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MNpeancnosne

Llenn n npuHumnel ctaHgapTM3auun B Poccuiickoii ®efepaunmn yctaHoBneHbl PefepasibHbIM 3aKOHOM
oT 27 pexkabpsa 2002 r. Nv 184-93 «O TexHU4eCcKoM perysimpoBaHnmny», a npasuna NpuMeHeHUs HaunoHasbHbIX
cTaHaapToB Poccuiickoit ®epepaunm — FOCT P 1.0—2004 «CTtaHgapTusauns B Poccuiickoii ®egepaumu.
OCHOBHbIE NOMOXEHNA»

CsefieHusi 0 cTaHgapTe

1 NOArOTOB/IEH 3akpbiThiM akuMoHepHbIM 06wectBoM «MEAUTECT» Ha ocHOBe COGCTBEHHOIO ay-
TEHTUYHOro NepeBoAa Ha PycCckuii A3blk AOKYMEHTA, YKa3aHHOro B NyHKTe 4

2 BHECEH TexHuyeckum KoMuTeTOM Mo ctaHdaptudaunn TK 436 «YnpasneHne kayecTBOM MefuLMH-
CKMX M3fenunii»

3 YTBEPX/EH W BBEAEH B IENCTBUE Mpuvkaszom ®efepanbHOro areHTCTBa Mo TEXHUYECKOMY pe-
rynuposaHuio u Mmetponoruu ot 13 gekabpsa 2011 r. Ne 1188-cT

4 HacTtoswwin cTaHjapT sBAseTcs MOANGULMPOBAHHBIM MO OTHOLLEHUIO K PYKOBOAALLEMY AOKYMEHTY
Llenesoii rpynnbl no rno6ansHoi rapmonmsauum (Global Harmonization Task Force — GHTF) «PykoBoacTso
no ayAuTy CUCTEM MeHe[)KMeHTa kayecTBa W3roToBuTesnel MeAMLMHCKUX U3Aenuii Ha COOoTBeTCTBUE pery-
nupylownm TpebosaHuam. Yactb 3. OTyeT 0 npoBedeHun ayamta» (GHTF/SG4/N33R16:2007 «Guidelines
for regulatory auditing of quality management systems of medical device manufacturers — Part 3: Regula-
tory audit reports») nyTeM U3MEHEHUs ero CTPYKTYpbl, a Takke NnyTeM M3MeHeHWUs COAepXaHWst OTAE/bHbIX
CTPYKTYPHbIX 3/1EMEHTOB (TepMuHonormyecknx crarteit 3.1, 3.2). KoTopble BblAeNeHbl BEPTUKASIbHOW MHNEN,
pacnofioxeHHol cnesa OT TekcTa. lMpu 3TOM MCkAoueHbl pasgens! 3 «Llenb» n 4 «O6ocHoBaHWe» npumMe-
HEHHOro OPUTMHAaNIbHOTO [OKYMEHTa, KOTopble HelenecoobpasHo NPYMeHATb B HaLMOHa/IbHOM CTaHgapTe B
CBA3M C TpeboBaHMAMM K CTPYKTYpe HaLMoHabHOro ctaHgapta Poccuiickol ®efepaunu, yCcTaHOB/IEHHbIMU B
FOCT P 1.0—2004, a Takke B CBAA3N C TEM. YTO COfepXaHne AaHHbIX pasfenos fyb6nnpyeTtcsa cogepxaHuem
BBeAeHus u pasgena 1 «Obnactb npyMeHeHnsa». CpaBHeHVe CTPYKTYPbl HACTOALLEro cTaHjapTa co CTPYKTY-
pOii yKa3aHHOTO OPUTMHAJIBHOTO JOKYMEHTa NPpUBEAEHO B AOMNOHATENILHOM NpUnoxeHun JA.

OpurMHanbHbIA TEKCT ayTEHTUYHOTO NepeBoAa WM3MEHEHHbIX CTPYKTYPHbIX 3/1€MEHTOB NPUMEHEHHOTO
pokymeHTa GHTF 1 06bAiCHEHNE NPUYNH BHECEHNSI TEXHNYECKUX OTKOHEHWNIA NpBeAeHb! B 4ONOTHUTENIbHOM
npunoxexHun Ab.

Mpn NpMMEHeHUN HaCTOALLEro cTaHaapTa PEKOMEHAYETCA UCNO/b30BaTb BMECTO CCbIJIOYHbIX MeXAyHa-
POAHBIX CTaHA4apTOB COOTBETCTBYHIOLLME UM HaLUMOHabHble CTaHAapTbl Poccuiickoin ®egepaunm, cBegeHns o
KOTOPbIX NpUBEAEHbI B AONOHATENILHOM Npunoxexrun B

5 BBE/JEH BIEPBbIE

NHopmaLma 06 M3MEHEHUAX K HACTOSILLEMY CTaHAAPTY Ny6/IMKYeTCS B XerofHo 13LaBaemMom MH-
¢hopMaLMOHHOM yKasaTesne «HauMoHanbHble CTaHAapTbi», @ TEKCT U3MEHEHVE 1 NONPaBoOK — B eXeme-
CSAYHO U34AaBaEMbIX MH(OPMALMOHHBIX YKazaTenax «HauuoHanbHble CTaHgapThi». B cnyyae nepecmoTpa
(3aMeHbl) UM 0 TMEHbI HACTOALWEr0 CTaHaapTa COOTBeTCTBYylLWEee yBeaoM/eHne 6yaeT ony611nkoBaHo
B exemMecau!lO n3gaBaeMoM UH(DOPMALMOHHOM yKasaTe e «HaunoHabHble cCTaHaapThi». COOTBETCTBY-
lowas MHpopmauus, yBejoOMeHE U TEKCT bl pa3MelLaloTcs Takxke B MH(OPMaLMOHHO! cucTeme 06Lero
Nofib30BaHNs — Ha ogMUMa/IbHOM caiiTe defepanbHOro areHTCTBa N0 TeXHUYECKOMY PErY/IMPOBAHUIO U
MeTposiorun B ceTun IHTepHeT

© CraHgapTuHdopm. 2012

HacToswuii ctaHgapT He MOXeT 6bITb MOTHOCTHIO UIN YACTMYHO BOCMPOW3BELEH, TUPAXUPOBAH U pac-
NPOCTPaHEH B KauecTBe OhULMaNbLHOTO N3faHns 6e3 paspelleHns defepasibHOr0 areHTCTBa No TEXHNYECKO-
My perynMpoBaHuio U MeTposiorum
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BBepeHve

LlokymeHT «PykoBOACTBO MO ayAnTy CUCTEM MeHeLXMeHTa KayecTBa M3roToBuTeneli MeguLmMHCKNX 13-
[enuii Ha cooTBeTCTBME perynmpytowmm Tpebosanusam. HacTtb 3. OTueT 0 npoBedeHnn ayanTa» paspaboTaH
nccnepoBatensckoin rpynnoit 4 (SG4) «MNpoBefeHne ayguTtoB Ha COOTBETCTBME Peryinpyowmm TpeboBaHu-
Aam» Llenesoii rpynnbl no rno6anbHoi rapmoHusaummn (GHTF) — fo6poBobHBIM COO6LLECTBOM, COCTOALLMUM
13 npeacTaBuTenieil perynpyroLwmnx opraHos MeAnLMHCKO MPOMbILLIEHHOCTH.

