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Mpeaucnosune

1 MNOArOTOBNEH 3akpbiTbiM akumMoHepHbiM obwectBoM «MEOWN-TECT» Ha ocHOBe COOCTBEHHOro
ayTEHTUYHOIO NepeBoAa Ha PYCCKMIi A3bIK JOKYMEHTA, yKa3aHHOTO B NMyHKTE 4

2 BHECEH TexHu4eckMm KOMUTETOM MO craHgaptu3auumn TK 436 «YnpaBneHue kayecTBoM Meau-
LIMHCKUX U3aenuiny

3 YTBEPXXOEH M BBEJEH B JEVCTBWE Mpukasom denepansHOro areHTcTBa no TEXHUYECKOMY
perynmpoBaHuto n meTponorum ot 8 Hoadpsa 2013 r. Ne 1494-ct

4 Hacrosiwun ctaHgapT ABnAeTca MoagnduUUMPOBaHHbLIM MO OTHOLUEHUIO K MEXAYHAapOAHOMY AOKY-
mMeHTy LleneBow rpynnbl no rrnoGanbHoM rapmoHusaummn (Global Harmonization Task Force — GHTF)
GHTF/SG4/N83:2010 «PykoBOACTBO NO ayauTy CUCTEM MEHEZKMEHTA KayeCTBa U3roToBuTENen MeauumH-
CKMX U34ennini Ha COOTBETCTBUE perynupyolmmMm TpeboBaHusaM. Yactb 4. AyauUT HECKONbKUX NPOU3BOACT-
BEHHbIX nnowaaok» (GHTF/SG4/N83:2010 «Guidelines for Regulatory Auditing of Quality Management Sys-
tems of Medical Device Manufacturers — Part 4. Multiple Site Auditing») nyTem usmeHeHus ero CTpykTypbl B
YacTM UCKITIOYEHUS pa3aenoB 3 U 4 NPUMEHEHHOrO OPUTMHATILHOTO AOKYMEHTA, KOTOPbIE HeLenecoodpasHo
NPUMEHATb B HALMOHANbLHOM CTaHAapTe B CBA3U C TPpeOOBaAHMSIMU K CTPYKTYPE HALMOHANbLHOrO CTaHgapra
Poccuiickon ®epepauumn, ycraHosrneHHoimm B FOCT P 1.0, a Takke B CBA3M C TEM, YTO COAePKaHWe AaHHbIX
pasgenos ayonupyeTcsa cogepxaHuem BBeAeHus u pasgena 1. CpaBHEHWE CTPYKTYPbl HACTOALEro CTaH-
JapTa CO CTPYKTYPOW YKa3aHHOro OpPUrMHanbHOro AOKYMEHTA NPUBEAEHO B AOMONHUTENBHOM NPUMOXEHUU
DA

OpuruHanbHbIi TEKCT ayTEHTUYHOIO NEepeBoAa U3MEHEHHbIX CTPYKTYPHbLIX SM1IEMEHTOB MPUMEHEHHOro
AokymeHta GHTF 1 06bsiCHeHne NPUYUH BHECEHUA TEXHUYECKMX OTKIOHEHUW NPUBEAEHLI B AOMOSTHUTENb-
HOM npunoxexHun Ob.

CBeaeHns 0 COOTBETCTBUM CCbINOYHbLIX HAUMOHAMbHbLIX CTaHA4apTOB Poccuiickon deaepaunn Mexay-
HapoAHbIM CTaHAapTaM, UCMONb30BAHHLIM B KAYECTBE CCbINIOYHbIX B MPUMEHEHHOM MEXAYHAPOAHOM AOKY-
MEHTe, NPUBEeAEHbI B AOMNONMHUTENLHOM Npunoxenun OB.

5 BBEJIEH BINEPBbIE

lMpasuna npumeHeHus Hacmosweeo cmaHdapma ycmaxosneHsl 6 FOCT P 1.0—2012 (pasfen 8).
Unpopmayusa 06 usMeHeHUsX K HacmosuieMmy cmaH0apmy rybrukyemcs 8 exe200HOM (110 COCMOSHUK Ha
1 AaHeaps mekyuwie20 200a) uHhopMayUuoHHOM yKazamene «HauuoHanbHble cmaHO0apmbly», a oguyuanbHbll
meKcm U3MeHeHUll U nornpasoK — 8 eXeMeCcsYHOM UHhOPMaUUOHHOM yKazamerne «HayuoHarnbHble cman-
Oapmbi». B crniyyae nepecmompa (3ameHbi) uiu ommeHbl Hacmosuwieeo cmaHdapma coomeememeyiouee
ysedomneHue 6ydem onybniukogaHo & bnuxalwem 8biflycke UHOPMayUOHHO20 yka3amensa «HayuoHarb-
Hble cmaHdapmbly. Coomeememeyrowjas uHgopmayus, yseOoMnieHue U meKkemsl pasMelaromces makxe e
UHGbopmayUoOHHOU cucmeme obuwjeeo nosib3oeaHusi — Ha ocuyuansHom calime ®edepanbHo20 azeHmemea
10 MEXHUYECKOMY peaynupoeaHuio U Memposioauu e cemu iimepHem (gost.ru)

© CraHpaptuHcopm, 2014

Hacrosawmii ctaHgapT He MOXET ObiTb MOMHOCTBLIO UMM YACTUYMHO BOCTPOW3BEAEH, TUPAXKUPOBAH U
pacnpocTpaHeH B kadyecTBe oduumansHoro usaaHus 6e3 paspelueHnss degeparibHOro0 areHTCTBa No TEXHMU-
YeCKOMY PeryriMpoBaHuio U METPOOTUK
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BBeaeHune

Hacroswwii ctaHgapT siBnsercs pykoBOACTBOM AMSi PETYNUPYIOLLUX OPraHoB U ayAUTOPCKUX OPraHu-
3aUuii, OCYLLIECTBSIIOLUMX ayAUThI CUCTEM MEHEIKMEHTA KaYeCTBa M3rOTOBUTENEN MeaNLMHCKUX N3AENNIA C
HECKOMNbKUMMW NPOU3BOACTBEHHbIMU NIoOLUAAKaMKU. HacTosALLmMii CTaHAapT cneayeT paccMaTpuBaTb COBMECT-
HO ¢ FOCT P 54882.

MoTeHuManbHbIE NPEUMYLLIECTBA HACTOSILLETO CTaHAAPTa ANS PErynupylowmx OpraHos Unu ayauTop-
CKMX OpraHu3aLMin BKNoYaloT B ceos:

- MOBbILLEHUE Pe3yNbTAaTUBHOCTU ayAuTa CUCTEMbI MEHEDKMEHTA KAa4eCTBa U3roTOBUTENEI Meau-
LIMHCKUX U3AENUI C HECKOTIbKUMW NPOU3BOACTBEHHLIMU NAOLLAAKAMM;

- CoKpalleHue BpeMeHU NPoBeEHUs ayauTa ayauTOPCKOI OpraHu3aLmMen u CTOMMOCTH ayanTa;

- obecneueHne pyKOBOAALLMX MPUMHLUMNOB ANSi NEPBOHAYANILHOMO ayAnTa, MHCNEKLMOHHbIX ayanTOB
U cneunanbHbIX ayaAUTOB CUCTEMbI MEHEDKMEHTA KaYeCTBA M3TOTOBUTENEN C HECKONBbKUMU NPON3BOACTBEH-
HbIMUW NIOLLAAKAMM.

MoTeHunanbHbIE BLIFOAbLI ANA U3TOTOBUTENEN MEAULIMHCKUX U3AENUIA BKNIOYAIOT B Ce6S:

- NOBbLILLUEHWE PE3YNbTAaTUBHOCTU ayauTa CUCTEMbI MEHEAXKMEHTA KA4eCTBA U3rOTOBUTENEN C He-
CKOJbKMMU NPOU3BOACTBEHHbLIMU NAOLLAAKAMMY;

- COKpalleHUe BpeMeHN NPOBEAEHUSA ayanuTa u CTOMMOCTYN ayauTa AN U3roTOBUTENS

- ynydlleHWe NOHUMAaHUA NPoLecca ayauTa CUCTEMbl MEHEIDKMEHTA KauecTBa W3roTOBUTENEI G He-
CKOMNBKUMKU NMPON3BOACTBEHHBIMU NNOLLAKAMU.
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HAUMWOHANBbHBIN CTAHOAPT POCCUNCKON DERAEPALUMN

PYKOBOJCTBO MO AYAUTY CUCTEM MEHEO)XXMEHTA KAYECTBA WU3rOTOBUTENEN
MEOUMUMHCKUX U3OENTIMN HA COOTBETCTBUE PEMYNNPYIOLLMM TPEBOBAHUAM

YacTtb 4

AyauUT HeCKONMbKUX NMPOU3BOACTBEHHLIX NII0WAaA0K

Guidelines for regulatory auditing of quality management systems of medical device manufacturers. Part 4
Multiple site auditing

Hara BBegeHus — 2015—01—01

1 O6nactb npuMeHeHus

Hacroawmin ctaHgapT sSBRSeTca PyKkOBOACTBOM ANA ayaAUTOPCKMX OpraHusauui Ans niaHupoBaHus,
opraHusauuu, nNpoBeaeHnsa, JOKYMEHTUPOBAHUA, a TaKKe aHanu3a nporpaMmm ayauta fnpu NpoBeaeHuu ay-
OUTOB U3roTOBUTENEN MeAULMHCKUX usaenuin (CM. 3.5) C HECKONbKMMKU MPOU3BOACTBEHHBIMU NroLaakamMu,
OeCTBYIOLUMMY B paMKax TOM >Ke CUCTEMbl MEHEAXKMEHTA KayecTBa.

Hacrosilumin ctaHgapT He pacnpoCTPaHSAETCA Ha M3roTOBUTENei, BKMHo4atolmx B cebs HeCKONbKO
npeanpusTUin, COOTBETCTBYIOLLMX Pa3fMYHbIM CUCTEMaAM MEHemKMeEHTA KayecTBa. OTHOLLEHUS MeXAy 3Tu-
MU NPeanpUATUAMU HEODXOAMMO paccMaTpuMBaTb Kak OTHOLLEHUS Mexay noctasuukamu. (cm. FOCT P
55747-2013 (GHTF/SG4/N84:2010)). OaHako, eCriu U3roTOBUTENb MMEET HECKONbKO NPEAnpPUATUIA C He-
CKOMbKMMWU MPOU3BOACTBEHHLIMU NIOLLAAKAMKU, ASNCTBYIOLMMN B paMKax OAHON CUCTEMbI MEHEMKMEHTa
Ka4yecTBa, TO HACTOALMI CTAaHAAPT MOXET ObITb MPUMEHEH.

