MPEIIPUHUMATHCA KOPPEKUUH U KOPPEKTUPYIOIIKE
NENCTBUS, €CIIN 3TO 11€JIECO00pasHoO.

8.2.6 MOHMTOPHHI ¥ U3MEpPeHUe MPOAYKINH

Opranuszanys J10JKHA MPOBOJAWTh MOHUTOPUHI M U3MEPEHUE XapAKTEPUCTHK MPOAYKIMH C LEJIbIO
BepU(pUKALUU  COOTBETCTBHUSI MPOAYKIMH YCTAaHOBJIEHHBIM TpPeOOBaHUSAM. OITO  JIOJKHO
OCYILECTBIISATECSI HA COOTBETCTBYIOIIMX CTAAUAX IMPOLECCOB XU3HEHHOI'O LMKJIA NPOAYKIHH U B
COOTBETCTBMM  C  3AIUIAHUPOBAHHBIMM WU JOKYMEHTUPOBAHHBIMM  MEPONPUATUSAMU U
JIOKyMEHTUPOBaHHBIMU MPOLEAYPAMU.

CBuzerenbcTBa COOTBETCTBUSL KPUTEPHUSIM TPUEMKU JIOJDKHBI TOJJICPKUBAThCS B pabouem
COCTOSTHUM. 3amMCH JIOJKHBI yKa3bIBaTh JIMLO, CAHKIIMOHUPOBABIIEE BBITYCK Hpoaykuuu (4.2.5).
Ecnu nenecoodpasHo, 3amucH JOJKHBI UAEHTU(QUIMPOBATh 000PYA0BaHKUE, HCIIOJIB30BAaHHOE JUIS
U3MEPEHUM.

Beinyck npoaykuuu u oOCIyXKHUBaHUE HE JIOJDKHBI OCYLIECTBIIATHCS IO YCHEIIHOTO 3aBEpIICHUS
3aIIAHUPOBAHHBIX U JOKYMEHTUPOBAHHBIX MEPOIIPUATHMN.

Jns MMIUTAaHTUPYEMBIX MEIMIIMHCKUX M3JEIUA OpraHu3amnus JOJDKHA BECTH 3aluCh 110
UAeHTU(UKAIIMY TIEPCOHANIA, TIPOBOISIIETO JTFOOBIC BUIBI KOHTPOJIS MJIH UCTIBITAHHM.

8.3. YnpaBieHue HeCOOTBETCTBYIOLIEH MPOAYKIMEH

8.3.1 O0mme moJ1o:KeHUus

Opranuzanus 10JkKHa o0ecneynBaTh, YTOObI IPOAYKIIHS, KOTOpas HE COOTBETCTBYET TPeOOBaHUSM,
Oblla uIeHTU(GUIUpPOBAHA W YNPABIUIACh C LEIbI0 MPEIOTBPALEHUS HENpeIHAMEPEHHOro
UCIONb30BAaHUsl WM  mocTaBku. OpraHuzanus JOJDKHA — JIOKyMEHTHpPOBaTh  MPOILERypy,
OTIPECIISAIONLYI0 CPECTBA YIIPABJICHUS, COOTBETCTBYIOIINE OTBETCTBEHHOCTh M IOJTHOMOYHUS IS
uAeHTU(DUKAIIH, JIOKYMEHTUPOBAHUS, OTJIEJICHNUS, OLICHHUBAHUS u pa3MenieHus
HECOOTBETCTBYIOIIECH MPOTYKIIUH.

OneHMBaHUE HECOOTBETCTBUU JIOJDKHO BKJIIOYATh OMNpPEACIICHHE HEOOXOIMMOCTH MPOBEIACHUS
paccieoBaHUsT W yBEJOMJICHHMSI KaKOW-TMOO BHEIIHEH CTOPOHBI, OTBETCTBEHHOW 3a
HECOOTBETCTBHE.

3anucu 0 XapakTepe HECOOTBETCTBUH M JIFOOBIX TMOCIEAYIONUX TPEANPUHSITHIX JEHCTBUSX,
BKJTIOYAasi OIICHUBAHUE, JII0O0OE paccieloBaHne U 000CHOBAHKE PEIICHUH, TOJKHBI TOIEPKUBATHCS
B paboueM cocTostHuH (4.2.5).
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8.3.2 JleiicTBUS B OTHOILLICHMH HECOOTBETCTBYIOLIEH POAYKIIMH,
00HAPYKEHHOH /10 MOCTABKH

Opranuszanys JOJDKHA MOCTYNaTh C HECOOTBETCTBYIOIIEH MPOAYKUMEH OJHHMM WIH HECKOJBKUMU
CJICTYIOIHUMH CTIOCO0aMUu:

a) OCYIIECTBIIATH ACHCTBUSA C 1IEIBI0 YCTPAHEHUSI OOHAPYKEHHOTO HECOOTBETCTBHSI;

b) ocymecTBIATh ACHCTBUS C IEIBI0 MPEJOTBPAIICHUS €€ IMEePBOHAYAIBHOTO TMPEIOIaraeéMoro
WCITIOJIb30BAHUS U IPUMEHEHUS;

C) CaHKLMOHHPOBATh €€ HUCI0JIb30BAHUE, BBIITYCK WM MPUEMKY IO pa3pelieHUI0 Ha OTKIOHEHUE OT
YCTaHOBJICHHBIX TPEOOBaHUM.

Opranuzanus JoKHA obOecreyuBaTh, YTOObI NMPUHSATHE HECOOTBETCTBYIOLIEH NPOAYKLUUU MpPH
NOJYYEHUU pa3pelleHUss Ha OTKIOHEHHE MOIJIO OBbITh OCYIIECTBJIEHO TOJBKO B TOM Clly4ae, €CiH
9TO JOIYCKAeTCsl PEryJIUpYyIOIIUMUA TpeOOBaHUSIMH. 3aluCh O TNPUHATHU pas3pelieHus Ha
OTKJIOHEHHE U UACHTU(DUKAINY JINLA, CAHKIIMOHUPOBABLIETO pa3pellieHue Ha OTKIOHEHHE, TOJIKHBI
MOJIIePKUBATHCS B paboueM coctosiHuu (4.2.5).

8.3.3 /leiicTBUS B OTHOILLICHMH HECOOTBETCTBYIOLLEH NPOAYKIIMH,
00HApPYKeHHOH MOCJIe MOCTABKHU

Ecmu HCCOOTBETCTBYIOIIAsA HPOAYKIHMA BBIABJICHA II0CJIC IMOCTABKHM MWW Hadalla NPUMCHCHHA,
opraHu3anusa JOJIDXKHA MMPCAIPHUHATD HGfICTBI/I?I, COOTBCTCTBYIOIIIHE OCICACTBUAM niIn
INOTCHIIMAJIBHBIM ITOCJICACTBHUAM HECOOTBETCTBUS.

3anucu NpeanpuHATHIX TEHCTBHH TOJDKHBI TIOIJIEP)KUBATHCS B paboueM cocTostHuH (4.2.5).

Opranuszanys I0JKHA JOKYMEHTHPOBAaTh MPOLEAYPbl BBIIYCKAa W NPUMEHEHMS NOSICHUTEIbHBIX
YBEJAOMJICHUH B COOTBETCTBUU C MPUMEHUMBIMU PETYIHPYIOMIUMH TPEOOBAHUAMU. DTH MPOLIETypPbI
JTOJIKHBI OBITh TOTOBBI K BBEJICHUIO B ICWCTBHE B JII000€ BpEMs.

3anucu ACHCTBUHN O BBIMYCKY MOSCHUTEIBHBIX YBEIOMJICHUHN JOJIKHBI MTOJICPKUBATHCS B pabouemM
coctostHUH (4.2.5).

8.3.4 Ilepenenka

Opranuszanys JIOJDKHA BBITIOJHATh TEPEACIKY B COOTBETCTBHM C JIOKYMEHTHPOBAaHHBIMU
mpoleaypamMu, TMPUHUMAsT BO BHUMAHHWE TMOTCHIMAJIbHBICE HEXKENIATEIbHBIC IOCICACTBUS
BO3JICUCTBUS TIEPEICITKH HA MPOTYKIIHIO.

DTH NPOTEAYPHI TOJDKHBI IPOUTH TOT K€ aHAJU3 U 0JI00pEHHE, KaK U TepBOHAYAIbHBIC TTPOIICTYPHI.

[Tocne 3aBeprieHus TEpeACNKH TPOAYKIMSA JTOJDKHA OBbITh BepU(UIIMPOBAHA HA COOTBETCTBHE
MPUMEHUMBIM KPUTEPHUSAM MPUEMKH U PETYIUPYIOLIUM TPEOOBAHUSIM.

3anucu o nepeesKe J0HKHBI MOAICPKUBATHCS B pabodeM cocTosiHuu (4.2.5).

8.4. AHau3 JaHHBIX
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Opranuzanus J0JDKHA JOKYMEHTHUPOBaTh IpOLEAYphl —OINpejaeNieHus, cbopa U aHaIM3a
COOTBETCTBYIOIIUX JAHHBIX JJIS JIEMOHCTPAIIMU MPUTOTHOCTH, aJ€KBATHOCTH U PE3YyJIbTaTUBHOCTH
CHUCTEMBI MEHEPKMEHTA KaueCTBa.

Ot mnmpoucaypbl JOJDKHBI BKIIOYATh OHNPCACICHUC MOAXOAAIHNX METOAJOB aHalin3a, B TOM YHCIIC
CTaTUCTHYCCKHNE METOObI U 00J1aCTh UX IIPUMCHCHUA.

