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Mpegucnoswe

LIt W MMM CTAMAADTHIAUNH POCCHRCKON Deaepalm yETAHOBMEHE DaL0DANBMHEM IBKOHOM OT
27 pexabpa 2002 r. MR 184-03 «0 TEXHWYSCKOM PETYMAPOBAHWAR, 8 NPEEAND NPHMEREHEA HALEWOHA X
cTaHgapTos Poccwickon Danepaurn — NOCT P 1.0—2004 sCranpapTuiaumns 8 PoccrRckol Segepauwm,
OCHOBHLE NONOMEHHAS.

CRegeHHA O CTAHQAPTE

1 NOArOTOBNEH 3aKpuiTeiMd aELMOHEDH B 0bwecTRoM « BHUWMN-BHUTA» Ha ocHO8o cOBCTOEHHOMD
AYTEHTWIHOTD NEPEBOSA CTAHGAPTE, YRAIAHHOMD B NyWKTE 4

2 BHECEH TexHMECKMM KOMATETOM No CTaHgapTHIaume TK 436 «Ynpaonouue ca4ecTaoM 4 COOTBET-
CTRYMOUIME BCNEKTE ANA MEIMLIMHCHAX HATENMA»

3 YTBEPHOEH W BBEOEH B OAEACTBWME NMpwiaiod GegepansHoro areHTCTRA NO TAXHIMECROMY
perynNWpoBaHNED i MeTponoraE o7 10 contalpn 2007 r. Ne 240-c7

4 HacToswrf CTaHOapT MAeHTHHEH MesgyHapogroumy crangapty MCOMO 148692004 «Magenur
MEOAHUHHCEWE, CTHETEME MEHOOMMEHTA KaYecTEa. PysoBoACTEO N0 NpHMeMeswo MICO 13485:2003»
(IS0TR 149692004 «Medical devices — Quality managemeni systems — Guidance on the application of
IS0 1348520030 ),

M NPUMGHENWA HACTORLLATD CTAHARDTA PEXOMEHAYETCA MENONLIOBATE BMECTO COBINOUHELX MERTYHA-
POAHBIX CTAHAADTOR COOTRETCTRYVIOLIME MM HALMOHANBHLIG CTAHAADTE PoccHcRoR DeaepauMi, COBABHUA O
KOTOPBIX NPHBEOeHL! B SONOTHATENEHOM NpUNCHeH C

5 B3AMEH rOCT P 51538—89

Hiubopuauua of wIMemeHURx K NacmoaitioMy crmasdapmy nyGnusyemcr a axe2odng vadaeaoson
UHDODMBLILOHNOM FREIEMETE « HEUUONRTEHEE CMaHIaDME », 8 MEKCT UIMeHEHUD U NONPES0K — § QXM=
CRWHO UI0S88EMLIX PHPODMEYUONNEX yKaamentx Hayuoranstse cmandapmsss. B cnywae nepecMompa
(3AMAHE) LITU OMMEHE HACTOMLS20 CMandapma CODMBsmomay i ed yasdomnenus Bydam omyBnuxoaato
& ROMOCTYNG UI0S830MOM LHEPODMIUUOHNOM YR3I3Mene s HEUoHTbHbE cMandapmes. Coomaemomay-
MLLER UHWDODMBULA, YeedoMAEHUE L MEKCITL! PEIMBUSOIMCA MBS 6 WHPODMBULIOHHOD CUcmens 0Bl e20
NOMBIOBAHUR — HE ODUULENENOM CAHMe DEdepaTsHO20 AZOMMCITIES N0 MEXHUYBCKOMY D2y MUDOSENUID L
MEMPONOSUY 8 COMU HNmepHem

2 Crangaptencopa, 2007

HACcToOMUMA CTEHAANT HE MOXET BodTh NONHOCTLAD WM SICTWYHD BOCTIPOHIBROEH, THRARUDODAH W PaCc-
NPOCTRAHEH B KA4ECTES OPMURANLHOTD KagaHnA Gea paspewennA PenepansHOND AreHTCTEA NO TEXHHYECKD-
hiy (EFYAMBOBAHMK M METHOMROMM
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Beenenve

Pykoboacteo MOOMO 14969:2004 no NpMMeHERH0 MESIYHapoaHore cTadigapta WCO 13485:2003
noArcToENaHo Texnweckim iosuTeToM WCOITE 210 «¥npasnesiwe KavwecTBoM M COOTEBETCTRYIOWWE SCNeKTh
ANA MERLMHCIHY WIS8MWAE,

HacTOAWEE HANAHHE OTMEHART W 3aseHAeT MCO 14969:1999,

B Tex cny<asx, Korga HACTOALLEE PYKOBOACTEO CONGPMHT NPAMLIE UMTATE M3 TEKCTA MENIYHAPOLHOM
craMgapra MCO 134B5:2003, oHi JAEM0YEHE B DAMEH K3 TOHKMX NEHEA B 03aINasnese: «AC0O 13485:2003
Hagenus MeguumHcere, CUcTeMb MEHeO*MeHTa KavecTaa, Tpebosanua ANA uened perynupoBaHnas,

