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Npegucnoeune

Llzny 4 nprHuMne cTaHdapThaauxM 8 Pocchickol Segepaund yoTanoanens PegepantsHiii 3aKoHom oT
27 pgekabpa 2002 r Ne 18403 «0 TexHHYeCKoM PErynNypoBaHKKy, 8 NPEEWMNE NEUMEHEHAR HALWOHANBHbIX
cTaHpapTes Pocowdckod Senepaund — MOCT P 1.0—2004 «CradpapThaauws 8 Pocovidckod Degepauia.
DCHOBHBIE NONOHEHAAD

CeepeHua o cTanpapTe

1 MNOOAMDTOBNEH 3akphiTeiM asUdoHepHzl obwecTaos «MEQWTECT» Ha OCHOBE COGCTBEHHOND
AYyTEHTHHYHOM NEPEEcda Ha PYCCEMA ALK QURYMEHTA, YyRaAIAHHOM 8 NyHETE 4

2 BHECEH TexHd4eckis koMATETOM No CTaHdapTHaauxds T 436 «¥NpaeneHde KaqecTEom MEegunUmi-
CHME WADEMAA e

3 YTBEPWOEH W BBEOEH B AEWCTBWME Mprkaiom $eiepansHore areHTCTES No TEXHHYEcKOMY
PETYNAROEIHIID W METRONOMW OT 28 cedTabpa 2011 r Ne 352t

4 HacToAwwid cTandapT RENSETeA MOGUEHUWMDCEAHHEM N CTHOWEHWD K PYEOB0OAWEMY QOKYMEHNTY
Uenesol rpynine no rmofansHol rapymosszadsge (Global Harmonization Task Force — GHTF) «PyropogoTes
MO AYAATY CHCTEM MEHEGKMEHTA KAYECTEA MArOTOBKTENEH MEJHMUHHCKAX HA0ENWA Ha COOTRETCTRME PEryTIADY-
RwHm Tpebosasyam. HacTe 1. OGwke Tpebosannas (GHTF/SGA/NZER4 20058 «Guidelines for regulatory
auditing of gquality managemeant systems of medical device manufacturers — Part 1: General requirementss )
MYTEM HIMEHEHWA E1T CTOVETYDRI, 3 TakHe NyTes WAMEHEHHS COQEDKaHNA OTOENEHBIX CTRYRTYPHLIX JMEMEeH-
108 (TEpMAHONOTHYECKK cTatelr 3.1, 315, 3.17), KoTopole BeleneHs BERTHEANLHOH NUHWER, DacnonomeH-
HOE crnega o7 TekcTa. [MpW aToM WoKnodedel paagens 3 slenes W 4 «0B0CHOBAHKEY NMRAMEHEHHOD
OHMAHANEHOMD OORYMEHTA, KOTOPEIE HELENSCO0EpaIHo NOKMERATE B HAUWOHANLHOM CTAHJApTE B CEASW C
TREGOBAHWAMK K CTDYKTYDE HaUWoHanbHMoro cradfapta Pocculckol Defepauil, yoTaHoBRNeHHBIME B
MOCT P 1.0—=2004, a Takxe B CEAIM C TEM, 4TO COONSQHAHKE OaHHLIX DAaI0enos oyonupyeTcR COoOeDwaH Hem
BEEOSHHA W pazgena 1 « OEnacTe NpuMeHeHisr. CoapHeHHe CTRYKTYDbI HACTOALWErD CTAMOARTA CO CTPYRTY-
PR YRASAHHOND COMIMHANBHOM ACKYMENTa NPHBEOEHD B OOMOMHATENLHOM NRINOHKEHRA T4

OprreHansHbld TEECT ayTEHTHYHOMD NEPEROEA WIMEHEHHBIX CTOYKTYDHBEX IMEMERTOE NEHMEHEHHOMD
ackymerta GHTF 1 0BbAcHEHWE NpHYAH BHECEHMA TEXHMYECKHY OTKNOHEHWA NPHBE0EHE B QOMONHHTENEHOM
npanosedian OB,

Mp# NPHMEHEHHWA HACTOAWEND CTAHOANTA PEKOMEHOYETCR MCNONBICEATE BMECTO COBUMOHHBLX MEKLYHA-
POOHER [PEMMoHANEHER] CTAHZADTOR COOTRBETCTEYIOWME HM HAaUKOHANLHBIE CTaHaapTe Pocorickod Ceaepa-
LUHK, CREOEHMA O KOTOPRE NEMBE0EHEl B QONONHHTENBHOM NEMNCHEHHH OB

5 BBEOEH BENEPBLIE

HMuchopaalus of UAMEHENUAX K HACMOALLEMY Cimandapmy Nyanukyame 6 exeaodHo uadaaacton U=
POpMALUOHHOM YHa2amene «HaUUoHANEHEE Cmaddammsly, & MeKCM LIMeHeHLD U NONPAgON — & GXeme-
CAUMD LIAAGASIMEY UNDODMAULUOMHEY VKaZamenax sHayuosans e cmandapmes. B cnpydae Napeciompa
(Fapeibi) WAL OMMENE HECMOAWESD cmandapma coamaamomayinies yeadounasue Sydem omydnuroeans
& ENEMECAYHD U20aEaeMoM UHODMaLUOHROM Yialamena « HaLuoHanbkbe cmaxdaomesis. Coamasmoima)y-
MLAaR UHopMaLUR, yeedoMICHLE U MekCTkl DEIMELLRIOMCH Mai s @ UWhopMaLUoHHall cLHomaMe ofleas
MoNeI0EIHUA — Ha oihuLvansdon cadme PedopansHo20 a2EHIMCMEa Mo MEXHUYETKOM) DESVNIUPOEIHUN U
MEMBOR02UY & camu Mumepuem

@ CrangapTdsdrope, 2012

HacToalwmid cTaH0apT He MOMeT BeiTe NONMHOCTEI WK YACTHYHD BOCNPOMIBEIEH, THRAKWDOEAH ¥ pac-
NEOCTRAHEH 0 K3YECTEE ODUUWANEHOMD HAaaHuA G23 paipelleHuA DefepansHOro areHTCTEE NO TEXHNHECKD-
My PEMYIMPOBAHKIO M METROMOTHI
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EeegeHue

OokyresHT «PYKOBOACSTED NG 2YOHTY CHCTEM MEHEIHMEHTS KAYECTEA MAFOTOBMTENEH MEeOMUMHCKHY K-
OENHE HA CODTBETCTBME peryndpyclliaM Tpebosadqam. HacTes 1. Obwre Tpebopawrar paapadbotad Uenesoi
rpynnoi no rnobanexol rapmoduaagun {GHTF) — pobpoponeeiM copBuecTaom, COCTOALMM M2 NpeacTaBt-
TENEW DeryNHMPYIOWWE OpraHos MeddUMHCKDA NpoMBILLNTE HHOCTK.

HacToAWwKMA cTAHOApT SENASTOA PYKOBSOCTEOM ONA DEMYNMPYIOWAX ORrados W Opraddaauuid, npoaogs-
LW AYONTE CHCTERM MEHELRMEHTA KA4ECTEA HATOTOBHMTENEA MEQALNHCKKE MAOENHA HA OCHOBE NPOLECCHOMNS
nogxcga & TReb0BaHHAM CHCTEMEl MEHEIMMEHTA KAYECTES,

Bincqenne TpEBoBaHMA K CHCTEME MEHEMMENTA KAYECTEA, COaGaHHOA Ha Gase MCO 13485, B Tpebo-
BAHMA DEMYIMPYIOWMY A0KYMEHTOR [Janes — DErynupyIow|e ToeBoeaH#A), NDHMEHREMbIE K HATOTOBMTENAM
MEOHLMHCKWE KAOensid, nolacnaeT paspaboTaTe MEXAHWIMEI, CNCCOBCTEVIOWWE Npouecoy rNobaneHoh rap-
RACIHAIA LA,

MpumedaHdHre— B HEOHTEKETE HACTOAWEMD CTAHOSPTA «BYOUTH GIHAMBEET «3YAWT 58 COOTEATCTEWS parynupy-
HIW AL Tpe HoBaH®AME .

MNerMeHeHne HACTOAWETO cTaddapTa obecnevdeasT cnedyilme NEerMyWecTeEa NaukeHTaMm/ NonE0-
BATEMNAM, PEMYIIADYIILWKEK SRraHasM, OpraHdniIaLuam, NPOBOASLWLIMA AYEMTEl, HNH NPORERAGMEIM ODrEHASALAARK:

- BLICOKYID CTEMEHE FTAPAHTH HAGEHHOCTA M De3YNETATUEHOMD Y HKLKMOHH POBAHMA MEQMUMHCKMX naae-
NMHA (NP HEoBX0OMMOCTA NDOEOOWTCA TEXHHYECKOE GLEHWBaHKE),

= HEIABMCHMOE, 00BEKTHBHOE, HAOEeMHDE OUEHHEAHWME H3 COOTEBETCTEME TRebOoBaHHAM CHCTEME M-
HEHMEHTA KAYECTRA HArOTORMTENA,

- YOACENETRODUTENEHBIE PEAYNLTATE aYQKUTa SENAKTEA CBMOBTENLETBOM (MW Mo YacTok) CooTRET-
CTEMA CHCTEMEl MEHEKMENTA KAYBCTER MANCTOBKTENR PEryNMpYIcW KM TPeBoBAHKAM, Y4TO Heohxoa Mo Gna
BlIXGAA HA DBIHO.

AW ONT CHCTEME MEHEIHMEHTA KAYSCTES HAr0TOBMTENA MEQHUUHHCKHX MIJENHMA MOKET ABMATLOA TOMNLKD
YACTED NPOLEYDE OUEHKH COOTRETETBHA.
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HAUWOHANBHBIW CTAHOAPT POCCHUMWUCKOW QEOQLEPAUMWM

PYKOBOOCTEO NO AYOWUTY
CHCTEM MEHEQKMEHTA KAYECTBA M3rOTOBUTENEN MEOWUWHCKUX W3OENKA
HA COOTEBETCTEBME PErYNWPYHOLWWM TREEOBAHWMAM

YacTte 1

Obwue TpeboBaHHA

Gukdelines for reguiatary audiding of guakty management syatems of medical device manufaciurars,
Part 1. General reguirements

Hara epegesns — 2013—01—01

1 OBnacTb NPUMEHEHWA

HacToAwWi CTaigapT ABNASTCR PYKOBOOCTEOM ONA ORraHWIaumni, NPOROOALLME ayOMTE M OTEETCTBEMN-
Heix 33 paipafoTy, NNAaHKPOBAHKE, NPOBROEHAE 11 A0KYMEHTUDOBAHME aYOWTOR CUCTEM MEHSIHMEHTA Ka-
YECTEA MIMOTOBMTENEH MEOVMUMHCKME MIOenwd. HacToAwwi cTaHiapT oXpaTelBaeT Tamke COATEHHBIE
ayouTon TpeboBsaduA No NPOREPKE DLINOMNHEHHA KOPDEKLMNA, KOPPEXTHURYVIOWMY W NPEeSyNpesklaowMs 0ei-
CTRWA, NEATEMEHOCTIA No YIYYWEHWI0, ST 3T0 NpMMedims. Kpome Tong, HAcTOAWWA CTaHgapT yoTaH apn1es-
ET KPUTERIN KEDMNETEHTHOCTH, KOTODEIM JOMKHE COOTBRTCTROBATE SYAMTORCKIA Tpynna.

2 HopmaTHWBHLIE CCLINKK

B HacToAWEM CTaHGaPpTe MCNoNLA08AHE HOPMATHAHLIE CCLINKM HA CReOyKWmWe CTaHdapTR.

FOCT P 5485812071 Pproaodcmen no aydumy CUCMEmM MEredsenma Kavyacmas ulzomaoaumenad
MedUuuHcKUx uadanud Ha cooMasmomans Desynupyowiue mpeboganuas. Haomes 3. Omyem o nooaaderuu
ayduma [GHTREG4MNIIRTE2007, MODY)

FOCT P 548522071 Pyproaodomen Mo apdumy cucmen MeredsMenma Kayecimnas uazomasumanad
MeAUUUHCKUY Uadanud Ha COOMesmoiMEue DESyIUD LU mpeboagakusid. Yacme 2. Cmpameaaun ayduma
(GHTF:SG4NIOR20: 2006, MOD)

FOCT P HCO S000—2008 Cucmemer menedsnenma kavecmas. OcHogREE NOAoKaHUs U crlogape
(HCO 80002008, 1DT)

FOCT P OO 13485—2004 Madenua Meduuiuyrcrue. CUCMESME Medadwedma yavecmaa. Cucimem-
Hele mpefoganus dna yaned peaynupoaakus (HCO 134852003, 10T)

FOCT P HCOMIK 17021—2008 Ouyexka coomeemcmeus. Tpeboeawus k opzawaw, npoeodayus
apdum U CepmibUKauule cUcmes Menedsmenma [MOCOMISK 170272008, 10T}

FOCT P HCO 19071—2003 Pyrkogodawiue yrasasus no aydumy cUcies Meqadddalims KaYaecmaa
L/LITL cUcmasd axonoeuyeckoso menedwenma (MCO 1907122002, 1DT)

NMpumevarue — .rl',l:l'..' MOMEFOBEHLU HACIORLWUM criakdapmomM yene I:‘IIIG'E-'.,DE M0 ARoEBDLITE AedCmaue coal-
NOYHEX CMEHIADMOE 8 SHPODMALTOAY Y SUCMBaMe oligeac NoNLICEAHYR — HE OTLLUSRBAOM CALDME d}aéepanﬁycm
SIABGHTICRES M0 MEXHYNACKOKY DB PNEDOEARLK U MeMDonoaud & ceMuy HAmMeaprem uny no exeaodHo uj(‘.‘ﬂd&EHCﬁMr LIk~
PODMALYOMHCY FERFAMEenD « HEUUOHANAKBIE CME Hﬂﬂpﬂ]bl =, KOMOGE a.uﬁnu.mea.l-.' D COCMOAHUK HE T AHES0R MEew)y-
wigso aoda, ¥ o COOMERMIRMEPLTMY SxaMecAus0 uidasaeu e UHPOOMFYLOHHE M YHIIAMENAK, ORyORUNCEAHNEIN &
makpiyem E'-'.'.‘Ij]r'. Ecru copnoutel cMandanm IFMeHes [LIMeHaH)], Ma NDY TOREI0ESH UL HECMIOALIGM S aHds0moM Cie-
a:.-'E'I?'.‘ pfﬁ'ﬂﬁﬂlﬂ'fﬁi‘ﬂﬂ'ﬂalf‘i‘hﬁi TAMBHAMUUIM [U3MEHEHHEM] M5 H-ﬂ'apm.:-m. Ecny copdmoskelld cmakdspm amseHeH fez 35-
MEHE!, MO TORONSHYE, 8 FROMOEOM HEHE COBAKE HE HEED, NEUMEHABMCR € YACHU, HE JEMBasuaan el INTY CORNTEY.

ManaHue ofpHUMaENEHO®
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3 TepMHHbI W onpeneneyHuna

B HacTOALEeM CTAHGADTE NEKMEHEHE! CNEQYIKHUKE TEDMKHE C COOTBETCTEYKLMMEA ONpegenaHnanii;

3.1 ayouT (npoBepra) (audit) CHCTEMATHYECKWH, HEIABWCHMEIR 11 ZOKYMEHTHDOBAHHLIR NDOLECT MO-
NYSEHAA CRMGETENECTE 8YOHTE W O0EEKTHEHOMD WX OUEHMBIHWA © LENRK YCTAHOBNEHHA CTENEHA BblNOMHEHUA
COMACCEAHHLIX EPHMTEDHER ayOMTa (3avMcTeoRaHs Wa FOCT P HCO S000) nyueT 3.9.1).

MpumeyadHs e — B OHTEHCTE HECTOAW BIC CTAHAEDTE A3y ANTs O3HAYAET «8YOAT CUHCTEME MEHSIHMEHTA KE-
YELTEE NPOBEDASMOR CRTAHWIALMR ONA YCTAHOENEHUA 82 cnoCoBHOCTE K NOJ0EEMAHAN CTHOCALUMECR K 8y JRTY PErynn-
Py e TpebHoEasMAs,

3.2 KpHTepHK ayguTa (audit criteria). CoBOKYNHOCTE NOMNKTHKK, NRPOUEOYD WM TRESOBARKA, KOTODRLIE
MEAMEHAINT B BHOE CCbINOK {IaWMCTESEIHD WA FOCT P WCO 9000, nyHkr 3.9 3).

MoumevyaHse — KpETERME Ay0WTE WCNONE3YSIT ONA CONOCTEENEHWA © HMMW CEMOSTENLCTE AY4MTa
(os. FOCT P WCO 9000; nyHET 3.9.4].

3.3 cEMOeTenLCTRO ayanTa (audil evidence) 3an«ci, HINoKeHHe DasTon Uy Opyras AidropMama,
KOTOPRIE CEA3AMEI C KPUTEDHEMM ayanTa W mMoryT SwTe npoBEepedsl (3awMmcTeoeads wa FTOCT B HCO 8000,
MyHKT 3.9.4].

NMpumedaHdHwe— CEMLRTENECTEO AYOUTa MOHeT BHTE SA4ECTEEHHEM @IMNW K0NUSECTESHHEM M MCNONs IyaT-
CA ANA QOKE3ATEN:CTEE HAEN LI asn A ayaXTa.

3.4 wabnwoeHMA (BExiBogel) ayauTta (audit findings) PeayneTatel cUeHWBAHMR COBDaHHBIX CRAOE-
TEMNLCTE ayOdTa Ha COOTBETCTBWE KDUTEDWUAM ayOuTa (3auMMcTROBaHS kWa NOCT P MO0 3000, nyWkT 3.9.5).

MpumeuaHdere— Hallnoassua AYOWTA MONYT YHAIWEATs HE COOTEETCTEME MNW =eCO0TEBETCTAHE CRHATEDHAM
AY0HETE WN# HA EOSMOEHOCTH yRlyuillaH#A.

3.5 Awik ayguTa (audit language): Haskid), 0BbiHHO KCNONEIYEMBIA] ) ANA GOWEHAA KNK OBMEHa -
dopraLHed MEsdy NERCOHATNOM NPOBERAGKMON CRrAHMAALKK 1 ayIUTORaMI.