JlaHHble TOJKHBI BKJIIOYATh HH(OPMALIHIO, OTYYEHHYIO B pe3yJibTaTe MOHUTOPUHTA U U3MEPEHUS,
a TaK)K€ U U3 JIPYTUX COOTBETCTBYIOIINX UCTOYHHUKOB, BKJIFOUAsl, [0 MEHBIIEH MEpPE, TaHHBIE:

a) oOpaTHOM CBSI3H;
b) cooTBeTCTBUS TPEOOBAHUAM K IPOAYKIIHMH;

C) XapakTepHCTUKaM M TEHACHLHUSM TMPOLECCOB U MPOMYKUMH, BKIIOYas BO3MOXHOCTH IIO
YIIYULIEHHIO;

d) mocraBukam;
€) ayiuTam;
f) oTyeTam Mo TEXHUYECKOMY OOCITY>KUBAHHIO, €CITH 11€J1eCO00pa3HoO.

Ecnu ananu3 JaHHBIX yKa3plBa€T Ha TO, YTO CHCTEMA MEHEI)KMEHTA KayeCcTBa HE SIBISETCS
IIPUTOJHOM, aJIeKBAaTHOM WJIH PEe3yJbTaTUBHOM, OpraHU3allMsl JIOJDKHA HCIIOJIb30BATH 3TOT aHAJIM3
KAK BXOJIHBIE JJAHHBIE JUISl YIYyUYLIEHUs B COOTBETCTBUH C 8.5.

3anucu pe3ysIbTaTOB aHaIu3a JJAHHBIX JIOJDKHBI TIOIIEPKUBATLCS B paboueM cocTostHuM (4.2.5).
8.5. Yayuymenue

8.5.1 O0mme moJ1o:KeHUus

OpFaHI/ISaHI/IS{ JOJIKHA I/I)IGHTI/I(bI/IHI/IpOBaTI) 158 OCYH_[eCTBJ'UITI) J'[IO6I)IG U3MCHCHNA, H@O6XO,ZII/IMI>I€ JJISL
066CH€'~IGHI/I${ 158 nozmepmaHI/m HOCTOHHHOP'I HpI/II‘OI[HOCTI/I, AACKBATHOCTU U peByanaTI/IBHOCTI/I
CHCTEMblI MCHCIXMCHTA KadyeCTBa, a TaKXC 66301’[aCHOCTI/I 158 q)YHKI_[I/IOHaJ'II)HBIX XapaKTepI/ICTI/IK
MEAUIMHCKUX W3JEJIUNA, MCMOJib3ys MOJMTUKY B O0JacTH KayecTBa, Ledu B 00JacTH KayecTBa,
pe3yabTaThl ayJUTOB, TMOCIEMPOJIAXXKHOTO HAOJIOJCHHS, aHAIM3a JaHHBIX, KOPPEKTUPYIOUIUX H
NpeaynpexaaonX JSUCTBUNA U aHAJIN3a CO CTOPOHBI PyKOBOJICTBA.

8.5.2 KoppexTupywmmue n1eicTBus

Opranuszanys JOJDKHA NPEAIPUHUMATh JEHCTBHS C LIEJIBI0 YCTPAHEHHs NPUYUH HECOOTBETCTBUUI
JUISL TIpEAyNPEXKICHHs] TIOBTOPHOTO UX BO3HUKHOBEHMs. JIt0Oble HEOOXOAMMBIE KOPPEKTUPYIOLIUE
JNENCTBUS JTOJDKHBI OBITh MPUHATHI 0e3 HeoOOCHOBaHHOM 3aaepxkku. KoppekTupytomnye neicTBus
JIOJIKHBI OBITH POMOPIMOHATIBHBI TOCIEACTBHUSIM BBISBIEHHBIX HECOOTBETCTBHIA.

Opranu3anys J10JDKHA JOKYMEHTHPOBATH MPOIEAYPY sl OpeieiieHus: TpeOOBaHMIA K:
a) aHaJIM3y HECOOTBETCTBUH (BKJIIOYAs IPETEH3UN);

b) ycTaHOBIEHUIO MPUYNH HECOOTBETCTBUIA;
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C) OLICHMBAHUIO HEOOXOUMOCTH JICUCTBUH, UTOOBI N30€KaTh MOBTOPEHHS HECOOTBETCTBHIA;

d) mIaHUpOBaHWIO M JIOKYMEHTHPOBAHUIO HEOOXOAMMBIX JEUCTBUH M HX OCYIICCTBICHHIO,
BKJIIOYAsl, €CIIU 11eJIeCO00pa3HO, aKTyalIu3aluio JOKYMEHTAIlUY;

€) Bepu(uKauu TOTo, YTO KOPPEKTHPYIONIME JTCUCTBUS HE OKA3bIBAIOT HETATUBHOTO BJIUSHUS Ha
COOTBETCTBUE PETYJIUPYIOIIMM TpeOOBaHMSIM, a Takke Ha 0e30macHOCTh W (PYHKIIMOHAIbHBIC
XapPaKTEPUCTUKHA MEIUIIMHCKOTO U3JICITHS;

f) ananu3y pe3ynbTaTUBHOCTU MPEANPUHIATHIX KOPPEKTUPYIOMIMX JACHCTBUM.

3amucu  pe3ysNbTaToB  JIIOOOTO — paccielOBaHWs W TPEANPHHATHIX  JCHCTBUHA  JOJDKHBI
MOJIIePKUBATHCS B paboueM coctosiHuu (4.2.5).

8.5.3 lIpexynpexnarommue 1eicTBUS

Opranuzanust JTOJbKHA OINPENeTUTh JEWCTBUSA C IEJIbI0 YCTPAHECHHS MNPUYMH IMOTECHIIMAIbHBIX
HECOOTBETCTBUM JUIsl MPENYyNpEexICHUs WX MosBieHud. [Ipeaynpexparomye ACHCTBUS TOKHBI
OBITH MMPOTIOPIIMOHATBHBI IMTOCIICACTBUSAM MOTEHITHATBHBIX TTPOOIIEM.

Opranuzanys J0/HKHA JOKYMEHTHPOBATh MPOIEAYPY, YCTaHABIMBAIONIYIO TPEOOBAHUS K:
a) ONPEJICIICHHUIO MOTCHITMAILHBIX HECOOTBETCTBUI M UX IPUYHH;
b) olleHUBaHUIO HEOOXOAMMOCTH JICUCTBHH C HEJBIO MPEIYyIPEKICHUS MOSBICHNUS HECOOTBETCTBUIA;

C) TUTAHUPOBAHUIO M JIOKYMEHTUPOBAHUIO HEOOXOIUMBIX JICUCTBHM M UX OCYIIECTBICHUIO, BKITIOYAs,
ecJy 1enecoo0pa3Ho, akTyalIu3aluio J0KyMEHTAlUH;

d) Bepudukanuu TOro, YyTO AEWUCTBUS HE OKA3bIBAIOT HEraTHBHOIO BIIMSHUS Ha COOTBETCTBHE
peryiupyronmM TpeOoBaHUSIM, a TakKe Ha 0e30MacHOCTh M (PYHKIMOHAIbHBIE XapaKTEPUCTUKU
MEJIULINHCKOTO U3/ENHNS;

€) aHAJIM3y Pe3yJIbTaTUBHOCTH MPEANPUHSATHIX MPEIyIPEKIAIOMNX ACHCTBUHN, €CIIH 11e51ecO00pasHo.

3anucu pe3ysIbTaToB JIIOOBIX paccie0BaHUN U MIPEANPUHSTHIX JCUCTBUN JOJKHBI MOIJEPKUBATHCS
B paboueM cocTostHuH (4.2.5).

lpunoscenue A

(cnpasounoe)

CPABHEHHUE COAEPKAHMUS ISO 13485:2003 1 ISO
13485:2016

B tabnuue A.1 npuBenena uH@opmalys 0 BHECEHHBIX M3MEHEHUsX B Hactosimui cranaapt (ISO
13485:2016) no cpaBuenuro ¢ npeasiaynmm uzganueM (ISO 13485:2003).

Tabnuya A. 1
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ITynkrser [SO KoMmMmeHTapun K M3MEHEHHSIM IO CPAaBHEHHIO C MPEIbIIYLIUM
13485:2016 uzganueM (ISO 13485:2003)
Benenue Pa3bsCHsET 3HAUCHHUE TPETHEr0 W3/IAHMS HACTOSILIETO CTaH1apTa
OO6111e TOJI0KEHUs BiurouaeT B ce0s 3HAUUTENIBHO O0JIblIe MOJPOOHOCTEH, CBSI3aHHBIX

C 0COOCHHOCTSIMH OpraHu3alnii, OXBaThIBAEMbIX TPEOOBAaHUSIMU
HACTOAILET0 CTaHIapTa, B TOM YHCIIE IO CTAAMSIM KU3HEHHOTO
KA.

OOBbsICHSIET, UTO TPeOOBAHUS CTaHAAPTA MOTYT OBITH IPUMEHEHBI
[MOCTaBIIMKAMU WM IPYTMMH BHEITHUMU CTOPOHAMU 100POBOJIEHO
1100 B COOTBETCTBUH C TPEOOBAaHUSIMU KOHTPAKTA.

BxurouaeT 00s3aTeabCTBa OpraHu3aluii B paMKax CUCTEMbI
MEHEI)KMEHTa KauecTBa IPUMEHSTh peryIupyromye TpeOoBaHusl.
HHpopMupyeTr opranuszaiiiy 0 pa3indusix B CUCTEMax
[peryIMpoBaHus U UX 00S3aHHOCTH ITOHUMATh, KaK 3TU TpeOOBaHUS
OyIyT BIUSTH HA UX CUCTEMY MEHE/KMEHTa KauecTBa.