MyHETed MM noanyHsTe MCO 13485, TecT KOTOpBX ayTenTryed TexcTy MCO 3001, vabpaH nprases
wpHd o,

Texct MCO 13485, we ayTentiqHad Texcry MCO 8001, nabpan kypouaom,

HacToAWMA CTaHAapT NPeacTaBnAeT cobod pYEOBOACTEO Mo PA3pABOTES . NEAMEHEHEG W NOALEDHE-
HHK CHCTEME MEHEIHMEHTE KEBNECTER, COOTRETCTEYIOWER TRebSoaarmuanm MCO 134852003, npuMenHTant-
HO K paapalio Tie, NPOHIBOGCTEY, MOHTARXY W ODCNYMHEA HAK BCE X BIAA0E MEIHUMHCKAX WAAENHA W CEAIAHMEX
C HHMK yonyr, QadHos pyxon0acTe0 COOepHMT KOMUBNLWA W MeTO0W, KOTOPBE MOryT GuiTe PaCCMOTDEM
OPCAHNIALHAME, YCTIHIAMMBI0LMMN 1 NOLASPAWADOUMMA B DaGoMEN COCTORRME CBOM CHCTOMBL MBHaT-
MMBHTA KAYSCTRA.

Mpw ouaHss CENACTH NPHMEHEHHA HBCTORWEND CTAKIADTA PEKOMEHOYETCA PACCMATRMBATE HEIHNIE-
HIAE MBI HLHMHCKHME HIJ8NHA, PUCK, CBRIAHHLIA C HX HENONLIOEAHWEM, W NPHMEHHMBIE DEMYNUPYRUWHE TRaho-
B,

Tepuun sperynvpyiowmue TpebosaHHas, MCNONLIYEMBIR B HACTORWEM CTaHJapTe, BLmo«aeT B calbn
noMEso Tpebosandi MCO 13485: 2003 4acTy 1ak0H08, NOCTAHOBNEHWA, QBKDOTOR WHNK ODYIMX HODMATHE-
Fisl O MEHTOR, MDAMEHEMEIR K CHCTEMAM MEHSIMMAHTA EZWECT BA MM OTORMTENER MEQWLHHCHHL HAQENWA,
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HAUWMOHANBHBLIA CTAHOAPT POCCHMWUCKOW OQ©ENEPALUMM

Manenun e auMHcKEs
CHCTEMEl MEHEQWMEHTA KAYECTBA

PykoBogcTeo no npuseseHnse HCO 13485:2003

Medicod devices, Quality management systems
Guldance on the apphoation of (30 134852003

Oavs smegewns — 2008—01—01

1 OBnacTe NPUMEHEHHA

1.1 DBuiKe NONCEEHMA

HacToRwMiA CTangapT npeacraenseT coboR pYKOBOOCTEO NO NPHMEHEHHKD TPEGOBAHMA, YCTAHOBMNEH-
Hiel B WCO 13485, On Wi cogepwnT AoGaanemin Mk uaMasasHn K HC0 13485, HacToRwWMA CTAHGADRT W
pEMO43eT B ceba TpefoparHi, KOTOPLIE MoRHD B Bl HCNONLI08aTE KA GAI00LIE NPW NPOBEPERX MEZHUHH-

CHMX HAAGNWA HA COOTBATCTEHE PEryRUDYIOWMM TREGOBAHKAM HNK B NPOUBCEH CHPTUMHEALMA MEHLMHCKAX
HADEMA,

Npaw@dyaH®EE— B HBETOMNUEN BYFOBOACTES o PEE0M S HIVETER S DIHANERT PEOOWMEHTEUHE OAHEMS WY HEELOMNE-
il BADPHEHTOR COoTRETCTEWR TReboaansau MOD 13485 (4o B MCEND~ASET BOIMOHOCTE NPAMEREHAR AHE K BRPASHTCE)
B SOOI B3 CNOcoB08 QOCTHEEHNA COTRETCTRMA, HO HE RENRETCA NPd 3T0W TREGOBAHMEM HACTORIBD PYCQ@BQIECTEE
SMOEETs — NPHEEIERNT JA8 ONMCEHEA SOAFCTHMWE CRocoflon JocTuaenika CoaTReTCTERA TRelonanuan HacToBGID Py-
EEOACTEE.

HacToAwes pysoBOOCTEO MONMHO MCNONLI0BATE ANA NY-WEero noHMMasdn Tpeboaansi MCO 13485 »
MIMMGCTPALMMA HEKDTODLI. METOA0E W NOOXOA0E K AOCTHREHID COOTRETCTEMA Tpeboaarnam WCO 13485

1.2 NpameHenne

HCO 13485:2003 HMagenwAn MegnuWHCEMe. CHCTOMBI MeHBOMMONTA KavecTeEa. TpoeboBaHMA
ONA UeNed perynipoBaMHA

1.2 NMpuseHoHme

Tpaboganua HECMORWE2D cMandapma pacnpociMpaNARNIICA HE OP2ENUIBLUY, NPedNazaouue Ha
PAHOR MODULLNEKLMG UIDSNUR, HOIBALCIA0 ST BUdE LAY SUCRBHHOGSITIL MUY ORSEHUISLLD.