2 HopmaTuBHbIE CCbISNIKN

B Hacmoswem cmaHdapme ucnosib3068aHbl HOPMaMUEHbIe CCbINKU Ha cnedyrouue cmaHoapmsl:

FOCT P 54421-2011 Pykoeodcmeo no ayOumy cucmem MeHeOXXMEHIma Kkadecmea u32omosume-
neli meduyuHckux u3denulli Ha coomeemcemaeaue pezynupyrowum mpebosaHuam. Yacme 1. Obuwjue mpebo-
eaHusa (GHTF/SG4/N28R4:2008, MOD)

T'OCT P 54882-2011 Pykosodcmeo ro ayoumy cucmem MeHedXMeHma Kadecmea useomosumenel
meduyuHckux usdenuli Ha coomeememeue pezynupylowum mpebosaHusam. Yacmpb 2. Cmpameeus ayduma
(GHTF/SG4/N30R20:2008, MOD)

F'OCT P 54881-2011 Pykosodcmeo ro aydumy cucmem MeHedXmMeHma Kadecmea useomosumenel
meduyuHckux uslenulli Ha coomeemecmeue pezynupyowum mpebosaHusm. Yacmp 3. Omyem o nposede-
Huu ayouma (GHTF/SG4/N33R16:2007, MOD)

TOCT P 55747-2013 (GHTF/SG4/N84:2010) PykosoGcmeo no aydumy cucmem MeHedXMeHma Ka-
yecmea u3szomosumernell meduyuHckux u3lenuilli Ha coomeemcmeue pezynupyruwum mpebosaHuaMm.
Yacmb 5. AyOum ynpaeneHus nocmaswukamu

GHTF/SG1/N055:2009 OnpederneHuss mepMuHos8 «npou3seodumens/ u3zomosumensy, «oghuyuarns-
HbIl npedcmasumernby, «0ucmpubbiomop/onmosbill npodaseu» U «umropmep»

MpumeyvaHune —pu NoNb3OBaHWM HACTOALYMM CTaHAAPTOM LenecoobpasHo NpoBepuUTb AeicTBue cebl-
MOYHbIX CTaHAapTOB B MH(OPMALMOHHOW cucTeMe oblyero nosib3oBaHUA — Ha oduumanbHoM caiite deaepanbHOro
areHTcTBa Mo TEXHUYECKOMY PEeryrimpoBaHuio U MeTporiorum B ceTu VIHTepHeT unu no exerofgHoMy WHGOPMaLMOHHOMY
ykasatenio «HauuoHanbHble cTaHfapThi», KOTOpLIA onybnukoBaH No COCTOAHUIO Ha 1 AHBapA TeKylwero roga, U no Bbi-
nyckam exeMecs4yHOro WHGOpMaLMOHHOrO ykasaTens «HauuoHanbHble CTaHAapThl» 3a Tekywuit rog Ecnu sameHeH
CCLINTOYHBIA CTaHaapT, Ha KOTOpbld jlaHa HefaTUpoBaHHas CChifika, TO peKOMEHAYETCA UCMNOoNb3oBaTb AENCTBYIOLWYIO
BEpCUI0 3TOro CTaHfapTa ¢ y4eTOM BCeX BHECEHHbIX B JlaHHYI0 BEPCUIO U3MEHEHUN. ECNU 3aMeHeH CCbINOYHBIN CTaH-
[lapT, Ha KOTOphlii laHa faTMpoBaHHas ccbifka, TO PpeKOMEHAYeTCA UCMOoNb3oBaTh BEPCUIO 3TOro CTaHAaapTa C yKasaH-
HbIM BbILLE FrOJOM YTBEpXAEHUA (MPUHATUA). Ecnu nocne yTBepXAeHUsl HAcToAWero cTaHjapTa B CCbIIOMHbIA CTaH-
[lapT, Ha KOTOpbIiA laHa AaTUpoBaHHas ccbifika, BHECEHO U3MEHEeHUe, 3aTparusaloliee NonoXeHne, Ha KOTopoe fAaHa
CChlfika, TO 3TO MONIOXEHUE peKoMeHAyeTcsl NPUMeHsATL 6e3 ydyeTa AaHHOro U3MeHeHUA. Ecnu CcCbinoudHblid cTaHaapT

W3paHue odpuumnanbHoe
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OTMeHeH 6e3 3aMeHbl, TO NOMOXKEHWE, B KOTOPOM AaHa CChiflka Ha Hero, PeKOMeHAYeTCs NPUMEHSATL B YacTH, He 3aTpa-
rMBaroLwei aTy CChINKYy.

3 TepMuHbI U onpeaeneHus

B HacToALeM cTaHAapTe NPUMEHEHbI CrieayoLmne TEPMUHbI C COOTBETCTBYIOLLIMMUW ONpeaeneHnsaImMu:

3.1 nporpamma ayauta (audit program): CoBOKYNHOCTb OHOr0 UMK HECKONbKUX ayauToB, 3annaHu-
POBAaHHbLIX HA KOHKPETHbIA NEPUOA BPEMEHU M HAMPAaBNEHHbIX HA AOCTUXEHUE KOHKPETHON LUenv (3aumcTBO-
BaHo u3 MOCT ISO 9000-2011, n.3.9.2).

M punMmedHaHune — [MporpamMmma ayAuToOB BKIKOYaeT B cebs BClo AeATenbHOCTb, Heo6xo,qvlmyro AnA nnaHnpo-
BaHWA, opraHu3aumn n nposejeHna ayquToB.

3.2 yenTpanu3soBaHHble (pyHKUUM (centralized function): ®yHKUWUM CUCTEMbI MEHEAXKMEHTA KadecT-
Ba, NPUMEHsIeMble K OAHOW UMM HECKONbKUM MPOU3BOACTBEHHLIM MoLlagkaM, HO ynpaensieMble G OAHON
NPOM3BOACTBEHHON MnoLasku (He 06s3aTeNbHO C yNpaBnsoLLe Npou3BOACTBEHHOW NNOLLAAKN).

3.3 o6wume dyHkuumn (common function): OyHKUUM CUCTEMBI MEHEIXKMEHTA KayeCcTBa, KOTOPbIE yCTa-
HOBIEHbI M NPUMEHAIOTCS Bonee, Yem Ha OZHOW NPOM3BOACTBEHHON NMOLLAJKE.

3.4 ynpasnsawowaa npousBoacTBeHHasa nnowaaka (lead site): MNpoussoAcTBEHHaA nnowjagka c
LEHTPann3oBaHHOW (PyHKUMENR, C MOMOLLUBK KOTOPOW YNpaBrseTca cucTema MEeHeaXMeHTa KayecrtBa npu-
MEHMTENbHO K NPOM3BOACTBEHHLIM MAOLWAaAKaM Npu yCrnoBMM HEMPEPbLIBHOTO HAA30pa U BHYTPEHHEro ayau-
Ta. YnpaBnsoowas npou3BOACTBEHHAs nrowaaka MOXeT noTpebosatb y nobOi NpOM3BOACTBEHHOW MNO-
LWaaKkM OCYLLUECTBIEHUSA KOPPEKTUPYIOLMX Mep, Koraa ato Heobxoaumo. B cnyyae HeobxoauMocTu 310
JOSKHO ObITb onpeaeneHo B ouuUManbHOM COrnalleHun MeXAy YNpasmsiowein Nnpou3BOACTBEHHONM Mno-
LUaaKoN U APYrMMW NPOU3BOACTBEHHBIMM NMOLLAAKaAMM.

3.5 usrorosurenb (manufacturer): duanyeckoe unu PUAUYECKOE NULI0, OTBETCTBEHHOE 3a MPOEK-
TUPOBAHWE, W3rOTOBIEHWEe, YNaKoBKY W/WUAW MapKUPOBKY MEAULIMHCKOro WU3Aenusi, yCTaHOBKY/MOHTaX WIu
MoAUMKALMIO MEAMLMHCKOTO K3genua nepea BBeAeHUEM €ro B obpalleHme unu BBOAOM B dKCNMyaTauuio
He3aBMCUMO OT TOro, BbIMOSHAET NN 3T ONepaLuK BbILLEYNOMSAHYTOE NMUL0 UMK TPETbSI CTOPOHA OT ero
umeHn [GHTF/SG1/N05S5].

3.6 u3rotoButesib C HECKOJIbKMMM NPOU3BOACTBEHHbIMM nnowaakamm (manufacturer with
multiple sites): UN3rotoButernb, KOTOPbIA OCYLLECTBAAET AEATENbHOCTbL B PAMKaxX OAHOW U TOW XX CUCTEMBI
MEHe)KMEHTA kayecTBa Ha 6onee yem OAHOIN NPOU3BOACTBEHHON NnoLajke.

3.7 npounsBoacTBeHHaA nnowaaka (site): Mecrto (MaeHTuduUMpoBaHHOE O4HUM aapecoMm), rae u3-
roToBUTENb OCYLLECTBISIET CBOIO AE€ATENbHOCTD.

3.8 pykoBoautenb rpynnbl no ayauty (overall lead auditor): Ayautop, HasHaAYeHHbIM PYKOBOAUTL
ayauTtom (3ammcteoBaHo u3 MOCT ISO 9000-2011, n.3.9.10, npumeyanue 1).

4 MNMporpamma ayauta asisi USrOTOBUTENIEN C HECKOJIbKUMMMU NMPOU3BOACTBEHHbI-
MM NnowaaKkamMm

AyauTbl HECKOMNBKUX NPOU3BOACTBEHHBLIX NAOWAA0K NPUMEHUMbI AN U3TOTOBUTENEN, YbA AEATENb-
HOCTb MOANEXMUT ayAUTy, KOTOpble NPOBOASITCSI HA Pa3HbIX MPOM3BOACTBEHHbIX MIOLAAKaxX U Noj PyKoBO-
ACTBOM M KOHTPOJIEM YNpaBrisioLen Npou3BoACTBEHHON nrowaaku. B uenax pe3ynbTaTMBHOW KOOpAUHA-
UMUK JeATenbHOCTU MO ayauTy HECKOMbKUX MPOU3BOACTBEHHBLIX NMOLAA0K AOMXHA ObiTb AOKYMEHTAarnbHO
paspabortana nporpamma ayauta. [pu aToM AOMKEH ObITb HA3HAYEH MABHLIN ayauTop.

Hactoawmin cranpgapt gononHser FOCT P 54421-2011 (pasgen 7) u FOCT P 54882-2011
(n.n.4.3, 4.6 v pasgen 5), CBA3b MeXAY KOTOPbIMU NPUBEAEHA B NPUNOXEHUN A,
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Mporpamma ayamTa Ans HECKONbKNX
NPOVN3BOACTBEHHbIX NNowWwanok (4)

Llenn n KpuTepumn nporpaMmbl ay-
auta (4.1)

O6nacTb ayguta (4.2)

MoAroToBKa NporpaMmbl ayauta
(5.3)

Paspa6oTka nporpammbl ayanta

BbinonHeHve nporpamMmbl ayamTa (5)

KoMMyHUKaLumu Mexzy naoLiagkamu

MogrotoBka ayanToB Ha nnowagkax (5.1) j

MpepgapuTtensHoe coelyanme (5.1.1)
Ayant npoueccos (5.1.2)

3akntounTenbHoe coselanue (5.1.3)

AyaouT KOHKpeTHbIX NaouwanokK

OTuetbl no ayauty (5.1.4)

0606LeHne nporpammbl aygnTta (5.2)
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PucyHok 1- Bnok-cxema npolecca ayauta U3rotoBuUTesisl C HECKOMbKMMW NMPOVU3BOACTBEHHbIMM
nsowaaKkamm
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4.1 Llenu u kpuTepumn nporpaMmmbl ayaura

Llenu u kputepum nporpammel ayauta HeCKONbKMX NPOU3BOACTBEHHbIX NIOLLAA0K AOIKHbI ObITh ON-
peneneHbl TakuM 06pa3om, YToObl OHM AEMOHCTPUPOBANU COOTBETCTBYIOLLMIA OXBAT CUCTEMbI MEHEKMEH-
Ta kadectBa usrotoputens. (cm. FOCT P 54421-2011, n.n.7.1 n 7.6.2). MNMporpamma ayguta gosmkHa
onpeaenaTb o6nactu B3aumoAencTBUsSt NNOLWAA0K U pacnpeaeneHne 0TBETCTBEHHOCTU MeXay pasfimyHbiMu
NPOM3BOACTBEHHbIMMK Nnowagkamu. (cm. FTOCT P 54421-2011, n.7.1).