J[o6aBiisieT 0053aTeIbCTBO YAOBIETBOPSATH COOCTBEHHBIM
TpeOOBaHUSAM K CUCTEME MEHE/PKMEHTa KauecTBa.

Y cTaHaBIMBaeT akIIEHT HAa HEOOXOAMMOCTH "y/10BIETBOPEHUS
TpeOOoBaHUS OTPEOUTENSI U TPUMEHUMBIX PETYJIUPYIOIINUX
TpeOoBaHUIl K 00ecrieueHn0 6€30MacHOCTH U (PYHKIIMOHAIBHBIX
XapaKTEPUCTHUK'.

[TonuepkuBaeT, YTo TpeOOBaHUS K MPOAYKIIUU, KOTOPBIE CBSA3AHBI C
oOecrieueHreM 0e30MacHOCTH U (PyHKIIMOHAJIBHBIX XapaKTEPUCTHK,
SIBJISIFOTCS. BAKHBIMH.

J/loGaBmsieT 1Ba (hakTOpa BAUSHUS HA PUPOY CUCTEMBI
MEHEI)KMEHTa KauecTBa, KOTOpbIe HE ObUIM B IEPBOHAYAILHOM
M3IaHUM (OpraHU3allMOHHAs Cpella U PeryJupyoue TpeboBaHus).
'Y TouHsIeT, 4TO OpraHu3alus He 00si3aHa IPUBOJUTH CBOIO
TOKYMEHTAIMIO B COOTBETCTBUU CO CTPYKTYpPOIl HACTOSILIErO
cTaHjgapTa

PaszbscHenue nouatuil  |[/{oOaBnsieT 1Ba JOMOTHUTEIbHBIX KPUTEPHS, CBSI3AHHBIX C
peryIMpyOIUMH TPeOOBaHUSIMHU:

- CoOuro/ieHre peryupyronux TpeOOBaHHI;

- TpeGoBanus1, HEOOXOAMMBIE JIJIs1 OCYIIECTBICHUS MEHEKMEHTA
puCKa.

OnpenenseT npeaeibl IPUMEHEHUs TepMHUHA "pUCK" OTHOCUTEIBLHO
oOecrieyeHnst 0€30MacCHOCTH U (PYHKIIMOHAIBHBIX XapaKTEPUCTHK
MEAUIIMHCKOTO U3JIEHsI U B LIEJISIX COOTBETCTBUS
peryIMpyoMKUM TpeOOBaHUSIM.

Pa3bscHsET, 4UTO TEPMUH "JOKYMEHTUPOBaHO" BKIIOUAET B ce0s
HEO00XO0JUMOCTDb CO3aHMsI, BHEPEHUS U TOIICPKAHUSI.
Pa3bscHsET, 4TO TEPMUH "TIPOAYKIMA" OTHOCUTCS K pe3ysbTaTam,
KOTOpBIE MTpeIHa3HAYEHBI U1 TOTPEOUTENs WK UM 3aTpeOOBaHbI,
WU TIPEJICTABIISIOT COOO0M 3aJaHHBIN pe3yIbTaT B MPOIIECCe
[IPOM3BOJICTBA MPOAYKLIUHU

[TpoueccHbld monxon  [Pacimupsier 00bsICHEHUS! TPOIECCHOTO MOIX0a

Cas3b ¢ [SO 9001 Onpenesnsier csa3b Mexay ISO 13485:2016 u ISO 9001.
'YKa3bIBaeT, 4To CTPYKTypHas B3auMocBsA3b Mexay [SO 13485:2016
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u ISO 9001:2015 Oyzaer npuBeneHa B mpuiiokeHuu B.

VICKITI0UE€HO UCTOJIb30BAHUE KypCUBa TEKCTA B CTAHAPTE JUIS
0003HaUYeHMst n3MeHeHui 1o cpaHeHuto ¢ SO 9001:2008

1 O6nacTe mpuMeHeHUs Y Ka3bIBaeT MPUMEHUMOCTh HACTOSIIETO CTaHAapTa JIs
OpraHu3aIfil, KOTOPHIC YYaCTBYIOT B OJJHOU MJIU HECKOIBKHUX
CTaguAX KU3HEHHOIO IIUKJIa MEAUIIMHCKOTO U3]IEIIHS.

'YKa3bIBaeT, 4YTO HACTOSIIINI CTAaHIAPT MOXKET TaKKe ObITh
MCITO0JIH30BaH MOCTABITUKAMH WJIM BHEITHUMH CTOPOHAMH, KOTOPBIC
MOCTABJISIOT MPOAYKIIMIO U CBA3AaHHBIC C CUCTEMOW MEHEKMEHTA
KaueCcTBa OPTaHM3aIlMi yCIIYTH TAKUM OPTraHU3aIUsIM.
OrnpeensieT 0TBETCTBEHHOCTh OPTaHU3aIlMN 32 MOHUTOPHHT,
Mo//iepKaHue B pabodeM COCTOSIHUM U YIIPABJICHUE MPOIECCAMH,
repeaHHBIMKA Ha CTOPOHY.

Pacvpsier TpeboBaHMsI, KOTOPbIE MOTYT ObITh HE TPUMEHHUMBI K
TOW JIM UHOM JIEATEIIbHOCTH B COOTBETCTBUU C ITyHKTaMH 6 U 8.
Pa3bscHseT, 4TO TEPMUH "perynupyromne TpedoBaHus" BKIIOYAET
B ce0s1 3aKOHOJIaTeIbHBIC aKThI (HapuMep, 3aKOHBI, MOJ[3aKOHHBIC
AKTBI, IPEMUCAHNS M TIUPEKTUBBI) U OTPAaHUIMBALT chepy
MpUMEHEHUs "peryaupyonmx TpedboBaHuii" TOJIBKO K CCTEME
MEHEKMEHTA KauecTBa, a TAK)Ke 00eCIIeUYeHHI0 0€30aCHOCTH HJIN
(YyHKIIMOHATBHBIX XapaKTEPUCTUK METUITUHCKOTO W3JICIIHS

3 TepMuHBI U /l00aBI€HO HECKOJIBKO HOBBIX OIpPEIEICHUIA U YTOUHEHbI
ONpeACIICHUs HEKOTOPBIE CYIIECTBYIOIINE ONPEACIICHUS

4 Cucrema /loGaBieHbl TpeOOBaHMSI K IOKYMEHTHPOBAHHUIO potH(eil)
MEHEI)KMEHTa OpraHu3aly.

KauecTBa /loGaBieHbl TpeOOBaHMSI K OIPEIETICHHUIO MPOIIECCOB "'C yUeTOM

4.1 O0uue TpeboBaHus |[posu(eil), OCyIeCTBIIeMbIe OpraHu3aiuei’.

/loGaBieHo TpeboBaHMe "IPUMEHSATh PUCK-OPHUEHTUPOBAHHBIN
MOJIX0/] K YNIPaBJICHUIO COOTBETCTBYIOLIUMHU MPOIIECCAMU,
HEOOXOJUMBIMU U CUCTEMbI MEHEIPKMEHTA KauecTBa'.
/loGaBieHbl TpeOOBaHMSI, OTHOCSIINECS K U3MEHEHHSIM B
nporeccax.

{o6aByieHb! TpeOOBaHMSI, OTHOCSIIIMECS K BAJIUIAIIAN TPUMEHEHUS
KOMIIBIOTEPHOI'O MTPOrPaMMHOT0 O0eCTieueHusl, UCIO0Ib3yEeMOro B
CHUCTEME MEHE/PKMEHTa KayecTBa

4.2 TpeboBanust k BxurodaeT B ce0s mpoliecc yrpaBieHUs 3alUCSIMU B paMKax
TOKYMEHTallu1 TpeOOBaHUIl K YIIPaBJICHUIO JOKYMEHTalLlUEH.

OrnpeJeneH nepeueHb JOKYMEHTOB, KOTOPbIE JOJIKHBI ObITh
BKJIIOUEHBI B (Daiiy1 MEIULIMHCKOTO U3IEIIHUS.

BxuroueHo TpeboBaHNE OTHOCUTENIBHO 3alllUThI
KOH(UICHIIMAIBLHON MepcoHaIbHONU HHPOpMaLUK.

/lo6aByieHO HOBOE TpeOOBaHUE MO CPOKAM XPaHEHUS 3aIKCei

5.6 AHanu3 co cTopoHbl (BiroueHbl TpeOOBaHUS K JOKYMEHTUPOBAHUIO MPOLIEYPHI JUIs
[PYKOBOJCTBA aHaJIM3a CO CTOPOHBI PYKOBOJICTBA M TpeOOBaHUS AJIs IPOBEACHUS
QHaJIM3a CO CTOPOHBI PYKOBOJICTBA B 3aIUIAHUPOBAHHbBIE HHTEPBAJIbI
B COOTBETCTBUU C JOKYyMEHTUPOBAHHOM MPOIEAYyPOH.

PacimpeH nepedeHb BXOJIHBIX M BBIXOIHBIX JIAHHBIX IS aHATTH3a
CO CTOPOHBI PYKOBOJICTBA
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6.2 YestoBeueckue
[pecypchl

Br1roueHoO HOBOE TpeOOBaHME 110 JOKYMEHTHPOBAHHUIO ITPOIIECCOB
y()TaHOBJ'IeHI/Iﬂ KOMIICTCHTHOCTHU HepCOHaJ'Ia, HpOBG}IeHI/Iﬂ
00y4eHus1, o0ecrieueHrs OCBEIOMJIICHHOCTH TIepCOHAJIa

6.3 Uudpactpykrypa

/loGaBieHbl TpeboBaHUS K MHPPACTPYKTYpe Ui IPEIOTBPALLECHUS
MepenyThIBAHUS MPOIYKIMU U 00eCTIedeH s Ha JIeKaIero
0OpaIeHus ¢ MPOTyKIIUCH.