3.6 nporpamMma ayautos [audit program); COBOKYNHOCTE QOHOM MM HECKONBEWX 3YIMTOR, 3aNNaHHpo-
BAHHBIX H3 KOHEDETHEIA NEPHOD BREMEHA W HANDABRNEH HblX HA JOCTHMEHKE KOHKDETHON UENK [ZaMMCTEOBAMO
Wa FOCT P ECO S000; nyueT 3.9.2).

MpumewaHwe — ﬁpnrpamua SYAATOR BHNHYAST B cefii BoH QEATENEHOCTS, HE\'.‘IE!.I:IHHMFH} ANA NNaHWpoaa-
HHA, GPraqsnsay« e @ NpoaedesdE ayQquToE.

3.7 npopepRemMan opraddIaumMa (auditea) OpradiiagKa, CHCTEMa MEHEOMMEHTE KAHECTEa KOTODOM
MNOOeEeprasTeh NPoREpKE HA COOTRETCTEHE DEnyNMHUDYIOWHKM TReEoBAHKAM, NPEOBLABNASMEIM K MELHALMHCKMM
Hanenuan. Takod opraqdlIagied MomeT DeiTe WAMOTOBUTENL HKMK NOCTABLME MEOHLWHCKAY H3TEmnHME.

Mpumevwanee —BIrOCT #HCO 9000, nyHer 398, npopepReMan OpraH@2a0 WA ONPROSMeHa k3K «OpraH#AaE-
UM#A, NOGEESPTaKNULEACH BYIUTY .

3.6 opranuaayMa, npoBogAwan ayauTeil {auditing organization): Oprad, NpeadasHadeddeN 4na npo-
BEOEHRA YIMTOE Ha Ba3e KOMEPETHEX DEMYTIMDYIOLLIAE D0KYMEHTOR M B COOTEETCTEWH C NOCTABNE HHEIMK 2303«
WAk,

3.9 aygwrop (auditor): Nuuo. chnagamwee HeobX0OMMoN KEANAgUEaURER K ROMOETERTHOCTEID QNA

NPOBESEHAA 3YEHTA KN KOHKPETHEX YACTEA QaHHOr0 ayaMTa W ARNAIOWEECH COTPYAHWKOM OPraHnIaL, npo-
BOOAWEE SYIHTE, NMED YIONHOMOYSHHOE DaHHOE OPraHnIaUWel Ha NDoOEEOEHINE ayOUTa.

Mpumevnarnwe — BIOOT FHCO 9000, nyHeT 389, ByauTop ONpegeneHd KAk «NAL0, NPoaeMoHCTRHpOBABWLSE
CEOM NW4HBIE K34ecTad M 00Naaeues KOMNETEHTHOCTED SNA NPOEEGEHHA 3y Q@TEs.

3.10 cobnoagerde [perynypyowus Tpeboaaduid) (compliance]: CoOOTBETCTEBME DEMYIIMDVIOLWME Tpebo-
BaHHAM.

3.11 cooreercrere {conformity). Benonuenwe Tpebosauua (3aumcteoBaHo wa MOCT P HCO 8000,
MyHKT 3.6.1].

3.12 yeranaenuearts (establizh) Onpegenats (yupemnars), OOKYMEHTAPOBATE (8 NHCLMEHHDA KN
INEETROHHON POpKE) ¥ BHEOPATE.

2
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Mprure«asne — HacTodweas onpejanai« e oTNEHaeTeA o npeaMesesdoro 8 SOCT 2 HOO0 134858 (aonpene-
NATa, paipabaTeEaThs ], (4@ HE NPHEELEHC CRHYUENEROS ONPEOSNEXHe GAHHOTD TEDMHHE H 810 NPUMEHEHHE HOCAT Ma-
HEE QMDEXTHEHKA X3PAKTED.

313 pyxomRoAMTEnL aynuTopckol rpynnii (lead auditor) AyQuTog, HAIHAYEHMBIR DYKOROOWTE 8y0u-
ToM {3aumcTeoBano w2 FOCT P HCO 9000 nynkt 3.9.10, npumedadwe 1).

314 warotoBMTenk (manufacturer). PHaHYSCcKoe UMK KDHOXYECKos MU0, OTEETCTEEHHOE 38 NPOSKTA-
POBEHWE, WAMOTOANEHME, YyNAKOELEAHKE WHNKM MADKUPOBAHME MEIHUWHCKOND WAOENHA, YCTIHOBKY MOHTAH
MM MOaHMEAUMI0 MEORUWHCKOND M3AENWA Neped BEEOeHHEM 2ro B oDpaweHke WK BECAOM B IKCONyaTa-
LMK, HEIABWCHMO OT TOTS, BEMOMHAST MK 3TH CNEPALMH BEILEYTNIOMAHYTOS NHULG KW TRETER CTOPOMA OT &ro
HIEHIA.

MpAMe«“&#He — B HSKOTOPEE MEXQYHERDOHD NPAZHAHEEE CTAHOAPTEY W PEKOMAHLAYW AKX MO AYOWTY NPOn9-
CaHa CnpegeneqdHan OTEETCTAAMHOCTE KNWasTa {Ha ApAMan, ¢IH3 AHECHOE AW DDWOHWeCK0e NUUD, KOTOp0S ZBKAZEBABT
WK #MeeT NONHOMOWWA HE 38Ka3 E}'.'J,HTE:I_ 3718 OTESTCTESHHOLTE OGHOBAHA HAE TR, MTO TMABHEMA NONS0MIYURMA Np@A
ayounTe ofinanasT ENEaHT Kak NMNATENLWWE W CCHOBHOR noTR efnTene YOOYD N0 3yanTy. B HacToAWEM CTaHga PTE TEDMHH

EHMHEHTY HE NPUMEHABTCA W CHMTAETLA, YTO CCHOBHEMA NONHOMOYMMAME NO BYO4TY HIrOTOEMTENEA MEIMEHHOHAE HAJE-
nwd ofinagasT OpraHdIauna, NpoE0OALUAR ayOuT.

315 wecooteercTEMe (nonconformity). HeewnonHeswe TpefoBarva (zauMcTaosans kwa FOCT P HCO
QO00; nyHET 3.6.2).

Mpure=asue— 04N oboaHasesHa TOr0 ¥e NOHATHEA MOTYT BHTS NPUMEHEHE ORYTHE TEPMAHE (HaNpHMEp.
sHECOBNKOEHAE %, *HE00CTETONH0E BRMONHEHHE: ).

316 oDBLeKTHBHOE CEMOETENLCTEO (Objactive evidence): BeprdMUMpOBAHHEIE CRSOEHWA MK 3aMKCH,
OTHOCALWMECA K KEYSCTEY WANENWA WK YCNYTH NAD0 K HANAYHE MNH BENONHEHKo TReDoaaHkh CHCTEMBI ME-
HEQHMEHTA KAYSCTES M OCHOBAHHEIE HA BAIYANLHOM HAGNIBOEHAK, HIMEPEHMH, MCHBITAHWHA I ODYTHE MeTO-
pax.

Mparmesase — BIOCTFHCO 9000, nyseT 361, 0B LEKTHEHOE CEUOSTENLCTED GNEEOENEHD KAK 1 ABHHSIE,
NOGTESPEOSUWHE HEMHYHE MK @ETHHHOGTE Hero-nnios.

317 cHCTEMA MeHEOMMEHTa KavyecTBa (quality management system): OpradMaadqoHHan cTRYETYRA,
hyHELLK, NPOUSQYDEl, NPOUSCChH M PECYDCK, HEOBXOOKMBIE ONA BHEQDEHAA MEHSZ#MEHTA Ka4ecTBa.

Mpraresasua

1 B HacToRAwem CTEHO&pTE BHEQEEHAE MEHeORMEHTE K842 CTEA BRNOEST B celr FhEE-FIEEDTK}' W NoanepwaHde B
pabouem COCTOAMMA CHCTEME MEHSOKMEHTA KANECTEA.

2 Broct P oo 9000, nyHer 3.2.3, CUCTEMA MEHEOHMEHTE KEHSCTEA ONEEOENEHE 3K «CHETEME MEHELKMEHTS
ONA DYROBOOCTER M YNPABNEHHA ODrEHHIELUENE NPHMEHUTENEHD K KAYECTEY 0.

318 ayOoWT Ha COOTEETCTEME PerynHpyowMmM Tpebosadnam [regulatony audit) AyOWT CHCTEMBI ME-
HEQHMEHTA HAYECTEA © UENEH OEMOHCTDALWM &8 COOTRETCTRHA PENYIMDYIOLHS TReGoEaHUAM.

Mpime«saHde — B HECTOAWEM CTAHAB0TE £AYAMTe GIHA4EST «8Y 06T HE COOTEETCTEME DETYIH DY LIWM TRE-
BOBIHARM D,

3.19 nocraswMk (supplier) OprasdIauqa 1k Mo, NPegocTaenAowWe NEodyELNED [3IaHMCTEOBAHD K3
MOCT P HCO 9000, nyuer 3.3.8).

4 OBwwue TpeboBaHWA K OPraHW3aUMAM, NPOBOAALWM aYOHTbI

CHELAE NPAHLANS, NPUMEHAMEE K ODTAHKIALMARK, NPOBOOALLKKM aYAWTE, BEMOYaI0T 8 cefa: Gecnpuc-
TRPACTHOCTE, KOMIETEHTHOCTE, OTBETCTEEHHOCTE, OTRDLITOCTE, KOHEHZEHUHANEHOCTE M A0eKEaTHOE pEarupo-
BAHKME HA Manobel ok, MOCT P HCOMM3K 17027, paaaoen 4).

4.1 KpWaW4ecHan oTEETCTREEHHOCTEL

Cprannaauma, NpoaodAwan ayorTe, J0NHHE GbiTe GEUUMANEHD JaperHcCTPHpoEAHHON OpTaHraaUmei
MMM YACTeI0 TAKOBROR, © TEM YTOSR OHA MOMMAa HECTH KDHOWHYECKYID OTEETCTEEHHOCTE 38 BCE BIOLlI CROEH Ja-
ATENEHOCTH. ToCYQapcTBeEHHan OpraMnIanmMa, NpoBOOALWEA aYOuTel, CHUTARTCA DPMOMUYECKM NALDI B CHNY
CROErD rocydapcTBeHHore cTaTyca. Opradviauna, Npoaoaawas ayonThl, JOMKHa HECTH OTRETCTEEHHOCTE 33
CEOM DELEHWA.
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4.2 HeaaBHcHMMOCTE W BECTIPUCTPACTHOCTL

Oprasmaauxa, NpoBodAWAan ayanThl, K BXOOAWNE B HEE AYARTOPE! M JKCNEPTH JoMwHbl T Decnpurc-
TRACTHEl W CEODOOHE OT OOR3ATENECTE W BMHAHMA, KOTODEE MOMYT BOIOEACTROBATE HA MX ODBEETHRHOCTS, B
OCOSEHHOCTIA 0K HE O0MEHB DhiTE!

- BOBNSYEHS B NPOSKTAROBAHWE, HAMCTORNEHME, MAPKETHHN, MOHTAN (YCTAHOBKY), 0OCNYEMBAHKE WM
MOCTABKY MWADENAR TeX KATEMODHA, Ha KOTODLIE PACTIDOCTRAHAKITER SO T,

- BOBNEYEHS B paspatoTry, COANAHKME, BHEQDEHHE MNKW NOJJEQHAHWE B pADoHEM COCTORHWK CHUCTEM Me-
HETHMEHTS KAYBCTER, HA KOTODLIE DACRPOCTREHAKTCR SYOMTEL

- BOBNEYEHSL B KOHCYNETAPOBaHKE N0 BONPOCaM paspatoTki, COA0aHHA, BHEODEHNA MK NoLOSEHaHWA
B paboqYer COCTOAHMH CHCTEME MEHEIHMEHTA KAYECTREA NPOBEPREMEIX GRTAHKMIALKIA,

- NONHOMOHHBIMA NEEICTABMTENAME WANOTOBKMTEMA.

Ha HE3aBUCHMOCTE AKCNEPTHELE CLUEHOK MOMET BNHATE:

< AYQUTOE, HMEHLLKA DUHANCOELIE WHTEPECK B NPOSEDASMON ODTaHUIaLMK [HANDUMER, KLMK DaHHDN
ORTAHK3IALMH ]} KW ABNAIOWHWACA KOHEYDEHTOM JAHHOR ORradMIag i,

= AYSWTOD, ARNAKWKACE B AAHHEIR MOMEHRT HaEMHEM DADOTHAROM KIrOTOBHTENA MELHUAHCKAY Hage-
NMHA — NPoRELASMOR OpraHMIanMK;

- AYOWUTOR, AENAKWWACA (MM HE0asHo ABNABLLIKACA ) COTRYAHMEDH HCCNE0BaTENECKOND MNW MEL k-
CHOMD Y PEMIEHWA WM ROHCYNETEHTOM, MMEKILLAKM EOMMEDHECKHA BOHTRAKT (ANH ODYTON MHTEPEC) C HarsToBM-
TEME A} AHANOTAYHELE WAGEMHE.

Boem @uandeckinM 1 opuOMHeckdm NMUaM, BOBNEYSHHEIM B a¥OUT, CNeqyeT yBasaTs 4 NodgepsHBaTk
HEIFBACHMOCTE B BECMIPUCTRACTHOCTE ayOHTOPOE.

BECNpUCTRACTHOCTE ODTaHH3ALMK, NPOBOZALLENA a¥OMTE, 3 TAKKE NPHANEYEHHBIX K 2yQKTY ayQUTODOE K
IKCNEPTOR GONKHE GbiTk YCTAHOBAEHA M AOKYKMEHTADOSaHS,

4.21 MerneasmeHT GecnpUcTpacTHOCTH

[nA gocTuse HA LENel ayQuTos opralinaagma, NpoRoOALaR ayanTe, JONHHE MOEHTUEHUMPORATE, ana-
NHSHPOBATE M GOKYMEHTHPOBATE BOIMOMHEE KOHNMKTE HTEpecoR. HanWsWe poQcTReHHE (MM Opyrax)
CEAZEH M OTHOWEHAE He 0GA3ATENEHD NPMBOAKT K EoHNUETY WHTEPECOR C OpradkuaIaudei, NpoBoaAWend aynm-
Tel. OOHako ecny Eamae-Nubo oTHOWEHMA (CER3IN) SRNKIOTCA YyIPoJol BecnpMCTRAcTHOCTH, TO OpradMdIang«ma,
MNPOECOALLEA ayQHTel, JONHHE J0KYMEHTHDOBEATE W YMETE NPOOEMOHCTPHDOBATE, KAK YMEHBLWATE MMM MAHK-
MHIMPOBATE JAHHYI0 YIPO3Y. JTa GEMOHCTRALWA ACNHHE OTRARATE BOG BOIMOKHEIE HETOYHMEN MOEHTHEHL K-
POBAHHEE KOHBNHKTOE MHTEDECOR HEZABWCHMMO OT TOMD, NPOMCTEKIET NK YNOMAHY TRIA KOHENWKT MHTEDECOR
W3 AEATENLHOCTH OPraHWIALKH, NROBCOALLER 3YOHTEL, WK K3 JSATENLHOICTH O0YTHE MELY, ODTAH0oE WK OpTaHt-
FAUMA {c. FTOCT P HCOAMMIK 17027, nogpaagen 9.2,

4.3 KonmoeHuHansHocTe, obycnoBnedHan npodeccHoHanbHBIMH 0 3THYSCKMMIA

P H LM 3B

Heobxog Mo CoXpaHaATe KOHBWLEHUHANEHOCTE BEER A0KYMEHTOR W MHEODMALKWK, RONYYEHHBK B CBAIM
C NpoREOeHKes ayanTa. JaHHbe QOKYMENTE H MHEODMALNA HE MOTYT GblTh PACKDEITE HUEAKOR OpPYTOR CTODO-
HE BEa YETHD BLIDaMeHHOND Paife e s NPoBepAEMOR ORPraHHaaUn-, Bcid NpoTHEONONOEHGE HE SENASTCA
PETYNADYIOWHK TREDoBaHHEM.

Ha npoTamesdus BCero aygura rpynne no ayguTy CnegyeT DyKoBoACTE08aTeCA TaKHMK NPodeccHoMank-
HEIBH NEHHUHMEMEA, ESK OCMOTEHTENEHOCT: W 300A8RIA CMBICH, 8 MEHEOMMEHT OCHOBHLIX BRIOR OEATENEHOC-
TH NPOBOOKTE B COOTBETCTEMH C YCTAHOBNEHHEIMK B HODMATABHLIX JOKYMEHTAX ITHHECKHMA NMRPHHLAMIMK.

4.3.1 MeHeaMmMenT HOHDHOEHUMANEHOCTH

Oprasnsauqs, NpoRoSALEA ayauTh, A0NKHE paspaboTaTh NONKTHKY B NONOEEHHE N0 COXPaHEHRID Ha
BCEE YOOBHAR KOHEWISHUMANEHOCTA MHEODMALMK, RONYYEHHOH WY COA0AHHONR NPW NPOBEOEHUY 3y anToR,
BENHHAR HHPODMALKIG, OTHOCALYIICA ¥ KOMUTETAM M BHEWHMM OPraHAZaUAAM MK K ASRATENBHOCTH, OCYLLLE-
CTENAEMON PHIMYECKHM NMUOM N0 NODYHYSHWKD SEMaHNIALNA,

4.4 MaTtepHanbHbie IaTPaTel W PHHAHCHPOBAHKE

HerocygapcTeaHHan opradMiayma, NposodAlwan ayauTe, O0MHHS WMETE COOTBETCTEYIOWLME BOAMOHHOCTH
(HANPHMEDR, CTPAXORLIE WK DUHAHCOBEE DESEDBLI) ANS NOKDLITHA MaTepuansHBR JATHAET B X008 &8 JeATE k-
HOCTH. HerocyoapcTReHHARA OpraHudauMa, NpoBogawas ayanTel, JonwHa OeTe CnocobHa NpoOemoHCT BHpo-
BaTL, SYTO KOMMepdeckos, (uUHaHCoBoe Wi moboe Opyros JABMSHWE HE MOEET NOBMRATE HA o8
GECNpPUCTRaCcTHOCTE (CM. FOCT P MCOMIK 17027, nogpaanen 5.3).