ECnu peaynupyiyie MpoGoadHid NOMOMTMOTT UEAMKRILITE yWIDAGNeNUE MBOGKIUDOaaMHUIeM U Dal-
pabomeod Mediyuncrux u3denud (cu. T 3], Mo 3mMo MOXEm MOCAYSLNME OCHOSAMLEM TR UCKITONSHUR
COOMBEMEMaPoLx mpelosanuld Ul KONKDPOMHOD CUCTIEME MoHGRMONTS KaYecmas. B Jmos chyyae
&nm danmod cucmansl MenedaMenTa kavecmea donsiel Seime CAeNaNs aNLMEpHATIUGHEE MOMDSERL,
OmeemomesHNocTe 38 cHSCMavaHUE COOMBaMOMBUr UEXIMOYENUR yMDSanNaHLR MDOSKTIUDOSAHUIGN 1
paspafomrol MeAUUHCKUR uIdenud mpe SosanUaM HECTMORILEE0 CIandapma XU HE Carold ODeamu-
Jauuu om. 4.2 2, nepevucnenus aj u 7.3).

Ecnu kakog-nubo mpeSosanue(n) paidens § wacmoRle2s0s CMaNOamma HiTedR NPUMEMHITE eaudy
CIGULDLINY KOWKIETHOS0{bX ] MedUUUNCKoR0{ LX) u3denum|d), va Komopoe|be) pacnpocCMparRemcR CUC-
MEME MOMESRMEHTIE KEYSCITHE, MO OP2AHUISLUU HE CNEJYEM axoyame Makos moeBodanue(a) @ cao
CLCMEMY MoHedSMOHME KIYeCmas (o, 4.2.2, nepayucnene a).

HManarue oHunaNEHO8



FOCT P MCOTO 14869—2007

DmagmomesHHOCITiE 38 MDUMBHENLIE ¥ MEJUULNCKOMY UI3aNU{AM] TDOLBCCOE, COOMESIMCTE oWy
e OaaMLT HASIORLBE0 CIaHOa0ME, NG KOMIGDLM M OCYLLGCIGN MM ODSAMUIDLUOT, NSO K-
KPEMHAR OP2BHUSIUURA, U 3MO CRedyan YU aMs 8 CUCTIEME MEHEdAMENTIS KGYeCMes MMod opaanuia-
Ui ford. 4. 1, nepeyucnenue aj.

B vacmoniuesm crasdapimie HECKOMEND D03 GCMpESiomcR MONAMUA & ST COMTSMCIMayET s U sroa-
da coomaememeayames, Ecnu mpelfcaanue co0epxum odno Ua IMUX NOHAMUS, MO OHO CHUMEEIMER «C00m-
BEMCMAVIGLILMS, ROKS  Op2anUIaWUE W  npedocmasun  AOKYMSHMUDOSAHHOS  OGO0CHOBRNUG
HECOOMaUMCMAUA NACMosuesy cmandapmy. TpeGoaanie CHUMAaMICR aCOMNMEHMICITIZ FIOWLM S, BCAL G20
SEMONNENUE HEOEX00ULD QTR MO20, WMohb.

&) U COOMBRMCMBoEaTs DoaynuDyrowuM mooboaanims wiunu

bl opeanUISUUR MO2NTE BLINOUTHATE RODDEEMUMAOLLILES Jedomaus,

1.2.1 Obiue NonoweHra

MPOUSCEE HKHIHEHHOTD LUHKNA NPOAYHLHK MOTYT ODOCHOBAHHD HE COOTBETCTEOBATE HEKDTODLIM TPE-
Gosamwuan MCO 13485, npu atom gavuoid TReSOBaHMA MOTYT SbiTe MCKNIOMEHE K3 CHCTEMb MEHEINMEHT
Ka4eCTEA OPFaHMIAL MK MK HE NPUMEHATECA Boobwe. OaHaso moboe HCENIHeHHe HNH HenpUMeHanre Tpebo-
BAHMA BakHo Noapolto onvcaTs M oBOCHOBATE B PYEOBOACTEE NG KAYECTEY ODFaHHIALIHK.

1.2.2 Mcenouessn

Cornacks oTAaMsHEM PEryIMDYILAM TRaGoaanmaM OpfaHRIALWA MOKET NOCTABNATE Ha DLIHOK KO-
KPS THEE MEZWUHHCEND MLLANHA, HE DEMOHCTEHDYVA COOTOATCTRNG YNPINNSHNA M NPoaXTHROBINKELM 1 PaIpa-
Goteol TpaboBanuAM, yeTanoanaHHem 8 MCO 13485, noapasnen 7.3, OpraHdiaumm CReayeT yoTasoenTe
WACHMIOAEHAE B COOTROTETOWA C 7.3 ANA KOHKDETHRE BG00 MEDWLIAHCKIE WANGTHA W KOHEDOTHBIN DibiHE0D WX
chwta,
Oame 8 CNy4as NONYSEHA OPraHHIaUMER PAIDSWABHEA HA HCKMOYEHHE COOTBETCTEMA TpeboaaHuam T.3
NPOLUECCH MHIHEHHOMD UHKNS NPOOYKLMH SONsHE COOTRETCTEOaTE Tpebosantam MCO 13485, nogpaane-
Nl 7.2, TA4—T.6.

