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[lpeaucnoBue

Llenu n npuHuunel ctaHgapTusaumm B Poccunuckon deaepaumnn yctaHoBrneHbl PeaepanbHbIM 3aKOHOM
oT 27 aekadbpa 2002 r. Ne 184-P3 «O TeXHMYECKOM perynmpoBaHuny, a npasuna npuMeHEHNA HaLUMOHarnbHbIX
craHaaptoB Poccunckon depgepaumm — [OCT P 1.0—2004 «CtaHpaptusauma B Poccunckomn dbeaepaunn.
OCHOBHbIE NONOXEHUA»

CBeaneHuda O cTaHaapTe

1 NOAITrOTOBJIEH 3akpbiTbiM akunoHepHbiM obLwecTtBoM « MEONTECT» Ha ocHOBE COOCTBEHHOIO ay-
TEHTUYHOIO NEPEBOA HA PYCCKUIN A3bIK JOKYMEHTA, YKa3aHHOro B NyHKTE 4

2 BHECEH TexHuyeckum KomMmMTETOM NO cTaHaaptudauumn TK 436 «YnpaBneHne Ka4ectBOM MeULIMH-
CKUX U3aenmmny»

3 YTBEPXIOEH  BBEOEH B OEVCTBWE Mpukasom denepansHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuto u metponornn ot 13 gekadpsa 2011 r. Ne 1188-ct

4 Hacrtodwum ctaHpgapTt aBndetca moanduunmpoBaHHbIM MO OTHOLLEHUIO K PYKOBOAALLEMY AOKYMEHTY
Llenesown rpynnbl no rnobansHon rapmonnsaunn (Global Harmonization Task Force — GHTF) «PykoBoacTBO
no ayauty CUCTEM MEHeKMEeHTa KayecTtBa U3rotoButenen MeguuuHCKUX U3genuu Ha COOTBETCTBUE PEry-
nupytowmnm tTpedboBaHnam. Yactb 3. Otyer 0 npoeeaeHun ayauta» (GHTF/SG4/N33R16:2007 «Guidelines
for regulatory auditing of quality management systems of medical device manufacturers — Part 3: Regula-
tory audit reports») nytem M3MEHEHUSA €ro CTPYKTYPbLI, a TakKXXe NyTeM U3MEHEHUA COAEPXKAHUSA OTAENbHbIX
CTPYKTYPHbIX 9NEMEHTOB (TEPMUHOMNMOrMYeckux ctaten 3.1, 3.2), KOTopbl€ BblAENEHbLI BEPTUKANBLHOU NMUHUEMN,
pacnonoXeHHoW cnesa OT TekcTa. [lpun aToM mucknioveHbl pasaens 3 «Llenb» n 4 «O0ocHOBaHME» NpUME-
HEHHOrO OPUrMHaNLHOINO AOKYMEHTA, KOTOPbIE HeLenecooOpasHo NPUMEHATL B HALMOHANbLHOM CTaHAapTe B
CBA3U C TpeboBaAHMAMUN K CTPYKTYPE HaLMOHanNbHOro craHgapra Poccunuckon degepaumnmn, yctaHOBNEHHbIMU B
[OCT P 1.0—2004, a Takke B CBA3U C TEM, YTO coAepKaHne AaHHbIX pas3aenoB Ayonupyercsa cogep>XxaHuem
BBeAeHUa u pasgena 1 «Oonactb npuMeHeHna». CpaBHEHUE CTPYKTYPbl HACTOALLEro ctaHaapTa CO CTPYKTY-
PO YKa3aHHOTO OPUTMHANBbLHOIO AOKYMEHTA NPUBEAEHO B AOMONMHUTENBHOM NpUnoXXeHuu OA.

OpuUrnHanbHbIN TEKCT ayTEHTUYHOIO NEpPeBoaa U3MEHEHHbIX CTPYKTYPHbLIX 3NEeMEHTOB NMPUMEHEHHOTO
nokymeHta GHTF n ooObsacHeHue npuymH BHECEHUA TEXHUYECKUX OTKIMOHEHUN NPpUBEAEHbI B 4OMNONMHUTENBHOM
npunoxeHuun Ib.

1o NPpUMEHEHNN HACTOALLEro CTaHaapTa PEKOMEHAYETCA NCNONb30BaTb BMECTO CChINMOYHbIX MEXXAVYHa-
DOAHbLIX CTAHAAPTOB COOTBETCTBYIOLLME UM HAaUUOHAanNbHbIE cTaHAapThl Poccunuckon deagepaumnmn, cBeaeHnd o
KOTOPbLIX NPUBEAEHLI B AONONHUTENLHOM NpunoxeHuu OB

S BBEOEH BINEPBbIE

VIHbopmauusa 06 UBMEHEHUSaX K HacmosdauweMy cmaHoapmy rnybnukyemces 8 exe200H0 u30asaeMoM UH-
chopMayUOHHOM yKaszamerse «HauuoHanbHbIe cmaHoapmbl», @ meKkcm u3MeHeHuU U rnornpasoK — 8 eXXxemMe-
CAYHO u3daeaembix UHPOPMAaUUOHHbIX yKa3amernsax « HayuoHarnbHble cmaHoapmbi». B criydae nepecmompa
(3aMeHbl) unu ommMeHbl Hacmosduea2o cmaHoapma coomeememeyrouiee yeseooMmreHue byoem onybrnukoeaHo
8 eXXeMeCcs4YHO u3odasaeMomMm UHpopMayUOHHOM yKazamerne « HayuoHarnbHble cmaHoapmbel». Coomeemcemay-
rowlasa uUHgopmauyus, yeeOomMrieHUe U meKcmsal pasmeuwlaromces makxe 6 UHhopMayuUuoHHOU cucmeme obuyeezo
r10/1b308aHUA — Ha ouyuarnbHOM catime ®eodeparibHO20 azeHmemesa rno MexXHU4YeCcKoMy peaynupoeaHuio U
Memporsioauu 8 cemu VMiIHmepHem

© CtaHgaptuHdopm, 2012

Hactoawmmn ctaHgapt HEe MOXET ObITb MONTHOCTLIO UM YACTUYHO BOCNPOU3BEAEH, TUPAXKUPOBAH U pac-
NMPOCTPaHEH B Ka4yecTBe odhmuUmnanbHOro nagaHus 6e3 paspewesHns degepanbHOro areHTcTaa no TEXHUYECKO-
MY PErynmpoBaHUIO U METPONOTUN
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BBeaoeHue

[lokymeHT «PyKkoBOACTBO MO ayaAuUTy CUCTEM MEHEAXKMEHTA Ka4eCTBa U3roTOBUTENEN MEANLIMHCKUX U3-
enMn Ha COOTBETCTBUE perynupyromm tpedbosaHuam. Yactb 3. OTYeT 0 npoBeaeHUn ayauta» paspadoraH
nccneposarensckon rpynnon 4 (SG4) «lposegeHne ayamMtoB Ha COOTBETCTBUE PEryNUPYIOLLIMM TPeOOBaHMU-
amM» LleneBon rpynnbl no rnmodanbHon rapmoHundaummn (GHTF) — aobpoBonbHbIM COODLLECTBOM, COCTOALLUM
U3 NpeacTaBUTENEN PETYNUPYIOLLMX OpraHoB MEAULIMHCKOW MPOMBbILLUNEHHOCTMN.

HacTodawmnm craHaapTt ABNAETCA PyKOBOACTBOM MO COCTaABMNEHUIO OTYETA O NPOBEAEHUW ayauTa And
PETYNUPYIOLLMX OPraHoOB, a TakKXkKe opraHm3auun u ayautopoB, NMPOBOAALLUMX ayauTbl CUCTEM MEHEOXKMEHTA
KayecTBa U3roToBUTENEN MeAULUMHCKNX U3gennun. B To ke BpeMd Takou OTYET MOXKET NOMOYb MPOBEPAEMON
opraHusaumm NOHATb HAONOAEHUA ayauTa U NpaBunbHO OTPearnpoBaTb Ha HUX.