4
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5 MeHeg¥MeHT

5.1 TpeGoBaHWA K CTPYKTYpE

Opradnaagya, NEcecOaWan ayauTsl, GoMKHa AoKYMEHTWROEATE CEOK CTRYETYDY, OSMOHCTDUMPYA pac-
Npeaenaqine 0BAIAHHOCTER, OTBETCTBEHHOCTA M NONHOMOUYMA COSOK BRICLISTD DYENBOACTEA U ODYIHY COTPYO-
HWKOD, 3 TaKke cpead acex pabouwx rpynn (oM. FOCT P HCQMM3K 17021, pasgen ).

5.2 CHcTEMA MEHEOMMEHTA KAMBCTEA

CpradKaayyMa, NPoaooauas aya|Te, GONKHA WMETE ¥ NOGAepHHBEAT: B PAGOHEN COCTORMUN CHCTEMY
MEHEQHMEHTA KauyecTed, 0Gecneqreanwyld BLICOL0e KaYecTeo NPOoBoOMMLIX ayOuToa M WX CRocobHOCTE
YACRNSTEODATE TREBOBAMHAK DETYNHADYIOWME ORTAHOR.

CHUCTEMA MEHSONMENTA KAYSCTRA DONKHE, KAK MAHKMYM, BENIOYATE B Ceba!

= YNPABRNEHHE OOKYMEHTILWEH,

= YNPABNEHAES IANUCAMM,

- AHANKA CO CTOPOHS DYKOBOOCTR,

= NPOBEOEHIAE BHYTREHHKY Y IHTOR,
NpoaeqeHie KOPPeETHDYIOWKE W NPe0yNpesaaiomy 0elcTeda (oM. FOCT P HCOAMA3K 17027, noa-
pazaen 10.3).

5.3 NocnegoBaTenLHOCTE

CHUCTEMA MEHSERMENTE KAY2CTED SONKHEA 0GECNEYUBATE NDOBEIEHHE 3YOWTOR B COOTBETCTRIN C DOKY-
MEHTHPOBAHHEIMA METCOMEIMM W METOOAMM, PA3paAtOTAHHEIMK ANA ChecneYeH A NoCNegoaaTeNsHOCTIA Nog-
#0041 Haanesawen mybrHe 0xXBaTa GNA ayOWToR OOHOMS W TOTo #e Bugda 1 obnacty aygura. MedensmenT
BHO0E ABATENEHOCTH NO aYIHUTAM DOMKEH NPOBOOMTRECR COMMACHD QOKYMEHTHPOBAHHEM NPOUEDYRaM, paipa-
CoTaHHE Ana ofecnaveHua HecbxoarMoi TEXHNYECKOA 1 aJMUHHUCTEATHEHON NOO0SPMES ayOHToR,

6 Pecypchl

6.1 Pecypchl

A npoBeeHA ay0HTos # BCeX COMYTCTEVIOWMX MM BHOCE O8ATENEHOCTH OPraHnIauUxs, NEoBOIALLEA
AYOKTE, O0M¥HE DeiTe oDecnedeHa HaaNEKaALHMMA DECYPCAMK, BEKNICHYAI0WHMHA 8 ceba nepcoMan, fuHaMco-
BYI NOAOEQHMKY, BREMA, HEOEX0QMMOe ONA NPOBEOSHHS DEIYNeTATHEHLEE aYOWTOR, M, MW HEOBXOOMMOCTH,
OOCTYN B TEXHHYECKON HHPODMALMK W3 BHELWHWY MCTOYHWEOR K K KCNERTHIE © NPUBMNEYEHMEM BHELLIHNX
OPraHHaaUKA C LenkK obecnedeima MakCHMaNsHo BeICOKOH HAOEMHOCTH DEayNLTaToR ¥ 3aKNIDHEHME N pe-
IYNETATAM AYOMTOR, BOAMOMHOA NPY CYLWECTEYRIWLME orpadM4eHiss B oTGope obbesToR ayouToR
{c. MOCT P HCO/AM3IK 17027, paanen 7).

6.2 KomMneTeHTHOCTL Ay AWTORCKOR FPYNnk

ANOWTE HATOTOBWTENEH MEJUUHHCKHX MADENHA DONMHE NPOBOOMTECA TONLKD CRELKansHbIMA ay0MTopD-
CEARMK MDYIREMKA, YNeHbl KoTopoX obnananT obpaloeanknes, KEaNAgUEaUMer M ONbITOM B YacTH PerynHpyio-
Wiy TpefoBaHui, AANAICWKMECA NPESOMEeToOM aYOWNTa, SHAHWEM TEXHONOMK W CBAIAHHLIX C HUMK NPOUECCoR,
NEMMERASMER MR WATOTORMEHMA MEQAUHWHCKKUE H3OENKA, 8 TAKKE IHAHKWAMK, HECDXOAKMBEIMK OGNA NpOBELE-
HMA ayouToe (oM. FOCT P OO 14017, paagen 7).

6.2.1 KpMTepHMH KOMNETEHTHOCTH ayauTOPCHOW FPYRNLI

TpeGoBaHWA K KOMNETEHTHOCTH aygUTOpoE, BXOQALMY B AyOUTOPCEYID TRYNNY, DOMHHE GiTe OCHOBAME
Ha KBANMEMKALMOHHEIX KPMTEDHAR, YCTAHOBNEHHBIX ONA ayOWTODCE CHCTEM MEHEIHMEHTA KAYecTBa, W Ha
NEPCoHANEHEX TREG0BAHWAX (TAKT, JUNNOMATHYHOCTE, HABEIKK PEIYNETATHEHOM ODLWEHIKA),

KoMNareHTHOCT: ayQUTODCKOA MRYNNG KK 80MHOTD ENond Jo/iEHa CooTEETCTBOBATE 0BMacTy ayadTa, B
HACTHOOTH!

a) aygWuTopCKaA rpynna Jomsqa OeTe KOMMEETEHTHE {TO BCTE MMETE NOATOTOREY 1 IHAHKAONEIT):

1) B OUBHHBAHWA CHCTEMEB! MEHELKMEHTA KIHECTEa HAMOTORHTENEA MELKUMHCKMY WAOENHA # Onpe-
DENEHKK DEAYNETATHBHOCTH 88 BHEIDEHHA,

2} NOHWMEHWH PEMYNADYIOWMY OOKYMERTOR M NPUMEHWMEIX CTAHGADTOE, YCTAHABMKMBAOWHY TRebo-
BAHKA K CHCTEMAM MEHEOKMEHTA KAYECTEA HAMOTOBKMTENENA MEIHLMHCKMY HIDEMAH,

3) AHAHWK NPELYCMOTREHHOMS NPAMEHEHWA W DHCKOD, CEBAIAHH X C TOTOBLIMK MEQUUHWHCKKMK W=
DENAAMM,

4) cUBHHBAHHK NPOLECCOB NPCEKTUROBAHKA, WAMOTOBMNEHHA K NPAMEHEHHLIX TEXHOMOTAR,

b) BEILLEYEAZIAHHON KOMOETERTHOCTEIO J0M+HHa 0Bnagate ayquTopcKan rpynna e uenom, Ho He obaaa-
TENEHO HAKOBIA & YNeH B OTOENEHoCTH. [pH OUEHHBEIHMA CHCTEM MEHESIKMEHTA Ka4ECTEa HITOTORMTEnER

5

FOCT rocCTP54421-2011 Crpanuua: 9/28

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-54421-2011
http://GostExpert.ru
http://GostExpert.ru

MocT P 544212011

MEQHLMHCKRE MAOENHA 3y M TORCEaA MYNNa MOHKET NOHBNEKATE QONONHHTENEREIX JKCNELTOR NO NPOUEccam |
TEXHONOMAAM, OTHOCAWKMCA K OBNacTH ayaMTa, 3 B WOEane 3TH IKCNepTE J0MKHE COOTRETCTBOBaTE TRetoea-
HAAM, NpHBEOSHHEIM B NEQEYUCNEHHIA a). JHCNEDThI, YIOMHOMOYEHHEE ODTAHHIALKER, NPOBOOALLER aYadTh,
HO HE ABNAOWWEcH 3yAWTORAMK, MOMYT TONEKD OUSHHBATE NPCUECCEl, OTHOCAWMECH K 0ONacTy e CNeymrank:
Hialx 3HaHwH, Noa HabtnoaeHuen ayouTopos.

B kavecTee ansTEpHATHBL YNeHEl ayaWTORCKOH MoyNnel MOMYT NONYHHTE ACNoNHETENLHYK NOQroToBKY
WM CNEUAANEHEIE IHAHWA N0 BRLLEYNOMAHYTIM NPOLECCAM W TEXHONSTHAM [HAaNpUMep, B 0BNacTy ynpas-
NEHMA OEPYEAIOWER CPEOoE WNK BANMIALWMH NpOUSCCOB CTEDHMNHIALIMIK),

C) pPYKOBOQWTEMND S¥GWTODCKOA MPYNNEl DoMmEeH BolTe KOMNETEHTEH B NNAHAPOEAHKA H YIIDaRNE MK 4ne-
HAMK ayIATORCKON FRYINE, © TeM YTO0R OHA MOMTIH DEIYNETATHEHC W HAZNEHaWHM 0Bpas0M NPORBKTE CROK
HOBMMNETEHTHOCTE NP BeINONHEHUA HIHEPETHEE HHOMBMSYaNLHME 33034,

6.2.2 JanvcH O KOMMETEHTHOCTH ayaMTOPCKOW MRy

Oprankaaysa, NpoB0OAWEA ayanTed, QOMNHHE NOJGEPHHBEaTE B paBoYem COCTORHKK JaNUGCH, EMOH-
CTOHDYIOWKWE HOMOETEHTHOCTE BXOOALHE B HEee ayaWTopos (csm. FOCT P HCOOM3IK 17021, nopgpas-
nen 7.4

6.2.3 Kepanwdukauma, NoAroToBKa W ONBIT ayguMTopon

B gononHeHue & ocHoBHON KEanwprkague e obnacty nposeganna ayauTa (oK. 8.2.1) oT ayguTopoa mMo-
#eT NoTpefoBaTecA CNeUransHan KOMNeTeHTHOCTE, HeobxogMMas ANA NEcEeqeHUd ayauToR MaroToBMTENed
MEOHLMHCKRY K3OENHA, KOTOPaA J0CTUIAETCA C NOMOWEKD PAIHLX CPEOCTE, BEMK4SKWHY B cebA coHeTaHmne
HEANWDMEAUHK W OOHOMD WK HECKOMNEKME NEQEYHCTIEHHEIN HUHE INEMEHTOR MOQMOTOBKK MK ONITa:

a) Keanuipukauus. Kpanvdukauyqa ayadTopa GonHa OxXBATEIBATE OOHY WK HECKONBED CReyeny ob-
nacTed;

1) BHONOMAA |WNH MAkpoBuonorka;

21 KHMHA WNE DACKHMKER;

3) KOMNBOTEPHEIE TEXHONGTHA W NDorpaMMyce oSecnedeHmne

4} NeKTROTEXHMKE MMM GHOMEOWULMHCKAR TEXHMES, MALWKHD- M CTAHKOCTRORHKE,
5 DWAHCNONAA YENoBEKa;

&) meguurHa;

7 DapMaKonoria;

&) dwmanka nnw Buodmanea.

b1 MogroTopka. OnA NooroToBEH TEXHWHECKH 0BYYSHHOM NepCOHANa MOMYT BeiTh YCTAHOBNEHSL CNELH-
anbHEE MPOMEanMbik:

1) NOHWMAHKA DeryNUpYeWEE TPEGoRAHKA H CEAIAHHEE C HMMKA 3aK0H0RYKa30aNonoEeHAcTaK-
OapToBE AT 4.

2) NpoBeleHua ayoWuTos CHOTEM MEHEIHMEHT KA4%eCTEA MArCTOBMTENEA MELNUMHCKNK Madenuni;

3) NoHYMaHKA NPOYBCCOB NPOSKTHROBAHKA M NPOMIBOACTES W CERIAHHLIX G HWMK TRNHONOIWA;

4) acnexTos BeannacHoCTH, OTHOCALMXCA K NPEOYCMOTDEHHOMY NPHMEHEHKID MELHUAHCKAX WADENAA.

C) OnelT. ONelT aYOHUTORE SONMEH JaKMoHaTeECA:

1) B pafoTe B TECHD CRAIAHHE MENTy cOBoR OTDACNAE NPOMELLNEHHOCTA 1 pabodny OGNacTAX, Ha-
MPMMED B HCCNEO0BAHKAK W paipaboThe, B NPOWIBOOCTBE,

2) paboTe No NPUMEHEHKID TEXHONOTHA MAFCTORNEHMA W SKCANYATALWK MA0eNMA B paisnwyHer obnac-
TAX 3PABCCKDAHERMA KW ONA NEHeHES NaLBeHTOR,

3} NpoBeaeH i MCHETAHWA WALENWA HE COOTRETCTEAE NPHUMEHHABMER HALWMOHAMLHBIM KW BEHIYHS-
pOOHEM CTAHOaPTAM,

4) NpoacOeHMd HCNBITAHHE CCHORHER SYHKLUACHANbHLIX Ea0akTepHCTHK, OUSHOYHBIX HCMBITaHA
WK KNHHASECHAY HCNBITAHWA ME0HLMHCKAE MIOensi.

3TH BAGE! KOMNETEHTHOCTH ARNAKTCA CPEOCTEAMM ODECNEYEHMA SCNEKTOR HagNekawen GeannacHocTH
W YHELMOHKPOBAHWA NPOBERAEMONA CHOTEMB! MEHEOMMENTA KAYSCTRA, OCHOBAMHEIMH HA CNOCODAEX MArTOR-
NEHMA, QYHELUROHHPOBRHHA K NDHMEHEHHS MAZENHE,

6.3 BHewHwe OprasHMaaumme

Oprasqaauxqa, NPoROSALEAA aydWTel, QOMkHa paiapaboTaTe NPOUEcs, ONHCHIBAIOLLWA YENOBUA ayToop-
CHHMa [3akno<eHdA cyDROHTDakTa © Opyrol OpraHuaag e, NpoBoaALIEA ayOHTE, H3 BLINOMNHEHHE Y3cTH OgH-
CTEMA MO ayouTam No NOPYYSHIEY CCHOBHOE CRradnaaguy, NPoRoOAWEd ayanTel), NPH K0TOEoM MOTYT STk
MPHENEHEHE BHEWHEAE Opradkuzagyi (ca. FOCT P HCOMIK 17021, nogpaagen 7.5).

G
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Cpradkaag A, NooeoaAWERA ayaWTel, MOKET HE MCNONLI0BATE DEUEHAR, NPHHATEE BHELWHAMA OprakHd-
FALMAMIA, B NPOLECOE CEPTHOMKELMIA

MpW NEUBNEYEHKK AYOHTOPOE W 3HCNEETOR K BHEWHWY DPraHMaalii opranuaadua, NpoBoaAWan ayau-
Thd, A0MHHA FAPAHTHROREATE W COOTHETCTEME TEM Xe TPeBoBaHHaNM, KOTOPEE NPEaEARNAICT K ayOUTopam opra-
HMAALKHM, NDOBOOALLER Sy ATEL.

7 MNpouecc ayauTa

7.1 Ueny W obnacte ayauTta

Lenu 1 0oGnacTe aygrTa Gon#He! BulTe YETKO CNpEAeNeHtl 1M OKYMEHTHDPOBIHE OpTaHd3auWen, Nnpoeo-
DAWER ayOuTil, W a¥GUTODCKOR MEYNN0OA, 3 TAKKE COMMacoBaHsl (BCNM PaIpEWeRo DeryidpyioWrKg Tpeboaa-
HIUAMK) C HATOTOBMTENEM WIANK NPOBEDAEMONA ODTAHMIALMER HA HAHANBHEX CTALKAX NNAHAROEIHMA ayauTa.
Onuako  ofnacTs W UenK  ayouta  MoryT ObiTe  WAMEHEHE HA  OCHOBAHWA peIyNeTATOB  ayquTa
{cw, FOCT £ HCO 1307, nymer 6.2.2).

7.1.1 Uenu ayoura

AyOnT NpEQHAZHAYEH.

= ANA ONPegensHEn COOTEETCTERA CHCTEMbl MEHEDHMENTA KAYECTES WAMGTOBWMTENA PEryNADYIOWHe
TPeBoBaHHAM),

- ONPEdeneHHA DEIYNETATHEHOCTH BHESDEHHOR CHCTEMbl MEHEIMMEHTE KA4eCTBa 4NA YOO0BNETBORE-
HWA KOHERETHER Uened 8 08nacTy KavecTea, BENcHan COOTBETCTEME BOEM NDHMEHH MEIM DEMYNHEY LM Tpe-
DOBAHHARM K MESWLMHCEMM HI0EMAAM,

= NPOBEDEA CHCTEME MEHEIMMEHT KAYECTES WAMOTOBHUTENA HA COOTRETCTEME TOMY, YTO 3AARNEHD HIT0=
TORMTENEA (CM. NPHBEOSHHOE HEE NPHMENAHHE ),

= NpW NpoBedEH Mt ayauToR, cNegyklny 33 NepeoHaYantHbM, — OANA NoaTEepHOEHa Toro, HTo
KODDERTHRYIOWHWE QEACTEMA, NPEANPUHATRIE NO pEIyNeTaTam NpelOyWerns ayanTa, ABNAKTCA pedyibTa-
THRHBIMMA.

I PAMBYMABHEHS — HaroTOBMTENE MOMET HMETE MEHES DEI.IJHFIH'!,'E\'.'I- CHACTEMY MEHBOQHMEHTS KEYSCTER, “EM 3TO
onpedsneso 8 DENYNADYH LAY JOEYMEHTAE

7.1.2 OBnacTe ayouTa

COfMAacTe ayAdTa ONUCLIBAST oBNAcTE OXBATA U MPAHALLI AYIMTA B OTHOLWEHIAM!