1.2.3 Henprmawaie

HMCO 13485 no3ponAeT OprasdiIaumE We BENKMaTs B CHCTEMY &6 MaHaMEHTa xavwecTea Te Tpaboaa-
HHA K NDOUGCCAM BHIHEHHOM LMKNS NDOOY KWW, KOTOD IS HEMLIA NPMMEHATE DEMTY CroLSHHER KOHEDOTHEX
RS TALHHCEHN W00,

Hanpiep, GPEaHnIELW, KAFOTABAKBADLGA CTEDAMEHLIE MBLMLIMHCKHE MWANENMA OLHOKDATHOMN M-
R, HOT HEOGXNOSHMOCTH DRSS B COOR CACTERY MEHEIHMEHTS KIYCCTED TREBODIHWA K YCTAHODKE W
SECNYNHMBAHMED, 8 OPraHHIAUMH, HATOTABNHMBAKLERA HECTEPUNLHBIS MESHUMHCHWE HAO8NWA, — TReboaannR K
CTPHAMMIaLNA.

DpravdIaLra QoNKHE BHUMATENH0 aHanvaposaTs Tpebosarnva MCO 13485, paagen T, wrobe naen-
THPUUMPOBATE TREBOBAHMA, NPUMSHRMEE K QYHELMAM, CCYIBCTENRBMEIM GaHH0R oprasmiauven. Mocne
HAOEHTHRARAUW TaKHy TPeGoBaHMA OQraMHIaUMA JONNHA DRINOMNHATE NNaHWPOBANME 0 COOTRRTCTEMA C
HMCOD 13485, noapaanen 7.1, 8 OTHOWEHEK ROSHTRDHEUMpOBaHHEX TPEEoEAHIEA K NPOWSCCAM #HHIHEHHOMD LiMK-
M3 NEO0YKLHN,

flpusep — Dpeanuiayun Jonmks;

- AOMECAMUME CA0K IMUKemay F8 dMeduluAcEos uIdeAUSs, NPoSEmUDyesos, PaTpalamsisaesos, UIEo-
MATAUSFEMOR U SOCARUBISNOE NOCMETEUNoM, FAXOdRIUMER SRE FIDIGARHUR CUCMEME MaHed e enma
Easecmas Jaunod OPEANUIAUY, @ MAKES QEECMY @ QBRI ENUS yroMANFmOY Meduguncreos uidenue;

» FOMANOBUME CONIs ¢ nompefumenss, npuolpema i yoodaHymoe seduyarcroe ridenue,;

- pfechedume HE MECH A S0JMOMNOLM L NPUHAM U wanod om nompefumens,

Oame ecny CPprasnIaUMs He OCYLUECTRAAST HENOCPeACTBEHHD NPOSKTHROBAHME M PalpalboTiy, oHa we
MONET PACCMATPHEATE TpEboBaHUa MCO 13485, noapasnen 7.3, KaK HENPUMEHHMEBE, Opradiiauna AonmHa
COOTBETCTROBATE TRebosanHam MCO 13485, nogpaanen 7.3, Kposie TEX CIYYaeE, KOFSA DEryNuMpyOwve Tpe-
GopEHWA PAIPEWAINT nouNseHe Tpeboaauwi 8 cooTaaTcTawM c 7.3 B cootearcrawd ¢ MCO 13485, nogpas-
aen 7.1, oprasvIauus gonsMa nocne vacHTwhesauss Tpebopamwi MCO 13485, nogpaanen 7.3,
CINAHHPOBATE ANA CEOER CHCTEMb! MENEAXMEHTA KIVECTBA NPoUSCCsl, HeobxoguMele 4NA COOTRETCTEMA YNO-
MAHYTEIM Buillid TPeBOBAHKAM.
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2 HopmaTHBHLIE CCLINKM

B HICTOAWOM CTAHAAPTE MENONLI0NANE CCbUNKA HA CRBYOLWLWE MEROYHIDOOHLIE CTAHOARTL.
WMCO 20002000 ChacTeMsl MEHBAMMEHTA KavecTEd, DCHOBNLIE NONOKEHWA W CNOBADE
MCO 134852003 Mapends MeaqusHcsre . CHCcToME MeHEIEMEHTa kavecTas, Tpeboaamrn ANR anef

PErYNHPOBAHKA
3 TepMuHbl W onpegeneHua
B HACTOALGM CTAHAAPTE NPHMEHEHE TEDMUHE ¥ onpegenasua no MCO 9000  MCO 13485,

MpAawounHE§-— Tepuaks, NpEERIeHHEE B NPUAGCEHAR A, WOHHD PECCHATHMEATE WO oW wE, TOrs Cn
OMpE LB A STAL TEDMANOE B DEINWYHEE HELR0HENSFB DEFYTHDYIULAT O0CYMERTEL MONYT OTMGAToCH APYT OT Apyra.