[TpumMmedvaHNe — B KOHTEKCTE HACTOSALLEro cTaHaapTa «ayauT» O3Ha4vYaeT «ayauT Ha COOTBETCTBUE PErYINpPYIo-
LM TpeboBaHUAMY.

[MpuMmeHeHne HacToALLEero ctaHgapra obecnedymBaeT CneayLlme NpeMMyLLEeCcTBa PerynupyroLmm opra-
HaM U opraHu3aumam, NPoBOAALLMM ayauUThl:

- OCTWXKeHne DonbLUe CTENEHN COrNacoBaHHOCTU B OTYETAX O NMPOBEAEHUN ayauTa Kak MeXxay ayau-
TOpaMu BHYTPU OAHOW OpraHu3auuu, npoBOASALUEN ayaAUTbl, TAK U MEXAY Pa3HbIMU OpraHu3aunsmMu, NPoBO-
OALLUMW aYAUTHI;

- JOCTWXKeHne Bonee NPOAYKTUBHOIO COTPYAHMYECTBA MEXAY PEerynupyroLmmMin opraHamu/opraHu3a-
LIMAMW, NPOBOAALLUMMWN ayAUTbI, B OTHOLLEHUW ayAUTOB HA COOTBETCTBUE PETYNUPYIOLLUM TPEOOBAHUAM;

- YBENUYEHME AOBEPUSA K ayanTam, OCYLLECTBNAEMbIM OpraHu3aumen, NPoBOAALLEN ayAUTbLI, U NPU3HA-
HUE pPe3ynbTaToB AaHHbIX ayAUTOB APYTMMU PETYNUPYIOLLIMMU OpraHaMu;

- 3KOHOMWIO PECYPCOB;

- NpeaoCTaBneHne pyKkoBOOALUMX YKA3aHUW ANs CTPaH, pasBUBAKOLIUMX CUCTEMBbI PErynvupoBaHusa AN
MEANLMHCKUX N3O ENUN.

[MpuMmeHeHne HacToALWEro craHgapra obecneymBaeT cneayrowme npenmyLLecTsa 3rotoBuTenNsaM Me-
OULUWHCKUX U3OENUN:

- yny4ywueHne obmeHa nHdopmaumen, BegyLLee K yryyLlleHUI0 CUCTEM MEHEIPKMEHTA KQ4YEeCTBA, a TAKKE
K ynyJYLleHnto kadyecrtsa u 6e30nacHOCTU NPOaYKLINK;

- DonbLUYIO COrNacoBaHHOCTL B OTYETAX O NPOBEAEHUN ayaUTOB;

- COKpalleHne ynucna ayautoB, NPOBOAUMbBIX Y OAHOTO U3rOTOBUTENS;

- 3KOHOMWIO PECYPCOB;

- YBENUYEHME AOBEPUSA K OTYETAM O NPOBEAEHUN ayAUTOB U NMPU3HAHUE AAHHbIX OTYETOB.

IV



FOCT P 54881—2011
(GHTF/SG4/N33R16:2007)

Tt Tl T

HALULWOHAJIbHBIN CTAHAOAPT POCCUUNCKOWN PEOEPALUNWN

PYKOBOACTBO IO AyaunTty
CUCTEM MEHEOXMEHTA KAHECTBA
M3rOTOBUTENEN MEAULIMHCKUX U3SOAENUN
HA COOTBETCTBHME PEI'YJIINPYIOLULMM TPEBOBAHUNAM

YacTtb 3

OTtyeT O NpoBeAeHUn ayauTa

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

[ata BBegeHua — 2013—01—01

1 Obnactb NnpyMeHeHuA

HacTodawmm ctaHaapT aBNAETCA PYKOBOACTBOM ANA PETYyNMUPYOLLIMX OpraHoB U opraHu3auuin, NnpoBoas-
LLIMX ayAUTbI, MO COCTAaBNEHNIO OTYETA O NPOBEAEHUN ayauTa CUCTEMbI MEHEAXKMEHTA KQ4eCTBA U3rOTOBUTENA
MEAULUMHCKUX U3AENUN HA NpPeaMET COOTBETCTBUA AAHHOW CUCTEMbI PEryrnupyrowmm TpedoBaHnsaM. Takowu
ayauT A0MmkeH ObITb OCHOBAH Ha NMPOLECCHOM Noaxoae K TpeboBaHMAM K CUCTEMAM MEHEIXKMEHTA Ka4eCTBa
(cM. TOCT P UUCQO 134895). NoapobHOe onucaHue npoueccHoro noaxoaa npuseaeHo B FOCT P 54882.

MoXkeT BO3HUKHYTb HEOOXOAUMMOCTb B ODpaLleHnn K AONONAHUTENbHbLIM PEryNUPYOWMM TpeboBaHUAM
ONA yoOBrETBOPEHUA NOTpebHOCTEN YNONMHOMOYEHHOro dpeaepanbHOro opraHa, NPUHUMAaKOLLEro OTYETbI O
npoBeaeHNn ayauTtoB 1 padboTatoLlero ¢ HUMM.

CTeneHb getanu3auum oT4yeTa O NPOBEAEHUUN ayauTa MOXKET ObITb pas3sfnU4HOM B 3aBUCUMOCTU OT €10
BO3MOX>XHOI0 MCMONb30BaHNA. HacTtodALwmMn cTaHgapT COAEPXKUT ONMCaHUE OTYETA, KOTOPbIM MOXKET ObITb Npe-
NOCTAaBNEH B perynupyrowme opraHM3aumm unu opraHn3auuun, npoBoasLUne ayauTtbl, C KOTOPbIMU OpraHus3a-
LUna, npoBoAadaLlas ayauTtbl, UMEET odduLnanbHoOe cornaieHmne OTHOCUTENbHO KOHMUAEHUNANBLHOCTMH.

2 HopMaTunBHbIE CCbISNKWN

B HacTodaweM cTaHaapTe Mcnonb3oBaHbl HOPMATUBHbLIE CChINTKXM HA CNeAayloLLne CTaHaapThbl:

[OCT P 54421—2011 PykosoOcmeo no ayoumy cucmem MEeHEeOXMEeHMmMa Kadecmsea uisaomosumerneu
MEeOUUUHCKUX u3oenuu Ha coomeememaeaue peaynupyrowum mpebosaruam. Yacme 1. Obuwue mpebosaHus

[OCT P 54882—2011 PykosoOcmeo 1o ayoumy cucmem MEHEeOXMeHmMa Kadyecmea usaomosumerneu
MEeOUUUHCKUX u3oenuu Ha coomeememaeaue peaynupyrowum mpebosaruamMm. Yacmb 2. Cmpameausd ayouma

[OCT P UNCO 9000—2008 Cucmembi MeHeOXMeHmMa Kkadecmea. OCHOBHbIE IMOJI0XXEeHUS U crioeapk

[OCT P NNCO 13485—2004 U30enua meouuuHcKkue. Cucmembl MEHEOXXKMEHMa Kadyecmesa. Cucmem-
Hbie mpebosaHusa 0514 ueneu peaynuposaHus

[OCT P CO 19011—2003 Pykosoosawue yKkasaHus rno ayoumy cucmem MeHeOXMeHma Kkadecmsea u/
Uu CUCMEM 3KOJ102U4EeCK020 MEHEOXMEHMaA