HacToAwwnii ctaHgapTt SBNSETCA PyKOBOACTBOM MO COCTaB/IEHWIO OT4eTa O MpoBefeHun ayauTa Ans
perynvpyioLiMx opraHoB, a Takke opraHv3auuii 1 ayauTopoB, NPOBOASLLMX ayAuUTbl CUCTEM MEHe[XMeHTa
KayecTBa M3roToBuUTENEN MeAMLMHCKUX u3genuii. B To e BpeMs Takoil 0TYET MOXeT MOMOYb NpoBepsemol
opraHusauun NoHATb HabNlgeHUs ayanTa u NpaBuUbHO OTpearnpoBaTtb Ha HYX.

MpumeyaHne — B KOHTEKCTE HACTOALLErO CTaHAAPTA «ayAuT» 03Ha4yaeT «ayauT Ha COOTBETCTBME PEerynmpyo-
WM TpeboBaHNAM».

MpuMeHeHWe HacTosLLEero cTaHAapTa o6ecneyumBaeT creaytolle NpenmyLLeCTBa PEryMPYOLLAM opra-
HaM ¥ opraHu3auusaM, NPOBOASLLMM ayauUTbI:

- BOCTVXeHWe GosbLUeli CTENEHN COTNTAacOBAHHOCTY B OTYETaX O NPOBEAEHUM ayanTa Kak Mexzay ayau-
TOpamun BHYTPW OfHOI opraHu3auuu, NPoBOAsLLel ayanTsl, Tak U MeXay pasHbIMU OpraHu3alusimu, npoBo-
[ALIMMU ayaunThl;

- JOCTWXKeHWe Gofee MPOAYKTWBHOMO COTPYAHWUYECTBA MEXAY PEerynvpyrluMu opraHamu/opraHusa-
LMAMU. MPOBOAALLVMYN ayauUThbl, B OTHOLUEHWUM ayAMTOB Ha COOTBETCTBME PEryIMPYIOLLMM TPEGOBAHUSIM;

- yBefiMueHue A0BEPUS K ayAuTaM, OCYLLECTBISIeMbIM OpraHusalveil, NnpoBoasLei ayanTbl, U Npu3Ha-
HUe pe3y/bTaToB AaHHbIX ayAUTOB APYTVMU PEryIUPYIOLWMMN OpraHamy;

- 3KOHOMUIO PecypcoB;

- npepfocTaB/ieHne PYKOBOASLMX YKa3aHUn Ansi CTpaH, Pas3BMBAKOLMX CUCTEMbI PerynvpoBaHus Ass
MeMLMHCKNX U3Lennii.

MpuMeHeHWe HacTOsLLEro cTaHhapTa obecneuynBaeT crefyloliMe NpeuMyLLecTBa U3roToBUTeNsM Me-
OULMHCKUX U3Lenuid;

- ynydweHue o6MeHa MHhopmMauueii, BeayLiee K y/yulleHnio CUICTEM MeHe)KMeHTa KauecTBa, a Takke
K y/lydlleHuto kayecTsa v 6e30nacHoCTy NPoayKLuY;

- 6O/bLUY0 COrNAacoBaHHOCTL B OTYETaX O NPOBEAEHNUN ayaNUTOB;

- COKpaLlleHuWe Ynicna ayauToB, NPOBOAVMBIX Y OLHOTO N3rOTOBUTENS;

- 3KOHOMMUIO PECYPCOB:

- yBe/iMueHue [OBepUsi K 0TYeTaM O NpoBeAeHUN ayauToB U NpU3HaHUE faHHbIX OTYETOB.
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HALUWOHANBbHBLIWKN CTAHOAPT POCCWUMUCKOW SGEALEPALUNMN

PYKOBO/CTBO MO AYAUTY
CWUCTEM MEHEXMEHTA KAUECTBA
N3rOTOBUTENEW MEANLMHCKUX U3AENUN
HA COOTBETCTBUE PETY/IPYIOLNM TPEEOBAHNAM

YacTtb 3
OTYOT O NpoOBeAEeHNN ayanTa

Guidelines for auditing of quality management systems of medical device manufacturers to conform to regulating require-
ments. Part 3. Audit report

fata eBegeHns — 2013—01—01

1 O6nactb NpPUMEHEHUSA

HacTosiwumii cTaHgapT SIBNSETCA PYKOBOACTBOM A1 PEryMpytoLLX OpraHoB U opraHnsauuii, npoBoas-
LLMX ayAnTbl, MO COCTAB/IEHNIO OTHETA O NPOBEEHUN ayAuTa CUCTEMbI MEHEPKMEHTA KavyecTBa U3rotosutens
MeAVNLMHCKAX U3Aennii Ha npeameT COOTBETCTBUSA AAHHOW CUCTEMbl perynvpyrowmuM Tpe6osaHuam. Takol
ayauT foMmKeH OblTb OCHOBAH Ha NPOLLECCHOM Moaxofe K TpeboBaHUAM K cucTeMam MeHexXMeHTa KayecTsa
(cm. TOCT P NCO 13485). Mogpo6bHoe onucaHue npoueccHoro nogxoaa npuseneHo B FOCT P 54882.

MoxeT BO3HVKHYTb HEO6XOAMMOCTb B O6paLLeHNn K JOMNOMNHWUTE bHBIM PeryvpyloLwmMm TpeboBaHnam
4NS yA0BNeTBOpeHNsa noTpe6HoCTel ynonHOMOYEHHOro thefepasibHOro opraHa, NMpUHUMAlOLWEro OTYeTbl O
npoBefeHny ayanmTos 1 paboTatoLwero ¢ HUMN.

CTeneHb getanusauuu otyeTa O NPOBELEHUN ayanTa MOXeT ObiTb PasNINYHOW B 3aBUCMMOCTM OT ero
BO3MOXHOTO MCMOJIb30BaHWA. HacToAwumii cTaHfapT COAepXMT onucaHue oTyeTa, KOTOpPbIA MOXET ObITb npe-
[OCTaB/IeH B perynvpylowme opraHusauum uim opraHmsaumm, nposogsiime ayauTbl, C KOTOPbIMU OpraHusa-
LS. NpoBosLLasn ayaunTel, UMeeT ohuumnanbHoe cornalleHe 0OTHOCUTENIbHO KOH(DUAEHUNANbHOCTH.

2 HopmaTuBHbIE CCbINKM

B HacTosLem cTaHgapTe UCMOb30BaHbl HOPMATUBHBIE CCbIJIKU Ha Criefytolme cTaHaapThl:

FOCT P 54421—2011 PykoBOACTBO NO ayAn Ty CUCTEM MeHeMXMEHTa KayecTBa U3roToBUTENEN
MeANLMHCKUX N3feNnii Ha COOTBeTCTBMe peryaupyowmnm Tpebosanuam. YacTb 1. O6wme TpeboBaHus

FOCT P 54882—2011 PykoBOACTBO N0 ayAnTY CUCTEM MeEHEeMKMEHTA KayecTBa U3roTOBUTENEN
MeANLMHCKUX N34eNnii Ha COOrnBeTCTBMB perynupyowmm TpebosaHuam. YacTe 2. CTpaTerus ayamra

FOCT P NCO 9000—2008 CucTeMbl MeHeKMeHTa kayecTBa. OCHOBHbIE MOJIOXEHUS U CNOBapb

FOCT P NCO 13485—2004 V3penusa meguumHckne. CucTemMbl MEHELXMEHTa KayecTBa. Cucrem-
Hble TpeboBaHWsA AN Leneli perynmpoBaHus

FOCT P NCO 19011—2003 PykoBoAsLiMe yKazaHus no ayauTy CUCTEM MeHefXMeHTa KkayecTBa u/
WM CUCTEM 3KOJIOMTMYECKOro MeHeKMeHTa