4 CucTémMa MeHeQKMEeHTa KaYecTaa

4.1 OBwwe TpeSonanun

MCO 13485:2003 Hagonna moguunHcErs, CHCTEMEB! MOHEQRMEHTE kavecTaa. Tpeboaanua onn
Uenen perynMapoaannn
4 CHCTOMA MoHBQMMOHTA KaYeCTEA

4.1 OBwme TpefoBanna

Dpeanuaauu donsna paspadameaans, AoORyWMaHTUDOGaMS, aMidpAms U Mod0aDwuaaETs 8 DaBoye
COCIMORNUL CUCITIOMY MEHBORMENTIA KENECITIES, B MaKke NOOGepNUEaNIE 86 DEIYNEMAMUEHICTIE @ CO0Mm-
@SMCMEUL ¢ MOESoaaNUAMY NECMORLIE20 CMandapma.

DpranuIaUna DomHa;

a) onpegenaTE NPoUeCccsl, HeolXoNMMENE ONA CHCTEMb! MEHBLXMEHTS KASECTRA, W MX NRAMEHEHNE BO
BLER opraswaaume (cm, 1.2},

b} onpesenaTE NOCNSS0EATENLHOCTE M BIAMMOOERCTEME ITHX NPOUSCCOR;

C) ONpeaBnATE KPATERHE 4 METOd, Heolxoguupe ANA OSeCNeueHHa PEIYNETATHIHOCTH KIK NpH OCy-
LECTEMNGHHM, TAX M NPH YNPABNESHHA JTHMW NPOLSCCIMN,

d) obacNeuHBETE HANMYNE DBCYPCOE M MHDOpMaLIEI, HEOEXO AWML ANA NOOOB DRI 3T WK NPOLBOC08
MR MOHHTODMMEA;

@) OCYLUBCTEMATE MOHWTORMNT, HIMBDEHWE W SHAMNWI ITHX NDOUBCCOBR;

| esviaimHRTs Qelcmeis, Heolrodimibg AN JOCMUMSHUR JAMTaNUDOSGaANNBE DEIYNBIMEMoe U Nod-
SEQEANUA PEIYALMATUEHOCTIL JMUX MpOUECEos.

OpranmaLra SONHD OCYLISCTONATE MEHEIHMENT ITHX NPOUSCCOS B COOTRATCTINN C TREBODaMIRAMI
HACTORALWETD CTaNgapTa.

ECns opraHiiauma pelwasT NepaaaTs CTOROHMHM SRIaHHIALNAM BINONHEH WS KEKOMO-NGo Npouscea,
BAAROLLGIG KA COOTBATCTEWE MPOTyELWA TRAGOBAMMAM, OHA QOMNHE OBSCNBUMBATE GO COOGA CTOHOHES KiH-
TEONE TAKOMO NEOUSCCS, YRPIONGHHE WM SON%H0 GuTe ONPENGNEHD B CHCTOME MEHBIHMENTE KEIYeCTES
{crm. B.5.1).

Mpumeysnms— B opousccs, HEOBLORMMEE ANA CHCTEME MORSLEMEHTE EAYECTEE, CRENYET BEAKATH
NPOUSCCE YNPABNSHSECO0E J8ATANLHOCTE PYL0BomcTEa, ofecne sl DEcyPoatl, NOUSCTN K IHBHHOTD WHEAS Npo-
AYELLAA WIS D HA

4.1.1 MoHaaNaeHT GO CTOPOHS ODIAHRIALWA IAXMOUABTOR BO BHOODGHWA 1 MOAOSDHAHKN B Dafouan
COCTOAMWM PEIYNLTATHEHON CHCTOME MEHEIHMEHTA Ka4NECTRA, NPEOHIIHASEHHOR ANa O5ECN SYEHNA NPON3-
BOSCTRG MEIMUWHCKHMX HIOeNHA, CoOTRaTCTIYWIMUWK TPEboaarmaAM NOTREGHTENA W PETyNHpYIoWHM Tpeboaa-
HMAM,

Opfanm3auia MoseT NOAAeHEHBATE B pABONEN COCTORMWM PEIYILTATHEHGCTE PAIPABOTAHMON CHETE-
Ml MEHEHMBHTA EAMACTES © NOMOLWBK CREVIOLIFE BULOE J8RTEMLHOETH:

- BHYTROHHEE 3YOHTON!