[OCT P UNCO/TC 19216—2008 N30enua meOuyuHcKue. Cmpykmypa Ko0os su008 U rnpu4uH Hebrazo-
npuUsSMHbIx cobbimul

[ThumeyaHue — [Ipu noneb3ogaHuu HacmosawuM cmaHoapmom uenecoobpasHo nposepumsps delicmeue CChi-
JI0YHbIX cmaHOapmoe 8 UHopMalUoHHOU cucmemMe obuieao nonb3oeaHus — Ha ogbuluanbHoM caume PedepalibHo20
azeHmemea rno mexHU4ecKoMy peaynuposaHuro U Memponoauu e cemu ViHmepHem unu no exea2o0HO u3dagaeMoMy UH-
OopMalLIOHHOMY yKasamenio « HauuoHalbHbie cmaHOapmbi», Komopbil onybnukoeaH 1o cocmosHuro Ha 1 aHeapsa me-

N3paHune odpuyumanbHoe
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Kyuwieao 2o0a, U no coomeemcmeayrouwumM exemMecsaqyHo usdasaemMbiM UHOPMaUUOHHbIM yKasamenam, onyonukoeaHHbIM
8 mekKyuiem 200y. Ecnu ccbinoYyHbeill cmaHOapm 3aMeHeH (U3MeHeH), mo npu nofb3oeaHuu Hacmoswium cmaHoapmom
credyem pyKkoeoocmeosambCs 3aMeHAWUM (USMEeHeHHbIM) cmaHoapmoM. Ecnu cCbinoYHbil cmaHOapm ommeHeH bes
3aMeHbl, MO MoNoXKeHUe, 8 KOMOPOM OaHa CChillika Ha Heao, rNpuMeHsaemcs 6 Yacmu, He 3ampaausatoujell amy CChbIKy.

3 TepMUHbLI U onpeaeneHun

B HacTtodwlem craHaapTe NpUMEHEHbI CneayoLne TEPMUHbI C COOTBETCTBYOLLIMMK OnpeaeneHnamMu:
3.1 HeonaronpuaTHOe cobbiTue (adverse event): CobbITUE, CBA3AHHOE C NPUMEHEHUEM MEAULINH-
CKOro n3genua n npuBoasLlee K CMEPTU UM TAXKENOMY NOPaXkeHUI0 340P0BbA NaLUMEHTa, NONb30BAaTENA UNN
TPETLErNO NULUA N MOryLLEee NpU ero NOBTOPEHUU NPUBECTU K CMEPTU UNKU TSXKENMOMY NOPaAXKEHUIO 340PO0BbLA
nauuMeHTa, nonb3oBarena unu Tpetbero nuua (3ammcresosaHo 3 fOCT P UCQO/TC 19218).
3.2 HabnaeHuna (BbiBoAabl) ayauta (audit findings): PesynbraTbl oueHUBaHUA CODpPaHHbIX CBUAE-
TENbLCTB ayauTa Ha COOTBETCTBUE KpuUTepudam ayauta (3ammcrtsoBaHo U3 fOCT P CO 9000; nyHKT 3.9.9).

[] pMMEYaHNE — Ha6ﬂl-0ﬂ,eHI/1Fl ayiUTa MOIyT yKa3dblBaTb Ha COOTBETCTBUE WUITM HECOOTBETCTBUNE KPUTEPUAM
ayiuTta Uin Ha BOSMOXHOCTW YITYHLLUEHWNA.

3.3 cobnrwpeHue/coorBercTBue (compliance/conformity): BeinonHeHne perynupytowmx TpedboBaHUN.

[MTpnmevyaHune — B HacTosilleM cTaHAapTe TEPMUHBI «COOMNOAEeHUE» U «COOTBETCTBUE» WUCMONb3YHOTCA KakK
B3anMO3aMeHsIeMble, XOTHA B HEKOTOPbLIX KPUCANKLMAX OHU MOTYT pasnuyaTtbcs U UMeTb pasHble 3HaYeHuUs.

3.4 3HauumbIn nocTtaBwMK (critical supplier): NocTaBWMK maTepruanoB, KOMMNOHEHTOB UIN YCNYT, KOTO-
pble MOTyT NOBANATb HA ©€30NacHOCTb U PYHKLIMOHUPOBAHUE NPOAYKLINN.

3.5 ynonHoMouyeHHbIn denepanbHbin opraH (designating authority): OpraH, y4dpe>XgeHHbIn WK
YMNONMHOMOYEHHbIN NMPaBUTENLCTBOM ANA HAa3dHAYEHUSA opraHusaumn, NpoBoAALLUMX ayauTbl, BPEMEHHOIO Mpe-
KpaLlueHUa nx NONTHOMOYMUN, aHHYNUPOBAHNA UX HA3HAYEHNA UMK YCTPAHEHUA YITOMAHYTOIO BPEMEHHOIO Nnpe-
KpaLleHUa NorMHOMOYUMN.

3.6 HecootBeTcTBUE (honconformity): HeBbinonHeHue TpedoBaHua (3anmcresosaHo u3 FOCT P ACQO 9000;
MYHKT 3.6.2).

[TpumMmevyaHne — ODOBLACHEHNE TEPMUHA «HECOOTBETCTBUE» npuBefleHo B fOCT P 54421.

3.7 ayguT Ha COOTBETCTBME perynupyrowmmm TpedosaHuam (regulatory audit): Ayaut cucrtembl Me-
HEeOXXMEHTAa Ka4vecTBa C Lernbio AEMOHCTPALUNKN €€ COOTBETCTBUSA PErynupyoinmM TpedoBaHuaAM (3anMCTBOBaA-
HO n3 FOCT P 54882).

3.8 oTyeT O nNpoBedgeHUU ayauTa HA COOTBETCTBME perynupyrouum tpedoBaHuaM (regulatory
auidit report): [JoOKkyMEeHT UnNnM COBOKYMHOCTb AOKYMEHTOB, COCTaABNEHHbLIX ayAUTOPCKON TPYNMNou U CoAep Ka-
LLMX aAMUHUCTPATUBHYIO MHPOPMALIUIO, a TaKXKe KpaTKylo nHdopmMaunto 006 odbekTax, PyHKUNAX U NPoLIEC-
cax, NoABeprunxca ayauTty, HabnoaeHnax n 3aknoveHnsax ayguTra.

[TpuMeyaHune — B HacTosiLLleM CTaHAapTe «OTYET O NPOBEAEHNN ayanTa» o3Ha4YaeT «OTYET O NPOBEAEHUN ay-
NUTa Ha COOTBETCTBUE PErynUpyroLnMmM TpeboBaHUAM».

3.9 perynupyrwowmme tpedboBaHua (regulatory requirements): Yactb 3akoHa, NOCTAHOBIEHUSA, yKa3sa
U APYroro PerynupyroLlero A0KyMeHTa, pacnpoCTpaHALWErocqa Ha U3rotoBuTeNen MeanunMHCKNX U3AENUMN.

[TpumevyaHmna
1 PekomMeHgaunn, NnpoekTbl JOKYMEHTOB U T. M. HE peKOMEHAYETCA UCNONbL30BaTh B Ka4YeCTBE PEryrmpyrowwnx 4o-
KYMEHTOB U UCTONKOBLIBATL KaK TaKoOBbIe, Aaxe ecrnn oHW dyayT odounumansHo onybonukoBaHbl (fOCT P 54421).

2 B HacTosAleM cTaHaapTe perynupyrollne TpedboBaHus orpaHnYeHbl TeMU TpeboBaHUAMKU, KOTOPbIE OTHOCATCS K
cucTeMaM MeHe[)XMeHTa KayecTBa.