4.1.1 LUenu nporpammbl ayauta

Mporpamma ayauta npegHasHayeHa ans:

- onpeaeneHust COOTBETCTBUSA CUCTEMbI MEHEAXXMEHTa KayecTBa U3roTOBUTENSA NPUMEHUMbIM
CTaHgapTaMm MEHePKMEeHTa KayecTBa U perynupyiowmm tpeboanusm. NpaBoBbie TpeboBaHMA HA pasHbIX
nnowaakax MoryT oTnmnyaTbCs;

- onpejeneHus pe3ynbTaTUBHOCTU BHEAPEHHOW CUCTEMbI MEHEXKMEHTAa KavecTBa, usberas Kax-
bl pa3 N30bITOYHOCTW ayaAUTOB LIEHTPANU30BaHHbIX DYHKLIUN;

- onpeaeneHns BO3MOXHOCTEN M3rOTOBUTENSA B Pe3yNbTaTUBHOM MNONyYeHUM MHAOPMaLMKM U aHa-
nn3a AaHHbIX CO BCEX MPOU3BOACTBEHHbIX NMOLLAA0K, B TOM YMCIE HA YNPaBMSALWER NPOU3BOACTBEHHOM
NroLwagKke, U3 TakMx UCTOYHUKOB, kak aHanu3 CMK co CTOPOHbI PyKOBOACTBA, >kanobbl, BHYTPEHHUE ayauThl,
KOPPEKTUPYIOLLME AENCTBUA U T 4.

Ona nonyyeHua pononHuTenbHon wuHdopmauumn o uenax ayguta cm. TOCT P 54421-2011,
n7.1.1.

4.1.2 Kputepuu nporpammbl ayauTa

KpuTepuu nporpammel ayauta ans HECKONbKUX NPOU3BOACTBEHHbIX MOLLAA0K AOIDKHbI BKITHOYATL!

- perynupytowme TpeGoBaHus, NpeabABNsSeMbIE K yNPaBnsoLEen NPOU3BOACTBEHHON NNOLIAAKE U
ApYyrum nNpou3BOACTBEHHLIM NMOLLAAKAM;

- Ka4yecTBO npoueayp CUCTeMbl MEHEIPKMEHTA KauyecCTBa, CBA3aHHbIE C LIeHTPanu30BaHHbIMU U 06-
WUMKU PYHKLUAMU.

[na nonyvyeHus aononHuWTenbHON nHopmauyun no kputepuam ayguta cM. TOCT P 54421-2011,
n.7.6.2.2.

4.2 O6nacTb ayauTa

Ons Toro 4tobbl paspaboTaTk NporpaMMy ayauta, koTopas NoaxoAuT ANns BCex NnoLwaaok, B KOTOPbIX
OyayT NnpoBeAEHbl ayauTbl, ayAUTOPCKas OpraHu3aums AO0IKHa NONYyYUTb AOCTAaTOYHYK MHAOpPMAaUuUo OT
U3rOTOBUTENS N ONPEAENUTL:

- CUCTEMY MEHEDKMEHTA Ka4vecTBa, nognexallyo ayauTy, Bknoyvasa npon3BoaCTBEHHbIE nnoLwan-
KW, AENCTBYIOLLME B paMKaX 3TOW CUCTEMbl MEHEAXKMEHTA Ka4eCTBa;

- CNOXHOCTb M MacliTad AeaTenbHOCTH, OXBaTbiBAaEeMOW 06LLUEN CUCTEMON MEHEIKMEHTA KavecCT-
BQ,

- nuuo (uy), oTBETCTBEHHOE(bIX) 3@ CUCTEMY MEHEIKMEHTA KAa4ecTBa;

- yNpaBnsioLLYIO NPOU3BOACTBEHHYIO MIOLLAAKY.

[Npu onpeaeneHun B3anmMoaencCTBUS U CBA3W MeXay NPOU3BOACTBEHHLIMK NnoLwagakammu (B TOM 1ucne
yrnpaBnsaoLWen NpousBoACTBEHHON NMOWAAKON), a TaKke AEATENbHOCTU KOHKPETHOW MPOWM3BOACTBEHHOMN
nroLwazakm 1 nobbiX U3MEHEHUI HA KMECTHbLIX» YPOBHSIX, CrieayeT, B TOM Yncne, o06paTuTte BHUMAaHME:

- Ha coBewaHua no aHanudy CMK co CTOpOHbI pyKOBOACTBA;

- [eATenbHOCTb, CBSA3AHHYIO C MPOBEAEHUEM BHYTPEHHETO ayauTa;

- AeATENbHOCTb MO NPOEKTUPOBAHUIO;

- MPOM3BOACTBEHHYIO AEATENLHOCTL (B TOM YMCIE XPaHEHUE);

- CUCTEMY KOPPEKTUPYIOLLMX M MPEAYNPEXAAIOLLMX AEACTBUN;

- MeXaHu3Mbl NonyvyeHna nHdopmaumm nocrne Beoga B obpalleHme NnpoaykuMn U aHanu3 AaHHbIX;

- OLEHKY NOCTaBLLMKOB;

- cUCTeMy ynpaBneHusi JOKyMeHTaumel;

oBpaTHyto CBA3b € NoTpebuTenem n aHanu3 obpaTHON CBA3MN.

Bonee nogpobHasa uHdopmauusa o6 ayaute npuseaeHa B NTOCT P 54421-2011, n.n. 7.1.2 u

76.22nTOCT P 54882-2011, n.4.6.
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4.3 NMogroToBKa nporpaMmmel ayauta

Mocne Toro kak B 00Len nporpammMe ayauTa Obinu yCTaHOBMEHbI LMW U KPUTEPUU, a cuctema Me-
HePKMEHTA KayecTBa, nognexxailas ayauty, bblna oxapakrepudoBaHa, MOryT ObiTb NOArOTOBMIEHbI U 3a40-
KYMEHTUPOBaHbLI MporpaMmbl ayauta npu obLueri koopauHaummu Co CTOPOHbI IMaBHOTO ayauTopa.

4.3.1 Llenn, kputepun n obnactb ayautoB OoTAeNbHbIX NPOU3BOACTBEHHbIX NNOWAA0K

B NOCT P 54421, n.7.1 ycTaHOBMEHbl PyKOBOAALUME MPUHUMMNLI ONpeAeneHns uenen ayauta,
Kputepun u obnactb ayauta. XapakTepuctuka CUCTEMbl MEHEAXKMEHTa KavyecTBa, NPOBEPEHHOI Ha npeabl-
Aylmx atanax, no3BonsieT onpeaenutb o0wmii 06bEM U CPOKM ayauTa, B3auMOAENCTBUE Mexay nnoLaa-
Kamu 1 BUAbI AEATENLHOCTM Npu ayaute. OObeM MHAUBMAYATIbHBIX ayAUTOB NPOU3BOACTBEHHBIX MIOLLA0K
JomkeH BbITb OonpeaeneH Ha OCHOBE 3TOM MHAOpMauMn. 3TO HE UCKMKYaeT KOMOMHUPOBAHME MOLWAA0K
Uunu 4eaTenbHOCTU B KOHKPETHOM ayauTe.

Kak TOnmbkO 00beM Kaaoro u3 WHAMBMAYAmNbHbIX ayAMTOB MPOM3BOACTBEHHBLIX MNOLAA0K YCTAHOB-
MNEeH, KpUTepUn ANa KaKaoro ayauta mMoryT ObiTb pasrpaHudeHsl. Kputepun, BEposATHO, OyayT NOAMHOXKECT-
BOM OBLUMX KpUTEPUEB ayauTa.

HakoHeul, ycTtaHaBnuearoT Uenu ayauta Ans UHAUBMAYaNbHbIX ayAUTOB MPOU3BOACTBEHHbIX MIoLla-
JoK. Llenu aomKkHbI BKIIOYATb:

- NPOBEPKY BbINONHEHUS TPEOOBAHWN;

- B3aUMOAENCTBUE U Pe3yNbTaTUBHOCTL STOr0 B3aUMOAENCTBUS MeXAY NPOU3BOACTBEHHbLIMU
nnowaakamu (B TOM YMcne ¢ ynpasnsaiowein npon3Bo4CTBEHHONW NMOLLAAKONW);

- COOTBETCTBME NOMUTUKM B 00NaCTN KA4ECTBA HA BCEX NPOU3BOACTBEHHBIX NNOLLAAKAX.

Ona nonyyeHus AONOMHUTENbHOW uMHpopmaumm O uenax ayguta cm. FTOCT P 54421-2011 n.
71.1.

4.3.2 NocnegoBaTenbHOCTb ayauTa

MocnepoBaTenbHOCTb (MNKU NOPAAOK) ayaAUTOB, KOTOPble OyAyT OCYLLECTBIEHbI B paMkax NnporpaMmbl
ayauTa, AomkHa ObiTb 3apaHee onpeaeneHa, ucxoas u3 He0BXOAUMOCTM OLEHKU OBLLMX DYHKLUUNA, a TaKkKe
UX B3aUMOCBA3U. OOLMI MCNONb3yeMblit MOAX0A K MPOBEAEHUIO ayauTy (HanpuMmep, «CBEPXY BHU3», CKBO3-
HOW, NO TEXHONOrMYECKoN Lienoyke) OyaeT oka3biBaTb 3HAYUTENLHOE BMNUSHUE HA NOCNEeA0BATENbHOCTbL ay-
ONTOB.

Mporpamma ayauta MOXET COYeTaTb HECKONbKO NOAXOA0B K ONPEeAerneHuto NocneaoBaTenbLHOCTH AnA
ayauTa Npou3BOACTBEHHBIX NIOLLAA0K:

Ynpasnsowasn npoussoACTBEHHAA Nrowlaaka, a 3ateM gpyrue npousBoACTBEHHbIE NNOLAAKN

Mpu Takom noaxoAe, ayauTopckas rpynna cHavana npoBoguT ayauT ynpaBnsiowen npouw3BOACTBEH-
HOM nnow@aakn (Hanpumep, wrab-keapTupsbl). Mocne ayauta ynpaBnsaowe Npou3BoACTBEHHON NIOLLAAKU
OyayT NpoBeAeHbl ayauThbl APYrMX NPOU3BOACTBEHHbIX NMOWAA0K. B 3aBUCMMOCTM OT pe3ynbTaToB ayauta
NPOU3BOACTBEHHBIX NIOLLAA0K MOXET BO3HUKHYTb HEOOXOAMMOCTb NPOAOIPKEHUS ayauTa Ha ynpaBnsaoLen
NpPOuU3BOACTBEHHON NMNOLUAAKE B paMKaXx BbIMOMHEHMSA NPOrpaMmbl ayanTa.