FOCT P NCOI/TC 19218—2008 N3genusa meguumHckme. CTpPYKTYypa KOA0B BUAOB U NPUUYNH Hebnaro-
NPUATHBIX COObITUIA

n pnmedyaHne — I_IpVI No/b30BaHNN HaCcTOAWMUM CTaHgapTOM Ll,el'leCOO6pa3HO npoBepnTb ,quICTBME CCbl-
NIOYHBIX CTaHAapTOB B MH(pOPMaLMOHHON cucTeMe o6 ero noib3oBaHNsa — Ha ouymanbHoM caiTe ®efepasnbHOro
areHTcTBa No TexHN4eCKoOMy perynmpoBaHuo 1 MeTposiormm B cemu I/IHTepHET nnun No exerogHo n3gasaemMomy MH-
cdhopmaunoHHoMy ykasaTeno «HauynmoHanbHble cTaHAapThi». KOTOPbIA 0Ny6/MKOBaH MO COCTOSHUIO Ha 1siHBapsa Te-

M3paHue oduymansHoe
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KYLW,Bro roga, 1 no COOTBETCTBYLUM EXEMECAYHO U3[aBAEMbIM UH(OPMALMOHHBIM yKa3aTensamM, ony6IMKoBaHHbIM
B TekyleMm rogy. Ecnu ccblnouHblii cTaHAapT 3aMeHeH (M3MeHeH), TO Mpu Nofb30BaHUKM HACTOAWMUM CTaH4apT oM
cnegyeT PyKOBOACTBOBATbLCS 3aMEHSALW MM (M3MEHEHHbIM) CTaH4apTOM. ECIM CCbINIOYHbIN CTaHfapT OTMeHeH 6e3
3aMeHbl, TO MONOXEHNE, B KOTOPOM AaHa CCbl/IKa Ha HEro, MPUMEHAETCA B YaCTuW, «B 3aTparveatoLL el 3Ty CCbiKy.

3 TepMUHBbI 1 onpeaeneHns

B HacTosiLem cTaHgapTe NpMMEHEHbI cleayloLne TepMUHbI C COOTBETCTBYOLUMY onpefeneHnsaMu:
3.1 Heb6naronpuaTHoe cobbiTne (adverse event): CobbiTe, CBA3AHHOE C MPUMEHEHNEM MeANLMH-
CKOrO M3fenus n NpuBoAsLLee K CMepTV UAn TAXKETOMY NMOPaXEeHMWIo 340P0BbS NauveHTa, nonb3osaTens um
TPEeTbero imua uav MoryLee npu ero NOBTOPEHUN MPUBECTU K CMEPTU UKW TSXXENTOMY NOPaXeHUIo 340Pp0BbA
nauveHTa, nonb3oBaTens wau TpeTbero nuua (3anmcreosaHo u3 FOCT P NCO/TC 19218).
3.2 HabnwogeHusa (BbiBoabl) ayauta (audit findings): Pe3synbTartbl oueHnBaHWA coGpaHHbIX CBUAe-
TeNbCTB ayanTa Ha COOTBETCTBUE KpuTepusam ayauTa (3aumcTteoBaHo u3 FOCT P MCO 9000; nyHkT 3.9.5).

NMpumevyaHne — HabnopeHus ayanTa MOryT ykasbiBaTb Ha COOTBETCTBME WM HECOOTBETCTBME KPUTEPUAM
ayauTa Uan Ha BO3MOXHOCTY YNyULLIEHUS.

3.3 cobnopgoHne/cooTBeTcTBUO (compliance/conformity): BeinonHeHne perynvpyrowmx TpeboBaHunii.

MpuMmeuyaHne — B HacToslleM cCTaHAapTe TEPMUHbI «COBMOAEHME» U «COOTBETCTBME» MCMOJb3YHTCA Kak
B3a/MO3aMEHSIEMbIE, XOTS B HEKOTOPbIX OPUCANKLMSAX OHU MOTYT Pa3fiMyaTbCs U UMETb Pa3Hble 3HAYEHUS.

3.4 3HauuMbIli nocTaBLwuk (critical supplier): MocTaBLKK MaTepranos, KOMMNOHEHTOB WW YC/yr, KOTO-
pble MOTYT NOBAVATL Ha 6€30NacHOCTb U DYHKLMOHMPOBAHNE MPOAYKLMN.

3.5 ynonHoMouYeHHbIt depepanbHbllii oprad (designating authority): OpraH, yuypeXAeHHbIi um
YNO/THOMOY€EHHbI NMPaBUTENLCTBOM /1 Ha3HaYeHWs opraHusauunii, NPoBOAALLMX ayAuTbl, BDEMEHHOTO npe-
KpalleHns uxX NOHOMOYWIA, @HHYIMPOBAHNA UX Ha3HAaYeHUS UK YCTPAHEHUS YNOMSAHYTOr0 BPEMEHHOTo npe-
KpaLeHVs NOTHOMOYWIA.

3.6 HecooTBeTcTBMeE (nonconformity): HeBbinonHeHne TpebosaHus (3aumcTeosaHo 13 FOCT P CO 9000:
NyHKT 3.6.2).

MpumeyaHne — O6GBLACHEHNE TepMUHA «HECOOTBETCTBUE» npuBefeHo B FTOCT P 54421.

3.7 ayauT Ha coOTBeTCTBME perynupylwmm TpebosaHusam (regulatory audit): Aygut cuctemsl Me-
HepKMeHTa kayecTBa C Lie/iblo IeMOHCTPaL i ee COOTBETCTBUSA perympyoLlm Tpe6osaHnam (3aumcTeBoBa-
Ho H3 TOCT P 54882).

3.8 oTyeT 0 npoBefeHWN ayauTa Ha COOTBETCTBME perynupylowum TpeboBaHuam (regulatory
auidit report): JOKyMeHT WAN COBOKYMHOCTb [JOKYMEHTOB, COCTaB/IEHHbIX ayAUTOPCKON TPynnoi n cogepxa-
WMX aAMUHUCTPATMBHYIO MHCGOPMaLMIo, a Takke KpaTkylo nHdopmaumio 06 o6bekTax, QPyHKLMAX 1 npoLec-
cax. NofABeprimMxcsa ayauTy, HabNloAeHUAX U 3aKIYeHNAX ayanTa.

MpumeuyaHne — B HacToALeM cTaHAapTe «OTYETO NPOBEAEHUN ayauTa» 03Ha4YaeT «OTYeT O NPOBeAeHUN ay-
AWTa Ha COOTBETCTBUE PerynnpyLuM Tpe6oBaHmsm».

3.9 perynupytouine Tpe6oBaHus (regulatory requirements): YacTb 3akoHa, MOCTAHOB/IEHWS, yKasa
WY APYTOTo PerysimpyioLero AokyMeHTa, pacnpoCcTpaHsloWerocs Ha N3roToBUTENein MeAULUHCKUX U3LENNA.

MpumeuvaHusn

1 PekoMeHAauuu, NPoeKTbl AOKYMEHTOB U T. N. HE PEKOMEHAYEeTCA WCNONb30BaTh B KA4ecTBe perynmpyoLimx Ao-
KYMEHTOB U NCTO/IKOBbIBATb Kak TakoBble, Aaxe ec/im OHU 6yayT ochuunansHo onybnvkoaHbl (TOCT P 54421).

2 B HacTosilem cTaHaapTe perynvpyoLlime Tpe6oBaHUa orpaHnyeHbl TeMyn Tpe6oBaHUSIMU, KOTOPble OTHOCATCS K
cuctemaMm MeHeXKMeHTa KayecTsa.