4 Llenu oTtyeTa 0 NpoBeOgeHUN ayauTa u yOoOBIIETBOPEHUE NOTPEOHOCTEN
nonb3oBarTens

4.1 Llenu oTyeTa 0 npoBegeHuu ayauTa

OTYeT 0 NPOBEAEHUN ayaAuTa COAEPXUT JOKYMEHTUPOBAHHOE CBUAETENLCTBO NPOBEAEHUSA ayauTa Ha
COOTBETCTBUE perynupyrowmum TpeboaHuam. MmeroLwwasacsa B HeM nHdopmaunsa A0mkHa ObITb 40CTATOYHOMN:
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- ANAa AOKYMEHTUpoBaHUA obnactu ayauTta, Buaa ayaurta, ero uenewn, Kputepuen, oObEKTOB ayauTa,
HaONAEeHUN ayanTa;

- OLleHMBAHUA CTENEHU COOTBETCTBUA MPOBEPSAEMOW OpraHu3aunm, pe3ynbTaTUBHOCTU BHEOPEHHOW
CUCTEMbI MEHEKMEHTA Ka4yecTBa U 3aKITIOMEHUN MO pe3dynbrataM ayauTa;

- BO3MOXXHOCTM OOMEeHa oT4yeTaMu O NPOBEAEHUU ayAUTOB MEXOY PErynupyowLMMm opraHamm wu/mnu
opraHu3auusamu, npPoBOAALLMMU ayaUThl.

4.2 OpueHTaUuuAa HA opraHusauuu, nposoasauie ayauTtbl, U/Unu perynupyrowive opraHbl

OpraHusauuu, NnpoBoasLLUNE ayauTbl, U/MNN PerynupyroLLme opraHbl MOryT UCNOSIb30BaTb OTYETHLI O MPO-
BEeJEeHUN ayauTOB:

- ana obecne4veHns 3annUcen no npoBepaemMbiM Bugam AeATernbHOCTHU;

- OLIEHMBAaHUSA COOTBETCTBUS MPOBEPAEMON OpraHM3auunn peryrnupyowmm TpeboBaHUAM;

- OLIEHMBAaHWUSA COOTBETCTBUS CUCTEMbI MEHEIKMEHTA KA4eCTBa KPUTEPUAM ayauTa;

- obecne4vyeHnsa cBUAETENLCTBA AN MPUHATUA PeELLEHNS O COOTBETCTBUU PErynUpPYOLLUM TPEOOBaAHUAM;

- NMOAroTOBKW K CrieayoLlemMy ayauTy;

- B€JEHUNS UCTOPUN ayauTa;

- onpegeneHns TeHAEHUMN NCTOPUN COOTBETCTBUA AN1A NPOBEPAEMON OpraHu3aLum;

- onpeaeneHns TeHAEHLUMU NCTOPUN COOTBETCTBUA AN KOHKPETHOW OTPAaCIn NPOMbILLUITEHHOCTH;

- Hag3opa 3a oTyeTaMu O HeEONAronPUATHLIX COOLITUAX;

- obmMeHa nHdopmaumen Mmexay opraHmsaunsamu, NPoBoAALLMMU ayauTbl, U/MMN PETYITUPYIOLLUMU Op-
raHaMu;

- OLEHUBAHUA AeATENbLHOCTN ayauTopa(oB);

- YAyYLUEHWUA COrnacoBaHHOCTU MeXAy ayauTopamu.

4.3 OpueHTauusa Ha ynornmHOMOUYEeHHbIU beaepanbHbIU OpraH, OCyLWecTBAAILWUNA HAA30P
3a opraHu3auuaMu, NPOoBOAALIMMU ayaUTbI

YNONHOMOYEHHbIN dpeaepanbHbli OpraH, OCYLUECTBNAKLLMA KOHTPONMb U HAA30p 3a OpraHusaumnamu,
NPoBOAALLUMMU ayauTbl, UCNONbL3YET OTYETHLI O NPOBEAEHUN ayaUTOB:

- Anga oueHnBaHUA KOMNETEHTHOCTU opraHn3aunn, NnpoBoadLLEN ayanTbl, U BXOAALLUX B HEE ayAUTOPOB;

- Haasopa 3a AeAaTenNbHOCTbIO opraHM3auni, NpoBoAALLMX ayauTbl, U BXOAALLWUX B HUX ayaUTOPOB;

- YNyJLllEHUA cornmacoBaHHOCTN MeXAy pasnn4YHbIMU opraHu3aunamMmu, NPoBOAALLMMU ayauUTbl, U BXOOS-
LLUIMUMWU B HUX ayauTOpamMMu.

4.4 OpueHTaUUA HA U3rOoTOBUTENA U/UINKU NPOBEPAEMYIO OPraHu3auuro

N3roToBuUTENb U/UNN NpoBEpPAEMAas opraHn3auuns UCMoNb3yIOT OTYETLI O NPOBEAEHUN ayAUTOB:

- Ans obecneyeHus sanucen no NpoBepseMbIM BUAaM AEATENbHOCTU U 0bnacTn ayauTa;

- obecnevyeHns CBUAETENLCTBA COOTBETCTBUSA PETYNIUPYHOLLMM TPEOOBAHUSAM;

- onpeperneHusa cratyca cucTtemMbl MEHEO)KMEHTA KadecTBa (BKIOYas HECOOTBETCTBUSA);

- OCYLUECTBNEHUA OOpaTHOM CBSA3W C UENbl AaNbHEWLUEro YIydlleHUA CUCTEMblI MEHEIKMEHTAa
KQ4ecTBa;

- NOArOTOBKU K CNEAYIOLLEMY ayaAUTY;

- BEJEHUA UCTOPUKN ayauUTa;

- onpepeneHnsa TeHAEHUMU COOTBETCTBUS;

- obecnevyeHns CBUAETENLCTBA COOTBETCTBUSA ANA PErYUPYIOLWMX OPraHoOB/OpraHn3auuni, npoBoasLLnX
ayauTbl, KaK YacTb AEATENBHOCTU NO PErncTpaunmn/nMUeH3npoBaHUIO NPOAYKLNN;

- BbINMOMHEHUSA HEODXOANMBIX KOPPEKTUPYIOLLMX U NpeaynpeXxgarwmx 4eNCTBUN.

5 OCHOBHOE coaepXXaHue oTyeTa O NpoBeAeHUn ayauTa Ha COOTBETCTBUE
perynupyrowum TpedboBaHnUAM

OpraHmnsaums, NpoBoAALLAA ayAUTbl, MU PETYNUPYIOLLNIA OpraH MOryT BblOpaTh T€ Npoueaypbl OTYETHO-
CTU, KOTOPble OTBEYAIOT ux NoTpedHocTAM. OCHOBHOE CoAepXaHUe OTYETA MO ayaAuTy, NPMBEAEHHOE B JAHHOM
pasgene, pekoMeHAYETCH B KA4ECTBE MUHUMANbHO HeoBxoamumoro TpeboBaHus.

OTYeT AOMKEH ObITb NPeACTaBNeEH B Ne4aTHOM Buae B chopmare, NPUroagHoOM AN €ro XpaHeHus U ne-
pegadn anekTpoHHbIMK cpeacTBamu. B otyere cneayetr uaeHtuduumpoBatb MHADOPMALMIO, ABNAKOLLYIOCS
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KOMMEPYECKON TAaUHOW N CODCTBEHHOCTLIO opraHn3auuu, ana obecneyeHnda KoHPuaeHUnanbHOCTN. B noa-

paszgenax 5.1—5.6 HacTodwero craHgapra npuBegeHoO OonNMcaHUe PEeKoMeHayemMoro coaepXaHuga oTyeTa o
NpoBEAEHUN ayauTa B PEKOMEHOYEMOM MOPAAKE.

punMeHaHNeE — A3bIK oT4YeTa O npoBejeHn ayinta peKOMeHAVYETCA COrnacoBarb MexXay npoaepﬂemoﬁ Ooplra-

HU3aLUMeEN N opraHu3aunein, NpoBoAALLEN ayauT, 3apaHee, 40 Hadana ayauTta. Bo MHorux crnydasix BblOop si3blka onpeje-
NAETCS KOHEYHBIM MONb30oBaTeNeM OTHETA.