« KOHEPETHBIX MEOWULMHCKAY MIGENKA, YNRARNASMEY CUCTEMON MEHETRMEHTA KAYECTEA NEOEEDREMOA
CPraHWaanmnm;

= TPEGORAHWA K CUCTEME MEHEONMMENTA KAYECTEA, HA COOTRETCTEHE KOTODLIM NPOBOAWTCR YOWT CHOTE-
Ml MEHESMENTa KAYSCTES WAMOTOBWTENA,

- BWOA NPOBROOMMOND ayguTa (oM. 7.2),

- MECTOHAXOHISHMA BUOOE JSATENSHOCTH W JOEYMEHTALMK NPOBSCASMOR ODradaaUmMm.

Mpr NpoBEOEHdK ay0KTa Ha COOTBETCTBWE DEryNUpyiowkn TpeboBaHHAM HE A0M4H L NPEILABMATECA
TPeBOBAHKA K CHCTEME MEHEIHMENTE KA4ECTEE, NDe Bk LWUAWME TE, KOTOPEE HeoDXoaKMEl GNA COOTRATCTEKA
PEMYIADYIOLWE TREOOEAHIAANM.

7.2 Bugel ayouToR

71.2.1 NonHeiA ayauT

MonHeIf ayOWMT BEMIOYAET B Ce0A ayOHT BOEX NPHMEHMMBIX NOGCHCTERM CUCTEMEl MEHEIKMENTE Ka4eCcTES
HA COOTBETCTEME perynupyew kM Tpebopanuam (oM. FOCT P 54882, nogpazgen 4.2).

MonHeM ayguTomM 08bi4HG ARNAETCA NEPBOHIYANEHBR SYOMT.

7.2.2 YacTuuHeIi ayanT

HacTiuHpld ayouT — 3T ayQuT OTOeNbHEX MOSCHCTEM WK JNEMEHTOE NCACWCTEM CHCTEMBl MEHED-
HMEHTA KAYSCTED Ha COOTEETCTEME PEMYIIMDVIOWMM TReSOBaHKMAM.

HacTiuHblM ayaMToM 00s4HO AENRETCA NOOTEEDEAZUAR ayOHT. HacTHYHEIRM SyOHTOM MOKET TAKHE AB-
MATBCA CaUWanbHbid ayauT.

7.2.3 MoaTeepioakow|i aynuT

MogTee pH0aoWWA SYOWT — 3TO ayOHT, NPOS0aWsER NoCNe NepEOHa%ANEHONS ay3KTa C Wenwk nogreep-
HOSHHA NPOOOITEaKUETOCA COOTEETCTEMA CHCTEME! MEHEIMMEHTA KAYSCTREA DETyNHPYIILAM TReDoaaHnaAM.
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MeaTeepHoarWHi 8y0ET SOMHEEH NPO80aKTECA B 3apaHes YCTAHOBMNEHHEE NEDHOGE BREMEHH B COOT-
BETCTAEMM C NDOTRAMMONA ayouta [ch. FOCT P HCOMIK 17027, nyueT 9111 Wiand perynypyowse- Tpedona-
HIAARIA,

MogreepEoarWHE ayoET DEKOMEHIYVETCR NPOBOOHTE EXerano. BoameHHOA HHTEDEAN MeXkay NaaTeED-
MOSDW MK aYANTaMA HE OOMMEeH NPeBRILATE TRPEX NeT, 8 OAN8 W3OeNHR BelCOKOrD DHCKA NPHMEHEHHWA —
ORYY NET.

Oprasvaauya, NpoBoSALER ayInTel, MOMET YCTAHOBWTE T8 JNEMEHTE MNH NOGCHCTEME! CHCTEME] M-
HEDHMEHTA KAYNECTEA, KOTOREIE O0AIATENEHC BONHKHE BbiTe BENKYEHE B NOOTES DM OAKLWMA 2YOKT (HaNpDHMeD,
HODPEKTHRYIOWWE DEACTEMA WNK paboTa no peayNsTATaM NOCNEGHEND ayaKnTa).

EcnK AnNA NpoEe0EHHAA NOOTEEDMOAKULETS AYAKTA WCNONLIYVETCA YACTHYHEIR aYOWT, TO BCE NPHMEH KMl
MNOOCHUCTEMEl CUCTEMBl MEHEOHBAEHTA KaYECTBA PEROMEHIYETCA NOQBeprate ayoWdTy B TEHEHME MaKCHMYM
MATH NET.

MEoMEXYTOK BReMEHN MEMLY NPOBELEHHEM NOOTESDMAAIOWHMX AYIHMTOR I3BHCHT.

- OT PHCKOR, CEBAIAHHEIX C NPEAYCMOTREHHBIK NDHMEHEHHEM MEQWLKHECKAX MADeNKE;

- YWCna NPOBEDAEMBLE NOOCHCTEM CHCTEMEl MEHEIMMEHTS Ka4ecTRa,

- BHda NpoBepASMElX NOQCHCTEM CHCTEMEl MEHEIMMEHTA KaHECTEA,

- oDNacTer v DeayNsTaTOR NPEdblgyYILHY 2y QHTOR,

- AMEDLLEACA NOCTADOWIECACTEEHHOR HHMDODMALKK, YEaILIBaHWER HA BOAMOKHBIE HIBAHLI B CHCTEME
MEHEHMEHTS KAYSCTER.

T.2.4 CneuwaniHiin ayquT

OnA NnpoeegeHKa CNelnantHors ayauTa MOMHD HCNONEICEATE NONHLIA KN Y2CTHYHBIA ayadT. Cneusg-
ANLHEA AyOHT HEODHOEHM.

a) NpK HANKWYKA SNPeeEneHibX BHEWHH akTopoR, HAaNpHMep:

1) WseWedcA NoOCTNROWIBOACTEEHHOA HHDODMALMK, YHAIBBAOLWEN Ha BOAMOEHLIE CYLLECTREH-
HblE HEOOCTATEM B CACTEME MEBHENMMENTS KAYeCTRA,

2) cywecTEeHHod MHopMaLrK, CEA3aHHoN C BEA0NACHOCTED {MAgenKa), NoCTYNanWwel B OpraMmas-
LI, NOCBOOALLYHY SYOHTRE,

B NPl BHECEHKK CYLLECTBEHHBX WAMEHEHIA B COOTEBETCTEMM C TRE0ORAHHMAMME DEryNHDYIOLLMK JOKYMEH-
TOB MW TREGGRAHWAMM, CTABLLMMHA MIBECTHLIMEA OPrassaLMA, NPOBOSRLLEER AY0NTE, KOTODBIE MOMYT NOBMNKATE
Ha DEWEHWe O NpUIHAHKKW CTATYCa MArDTORATENA KaK yOOaneTBopAINWEND BeryNADYIoLWMK TRetoEaHHAmM.

Hiowe NpHBEOers NPAMEDE CYLSCTEEHHEX AIMEREHAA, KOTODLIE CREOYeT YHUThIBATE OPraHHIaLMH,
MNPOBCOALER aYOWTR, NEH PACCMOTPEHMK BONDOCA O HECDXOOHMOCTH CNELMANEHOND 3YO0MTa, XOTA HIA OOHC M3
OAHHEX HAMEHEHHR He AENReTCA abconKOTHLIM NOKaIaHKEM ANA NPOBSOEHHS CNeUWaNEHOR ay0UTa;

a) cUCTemMa MEREOKMENTE KEYECTEd — MAIMEHEHHA W WX BIIOEHACTBEHE:

1) nmameHeHte KpKOMYeCcKorD cTaTyca,
2) pacwupexde oBNacTy CepTHPMKaLMK, CEAIIHHON C NPOHIBSOCTAEOM WIKMA NPOSKTUDOBAHHEM:

- NOABMEHRE HOBOH NOACHCTEMEE CACTEME MEHETHMENTA KAYECTRES (AYIHTE, CERAIAHHEIE C pac-
WADESHAER, DAIBHTIAEM, DOCTOM)!
3) HOBLIE COOPYHERWA, WIMEHEHNE MECTOMOMOHEHA'

= HAIMEHEHWE MECTa NPOBSOEHHA BHAA O8RTENBHOCTH, BXCOAWETD B NEOUSCC HArOTORNEHWA
[Hanpuaiep, NEPEHOC NPOLECCa MATOTOBNEHHA HA HOBYIO MNEOWIB0LCTBEHHYK NNOWAOKY HINH LaH-
TpAnHaaunua PyYHKUKEA NDOSKTUDOEAHMA WMNM paIpaboTEW HA HECKOMNoEHE NPOMIB0GCTHEHHbIX
nnowagkax);
4) HOBmE NPOUSCCE], HAMEHEHWE NPOUECCOR!

= CYLWECTEEHMBEIE HIMEHEHHMA CNELWANEHBIX NPOUECCOE (HANPHMED, HAMEHEHHE NPOLUECCa Npo-
HABOOCTBA. BMECTO NPOBELEHWA CTERMNH3ALKK NOCTABWMKEOM — NPOBEASHKE CTEPMNAIALHK Ha
MECTE WArcTOBNESHWA MK WIMEHEHKE CRoCoDa CTepPMNHaaLKn ),
5) nepcoHan, 3JaHATEA B CHOTEME MEHETKMENTA KAYECTRA.

= HAMEHEHKE NONHOMOYKA (HANDKMED, NPEOCTABMTENA BulCLUSrD DYKOBOLCTEA), BRKAIOWEES:

- HA peayNeTATHBHOCTE CHOTEME! MEHE LHMEHTA KAYECTER UMK 68 COOTRETCTEME DENYIH BYHLAM
TpeboBAHKAM,

= BOAMOMHOCTE (NONHOMOYMAY M CNOCOBHOCTE FTAPaHTHPOBATE BRINYCKE TONBEKD GE30NACHEE W KNH-
HHYECKH 2P PERTHENER METHUHHCRAX WA TENHIA;
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b} WameHeHHs, CEAIAHHEE C NPOOYKLKEA.
1) HOBEIE MAOENWA, KATErOpME WAOenui;
2} NoOARNEHME HOROH KATEREHH WAOEMKE B HOMEHENATYPE NPOOYELIAN, OXBaTEBISMON CACTEMON MEHETH-
MEHTA KAYECTED (HANDHMEED, HArOTOANSHKE CTEDMEHEY HABOPOR COMOKDATHOMD NPHMEHEHA ANA NPOBEIEHHA OHa-
naza 8 OoNoNHeHds K YHe  WWOTARNWBIesCsy  0D0pyOO0SaHue ONA fewM00uandlsa und MarcTosneq|e
MAMHA THO-DEA0HIHCHOA ANNADATYRS B O0NGIHEHHE B YHE MANGTAANMBASMONMY YNETPAZBYKOBOMY CEODyO0BRaHKMID);
C)] CUCTEMA MEeHEONMMENTA KEYECTREA ¥ MIMBHEHWA, COAZAHHLIE C NPOQYKLHEN!
1) HAMEHEHWA B CTAHOADTAN, DEMYIMPYIOLWME TREBoaasHuax
2) NocTNpoMIBodcTEEHHAA HHOPMALIMA.
7.2.5 KonMOHHHpOoBAHHLIA ayguT
KomMBMHUPOBaHHEIA ayoMT HeohXaaun NG OUEeHUBAHWA CHCTEMB! MEHEIHMENTE KAYECTEA Ha COOTRET-
CTEHE HBCKOMEKHE PeryNHpYROLLIAM TPEBoRaHKEM.
7.26 CoBMECTHLIA ayauT
COBMECTHLIR AYIWT OCYLWECTBNASTCA OBYMA MK HECKON LMW ODFaHAIALMAMA, NPOBOOAWKME 3y 0MTE,
B OOHCH M TOR #e NPOBEQASMOd OTAHU3ALMY COHOBDEMEHHD W HA COOTEETCTEME GOHM M TEM ¥E DEryNH Y-
WKk TPEBoBaHHAM.
7.3 Bnok-cxema

Ha prcyHie 1 npegcTaaned o6aop TUNKYHEX BAO0R DEATeNBEHOCTIA Mo ayouTy. CTenaHs NpUMeHHMocTi
NPEACTARNEHHLIX NONCHEHWR 3ABMCHT OT 0BNAcTU M CNOKHOCTH KOHKDETHOMD ayaWmTa |1 NpegycMoTOe KGR
NPUMEHEHMA I3KMOYEHA N0 peayneTaTam ayguTa (cm. FOCT P OO 19091, nogpaagen 6.1).
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7.4 Ponw, oTEETCTEGHHOCTL W PAcnpeaeneHne NonHoMOoYHA

Boe Oprasdaauqy, BOBNeYEHHLE B NPOLECC ayauTa, CneayeT KaeHTHEHUMPpOBaTE, 8 PAcnpeLeneHkne
poned, OTRETCTREHHOCTH M NONHOMOYKA B HMX — YeTED oNPedennTe W QOEYMEHTHROBATE © UEMBI:

= OBECNEeYEHEA RCHOTO NOHAMAHKR B3aUMHBIX CRHOaHHA B NPOLECCcE ayaqTa,

- ofecneYeHnA CPedcTe OTHYETHOCTH B COOTRETCTRMM C NPHMEHMMBIMKA DEMYNHPY WU Tpebopa-
HIARA WA,

7.4.1 Opranyzauwa, NpoBOAALIAR AYOMTE

CpraHnaauna, NEoBOOALLAR 8V AT, KMEST DEMYTHDYIOWAE NONHOMOYHA WNH YNIONHOMOHEHA peryNKpyY-
HILLMBA SRETAHEMK HA NPOBELEHWE 3YQMTOR, PEayNeETaThl KOTOPEX REMNAKTCA CEMIETENLCTEAMME COOTRETCTEHA
MM HECOOSTRETCTEMA NPORERISMOR CRraHM3audy DErynUpyYIoWHsM TREGoBAHKAM K CHETEMAM MEHEIKMEHTA
EaqecTea. © 2THMK NONHOMOYHAMK CBAIAHA OTBETCTEEHHOCTe 33 MEHEQMMEHT K BLINONHEHHE BCEX BUQOE
DEATENEHOCTH N0 ayO4TY.

OTEETCTEEHHOCTE ORrAHAZALKMK, NPOBOOALLEA ay0uTE, 38 MEHSIMMEHT ayguTa exnosast 8 ceda;

= COOTBEETCTEHE NDWMEHHMBIM DEMYNHDYIDWMM TREGOBEHMARM K NPOBE0EHHID 3y IHTOE,

- CRNEdoBaHUe NEHHUMNaM HACTORWEND cTadaapTa;

= CNEOCEaAHWE NPHMEHRMEM CTaHdapTam;

= MOArOTOBKY, PACTPEdeneHHE MONHOMOYWA, BeDoD ayQuToDoR W HAO30D 33 HMMK;

- pajpaboTey meTogoB, oheECnesMBaKWKME NOCNEqOBaATeNEHOCTE B HHTEONDETALRH DeryNuDy R WS
TpebopaHWA;

- MoAgepMaHie B pabodes COCTORHKMK CREOCTE, 0GECNed HBAKLWHY NOMOWE. KOTODEA MOXEeT NoTped0-
BATLCA AYARTORCKSA MPYNNe Npd NRoBEdeH A ayauTa;

- COXDaHEHWE KOHEMOSHUMANBHOCTH BCEX DOKYMEHTOR H MHDOEMALKMA, NONYyYEHHOR B CBR3W C NpoBa-
SEHWEM dyQWMToa;

= paigalboTey ATHYSCKHX NPAHLWN0E W NOAOSDMAHWE COOTEBETCTANA KM,

- WHROLMADOBAHHWE YNONHOMOYEHHLIX OPFAHOR O DELUEHUAXN, MPMHATE B COOTBETCTRMK C PEryiWDyI-
WK TPEGOBAHMARN,

MaroToBMTENE HE MOMET NEPEKNA0BIESTE OTBETCTREEHHOCTE 38 AOCTHMEHWE Uened B oBnacTy kadecTra
Ha OpraHMIAUMID, NOOBEOOALWYID 3YOHTk.

OTEETCTEEHHOCTE OPraHAIaLMK, NpOBOOALGHA AYOKTE], B TOM YHCNEe DYKOBOOMTENA Ay QWTODCKORA rEyr-
Mbl, 38 NPCREOEHRE BYQUTA BENKYAET B Ce6R!

= COOTEETCTEHE DEryNHPYIOWMM TRESOBAHWAR, NDAMEHHMBIM K NPOBSLEHAID 3YIHTOD,

- COMMAGOBAHNE, NEM HEODXOOMMOCTI, C HArOTOBMTENEM CBNACTA AYOMTa (BENIOYEA NRUMEHNUMES CTaH-
OA0Tel WK GOYIWE QOKYMEHTEI) © UENEKD COOTRETCTEMA DeryNHPYIoWKs TpeboBaHHAM,

NNAHHUPOBAHKE, OPTAHMIALMIO, OUEHHBAHKE W JAKMNKYEHKE N0 DeIYNETATAM ayguTa,

- petbop ayguTopos,

= COMMNAcoBaHWe A3LKa NPoRegeHHA ayauTa;

- NPHUHATHE PEWEHAA C YYETOM NEHMEHUMER PEryNHRYyeWnE TpeDoBaHH A Nps oBHanYHEHKY HeCooT-
BETCTEME B NPOUBCCE SYAMTA W NOCNE0YIOWEs NOOTESpHAEHKN NPOBRNEHWA HODPERULWA WK KOPPEKTHDYID-
WHX OEACTBMN.