4 Llenun otyeTa 0 NpoBeAeHUN ayauTa 1 yaoB/IeTBOpeHne nNoTpe6bHocTel
nosib3oBaTesns

4.1 Uenu otueTa 0 NpoBefeHnn ayauta

OTYeT 0 NPOBEAEHNMN ayauTa COAEPXKUT AOKYMEHTUPOBAHHOE CBUAETE/IbCTBO MPOBEAEHUS ayauTa Ha
COOTBETCTBUE perynupyowmnm Tpe6oBaHuaM. Vimelolasca B HeM UHGopMaLmMs AOMKHA 6biTh AOCTATOUHOI:
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- 4NS LOKYMEHTMPOBAHUS 06/1acT ayauTa, BUAa ayauTta, ero uenei, Kputepues, 06bEKTOB ayauTa,
HabnogeHnin ayaurta:

- OLEHMBaHUsA CTEMEHW COOTBETCTBWSI MPOBEPSIEMOI OpraHv3auuu, pesy/bTaTUBHOCTY BHeApeHHOI
CUCTEMbI MEHEXXMEHTA KayecTBa W 3akoueHnii No pesynbTataMm ayauTa;

- BO3MOXHOCTU O06MeHa OoTyeTamy O NPOBEAEHUM ayAUTOB MEXAY PerynvpyloLimMim opraHamu uunm
opraHusauusmMu, NPoBOAALLMMU ayaNThI.

4.2 OpueHTauua Ha opraHu3auuu, NPoBOAsLLME ayaAUTbl, U/WN PEryNNpYyOL e OpraHbl

OpraHu3aumu, NpoBoAsLLME ayauTbl, UWAN perynupytowe opraHbl MOryT UCNO/b30BaTb OTYETHLI O NPO-
BeJeHUN ayanToB:
- AnsA obecneyeHns 3anvceii No NpoBepsieMbIM BUAAM AeATeNIbHOCTY;
OLIeHMBAHUA COOTBETCTBUSA NMPOBEPSEMOI OpraHn3aLmn perympyroLmMm TpeGoBaHusM;
OLIeHMBAHUA COOTBETCTBUSA CUCTEMbI MEHEIXKMEHTA KaYecTBa KpUTEPUAM ayauTa;
obecneyeHnst CBUAETENbCTBA A/151 NPUHSATUASA PeLLeHns O COOTBETCTBUM peryimpyowmmMm TpeboBaHnsam;
- MOArOTOBKM K C/iefytoLemMy ayauTy;
- BefleHVs NcTopun ayauTa;
onpefeneHus TeHAEHLUN NCTOPUM COOTBETCTBMS /11 NPOBEPSIEMOI OpraHu3auum;
- onpeAeneHns TEHAEHLMN UCTOPUK COOTBETCTBUS 418 KOHKPETHOI OTpac/v NPOMbILLIEHHOCTY;
Hazi3opa 3a oT4YeTaMy 0 HeGNaronpUATHbLIX COBBLITUAX;
o6MeHa MHpopMaumeli Mexay opraHvM3alusiMu, NMPOBOAAWMMU ayanTbl, WWAN perynupyowmumm op-

raHamu:
- OUeHMBaHUA fesiTeNbHOCTM ayanTopa(oB);
- YNyuLIEHNUs1 COrNacoBaHHOCTY MEXAY ayAuTopamm.

4.3 OpueHTauus Ha YNOTHOMOYEHHbI hefiepanbHblii opraH, ocyu,ecTBAAOWMNIA HaA30p
3a opraHvsauusmu, NpoBoOASALLUMU ayAUThI

YNONHOMOUYEHHBIN heaepanbHblii opraH, OCYLEeCTBASIOWMIA KOHTPO/Ib M HAA30p 3a opraHv3auusiMu,
NPoBOAALLMMU ayAuThI, UCNOMb3YET OTYETHI O NPOBEAEeHUN ayauToB;

- [Nsl OLeHUBaHNS KOMNETEHTHOCTM OpraHu3aumy, NPoBOAsLLel ayauTsl, U BXOASLLMX B HEE ayAUTOPOB;

- Haj30pa 3a AeATefIbHOCTbIO OpraHM3aLuii, NPOBOASALLMX ayAUTbl, N BXOASLLMX B HUX ayAUTOPOB;

- YNyYLEHWsI COTNTAaCOBAHHOCTY MeXAy pasfnyHbIMW OpraHu3alusiMuy, NPOBOASALLMMU ayauThl, U BXOAS-
LWMMW B HUX ayAuTOopamu.

4.4 OpueHTauMs Ha U3roTOBUTENS U/ NPOBEPSIEMYI0 OpraHmsayunto

M3roToBuTENb M/MNW NPOBEPSieMasi OpraHn3aLysi UCNosb3yoT OTYEThl O NPOBEAEHUN ayAUTOB:

- Ans obecneyeHus 3anuceii No NPoBepsieMbIM BUAAM AesiTENIbHOCTM 1 061acTu ayauta:

- o6ecneyeHuns CBMAETENLCTBA COOTBETCTBUSA PETY/IMPYIOWUM TPeGOoBaHUAM;

- onpegeneHusi ctaTyca cMCTEMbl MEHEMKMEHTA KayecTBa (BK/ouasi HECOOTBETCTBUS);

- OCYLLECTB/IEHNS 06GpaTHOW CBA3KM C Le/blo AanbHELlero ynyylleHUus CUCTEMbl MeEHeMXMeHTa
KauecTBa;

- MOATOTOBKY K CNeflylolemMy ayauTy;

- BEJEHWsI UCTOpUK ayauTa:

- onpegeneHus TeHAEeHLUU COOTBETCTBUS;

- o6ecneyeHuns CBUAETENbCTBA COOTBETCTBUSA A5 PETYIMPYIOLLUX OpraHoB/opraHu3aumii, NpoBoasLLMUX
ayauTbl, Kak YacTb AesiTeNIbHOCTY MO PErncTpauumn/INLEH3POBaHMIO NPOAYKLNN:

- BbINO/IHEHUS HEOBXOAUMbIX KOPPEKTUPYIOWMX U Npeaynpexaatolnx 4eicTBuii.

5 OCHOBHOE coep)aHue oT4yeTa O MPOBEeAEHUN ayanTa Ha COOTBETCTBME
perynupytoLmm TpeboBaHnamM

OpraHu3aums, NpoBoAsLLas ayanuTbl, UK PEryupytoLnii opraH MoryT Bol6path Te npoLleaypbl OTYETHO-
CTU. KOTOpble OTBEYAIT UX MOTPEGHOCTAM. OCHOBHOE COAEPXAaHVE OTYETA MO ayauTy, NPUBEAEHHOE B JaHHOM
pasgene, pekoMeHayeTCsl B kKauecTBe MUHUMaIbHO HEOBX0AMMOro Tpe6oBaHus.

OTueT foxeH 6biTb NPeACcTaB/ieH B NeYaTHOM Bufe B hopmarte, NpurofHoM Afs ero XpaHeHus u ne-
pefjaus 3NeKTPOHHLIMW CPEACTBaMW. B OTYeTe criedyeT WAEHTUMULMPOBATL MHGOPMALMIO, SBASAIOLYIOCS
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KOMMepYecKoii TaliHoli U COBCTBEHHOCTLIO OpraHu3aumn, Ans obecneyeHust KoHuaeHuMansHocTU. B noa-
pasgenax 5.1—5.6 HacToslLLEro cTaH4apTa NpUBEAEHO OnucaHue PeKOMEHAYEMOro COAepXaHus 0TyeTa o
NpoBeAeHNM ayanTa B pEKOMEHAYEMOM MOpsiAKe.