5.1 [1aHHble, OTHOCALMUECH K NPOBEepPAeMON OpraHn3aLnmn

5.1.1 HaumeHoBaHMe nNpoBepaeMon opraHn3auuun, agpec, TenedoH, akc, aNeKTPOHHbIN aapec.

5.1.2 NaeHTUudUKaUMOHHbIU UNN PETUCTPALUNOHHBLIN HOMEP OpraHn3saumm Ana KaXXgoro perynnpyroLlero
opraHa, 3aaenCTBOBAHHOIO B ayanTte (Kkoraa npuMeHUmo).

5.1.3 OnucaHue npoBepsaeMon opraHnsaumm (NPUONMU3NTENbHOE YUCIO COTPYAHUKOB, OXBaTbIBAEMbIX
obnacTtblo ayguTa; LUTaTHOE pacnucaHue; vacbl padboTtbl, paboymne CMeHbl U nobble CE30HHLIE U3MEHEHUS;
HauMeHoBaHUe(na) n3gennda(n); KonM4ecTtBo SKCNOPTUPYEMbLIX U3OEMUN, BbiPaXXeHHOE B LUTYKaxX UMK B MPO-
LUeHTaX, C ykasaHUeM CTpaH, Kyaa nsgenusa aKkcnoptupyrorcsa). Ecnm nomMmmo rmaBHOM NPOU3BOACTBEHHOW MIO-
LaaKU B NPOBEPAEMOU OpraHn3aumm UMEKTCA Apyrne nnowaaku 1 OHU TaKXKe noanexart ayauTty, TO PEKOMEH-
I1yeTCH yKasarb Ha B3aMMOCBSA3b, CYLLECTBYIOLLYIO MEXAY STUMN OObEKTAMMN.

5.1.4 Jlorotun (ToBapHbIXM 3HAK) OpraHn3aunn-n3rotoButend 1 ee HauMeHoBaHue (B TOM YUCNE COKpa-
LLIEHHOE).

5.1.5 Crartyc Bcex ceptudpmnkaroB, CBUAETENLCTB, arTecraunn, UMeoLMX OTHOLLEHWUE K obnacTtu ayauTa.

5.1.6 Obnactb NpUMeHeHUA/acCopTUMEHT NPOAYKLIMKU, BbIMyCKAEMOW OpraHmsaumen, n Kateropmm uns-
Oennun, oxeaTtbiBaeMbIX ayauToM (C MCNONb3OBAHUMEM NMPUMEHUMOWN HOMEHKNATYPHOU CUCTEMbI, HANPUMEP
MexayHapoaHou HoMeHKknatypbl meguunHcknx usgennn — Global Medical Device Nomenclature, GMDN,
eCIln OCYLLUECTBUMO).

5.1.7 HaumeHoBaHMe, MECTOHAXOXXAEHNE N BUAbl 4EATENLHOCTU 3HAYUMbIX MOCTABLUMKOB, €CINU TaKo-
Bbl€ UMEIOTCH.

5.1.8 NlHbopmMmauua o npeactaBUTENE BbICLLETO PYKOBOACTBA, OTBETCTBEHHOM 34 CUCTEMY MEHEAXKMEH-
Ta Ka4yecTBa.

5.1.9 CBegeHunda o npeabiaywlemMm aygute, Bknoyaa gary, HauMeHoBaHUe opraHusaumu, NpoBOAUBLLEN

ayauTt, daMunmm, NMeHa, oT4ecTBa ayauMTopoB, KPUTEPUMN ayauTa, NOACUCTEMbI, NMOABEPILUMECH ayauTy, W
pe3ynbraTbl ayauta, Korga npuMeHmMmo.

5.1.10 HononHutenbHaa nHdopmMmauunga KkacaTternbHO UICTOPUKU COOTBETCTBUA NMPOBEPAEMOUN OpraHM3aLunn
perynupytowmm TpedoBaHnsam, ecnm TakoBasd MUMEETCH.

5.1.11 NHpopmMmaumnda o npeacraBUTENE NPOoBEPAEMON opraHusaumm unm apyrom{nx) nuue(ax) (ecnu oH
He aBndeTca nNMUoM, yka3daHHbIM B 5.1.8), OTBETCTBEHHOM:

- 34 OpraHu3aumio NPoOBEAEHUA ayanUTa;
- MOJIyYEHME OTYETA O NPOBEAEHUN ayaAUTA;

- NONTy4YeHne JOKYMEHTA O COOTBETCTBUUN PETYNUPYIOLLIMM TPEOOBaAHUAM.
5.1.12 Pabo4un(e) asbik(n).

5.1.13 WNcknioyeHne n HenpumMmeHeHune TpedboBaHUN K CUCTEME MEHEAXKMEHTA KavyecTBa.

5.2 [laHHbIe, OTHOCALWUECA K ayaAUTy

5.2.1 Bua ayguta (nepsoHa4yanbHbIK, NOATBEPKAAOLLUUK, cneunanbHbIn).

5.2.2 ObnacTtb ayauta, ero uenm n Kputepun, B COOTBETCTBUN C KOTOPbIMWU Dbl NpoBeAeH ayauT (pery-
nupyrowme JOKYMEHTbI U CTaHaapThl).

5.2.3 [aTtbl 1 BpemMa npoBeAeHUA ayanTta B opraHu3auuu.

5.2.4 ODLllee BpemMd, 3aTpavyeHHOEe Ha ayauT (B YernoBEKO-AHSX).

5.2.5 NageHTudukaumsa opraHmnsaummn, npoBoagnUBLUEN ayanUT, U YNEHOB rpynnbl N0 ayauTy (BKIoYasa TEX-
HUYECKMUX SKCMNEPTOB), pacnpeaeneHme noaHOMOYNN N OTBETCTBEHHOCTMN.
5.2.6 HA3bik(n) ayguTa.

5.2.7 CBeaeHna o nepepoa4vuke(ax), ecrnm TakoBble UMEIOTCA.

5.2.8 Habnwpgartenb(n) 1 HaMMeHOBaHWE OpraHn3auun, K KOTopon OH (OHW) OTHOCHATCH, €CIN TaKOBbI€E
MMEIOTCH.

5.2.9 llepeyeHb AOKYMEHTOB, MpoaHanu3npoBaHHbLIX A0 Ha4vana ayauTta, BKnw4yad MaeHTUUKaLUIo
3TUX AOKYMEHTOB U CTaTyC UX NepecmMmoTpa.
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5.3 NHdbopmauua, nonyyeHHasa B xoae ayauTta

5.3.1 OnucaHne BMOOB AEATENBLHOCTU, OXBAYEHHbIX ayauTOM. HEeobXxoauMO COCTaBUTbL KPaTKOE Onuca-
HUE OCHOBHbIX 9NEMEHTOB Ka)a0Wn U3 NOACUCTEM, MOABEPILUNXCA ayauTy:

- BbICLLEE PYKOBOACTBO,;

- NpoeKkTupoBaHue n paspadborka [onncaHune npoaHann3npoBaHHOro(bix) npoekra(os)];

- JOKYMeHTauua Ha NpoayKUUIO;

- ynpaBneHne npoaykuuenm wn npoueccamu [onucaHue npoaHanu3nMpoBaHHbLIX MOPOAYKLUMU I
npouecca(oB)|;

- KOPPEeKTUpyoLne U npeaynpexxgarowme oencTtema (Kakme NCTOMHUKU AaHHbIX AOCTYMHbI ANA aHanu3a
N Kakne n3 HUX oOblnm npoaHann3npoBaHbl);

- ynpasneHne 3akynkamu;

- ynpasneHue AoOKyMeHTaunen n 3anncamu;

- NMpouecchl, CBA3aHHbIE C NOTpeduTeNneM.