OTOT NOAXOA PEKOMEHAYETCA ANA NePBUYHON CepTudurKaunm.

Mpou3BOACTBEHHbIE NNOLLAAKM, @ 3aTeM ynpaBnaloLLAasa NPOM3BOACTBEHHASA NnoLwaaka

Mpu TakoM noaxoae, ayauTopckas rpynna cHavana npoBoOAMT ayAuTbl HEKOTOPbLIX/ UNKU BCEX NPOU3-
BOACTBEHHbIX MOLLAA0K, KOTOPbIE ABMAIOTCH YacTbio 0OLLUEH CUCTEMbI MEHEAXXMEHTa kavecTBa. [locne ay-
OWTOB 3TUX NPOM3BOACTBEHHLIX MMOLWAA0K ByaeT NnpoBeAeH ayauT ynpasnsiowen Npou3BOACTBEHHON MAO-
Lwaaku.

3TOT nNoAxo4 pPEeKkoOMEeHAYyeTCs, Korga ayautopckas rpynna Xo4yeT COCpPefoTOuMTbCHA HA KOHKPETHOM
BOMPOCE WUIn NpoLecee.

OAHOBPEMEHHSIN ayauT

Mpu TakoMm NoaxoAe pas3nuyHble ayaMTOPCKUE TPynMbl MPOBOASAT ayaMT HECKONMbKUX NMPOWU3BOACTBEH-
HbIX NI0LLAA0K OAHOBPEMEHHO.

Takoi noaxos MOXeT BbITb UCNOMb30BaH B 0CODOLIX cryyasix, koraa TpebyeTcs onepaTuBHbIN ayauTt
CUCTEMbI MEHEDKMEHTA KayecTsa.

4.3.3 OnpeaeneHne NoTPeGHOCTU B pecypcax

MoTpebHOCTU B pecypcax Afis Kaxaoro oTAeNbHOro ayanTa AOMKHbI ObITb ONpeaeneHbl C y4eTOM:

- ponu rmaBHOro ayautopa B NOAAEPKaHUM B3aUMOCBA3MN;

- Heo0X0AUMON KOMMNETEHTHOCTU ayAUTOPOB;

- OTBETCTBEHHOCTW ayaUTOPOB;

- KONMUYECTBA YENMOBEKOAHEN ayauTa, TpeOyeMbIX Ha OTAENBHYIO MPOU3BOACTBEHHYIO NMNOLLAAKY;

- 06LLMX BpEMEHHbLIX paMoK A1st porpaMmel ayauTa;

- HeoBX0AUMOCTU MPUBIIEYEHNS TEXHUYECKUX SKCMEPTOB N NEPEBOAYMKOB;

- TpeboBaHui K OTYETY NO NporpaMMe ayauTa.
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Tam, rae 910 NpaKTU4EeCKW BO3MOXHO, OAHA ayaMTOpCKas rpynna AobkHA NPOBOAUTL ayauT BCeX
NPOU3BOACTBEHHBIX MIOLWAA0K AnA obecneveHus npeemctBeHHOCTH. Koraa ato He npeacTaBnseTca BO3-
MOXHbIM, HEOOXOANMO NPUIOXMUTL YCUNUSA, YTOObI OAIUH U TOT XXe rMaBHbIN ayauTop paboTan Bo BCEX ayau-
TOPCKUX rpynnax. Bo Bpems BbIMONMHEHUS 3TUX NPOBEPOK PErynapHasn CBA3b MEXAY PYKOBOAUTENSAMU rpynn
no ayauty MOXeT ObiTb none3Ha Ansa o6ecneyeHns CornacoBaHHOCTU B NPOBEAEHUU ayauTa, a Takke Ana
06Hapy)XEeHMA NOTEHUMAanNbHbLIX NPOGNemM U PUCKOB Cpeau NPOU3BOACTBEHHbIX NNOLAA0K.

Ina nony4yeHusa AONONHUTENLHON MHAOPMaLUK MO ONPeAENeHNUI0O KOMNETEHLUN ayAUTOPCKON rpynnbl
cM. TOCT P 54421-2011, n.6.2.

4.3.4 OnpepeneHne NOTPe6HOCTU B KOMMYHMKALMAX N OTYETHOCTHU

AyauTopckas opraHusauus fosbkHa o6ecnevnTb HeNpepbIBHOCTb MHAYOPMaLMK MEXAY ayaUTOPCKUMU
rpynnaMu B Xo4e ayaura 1 Ha 3aKiiiounTeNbHOM(bIX) COBELLAHUU(AX).

B pamMkax nporpammbl ayauTta AomkeH ObiTb paspaboTaH U 3240KYMEHTUPOBAH NilaH KOMMYHUKALWNA.
B nnaHe KOMMyHuKaUuii cnegyet NPUHUMATL BO BHUMAaHUE:

a) uHopmaumIo, KOTOPYIO HE0BX0AMMO NepeaaBaTh MeXay ayauTOPCKUMU
rpynnamu, OCyLeCTBAAIOLWMMU ayauT OTAENbHBIX NPOU3BOACTBEHHBIX MIOLAA0K, a
TaKKe PYKOBOACTBOM ayAMTOPCKOM OpraHu3auumn, Hanpumep:

1) noaTBEPXXAEHUE KOHKPETHOW AEATENbHOCTU NPOM3BOACTBEHHOW NNOLWAAKMY;

2) BbIBOAbI ayAuUTa;

3) 0 xoae ayaura;

4) 0 pecypcax, KOTOpble He00x0aAUMbI AN OyAyLMX ayaAUTOB HA OCHOBE TEKYLLIMX pe3yrnbTaTos;

b) CBSI3b B X0/1€ UHAMBUAYaNbHLIX ayAUTOB NPOU3BOACTBEHHbLIX NAOLLAAOK U 3AKIIOUYUTENBHOTO
coBeLwaHna(un);

c) orpaHnyeHune 00CY)KAEHUN C U3rOTOBUTENEM KOHKPETHbLIX Pe3yNbTaToOB, OTMEYEHHbIX Ha KaX-
A0 nnowaake BO BPEMs OCYLLECTBIEHNS ayanTa OTAENbHLIX NPOU3BOACTBEHHLIX NNOLWAA0K, 6e3 npea-
CTaBMneHUs CBOAHOIO 3aKIMIOYEHNS O COOTBETCTBUU CUCTEMbI MEHEDKMEHTA KAYECTBA B LIENOM;

d) NoAroTOBKY U PacnpoCTPaHeHne MHAMBUAYANbHLIX U CBOAHbIX OTYETOB;

e) aHanu3 nnaHa KOMMYHUKaUui U ero NepecMoTp No Mepe HeoBXOoAUMOCTMU.

Pe3ynbTatuBHOEe NnaHWpOBaHWe KOMMYHUMKaUWI 0OecneuynBaeT pelueHue KIoyeBblX npobnem (Ha-
npuMep, B3anMOAENCTBUe Mexay NPou3BOACTBEHHLIMU NAOLAAKAMU U T.A.), KOTOPbIE BbISIBMSAIOTCA U pe-
LLAIOTCA B X04€ TeKyLUmMX U OyayLumx ayauTos.

AyanTopckuii(ue) otyeT(bl) gomkeH(bl) ObiTb NOArOTOBNEH(bI) B COOTBETCTBUM C pPEKOMEHAAUMAMM,
JaHHbiMu B TOCT P 54881-2011. Kak MMHMMYM, OTUYET MO nporpaMme ayauta AomkeH ObiTb COCTaBnEH
Takum 06pa3oM, 4YToObl OH BKMIOYa OLEHKY CUCTEMbl MEHEKMEHTA KayecTBa B LeNoM. Tam, rae npous-
BOACTBEHHbIE NMOLIAAKK, noABepralomecs ayauty, 6nusku reorpadmyeckun, pyHKUMOHANbLHO unu obbe-
JWHEHBbI B OQHU BPEMEHHBIE PamMKu ayauTa, OTYETHI MO 3TUM ayauTam MoryT ObiTb 06beaUHEHDI.

4.3.5 3aBeplueHHe NOAroTOBKU NpOrpaMmMbl ayauta

Mporpamma ayauTa AomkHa ObITb COCTaBNEeHa TakuM 06pa3om, YToObl COAEPXKaTb BCIO BbiLLEYKA3aH-
HYIO MHCPOPMALIMIO U BKMIOYATE CreayloLlee:

- Uenu nporpaMMbl ayauta, Kputepum 1 o6nacTtb ayaura;

- nocrnefoBaTenbHOCTL ayaUTOB;

- uenu, obnacTtb U KpUTEPUM, a TaKKe PECYpPChbl, HEODXOAUMbBIE AN KAXKAOTO UHANBUAYANBHOTO
ayauTa;

- NnaH KOMMYHUKaUWRA, BKNoYas TpeGoBaHUsS K OTYETHOCTMU.

Moapo6HOCTU NNaHOB MHAMBUAYATIbHbLIX ayAUTOB NPOU3BOACTBEHHBIX NNOLWAAOK MOTYyT ObiTb OCTaB-
NeHbl Ha YCMOTPEHWe PYKOBOAUTENS ayAUTOPCKOW rpynnbl UMK IMAaBHOFO ayauTopa, ecnv TakoBON UMEETCA.
Onsa gononHuTensHo uHdopmalum o nnaHupoaHuu ayautoB cm. FOCT P 54882-2011, n. 4.6.

5 BbInonHeHue nporpaMmmbl ayauTta

B gononHeHue K BMAAM AEATENbHOCTM NO ayauTy, yctaHoBneHHoim B FTOCT P 54421-2011, n.
7.6, Npu NPOBEAEHUN ayAUTOB HECKONMbKUX MPOM3BOACTBEHHBIX NNOLWAAOK CyLLIECTBYET HECKOMbKO KMioYe-
BbIX haKTOpOB, TPebyoLux 0co60ro pacCMOTPEHUS.

Kak npasuno, 6onee npaktu4yHO NPOBOAUTL ayaAWUT LIEHTPanu3oBaHHbIX U 06LWMX hyHKUUM, UCNONb3YS
B MEepPBYIO o4epeab NOAXOA «CBEPXY BHU3Y.