MpumeyaHne — SFA3bIK OTYETa O NPOBEAEHUN ayanNTa PEKOMEH/YETCS COrnacoBaTb MeXAy NpoBepsiemMoii opra-
HW3auwveli v opraHusaumeit, NpoBoAsLLel ayauT, 3apaHee, 40 Hayana ayauTta. Bo MHOMMX c/iyyasix BbIGOP A3blka onpeje-
NSieTcs KOHEYHbIM NONb30BaTeNIEM OTHETa.

5.1 [laHHble, OTHOCSWMECS K NPOBEPAEMOI opraHusauum

5.1.1 HaumeHoBaHVe NpoBepseMOii opraHusaunm, agpec, TenedoH, akc, INeKTPOHHbIN agpec.

5.1.2 VNAeHTU(DMKALMOHHbINA UK PerncTpaLMoHHbIA HOMEpP OpraHn3aummn Ansa Kaxaoro perynnpyoLiero
opraHa, 3a,efiCTBOBaHHOro B ayauTe (Korga npuMeHnmo).

5.1.3 OnucaHne nposepsiemMoli opraHnsaummn (NpUbAN3nTeNIbHOe YNCN0 COTPYAHUKOB, OXBaTbiBAEMbIX
obnacTbio ayauTa: WTaTHOe pacnucaHue: yacbl paboTbl, paboune cMeHbl U Mo6ble CE30HHbIE U3MEHEHUS;
HanmeHoBaHue(na) nsgenua(i); KONMYeCcTBO IKCNOPTUPYEMbIX U3AENNIA, BbIpaXKEHHOe B LUTYKax Wan B Npo-
LleHTax, C ykasaHvueMm CTpaH, Kyfa n3genqs akcnopTtupyrotcs). Ecnm noMumo rnaBHO NPon3BOACTBEHHOW N1o-
LWaAK1 B NPOBEPSAEMOI opraHm3aLnm MMeTCs Apyrue NaoLWaAku U OHK Takke nognexar ayauTy, TO PEKOMEH-
AyeTcs ykasaTb Ha B3aVMOCBS3b, CYLLLECTBYIOLLYIO MEXAY 3TUMU O6beKTaMu.

5.1.4 Nlorotun (TOBapHbIA 3HaK) OpraHM3aunn-u3roToBUTENS U ee HanMeHoBaHve (B TOM yuc/e cokpa-
LeHHoe).

5.1.5 Crartyc Bcex cepTudukaToB, CBUAETENbCTB, aTTecTaluil, MMeIoLLMX OTHOLLEeHVEe K 06n1acTu ayauTa.

5.1.6 O6nactb NPUMeEHEeHUs/acCopTUMEHT NPOAYKUMK, BbIMyCKAeMOli opraHu3auuei, n kateropum us-
fenuii, oxBaTblBaeMbIX ayauTOM (C MCMOJ/Ib30BAHUMEM MPUMEHUMON HOMEHKNATYPHOIN CUMCTEMbI, Hanpumep
MexayHapoAHON HOMEeHKNaTypbl MeauuMHCKMX usgenunii — Global Medical Device Nomenclature. GMDN,
ec/n oCyLeCcTB1MO).

5.1.7 HammeHoBaHue, MeCTOHaxoXAeHne 1 BuAabl AeATe/IbHOCTU 3HAaYUMbIX MOCTaBLUNKOB, €C/IN Tako-
Bble MMetoTCA.

5.1.8 ViHhbopmauwmsa o npeacTasmTene BbICLLErO PYKOBOACTBA, OTBETCTBEHHOM 3a CUCTEMY MeHeAKMeH-
Ta KayecTBa.

5.1.9 CeefeHua o npeAplgyliem ayauTte, BKIOYaa faTy, HauMeHOBaHWe opraHusauvu, NpoBoAUBLLEN
ayauT, hamMmunun, MMeHa, oTyecTsa ayAWTOPOB, KpUTEpUW ayauTa, NOACUCTEMbI, MOABEPrIVECs ayauty, U
pe3synbTaTbl ayauTa, Korga npruMeHnvo.

5.1.10 [lononHunTenbHaa MHgopmMaLuma KkacatelbHO UCTOPUM COOTBETCTBUSA NPOBEPSEMOI OpraHu3auum
perynvpyloLimm TpeboBaHnam, ecnv TakoBas MMeeTcs.

5.1.11 WHdopmaums o npeactaBuTesie NpoBepsemoit opraHmsauum nnm apyrom(nx) nuue(ax) (ecnu o
He ABMAETCA IMLOM, YKa3aHHbIM B 5.1.8), OTBETCTBEHHOM:

- 3a opraHusauuio NpoBeAeHUs ayauTa;

- MoJiydyeHne oTyeTa O NPOBefEeHUN ayauTa,;

- Mony4YeHve AOKYMEHTa O COOTBETCTBUM Peryimpyownum TpeboBaHuam.

5.1.12 Pa6ouwii(e) a3bik(n).

5.1.13 VcknoyeHne n HenpumeHeHue TpeboBaHWil K cUCTeMe MeHeMKMeHTa KayecTsa.

5.2 [laHHble, OTHOCALWMECA K ayanTy

5.2.1 Bupg ayguTta (nepBoHavasibHbIiA, NOATBEPXAAOLWMIA, CleunanbHbIi).

5.2.2 O6nacTtb aygnTa, €ro uesv u Kputepun, B COOTBETCTBMM C KOTOPbIMU ObI/T NpoBeAeH ayauT (pery-
nvpyloLne JOKYMEHTbI U CTaHAapTbl).

5.2.3 [laTbl 1 Bpems NpoBefeHus ayamTa B opraHusauum.

5.2.4 O6uiee Bpems, 3aTpayeHHOe Ha ayauT (B YesTI0BEKO-AHSX).

5.2.5 VpgeHTudukaumsa opraHnsaumm, NnpoBOAUBLLEV ayauUT, U YNEHOB TPYNMbl N0 ayauTy (BKIOYas Tex-
HWYeCKNX 3KCMepToB), pacnpegesieHe NoaHOMOYWA U OTBETCTBEHHOCTU.

5.2.6 A3bik(n) ayguta.

5.2.7 CepeHusa 0 nepeBogumnke(ax). ecnm Takosble NMETCS.

5.2.8 HabniwogaTtenb(n) 1 HaMeHOBaHWe opraHu3aunn, K KOTOpoi OH (OHW) OTHOCATCS, €C/IN TakoBble
UMeroTCS.

5.2.9 MNepeyeHb AOKYMEHTOB, MpoaHanM3MpPOBaHHLIX [0 Hayana ayauTa, BkIOYas WAeHTUdUKauumio
3TUX AOKYMEHTOB 1 CTaTyC UX nepecMmoTpa.
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5.3 WHdopmaumsa, nonyyeHHasa B Xxofe aygmra

5.3.1 OnwucaHue BUAOB AeATENbHOCTU, OXBAYeHHbIX ayauTomM. Heobxoanmo cocTaBuTb KpaTkoe onuca-
H/e OCHOBHbIX 3/IEMEHTOB KaXXA0l 13 NoACUCTEM, NOABEPTLUUXCS ayanTy:

- BbICLUEEe PYKOBOACTBO;

- MpOeKTMpoBaHue 1 paspaboTka [onucaHne npoaHannsMpoBaHHoro(bix) npoekTa(os));

- [JOKyMeHTaLmsa Ha NpoayKuuio;

- ynpaBfneHve npoAaykuuein u npoueccamu [onucaHMe NpoaHanM3MpoOBaHHbIX NPOAYKUWMU 1
npouecca(os)];

- KOppekTupytowme 1 npegynpexgaroLme geinctems (kakme UCTOYHNKM AaHHbIX 4OCTYNHbI A8 aHanm3a
N Kakue 13 HUX OblIY NpoaHaN3npPoBaHbl),

- ynpaBfieHve 3akynkamu;

- ynpaBfieHue foKymMeHTauuel 1 sanucsamu,

- npouecchl, CBA3aHHbIe C NoTpebuTenem.