T4.2 AyauTopLl

Ay OMTODE HECYT OTBETCTEEHHOCT L.

a) 38 COOTEETCTEME PeryNMDYIWWK TReloBaHHAM, NPUMEHHMEM K NROBSAEHKI 8y 0MTOR;

b) nomoWe NpOBEPAEMEM CRrAHWIAUMAM [PUIMSECEAM MWLM B NOHKWMaHKH DETYIHPYIOLWAE Tpe-
DoOBaEHHNA,

c) oObeKTHEHOS, PRIYNETATUEHOE W 3PDEKTUEHDE NNaAHWDOBEARKME W BLINCNHEHKE PACNPEOENEHHEIX
obRIaHHOCTER NpH NPOBEOEHMA 3YOWTOE B COOTBETCTEMK C aTHHECKHMMK NPHMHUKMNaME ayauTopoa, paapabo-
TAHHBIMK W OOKYMEHTHROBAHHbIMIA ORPraHUAALKER, NPOBOSALLEA Y KRTR

d) CcoTpyYQHWYECTEO M OKAZAHWE NOASEPKEM PYKOBOOUTENK AYOUTORCKOM MY NNE;

@) cOop, aHan|s M AoKYMEHTUEORRHWE (NPH HEobx0OMMOCTH] 06 BEKTHBHEIY CBWETENLOTE, HEODXOTK-
Milx M QCCTATOHHBIX ANR padpaboTer 3akmioHeH i © COOTRETCTEMM CHOTEME! MEHELMMEHTA KAYECTES NpOBE-
PREMOE  OpraHdlad|d  DErynupyIowHe  TpeboRaHkaM | PeIyNbTaTHBHOCTH 88  NPUMEHEHHA  AnA
YOOBNETEOREHHA Lened & obnacTk KawecTea;

fi voTAHoBRNEHWE TOMD, B KAKOA MEDE NEepCoHan NPOBEDAEMOH DRraHWIaUHH IHAET, NOHHMAET, KMEET
OOCTYN W MENONLIYET NPOUEAYPEE, SOKYMEHTE H OPYTYE MHOPMALW, CNUCRIBAKLLYIC WA NOASE0KHBRK-
LLwED HEOGXOIMMEE INEMEHTE CHCTEMBl MEHEOKMEHTa KaYeCTRES,

"
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gl CweicTpOE pearvpoaanie Ha NIGoLIE NoKaIaTen MNM CBHOeTeNLCTEA BOaTo, YTO MOMET NOBMWATL Ha
PEIyNLTaTH AYOUTa W, BOIMOHHE, NoTpedoeaTs npoeegeHua Bones oSWKMPHOTD aygura;

h)] cEoEBpEMEHHOE HHEODMUDOBAHKE DYKOBCOMTENA aYOHTODCKOR MPYNNkl O DEIYNETATAX ayOQuTa;

i} OKE3EHWE NOMOLWK DYKOBOAMTENH ayOWTORCKON rPYNNG B NOSroToRKE 33KMNIKYEHWA N Pa3yNeTATaM
ayouTa,

) HEMeIneHHoE HHEOPMUPOBAHHE DYKOBOOMTENA Y OHUTODCKON PYNNel O NOGLIX IHASMTENEHBIX Npe-
MATCTEWAK, BCTREYAINWWACA NEK NDoRSIEHAW ayauTa;

k) coXpaneHne KoHEWLEHUHANEHOCTIA BCEE J0KY MENTOR M MHDODMaLKK, NONYY3EMLIX B CBR3W C NpoBe-
OEHWERM ayaWTa:

1) Npy Nepefase AAHHBIX AOKYMEBHTOB ODTAHWIALMM, NEORSOAWER ayaWqT, Yepes pyKoBoOuTEns
AYOMTOPCKOH TRY NNk,

2 ocTopowHos GOpalwe e © KOHDUIEHUHANEHOHE KHOODMALKEN,

[} NoATEEEKOSHWE TOMD, YTO KODDEKTHEYIOWHE OeACTEHA De3yNETATHBHD BolNOMHEHbI .

1) No WTCram NpedbgyWera aya4Ta;

2) B NPOUECCE TEKYLLEro ayqMTa, 8CnK 3T0 OCYLECTEMMO,

3) NpY MCNONBI0BEAHKMA ONLITA. NONYY4EHHOMD NOCNE BEINYCKS MAOENAA 8 Npogasxy (NocTNpoMIs0g-
CTESHHOA KHMODMaLMK);

4) Ha CCHOBE MU3YYEHHR CEPLRIHEY MHUWOEHTOD, CORAIAHHEE C MAOLNHEM;

m} caedeHWE K MHHrMyMy CO0eR B paboTe NegooHana W geacpradviayky paboqunx npoueccos npoee-
DAEMOA CRraHdIaUHE B X008 ayadTa W Nod JOCTHRSHAW LENeR ayauTa,;

n) cooTeeTcTEMe TpeDoBaHHAM K OXpaHe 300D0ERA W BEI0NacHOCTH NepcoHana OpraHMIaUMi MK K
ARYIAM NEHMEHMMEIN ToeDoBaaHranM NpoBepASEs0n OpraHuIanmm.

7.4.3 PyrkopogWTens ayoWNTORCKOW FRYNMNL

PykoBOOUTENE aYOMTOPCRGA TPYINE HECET GROHYATENbHY K OTEETCTREHHOCTE 38 ORraHHIALMM ayvanuTa
Ha BCEX Mo 3Tanax. B npougcce ayaMTa pyHoBOOWTENE &Y QWUTORCKOR MEYANB! ACMKEH MMETE NOMNHOMOYHA No
MPAHATIAK CEOHYATENLHEIX DEWEHHA, OTHOCALLMXCR K NROBE0EHUED av0WMTa W K PeayNeTaATam ayauTa.

PykopoguTans ayaMTORCKOR rpYyNNbl B OONCNHEHWE K OTEETCTEEHHOCTH, KOTODYH HECYT BOE NpoHUe
ayaMTOPERL, OTEEYAET!

- 33 naeHTAgrkaLW TpeboBaHnd, NEedbLABNAEMBIX ODTaHMIaUMER, NPOB0OALIENR 3y OHTLl, K DYHOBOOM-
TENK ayORTOPCKON TpYNNE, BO BREA KaKO0NS 8y SuTa;

< MOMOWUE OErAHWIZLWA, NPOBCAAWER ayIMTH, B BEeBope YNeHoe ayguTORcKon My nne;

= NPEABADHTENLHOE OIHAKIMIEHNE © ONKMCAHWMEM CHCTEMBl MEHSOMMENTA KAYECTEA (NpW Heobxoau-
MOCTH) B OTHOWEHWA COOTEETCTEAA NDMMEHMMBbIM DEMYITHPEYVIOWWA TREBoBaHHAKM 00 NPOBEOSHWA ayauTa Ha
MECTE,

- paspadoTEY NNada ayguTa (NP HeoSXo0UMOCTH, K3K HacTi NPOrpamMeiel ay0WTal v pabodMx JoRyMEH-
TOSE W KDATEWEA WHCTDYKTaM 8y QHUTORCROA TRy NG,

= NPEACTABRNEHWE HNEHOB aYaWTOPCKOH MPYNNel PYKOECGCTEY NPOBERRSMON ODTaHKaIaUKm;

« CHOpEHAWEs HHDODMWDOEAHKE NPoBeDASMol Opradydiagny obo Boex 0BHADYHEHHLIX HECOOTRETCTEH-
AX W YEAIAHWE Ha BOAMOMHOCTE BNWAHKA JaHHESY HECOOTBETCTEMA HA COCTRETCTEME PEMYIMEYISW MM Tpebosa-
HAAM,

- AHPODMKPCEAHWE NPOBEPAEMON CPIaHAIALUWA W OPraHAIaUMK, NpoacEAWeEd ayanTel, obo BCex axa-
YATENEHEE NEENATCTEXAR NEOBEASHKIO 3YOMTa B COOTEBETCTEMK C paapaboTasHBM NRaHomM;

- NOAroToRKY, A TAKKEe YeTHoe | yOeauTensHoe NEedcTaBnedHe IakniYeHHs No peayneTaTaM avauTa
MPCEERASMONA ODTAHWIALKK HA I2KNKHHTENEHOM COBSLWAHNH,

- COCEBDEMEHHEIE NOOTOTOERY # NPEOCTARNSHKE OTHETA N0 avOHTY SOraHKIALKA, NPOBOOALIEHR aYaHTRL.

T.4.4 MNpopepAeMan Opradlialma

MpopepAeman opraldnaalka HECET OTEETCTREHHOCTL!

a) 1a onpegensHEe obnactd ¥ Uener ayaMTa CORMECTHS © OpradiIagked, NPoBOaALLEA 3y OuT,

bl MR OpMUDORAHKE COOTRETCTEVIOWMY COTRYOHWEOE O Lanax @ obnacTs ayguTa,

C) HEHAYEHWE OTEETCTREHHEY COTRYAHHKOR NPOBSDASMOH ODPraHM3aLMK, CONPOBOHIAIOLMY YNeHoR
AYAMTOPCKOH TpYyNNel M OGeCNeYHEII0WME COXPANEHME WX 30000BEA, DEA0NACHOCTE KW DYTWE NDHMEHRMbIE
TpeDoBIAHWA,

d) cBecneseHue pecypooB, HEoDROAMMER aYAHTORCKSA rpynne ANA NPOBELEHUA PEIYNLTATHBHOMD M
P PEETHEHOMD ayauTa,
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g) oGecnedests QOCTYNA K TEXHHHECKNM CPSACTEAM M MATEPUANAM, CIYHELWM JoK3IaTeNECTRaMM CO-
CTEETCTEHA PErYNMPYICWAM TPEGOBaHWAM, NO 3anpocy aygdTopoa,

f} COTPYOHWHYECTBO C ayOUTORAMK NS J0CTHMEHHA Lened ayauTa;

Q) NonyYeHde peayNeTaToR aygura;

h) onpegensHHe KOpDeKTHREYIOWWY DeRCTEWA, KOTODbIE HEOBXOOMMO BRINONHKTE B OTHOLWWEHKA HECOOT-
BETCTEAH W APYIAX De3yNETATOR AYOHTA, CROBRDEMEHHOE W DEIVNETATHEHOE BRIMONHEHWE ATHE GEACTEBAA K
HHEODMWPOBAHWE SPraHAIawWE, NPoBOOKELLER ayauT (NDK HeoGxXO00MMOCTH),

i} MHEOPMUPOaAHKE GREMAHWIALKA, NROBOOWBLLEH ay0KT, 00 BoEX AHAYMTENEHBIX WIMEHEHKAR B CHC-
TEME MEHELHMMEHTE Ka4ECTES (NPK HEoDXoaMMOCTRY,

il MHOpMUpoBAHEE OpYIHE NPOREPREMBIX ODTAHMAALKA, Ha PpaboTy KOTOPRE MOMET NOBNKATE NPOBE-
OEHHBIA 3YanT, O Uenax ayguTa, erc obnacty v gpyTis COOTEETCTRYIOWHE NOMoHEHMAX.

Ecnu e ayadT BOBNEYEHa HE TONEKS OpraHWIauWA-HaroTOBHTENE, HO W OPYTHE NPOBSDAEMER OpTaHKaa-
UK [HanpUsep, NOCTABWLMEN), TO 38 BRNONHEHKE TPeAoRAMWA, COOEDHALLMECA B NepeYucneHdax a), by, k), ji.
HECET OTBETCTEEHHOCTE ODFaHMIAUMA-HIMOTOBMTENE.

MarotoauTenio cneayet paipaboTaTe ¥ Noaoep+HeaTe & palodes COCTOAHMK QOKYMEHTWDOBAHHEE
NPoUEqyPE:, rApadTMDYIOWHE, 4TO 3aEYNNEHHEE ¥ NOCTABWKEDE NDOGYELUKA M YCNYTH YOA0BNETBODAKT NpHMe-
HEMBIM DEMTHEYIOWMM TREB0BaHHaM. ECNKM HroTOBMTEN: HE MORET NDeoCTaBWTE aYAWTORCKDA TPYNne
OOCTATOMHBIE CEMOSTENLCTER TOMD, 4T0 JAKYMNEHHAA NPOOYKLUHE W YCNyrH YOOENETBORAKT DeryIIMDYIOLH M
TRpeOoBAHKMAM, TO OPraHK3aLWH, NOOBoOALLER aydWTel, MoxeT NoTpefoBaTecA ayauT CPpeIcTs yNpasne ks
NPOUECCIMM B CAYRETHEE NOMEWEHWAX NOCTABWWEDE SRraHN3ALMA-WATCTOBKMTENR (HANPHMED, NOCTABLLMKOE
YEMYT MO CTERMIMIALMAA].

7.4.5 Habnogarenmu

a) C cornacva NPoBEepAe Mol Opraduaausy Np| NpoBedeHnn ayanTa MOoryT NPMCYTCTEOBaT: Habmoga-
TEMA [ECNK TS HE ABRNSETCA PErYNWDYIIWHK TReBoRAHKEM ) © LEMNGLK:

1) obyqeuuna (nogroToBKM) Habnogarena Npoueccy NPoBedeHHs ayOMToR

MK

2] HabmomeHda 38 pesyNeTATUBHOCT O NPOBEASHIUA AYOWTa B COOTEETCTREWM C TREBOBAHMAMK K Ha-
THASEHWH ODTAHMIALMA, TPOBOOALLEA ayOKTE, HMNW ONS OUEHHBAHKA OpTaHMIaLKK, NPOBOOAWER ayonTe, ©
UEnk onpegensHqia e cosTRETCTEMA TReboRaHMAM, YOTAHOBMEHHEIM B O0roBOpe.

b) KonpDuoeHUHansHoCTE

Habnigareni 0onsHel CoSNogaTe TOT Me YPOBEHE KOHDHOEHUWANBHOCTH, 4TO # ADYIHE YIkeHE ayan-
TOPCKOH TRYNNGl, 4TO HEOOXOOWMO YCTAHoBWTE 00 Havana moboro enga JeATeNsHoOCT N0 ayduTy (CM. Tak-
we d4.4)

C) DYHKLMIA

Bo gpeMA aygnTa HabmogaTens(|) He JomseH] sl ) NPAHMMaTE AKTHEHDS YHACTHE B NPOUScCE ayOuTa,
HO DOMKEH]HE ) HaGNM04aTE 38 BCEMK BHOaMK JeATENEHOCTH, ONpOCasM W J0KYMEHTaM M, aHANHIHEYEMEIMEA
ayguropama. MoweT OwTe npegycmoTpesa obpaTHan ceAae Habnogartened ¢ ayanTopckol rpynnod Yepeas
NEedsapUTENEHD YCTAHOBNEHHBIE NPOMERYTHI BOEMEHH.

7.4.6 TpeBoBaHMA K AZLIKY

K npopaprembl M OpradrsaumMan NpedeaenAeTen TpedoBaHke NogroToskn A0k MERTAUKK HA NPOBEpAE-
MblE CHCTEMbl MEHEMMEHTS KAYSCTEA Ha AIBIKE, MCNONBIVEMOM HMK B NpoUecce paboTe. MNoaToMY B ayaM-
TOPCKOH rpynne OonweH GbiTe:

= KAk MAHAMYM OOHH COTRYAHHE, CNOCODHBIR YHTATE H NOHHMATE Q0KYMEHTALKID CHCTEM B! MEHETRMEH=
Ta KA4SCTED W ONPaWKEETE [HHTEPBLKWPOBATE) NEPCoHAN NPOBEDAEMONR OPraHH 3L WK

= NEpeBomHuE, C KOTODEIM 3apanes AoNHHa GelTe GUCTHIHYTE JOrOBODEHHOCTE.

7.5 CocTtae aygWToOpPCKON rpynnk

B ayvauTopceyIio rpyniy QomMeH BXOOQMTE DYKOBOOMTEN. MPYNNL, KOTODLIA 0883aH BAATE Ha ceba oK aa-
Goty off ayaWTopckon rpynne. Ecnv ayauTopckan rpynna cocToMT M3 O4HOM MU, TO 3THM NAUoM SENAETCA
pYROBOOMTENE FEYNNLL. PYRCBOOHMTENS Ay ARTORCKOR Pyl AcMed oBnanate cnocoSHOCTAMM W ONBITOM DYy-
KOBOOCTES ayaqTamd,

Ay OHTOPCKAR FDYNNE JOCEHA BENHATE B Ce0A 00HO KNH HECKONEED NAL, © CNETOM CUEHWBAHHR TEXHO=
MOMAH MAMSTOBRNEHHA PACCMATOHEIEMbIX MEIWMUAHCEWX MAOENKA U CONYTCTRYIKILME NPOLUECCOR B COOTRBRTCTRY-
WOWEHA perynupyiowmrs Tpeboaanram NpoMIBoACTEEHHOR cpefe. Pewena oTHOCHTENLHD HEODXoOOMMOCTI
BEMIOHEHAA B 3YOQUTORCEYIO FRYNNY TAKKK SECNSpTOR CReayeT NEHHUMAaTE B KaMG0M CNYYae oToeNbHE |8, Tak-
#e 6.2.1). MNpw onpegene i paIMepa W COCTaeRa SyOIUTODCKON MPYNNE ONA KOHKRPETHOND ay04Ta DexkoseHy-
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E8TCA NEUHAMATE BO BHAMaHKE Lend, obnacTe W KDHTEDHK ayOMTa, ALK ayadTa, a Takke CounanbHbie «
EYNBETYDHEE XAPaKTEDHCTHRA NPOBEDAEMOA SPraHdIaumMH,

Mer BRIGope ayOUTOPCKOMA TRYNNLl ODFaHKAIAUKER, NPOBOSALLEA AYOHTE, MOMHD YH4UTRIBATE MHSHWE
npopeapRemMor oprasssadxd of ayadTopax, crasepax, HatniogaTensx v negesogyveay, ocobeHHo npn Han-
Ykl KoHdunEkTa MeTepecos (oM. SOCT P HCO 158077, nyukr 6.2 4.

7.6 Buow OeATENLHOCTH MO ayanTy

Mpouecc ayguTa, NPEACTABNSHHBINR Ha Bnok-cxema B 7.3, OTHOCMTCA KO BCEM BUOAM ay0WTa — Nepeo-
HaYankHeER, NOOTEERHAAIOWHM, CHEUWManeHEB 3YGHUTaM (CM. Take 7.2).

Opraskaauky, NPoBOOAWER ayAKTE, DEKOMEHGYETCA palpaboTaTe QOKYMENTUDORAHKEE NpoUedyDbl
MAaHWPOEAHKUA K NPOEEOEHWR aYOMTODB HA MECTAX 8 COOTBETCTEMK C PEHOMEHIALMAMK HACTOALLEMD CTaAHOAp-
Ta {cM. FOCT P WCO 19071, pasgen 6, v MOCT P HCOM3K 17021, paagen ).

7.6.1 HapeweHHe

PekomeHayeTcs JapaHes WIBECTWTE NPOBEQREMYID OpRraHnIayWk O NEpOBEA8HMK aydWTa, echnv 3To
MPEaYCMOTPEHS PEMYNHEYOWKME TPEGOBHMAMMN.