LleHTpann3oBaHHble (DYHKLIMM MOTYT BKIIOYATb:

- norucTuyeckyio cuctemy (ynpaBneHue 3anacamu, CKnaguposaHue, cobit);

- 3aKynku;

- pa6orty ¢ xanob6amu;

- [OKYMEHTUpPOBAHWE CUCTEMbI MEHEDKMEHTA kayecTBa (aanee — CMK);

- WHEOPMALMOHHO-TEXHONOTMYECKUE CUCTEMDI.
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M HaoBopoT, NCnonb3ysa noaxoa oT NPoAykTa («CHU3Y BBEPX»), MOXXHO HAHECTU NEPBbIA BM3UT B MPO-
€KTHbIN OTAEN, Aanee — Ha NPOU3BOACTBO U B OTAEN cObITa.

PekomeHayeTcs, 4ToObl NPOMEXYTOK Mexay ayauTamu Obin Kak MOXHO KOpO4Ye, 4ToObl MHpopmaums
U J@HHbIE, NONyYEHHbIE B Pa3HbIX MEeCcTax, ABMNANUCH akTyaslbHbIMU U NOCNEeA0BaTENbHbIMU.

AyauTopckue rpynnbl JO0MKHbI OOMEHUBATLCA OTAENbHBIMU HAaBNIOAEHUAMU, BLISIBIEHHBIMU HA  ApY-
TMX NPOM3BOACTBEHHbIX NMOLLAAKAX HA COOTBETCTBYIOLUMX 3Tanax B COOTBETCTBUM C MPOrpamMmon ayauta.
(cM. 4.3.4).

OCHOBbIBasACb Ha 3TUX AaHHbIX NpOrpaMMbl ayauta crneayeTt nepecmarpuBartb M U3MEHATb MO Mepe
HeobXxo0aUMOCTH.

[N KOHKPeTHOW NPon3BOACTBEHHOMN NNOLWAAKM U KOHKPETHON LIEHTPanNn30BaHHON DYHKLMKU ayauTop-
cKas rpynna gorkHa:

- OLEHUTb COOTBETCTBME U PE3YNbTaTUBHOCTL AEATENBHOCTU MPUMEHUTENBHO K 3TON LieHTpanu-
30BaHHOW (PYHKLMK, 3 KOTOPYIO OTBEYAET AaHHasA NPOU3BOACTBEHHAA NNOLLAAKA;

- OLEHUTb COOTBETCTBME U PE3YNbTaTUBHOCTL NPOLECcca B3aMMOCBA3N C APYTMMU NPOM3BOACT-
BEHHbLIMY NNOLAAKAMMU.

5.1 AyauT Ha KOHKPEeTHbIX NPOU3BOACTBEHHbIX NIowaaKax

5.1.1 NpepBapuTenbHOe coBelwaHue

Kpome Toro, kak ato onpegeneHo B FOCT P 54421-2011, n. 7.6.3.1, Ha coBewaHnun, NOCBALLEH-
HOM Havany ayauTa HECKONMbKUX NPOU3BOACTBEHHbIX NNOLLAA0K, HEOOXOAUMO YYECTb CreayloLIee:

- npeacTaBuTb NpPOrpaMmy ayaumTa Ans HEeCKONbKUX NPOU3BOACTBEHHbIX NNOLLAA0K;

- OO BACHUTL, YTO ayAUT NPOU3BOACTBEHHON MIOLLAAKM ABMAETCA OQHOW U3 YacTeln ayauTa He-
CKOMbKMX MPOU3BOACTBEHHbIX NOLWAA0K;

- NoOATBEPAUTb LIEHTPannM30BaHHbIE 1 00LMe PyHKUMK;

- onpeaenuTb, KTO IBNSIETCA OTBETCTBEHHLIM 3a PYHKLUW, B TOM YUCIIE LIEHTPanu30BaHHbIE U
obLme.

5.1.2 Ayaut nogcucrtem

B pononHeHune k FTOCT P 54881-2011 (pasaen 5), crneaylowine NyHKTbl MOTYT CRYXXUTb B KayecTBe
pyKOBOACTBA NPU ayauTe pasnnuyHbIX MPOLECCOB MEHEIKMEHTA KayYeCTBa.

5.1.2.1 Moacucrema BbICLWIErO pyKOBOACTBA

1)  OnpegenuTb, CYLLECTBYIOT NN KaKMe-nnbO KOHKPETHBIE perynupyiolme TpeboBaHus, KOTOpbie
OTHOCATCA K KOHKPETHOW NPOM3BOACTBEHHON Nnowiaake (NPoM3BOACTBEHHbIE NNOLWAAKU, HAXOAALMECS B
pasHbIX rocygapcraax/cTpaHax).

2)  YbeauTbCs, YTO CBA3W MEXAY NMPOU3BOACTBEHHBIMU NNOLLAAKAMU PE3YNbTATUBHBI.

3)  Ecnu coBelyaHus no aHanu3y CUCTeMbl MEHEAXKMEHTA Ka4yecTBa CO CTOPOHbI PYKOBOACTBA NpPo-
BOAATCS HA KOPNOPATUBHOM YPOBHE, ONPeaenuTh, kKak Apyrue Npou3BoACTBEHHbIE NIOLLAAKM Y4aCTBYIOT B
dOpMMPOBAHUM OTHETA NO aHanu3y CUCTeMbl MEHEeIXXMEeHTa Ka4ecTBa CO CTOPOHbI PYKOBOACTBA.

4)  OnpenenuTb, KTO NPUCYTCTBYET HA yNpasnAoLLEN NPOM3BOACTBEHHON Nnowaake (M Apyrux
NPOW3BOACTBEHHbIX NNOLLAAKAX) HAa COBELLAHUSX NO aHanNu3y CUCTEMbl MEHEDKMEHTA KayecTBa CO CTOPOHbI
PYKOBOACTBA.

5)  OnpeaenuTb, NPUMEHAIOTCS N NPU NPOBEAEHUUN BHYTPEHHUX ayaAUTOB cneundudeckue Tpebo-
BaHWA ANS Kaxaon nnowaaku. Ecnu fa, To cneayeT ycTaHoBuTb, CYLLECTBYET NMu 00LLMi NOAX0A, UCNOMb-
3yeMblii AN BCEX MPOU3BOACTBEHHbIX MMAOLLAA0K.

6) Onpeaenutb, SBNAETCA M MHOPMaUUS O pedynbTaTax ayauTa 4OCTYNHOW Ans BCEX MPOn3-
BOACTBEHHbIX MMOLLaA0K.

5.1.2.2 Moacucrema NpoekTupoBaHusa n paspaboTku

1)  OnpepenuTb, Ha KakUX NPOU3BOACTBEHHbIX MIOLLAAKAX CNeayloT OAUHAKOBLIM NpoLueaypam u
MeToaukam

2) Onpegenutb, Kak NPOEKTbI NepeaatoTcsa OT nogpasaeneHund, OCyLEeCTBALEro paspaboTky
npoekTa, Ha NPOW3BOACTBEHHbIE NMNOLAAKuU, OCYLLECTBNSIOWME NPOU3BOACTBO

3)  YBeautbcs, OCyLLECTBNAETCS N pa3paboTka OAHOM U TON e NPOAYKLUMM Ha HECKONLKUX NPO-
U3BOACTBEHHas nnowaakax. Ecnu ga, 1o onpeaenutb, kak KOOPAMHUPYETCA 3Ta AEATENbHOCTL U HAXOAUT-
€Sl I OHa NOJ KOHTPONEM.

5.1.2.3 Moacucrema TEXHNYECKON AOKYMEHTaL MM

1)  YBeautbcCs, YTO AOrOBOPEHHOCTM MeXAY NPOU3BOACTBEHHbLIMY NNOWAAKaMu A5 4OCTY-
na/ynpasneHus JOKyMeHTaLuunen BnsaTcsa 40CTaTOYHbIMY.

2)  YBeauTtbCs, YTO ynpaBfeHne N3MeHeHUIMN 4OKYMEHTUPOBAHO U ABMSIETCA AOCTATOUHbIM.

5.1.2.4 Moacucrtema Nnpon3BoACTBA U ynpaBneHusa npoueccamm
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1) Ecnu npou3BoACTBEHHAs 1E€ATENBHOCTL (B TOM YMCNE XPaHEHUe, TPaHCNOPTUPOBaHUE U Ap.)
nNpPoAYKLMKM NpoucxoasaT bonee yem B 0AHOM MECTE, ONPEeAEnUTb, Kakoe BUSHWE 3TO OKa3blBaeT Ha KayecT-
BO NPOAYKLMU, NMPOCNEXMBAEMOCTb U 0b6ecneyeHne coxXpaHHOCTMU.

2) Y6eautbes, UTO OTBETCTBEHHOCTb 3a KOHTPOSb KAa4YecTBa onpeaeneHa AOCTaTOYHO U YTO Je-
Tanu unu KOMMIeKTyloLUMe, KOTOpblE NPOU3BOAATCA Ha OHON NPOU3BOACTBEHHOW NNoLajke, oTeeyvalor
TpeboBaHMAM ApYroi NPOM3BOACTBEHHOW NNOLAAKN.

3) Y6eautbCes, UTO NPOM3BOACTBEHHAS A€ATENbHOCTb, OCYLLECTBNSAEMAA HA HECKONbKUX NNO-
wiaakax, NpoBOAUTCS 9KBMBANEHTHbIM 00pa3oM (T.€. B COOTBETCTBUM C TEMM Xe NpoLieaypamu, C Tem xe
noaxoAoM K npoueccy Banuaauuu u 1.4.).

5.1.2.5 MNoacucrema KOppPEKTUPYIOLLMX U Npeaynpexxaalowmx 4eicTBui

1) Yb6eauTbesl, YTO COOTBETCTBYIOLUME KOPPEKTUPYIOWME U npeaynpexaaiowme AencTBus U BO3-
MOXHOCTU ANs YNyuLLEHUs pacnpoCTPaHAIOTCA UW/WNU peanusyloTca Mexay npou3BoACTBEHHbIMU nnoLwaa-
KaMmu.

2) Y6eauTbCsl, YTO MeXy NpPOU3BOACTBEHHbLIMW NIOLaAKaMK CYLLECTBYET AOCTaTOYHbI 0OMeH
uHdopMaLmen 0 BBeAEHHON B 06paLleHre NpoaYKUMN U aHann3e 3TUX AaHHbIX.

5.1.2.6 MNoacucrema ynpasneHna 3akynkamu

OnpeaenuTb, Kak NPOU3BOACTBEHHAsI NOLWAAKA, 3aBUCUMASA OT NPOM3BOACTBEHHON MIMOLLAJKUA, KOTO-
pasi OLeHMBAET W BbIOMpAET NOCTABLUMKOB OT €€ UMEHU, oBecnevnBaeT 4OCTATOUHYIO OLIEHKY NOCTaBLUMKOB
M OCYLLECTBIISIET YNpPaBieHUe 3TON AEATESNIbHOCTbIO.

5.1.2.7 NMoacucrema ynpaBneHust OKyMeHTauuen u 3anmcamm

1) Y6eauTbesl, YTO LIEHTpanM3oBaHHble NpoLEeCcChl AOKYMEHTUPOBAaHbI U AOKYMEHTbI pa3paboTaHsbl.