MpumeyaHne — BblleykasaHHbie nogcucTemsl npueefeHsl B FTOCT P 54882.

KpaTkoe onucaHue noAcucTeMbl AOSIKHO BKOYaTh B cebs.

- HasHayeHWe OCMOTPEHHbIX 06LEKTOB (HaNpUMep, BXOAHOW KOHTPO/b, MPOU3BOACTBEHHbIE NMOMELLEHUS,
nabopaTopumn KOHTPO/IA KayecTBa 1 T. A.) W, NPY HEOGXOAMMOCTU, CBEAEHNS 06 ONPOLLEHHbIX COTPYAHMKAX;

- BUAbl AeATENbHOCTW U NpoLecchl, NoABeprinecs ayauTy, BKIOYas NpULMHbI UX BbIGOpPa;

- MPOaHa/IM3NpPoOBaHHbIE AOKYMEHTbI, BK/HOYAA WX YNCNO, CBEAEHNUS O NepecMoTpe U T. 4.

- CCbI/IKM HA NpPOoaHaNN3MpoBaHHbIE 3anucK, Hanpumep, Xanobbl NoTpebuTeneil, 3anMcu o NapTUsIX us-
nenvii nT.4.;

- CCbI/IKW Ha NpoaHa/IM3MpPOBaHHbIe M3AeNns, HanpuMmep, TEXHOOTMYECKME MPOLECCHI, KOMMIEKTYO-

wye n T. 4.

MoATBEPXAEHUE COOTBETCTBUSA CTAHAAPTY WU PETYNMpYIOLLEMY JOKYMEHTY Moc/ie NpoBefeHus ayau-
Ta. Hanpumep:

- COOTBETCTBYE;

- KOMMEHTapWM OTHOCUTE/TILHO BO3MOXHOCTEN YNyULIeHNs, NPy HEO6XOAMMOCTH;

- HecooTBeTCTBME (BK/HOYAs 3HAUNTESIbHbIE HECOOTBETCTBUS).

MpumevyaHune — Ecnv KommeHTapuum o HeOﬁXO,Cl'I/IMOCTI/I ynyduweHuna 3anucaHbl B 0T4eTe O nNnposegeHun ayamTta,
BK/IlOYAKOLLEM B CEOSA CBEAEHMSA O HEBLINO/IHEHUN TPEOOBAHWUIA, HE NPUBOASLLEM, O4HAKO, K HECOOTBETCTBUIO CUCTEMbI ME-
HeJXMeHTa KayecTBa, TO c/ieayeT NOACHUTb, No4YemMy B laHHOM cnyyae He 6b110 NPUHATO peleHne o HeCooTBETCTBUN.

Ecnu ona LemMoHCTpaumumn NosHOTLI OXBaTa KOHKPETHOU 06/1acTy MCNo/ib30BaH TUMNOBOW KOHTPO/IbHBbIiA
nepeyeHb, He cofepxaluii Kakoi-nMbo JONONHUTENBHON MHopMaLMK, TO peKoMeHAyeTCcss OTpa3uTb 3TOT
(hakT B MMCbMEHHOM OTYeTe.

5.3.2 OnwucaHue NpuyvH BO3BpaTa nU3fennii, KOPPeKTUPYIOLWNX AeiCTBUIA, OTHOCALLUXCA K COB0AEHNI0
TpeboBaHWii 6e30NacCHOCTU B KOHKPETHOI 06/1acTu, a Takke onvcaHue yTuamsauum unm 3aMeHbl U3genunin co
BpeMeHu npeablayLiero ayamTa, ecav TakoBble UMesUCh.

5.3.3 OnucaHne cyLweCcTBEHHbIX N3MEHeHW, NMPOoM30LLIeALWNX CO BPEMEHN NpeablayLero ayaura B us-
Jenvax uny npoueccax, B OpraHu3aLoHHOWN CTPYKType, CTPYKType COH6CTBEHHOCTH, PyKOBOZSLLEM cocTase
(BepyLlmx cneynanucTax) U B CMCTEMe MeHeXMeHTa kavecTsa.

5.3.4 OnucaHune Bcex nocnegyowmx AeiCTBUIA, BbINOMHEHHbIX NPOBEPAEMON opraHu3aunein no KoH-
KpeTHbIM Xanobam uam otyetam 0 He61aronpUATHbLIX COBBITUAX.

5.3.5 NpgeHTudmkauma 3atpeboBaHHOl MHGOpMaLnM, B NMOAYYEHUN KOTOPOI 6blSI0 OTKasaHo, U BCeX
BO3HUKLLMX NPENATCTBUIA, CTaBALMX NOZ, Yrpo3y 06bEKTUBHOCTL HABMIOAEHUIA N 3aK/T0YeHWt ayanTa.

5.3.6 VMaeHTudukauus HeCOOTBETCTBUIA, B TOM Yucne:

- noapo6Has MHopmMaursa 0 KaxLiomM HeCOOTBETCTBUY;

- KpUTEPUIA(MK) ayauTa UKW KOHKPETHOe perynupyloliee TpeboBaHue, K KOTOPbIM OTHOCUTCA HECOOT-
BETCTBYE,;

- OTHOCUTE/IbHasA 3HAYMMOCTb C TOYKM 3PEHUA perynmpytoLmx TpeboBaHuii;

- faTta npefcTaBfieHns 3aniaHMpOBaHHbIX KOPPEKTUPYIOLWNX AeACTBUNA.

5.3.7 MopgpobHas nHopmMaLumsa 0 KOPPEKTUPYIOLLMX AeACTBUAX, MPeANPUHATLIX B NpoLecce ayauTa.

MpumevyaHue — Tpu oBGHapyXeEHUN HECOOTBETCTBMA PEKOMEHAyeTCsi cfenaTb COOTBETCTBYIOLYIO 3anuchb,
[axe ecnu npoBepsieMas opraHusauus ycTpaHuia HecOOTBeTCTBUE B XO4€e ayauTa.



FOCT P 54881—2011

5.3.8 Bepudukaumsa pesynbTaTMBHOIO BbINOTHEHUS KOPPEKTUPYIOLMX AeACTBUIA CO BpeMeHN npeablay-
Lero ayauTa.

5.3.9 OnwucaHune Bcex Npobaem, HyXAalLWmnXCa B peLleHnn, HO He BOLeALWNX B NepeyeHb HecooTBeT-
CTBUIA (ECNN TaKoBble UMEKTCS), UM KOMMEHTaPUN B OTHOLLEHUWN HEOGXOAUMBIX YYULLIEHWIA.

5.3.10 lMepuog BpeMEHWN, YCTAHOB/IEHHbIV AN YCTPAHEHUS HECOOTBETCTBUIA, €C/IN TaKoBble NMEIOTCS.

5.3.11 Bonpochbl, KOTOpble HEO6XOAMMO pacCcMOTPeTb NPY NocneAyoLLeM ayauTe.

5.3.12 MogpobHas nHdopmauns, npefocTaBneHHas Ha 3akNiounTelbHOM COBELLLaHUK, B TOM Yucne pe-
akuus npoBepsieMoli opraHmsauuu.