= @HANMIS CO CTOROHL PYKOBOOCTEE,

+ KOPPEETHRYIOWMX W NPaqynpesinanwis QeAcTamd;

« HEIABMCHIMBID BHALIMAY OLSHWOK.
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4.1.2 Nogoepwarmie & paloues COCTOANMY PEIYNETATHEHOCTH CHCTEME MEHEBOIMMOHTI KIYSCTDA,
TO 8CTe €@ cnoCOGHOCTH COOTBETCTROBATE TpeboaawwAw noTpelurenn u perynupyiowns TpebopanusaM,
IACTARNAET OPraHMIALMD PEIVNETATHEND POAMMDORATE HA:

- BaEiLHeG PANTODL, HAMPMMED:

HIMBHEHHE penynApyiowHx Tpeloparyi, aunouan cooblyerna of wHuMpenTax, obpatvan cafds C
noTpebuTanas,

- BHYTDOHHAS (DasTOPRE, HANDHMEP:

INMEHD OCHOBHOND NAPCOMANa,

IAMENA TEXHWYBCKAY CPEOCTR,

HIMEBHEHWE NPOUIBONCTEEHHEE NPOUSCCOR M JaMEHA OGODYNOBaHMA, BENOHAR NPOrpaMMHos obecns-
YD,

IAMEHA NPOTPAMMHOND 0HECNENeHHA, CRAIAHHOND C CHCTEMON MEHEONMEHT KAMeCTRd,

JAMEHA HASENHA, BEMIOYAR NPOTPaMMHOE obecneveHne,

4.1.3 K prgam QeaTensHOCTH NO nogaepsavdn B paboyes COCTORHMM PEIVNLETATHEHON CHCTEME
PGB RME TS KAUGCTRE OTHOCAT.

= YCTAHOBNEHAE W BHEJPEHWE NPOUSCCOa, NOIBOMAKLME JOCTHYE COOTBETCTEMA PETYIHDYRILAM TDE-
GoBEHAAM,

- NOCTOAMHOS NpMOGEOTEHKE M HCNONLIOBAHWE MHDODMALNK W O3HHBE, CAORIAHHBIR & By OICMANHY-
ThikH NPOLSCCAMA,

- onpageneHue HeobxoouMBX DECYPCOE M ODeCNeYerHe MMM, BENIOHAA YENOBEYECEHE DeCYPCihl M
pacypcnl MHGODMALMOHMOR CACTE ki

= DHECEHNE HEODXO0WMBIX HIMEHOHWA B CHCTOMY MOHELIEMERTS KI4ECTRA;

= NPUMEHEHWE TAKHY METONOB OUEHWBAMWMA, KK BHYTPEHHHE SYONTel B aHANKI CO CTOPOHE PYHOBOg-
cTBa.

PyRoBOIA LS YESAHWA MO BHOM QEATEMNHOCTH, CERAXAMHBM C By NOMAMYTHIME NBOUSTCAMN, HAND-
mevs B MCO 13485, nymxr 7.4.1,

4.2 TpebonaHua K OOEYMOHTALMA
4.2.1 O6wwe NnonomeHKR

HCO 13485:2003 Migenua MeguUMHCEHRe. CHETOMbI MEHEARMEHT KaYecTRA. TpeboBanua gna
USneH perynuponaHEn

4.2 TpoboBanWA K SOKYMEBHTALMWH

4.2.1 DBwmHe nonoXeHHA

Loy maoe TALMA CHCTEME MEHEIHMENTA EAYSCTES QONMKHA BRNCHaTE b oala:

A) OOoEYMEHTIANBHO CROPMNEHHEE JIARBNEHWA O NONWTHES ¥ ULENAX B 0BNACTH KIYECTES;

b) pywOoBOACTEO NO KSHECTBY,

£) AGKYMEHTHROBAHIHLS NPOUGAYDE B COOTBETCTEWM C TREGoBAHMAMM HACTORWAID CTAHOADTA,

d) poEyMEHTE, HEoEN0 M0 OPraHKIaUME ANA oBecnoyeHHA HDDOKTHBHOO NNAHAPOBAHWA, OCYLLE-
CTOMEHWA NPOESCO0D W YTIPIRNEHWA WM,

&) JANNCH B COOTBATCTEMW C TpeboBaHWAMA HACTORWErD cTaxaapTa (oM. 4.2 4);

N Ooyaud MOXYISSHTL, YRAIBNHEMD & HBLELO HANBMBE LU D02 UOMITBHBN HODMETIUE BN DOK yMEHITION.

Tam, ade & HACTCRLLEM CITaNdapme Fraiano, Ymo mpefosanua, npouedypa, Karaf-nudo Seamenb-
HOCITH UNY CISUUENSHOE MEPONDUAMLE oiaibl Baimb @ J0XYMENMUDOGaHE s, MOCDATYMESIMMICH, SN0 UX
maxke credyem esinoHams 4 noddepxusams @ patoyos COCMORHLIL,

Ama kawdozo muna wmd medemy eediyunesozs u3denus opeanuIaunus domena coddames u noddaeu-
G3ms @ palouen Cocmoanu hadn, codepraiyul uny udesmubuup Uil SoKyne TS, NpedemRuLLG
creyubukaLuL va MedulwcKos Lwidanue b mpefodaiun K CUucmoms MaqHadsiuarnma kavacmaa joum. 4.2 3]
2 SRy LEHTIE AOTKHE 30K ONpedanims NONHLG NPOUOSE UIZOMOANBHLA U, BERU HEOBXOAUAND, MOH-
Mk U OOCIyRUGEHLA MOOULLNCKDED EIOENUR,

NMpuweuBHM@

1 CTengts BOEYMBHTUPOBAHIR CHOTELM N MEHELEMEHTE KAYSCTES OOHOW CRIEHHIBUMA MOEET OTMWHATRCA OF
APYTOR B JEBMCHMOCTI OT;

;]. PAIMEDE OPrAMAISLWN W RIS SR TENHGCT

B) SNOMHOSTA M BIARMOASRETERA NPOUSEEsE!