2) OnpeaenuTtb, yNpaenseT Nu KOHKPETHAA NPOU3BOACTBEHHAA NAOLAAKa AOKYMEHTAUMEN B CO-
OTBETCTBUM C LeHTpanu3osaHHoW CMK unu no aTomMy BOMPOCY CyLIEeCTBYET CaMOCTOATENbHas MONUTMKA
roKanbHON CUCTEMbl MEHEXKMEHTA KayecTBa?

3) OnpeaenuTb, ABMSETCA NU NPAKTUKA XpaHEHUA AOKYMEHTOB OAUHAKOBOM ANA BCEX NPOU3BOA-
CTBEHHbIX NNOLWAA0K (Hanpumep, TpeboBaHMA MOTYT PasnUYaTbCA B 3aBUCUMOCTU OT PErMOHAaNbLHOro 3aKo-
HoAaTenbLCTBA) M YAOBMNETBOPAET NN KpUTEPUAM ayauta?

4) Y6eauTbCsl, YTO AOKYMEHTALUsi KOHKPETHOW NPOU3BOACTBEHHON NAOLWAAKA HE BCTYNAeT B NPOo-
TUBOPEUMNE C LIEHTPANU30BAHHOW AOKYMEHTaLMen.

5.1.2.8 Noacucrema NpouUeccoB, CBA3aHHLIX C NoTpedutenem

1) Onpepenutb, aBnaeTca nu obpaTtHasa cBA3b ¢ NOTpebutenem u aHanua obpaTHON CBSI3U LIEH-
Tpann3oBaHHOW (KOpropaTMBHON) W/WUMK TONbKO AN KOHKPETHOW nnowaaku. Ecnu obpartHas cBs3b ABnseT-
CA LIEeHTPanu3oBaHHON, TO cMCTemMa A0SkHa ObiTb AOCTYNHA ANSA NPOU3BOACTBEHHOW NMOLAAKN.

2) Y6eautbcs, YTO CyLLeCTBYET AOCTaTOUYHLIN U CBOEBPEMEHHbIN OOMEH WHchopmauuen mexay
COOTBETCTBYIOLLMMU NMPOM3BOACTBEHHbIMU MAoLwagkaMu (Hanpumep, Ana yaoBneTBOpeHUsa TpeGoBaHui no
ONOBELUEHUIO 0 HeBnaronpUATHLIX COOLITUAX).

5.1.3 3aknouutenLHoe coBellaHue

3aKnioyUTENLHOE COBELLAHME MPOBOAAT, KaK 9TO ONpeAeneHo B NEePBOHAYanbHO 3annaHMpPOBAHHON
nporpaMmMe ayauTa; Takke 3aKkMioYuTENbHOE COBELUAHNE MOXET ObiTb NPOBEAEHO HA OTAENbHbIX NPOU3BOA-
CTBEHHbIX MroLlagkax CKNIOYUTENBHO B CBA3U C 3aBepLUeHneM NporpaMMbl ayauTa.

Ecnu 3akniounTenbHble COBELLAHWA NPOBOAAT HA OTAENbHLIX NPOU3BOACTBEHHBLIX NnoLaakax, o6cy-
OEHUE OOMKHO ObiTb OrPaHUYEHO KOHKPETHLIMU BbIBOAAMU MO KAXAOW OTAENbHOW NPOU3BOACTBEHHOM
nnowagke 6e3 npeacTaBneHNsA 3akniOYEHUss O COOTBETCTBMU CUCTEMbI MEHE)KMEHTA KayecTBa B LIENOM.

B gononHeHue K ykasanHusam, npusedeHuoim B FOCT P 54421-2011, n. 7.6.3.5, HaA 3aKNIO4YUTESNb-
HOM COBELLAHWUU OTAEeNbHON NPOU3BOACTBEHHON NNOLWAAKN HEOBX0AUMO:

- obecneuntb MHHOPMUPOBAHNE BLICLLIErO PYKOBOACTBA YNpaBnAOLEN NMOLIAAKU O pe3ynbTa-
Tax ayauTa Ha OTAEeNbHOW NPOU3BOACTBEHHON NAOLWAAKE;

- 06 BbSCHUTB, YTO BbIBOAbI OFPAHUYUBAIOTCA ayAUTOM KOHKPETHOM NPON3BOACTBEHHON MITOLLA/KM;

- 06 BACHUTL, YTO ayauT KOHKPETHON NPOM3BOACTBEHHOM MIOLLAAKUA SBNSIETCA OAHON U3 YacTen
ayauTa HeCKONbKMX NPOU3BOACTBEHHBIX NNOLLAA0K.

5.1.4 Otuert no ayauty

Ecnu dopmupyeTca CBOAHLIN OTYET 06 ayauTe NPOU3BOACTBEHHBLIX NIOLIAA0K, ayAMTOPCKUIA OT4YeT
no ayauMTam OTAENbHbIX MPOU3BOACTBEHHbIX NAOLWAA0K AOMMKEH ObiTb MOArOTOBNEH B cooTBeTCTBUM C FTOCT
P 54881-2011. OT4YeT AOMKEH ObITb OFPAHUYEH KOHKPETHLIMU BbIBOAAMM, CChOPMYNMPOBAHHBLIMU NO KaX-
[0 O0TAENbHOW NPOU3BOACTBEHHOI Nnowaake 6e3 npeaocTaBneHUs 3akniovyeHns 0 COOTBETCTBUU CUCTEMBI
MEHEeKMEHTa KayecTBa B LIENOM.

XoTs oT4eTbl HOPMUPYIOTCS, Kak MPaBUNo, ANA KOHKPETHOW Nnowiaaku, MoryT ObiTb crnydau, rae oT-
YET N0 ayauTy OXBaTbIBAIOT Bonee Yem 04HY NPOU3BOACTBEHHYIO NIOLLAAKY.
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5.2 O606weHue nporpaMmbl ayauTta

5.2.1 ®opmupoBaHue o6WUX BbIBOOOB

B pononHeHne k FTOCT P 54421-2011, n.7.6.3.5, obLume BbIBOAbI U 3aKMIOYEHNS O COOTBETCTBUM
CUCTEMbl MEHEeAKMEHTa KadecTBa MOryT ObiTb MpPeACTaBrieHbl HA COBELLAHUM UMK anbTePHATUBHbLIM COOT-
BETCTBYIOLLMM CMOCOBOM KOMMYHMKALIUW.

B xoae aToro coeellaHua ayautopckas opraHusauus (rnmaBHbIA ayauTop, OCyLLecTBRsowmin obuiee
PYKOBOACTBO) U U3rOTOBUTENbL AOMKHbI 00CYANUTb, KakuM 0BpaszoM OyaeT OCyWeCTBRATLCA AEATENbHOCTb
nocne ayaurta u ynpaerneHue 3TUM NpPoLeCCOM.

Ecnun 3aknouutensHoOe coBeLlaHne NPoBOAMTCA N0 3aBEPLUEHUM NPOrpaMMbl ayauTa ANg HECKONbKUX
NPOU3BOACTBEHHbIX NNOLWAA0K, HE0OX0AMMO:

- oBecneynTtb MHPOPMUPOBAHME BbICLLErO PYKOBOACTBA IMaBHOM NNOLLUAAKM O pe3ynbTaTax ay-
AWTa Ha OTAENbHLIX NPOU3BOACTBEHHbIX NMOLLaAKaX;

- 0600WNTL BbIBOAbI, CAENAHHBLIE MO OTAENbHLIM NPOM3BOACTBEHHBLIM NJIOLIAAKAM,;

- NpeacTaBUTb BbIBO/bl O COOTBETCTBUM CUCTEMbI MEHEIXKMEHTA KAYECTBA B LIEMNOM;

- MHOPMUPOBAaTbL 00 pe3ynbTaTUBHOCTU B3aMMOAENCTBUSA MEXAY NPOU3BOACTBEHHLIMM MI10-
waakamu.

5.2.2 CBOAHBLIN OTYeET

B pgononHenne k FTOCT P 54881-2011, pasgen 6, oT4eT AomKkeH ObiTb CHOPMUPOBAH Tak, YTOOLI
BKMOYaTb B ceBsi BbIBOALI B OTHOLLEHMU OOLLMX Lenen, nepeuncneHHbix B 7.1. JaHHbIA OTYET MOXET ObITb
MCMNOSb30BaH B KAYE€CTBE CBOAHOrO AoKraja.

OT4eT MOXeT ObITb NPEACTAaBEH U3rOTOBUTENIO HA 3aKMIOYUTENBHOM COBELLAHWMM UK anbTepHaTuB-
HbIM COrMacoBaHHbIM CNOCOBOM KOMMYHUKaLMK.

MmaBHbIA ayauTop AOMKEeH 0006WMTL pe3ynbTaTbl ayauTOB BCEX MPOU3BOACTBEHHbIX MAOLIAA0K U
NOAroTOBUTL CBOAHbIM AOKnag. OUeHKW pe3ynbTaToB ayauta OTAENbHbLIX NPOU3BOACTBEHHLIX MAOLLAA0K,
M3HavanbHO onpeAeneHHble Kak He3HauuTenbHble HECOOTBETCTBUS, MAOMKHbI ObiTb NPOAHANU3UPOBAHBI,
4yT0Obl YOEeAUTLCH, UTO OHM He ABMSATCA CBUAETENbCTBAMU 3HAUUTENbHBIX HECOOTBETCTBUI B pamMkax 00-
e CMCTEMbl MEHEXKMEHTA Ka4yeCTBa.

B cBogHOM OT4yeTe HEOOXOAMMO MPUBECTU CCbIFIKM HAa BCE MPOBEPEHHbIE NPOU3BOACTBEHHbIE MIO-
waaknm n 0600WmTL pesynbTaThl U BbIBOALI. B 0TYETE MOXHO NPUBECTM CCLISIKU HA OTAENbHbIE NPOU3BOACT-
BEHHbIE NMOLWEAAKA M3 ayaUTOPCKMX OTYETOB AN KOHKPETHbIX HabMOAEHUI U HECOOTBETCTBUN, KOTOPLIE
NMPUMEHUMbI TONBKO K OAHOM NPOM3BOACTBEHHONW nnowaake. B otyete AomkHa ObiTb yKkasaHa CBA3b MeXay
NPOM3BOACTBEHHLIMU NAoLWagkammu n obpalleHo 0coboe BHUMAHWE Ha LEHTPanuM3oBaHHblie U o0wmne qoyHK-
uun. Tam gOmKHO OblTb yKa3aHO YMCNO COTPYAHMKOB, YENOBEKOAHEN ayauTa, COOTBETCTBYIOLLMX NpoLecC-
COB, MPOAYKLMS, CTaHAAPTbl MEHEMKMEHTA KavyecTBa W HaUWOHamnbHble TpeboBaHMA K OTAENbHbIM MPOU3-
BOACTBEHHbLIM Nrowaakam. 31a MHopmMaLmsa MOXeT ObITb NpeacTaBneHa B Buae tabnuubl unv Matpuubl.

5.3 3aBepuweHune ayauta

Mporpamma ayauta ABNSIETCA 3aBEPLUEHHON, KOraa BCE MEPOMPUATUS, 3annaHUpPOBAHHbIE B NpO-
rpaMme ayauta 3aBepLUEHbl U OKOHYaTENbHbIN OTYeT(bl) O ayauTe(ax) npeactaBneH(bl) M3roTOBUTENIO.