5.3.13 HepaspelleHHOoe pacxoxefeHne BO MHEHUSX MexAy ayAuTOpCKOli [pynnoi M npoBepsemoit
opraHusauuveil.

5.3.14 Jo6ble obnactu, He noaseprinecs ayauty, Ho BXxogsllme B 06/1acTb ayauTa.

5.4 AyanTopcKoe 3ak/ryeHune

5.4.1 KpaTkoe cofepxaHune 1 BbiIBObl O COOTBETCTBUN CUCTEMbI MEHE)KMEHTA KayecTBa NpoBepsieMoi
opraHusauun no Kaxpgon rpynne kputepues ayauta.

5.4.2 Kpatkoe cofepxaHue 1 BblBOAbl KacaTeslbHO pe3y/ibTaTUBHOCTV CUCTEMbI MEHEMKMEHTa Kauye-
CTBa B ,OCTUXEHWW Leneli B 06/1aCTH KayecTsa.

5.4.3 PekomeHgauuu aygutopos A5 NpoBepsiemMoli opraHusauum (Npyu Heo6xoanMocTH):

- nocnegyrowmne AeicTBUSA, BKIOYAs NPeaIoXeHHbIA rpadnk BbINOTHEHUS faHHbIX AeliCTBUIA:

- peKkomeHAaumy KacaTesibHO NepBOHaYabHOM cepTudhnkaumm nnm peceptTudukaumn.

5.4.4 ToATBepxaeHue Toro, YTo Lenm ayanta JOCTUTHYTbI UKW, B NPOTUBHOM c/lyvae, 06bACHEHNE TOro,
noyemMy OHW He JOCTUTHYTI.

5.5 farta n noanucu

5.5.1 [aTupoBaHue otyeTa O NpoBeAeHun ayauTa.
5.5.2 damunuu, meHa, oT4ecTBa ayanMTopoB, UX AO/HKHOCTU U HAMMEHOBaHWe opraHu3auuii, B KOTOPbIX
OHM paboTatoT (MoAgnNucKu MNu nevaTu ayanuTopoB Ha OTveTe).

5.6 MMpunoxeHna K 0T4OTY O NpoBeAeHuUN ayanta

MnaH(bl) ayanTa (Npy HEO6X0AUMOCTK).

Cnu1coK NpPUCYTCTBYIOLWMX HA MEepPBOHAYa/IbHOM U 3aK/1YMTENIbHOM CcoBelaHusix (npu Heo6xoAnMo-
cTH).

[JlokymeHTbI, 3aTpeboBaHHble OopraHusaLlmeli, NPOBOAUBLLEN ayauT.

CBuaeTenbCcTBa, NOATBEPXKAAOLMNE HANNYNE BbISIBIEHHLIX HECOOTBETCTBUIA.

KOHTpO/IbHblE NMNCTbI, NCNO/b3yEeMble ayAuTOpaMu.

OTYeT 0 HECOOTBETCTBUSAX, €C/IN TAKOBOIN 13AaeTcs OTAe/bHO.
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Mpunoxexnne A
(o6a3aTenbHoe)

CpaBHeHMe CTPYKTYpbl HACTOsILWEero ctaHgapTa co CTpPykTypon gokymeHTa GHTF/SG4/N33R16:2007
«PykoBOACTBO MO ayAMTy CUCTEM MEHEAXMEHTA KayecTBa M3roToOBUTENEen MeaULUHCKUX N300niA
Ha COOTBETCTBUE perynupylwmum TpeboBaHnsam. Yactb 3. OTYOT 0 NpoBeAeHun ayamTa»

Ta6bnuya A1

Homep pasgena HacTOsILLEero CTaHaapTa

0 BsegeHune

1 O6nacTb NpuMeHeHus

2 HopMaTuBHbIE CCbINKK
3 TepmMmuHbI 1 onpegeneHuns

4 Llenwn oTyeTa O NpoBejeHUM ayauTa v yaosneTsope-
Hue notpebHoOCTel nonb3osartens

5 OCHOBHOe COfepXaHue oTyeTa 0 NPOBEfEeHN ayaun-
Ta Ha COOTBETCTBME PEryNMPYIOLLUM TPe6OBaHUSAM

Howmep gokymeHTta GHTF

1.0 BeepgeHue

2.0 O6nacTb NpUMeHeHNsa
3.0 Uenb

4.0 O6ocHoBaHue

5.0 HopmaTuBHble CCbINKU
6.0 Onpegenexus

7.0 Lenn otyeta 0 NpoBefeHUn ayauta v yaosneTso-
peHne noTpebHOCTeN nonb3oBaTens

8.0 OCHOBHOE cofepxaHue oT4eTa O MpoBeAeHun
ayAuTa Ha COOTBETCTBUE PETYNIMPYIOLLUM TPe6oBaHUAM

MpumeuaHne — lMPUIOXKEHNA HACTOALLEIO CTaH4apTa COOTBETCTBYIOT NPUIOXeHUAM AokymeHTa GHTF.
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Mpunoxexne Ab
(o6sA3aTenbHoe)

TeKCT N3MEHEHHbIX CTPYKTYPHbIX 3/1€EMEHTOB HACTOSLLEero ctaHgapTa u gokymeHta GHTF/SG4/
N33R16:2007 «PykoBOACTBO MO ayAuTy CUCTEM MEHEAXMEHTa kayecTBa U3rotoButenei
MeAULMHCKUX N3AeNnnii Ha COOTBETCTBME PerynmpyrolmMm TpeboBaHnsaMm.

YacTtb 3. OTyeT 0 npoBefeHUn ayanta»

| TekcT pasgenoB 3.0 n 4.0. NCKNOYEHHbIX U3 AokymMeHTa GHTF/SG4/N33R16:2007 «PykoBOACTBO MO ayauTy
CUCTEM MEHEe[XMEeHTa KayecTBa U3rotoBuTesneil MeAnLMHCKUX N3Aenuii Ha COOTBETCTBUE PerynnpyoLmnmMm TpeboBaHnsaM.
YacTb 3. OTUeT 0 NpoBeAeHuN ayanTa», Tak kKak HelenecoobpasHo BKIOYATb AaHHble pasfenbl B HaLWOHabHbIA CTaH-
AapT B cBA3K ¢ TpeboBaHMSAMMW K CTPYKTYpe HaluMoHasllbHOro cTaHfgapta Poccuiickoii ®epepauynn, YCTaHOBMNEHHbIMU B
FOCT P 1.0—2004. a TakXe B CBA3M C TEM. 4YTO COAEepXaHNe faHHbIX pa3fenos fy6nvpyercs cogepXxaHnem BBeAEHUS U
pasgena 1 «O6nacTb NPUMEHEHUA» HACTOSLLEro CTaHhapTa.

3.0 Uenb

Llenblo HacToSWEro JOKYMEHTA SIB/ISETCSA CNOCOGCTBOBAHME COM/IACOBAHHOCTM OCHOBHOIO COZAEpXaHusi oT4eTa o
npoBejeHun ayguTa A5 o6ecneyeHnss pyKoBOACTBa OpraHu3aLumn Hauyuleld NpakTUKoii.

4.0 O6ocHoOBaHMNe

HacToswmii JOKyMeHT no3BosisieT o6ecneynTb COrNacoBaHHOCTb OTYETOB O NPOBEAEHUN ayAnuTOB, YTO BaXHO AN
LOCTUXEHUS COTNACUs U B3aWMHOTO NPU3HAHWS Pe3yNibTaToB ayAUTOB.

B oTyeTe 0 NpoBefeHWUN ayauTa peKoMeHgyeTcs NpoLEeMOHCTPUPOBATL, YTO Gbifl NPOBEAEH ayauT Ha COoOoTBeT-
CTBME CUCTEMbI MEHEAXMEHTA KauecTBa Perynpyowmm Tpe6oBaHNsaM U YTO AaHHbIN ayguT 6bia JOCTATOYHO [/Ty6OKUM
1 BCECTOPOHHUM.