£} SOMMETERTHOCTA NEpCOHANE.

2 OowyseerTe MoryT Gute 8 nobod @opue ¥ 18 MoGowm HECHTENE
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4.2.1.1 JosymMestvposasde NPoUaayp CHCTEOMB MEHELEMEHTE KI4eCTEa HEoDHogHMO ONA NDUMEHAR-
Milx Tpebosanni MCD 13485, ero pexomengyeTcR COMACOBLBATE C NONATHKDA opranuaausn 8 obnactu
Ka4ECTRA. BARHO IHATE, YTO CTRYKTYRA W VDOBAHE BT ANUIALMA NDOUSAYD COOTBOTCTRYET HyHAAM OpraHKaa-
LIWH W JABHCAT OT NDHMEHAEM B METOL0E, O TIKEE NPODECCHOHANbNBIX HARWKOD ¥ EBAMWDHEILWA NepCOHaNa
OPraMruIaLMe, BEINDNHADILEND YCTAHOBNSHHBE BUOL aeRTensHocTr (ca, OO 134835, nywsr 6.2.2),

ONUCAHMA NPOLBAYD MMM MHCTRYKLMK MOMYT GuiTs NPESCTABNGHE B TEKCTOROH, MPadUECEOn MNK
ayaMoBHIYansHof gopme. YacTo npocTol Halop niobpaseHHid MOXKET BRPaIHTe TREGOBAHHA TOMHED, YaM
noapobHoe onUcaHue.

4.2.1.2 [osymMenTrposasHsie NPOWSLYDL, BENYaA paboure HHCTDY LMK M MDadHSeCKMe MATEPHAN,
BonEr Gol T HECIOEH MK, OQHOTHIUHLEMHE B NOHATHREMK, YEIIuBaTh Ha NDAMEHAEM D METOLE W EDATE DM
COOTRETCTEMA TP2GoBaHMAM K CHCTEME MeHeEMaHTa KavecTea, [an e npoueypsl 00uMHD ONpagensioT
HECEXOOMMEE BGE SEATONEHOCTH W ONBCH BAKT:

= WTO W KEM GonsHD GhiTe coanans;

= TA8, KOTGA W KBK 3T0 SoNMH0 GuiTe caenano,

= KAKWE MATEPHANE, OBODYIOBAMNE W OCKYMEHTE SOMEHE DT MCNONBI0BAME,

= EAK OCYIBCTRNATE MOHHTODHHT M HIMGDeHAR,

= KBEHE HEOGXOOMME 3ANHCH,

4 2.1.3 [osynenTs CReayeT OUeHHMBATE MO PEIYNLTATHEHOCTH SOCTHASHUA CHETEMON MEHSIHOMEHTS
KES4ECTRE YCTANCRNBHHEX KPUTEPHEa 4NA;

= PYHEUMOHANBHOCTH,

= APYHACTBOHHOND WHTERDeRCa

= HEOBEOAMMLIX PECYPCOR,

= NONUTHEE 1 wened 8 ofnacty kadecTea;

= MHTEHDOACOD, NPHMEHRARMLY NOTREGATONAME M NOCTABWLIWKIMA.

4.2.1.4 DafinQna casgono THIE Wi MOQEH MEIHLHHCKOND HANENWA, KOTORLA RAENASTCA TReGoDaMnEM
HMCO 13485, nymer 4.2.1, MHOrga MoseT BMeTh PEaniyHEE HAMMEHOBAHKA [CM, npunosende A, Tabmaga A1),
Oavni Gann MoseT CoOOMpWaTe JOKYMEHTE N0 WINOTOANEHAI0 KOHKDETHOMD MEGWLMHCKOIT MAGENHA WK
SABATE CCBUNKY HI MECTOHAXIHLEHWE TAKAX SOXYMEHTOD, HANPHMED BEMCHAKRLAX B colin:

= CREUAAKILAN ChiDEA, MAPKADOBOK, YNIAK0B0YHEX MATEPHANDE, KOMNOHOBOMHBX YANOHD W MESHLHH-
MK HAGENMRA,

= ROMIEKTOBOYHLIE DEOOMOCTH,

= WEADTEMEW,

= NPOrpaMMEoS OBACNEYEHNE, BEMOYAN HCXOOHYI NEONPAMMY [0CNM O3 Q0CTYNHA),

= paloqdie HHCTRYKUMA, BEMKYEA PYKDBOOCTEO0 NG IKCTUTYATILME,

» AOAPOGHOE SRkCaNWE NPOUBCCE CTEPMANIAUNNM (BCIM NPUMAHABTCA),

= a0 KEEYNSCTEY,

= CIMCAHMA NPCLETYER HIrOTORNEHUAKOHTRONA MCNBITAHME,

= EPMTEPHH NPWEMEN.