[TpuMmeyvyaHUne — BelleyKasaHHble nogcuctembl npueegeHsl B fOCT P 548682,

KpaTtkoe onucaHue noacucremMbl AOMKHO BKMOYaTb B Ce04:

- Ha3Ha4YeHWe OCMOTPEHHbLIX 00BbEKTOB (HaNpUmMep, BXOAHOW KOHTPOb, NPOU3BOACTBEHHLIE MOMELLEHUS,
nadopartopumn KOHTPONA Kayectsa n T. A.) 1, Npu He00X0AMMOCTU, CBeAEHNA 00 ONPOLLUEHHbIX COTPYAHUKAX;

- BUAbl A€ATENbHOCTMU N NPOLECCHI, NOABEPrInecs ayauTy, BKNo4Yasa NnpUinHbl X BbIOOPA;

- NpoaHanM3npoBaHHbIE AOKYMEHTbI, BKNoYaa X YNCNo, CBEAEHNA O NEPECMOTPE UT. A.;

- CCbINIKN Ha nNpoaHanu3npoBaHHbIE 3annUcKu, HaANMPUMEP, >Kanobbl NOTpeduTenen, 3annucmn o NaApPTUAX n3-
AenMM U T. Aa.;

- CCbINTIKM Ha npoaHanu3npoBaHHbIE U3OENUA, HANPUMEP, TEXHONMOTMYECKME NPOLIECChbl, KOMMMNEKTVYIO-
lme u T. A.

[loaTBEP>KOAEHUE COOTBETCTBUA CTAHAAPTY UMW PErynupyloeMy AOKYMEHTY NOcne npoBeaeHUsa ayau-
Ta, HANPUMep:

- COOTBETCTBUE;

- KOMMEHTapU OTHOCUTENBbHO BO3MOXHOCTEN yrydLLeHns, Nnpu HeoOXOAUMOCTH;

- HECOOTBETCTBUE (BKNIOYaA 3HAYUTENbHLIE HECOOTBETCTBUSA).

[ PUMMEeYaHWNE — =l KOMMEHTapuin O H606)(0£|,I/1MOCTI/1 VIYyYHLLUEeHUA 3alinCaHbl B OTHETE O lNMpoBedeHW ayanTta,
BKJTOMAOLLEM B cebs cBeaeHNA O HEBLITTOJIHEHWHA Tp66OBaHMl7I, HE NpPpUBOAALLUEM, O4HAKO, KHECOOTBETCTBUO CUCTEMBI MEe-
HEOXMEHTa Ka4eCTBa, TO ClliejyeT NOACHUTL, NoYeMy B laHHOM CllyHae He ObINo NMPUHATO pelleHne O HECOOTBETCTBUN.

Ecnn ana AeMOHCTpaLUuKn NOnMHOTblI OXBaTa KOHKPETHOW 00nacTu UCNonb30BaH TUNOBOW KOHTPOSbHbLIN
nepeyeHb, He coagepXKawmm Kakon-nmbo AononHUTENbHOW UHPOpMALMUK, TO PEKOMEHAYETCA OTPA3UTb 3TOT
dakT B NTMCbMEHHOM OTYETE.

5.3.2 OnucaHue npuynH Bo3BpaTa usgenun, KOppPeKTUpyoLWmnx 4eNCTBUN, OTHOCALLUXCA K COONIOAEHUIO
TpeboBaHU O€30NacHOCTU B KOHKPETHOM 00NacTK, a TakKe onucaHne ytTunusaumm unu sameHbl U3genun co
BPEMEHU NpeablayLlero ayamrta, eCcnm TakoBbl€ UMENUCH.

5.3.3 OnucaHune cyLleCTBeHHbIX N3AMEHEHNIN, NPOU3OLLEALLNX CO BPEMEHU NPeabIAYLLUEero ayamta B U3-
aenuax nunu npoueccax, B OpraHM3auuoHHON CTPYKType, CTPYKType COOCTBEHHOCTU, PYKOBOAALLEM COCTaBE
(BeayLuux crneumanucrax) U B CUCTEME MEHEIXKMEHTA Ka4yeCTBaA.

5.3.4 OnucaHue Bcex nocneayrowmx 4EUCTBUN, BbINONHEHHbLIX NPOBEPAEMON OpraHnsaumen no KOH-
KPETHLIM Xanobam unm otyetam 0 HebnaronPUATHbLIX COOLITUAX.

5.3.5 NpeHtndbukaumna satpedoBaHHON MHOPMALUKU, B NONTYYEHUN KOTOPOW ObINO OTKA3aHo, U BCEX
BO3HUKLLUMX NPENATCTBUN, CTABALLMX N0 Yyrpo3y 00bEeKTUBHOCTb HAONIOAEHUI N 3aKITIOMEHNI ayauTa.

5.3.6 NlaeHTudpukauma HeCooTBETCTBUIN, B TOM YUCTE:

- noapoOHas MHpopMaLKna 0 KaXXa0M HECOOTBETCTBUU;

- KpuTEPUU(MN) ayauTa UMK KOHKPETHOE perynupytollee tpeboBaHne, K KOTOPbIM OTHOCUTCH HECOOT-
BETCTBUE,;

- OTHOCUTENbHAA 3HAYUMOCTb C TOYKU 3PEHUSA PETYNUPYIOLLINX TPpeOOBaAHUN;

- JlaTa npeacrasrieHnsa 3annaHupPoBaHHbIX KOPPEKTUPYIOLLUUX AEUCTBUN.

5.3.7 lNoapodbHaa nHdpopMauma 0 KOPPEKTUPYIOLLUX AENCTBUAX, NPEANPUHATLIX B npouecce ayauTa.

[] pnMeYyaHWNeE — |_|pI/1 06Hapy}K6HI/II/1 HECOOTBETCTBUA PEKOMEHAYETCA ChAe€llaTb COOTBETCTBYRLUYHO 3alliChb,
Aaxxe e€CIln rnpopepaemMard opraHn3alnd yCtpaHulia HeCOOTBETCTBUE B XO4 € aydNTa.
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5.3.8 Bepudukaumna pe3ynsratMuBHOro BbINONMHEHUA KOPPEKTUPYIOLLUX AEUCTBUN CO BPEMEHW NPEAbIAY-
LLiero ayaura.

5.3.9 OnucaHune Bcex npobnem, HyXaarLnuxcs B peLueHnn, HO He BOLLEALUUX B NepeyeHb HECOOTBET-
CTBUW (ECNU TAKOBbIE UMEKOTCHA), NN KOMMEHTAPUN B OTHOLLUEHUN HEODXOANMbBIX YIYYLLEHUN.

5.3.10 llepunoa BpemMeHn, yCTaHOBMEHHbLIN ANA YCTPAHEHUA HECOOTBETCTBUUN, €CNU TAKOBblIE UMEIOTCA.

5.3.11 Bonpocsbl, KOTOpbIE HEODXOAUMO PACCMOTPETL MPU NOCNeayoLeM ayauTe.

5.3.12 TloapobHaa nHdopmauus, npeaocTaBneHHas Ha 3aKNOYUTENbHOM COBELLAHUN, B TOM YUCIE pe-
aKUMsa NpoBepaeMOUn opraHmM3sauun.