B nepeueHb BCIIOMOraTeabHBIX YCIYT 100aBlieHa
"uHdopmMaloHHas cucrema'

6.4 [IponsBoACTBEHHAs
cpella ¥ KOHTPOJIb
3arpsA3HeHus

JloOaBiieHBI TPEOOBAHMS K JOKYMEHTHPOBAHUIO TIPOU3BOICTBEHHON
Cpenpbl.

/loGaBieHbl TpeOOBaHMSI, CBA3aHHBIE C KOHTPOJIEM 3arps3HEHUS
MUKPOQIIOPHI U 3arPsS3HEHUS] MEIIKOIMCTICPHBIMU YACTHIIAMH TSI
CTEPWJIBHBIX MEIUIIMHCKUAX M3JICTHN

7.1 IlnanupoBanue
[POLIECCOB JKU3HEHHOT O
[MKJIa TPOTYKLIUU

JlonomHuTEIEHBIC TPEOOBaHUS JOOABIICHBI B TIEPEUYHCIICHNE

7.2 IIpouecchl, JlononmauTEIEHBIE TPEOOBAHUS JOOABIICHBI B TIEPEUUCIICHHUE.
CBSI3aHHBIE C J/loGaBieHbl TpeOOBaHUS K MOIEPKAHUIO CBSI3U C
noTpedUTeIIMU Er'yYIUPYIOUIMMY OpraHaMu

7.3.2 [lmanupoBaHue
MPOCKTHUPOBAHUS U
pa3paboTKu

JlonomHuTEILHBIE TPEOOBaHUS JOOABIICHBI B TIEPEUUCIICHHUE.

VckiroueHbl TpeOOBaHMS, CBI3aHHBIC CO B3aMMOJICHCTBHEM MEXTY

[Pa3IMYHBIMU TPYTIIaMH, YUYACTBYIOIIMMH B MPOESKTUPOBAHUU U
a3paboTKe

7.3.3 BxoaHbIe TaHHbBIE
LTSI IPOCKTHPOBAHMS U
a3pabOTKH

JlononmauTeIbHBIE TPEOOBaHUS JOOABIICHBI B TIEPEUHCIICHHUE.
OrnpeneneHo, uTo TpeOOBaHUs JOKHBI ObITh BEpUPUIIUPYEMBIMU
WM BAJTUANPYEMBIMU

7.3.5 AHanu3 NpoeKTa u
a3pabOoTKH

J06aByieHBI TOAPOOHOCTH COACPIKAHUS 3aTTUCEH

7.3.6 Bepudukanus
MPOEKTa U pa3paboTKu

/loGaBieHb! TpeGOBaHMs sl TOKyMEHTHUPOBAHUS IJIAHOB
BepUpUKaluy, BKIOYast TpeOoBaHus K Bepuukauuu uHTepgeiica.
J/loGaBieHbl TpeOOBaHMSI K 3aMCSIM BepudUKaIu

7.3.7 Bammpamus
MPOEKTa U pa3paboTKu

/loGaBieHb! TpeGoBaHMS ISl TOKYyMEHTHUPOBAaHUS IJIAHOB
BaJIMIalliu, BKJIIOYasi TpeOOBaHUS K BaluAalMU HHTEpdeiica.
00aBJICHBI TPEOOBAHMS JIJIsl 3AMMCEI BATMIAIINH

7.3.8 Ilepenaua mpoekra
1 pa3pabOTKH

/loGaBJieH HOBBIM MOAITYHKT

7.3.9 Ynpasienue
N3MCHCHUSAMU IIPOCKTA
1 pa3pabOTKu

Jlo6aByieHo TpeOOBaHKE O BKIIFOUCHHUH OLICHKH BIIMSHUS N3MEHEHUH
Ha COCTaBHBIE YACTH U3/I€TIHUI U YK€ MMOCTABICHHYIO MPOAYKIIHIO.
/loGaBieHbl TOAPOOHOCTH O UACHTU(PUKAIUN U aHATU3Y
M3MEHEHU

7.3.10 daiinsl
MPOCKTUPOBAHUS U
a3pabOTKH

/loGaBJieH HOBBIM MOAITYHKT

7.4.1 Iporecc 3aKynok

CrienaHbl aKEHThl HA KPUTEPUH BbIOOpA MOCTaBIUINKA B
3aBUCUMOCTH OT BIIMSIHUSI PE3YJIbTAaTOB ACSITEIBHOCTH ITOCTABIIMKA
Ha Ka4e€CTBO MEIUIIMHCKOTO U3/ENNsl, PUCKH, CB3AHHBIE C
MEIUIIMHCKUM U3JIEJIUEM, a TAKKE COOTBETCTBUE MPOAYKIUHU

PUMEHUMBIM PETYJIUPYIOUIMM TPEOOBAHHUSIM.
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/[o6aByieHBI HOBBIE TPEOOBAHUS, CBSI3aHHBIE C MOHUTOPHUHTOM U
[MOBTOPHOM OIIEHKOU MOCTAaBIIUKOB, a TAK)XKE K JICUCTBUAMM,
KOTOpPBbIE HEOOXOAMMO MPUHATH, KOTIa TPeOOBaHUS K 3aKyIKaM He
OyIyT BBHITIOJHEHHI.

BKi1I0YEHBI TIOTOJHUTEIBHBIE TTOIPOOHOCTH, OTHOCSIITUECS K
COAEPKAHUIO 3aMKCen

7.4.2 Uadpopmanmst mo  |J{o6aBineHo HOBOe TpeOOBaHUE /sl BKIOUCHHSI YBEIOMIICHUH 00
3aKyIKam M3MCHCHUSX B IIOCTABJISICMOU TTPOYKIIHH

7.4.3 Bepudukamus J{06aByieHBI HOBBIE TPEOOBAHUS O IEATEILHOCTH IO KOHTPOJTIO U
3aKyIUICHHOU MepaM, KOTOpPbIe HEOOXOIUMO ITPUHSTH, KOT/Ia OpraHU3aI[uu
MTPOIYKIHH CTAaHOBHTCS MU3BECTHO O KAKUX-THOO H3MEHCHHSIX B 3aKyITaeMOit

IPOTYKIINH

7.5.1 YnpaBienue
IMPONU3BOACTBOM U

/loGaBieHbl NOAPOOHOCTH, CBSI3aHHBIE C yIIPaBICHUEM
IMPONU3BOACTBOM U OKa3aHUA YCIIyT

00CITy )KBAaHUEM

7.5.2 Yucrora JlononHuTENbHBIE TPeOOBaHUS J0OABICHBI B IEPEUUCIICHNE
POAYKIMH

7.5.4 lestensHOCTh MO [/I06aBieHO TpeOOBaHME MO MTPOBEACHUIO aHATN3a 3aUCei
00CITy>KUBaHUIO esITeJIbHOCTH, CBA3aHHOM C 00CITy)KMBaHUEM

7.5.6 Bannnanus JlononHuTenbHBIE TPeOOBaHUSI 10OABIEHBI B IEPEUUCIICHHUE.
MPOIIECCOB /o6aByieHBI TOAPOOHOCTH, OTHOCSIINUECS K JICSITEIIBHOCTH,
[IPOU3BOJICTBA U TpeOytoniei Haauuus Ipoueayp.

00CTyKUBaHUS OnpeneneHo TpedoBaHKUE K BaMAALIMH TPOrPAMMHOTO

00ecIeYeHHsI OTHOCUTEIIBHO PUCKOB, CBS3aHHBIX C TPUMECHEHUEM
MPOrPaMMHOTO 00€CTICUCHHS.
00aBJICHBI TPEOOBAHMSI, OTHOCSIIITUECS K 3aIUCSM 110 BaJTHIAIIHI

7.5.7 CriennapHbBIC
TpeOOBaHUS K
BaJIMJIAIIMN TIPOIIECCOB
CTCpWIIN3ALNYU 1
cucteMam OapbepoB
CTEpHIIBHOCTH

JloGaBiieHb! TpeOOBaHMS Ul CUCTEM 0APbEPOB CTEPUIBHOCTH

7.5.8 Unentudukanus

/o6aByieHbl TpeOOBaHUS ISl YHUKATBLHON UICHTH(PUKAIINH
3ICITIH.

/loGaBieHo TpeOoBaHNE TOKYMEHTUPOBAHUSI TPOLIETYPHBI
UACHTH(DHUKAITIH TPOTYKIIUH, B TOM YHCJIC B OTHOIICHUHN
WIeHTU(UKAIIMY U CTaTyca MPOAYKIIMH B MPOIECCe MPOU3BOJCTBA

7.5.11 Coxpanenue
COOTBETCTBUA

POTYKIIHH

/o6aByieHBI TOAPOOHOCTH IO TOCTUKEHUIO COXPAHHOCTH

8.2.1 O6parHas CcBs3b

lo6aByiena nuadopManus 0 ToM, 4To OOpaTHas CBS3b JTOHKHA
BKITIOYATh COOp JIaHHBIX KaK C MTPOU3BOJICTBA, TAK U ITOCIIE
MIPOJTaXKH.