6 MoarBepxparowme ayauTbl

B pononHenune k TOCT P 54421-2011, n. 7.8, oueHKa KOPPEKTUPYIOLLUMX AEWCTBUIA U3rOTOBUTE-
nem OyaeT BkMoYaTb B Ce06A MOMEHTbI, U3NOXKEHHBIE HUXKE.

Mpu oBHapyXeHUn ayguTOPCKOW OpraHusauuen HECOOTBETCTBMA Ha MOOON OTAENLHOW NPOM3BOACT-
BEHHOW nnowagke (Mnu B3aMMOCBSAI3aHHOW C HEW NNowagkon) U3rotToBUMTENb AOMMKEH NPOaHanu3npoBaTth,
Kakue Npou3BOACTBEHHbIE NMOLIAAKM MOTYT ObITb 3aTPOHYTHI, U YTO, BOSMOXHO, YKa3biBaeT HA OOLUMI He-
JocTaTok cuctemMbl. Kpome TOro, ayautopckas opraHu3auus MOXeT BKIMIOYMTb OCHOBHbIE HECOOTBETCTBUSA B
CBOJHbIN OTYET.

Ecnu cuctremuHas npobnema AeiCTBUTENBHO CYLLECTBYET, U3rOTOBUTENb JOIMKEH BbINOMHUTL aHanus,
OCYLLECTBUTb KOPPEKLMUM U KOPPEKTUPYIOLLME AENCTBMA M NPOBEPUTL 3TO HA FMABHON MIOLWAAKE U HA KOH-
KPETHOI NPOU3BOACTBEHHONW Nnowaake. Ayautopckas opraHusaumus A0/MKHA OLEHUTL MiaHbl U3rOTOBUTENS
Ha MOMHOTY, AOCTATOYHOCTb M PE3YNbTAaTUBHOCTb KOPPEKTUPYIOLLMX AENCTBUIA. MpoBEpKa BbIMONHEHUS 9TO-
ro NraHa MOXeT ObITb YacTbi0 MOCMEAYIoLWero ayauta u/vnu ObiTb BKIIOYEHA B CMeAyoLyl0 nporpammy
ayauTa.

Ecnu usrotoButenb NpMHUMAaeT peLueHne o6 orpaHUYEHUN CBOMX KOPPEKTUPYIOLLMX MU Npeaynpex-
Jalowmx OENCTBUIA, OH AOMKEH NpeAoCTaBuUTb ayAMTOPCKOW OpraHu3auumn ybeauTenbHble OCHOBaHUA AnA
3TOrO.

9



FOCT P 55748—2013

7 AHanu3 nporpammbl ayguta

Mocne 3aBepLUeHWs ayauTa mporpaMmma ayauta JOShkHa CUCTEMAaTMYECKU aHanu3uMpoBaTbes. Llenm
TaKoro aHanusa:

- OUEHUTb pPe3ynbTaTUBHOCTb NPOrPaMMbl ayauTa;

- BHECTU U3MEHEHWA B NPOrpaMMy ayauTa, eCnv OHa NOANEXUT JanbHeRLeMy Y CMNONTHEHUIO;

- NPeanpuHATL Kakne-nubo KOppekLMU Unu KOPPEKTUPYIOLLIME AeiCTBUA B NporpaMMe ayauTa, Ko-
TOpble UCKNOUMKN Bbl Ha NPaKTUKe HeA0CTaTKU NPOrpaMMbl.

7.1 Pe3ynbTaTUBHOCTbL ayauTa

Mpu oueHke pe3ynbTaTMBHOCTU NPOrpaMmMbl ayauTa AOIMKHbI ObITb MOMyYEHbl OTBETHI HA cneayloLme
BOMpPOCHI:

1)  [OocTurHyTbl Nun obwme uenu nporpaMmmel ayamrta?

2) O6ecneuuBaeT nNu nporpaMma ayamuTta nonHblil OXBAT BCEX KPUTEPUEB ayauTa?

3) bBbinu nu obnacTe, 3a4a4u M KPUTEPUM ayAWTOB OTAENbHLIX NPOU3BOACTBEHHBLIX MMOLLAO0K
[0CTaTOYHbIMU?

4) Bbina nu nocneaoBaTenbHOCTb ayaAUTOB LienecoobpasHa?

5) Bbin nu noaxoa k ayauty noAxXoAAaLmnm?

6) [Mo3sonuna nu nporpamma ayauta ayauTopcKkoi rpynne Hagnexawmm obpasom u3ydyuTb CBA3U
U B3aMMOAENCTBUE MeXAY Pas3NMYHbIMU NPOU3BOACTBEHHBLIMU NOLWAAKAMU?

7)  Bbinu nu JOCTaTOYHbLIMKU PECYPCHI, BbIAENEHHBIE HA BLINOSIHEHWE NPOrpaMmbl ayauta?

8) Cwmorna nu nporpaMmma ayauta onTMMM3npoBaTb UCNOMb30BaHWE PECYpPcoB?

9)  BbIn N1 OTYET NO ayauTy AOCTATOYHLIM?

Ecnu npu oueHke pe3ynbTaTMBHOCTU NpoOrpaMMbl ayauTa BbiSBMEHbl HEAOCTaTKU, HE0BX0AUMO Npo-
BECTU KOPPEKUUM M KOppekTupylowme aeicteus. Koppektupyowme AeicTBUA MOTYT BKMKOYaTb BHECEHMWE
u3MeHeHuii B OyayLime nporpaMMbl ayauTa v NpoBeAeHue AONOMHUTENbHBLIX ayauTOB C Lenbio obecneye-
HWUA COOTBETCTBUS M3rOTOBUTENSA.

7.2 i3MeHeHMe nporpamMmbl ayguta

Ecnu nporpamma ayauTta 6yaet UCnonb30BaThCA B AanbHENLLEM, pe3ynbTaTbl OLEHKUM pe3ynbTaTuB-
HOCTW NpOrpaMmMbl ayauTa MOryT ObITb MCMONL30BAaHbI ANS BHECEHUA U3MEHEHUIA B MporpaMMy ayauta. 310
MOXET BKMIOYaTb U3MEHEHUE MOCNeA0BaTENIbHOCTU ayAUTOB, AOMNOSHUTENbHbIE PECYPChbl UM U3MEHEHUS B
TpeboBaHUsX K OTYETHOCTU. MIBMEHEHUs B nporpaMmmy ayauTa BCeraa AOMKHbI ObiITb 0POPMINEHBI B KOHTEK-
cTe 06LwmMx uenen nporpammsl.

7.3 Koppekuuu 1 KOppeKkTupyrwme aeicTBus

B cnyuasix, koraa oueHka pe3ynbTaTMBHOCTU NMPOrpaMMbl ayauTa BbISIBMSET HEAOCTATKU, U 3Ta Npo-
rpamMma He OyaeT UCNoMb30BaTbCA CHOBA, MOXET NOTpeboBaTbLCA NPOBEAEHUE KOPPEKLUMA U KOPPEKTUPYIO-
LUX SENCTBUN.

Koppekuusi AOmKHa COCTOATE U3 MEepPOnpUATUIA NO YCTPAHEHUIO OTKMOHEHUW MeXay TeM, 4to Oblno
BbIMOSIHEHO B pamMKax nNporpaMMbl ayauTta U TEM, Kakue CTOAMU Lenu nporpammbl. OTO MOXET NOBMeYb 3a
co0OoW AONONHUTENbHbIE ayAUTbl NPOU3BOACTBEHHbIX NNOLWAA0K, MOATBEPXAAlOWMe ayauThl UM NOArOTOB-
Ky AOMOJHUTENBHBIX OTYETOB. B KkpaiiHux cnyyasx, 06bem cornacoBaHuii no pesynsrataMm ayauTa, BO3MOX-
HO, AOMKeH ObITb COKPALLEH.

KoppekTupylome AeicTBus, NpeanpUHATbIE B OTHOLLEHUNM HEAOCTATKOB NPOrpaMMbl ayanTa, AOIDKHbI
ObITe HAMPaBMEHbI HA NPOLLECC, N0 KOTOPOMY padpabaTbiBaeTCA nporpaMma ayauta. MIsameHeHus B noaxoae,
MCNOMNbL3yeMOM CUCTEMON MEHEAXKMEHTa KauecCTBa, AOMKHblI ObiTh BbIMOMHEHbLI. KOppekTupyowmx aencr-
BWI, KOTOPbIE TaKKe MOTYT OKa3aTb BMUSIHUE HA pacnpeaeneHue pecypcoB Npy NpoOBEAEHUU ayanuTa, Ha Xoa
ayauTa, Uenu Wnm Kputepuu Ans ayauToB OTAENbHBIX MPOM3BOACTBEHHLIX NIOLLAA0K, MOXET ObITb MHOXe-
CTBO.

10



MOCT P 55748—2013

MpunoxeHue A
(o65a3aTenbHOe)

PyKOBOZCTBO MO ayAuTy CUCTEM MeEHeDKMeHTa KauecTBa U3roToBuTenein MeanLUHCKUX U3aenuii Ha
COOTBETCTBME PEryNNpPYIOLLMM TPe6OBaHUAM

bnok-cxema, nokasbiBawLl,asd B3aMMOCBA3bL MeXAy BCEMW PYKOBOAALLMMW NPUHLMNAMU, YCTAaHOBNEHHLIMW B cTaHAapTax
no aygunty cCuCcteMm MeHeoXXMeHTa KayecTBa n3rotoBuTENEA MeaNLNHCKNX M3,CI,EI'IVII7I Ha COOTBETCTBUE pPeEryimpyrouwmnm

TpeboBaHUAM
FOCT P 54421-2011 «PykoBo- FOCT P «PyKoBOACTBO MO ayaUTy CUCTEM FSCT P 54882-2011
[CTBO N0 ayANTy CUCTEM MEHEA K- MeHePKMEHTa KauyecTBa M3rOTOBNTENeil «FYKOBOACTEBO NO ayAnTy CUCTEM
MEHTa KauecTBa M3roTOBUTENEI MEeAMLMHCKUX U3fennii Ha COOTBETCTBUE MEHEIPKMEHTa kavecTsa
MeAMLMHCKUX W3Jenuii Ha CoOTBeT- perynupylowmum Tpe6osaHmaM.  YacTb 4 NSroToBNTENEN MEANLMHCKNX
CTBVE PerynupyoLLM TpeGoBaHUAM AYANT  HECKOMbKUX  MPOM3BOACTBEHHDIX usgenmn - Ha COOTgeTCTB”e
YacTb!.06wWme Tpe6osaHms» MAOLLAA0K PETYIMPYIOLMM — TPELOBAHMAM.
YacTb 2. CTpaTerua ayamra
Mporpamma ayauta ans He- O6Lme 3ameyaHmns no cTparte-
Lienu v 06nacTb ayauta CKO/TbKMX MPOUN3BOACTBEHHbIX rMn ayamMTa Ha COOTBeTCTBME
(7.1) naowanokx (4) perynupyoLwmnm TpeboBaHNAM
Lenu v Kputepumn npo-
AHanu3 LOKyMeHTaLmu rpaMmbl ayauta Moaxoabl K ayauTy
(7.6.2.1) (4.1) (4.3)
MnaHnpoBaHue
MoAroToBKAa K  MpOBEAEHMIO ObnacTb ayguTa (4.6)
BUZOB JeATENbHOCTN MO ay/au- (4.2)
Ty (7.6.2.2-7.6.25)
nO,quTOBKa nporpamMmsl AyauTt npoveccos
ayauTa (4.3)