5.3.13 HepaspelueHHOe pacxoXXaeHue BO MHEHUAX MeXay ayauToOpCKOW Tpynmnou U MpoOBEPAEMON
opraHusauuen.

5.3.14 JlioOble obnactu, He noaBepruMecya ayauTty, HO BXoasLuue B obnactb ayguTa.

5.4 AyauTopcKoe 3aKrnr4yeHue

5.4.1 KpaTtkoe coaepxaHue 1 BbIBOAbl O COOTBETCTBUU CUCTEMbI MEHEAXXMEHTA Ka4YeCTBa NPOBEPAEMON
opraHmsauuu nNo Kaxxkaou rpynne KPUTeEPUEB ayauTa.

5.4.2 Kpatkoe coaepxaHue U BbIBOAbl KacaTenbHO Pe3ynbTaTUBHOCTU CUCTEMbI MEHEAXXMEHTA Kade-
CTBa B AOCTMXXEHUN Lienen B 06nacTtn KkayecTBa.

5.4.3 PekomeHaauumn ayaqutopos AN npoBepaemMon opraHusaummn (npun HeobxoammocCTHh):

- nocneaywLine AenUCTBUA, BKIodaa NnpeanoXXeHHbIn rpaduk BbIMONMHEHNA AAHHbIX AEUCTBUM;

- peKkoMeHAaaLuu KacaTenbHO NepBoHa4YanbHON CEPTUPUKALUU UNU PECEPTUMdMUKALNN.

5.4.4 TloagTBEepxXQeHUe TOro, YTO LUenu ayanta AOCTUTHYTbI UK, B MPOTUBHOM Criy4yae, 00bACHEHUE TOro,
noyemy OHU HE JOCTUTHYTHI.

5.5 [lata u noanucu

5.5.1 HdatupoBaHue oTyeTa 0 NpoBEAEHUUN ayaunTa.
5.5.2 ®amunun, umMeHa, oT4yecTBa ayautopoB, UX A0IMKHOCTU U HAMMEHOBaAHUE opraHn3auumn, B KOTOPbIX
OHU padboTaloT (NoANUCU 1N NevyaTu ayauTopoB HA OTYETE).

5.6 lpunoxeHua K oTyeTy O NnpoBegeHUN ayguTa

[Tnan(bl) ayauta (npn HEOOXOAUMOCTH).

CnUCoK NMPUCYTCTBYIOLLMX HA NepBOHA4YaNIbHOM U 3aKITIOYUTENBHOM COBELLAHUAX (NPU HEODXOAUMO-
CTH).

[lIokymMeHTbI, 3aTpeboBaHHbIE OpraHu3auuen, NPOBOAUBLLEN ayaUT.

CBUAETENbLCTBA, NOATBEPXKAAKLLUNE HANUYNE BbIABNEHHbLIX HECOOTBETCTBUMN.

KOHTPONbHbIE NMUCTHLI, UCNONb3yEMbIE ayaUTOPaMMN.

OTYET 0 HECOOTBETCTBUAX, ECINN TAKOBOW U3AAETCA OTAENLHO.
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[MpunoxeHue OA
(0bA3aTenbHoOE)

CpaBHeHMue CTPYKTYpPbl HacToAWwero craHgapra co cTtpykrypou aokymeHta GHTF/SG4/N33R16:2007
«PykoBoacCcTBO NO ayaAUTy CUCTEM MEeHeKMEHTA KayeCcTBa U3rotToBuTene MeguLuuHCKUX usgenumu
Ha COOTBETCTBUE perynupyrowmum TpedoosaHnam. Hacrtb 3. OTyeTr 0 npoBeaeHUn ayauTta»

Tadbnunua JA.1

Homep pasgena HacTosdllero ctaHaapTa

0O BBeageHue

Homep gokymeHTa GHTF

1.0 BBegeHue

1 ObnacTb NPUMEHEHNA

2.0 ObnacTb NPUMEHEHMNA

3.0 Llenb

4 0 ObocHoBaHue

2 HopMaTuBHbIE CCBINKA

5.0 HopmMmaTuBHbIE CChINKK

3 TepMUHBbI U onpeaeneHns

6.0 OnpepneneHus

4 Llenwn oT4yeTa 0 NPOBEAEHUN ayauTa U y4OBNETBOPE-
HUe NoTPeOHOCTEN Nonb3oBaTENS

5 OCHOBHOE cofep)aHne oT4yeTa O NpoBeAEHNN ayau-
Ta Ha COOTBETCTBUE perynupyromm TpeboBaHnAM

7.0 Llenn otyeTa 0 npoBedgeHUN ayauta U y40BNETBO-
peHWe NOTPeOHOCTEN NoONbL30BaTENA

8.0 OCHOBHOe copepXaHue OoT4YeTa O npoBeAeHUU
ayuTa Ha COOTBETCTBUE PErynupyroLlLnm TpedboBaHNUAM

[TpuMmevyaHne — lNpunoxeHna HacToALLlero ctaHgapTa COOTBETCTBYHOT NPUNOXEHUAM AokyMeHTa GHTF.
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[MTpunoxeHue b
(ob6A3aTenbHoOE)

TeKCT USMEeHEHHbIX CTPYKTYPHbIX 3J5IEMEeHTOB HacToAwero crangaprta v gokymeHta GHTF/SG4/
N33R16:2007 «PykoBoaCcTBO NO ayaAUTy CUCTEM MEeHeAXKMEeHTa KayecTBa U3roToBUTENEN
MeOULIMHCKUX U3gerimum Ha COOTBETCTBMUE Peryrimpyrowumum TpedoBaHUAM.

YacTtb 3. OTYyeT O NpoBeaAeHUU ayauta»

| TekcT pasgenoB 3.0 u 4.0, ncknroveHHbIX U3 aokymeHTa GHITF/SG4/N33R16:2007 «PykoBoacTBO No ayauTy
CUCTEM MEHEXMEHTa Ka4yecTBa U3rotoButenen MeauUnHCKUX U3gennuin Ha COOTBETCTBUE Perynupytowinm TpeboBaHUSAM.
YacTb 3. OTYeT 0 NnpoBegeHUN ayauTay, Tak Kak HellenecoobpasHO BKMNKOYaTb AaHHble pasfaenbl B HaUuMOHaNbHbLIA CTaH-
NapT B CBA3K C TpebOBaHMAMU K CTPYKTYpe HauMoHanbHOro craHpapta Poccuinckon depgepaulni, yCTaHOBNEHHBIMU B
[OCT P 1.0—2004, a TakKke B CBA3N C TEM, UTO coAepKaHNe AaHHbLIX pa3fenoB AyonupyeTca cogepXaHnem BBeAEHUA U
pasgena 1 «ObnacTb NPUMEHEHUA» HACTOALLEro cTaHaapTa.

3.0 Lenb

Llenbto HacTosILLero AOKYMeHTa ABNSETCA cnocobCcTBOBaHWE COrMacoBaHHOCTM OCHOBHOIO COAepXaHuUsA oTYyeTa O
npoBeAeHUN ayanTa Ansa obecneveHns pykoBoACTBa OpraHu3aLnm Hannyyllen npakTUKom.

4.0 ObocHOBaHue

HacTosAwmii 4oKyMEHT no3BonsaeT obecne4vnTb CornacoBaHHOCTE OTYETOB O NPOBEAEHUN ayAUTOB, YTO BaXXHO ANS
NOCTUXEHUA cormacus U B3aMMHOMo NpU3HaHWUs pe3ynsTaToB ayauToB.