Lend HipeweHua:

- paspadoTia cnocoboR obmMeHa MHDoODMaALKER © NPEQCTARKTENEM NPOBSDASMON OPraHMIALLNA,

= NOoATESEHAEHHE, NDM HE0SXOLUMOCTH, TONHOMOYHA Ha NpOREaeHWE ayaWTa;

= aanpoc HeobXogHMOoR MHDODMALMK NO ACKYMEHTALWA CHCTEME MEHEDEMEHTS KAYECTEA NpOBEDHAE-
MOA ODTAHAIALMA.

MNeoceepenne ayauTa Ges NRELBADMTENLHOTS MIBSWEHWA MOKEeT BulTe He0BX0OrMo, BCAH NpoBEpAEMan
ORTAHKIALKMA MMEET BECKME OCHOBAaHWA ONA GECnoKoRCTEA OTHOCHTENEHD BRINOMHEHWA KODPDEKTHPYIOLLMY
OSACTEHA WNKW COOTEETCTEWA PENYNHPYIOLWWM TPeDoBaHKMAM.

7.6.2 NogroToBka

Oprasrsauyy, NPoRoSALIENR aYOKThL, DEKOMEHGVETCA YETAHOBHTE LEenM, o0NacTe ¥ KPWTEDHM ayauTa
(NOOPOOHOCTH Ch. B 7.1) M HEIHAYKHTE Ay QWUTORCEYIO FRYINY, BIUMEYAR DYKOBOOMTENA MMMk, ANS NPOBETEHHA
KOHEPETHOMD SyAHTa.

Oprasksaury, NPoBOOALLER aydnTel, CNELYeT TAKKe oNpegenHdTe BOAMOKHOCTL NPOBESEHAA JaHHOMD
ayauTa (oM. FOCT P OO 18071, nyweT 6.2.3).

MpH NPOBEOSHKA COBMECTHONS AYOMTa BCE OPraHKaaLKMK, NPOBOOAWKE BYOWMTEl, ASMMHE QOCTHYL Co-
rMalUeHdA B OnpegeneHdid OTBETCTEERHOCTH KaWaoR ODrankaIankK 1 OCoDEHHD NONHOMOHHA HAIHEYEHHOMD
PYKOBOOMTENA Ay QKTODCKDA FEYNNk.

7.6.2.1 MNpeopapyTensHbld aHANK3 CHCTEMEl MEHSOHMEHTA KA4ECTRA

Mpw paapaboTie NNAHa aYQHTa DYKOBOOMTENE Ay 04 TOPCKME MDYNNkEl MOMET BbINONHATE NPELBADMTEMk-
Held 8HANKI J0KYMEHTUDOBAHHDN CHOTEME! MEHEBOMMEHTA KAYECTEA NPODEPREMOA ORraHNIALNK, 3 UMEHHD
AHAMNKA PYROBROACTES NG KAYECTEY W NPAMEHSEMESR NROUSOYE, HA NDEOMET COOTBETOTEHA DErNH DL MM
TpabOBAHHWARM.

MpeasapHTENsHLIA aHANKI PEKCMEHOYETCA PACCMAaTPHBATE K3k YacTe AYOHTA, OH OOMEEH NoMOYE B
ONpEeaeNEHH BOIMOMHOCT NEOBEJEHHR ayanTa.

EcrnK QaHHbid adandl BolRBNAST HECOOTEETCTEWE CHCTEMBl MEHEOHMMENTA KAYECTEA DEMTH D YR LM
TReBoBaHAAKM, TO HE PEKOMEHOYETCA NEOASMKATE PACKOA0BATE PECYDCEl HA NPOBEEHNE SYOMTS 00 TEX Moo,
noka npobnemel He ByayT pewenb Tak, 4To0bl 370 Y OORNETRORMNG OPraHiIaunm, NPoaogaLyIo ayam Tl

7.6.2.2 MNnau ayoura

Mer  HEOSXOOMMOCTH  cneayeT paipafoTaTe NNad NPoBegeHHMA  ayduTa B COOTRGTCTEMM ©
FOCT PHCO 19077, nyueT 6.4.1. JaHHzA Nnad gonsged cnocoGcTaoraTe DACNDEREne M (YoTaHOE e AR
OYEOEOHOCTI) M KO0ROMHRPOBAHAI0 BWOOE ABATENEHOCTIA N0 ayauTy. MNnad npopeaeqits ayguTa pERDMEHTY-
@TCA QUBECTH 00 CEEOeHHA NPOBESpASMON ODraHMIanKdn M COMacoBaTe © HEHW — MEenartensHo 0o npubsimaa
aYOMTOPCKOA TPYNNE HA MECTO NPOBE0EHHA ayoHTa.

PaapadoTaMHeld NNaK ayouTa omsed GelTeE A0CTATOYHD THBKKM, ONA TOro YTobel MOwHS BellN0 BHOCHTE
B HEMD WIMEHEHHA, CCOGEHHD B canad ¢ dhtopsalrel, cobpadHod B NpoUEcos ayauTa, 4 DesyNbTaATHEHG M-
MNoONEI0EATE MMEOLWLBECA PECYDCE.

Mnad ayauTa aon#ed GelTe CCHORAH Ha OSNacTW M LENRX SYOHTa C yHETOM.

= BWda NpoBCaWMONg ayqMia;

= WHPOpMEUMK, NOMNYYEHHOR Ha OCHOBE NPEOBARMTENEHOID aHANA3a QOKYMEHTALKK CUCTEME! MEHED-
MMEHTA KAYECTREA NDCEEPABMON OPraHM3aUMK, ecnyd yenecoobpasto, 8 8 cny4ac NRoBSaeHKA N TESDHAAD-
LETS MNH CNeLKanEHoro ayadTa;
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= MHDODMAaUKHK, NOAYHEHHOA NEW NPORESEHMA NPEALdYLWLKE ayOMToR CHCTEMEl MEHEORMENTA
KAqecTBa,

- MMEI0WERCA NOCTNDOHIBOACTEEHHOW MHDOPMaLIIAM.

FOCT P 54882 cofep#nT QoNONHMTENEHEE BXOOHLIE ZaHHbIe anA palgaboTiv nnada ayoura.

Mnau ayguTa SonEeH BENoYaTs B ceba:

a) 0DNacTe W LUEni ayQuTa;

b) KpUTEpKMW ayOHTa M BCE CobIMOYHEE 0Ky MEHTE,

C] HOSHTHDHEALWID NDOBEPREMOR ODTAHMIALLIAN,

d) WOSHTUEUKALWK 4NeH0B 8y 0ATODCKDR oy Anks;

@) WHDOPMaUKM O AaLIKE NPOBEOeHHS ayanTa,

fi oarty ¥ MecTola) NpoBeneHWA ayquTa:

1) ecnd NpOBERAEMan OPraHU3aLHA WIMEST HECKONEKD NPOMIB0JCTEEHHLIX MNOWAA0K B DAIHLIX
MECTaxX WK ayQnT NPOBSOHTCA TAKKE ¥ NOCTABWMEA, TO 3TO JONKHO HARTH AQeKBaTHOE OTpaxe e B Nna-
HE ayaWTa;

2) cneayeT HOeHTHOHUHPECEATE BCE BHEWHKE BMGk AeATeNLHOCTH, CEAIAHHLIE ¢ oBNACcTLEID ayquTa,

Q) HAEHTWRHEILHKD Opradv3aunoHHB X OYHELAOHANEHLIE NodpaideneHid NpoBepAeMon apra-
HHA 3 LM,

h) MOEHTUOHEAUMKD BECLWEND pYR080dCTRA NPOBEDAEMOE ODraHM3auHMy, OTBETCTERHHOMD 33 ayOuT,

i} Npeanonarasans BpEMA NPCEEOEHHA ¥ NPOOOMHHTENEHOC T KEMO0ND OCHOBHOTD BKAA QeATENEHOC-
TH N0 AYOHTY,

il pacnUcadye NpoEedeHna CORELANKA, BENIOYAR HEoDX00HMBIE EMENHEREHEIE DD MHIA {2 NETYHKS ),
C BeiCLMM DYROBOICTROM NPOBEPAEMON ORraHMIALKK,

k] pacceinsy OTHETa O NPOBEOEHWK ayguTa.

7.6.2.3 MasmeHeHwe nnada ayaqTa

B npouecos ayadTa pYEOBSAWTENE ayOMTORCKSH TPYNNBl MOMET BHOCHTE MAMEHEHHA B NPEanKCaHna
ONA ayQWToORoE W B MNad ayguTa, ans 1oro 4Tobbl 00ecneqnTs ONTHMANsHoE Q0CTHHEHWE LENer ayduTa.
OoHako NPOBEPASKMOA OPTAHKAALKK CNEOYET MMETE B BHAY, 4T0 B 3ABMCHMOCTH 0T pEIYNLTATOR YyOMTa NNaH
MOHET ObiTe HAMEHEH ONA JocTHHeHnA Gonswed MSKoCTH NP MCCNegoBaH MK ka0l obnacTy aygurta. Mpo-
BERASMYR OPFAHHIALHID HEODXODWMO NOCTABNTE B MIBECTHOCTE OF MAMEHEHHAX NaHa.

Ecnu cTAHOBMTCA CHEBRAHBIM, 4TO LENW 8Y4MTa HENCCTHHWMEL, TO DYKOBOOMTEMD 8y AMTORCKOA Moy NN
credyer coobWrTe of aToM DakTe ¥ COOTRETCTEBVIOWMX NOHYHHAX Kak NDOBEPAEMON OpraHHIauMy, TaK K
CPraqA3ams«, NPoB0OALLER 3Y.OMHT.

7.6.24 Mpegnycadna 4na ayauTopckor rEynnks

Hasaomy 4neHy ayouToRCKoA rpynnel CNeqyeT nopy-uTE (NPeanydcaTe ) BeINCNHEHHE ONDegeneHHLIX 33-
Oady, HanpuMep NPoaegeH e ayguTa KOHEDETHEIX NOQCHCTEM MNK NEOUECCORE CHCTEMBl BMEHESHMEHTA KAYEC-
TEA. ITH NPEQNMCaHMA  JOokHsl DeiTe pazpaGoTaHsl PYKOBOOWTENEM AYOMTODRCKOW rpynisl  nocne
KOHCYNeTALMA © 49MEHSMA TRYNNE 4 COOTRETCTAECEATE BOIMOKHOCTAM KANAGTS ayaWTODa KaK TEXHWHECKDID
ARCNEPTA.

7.6.2.5 PaBouwe DoKyMEHTR

Paboune QOKyseHTel D0NHHE DulTe NOLAMOTOBNEHE PYKOBOOXTENEM 3y SMTODCHKDA MEYNNk NoW Nomo-
LA OpYTHX SNeH0s ayORTOPCKOR FEYNNkl W B COOTEETCTEMM C NPOUEOypami, paipaboTaMHibMK B CpraMnaa-
UKK, NPOEOOALYER ayanTel. JaHHse QoRYMEeHTs CNedyeT Tamie paipadaTeiBaTe 8 CoOTEETCTRMM C MITEH DM
ayauta ana obnerdedda chopa o eekTHEREX CEBMAETENLCTE W COCTARNEHWA JAKNIOHEHWA NO DeayYNETATaM
ayaurta.

Paboyne QOKYMEHTEL MOMYT BENIOYATE B ceba:

= KOMTROMEHEE NHCToI, HCNONEIYEMEE ANA OUSHHBAHWA COOTEETCTAWA CHCTEM bl MEHEDHMEHTA KaYeC-
TEA NPOEEDAEMOA ODTaHKIAUAM NPWMEHHMEIM PEMFIAEYHOWKM TPEGoBaHInAM,

= hopMel ANA OTYETA O NPCREZEHAH 2yQHTa,

- hopMbl ANA GOKYMEHTAROREHWA CEXOETENLETE aYOWMTA & UENs NPEICTABNEHWA JaKT0HEHHA No pa-
ayneTaTam ayguTa.

Copaiys palbodrx QoKYMEHTOE DEKOMEHIYETCA NPELOCTABNATE NPOBEDASMOE OPraHHIagny no Tpebo-
BAHHEKD.

Paboune QosyMeHTel JomsHel DolTe paspaboTade Tak, 4To06I OHKM HE HAKNAOLIBANK OMPEHWHEHHA HA Bll-
NSNHERWE GONOAHUTENERBIX BHAOE ASATEMNLHOCTH N0 aYORTY MWNd NPOBEQEHAE WCCNedoRaHKA, Heobrogu-
MOCTE B KOTODEIX MOMET NORBMTECA B pe3yNeTaTe chopa MHOPMaUKA B NpOLUECcE ayauTa.
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7.6.3 NpoeeneHKe ayauTa

7.6.3.1 MNpeopapurensioe CoRBSLLaHHEe

Llend npeasapuTeneHoro CoBeLaHHA.

= AHAKOMCTED ayaMTOPCKDH MRYNNL! C BLICW MM DYKOB0OCTEOM NPOBEDAEMOR CRraHHIZUNA MK © OpyTH-
MK NPEQCTABMTENAMA QAHMHOR ODTAHKIALUKK, BCNK 3T0 WenecoobpasHo;

- aHand3 obnacTd, Uened ¥ KpUTepHER ayouTa;

= KOATHOE MANOHEHWE NPOUBCCa ayQHTa, BENKHAA METOOL M NPOUSIYPE, KCNONEIYaEE NPH NPoBEaE-
Mk ayguTa;

= NoATESEHOEHHE NNaKa ayaWTa, paTbACHEHWE HEACHEER NoOApoBHOCTER QaHHoro NNada K NepecMoTR
MnaKa ayaqTa, Npd HeoBx0JuMocTH)

- NOATESEHAEHHE DHUMANEHEX KAHAN0E CEAIM MEXTY Ay OMTORCHOR MEYNNCH W NEpOBERASKON OpraHk-
JAUMER, 8 TAKHE AILIKE NPOSSLEHWA ayOKTa, KoHEHOeHUMANEHOCTH, X00a ayouTa i T. 4.,

- NOATESEHOSHHE NPESOCTARNEHHA PECYDCOR M TEXHHYBCKWX CPEACTE, HeoDXOAMMBIX ayaWTOpRCKOM
roynne;

= NOATESEHOEHHE BDEMEHH M ATl NFOBEOEHIA IAKNKHUTENBHOMND COBEWLAHWA # BORX NPOMERY TOHHE
CORBLUAHHA ayQUTORCKDA MEYNNbl ¥ BRCWENs pYRIE0OCTEE NROBSpASMOR ODraHH3aLMHK,

- DASERCHEHME GCHOBAHKE ONA BEOEHWA 3anNKcel, BulBopoK, NPeKPalEHHA Ay0uTa, CBUOETENLETE aYy-
OWTa W OTYETa 0 HECOOTRETCTREHAX,

- NoATEGDHAEHWE NDoYEaYD No DEI0NACHOCTH, NOBEOEHKK B YPE38EH4ARHLIX CHTYALWAX W OXpaHe ay-
OUTORCKON MyNnel;

= NOOTESDMOEHHE W JOCTHAMEHHE COMTNACHA NO KAHGWIATYRaM HabNKOATENER, CTAMEPOE, Mepea0aq‘-
KOB W CONPOBCHAAINWHME NHy (cm. FOCT B HCO 18071, nyukr 8.5.1).

7.6.3.2 Mccnegopanue

Ay OWUTODCKAA MRYNNE QOMKHS NESRECTH MCCNE08aHke Ha MECTE NDORSOEHHA aYQnTa, ANA Toro 4Tobe:

= ONPEOendTe COOTRETCTEHE OJOKYMEHTHPOBAHHON CHCTEME MEHEMMEHTA Ka4ecTEa NPOBEDAEMON
ORTAHWIAULMN DeryNHPYIOLHM TReDOoBAHUAM,

- NoQTEEpOMTE BRMNONHEeHWE NRoUedyp, palgaboTauHsy 8 NPCEepaesMol CRraHnaannmg,

- NOATESROMTE DEIVNETATHEBHOCTE CHOTEME MEHEHMENTA KA4ECTEA NPOBERREMOR ODTAHKMIALIKN,

- HESAMEeONWTENEHS WHEOPMUPOBATE NDCRBERREMYHD OPIraHM3aLMID M, NPE HeoDX0OUWMOCT, CooTRET-
CTEYHILWA PEMVIHDYVIOWMA oprad 0 CylecTESHHE DHCEAX [(ONA DEaonacHoCTH OEDYHAIDWER cpedbl, Uemnai
pEryNHPOBAMMA WNA KaYecTaa).

MpumMedaHmwe — ':-RE.EI?E'T NEHENEYs BHUMAHHAE PYZOBOOMTENR 3¥ANTODCKDA MEYNNE & NEaBnarEr ., MNEHE WH K
ExE OENECTH BYAMTA, © SNk BEOIMOHSH0R NEPE3APACALWNA JAaHHOA WHPODMALWW NPOBEDASMOR ORra=n3aL@K. Flpenﬂ T-
CTEHMA, BO3HAKWHEE 8 ApOUECCe 8YOWTA, MOrYT naTReboEaTE HIMEHSHAA NNaHa ayoura.

CTeneHs OXBATE aYaMToM

AyOUTOpCKaA rpynna JonsHa;

= MNpOaHANKWIWDOBATE CHCTEMY MEHSIMMEHRTA KA4YBCTED B 4acTH, OTHOCAWERCA K 0BNacTk ayguta, Ha
COOTEBETCTEMWE DEryNHPYIOWHs TReDoBaHHARM),

< HCMONBE30BaTE METOO, ONMcaHHEr a FTOCT P 54882, nogpaagen 4.3;

= COEMNETE CNYyHaRHYH BulGopry AOKYREHTOR W 3ANACER ONA aHANKWIA BOEX YPOBHER CHCTEMbI MEHED-
HMEHTA Ka4ecTea,

- BulGpaTe NPUMEPE, OTRAMAKWMWE PHCKH, CEBRIAHHRIE C NPeaYCMOTREHHEIM NDHMEHEHNER MELMLIKH-
CHOMD M3OENHMA, CNEMHOCTRID TEXHONOTHYECKHY NPOLUECCOR, WCNONbLAYEMBIX NDH WATCTOBMNEHKK, HOMEHKNETY-
oA MEOHUHHCKAY H3JeNKR, OXBATHBEAEMEX OBNaCTEO ayiuTa, W COQEepKaliMe MobYIo WMEOWYIocs no
OAHHEIM BONPOCEM NOCTNROMAD0OCTEEHHYH MHEDOEMaLKKD,;

© W3IYHWTE BCE PEAYNLTATH aY0HTa W OWEHHTE WX B KONAYECTEEHHOM OTHOWEHKK, OCO0EHHD 2CNM OHM
OTHOCATCR K BeanacHOCTH NPOLYELIHIA.