/loGaBieHo TpeGoBaHKE UCIIOJIb30BAHNS 0OpAaTHOM CBS3H B
nporeccax MEHEeKMEHTA PUCKA M B TEIISIX MTOICPKAHUS
COOTBETCTBUS TPEOOBAHUIN K MPOTYKIIUHI

8.2.2 PaccmoTpenue
[IpETEH3N

/loGaBJieH HOBBIM MOAITYHKT
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8.2.3 OTueTHOCTH B /loGaBJieH HOBBIH MOAITYHKT

eryJIMpYIOIINE OpraHbl
8.2.6 Monutopunr u  |Jlob6asieHo TpedoBaHue MO UAESHTU(PUKALUN 000pYyI0BaHUS,
M3MepeHHe MPOJYKIMHU [MCIIOJIb3YEeMOT0 JJIsl U3MEPEHHM

8.3 Ynpasnenue {o6aByieHbl TOAPOOHOCTH, OTHOCAIINECS K BUAM KOHTPOJIS,
HECOOTBETCTBYIONIEH  |[KOTOPBIC TOJKHBI OBITH IOKYMEHTHPOBAHBI.
MPOAYKIHEH O060011eHbI TpeOOBaHHUS O BKIFOUCHUH MPEANPUHITHIX ACHCTBUN U

000CHOBAHHUS TPUHSITHIX PEIICHU.

/loGaBieHb! TpeOOBaHMsI, OTHOCSALINECS K pa3pelIeHUsIM Ha
OTCTYTUJICHUE.

Paznienensl TpeboOBaHUS K OOHAPYKEHHBIM HECOOTBETCTBUAM IEpe]l
[0CTAaBKOM, 0OHAPYEHHBIM II0CIIE IIOCTABKU U B XOJI€ MePeIEIIKH.
/[o6aByieHO TpeOOBaHME K JJOKYMEHTAIINH, CBI3aHHOE C BbIadei
MOSICHUTEIbHBIX YBEIOMIICHUI

8.4 Ananus3 qaHHEIX lo6aByieHO TpeOGoBaHME 11O OTMPEICTICHUIO U BKIFOYCHHUIO
MOJIXOISIINX METOJIOB, BKJIIOUasi CTATUCTUYECKNE METO/IbI, U
CTENIEHH UX HCIIOIb30BaHUSI.

/{o6aByieHpl TOIPOOHOCTH B NEPEYCHBb BXOIHBIX JTAHHBIX

8.5.2 Koppekrupyrommue |[lo6aBiieno TpeboBaHne 0 HEOOXOIUMOCTH YOESIUTHCS, YTO
enCcTBUS KOPPEKTUPYIOIIKE ICUCTBHUS HE OKA3bIBAIOT HETATUBHOTO BIIHSTHUSI.
/loGaBieHbl TpeOOBaHMs 0 HEOOXOAUMOCTH MPUHSATHUS
KOPPEKTUPYIOMIMX JCHCTBUN 0€3 HeonpaBIaHHOM 3aJePKKI

8.5.3 /o6aByieHO TpeboBaHKE 0 HEOOXOAMMOCTH YOSAUTHCS, UTO
[Tpenynpexparomme [peIyIPexTAFOIINe ICHCTBHS HE OKa3bIBAIOT HETaTHBHOTO
elcTBHS BIIMSTHUSI

Ilpunoswcenue B

(cnpasounoe)

COOTBETCTBHE MEXIY ISO 13485:2016 U ISO
9001:2015

B tabmunax B.1 u B.2 nmpuseneno coorBerctBre Mmexay ISO 13485:2016 u ISO 9001:2015.
Tabnuya B. 1

CooterctBue mexay ISO 13485:2016 u ISO 9001:2015

[Tynkte! ISO 13485:2016  [ITysktsl ISO 9001:2015

1 O6nacth NpyUMeHEHUS 1 O6nacth NpUMEeHEHUS

4.1.1 (06e3 HaumenoBanust) 4.3 Onpenenenue 06J1acTU MPUMEHEHUS CUCTEMBbI
MEHEP)KMEHTa KayecTBa

4 Cucrema meHekMenTa |4 Cpena opraHusanumn

Ka4yecTBa 4.1 [ToHnMaHKe OpraHu3aluy U €€ Cpeibl
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4.2 [lonnmaHnue NoTpeOHOCTEN U 0XKUTAaHUI
3aMHTEPECOBAHHBIX CTOPOH
4.4 Cuctema MEHEDKMEHTA Ka4yeCTBA U €€ ITPOLIECCHI

4.1 O6mue TpeboBaHus

4.4 Cuctema MEHEKMEHTA KauyeCcTBA U €€ MPOLIECChI
8.4 YnpasiieHue nporeccamu, NpoAyKIUENH U yCIIyramH,
IIOCTABJISIEMBIMH BHCHITHUMHU ITOCTaBIIMKAMU

4.2 TpeboBanust k
TOKYMEHTalluu

7.5 JlokymeHTupoBaHHast UH(popmanus

4.2.1 O01Me noJI0XKEHUS

7.5.1 OOmme moNMoKeHU

4.2.2 PykoBOACTBO 110
KaueCTBY

4.3 Onpenenenne 001aCTH MPUMEHEHHS CUCTEMBI
MCHCIPKMCHTA Ka4uCCTBa

4.4 Cuctema MEHEKMEHTA KauyeCTBA U €€ MPOLIECChI
7.5.1 OOmme MoNM0oKEHUS

4.2.3 daitn MEIUITMHCKOTO
W31CTIHs

DKBUBAJICHTHBIN ITYHKT OTCYTCTBYCT

4.2.4 Yrpasnenue 7.5.2 Co3nanue v akTyanu3amus
TOKyMEHTaluen 7.5.3 YnpapineHue TOKyMEHTUPOBAaHHON MHpopMalueit
4.2.5 Yupasnenue 7.5.2 Co3naHue v akTyanu3amus
3aNKMCsIMU 7.5.3 YnpapneHue TOKyMEHTUPOBAaHHOW MHpopMalueit
5 OTBETCTBEHHOCTh S JImpepctBO
YKOBOJICTBA
5.1 OGs3arenscTBa 5.1 JIuzepcTBO M NPUBEPKEHHOCTH
YKOBOJICTBA 5.1.1 OOmme monoKeHus
5.2 Opuenranus Ha 5.1.2 OpueHnranus Ha noTpeduTenen
noTpeduTess