3 OT4YeTEe O MPOBEAEHUN ayauTa PEKOMeEHAYeTCcs NpPoAeMOHCTpupoBaTth, YTo Obin nNpoBefeH ayauT Ha COOTBET-
CTBME CUCTEMBI MEHEeQXXMEHTa Ka4yecTBa PeryfimpyowmnmMm TpeboBaHUAM M YTO JaHHbIA ayauT Obin OCTaTOYHO rMyboKkuMm
N BCECTOPOHHUM.

HacTtosawmnih JOKyMeHT obecneynBaeT Nonb30oBaTeNs CTPYKTYPOM OTYeTa O NMpOoBeAeHUn ayauta, NPUMEHUMON B
Pa3NNYHbIX FOPUCAUKLMNSX, YTO CMOCOOCTBYET AOCTUXEHWNIO COMMacoBaHHOCTU U eAMHO00pa3nst 1 NoMoraeT ayaquTopy no/-
OTOBUTb OTHYET, KOTOPbIA MOXET OblTb NCMOMNBb30BaH Pas3HbIMW PEMYNIUPYOLLUMKU OpraHaMn U/unu opraHusalusamm, NpoBo-
AAWNUMW ayaunTel. Hann4ne oT4eToB, OAHOTUMHLIX N0 coAepXaHuto, obnerdyaeTt aHann3 n oOMeH oT4YeTamMn O NPOBEAEHNN
ayauToB. [pnM3HaHWe OTYETOB O NPOBEAEHUN ayAUTOB pasHbIMU PEryrnupyroLMMn opraHamMmm AOIKHO, B UTOre, Cnocoob-
CTBOBaTb COKpaLLEeHUIO YUCIia ayquToB, NPOBOAUMBIX Y N3rOTOBUTENEN.
acTosILIMA AOKYMEHT MOXHO TakkKe WCMNonb3oBaTb ANA MOATBEPXAEHUA ABYCTOPOHHUX W MHOMOCTOPOHHMX
cornalleHuni.

Il OpuUrnHanbHbIN TEKCT USMEHEHHLIX TePMUHONMOrMdyeckmnx ctaten gokymeHTa GHTF/SG4/N33R16:2007 «PykoBoa-
CTBO NO ayguUTy CUCTEM MeHeAXXMeHTa KadecTBa U3roToBuTenen MeauumMHCKUX 3gennum Ha COOTBETCTBUE PENYITUPYHOLLUM
TpeboBaHUAM. YacTb 3. OTYET 0 NpOBEAEHUN ayauTa»

TepMmunHonorudeckme ctatbm 3.1 N 3.2 U3MeHeHbl B CBA3U C Hanudnem B Poccunckon degepalnn rapMOHU3UPO-
BaHHbLIX CTaH4apTOB, B KOTOPLIX AaHHbIE TEPMUHbLI CTaH4apTU3OBaHbl. TEeKCT TEpMUHONMOrM4Yeckon ctaten 3.1 NnpuBegeH B
cooTBeTcTBUE C TeKCTOM [OCT P MCO/TC 19218. CooTBeTCTBEHHO ccbifika nameHeHa Ha [OCT P NCO/TC 19218. TekeT
TepMUHonoruyeckon ctaten 3.2 npuBegeH B cootBeTcTBUe ¢ [ OCT P UCO 9000. CooTBETCTBEHHO CChINKa U3MeHeHa Ha
[OCT P NCO 9000.

3.1 HeBbnaronpuaTHoe cobbiTue (adverse event). HecpabaTbiBaHne (HenpaBunbHoe cpadaTbiBaHUE) NN YXY-
LLIEHNE XapaKTepPUCTUK NN PYHKLUWMOHWUPOBaAHWA NpogaHHOro MeaAuUUMHCKOro uagenusa (Bknodaa NnpuHagneXXHoCTU U Map-
KWpOBaHME), UK oWMOKa aKkcnnyaTauum, aBnaroneca NpuH4MHON UM MoryLwme ctatb NPUY4nMHOW, N cnocoOCcTBYHOLLLME
CMEPTU UMK TAKENOMY NOopaXXeHWUo 340p0BbA NaUnMeHToB Unun gpyrux nuy (sammcteoBaHo U3 GHTF/SG2/N36R7).

3.2 HabnwageHua ayauta (audit findings): PesynbsraTel oLeHUBaAHUA MOSTYYEHHOIO CBUAETENBLCTBA ayauTa B 3aBU-
CUMOCTU OT KpuTepues ayauTta (3anmctesoeaHo ns MCO 19011).

[] punMeEeYHaHWNE — HE:'I6J'II-O£I,6HI/IFI ayiuta MOryT COOTBETCTBOBATE U HE COOTBETCTBOBATE KPUTECPUAM ayidunuTta Uil
BO3IMOXHOCTAM VYIIYHLWLUEHNA AE€ATENTBHOCT OPraHN3alni.
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[MpunoxeHue OB
(cnpaBoYHoOE)

CBeageHuda 0 COOTBETCTBUU CChINMOYHbIX HALlMOHANbHbLIX cTaHaapToB Poccunckon ®enepauum
MEeXAYHApPOAHbIM CTaHAAPTaAM, UCNONMb30BAHHbLIM B KAY€CTBEe CCbhINTOYHbIX
B MPUMEHEHHOM AOKYMEHTEe

Tadbnunuya [B.1

O0o03HavYeHNe CCbINOYHOIo CreneH.
HaUAOHAJTBHOTO CTaHAapTa Obo3Ha4vyeHWe U HanMeHoBaHUe CCbINOYHOTO MeXAYHapPOAHOIo CTaH4apTa
o " COOTBETCTBMA
Poccunckon degepaudniu
[OCT P NCO 9000—2008 DT NCO 9000:2008 «CuctemMbl MeHeIXXMeHTa KadecTBa. OCHOBHbIE MNO-
NOXEHUA U cnoBapb»
[OCT P NCO 13485—2004 IDT MNCO 13485:2003 «M3pgenna meguunHckne. CUCTEMBI MEHEQXKMEHTA
KadecTBa. TpeboBaHNA ANA Lenen perynupoBaHua»
[OCT P MCO 19011—2003 IDT MCO 19011:2002 «PykoBogsawine ykasaHua no ayguTty CUCTEM Me-
HegXMeHTa KadecTBa UW/UNN CUCTEM 3KONOMMYECKOro MeHegXMeHTa»
[OCT P NCO/TC 19218—2008 IDT MNCO/TC 19218:2005 «M3pgenna meanumHckme. CTpyKTypa KO40B BU-
00B U NPUHYNH HeEONaronpUATHbLIX COOBLITUIAY
[OCT P 54421—2011 MOD GHTF/SG4/N28R4:2008 «PykoBoacTBO No ayauTy CUCTEM MeHen-
XMEHTa KayecTBa U3rotoBuTenen MeguUNHCKNX U3gennuini Ha CoOTBET-
CTBUE perynupyrowmm TpedbosaHnam. Yacte 1. Obwne TpeboBaHnA»
[OCT P 54882—2011 MOD GHTF/SG4/N30R20:2006 «PykoBoacTBO MO ayAUTy CUCTEM MEHe[-
XMEHTa KayecTBa U3rotoBuTenen MmeguUNHCKNX N3gennuin Ha CoOTBET-
CTBUE perynupyrowmm TpedoBaHnam. YacTtb 2. CTpaTerna ayauta»

[] PUMMEHAHWNE — B HElCTOﬂLLI.Eﬁ T86]'II.4LI,6 NCMNoJie30BaHbl Clel yRLWNEe YCIT1O0BHBIC 0003HaYeHUSA CTENMEHN COOT-
BETCTBUNA CTaHA4APTOB.

- IDT — ngeHTU4YHble cTaH4apThl;
- MOD — mMoanduumpoBaHHble cTaH4apThl.
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