TMpoLiecchl BbICLLEro PyKoBOACTBA

(CNY)

MpoeKTnpoBaHue 1 paspaboTka
(5.2

BbINo/sHeHMe NporpaMmbl ay-

[JoKyMeHTaLus Ha NPOAyKLMIO
MpoBeseHWe BUAOB AeATeNbHO- auta (5) (63
CTM M0 ayauTy
(7-6.3) Mpouecchl ynpasneHns npoayKuyeii
npoueccamu (5.4)
MpoBegeHMe ayagMToB Ha KoppekTupytowine u npeaynpexaatolme
encrTema
KOHKPETHbIX NMPOn3BO/ACT- A (55)

BeHHbIX naowaakax (5.1)
YnpasneHune 3aky nkamu

(56)
HOAFOTOBKa, 0,El,06p6Hl/Ie " YnpaeneHue ,qOKyr\h/ﬁIHTaumeM 1 3anmcs-
paccbl/ika oT4yeTa 0 npoBsefe- 7
AW ayauTa dopmMnpoBaHue 06X Bbl-
BofosB (5.2) O6paTtHas cBA3b € NoTpeduTenem
(7.6.4) (58)
3aBepLueHue ayauTa 3aBepLUeHne ayanTa FOCTP 54881-2011 «PykoBo-
(7.6.5) (5.3 ACTBO N0 ayanTy CUCTEM MEHe>K-
MeHTa KaueCcTBa U3roTOBUTENeld
MeAULMHCKUX N3Lenuil Ha COOTBET -
CTBME perynmpytoLum TpeboBaHusaMm.
YacTb 3.0TueT no ayauT
ayauToB
(7.8)

AHanun3 nporpamMmMbl ayauTa

1
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Mpunoxenue AA
(obsa3aTenbHoe)

CpaBHeHue CTPYKTYPbl HACTOALLEro CTaHAapTa co CTPYKTypon aokymeHta GHTF/SG4/N83:2010
«PykoBOACTBO NO ayAUTY CUCTEM MEHEMKMEHTA KayeCcTBa U3rOTOBUTENEN MeAULIMHCKUX U3OENUI Ha
COOTBETCTBUE perynupyrouum tpeéoBaHuam. Yactb 4. AyauT HECKONbKUX NPOU3BOACTBEHHbIX
NNowaaoK»

Tabnuya OA1

Homep pasaena HacTosiLero cTaHgapTa

Homep pasgena gokymeHta GHTF

BeegeHue

1.0 BeegeHune

1 ObnacTb NpUMeHeHUst

2.0 ObnacTb NpUMeHeHus

3.0 Lenu

4.0 ObocHoBaHuWe

2 HopMaTuBHbIE CChIMKM

5.0 HopmaTtuBHbIE CCbIKU

3 Onpegenexus

6.0 Onpegenexus

4 I'IporpaMma ayavTa ans N3roToBUTENEN C HECKOMbKMN-
MW NPON3BOACTBEHHEBIMU NNoLWagKaMn

7.0 MNporpamma ayauTa Ans U3roTOBUTENEl C HecKorb-
KUMW NPOW3BOACTBEHHBLIMU NOLafKaMm

5 BeINonHeHWe nNporpammel ayauta

8.0 BeinonHeHWe nporpaMmsl ayguta

6 MoaTBepxaaroLwmne ayauTsl

9.0 MogTeepxgaroLwne ayauTsl

7 AHanus nporpammbl ayguta

10.0 AHanusa nporpammbl ayguta

MpumedaHue —lpUNOKEeHNs HACTOALLEro cTaHgapTa COOTBETCTBYIOT NPUMOXEHUAM gokymeHTa GHTF.
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Mpunoxenue 16
(o6sa3arenbHoe)

TeKCT 3MeHEeHHbIX CTPYKTYPHbIX 2JIEMEHTOB HAaCTOALLEro ctTaHgaprTa U 4OKyMEHTa
GHTF/SG4/N83:2010 «PykoBOoACTBO NO ayAUTy CUCTEM MEHeKMEHTA KayecTBa U3roToBuTenen
MeOULUMHCKUX U3Aenui Ha COOTBETCTBME PErynUupyowmum Tpe6osaHuaM. Yactb 4. Ayaut
HeCKONbKMX NPOU3BOACTBEHHbIX NMOLWAA0K»

TekeT pasgenos 3 1 4 UCKIIOMEH U3 HACTOSALLEro CTaHAapTa, TaK Kak Helenecoobpa3Ho BKIYaTh JaHHbIe pasaens
B HaLWoHamnbHbI cTaHAapT B CBA3M ¢ TpeboBaHMSAMU K CTPYKTYPe HaLuuoHanbHoro ctaHgapta Poccuiickoih Gefepauuu,
ycTaHoBneHHelMu B TOCT P 1.0, a Tarkke B cBA3N € TEM, YTO COAepxaHne AaHHbIX pasfenos Aybnupyetca cogepXaHu-
€M BBelEHUA U pasfena 1 HacToslero ctaHgapTa.

3.0 Llenu

Llensmu HacTosILLero foKyMeHTa ABAAITCS:

- rapMOoHU3aLMUs U NPEAOCTaBNEeHNe peKOMEHAALMIA AN NNaHUPOBAHUS, OPraHU3auuu, NPoBeAeHuUs!, AOKYMEHTU-
pOBaHMs, a Tailke aHanuaa Nporpamm ayauTa Npu NPoBeAeHUU ayfUTOB W3roTOBUTENEN MeULMHCKUX W3AEeNWii ¢ He-
CKOJTbKMMU NMPOU3BOACTBEHHBIMU NNoLwaaKamMu,

- OKa3aHue MoMoLy ayAUTOpaM M U3rOTOBUTENSIM B NOAFOTOBKE, BEACHUIO U aHaNU3y ayaUTOB 3roToBUTENEN C
HeCKONMbKUMW NPOU3BOACTBEHHBIMWU NoLLagKaMu,;

- NOBbLILLEHNE PE3yNbTATUBHOCTH ayAnTa CUCTEMBI MEHEAXMEHTa Ka4yecTBa U3roToBUTENEN MegUUMHCKUX U3 e-
NNiA ¢ HECKONBKUMM MPON3BOACTBEHHBLIMM MIIOLLaAKaMK.

4.0 O6ocHoBaHue

HacTosLymniA AOKYMEHT SIBNSIETCA PyKOBOACTBOM AJ1s1 ayAUTOPCKUX OpraHusaLuil, OCyLecTBNAIOWMUX ayfuTbl CUC-
TEM MeHeXMeHTa ka4ecTBa U3roToBUTese MeAULMHCKUX M3AENUIA C HECKONBKUMU NPON3BOACTBEHHBIMU NIOLLafKaMM.

HacTosiwuit fokymeHT obecneynBaeT NocneaoBaTenbHOCTL NMAaHMPOBaAHUA U NPOBEAEHNA ayAWTa M3roToBUTE-
nei MegULMHCKUX U3 enunii ¢ HECKOSBKUMU NPOU3BOACTBEHHBIMU NIToLLaAKaMU.
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MpunoxeHune [1B
(cnpaBouHoe)

CBeZieHUA 0 COOTBETCTBMM CCbINMOYHbIX HALMOHANbHbIX CTaHAApTOB Poccuiickon ®egepauvm
MeXayHapoaHbIM CTaHAAPTaM, UCNOJNbL3OBAHHBIM B KAY€CTBE CChINTOYHbIX B NPUMEHEHHOM
MeXayHapoaHOM AOKyMeHTe

Tabnwuuya AB.1

OB603HaYeHNe CCbINOYHOro HaLmo- CTeneHb O603Ha4eHUe 1 HauMeHoBaHNe CCbINOYHOro MeXAYyHapoaHOro
HarnbHOro cTaHgapTa Poccuinckon COOTBET- cTaHAjapTa Unu AoKYMeHTa
Pepepayum cTBUA

[[OCT ISO 9000-2011 IDT MNCO 9000:2008 «Cucrtembl MeHeaXMeHTa KavecTBa. OCHOBHbIE
MOMNOXEHUS U CroBapby

FOCT P 54421-2011 MOD GHTF/SG4/N28R4:2008 «PykoBoacteo GHTF/SG4/N33 no ay-
OWTY CUCTEM MEHeAXMeHTa kadecTBa U3roToBUTeneh MeanumH-
CKWUX M3Jenui Ha COOTBETCTBME perynupyrowmm TpebosaHuam.
YacTtb 1. ObLyme TpeboBaHusA»

FOCT P 54881-2011 MOD GHTF/SG4/N30R20:2006 «PyKoBOACTBO MO ayauTy cucTeMm
MeHe[)XMeHTa KayecTBa U3roToBUTeNeh MEeAULUMHCKNX N34 enuii
Ha COOTBETCTBME perynupyroum TpeboaHuamM. Yacte 2. Ctpa-
Terus ayguTar

MOCT P 54882-2011 MOD GHTF/SG4/N33R16:2007 «PykoBoacTBO no ayauTy CUCTEM
MeHe[)XMeHTa KayecTBa U3roTOBUTENEN MeAUUMHCKUX U3fenuii
Ha COoOTBETCTBME perynupyolmm TpebosaHnam. Yacte 3. OtueT
0 NPOBEAEHUMU ayauTa»

FOCT P 65747-2013 MOD GHTF/SG4/N84:2010 «PykoBoacTBO No ayAwTy cUCTEM Me-

He)KMeHTa ka4yecTBa U3roToBUTENEN MEAULMUHCKUX N3fENUin Ha
COOTBETCTBUE perynupytoum TpebosaHuam. Yactb 5. Ayaut
yrpasneHusa nocTaBLyMKamuy

CTBWUSA CTaHAaPTOB:
- IDT — NAEHTUYHBIA cTaHdapT;

- MOD — MognduLUMpOBaHHbIA cTaHgapT.

MpumedaHue — B HacToseit TabnuLe UCMonb30BaHbl CNeayoLLMe YCrNoBHble 0603HaUYEHNA CTeneHN cooTBET-
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YOK 617.7-08.001.33:006.354 OKC 11.020 OKI1 94 000

Kntoyesble crosa: ayauT Ha COOTBETCTBME perynnpyroLwum TpGGOBaHMﬂM, cucrema MeHeaKMeHTa Kade-
CTBa, N3rotoBuUTENbL, MEAULIMHCKOE U3JENNe, HECKOSbKO NPOM3BOACTBEHHbIX Nnowanok

Moanucano B nevats 01.11.2014. dopmar 60x841/8.
Yen. ney. n. 2,33. Tupax 35 ak3. 3ak. 4027
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