5.3 [MoauTuka B o0JIacT
Ka4yecTBa

5.2 ITommTHnka
5.2.1 Pa3paboTka mOIUTUKH B 00JIaCTH Ka4eCTBa
5.2.2 JloBeaeHWe MOJUTHKN B 00J1aCTH Ka4eCTBA

5.4 [lmanupoBanue

6 InanupoBanue

5.4.1 Ileau B obnacTu
KauecTBa

6.2 Llenu B o6acTu KayecTBa U MJIaHUPOBAHUE UX JOCTHXKEHUS

5.4.2 [ImanupoBanue
CO3/IaHUS U PA3BUTHS
CUCTEMbl MEHEPKMEHTA
KayecTBa

6 IlnanupoBanue
6.1 JleiicTBUSI B OTHOLIEHUH PUCKOB M BO3MOKHOCTEN
6.3 [lmannpoBaHue N3MEHEHUH

5.5 OTBETCTBEHHOCTD,
TOJTHOMOYHS U OOMEH
nHGbopMauen

S JlunepctBo

5.5.1 OTBETCTBEHHOCTh U
IOJITHOMOY S

5.3 O@yHKIMHU, OTBETCTBEHHOCTh U MIOJIHOMOYHS B OpTaHU3alHHI

5.5.2 IlpeacraBurens
YKOBOJICTBA

5.3 @yHKIMHU, OTBETCTBEHHOCTh U MIOJITHOMOYHS B OpTaHU3alHH1

5.5.3 Buytpennuii oOmMeH
nHGbopMaLuen

7.4 O0MmeH uHpopMmaruei

5.6 AHanu3 co CTOPOHBI
YKOBOJICTBA

9.3 AHanu3 co CTOPOHBI PyKOBOJCTBA

5.6.1 OOmme MoNoKEHUA

0.3.1 OO1Me HoI0XKEHUS
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5.6.2 BxongHble TaHHBIE I
aHaIM3a

9.3.2 BXOJIHbIE TaHHBIE aHAIN3a CO CTOPOHBI PYKOBOJICTBA

5.6.3 BeixomaHbIE TaHHBIE
U1 aHaIn3a

9.3.3 BeIx0oaHbIEC JaHHBIE AHAJIN3a CO CTOPOHBI PYKOBOJCTBA

6 MeHeKMEHT pecypcoB

7.1 Pecypcsl

6.1 O0ecnieuenne
ecypcamu

7.1.1 OOmue monoKeHU
7.1.2 YenoBeueckue pecypesl

6.2 Yenoseueckue pecypcesl

7.2 KoMIeTeHTHOCTD
7.3 OcBe1OMJIEHHOCTE

6.3 Undpactpykrypa

7.1.3 Undpactpykrypa

6.4 [IponsBoACTBEHHAs
cpena

7.1.4 Cpena myist pyHKIIMOHUPOBAHUS TIPOIIECCOB

7 IIponieccel ) KU3HEHHOTO
[IMKJIa IPOAYKINHU

8 [ledaTenbHOCTh Ha CTAIUSX JKU3HEHHOTO 1IUKJIA TPOAYKIUU U
yCayT

7.1 IlnanupoBanue
[POLIECCOB JKU3HEHHOT O
[MKJIa TPOYKLIUU

8.1 [InaHupoBaHue M ynpaBieHHUE NESITEILHOCTHIO HA CTAIUSIX
PKU3HEHHOTO ITUKJIA IPOYKIIUU U yCIIyT

7.2 IIpoueccsl, CBA3aHHBIE C
MOTpeOUTEIIMU

8.2 TpeOoBaHUs K NPOAYKIIUU U yCIyram

7.2.1 Onpenenenue
TpeOOBaHMUM, OTHOCSIITUXCS
K IPOAYKIIUU

8.2.2 Onpenenenue TpeOOBAHUNA, OTHOCSIIUXCS K TPOAYKIIMH U
yciyram

7.2.2 Ananus TpeOGoBaHuUM,
OTHOCSIIIMXCS K TPOAYKIIMH

8.2.3 Ananu3z TpeOoBaHMI K MPOAYKLUHU U yCIyram
8.2.4 VI3smeHeHus TpebOBaHUN K MPOAYKIMH U yCIIyraM

7.2.3 CBsi3b C
MOTpeOUTEIIMU

8.2.1 CBs3b € moTpeOUTENIMU

7.3 IIpoekTupoBaHue U
a3paboTka

8.3 [IpoexkTupoBaHnue U pazpaboTKa NPOAYKLUUU U YCIyT

7.3.1 OOmme monoKeHus

8.3.1 O0uIue moJI0KEHUS

7.3.2 [lmanupoBaHue
MPOCKTHUPOBAHUS U
a3pabOTKH

8.3.2 IlnanupoBaHue NPOEKTUPOBAHUS U Pa3padOTKU

7.3.3 BxoaHble TaHHbBIE
MPOCKTUPOBAHUS U
a3paboTKH

8.3.3 BxoaHble JaHHbIE 1711 MPOEKTUPOBAHUS U pa3pabOTKU

7.3.4 BeixomHBIE TaHHBIE
MPOCKTUPOBAHUS 1
a3pabOTKH

8.3.5 Brixo/iHbIE JTaHHBIE TPOESKTUPOBAHUS U Pa3pabOTKU

7.3.5 AHanu3 NpoeKTa u
a3pabOoTKH

8.3.4 CpenctBa ynpaBieHUs] TPOSKTUPOBAHUEM H Pa3pabOTKOM

7.3.6 Bepudukanus
MPOEKTa U pa3paboTKu

8.3.4 CpenctBa ynpaBieHUs] TIPOSKTUPOBAHUEM H Pa3pabOTKOM

7.3.7 Banupamus npoekra u
a3paboTKH

8.3.4 CpenctBa ynpaBieHUs] TPOSKTUPOBAHUEM M Pa3pabOTKOM

7.3.8 Ilepenaua mpoekra u
a3paboTKH

8.3.4 CpenctBa ynpaBieHUs] TPOSKTUPOBAHUEM M Pa3pabOTKOM

7.3.9 YpaBiienue

8.3.6 VI3MeHeHus] NPOEKTUPOBaHUS U pa3pabOTKU



mailto:main@gtu24.ru
https://gortestural.com/
tel:+73432269163

LIEHTP CEPTUOUKALIUU

YPAJ1 +7 (343) 226-91-63 main@gtu24.ru gortestural.com

MPO®ECCUOHATIBbHBIA MOAXO0[, K CEPTUGUKALINA

W3MEHEHUsIMHU ITpoekTa U [8.5.6 YipaBineHue n3MeHEeHUsIMU

a3pabOoTKH
7.3.10 Daitnsl 7.5.3 YnpaBneHue TOKyMEHTUPOBAaHHON MHpopMarueit
[POEKTUPOBAHUS U
a3pabOoTKH
7.4 3akynku 8.4 YnpasiieHue nporeccamu, NpoayKIUENH U yCIIyramH,
[OCTaBJIIEMbIMHM BHEIIHUMU MOCTaBUIMKAMU
7.4.1 IIponecc 3aKynok 8.4 YnpasiieHue nporeccamu, NpOAyKIUENH U yCIIyramH,
[OCTaBJIIEMbIMH BHEIIHUMU MOCTaBUIMKAMU
8.4.1 O0wIMe mMoJI0KEHUS
8.4.2 Tun u cTeneHp ynpaBJIeHUs
7.4.2 Uadopmanmst o 8.4.3 Nndopmarnus, mpegocrapiseMas BHSITHUM MOCTaBITUKAM
3aKyIKam
7.4.3 Bepudukanus 8.4.2 Tun u cTeneHp ynpaBlIeHUs

3aKyTuieHHOU niponykiuu  (8.4.3 MHpopmanus, mpegocrapiseMas BHSITHUM MOCTaBITUKAM
8.6 Bpinmyck npoayKIny 1 yciryr

7.5 IIpon3BoACTBO U 8.5 IIpon3BoACTBO MPOAYKIMH U NIPEJOCTABICHUE YCIYT
00CITy)KHBaHUE

7.5.1 Ynpasnenue 8.5.1 YmpaBnenue npon3BoACTBOM NPOAYKIUU U
[POU3BOJCTBOM U [PEIOCTABIIEHUEM YCIYT

00CITy )KBAaHUEM

7.5.2 UucTtoTa NPOAYKIMH  [PKBUBAJIEHTHBIN IYHKT OTCYTCTBYET

7.5.3 [leATenbHOCTh MO SKBUBAJICHTHBIN IIYHKT OTCYTCTBYET

MOHTaXY

7.5.4 [lesATenbHOCTh MO SKBUBAJICHTHBIN IIYHKT OTCYTCTBYET
00CITY)KMBAaHUIO

7.5.5 CnenuanbHble SKBUBAJICHTHBIN IIYHKT OTCYTCTBYET

TpeOOBaHUS K CTEPUIbHBIM
MEAUIIMHCKUM M3/IETTUsIM
7.5.6 Bannnanus nponeccos(8.5.1 YnpasneHue nponu3BoICTBOM POAYKIIMH U

[POU3BOJICTBA U [PEIOCTABIEHUEM YCIYT
00CITy )KBaHUS
7.5.7 CnenuanbHble SKBUBAJICHTHBIN IIYHKT OTCYTCTBYET

TpeOOBaHMS K BaJIUIAIIUN
MPOIIECCOB CTEPUITH3AINN U
cucteMam OapbepoB

CTEpUIIbHOCTHU
7.5.8 Unentudukanus 8.5.2 Unentuduxanus u mpociexKuBaeMoCTh

7.5.9 IlpocnexxuBaemocth  [8.5.2 MneHTuduxaims u npociekuBaeMoCTh
7.5.10 CoGcTBEHHOCTD 8.5.3 CoOCcTBEHHOCTD MTOTPEOUTENEH HIIM BHEIIHUX
noTpeouTenei MOCTaBITUKOB

7.5.11 Coxpanenue 8.5.4 CoxpaHeHue

COOTBETCTBUSI MPOTYKIINU

7.6 YnpasieHue 7.1.5 Pecypcel 111 MOHUTOPUHTA U U3MEPEHUS

YCTPOMCTBAMU IS
MOHUTOPWHIA U U3MEPEHUN
8 N3mepenue, aHaus3 U 9 OreHKa pe3yabTaTOB JAESITEIBHOCTH
yJIy4IICHUS 9.1 MOHUTOpPUHT, U3MEPEHUE, AHAJIU3 U OLICHKA
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8.1 O0mme mMoNM0XKEeHUA

0.1.1 OOume HoI0XKEHUS

8.2 MOHUTOPUHT U
N3MepeHHe

9.1 MOHUTOpUHT, U3MEPEHUE, AHAJIU3 U OLICHKA

8.2.1 O6parHas cBsI3b

8.5.5 JlesTenbHOCTD IMOCIIE TTOCTaBKH
9.1.2 Y 10BIETBOPEHHOCTH NMOTpeOUTENEH

8.2.2 PaccmoTrpenue
[IpETEH3UN

9.1.2 Y 10BIETBOPEHHOCTH MOTpeOUTENEH

8.2.3 OTUueTHOCTh B
eryJUPYIONINE OPTaHbl

8.5.5 JlesTenbHOCTD MOCIIE TTOCTaBKH

8.2.4 BHyTpeHHUl ayuT

9.2 BHyTpeHHUM ayIuT

8.2.5 MoHUTOpUHT U
U3MEpEHUE NIPOLIECCOB

0.1.1 OOume HoI0XKEHUS

8.2.6 MOHUTOpUHT U
M3MepeHHe NMPOTyKIUU

8.6 Bpimyck npoayKuuy u yciyr

8.3 YmpaBiienue
HECOOTBETCTBYIOLIEH
MPOAYKIHEH

8.7 YnpaBiieHHe HECOOTBETCTBYIOIMMHU pe3yIbTaTaMu
POLIECCOB

8.3.1 O0wIMe moJI0KEHUS

10.2

8.3.2 JleiicTBHS B
OTHOIICHUU
HECOOTBETCTBYIOLIEH
POAYKIMH, OOHAPY>KEHHOU
10 TOCTaBKU

8.7 YnpaBiieHHe HECOOTBETCTBYIOIIMMHU pe3yIbTaTaMU
POLIECCOB

8.3.3 JleiicTBHS B
OTHOIICHUU
HECOOTBETCTBYIOLIEH
POYKIMH, 0OHAPY>KEHHOU
1ocJie MOCTaBKU

8.7 YnpaBiieHHe HECOOTBETCTBYIOIIMMHU pe3yIbTaTaMU
[POLIECCOB

8.4 AHanus maHHBIX

0.1.3 AHanmu3 u orleHKa

8.5 Ynyumienue

10 Yayumenue

8.5.1 O0mIMe moJI0KEHUS

10.1 O61mue nonoxeHus
10.3 ITocTosiHHOE yiIydllIeHHe

8.5.2 Koppekrupyroniue
e CTBUS

10.2 HecooTBeTCcTBUSA M KOPPEKTUPYIOLINE JEHCTBUSA

8.5.3 Ilpenynpexnaroniue
nercTBUA

0.3.3 PUCK-OpHEHTHPOBAHHOE MBIILJICHNE
6.1 JleiicTBUSI B OTHOLIEHUH PUCKOB M BO3MOKHOCTEN
10.1 O6mue nonoxeHus

10.3 ITocTosiHHOE yiIy4llIeHHE

CooterctBre mexay ISO 9001:2015 u ISO 13485:2016

Tabauya B.2

ITynktsr ISO 9001:2015

[Tynkrsl ISO 13485:2016

1 O6nacTh NpUMEHEHUS

1 O6nacTh NpUMEHEHUS

4 Cpena opranuzanuu

4 CructemMa MeHEKMEHTA KayeCcTBa
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4.1 [lonuManue opraHu3aluy U €€ Cpeibl