ObrakTHEHEE CEMOETENBCTED

DEBEKTHEHBIE CBMASTANLETRES AYOWNTa PeKOMEHOYETCA COBUPaTE NOCREOCTEOM NPOBEOEHKS ONDOCOR,
HAYHEHWA GOEYMEHTOB U BHIYANEHOND HaGNK4EHWA BHOOE JEATENLHOCTH W YCNOBHA X BRINONHEHHA B NpoRE-
pAEMEX CONACTAX, QaHHBE CBMOSTENBCTEA DEKOMEHTYETCA BeDUdUMpoBaTE. JoNonHATENEHBIMIA MCTOUHK-
HamMK OO LEKTHEHLIX CBMORTENLCTE MOTYT ObiTe CBOQHEE JaHHLe, ohpailyw, obpaTtHas cerak ¢ noTpaebuTanem
W BEh-CanTRI.

TpeboBaHyA K METOAAM NPOREOEHAA ONPOCOR BEMOHaNT & ceba:

- NpopegeHde B paboYes BREMA ONPOCa COTRY OHMKOE,
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= COI0aMHE HENDHHYKISHHOW OBCTanoBKK ONA ONSaWKEISMoro,

- OBRACHEHWE LENK onpoca,

= BRISCHEHME ¥ ONPALWWBASKMOro ere oDRIaMHOCTER KM 3agay,

= OTE@3 0T MCNONLIDBAHKA HABOLA WK BONPOCOE;

= WCMONs30BaHHE OTEDEITEIX BONDOCOR,

= KPATEOE HANOMEHAS PEayNeTaTol ayQMTa H KX 3HANHI BMECTE C ONDAWLHBEISMBIM,

= Bhipamerns GNarcgagHocTy ONPawWBasMomy No Ja8epUeHn anpoca,

CobpaHHan ¢ NOMOWEH ONPOCoE WHDODMALMA MOKET GhiTe NPOBE DEHA NOCDEACTEOM NOMYHEHUA QONon-
HHTEMEHOR MHBODMALHA K3 DT HESEBHCHMBIX MCTOMHMESE, TAKMY KAK BRIYANLHOS HABMEABHWE, HIMEPEHKMA
M 3anvcK. Ha ocHoBaHMK 3THX oD BekTHRHEIK CEBHOETENLCTE JAHHEIE AYOUTA CRedyeT NPoEOMMEHTHRO08aTE Tam,
rAE BRHSBMNEHE NPHIHAKK HECOOTRETCTEMA,

Nanee oBLEKTHEHEE CRBHOETENLCTEA MOMYT BeiTes JOKYMEHTHROBaHSE NOCPedcTRoM COopa KoNKWA QoKy-
MEHTOE MMM, NpH ONPegeneHHex 0BCToATENECTEAX, hoTorpadird. CobpaHHele NogooHEM OSpaIos CBHEE-
TENLCTEE A0N#HE ObiTe TWATENEHD OOKYMEHTHROBAHE W NOSTEEDMIEHE (IABEDEHLI) AyaUTOROM W
NpoBELAEMOR OPraHMIauned.

Ay OuT BemodaeT B oebs cSop CEKAETENLETR ¢ pA3paboThe K NPOBEQEHME NEoUeayD ANA ONpeene e
COOTEETCTEAA PEryNHDYWMM TPEEoEaHMAM B OTHOWEHWA MOCTNROMIB0LCTEEHHON RHEODMAUKK (paccsMoT-
peHWe ManoS) W, Ner HeoBXOOWMOCTH, B OTHOWE HKK NpoUecea paapaboTid, BENIOSEA SHANKS PUCKS ¥ ENIAHE-
HECKHE HCCNeZ0EaH9a

JokyeHTE HAW KONKK, cobpadiee ayguToDamd B NpoUecce ayaxTa, GOMKHbl ObiTe 33PErdcTpK pOBaHE
H NOOTEEDKOEHS! {3aBapeH ).

7.6.3.3 PeawynkeTaTel ayauTa

Boe pesyneTalkl ayOHTa DEKOMEHTYETCA DEMMCTPUDORATE. AVACTOPCKCH TOYNNe DEKOMEHGYETCR NpH
HeobxoguMocTd cobvpaTeca 4nA obcywderus peaynNeTaToR ayaWTa Ha COOTBETCTEYHWME ITanax ayauTa.
Ecnd B 008 ayauTa BelABNKIOTEE HECOSTRETETEMA, TO WX CREOYET Kak MOMHO BRICTRpES NPOaHANHIKpOEaTE
CORMEBCTHD G NPOBEDASKMOR OpraskaauWen.

MpW NOOroTOBKE K 3aknioYuTenEHOMY COBELWARKK ayaHTOPCKAA MoYNNa JoMsHa NpoaHanUsuposaTe pe-
AYNETATH aY0WMTa M CEHMASTENLCTRA AYOUTA H COABHKTE WX C KDHTEDHAMM W LENakM- ayouTa.

Boo BRIABNEHHBIE HECOOTEETCTEMA BOMEHL ST

= FAMMCAHE] HETES ¥ KpaTKO,

- NOAKPENMEHbl ODLEKTHBHLIMKY CBMABTENLCTBAMIA,

= COOTHECEHE C KOHKDETHBIMA TReDOBaHKAMK, KOTORLIE HE BNk YE0ENETBODEMbI,

= WOEHTHOHUWMPOBAHE KAK 3HAYATENEHERE MK MANOIHAYHMTENEHBIE.

MpUMepaM pEIYNETATOR SYOMTA, EOTOPRIE MOMYT DbiTe MOEHTURHUWDOBAHE KaK SHAYWTEMNBHBIE HECO-
OTRETCTEHA, ABNAITCAH,

= HECOOTEETCTEWE NDHUMEHHMBIM DEMYITHEYOWKM TPeDoBAHKAKM K CHCTEMAM MEHSIHMENTA KAYaCTRS
[Hanpumep, oTCYTCTAME CHCTEME! PACCMOTDEHWA MANoE WNK CHCTEMEI 0GYHEHHA ),

= HEBBNONHEHAE NPHMEHMMEDX PEMYIIMDYIOWKE TReDoBaHKA K CHCTEMAM MEHELRMEHTA KAYECTEA,

- DONBLCE YKMCND MANOIHAYUTENEHEK HECOOTEETCTEMH KOHEDETHEIM DEryNHUpYIoWHKM TpeBoBaHHAmM &
CHCTEMAM MEHEIHMEHTE KAYECTRE,

- HEBBNOMHEHHAE COOTEETCTRYHILL MY RODPEKUMA WIANK KOpREKTHRVIOW MY AeAcTaMd nocne obHapyHeHina
CBWOETENECTE 0 dederTax NDoOYKELMA NEH MayYeHiii NOCTRDOXIB0OCTEEHHOH MHOpMaLMK,

= HEBBNONHEHAE COOTEETCTRYRILLAY NDEQYNDeOaI0WHx JeACTBIXA nocne oDHADYMEHHA CEBHOETENECTE
O BOAMOEHBIX AeDEKTAX NPOLYELKMK NPH H3YYeHHK NOCTRPOMIBCICTEEHHON HHEODMALKIA;

= BRIMYCK B NECQasy NpoayKLWMH, NeqeTasnAWen pUCK 4R NaUWMEHTOR WIUNK NoONL3I0BaTENEA NDH &2
NEWMEHEHRH COMMacHD HMEKWERCH MaDKHPOBKE,

= HANWYME NPOOYELMK, ABHO HE COOTEETCTEVIMUEH Creun@nEaUnan HIroTOBMTENA WNK perynupyi-
WA TPEBoBAHKAM,

= NOBTODHOE BRABNEHHE HECOOTRETCTEWMA, ODHApYHEHHRIX B X008 NEedB0YWHX ayadToR,

7.6.3.4 3aknodedne No peayneTatam ayguta

MpW OOrCTOBKE K S2KMOYHTENBHOMY COBSLAHHID Ay OUTORCKOM rpynne cneayeT cobpaTech Ha CoBewa-
HIE, 0NA Toro $Tobwe!:

= OUEHWTE COOTBETCTEHE CHCTEMbl MEHEIHMENT 3 KAYECTES MATOTOBMTENA KPHTEPpHAM ayourTa. Hanuure
SAHOTS WK HECKONBKHY AHAYHTENEHBIX HECOOTRETCTEMA CHOTEME! MEHEIHMENTA KAYECTRA YRAILIBAET Ha TO,
YTO CHCTEMA MEHELHMEHTA KAYECTEA HAFOTOBKTENA HE COOTRETCTEVET DEryNMpYIOWWM TpeboBaHHAM,
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< ONPEJen|Ts PeIyNETATHEHOCTE BHEODEHWA CACTEMEl MEHEANMEHTS KaYBCTES,

« MDPHATA K COTNAaLLEH o No NoEoay HECOOTBETCTEMNE, BCMW TAK0ELIE WMEHTCH, W BRIpaGoTats saknmoye-
HWE MO peayNeTaTaM ayouTa;

= BulpaboTaTe, NpH HECBXOOMMOCTH, PEKOMEHIALMA ONA NPOREDASMOR OPraHuaaUKrmn N YIYHWEHAID B
CHCTEMBl MEHELHMEHTA KA4ECTRA,

- NoOATBEEOMTE NONHOTY OXBATA ayaMToM obnacTd ¥ uenel ayauTa;

- oNpEden|Te NoTRElHOCTE B JanNsHEAWHE ayauTax,

7630 3akNi0YHTENEHOE CORSLIaHKE

Mo 3apepUeHAE aYSUTa 8y a4 TORCKOH MDYING PEKOMEHAYETCR NEOBECTH OhHUWANEHOE COBE LAHKE MO
npegcedaTensCTeoM PYROBOOMTENA 3YIUTORCROH MPYNNL CORBMECTHD C BEICIUKM DYROB0ACTEOM NPOBSDASKIN
OPTAHAIALKMA K NEArNAWLEHHBIME DaHHSIE DYKOBOOCTEOM COTRYOHHMKaME. CNUCoK NPHMIMAaLWEHHBIX COTRYOHK-
KOB PEEKGMEHOYETCA JAPErWCTRPWPOEATE, [MaEHor Yeneo JaHHore coSpadia ABNASTCA NpedcTasmeHne pe-
IVNLTATOE AYOMTA BRICWWEMY PYKOECOCTEY © Tem, 49ToDk pEIYNLTATL ayauta BbiME NOHATE W NPHIHAHL.
DEHAPYHEHHEIE HECOOTEETCTEMA DEROMEROYETCA 3ADETMCTEMPOBAaTE B NACEMEHHORN opMe.

PyKOBOQWUTENKD ayOQKTODCKOR OYyNNbl CReqyeT NPeACTARMTE 3AKMIOYEHNE 3YQRTODCKOA TPYNNb B OTHO-
LEHAK CODTBETCTEMA CUCTEMBl MEHEHMEHTA KAYESCTEA PEMYNARYEWHKM TPEBoBAHKAM W PEayNeTaTHBHOCTH
CHCTEMBl MEHELMMEHTA KAYECTEA NO JOCTHMEHHK Wened 8 obnacTi LadecTea.

MpH pECKOKOEHHH MHEHRE OTHOCHTENBHD DEAYNBETATOR M SARMIOYSHWA N0 PEYNLTATAM ayadTa DEKD-
MEHAYETCA, MO BOIMOHHOCT, Pa3DEWHTE BOIHMELIME NECTHBODEYHA. Boe HepeweHHbIe Npobnems 0onsHEl
BbITe QOKYMEHTHPOBAHSI.

PerkomMeHAyEToR YCTAHOBWMTE COMMAacoBaMiyl JaTy NpeAocTagne Hna OpraHraagmy, NpoBogsWwen ay ou-
Thi, MNAHA KOPREKTURYIOWMX K Npegynpesdasu by JeRcTEMA, HeobxoarMore 4nA paipelledis KOeHTHDHL K-
OBAHHER HECOOTESTCTREHA M BOIMOMHEX NPOOBNEM G YHETOM HX AHAYAMOCTH W KPUTHUHHOCTIA. TIpK NPOBELEHAM
HOPDEKLMA WK KODREKTHDYIOWETD QEACTEMA 00 32KMKYHTENEHOND COBBLAHKA OaHHOE OeRCTEME DOMEHO
BbiTe CHHMUMANEHD NOETEGEHMASHD M QOKYMEHTADOBEHD.

7.6.4 Oryer o NPoOBESOSHHA ayOWHTa

7.6.4.1 MNMogroTopka OTYETa O NPOBESOSHWK ayauTa

OT4HeT 0 NPOBE0EHHE ayAHTa A0MEeH BRTE NoQroToBNEH B NUCLMEHHOR RopMe NOCNE KAXO0MD ayguTa
© U@ Msk 0DecneYeHyA OpradkaagWen, NposogaLLen aygWTe, NoCTOAHHON PerMCTPauHen CBUWOeTENECTE ay -
14, a Takke obecneseHH A HAroTOBMTENA KREODMALKER, ABNAKWEACR OCHOBAHMEM DNA NPOBEREHKA KODDEK-
THDYHILLME 1 MPEOyNpesdaowny JeRcTEME,

PyKoBOGWUTENE Y OHTOPCKGR rPYNNk HECET OTEBETCTEEHHOCTE 33 NOLMOTOBKY, COQERMAHME, TOHHOCTE M
MONHOTY OTYETa O NPOBEIEHAHM ayaHTa.

7.6.4.2 Copepwadwe OTYeTa © NpoBEASHMM ayouTa

O74eT o NECBEASHMA aYOMTa J0MEEH TOYHD OTDEHAT: CoOesaHte ayauTa. D4 gonsed SelTe gaTHpo-
BaH M NOONKCAH PYKOBOOMTENEM 2y QMUTORCKON MYING M ADYTAMKA SNEHaERE 8y ARTORCKOA FEYNNs, 80N TAK0BG
TReDoBAHWE CPraHH|IaunK, NDORCOAWEH AYIHTE. OTYeT O NDOBEOEHKM 3y 0MTa OOMMKEH, KK MAHHIYR, BKTI0-
YaTe B CebA MNK CoOepwaTe CoLINKK HA CNeayowes;

a) ofnacTe W LEnK ayQuTa, BKNKHaA PACCMATPHBAEMEIE B X008 A¥QKTa NPOUSTCE W FRYNNE Hagensi,

b) nogpobHER Nnas ayauTa, HOeHTUEWEAL K0 YNEHOE ayaH TOPCKOH MYNNs 4 NPEaCTABATENAEH ) Npo-
BEOASMON OPraH|Zan9y, BpaMa NPOBeeHUA ayQuTa, HOeHTHEMKALMID NPoEEDASMOR 0DraHmaaLmu;

C) WOEHTHHEALMK KDUTEDWER ayQWTa, B COOTRETCTEHK C KOTOPEIMK Dbl NpOBEOEH aYaWT,

d) peaynbETaTel 3YAHTA C KDATHMM KANCEEHHEM NPOLSCEa ayauTa, B TOM YACNE BCEK BCTPEYEHHEIX M-
MATCTEWA, HOTOPBIE MOMMKH NOCTABWTE MO YTPoaY HAMEWHOCTE PEIYNLTATOR W 32KNIOHEHAA N paIyneTaTaM
ayaMTa;

€] BCE BMOL JEATENEHOCTH, HE OXBAYEHHEIE ayOHTOM, HD OTHOCAWKMECA & oDnacTy ayguTa;

f) wogesTHgUKAUWID HECOOTEETCTEMA, B TOM YHCIE.

1) NogpofHoCTH O KasO0M HECOOTRETCTEMIA,

2] EpHTEDAH ayaMTa MNK KOHKDETHLIE DETrYNHPYIOWWE TREGOBaHMA, K HEBLINCNHEHKIO KOTOPEIX OTHD-
CHTCA QaHHOE HECOOTEBETCTRME,

) OTHOCHTENEHYIO BAKHOCTE HECOOTREETCTEHA © YHETOM NEHMEHHMOMD PEFYIKDYIOWErS TpebosaHUA,

4} narty npeaoccragnedna ninada HeobxoIuMelx KOPPakTHDY WKL QEACTEMA;

g) pEINNETATHEHOCTE CHCTEMB MEHELMMEHTA KAYECTEA B JOCTHMEHHA Lened B 0bNacTi Ka4ecTea,

h) NogpoGHOCTA BoEE KOPPEKLUMA WNK KOPPEETARY LKL DeRCTRWA, HEChXOOMMEIX B CBAIM C DEIYNLTA-
TamiK ayauTa,
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i] PEROMEHIAUMKA OPraHKIaLMH, NPoBOOWBLWER ayaKT, No LansHeRWerR JEATENLHOCTH, BRMNIDY3A KanesH-
DapHud rpadgue nposededna paboT,

i} aaknKHEHHA No peaYNeTATAM ayOKTa.

Boo HeyperyNUpoBaHHele PAcKosOeHHs B0 MHEHWAK MEXOY ayOHTODCKOR Moymnod | NpoBepRemoi
Oprad|IayHed QonsHel DeiTe OTpaMeHs B OTYETE. [ToaTRE DHOSHWE HECOOTRETCTEWA M DEROMEHOALME, Npea-
NUCAHHER 3YOHTOPCKOW MEYNNoH B OTHOWEHKA Nepevrcneddd £, g1, 1), DonHE BhiTe K3K MOEHO CEODEE QOBE-
DEHbl OPraHIagred, NpoE0aKBILEd ayauT, 00 CEELEHHA HIMOTOBAMTENA WKW NPOBSDAEMON OPraHMIaLM-.