HacToswmit JOKyMeHT o6ecneunBaeT Mosb30BaTeNsi CTPYKTYPO OTYeTa O NPOBEAEHUM ayfuTa, NPUMEHWMON B
pasNUYHbIX OPUCANKLMAX, YTO CMIOCOBCTBYET OCTUXEHNIO COTNACOBAHHOCTY U e4MHO06pa31s U NOMOraeT ayAuTopy nog-
TOTOBUTbL OTYET, KOTOPbI MOXET 6bITb UCMOML30BAH PA3HbIMW PErYIMPYIOLMMN OpraHaMm n'nan opraHn3ayusimm, nposo-
OAWMMY ay[uThl. Hanuume 0TYETOB, OAHOTUMHBIX MO COoZepxaHuto, o6nerdaeT aHanus u 06MeH oTYeTamMm 0 NPoBeAeHUm
ayauToB. Mpu3HaHue OTYETOB O NMPOBEAEHWM Ay[MTOB PA3HbIMU PETYNIMPYIOLWUMI OpraHamMu LO/KHO, B UTOre, Crnoco6-
CTBOBATb COKpALLEHUI0 Yucna ayauToB, NPOBOAUMbIX Y U3rOTOBUTESEN.

HacTosawmin  JOKYMEHT MOXHO TakKe WUCMo/b30BaTh AN1S NOATBEPXKAEHUS [BYCTOPOHHWUX W MHOTOCTOPOHHUX
cornalueHuit.

Il OpurnHanbHbI TEKCT U3MEHEHHbIX TEPMUHOMOTNYeCKNX cTaTell fokyMmeHTa GHTFISG4/N33R16:2007 «PykoBoj-
CTBO MO ayuTy CUCTEM MEHEXMEHTa KayecTBa N3rotoBuTeneil MeguLVHCKNX N3Aenunii Ha COOTBETCTBME PerysimpytoLum
TpebosaHmAM. YacTb 3. OTYeT 0 NpoBeAeHnn ayauta»

TepmuHonornyeckme crtatbn 3.1 1 3.2 U3MeHeHbl B CBA3N C Hanuunem B Poccuiickoli ®efepaunm rapMoHU3Npo-
BaHHbIX CTaHAAPTOB, B KOTOPbIX faHHble TEPMUHbI CTAHAAPTU30BaHbl. TEKCT TEPMUHOMOrNYecKoi cTaTbn 3.1 npuBeseH B
cooTtBeTcTBME C TekcToM FOCT P MCO/TC 19218. CoOTBETCTBEHHO CCbisika n3meHeHa Ha FTOCT P CO/TC 19218. TekcT
TepMUHONorMyeckoii ctaten 3.2 npueegeH B cootsetTcTBme ¢ FOCT P MCO 9000. COOTBETCTBEHHO CCblfika N3MEHEeHa Ha
FOCT P NCO 9000.

3.1 Heb6naronpusaTHoe cob6biTue (adverse event): HecpabaTbiBaHue (HenpaBunbHOe cpabaTbiBaHUe) Unu yxya-
LeHne xapakTepucTuk namn yHKLMOHMPOBaHMSA NPOAAHHOr0 MeAULNHCKOro n3aenus (Bkawyas NnpuHaANexHoCTn n map-
KupoBaHue). unu ownbka akcnayaTauuu, SsBAAOWMNECA NPUYUHOA UAK MOryLmne ctaTb NPUYUHON, AN CNoCco6CTBYOLWME
CMepTN WN TSHKENOMY MOPaXeHNo 340P0BbSA MauMeHToB Uan Apyrux nuy (3ammcteoBaHo n3 GHTF/SG2/N36R7).

3.2 Habnwogenna ayauta (audit findings): Pe3ynbTatbl oueHUMBaHMA NOMYYEHHOTO CBUAETENbCTBA ayvTa B 3aBu-
CMMOCTV OT KpuTepues ayauTa (3aMMmcTBoBaHo 13 CO 19011).

MpumeyaHune — HabnwpeHus ayguta MoryT COOTBETCTBOBATb UM HE COOTBETCTBOBATL KPUTEPUAM ayaunTa unm
BO3MOXHOCTAM Y/yUllEeHNs AesSiTENbHOCTY OpraHnsauum.
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Mpunoxexne B
(cnpaBoyHoeE)

CBefleHns 0 COOTBETCTBUM CChIJIOYHbIX HaLlMOHabHbIX CTaHAapToB Poccuiickoil depepaynn
MeXAYHapoaHbIM CTaHAapTaM, UCNO/Ib30BaHHbIM B KAYECTBE CChISTIOUYHbIX
B MPUMEHEHHOM [OKYMEHTe

Ta6bnuya [AB.1

O603HayYeHue CCbIIOYHOTO

HauunoHanbHOW CTaHfapTa

Poccuiickoit ®epepauymnn

FOCT P NCO 9000—2008

FOCT P NCO 13485—2004

FOCT P NCO 19011—2003

FOCT P NCO/TC 19218—2008

FOCT P 54421—2011

FOCT P 54882—2011

CTeneHb
coaTaeTcTBUA

HoT

oT

0T

HoT

MOD

MOD

O603Ha4YeHne U HaMMeHOBaHNe CCbINTIOYHOTO MexayHapoaHOW CTaHaapTa

MCO 9000:2008 «CucTeMbl MeHegKMeHTa kayecTBa. OCHOBHbIE Mo-
JIOKEHUS 1 CI0BAPb»

MCO 13485:2003 «M3penus meguuuHckne. CUCTEMbI MEHEKMEHTa
KkayecTBa. Tpe6oBaHusa ANs Leneii perynmpoBaHus»

MNCO 19011:2002 «PykoBogsAuime ykasaHus No ayauTy CUCTEM Me-
HepKMEeHTa KayecTsa U/Wam CUCTEM 3KOIOTMHYECKOro MeHeXXMeHTa»

MCO/TC 19218:2005 «M3pgenus meguumnHckme. CTpykTypa KoaoB BuU-
[l0B V1 NPNYNH HEBNAronpUATHLIX COBLITUI»

GHTF/SG4/N28R4:2008 «PykoBOACTBO NO ayAuTy CUCTEM MeHen-
XMeHTa KayecTBa N3rotoBmTenein MeanLMHCKNX U3ennin Ha CooTBeT-
CTBMe perynvpyowum TpeboaHunam. Hacte 1. O6ume TpeboBaHnsa»

GHTF/SG4/N30R20:2006 «PyKOBOACTBO MO ayfuTy CUCTEM MEHeA-
XMEHTaA KauecTBa N3roTOBUTE/Iel MEAULMHCKUX U3AENNI Ha COOTBET-
CTBME perynupyioLwmum Tpe6oBaHusm. YacTs 2. CTpaTerus ayaura»

MpumevaHne — B HacToALel Tabnuue MCNonb30BaHbl cnepgywuine ycnoBHble 0603HaYeHNs CTeneHn cooT-

BETCTBWSI CTaHAAPTOB:

- IOT — nAeHTnYHbIE CTaHAapThI:
- MOD — moguduumnpoBaHHbie cTaHaapTbl.
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KntoueBble cnosa: ayauT va COOTBETCTBUE PETY/IUPYIOLLUM Tpe6OBaHVIHM, cucrtemMa MeHegXXMeHTa KayecTBa,
M3roToBuUTEb, MEANLUMHCKOE nsgenve, oT4eT no ayanuty
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