4.1 O6uume TpeboBaHus

4.2 [lonnmanue noTpeOHOCTEN U 0XKUTAaHUI
3aMHTEPECOBAHHBIX CTOPOH

4.1 O6ue TpeboBaHus

4.3 Onpenenenue 001aCcTH MPUMEHEHHS
CUCTCMBbI MCHCIDKMCHTA Ka4uC€CTBa

4.1 O6ue TpeboBaHus
4.2.2

4.4 CucrteMa MEHEKMEHTA KAUECTBA U €€
POIECCHI

4.1 O6uue TpeboBaHus

S JlunepctBo

5 OTBETCTBEHHOCTbh PYKOBOJICTBA

5.1 JInziepcTBO M IPUBEPKEHHOCTh

5.1 O0s3aTenpCTBa PYKOBOJICTBA

5.1.1 OOmue monoKeHus

5.1 O0s3aTenpCTBa PYKOBOJICTBA

5.1.2 OpueHTanus Ha noTpeduTesen

5.2 OpueHTanus Ha TOTPeOUTEIS

5.2 IMonutuka

5.3 [MoauTuka B 00JIaCTH KayecTBa

5.2.1 Pa3zpaboTka NOJUTHKHU B 001acTH
KayecTBa

5.3 TMoauTuka B 00JIaCTH KayecTBa

5.2.2 JloBeqieHUE TIOJUTUKH B 00IaCTH
KauecTBa

5.3 TMoauTuka B 00JIaCTH KayecTBa

5.3 @yHKIMH, OTBETCTBEHHOCTh U
MMOJITHOMOYHS B OpraHU3AINH

5.4.2 [InannpoBaHue CO34aHUA U PA3BUTHS
CUCTEMbl MEHEIPKMEHTa KauecTBa

5.5.1 OTBETCTBEHHOCTH ¥ TIOJIHOMOYHSI
5.5.2 IlpencraBuTens pyKOBOJICTBA

6 IlnanupoBanue

5.4.2 [InanupoBaHue CO3aHUS U PA3BUTHS
CHUCTEMbl MEHEPKMEHTa KaueCTBa

6.1 JleiicTBUS B OTHOILIEHUH PUCKOB U
BO3MOKHOCTEH

5.4.2 [InanupoBaHue CO34aHUS U PA3BUTHS
CUCTEMbl MEHEIPKMEHTa KauecTBa
8.5.3 Buytpennuii oomeH nndopmanuen

6.2 Llenu B o6iacTu KayecTBa U IIIaHUPOBAHHE
X JOCTHXKCHUA

5.4.1 Ilenu B o61acTh KayecTBa

6.3 [lmanupoBaHue N3MEHEHUH

5.4.2 [InanupoBaHue CO3aHUS U PA3BUTHS
CHUCTEMbl MEHEPKMEHTA KaueCTBa

7 CpenctBa obecriedeHust

6 MeHeKMEHT pecypcoB

7.1 Pecypchl

6 MeHePKMEHT pecypcoB

7.1.1 OOmue monoKeHus

6.1 O0ecnieueHue pecypcamu

7.1.2 YenoBeueckue pecypesl

6.2 YenoBeueckue pecypcesl

7.1.3 Undpactpykrypa

6.3 Undpactpykrypa

7.1.4 Cpena mist GyHKIIMOHUPOBAHUS
POIIECCOB

6.4.1 IIponsBoacTBEHHAs cpeaa

7.1.5 Pecypcel 111 MOHUTOPUHTA U U3MEPEHUS

7.6 YrpaBieHue yCTpOMCTBAMU IJIst
MOHUTOPWHTA U U3MEPEHUN

7.1.5.1 O61mue TpeGoBaHMs

7.6 YrpaBieHue yCTpOMCTBAMU IJIst
MOHUTOPWHIA U U3MEPEHUN

7.1.5.2 IIpocnexnBaeMOCTb U3MEPEHUS

7.6 YrpaBieHue yCTpOMCTBAMU IJIst
MOHUTOPWHIA U U3MEPEHUN

7.1.6 3HaHus opraHu3anuu

6.2 YenoBedeckue pecypcesl

7.2 KoMeTeHTHOCTD

6.2 YenoBeueckue pecypcesl

7.3 OcBe1OMIIEHHOCTE

6.2 YenoBeueckue pecypcesl

7.4 OOMeH uHbopMmaluei

5.5.3 BHyTpeHHuit oomMeH nHdopmarieit

7.5 JlokymeHTupoBaHHasi UHGopmalus

4.2 TpeboBaHUsI K TJOKyMEHTALUU
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7.5.1 OOmme MoIoKEHU

4.2.1 O01me noJI0XKEHUS

7.5.2 Co3naHue v akTyanu3amus

4.2.4 YnpasneHue 10KyMeHTaluen
4.2.5 Ynpasnenue 3anucsmMu

7.5.3 YnpasneHne JOKyMEHTUPOBAHHOU
nH(popMaLyen

4.2.3 Daiin MeJUIIMHCKOTO U3AEIIU

4.2.4 YnpasieHue T0KyMeHTaluen

4.2.5 YnpasneHue 3anucsmMu

7.3.10 @aitnbl TPOEKTUPOBAHUS U
a3paboTKH

8 JlesTenbHOCTh HA CTAAUSAX KU3HEHHOTO
[IMKJIa TPOIYKIIMH U YCITYT

7 IIpoliiecchl )KM3HEHHOTO LIUKJIa TPOTYKIUU

8.1 IlimannpoBanue U ynpaBieHUe
eSTEIbHOCTBIO Ha CTAUSAX KUZHEHHOTO
[MKJIa POIYKLIUHU U YCIIYT

7.1 IInanupoBaHue MpOLECCOB )KU3HEHHOT O
LIMKJIA IPOAYKIUHA

8.2 TpeOoBaHMs K NPOAYKIIUU U YCIyram

7.2 Tlpouiecchl, CBsI3aHHBIE C TOTPEOUTEISIMU

8.2.1 CBs3b C MOTpEOUTENIMU

7.2.3 CBsi3b C TOTPEOUTENSIMU

8.2.2 Omnpenenenne TpeOOBaHUH,
OTHOCSAIUXCS K IPONYKIMH U YCIIyraM

7.2.1 Onpenenenue TpeOOBaHUM,
OTHOCSIIUXCA K HpO)IYKHI/II/I

8.2.3 Ananu3z TpeOOBaHM K MPOAYKLIUHU U
ycayram

7.2.2 Ananu3 TpeOOoBaHUMN, OTHOCAIIUXCS K
MPOTyKIIUH

8.2.4 V3meHeHus TpeOOBaHUN K POLYKIMH U
ycayram

7.2.2 Ananu3 TpeOOBaHUMN, OTHOCAIIUXCS K
MPOTYKITUH

8.3 [IpoexTupoBanue u pazpaboTka
NPOLYKIUHA U YCIYT

7.3 IlpoexTupoBanue 1 pazpaboTka

8.3.1 O0wIMe moJI0KEHUS

7.3.1 OOmme monoKeHU

8.3.2 [InaHupoBaHUe NPOECKTUPOBAHHUS U
a3pabOoTKH

7.3.2 [lmaHupoBaHuE NPOECKTUPOBAHUS U
a3paboTKH

8.3.3 BxoaHbIe TaHHBIE I MPOCKTUPOBAHUS
1 pa3paboOTKu

7.3.3 BXoaHble JaHHBIE TPOCKTUPOBAHUS U
a3paboTKH

8.3.4 Cpencrsa ynpasieHUs
[IPOEKTUPOBAHUEM U pa3pabOTKOMN

7.3.5 AHanu3 NpoeKTUPOBaHUS U pa3paboTKy
7.3.6 Bepudukanus npoeKTHPOBAHUS U
pa3paboTKu

7.3.7 Banunanuusi NpOEeKTUPOBAHUS U
pa3paboTKu

7.3.8 Ilepenaua mpoekra u pa3paboTKH

8.3.5 BbIXO/1HbIE JaHHBIEC TPOCKTUPOBAHUS U
a3pabOoTKH

7.3.4 BeIXxo/HbBIE JJaHHBIE IPOEKTUPOBAHUS U
a3pabOTKH

8.3.6 MI3meHeHus: IPOEKTUPOBAHUS U
a3pabOTKH

7.3.9 YnpaBiieHHEe U3MEHEHUSIMU
POEKTUPOBAHUS U Pa3pabOTKH

8.4 YnpasiieHue nporeccamu, NpogyKIuen u
yClIyraMu, rnoCTaBJIICMbIMHU BHCIITHUMHU
IIOCTaBIIIUKaAMU

4.1 O6mue TpedoBanus (4.1.5)
7.4.1 Iporecc 3aKynok

8.4.1 O0mIMe moJI0KEHUS

7.4.1 Iporecc 3aKynok

8.4.2 Tun u cTeneHp ynpaBlIeHUs

4.1 O6mue TpedoBanus (4.1.5)
7.4.1 Iporecc 3aKynok

7.4.3 Bepudukanus 3aKyrieHHON
POYKIHH

8.4.3 Nndopmarus, npegocrapisemast

7.4.2 Uadopmaimst mo 3aKynKam
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BHEIITHUM TTOCTaBIIMKAM 7.4.3 Bepudukanus 3akyrjieHHON
[POTYKIINH
8.5 [Ipou3BoACTBO MPOAYKIMU U 7.5 IIpou3BOACTBO U OOCITYKUBAHHE