Ona obecnedernd KOHPHOSHUAANEHOCTH CNE0YeT WOASHTHRHUKMPORATE B OTYETE NPOWIBCOCTEEHHEIE
CEEDETH [KOMMEDYECKYID TARHY) 4 MHDODMaULKKD, ABNSKWYKDCE CoBCTEEHHOCTED DML

Mprme«sssne— Bonee nogpofHoe pYROEOOETES NO NOATOTORKE OTHETA © NPOoESEHAK 3YQMTA HE COOTEE-
TCTEME perynéEpyown TpefboeasMeM npreedeso 8 FOCT P 548817,

7.6.4.3 Pacceinka oT4eTa 0 NDOBEJEHWM ayauTa

JTyeT o NpoaegeHd ayauTa JonseH DulTe GaTHpoRaH, NPOaHanWIMpoead v ofruyansHo oacbped e
COOTEETCTEWM C NPOLEIYRaMK OPraHK3aUse, NpoEooAWER ay 0T,

Cpradkaayna, NpoBOLAWEA aYANTel, A0MKMHS K3k MOMHO BRICTREE NEDEAATE KNH COENATE QOCTYNHEIM
OTHET O NPOBEOSHAW aYANTa WIroTOBMTENKD W/MNH NPOBEDAEMON OLraHHIaLMH B OFoBOPEHHEIA NEpHog Bpe-
MEHM.

COTUeT O NPOBEDEHHK ayoMTa SonkeH DbiTe H30aH KaK MOMH0 DelCTRES B OrOBODEHHEA NEDUoD BRaMe-
HW. ECry oT4aTt Me MomeT OkiTe MadaH B SaHHsd Neprod, T O NDHYHHAK J304epHn ChedyaT nHhopMUpoBaTy
HAMOTORMTENA WHAMK NPOBEEASMYIO ORraHU3aUMIo @ NEPECMOTRETE DaTY HAOAHKRA, SCNK ATO DAIPELEHD Dery-
MADYHIWLMMA NONTHEHAAMKA NONWTHEY ODrasu3aUMy, NPoasgawed ay o,

7.6.5 3apepweHne ayauTa

Ay OUT CHMTAETCA JABEDLWEHHEIM, SCNKH BOE BRI JEATENEHOCTH, NEDEYHCNIEHHLIE B NNAHE 3Y0KTa, Bul-
NENHEHE, ¥ OKOHYaTENBHEA OTYET O NPOESOEHHM aY0CHTa NepEaaH HarcTOBMTEND KWIMMK NPOBESIRAEMOH opra-
HI3ALKMN.

T.6.6 XpaHeHWe JIaNMCed No ayauTy

TokyreH T, HMERULME OTHOWEHAE K aYOHUTY, CREOyeT COXPAHATE W YHASTOKATE B 338WCHMOCTIA OT C0=
MMAWEHHA MENDY YHACTEYIOLIMMA CTOPOHAMK KNK B COOTBETCTRAM C NPMMEHUMEIRMK NPOUSTYEEMH NROTDanm-
Wil 8YOKTE, A TAKCKE JOMB0DHEIMH, IAKOHOOATENEHLIMK B DECYNHADYOW MK TREGORAHHAMIA.

7.7 CooTRETCTEME AOKYMEHTALWK NO ayauTy

OokyreHTauMio, UMWy OTHOWEHKE K KAWO0MY 8YOKTY, CnegyaT nodgepsknsaTs B pabodes cocToA-
HIAK B COOTRETCTEMWH C NOHMEHM B DEryIMDYIOWA MK TReD0BaHHEMK C TeM, 4To0R 0HA Beina A0CTATOMHOR:

- N8 A8 MOHCTRAaUWA BRNONHEHA NPOrPastbl AYSUTA W BENI04ana & ceBA 3annci, CTHOCALLMECA K KOM-
KPETHEIM ayadTam, NpoeepRAaiibii OpraiiIauMan, peayNeTaTam aHanydia Nporpan sl 3y 0WTa M cOTRY O HAKaM,
NPOBOOHELLHK AY AT,

- gfecneqYeHiA HaaneHaled KHDOPMALKMK, MCNoNEIYeMoR Npd HEOBX0IMMOCTH COOTRETCTRYIOLLLMMIA
PEMYMADVIOWHMA OPraHamd © Uenki0 CAMKUMOHMPOBAHKE BeINYCKa NPOOYKUWH MM NPORedeHnA Nocnenpo-
DaWHOr0 HAGMIoOe KR!

- oBECneqYe A NPOCNEHUBASMOCTH H NPSMCTREHHOCTH YCNSLWHD NPOREEHHEE Ay AHTOR OOHOH W TOR
HE CHCTEMEl MEHSIMMEHTS KEYBCTRA;

- ofEcnedeHHn CCHOBAHWA ANA KODPeKTHDVIOWME W Npedynesnaioldy JeicTBHA W BO03MOMHOCTEH
YITYULUEHMA OEATENEHOCTIA NPOBEPREMOR OPraHKIaUMKA, BCNW 3TD DCYLUBCTRBAMO.

1.8 MNocnegywlKe BHAL] JeATENLHOCTH

FaKnodeHre No peayNsTaTaM ayduTa MOMET NPoJeMoHCTPMPOEaTE HEoTXOQUMOCTE B NPOBESEHWH KOp-
PEKLUMA, KOPPEETHDYIOWKRE W NDEOYNPENIEHWWE TEACTBMA W 0EATENEHOCTH NO YITYHLWEHWID, BCNK 3TD 0oy-
WEcToMMa. Peliedia o NPODeqeHl Takuy AACTERE 0D NPHHAMEET W BRNONHAST WArTOBMTENE UMK
NPOBEpABRMAA OPraqWIaLMA B OT0B0PEHHLIA B QOMOBOpE Nepiod BEPEMEHN W HE DACCMATPHEARTCR KaK YacTe
ayouta. CTaTyc OauHklx QEACTBUA KOHTPONKPYET WIrOTORWTENE WIANK NPOBCDASMAR OPraHMaaymMaA.

OpraFdnaaluA, NPosOaWELLAR 2y OWT. S0NHHS AHANWAWDOEATE BOE AAABNEHHBIE KOPDEKLWA, KOpPEKTHRY-
IOLYAE W NPeqyNPes0AwWe QEACTENA. [TpobedeHHe W DEIyNETATHEHOCTE KOPPEKTHURYIOW WY JeRCTEMA Heol-
XOQWUMO BEPHMUWMDOEETE. 3Ta BepWhHUKaLKA MOKET GLITE YACTeI0 NOCNEOYIOWErD ayauTa.

HneHani ayQMTORCKORE MPYNNel MO#eT eiTe paipafoTada nporpamsa Nocneqyiolws: ayauTos. B Tamx
CNYYaAK HEoGXOgQUM0 NOLOEPMUEaTE HEIABENCHIMOCTE NOCNE VIO AYaUToR,

1%
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Mpuno=eHne 0A
[oOAZATENBHO®E)

CpaBHeHWe CTPYKTYPLI HACTOALWErD CTAHEAPTA CO CTPYKTYRON OOKYMEHTA
GHTF/SG4/N28R4:2008 «PyhoBOACTED NO AYOHTY CHCTEM MeHSOMMEHTA
KAYRCTEA MArOTOBMTENER MEOWUMHCKHX MI0eNHA HA COOTEBETCTENE
PErynupyiowMm Tpebosanmam. Yacte 1. OwKwe Tpebonanuas

lTadtnwus A&

Hamep paagena HacToRWEro STAHGApTa

Hamep pasgena pooymedta GHTF

0 BaepeHwe

1.0 BeageHwHe

1 OBN3CTE NPHMEHEHWA

20 OBEnacTe NpMMEHSEHWA

3.0 Uenw

4.0 DBoCHOBAHKE

2 HopMBTHEHRIS CORMKW

S0 HOpMATHEHEE CohiNK#

d |E|:Il-.'|HH=I W onpedeneHUR

.0 JnpegeneHua

4 Dfuee TpeBoaEHAR € ORTEHAIELHAM,
NPCECOALLMM S5 aHTR

7.0 Ofwne TpEGOEAHWA K OPrasn3a L0 sas
MPOBOAALLEM BYIHThI

5 MeHeg=MaHT

E.0 MeHeaxsmeHT

& Pecypod

0.0 Pecypow

7 Npousce ayguTa

100 Npouscs ayguTa

NMpume4sad e — MNpenokesdA HACTOAWEND CTAHAEDTE COOTEATCTEYIOT NEHNOHEHAAM JodyMesTa GHTF.
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MNpunoxenns OB
joBRAIBTENLHDE)

TEKET HIMEHBHHLIX CTRYKTYDHLIX 3NEMEHTOR HACTOALEro CTaHAApTA
H gokysMenTa GHTF/ISG4/NZER4:2008 « PykoBoOCcTEO NO ayOMTY CHCTEM
MEHSOMMEHTA KAYECTEA HAFOTOBWTENEH MEOWUMHCHWE Haaenuid
Ha COOTEETCTEME perynupyowdsm Tpebosanram. Yacte 1. D6wwe Tpebopanuay

1y Teket paagenos 3.0 @ 4.0, HCKNHYEHHBIE H3 A0KyMEHTA GHTF/S G4/M2ERA2008 o FyE0Ba0cTES N0 A¥O-Ty CHE-
TEM MEHEQHMEHTS HEYSCTES MArOTOBMTENSA MESUUWHCEMY HIOENWA H3 COOTESTOTAME PEryNApyOUWM ToeboBaHAM.
YacTe 1. Ofuwe TpelicEaH«As, TAK k3K HEUEnecootpaIHO BENMSETE O3HHBIE 0E306NEl B HAUWOHANEHLIR CTAHAEDT B CEA-
sd © TpelOBEHWAMKM ® CTPYKTYRE HEUWOHENEHOMG CTaHOapTa Poccuhckod  degepaund, yOTEHOBNEHHEMW B
FOOT B 1.0—2004, 8 TAKHE 8 CEBAZA C TEM, 4TD COO8RMAHHE JAHHE X PAISEN0R ayENApyETCR COGAPHAHMEM BEROSHHA W
pazgena 1 «0O8NECTE NPUMEHEHAS HECTORWETD CTAHLAPTE.

3.0 Uenw

Liann HECTOAW B0 GOKYMEHTE:

- TAPMOHWIEUNA @ paIpadoTha pyHOBOLCTEE N0 AYANTY CHCTEM MEHSQXMEHTE KEHECTEE HATOTOBMTENEA MEQHLRH-
CEWX WIGenAil;

- NOMOUYE OPraHW3I3URAM, NPOEOAALIMM 3¥AWTR, B pa3padoTde NpoUsayp NoCEENEHHAA ay0WTOE;

- DHEZEHHE NOMOW W AYAMTOREM @ NPOEEDASMEM DRTEHAZALWAM B NOGIOTORBRE, OBECnNeyesHH NDCEE JEHMA SYAHTOE
W pPEArMpoOEAH@M HA 3y 0@TH .

4.0 OBocHoOBAHWE

HacTORWHEA GORYMEHT TOMOFEET S0CTHYE COMMACORAHHOCTH B NPOSEGHUM AYANTOE CHCTEM MEHEQRMEHTE KAHaT-
TEA MEMOTORMTENSA MEAMLGHHCKAE MITENHR, YTO BAXH0 GNA FApAMOHU AU HY W B3AMMHOMND TPEAHAHMA pPE3YNETATOE 3YAWTOR.

2) Opuri=ans=eid TELKCT M3MEHEHHE X TEDMMHONOMAYE CRHE CTATER QokyMedTa GHTF/SG4/M28R4 2008 «Fykoeoa-
CTEO MO 3YAMTY CHCTEM MEHEGHMEHTS KEHSCTES MAMOTORMTENEA MEJMGMHCKRE RE0SNWA 28 COOTEETCTEMS DEMNYNHDYHIWAM
TpeBogasnan. Hacte 1. DGwKe TpeboBaddAs

TeprHscNorHHeckHde cTaTsn 1.7, 3,15, 3,17 HaMeHere B canz ¢ TpeloBasden FTOCT F 16— 2004 onpenenaTs TEp-
MEH GOHUM NpagnoHedien. MosToMy CCTEMEHOR TEKCT TEDMUHONOMMHSCHON CTATEM BHAENEH B NpMMesaHde. TeKST Tep-
MHHOMOTHYBCKOR CTaTee 3.1 TECHE NPRBSAEY 8 COOTRSTOTEME C TERcTom FOCT P MO0 J000—2008, roe DaHseR TEDMWH
CTAHLAPTHE0EEH. COOTEETCTREHHD CORMNKA #a TEPMAHONOIAYECKMA CTEXABRT WasMmarHeHa va MOCT B OO0 2000,

3.1 ayauT (audit) CHcTEMATHYSCKUA, HEI3BUCHMEIR, QORYMEHTHDOSEHHEIA TPOLECT NONYHEHWR JaNMCER, H3N0EE-
HHA PAKTOR (0O bLeHTHEHSIX CENISTENECTE] MK GOYION COOTRETCTEYVWEA RHPODMEUHA U 08 EE KTHEHOND WX DUEHMEBHHA ©
GENEHD oNDegeneH i CTENEHY BEINONHEH MA yCTAHOENEBHHE X TRESOESHN A (38 MMCTEORAH0 #3 MCO 17000, nogpasgend 4).

B KOHTEECTS HECTORAWENY JOKYMEHTE say0uTs CIHAYEET adYAWT CHETEME MEHEORMEHTE KA4ECTEA NPOEEDASMOR
ORTAH#3IAUMWE ANA YCTEHOBNEHEA 28 cNOCOBHOCTH K NOA0EEHEH MK OTHOCALWWECA £ BY LU TY pEry ARy DUy ToeS0BaHW A .

315 HecooTeeTcTEwe (nonconformdy ) HeesnonHesne TpedoBaHue (3asMcTa0aaH0 wa VOO S000; nyHeT 3.6.2).

Ons oEOIHSYSHAR TOMD He NOHATHR MoryT OsiTe WCNONs30BaHL APYIWE TEDMUHLL [HANPRMED, «HeCOSNNOEH®E
SHELOCTATOUHOE SENONHEHRER |

3T cHETEME MeHEQMMEHTE HAYECTEA (QUElly management system ) DRraddIaUuMoHHAR CTRYRTYPE, dyHELWA,
npoUSgypE, NPOUECCEl M PECYPoE, HECDROIWMEIE ANA BHESEEHWA MEHELHMEHTI Ka4aCcTEd. B HECTOAWEM SOKYMEHTS
BHEQPEHHE MEHELHMEHTA Ka4ecTRE BanYyaeT 8 cefn paspafoTry @ NOLABDHEHNE B DEDOHEM COCTOAHNN CUCTEME: Ma-
HEORMEHTE K3MECTEA

Mpumesasne— B WSO 9000, nyHT 3.2.3, cUcTEMA MEHEQ=MEHTE KA4ECTES ONPEOSNABTCA KBK ¥ CHCTEME
MEHSQHMEHTA QNA DYKOBECOCTES W YNDAENEHWA ORTEHAZELMER NPRMEHHTENEHD K KBMECTRY Y.
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EEE.H,BHHH 0 COODTEETCTEMH CChLINOYHLIX HAUMOHANLHLIX CTAHOADRTOB

MepunoxeHue OB
(cnpaeoYHOe]

PoccHACKOW Peaepaydd MeXayHapoaHkiM CTAHOAPRTAM, MCNOMNLIOBAHHIM

lTabnwua AOBA

B Ha4ecTES CCRINOYHEIX B NPAMEHEHHOM OOKYMEHTE

OfasnaveHue coupoyYHarg

. CrenaHe DECIRBYEHAE § HREMKMEHDIAHME SCRNDEHaTD Lo Lt e b et i g
HAUHOHANHOIND STAHOQ3IETS Poccadcesd
COOTEESETCTHMA CTEHOAPTI
Pergspayll
FoOCT P WCO S000—2008 10T WSO 0002008 o CHcTEMbl MEHEIHMEHTA EEYECTEE.

OCHOBHE R MONGHSHER CNoOBA0E S

rocT

F OO 13485—2004 10T WD 134852003 aWagenda MeliuMHCEe, CHcTEME M-
HEO#MEHTE ka«ecTea. TpefioBAHKWA ONA Uened perynWpoas-

HHA =

rocT

P HCOMEK 17021 —20048 1oT WEOIMSE 170212006 o Dueska cooTeaToTEdA. T pebo-
BAHWA K Oprasas, NpoBOORLMKM 3¥0HT 4 CEpTHERMEALUMID SHe-

TEM MEHEOEMEHTER

B HCO 1901 1—2003 o7 WSO 1530112002 «Pyr0BOORILWE YEIZEHWA N0 ay0eTy
CHCTEM MEHEKMEHTA KAMECTAS WIMNE CHOTEM IKONOMHHSCHD-

o MeHeOEMEHTAS

FOCT

P SAaBB2—2011

Yacte 2. CTPATErMA BYSMTas

MO GHTF'SGAMIORI0:Z00E6 « PyroBoacTas no BYIUTY CHG-
TEM MEHBEQHEMEHTAE KAHECTES WITGTOBMTENER MELWUWHILAX
MIOENHA HA COOTBETCTEWE DEryn@pysiudmM TpelosaHnam.

rocT

P S4ABB1—2011

MO GHTF/SGAMIORIN:Z00E6 « PyroBacTaD 00 BYAUTY CHG-
TEM MEHEOHMEHTA KAYECTEA WITGTOBMTENER MELWUHHoEMX
WIOEeNWA HA COOTEETCTEWE PErynepysaumM TpeloBaHHAM.
YacTe 3. OTHET 0 NPOBEOEHHH Ay OHTE:

M PAMBYBEHWS— B HacToRwWeA TabhnMUe HoNoNs3I0EE cnegywiyde YCNoBHEE oB03HAYE HHR CTENEHK COOT-
BETCTE#A CTASABPRTOE

- 107 — #aesTHYHEA CTAHOADRT,
- MO0 — moand HUMpoEAHHEIR CTEHAEPT.
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YAK 617.7-08.001.33:008.354 OKC 11.040.01 P20 OKM 84 400

[nioueBse CNOBa: ayOMT Ha COOTERTCTEHE DEYTIMDYOWLMM TReBoDaHMaM, CUCTEME MEHEIHMEHTa KaYecTea,
HArOTOEMTENE, MEJHUMHCKOR WIganka
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