MPEI0CTABIICHUE YCIIYT
8.5.1 YnpaBneHnue npou3BOJICTBOM NpoayKiuu|(/7.5.1 YnpasineHue npou3BOACTBOM U

W TIPEI0CTABICHUEM YCIYT 00CITy )KBaHUEM

7.5.6 Banmmpamus npoueccoB Npou3BOJICTBA U
00CITy )KBaHUS

8.5.2 Unentuduxanus u nmpociexuBaemMocts |7.5.8 Unentudukamnms

7.5.9 IlpociiexxnBaeMocThb

8.5.3 CoOcTBEHHOCTD MOTpEOUTENEH WK 7.5.10 CoGcTBEeHHOCTH IOTpEOUTENEH

BHCHIITHUX ITIOCTABIIIMKOB

8.5.4 Coxpanenue 7.5.11 CoxpaneHne COOTBETCTBHS
POIYKIUH

8.5.5 JlesTenbHOCTH MOCIE MOCTABKU 7.5.1 YnpasneHue nmpou3BOACTBOM U
00CITy )KMBaHUEM

7.5.3 J1eATenbHOCTh IO MOHTAXy

7.5.4 JlearenbHOCTh IO 00CTY>KUBAHUIO
8.2.2 PaccMmoTpeHue npeTeH3ni

8.2.3 OTYEeTHOCTH B PETYJIIHPYIOLIUE OpraHbl
8.3.3 JleiicTBUS B OTHOIIICHUH
HECOOTBETCTBYOLIEH IPOIYKIINH,
00HApPYKEHHOM MOCJIE TTOCTABKU

8.5.6 YpaBneHue u3aMEHEHUSIMU 7.3.9 YrpaBneHue U3MEHEHUSIMU [TPOEKTA U
a3paboTKH

8.6 Bbimyck MpoAyKIUH U YCITyT 7.3.4 BbIXOAHBIC TaHHBIE TPOCKTUPOBAHUS U
pa3paboTKu
8.2.6 MOHUTOPUHT ¥ U3MEpPEHNE NPOTYKIIHH

8.7 YnpaBiieHHe HECOOTBETCTBYIOIIUMHU 8.3 YnpaBiieHHE HECOOTBETCTBYIOLIEH

€3yJIbTaTaMu MPOIIECCOB POAYKIMEH

9 O1ieHKa pe3yIbTaTOB JESTEIBHOCTH 8 M3mepenue, aHan3 U yIydlIeHUue

9.1 MOHUTOpUHT, U3MEPEHUE, AaHAIU3 U 8 N3mepenue, aHan3 U ylIydlIeHUue

OLICHKA

0.1.1 OOume HoI0XKEHUS 8.1 O0mme noI0KeHNs

8.2.5 MOHUTOPHHT U U3MEPEHNE MTPOLIECCOB
8.2.6 MOHUTOPUHT ¥ U3MEPEHNE NPOTYKIIHH
9.1.2 Y 10BIETBOPEHHOCTD MOTpeOUTENEH 7.2.3 CBsI3b C TOTPEOUTEISIMHU

8.2.1 O6parHas CcBsI3b

8.2.2 O06pariieHue ¢ NpeTeH3UsIMHU

0.1.3 AHanus U olleHKa 8.4 Ananus3 qaHHEIX

9.2 BHyTpeHHUM ayIuT 8.2.4 BHyTpeHHUl ayuT

9.3 AHanu3 co CTOPOHBI PYKOBOJACTBA 5.6 AHanu3 co CTOPOHBI PYKOBOJICTBA

0.3.1 OO01me HoI0XKEHUS 5.6.1 OOmme MoNoKEHUSA

9.3.2 BXoJHbIE JaHHbBIEC aHAJIN3a CO CTOPOHBI  [5.6.2 BXoAHbIE TaHHBIE )1 aHATU3a
YKOBOJICTBA

9.3.3 BbIXOHbIE JaHHBIE aHAIM3a CO CTOPOHHI |5.6.3 BBIXOAHBIC TaHHBIC 1JI AaHAIU3A
YKOBOJICTBA
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10 Yayumenue 8.5 Yiyuiienue
10.1 OO111€ TOT0KEHUS 8.5.1 OOuIMe nonoKeHust
10.2 HecooTBETCTBHS U KOPPEKTUPYIOIIUE 8.3 YmpaBiieHME HECOOTBETCTBYIOIIEH
IEHCTBHUS [IPOTyKIIHEN

8.5.2 KoppekTupyroue AeiCTBUS
10.3 [TocTosiHHOE yiTydllIeHHE 5.6.1 O0mMe noI0XKEeHUS

8.5 Yayuuienue

Ipunooicenue J/[A

(cnpasounoe)

CBEJEHUS O COOTBETCTBHUU CCHLIOYHBIX
MEXIYHAPOJHBLIX CTAHJAPTOB
MEXTOCYJAPCTBEHHBIM CTAHJAAPTAM

Tabnuya J1A.1

O06o03HaueHne 1 HaHMEHOBaHNE Crenenn O06o3HaueHne ¥ HaHMEHOBaHNE
CCBUIOYHOTO MEXTYHAPOIHOTO COOTBETCTBHUSl | MEXKTOCYJIapCTBEHHOTO CTaHIapTa
CTaHJapTa
1SO 9000:2015 - <>

<*> COOTBETCTBYIOLUI MEKIOCYAapCTBEHHBIN CTaHAAPT OTCYTCTBYET. [lo ero
YTBEPKICHHS pEKOMEHAYETCS UCII0Ib30BATh IIEPEBOJ] HA PYCCKHUM SI3bIK JAHHOTO
MEXIyHapOAHOr o cTanaapra. [lepeBos 1aHHOTO MEXyHapOIHOIO CTaHApTa HAXOAUTCA B
DenepabHOM HHPOPMATMOHHOM (OHJIE CTaHIapPTOB.

BUBJINOI'PAD®USA

[1] ISO9001:2015 Quality management systems - Requirements (Cuctemsr
MEHEI)KMEHTa KauecTBa. TpeGoBaHmMsl)
[2] ISO 10012 Measurement management systems - Requirements for

measurement processes and measuring equipment (Crucremsl
MEHEKMEHTa u3MepeHuid. TpeboBaHus K mpoiieccam
WU3MEPECHHUI U U3MEPUTEIIBHOMY 000PYI0BAHUIO)

[3] ISO 11607-1:2006 Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and
packaging systems (YmakoBka MEIUIIMHCKUX U3ICITHM,
noyIexanux GUHUIIHON cTeprm3anuu. Yacts 1.
TpeboBanus k MaTepuaiaM, 6apbepHBIM CUCTEMAaM IS
CTEpHIIN3AIIUH U YITAKOBOYHBIM CHCTEMAM)

[4] ISO 11607-2 Packaging for terminally sterilized medical devices - Part 2:
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Validation requirements for forming, sealing and assembly
processes (YakoBKa MEIUIIMTHCKUX H3ICIHMA, TIOJIEKAIITIX
¢bunuHOM crepmnzanuu. Yacte 2. TpeboBanus k
BaJIMJIAIIMN TIPOIIECCOB (POPMUPOBAHUS, TEPMETH3AINHN H
cOOpKH)

[5] ISO 14644 (Bce vactn) Cleanrooms and associated controlled environments (Uucteie
MOMEIIECHUS ¥ CBSI3aHHBIC C HUMH KOHTPOJIUPYEMBIC CPEJIbI)

[6] ISO 14698 (Bce wactu) Cleanrooms and associated controlled environments -
Biocontamination control (UucTbie momenieHus U CBI3aHHbIE
C HIMH KOHTpOJIHpYyeMbIe cpeabl. KoHTpob
Ouo3arpsi3HeHu)

[7] ISO 14971:2007 Medical devices - Application of risk management to medical
devices (M3nenus megunuuckue. [I[pumenenne
MEHE/PKMEHTA PUCKA K METUITUHCKUM U3JICITHSIM )

[8] ISO 19011 Guidelines for auditing management systems (PykoBoicTBO
0 ay/IUTy CUCTEM MEHEI)KMEHTA)
[9] IEC 62366-1 Medical devices - Part 1: Application of usability engineering

to medical devices (U3nenus menunmackue. Yactp 1.
[TprMeHEeHHEe TPOSKTUPOBAHMS C YUETOM KCILTYyaTallnOHHON
MIPUTOTHOCTH K MEJIUITUHCKAM U3JICITHSIM )

[10] GHTF/SGI/N 055:20094 Definition of the Terms "Manufacturer", "Authorized
Representative", "Distributor” and "Importer" (Onpenenenue
tepMuHOB "M3rorosutens", "OdunuanbHbIi
npencrasutens”, "Auctpudstotop” u "Mmnoprep")

[11] GHTF/SGS5/N 4:2010 Post-Market Clinical Follow-Up Studies (ITocnenponaxuoe
HaOJI0/ICHNE B paMKaX KJIMHUYECKHUX HCCIICIOBAHNN )

[12] GHTF/SGI1/N 70:20116 Label and Instructions for Use for Medical Devices
(OTHKETKA U HHCTPYKITUH 110 IPUMEHEHHUIO MEIUIIHMHCKUX
W3JIeTni)

[13] GHTF/SG1/N 071:20127 Definition of the Terms "Medical Device" and "In Vitro
Diagnostic (IVD) Medical Device" (Onpeznenenue TepMUHOB
"Menunuackoe n3aenue’ u "MeaunmuHcKoe U3Ieiue 11
JUArHOCTHKH 1n-vitro")


mailto:main@gtu24.ru
https://gortestural.com/
tel:+73432269163