4.2.1.5 Oosyments, sonaouwmecs Tpebosasnsen MCO 13485, nywsr 4.2.1, ABNAIKOTCA YACTLH CHETEME
MEHBOMMEHTA EBYECTEE, X HAM NPAMSHAIDT NPOUeIYPs YNPIONeHWA OOKYMEHTIMW W JENHCAMH
{ca. MCO 13485, nywnmea 4.2.3 n 4.2.4).

4.2.2 Pyeopoacroo no Ka4gecroy

HWCO 13485:2003 Magenwa MegvuMHckHe, CHCTOME MEHDOEMOHTE KavwecTea. Tpebonanwna
ANA Uenel porynuposaHHn

4.2.2 PyonogcTno nNo KavecToy

Opraqdiaums QomsHa pajpalorats # NoodepeMBate B pabodwest COCTORHMA PYEOBOOCTEO NO
EAYECTRY, COABDRaLGE.

) ofITaCTE MM RGN CUCTTIEME! MEHGOKMONTIE KTYacMad, Sxnrrywas nodpolnociiy U 0SocHoaa-
HUE MOBEI LCKITOWEHUT WinU HenpuMenehuR (ca. 1.2)0

b} QokyMEHTHPOBAHHES NPOUAOYDE, PAIpabOTAHHEE ONA CACTEML MEHBOMMEHTA KAHSCTEA, MK
COBMEH Ha HAX,

C] CNACAHHE BIAMMOOERCTENA NPOUSTOOE CHOTEME MEHEHMEHTE KIYecTea,

Pyoasdcmen no xkavecmdy e onpedenims crpysmypy OOKyMEHITON, UENONLIyaMe 8 CUC-
MOME MOMHEARMENTE KIVOCMEa.
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HacTomumd nognysst MCO 13485 He cOQueperT CNeUManbHb PYSOROOAUIHX YEIIAHHA,
Mpwvdsanide— QoRofHaTENsHAER MRSGREEEMA & DYROBOSETEAN MO CESNECTEY COBSpRMTER & [1]

4.2.3 YnpapneaMue 0OKYMOHTAMM

HCO 13485:2003 Magenua MeouUMHCEMS, CHCTOMEB! MOHOQEMOHTS KavecTea, Tpebopamua
ANA UenoR perynHpoBadnn

4.2.3 ¥YnpaEnewwe QOoKyMeHTAMA

OokysieHTaMK CHETOMB MEHOMOHTA KAYSCTEA HEODXOAMMO YNPARNATE. 3ANKEH — CNeLHANbHER
BH QOKYMEHTOR, W HMY HAOD YNPAANATE COrNACcHD TReloaanMuaM, NpUBEaeHHLM § 4.2.4,

Ona onpaganauwy HEoGRoAMMBY CRE0CTE YIRS RMNeH WA A BuTe paspaboTana A0y MEHTHROBAN-
HAR MOWBAYDA, MOy VAT K LA

a8) NpoaapRy U ymaepadenue SoXyMENTIOR Ha adexEaTINOCTNE OO0 UK SbiTycKa;

b) ananud W aKTyaRnA3auwa, No Mepe HeoBxXoOMMOCTH, W NepeyTESRWIeHWNE SOKYMENTOSE;

C) obeCnedeHne AOHTWDMESLMK HIMAHEHWA 1 CTATYCA NBDECMOTRA HOKYMEHTOR,

d) ofeCnEYeHng HANWYHA COOTBATCTEYKNUAX BODCHA A0KYMEHTOD B MECTAX HX NDMMEHEHAR,

@) obecneveHne COXPIHEHHMA JOKYMEHTON YETIHMH M NEMKO MOeHTHRMUMPYEMBIMA,

f) obecnevenite MaeHTHRUEAUMK QOKYMEHTOR BHELHEIND NPOMCXCEOEHHA H YNPABNESHNAE WX Paccen-
KO,

g} MPeOOTERPALIEHHE HEMPEQHAMEPEHHOND HCNONBIOBEAHHA YCTAREDWE OOKYMEHTOR M NPAMEHEHME
COOTEETCTEYIALER HIEeHTHDPHEILMM TAKMY SOSYMEHTOR, DCTIBNEHHBIX ONA KILHX-NUED Lenen,

Opaanuzayun Jonena obecnevwUaams BHANUI U ymMespaienus UIMeHeHUD 8 doxyMenmax nubo
BOIDRHOCTIHBI NULOM, PMespedasi/ud MepaoHaIuanshienl doxysanm, MuGo Spy2uM CReLUANEHD HA3a-
YEHNEM JOMEHOCINGM TULOM, UMERSILUM JoCMyN K COOMaamomeyowed ucxodnod uwhopualuy, Ha
OCHOGRMUL KOMODOH NPUHUMSSMCR DEWaHLE,

Opeanurayud donsna onpedanames MEPUSD B0eMEHL, & MEVEHLE KOMOPOSD CRedyem XDamurms He
MOHeS G000 KON FCMapDeaiuux Doy imup ol SoRyMonmod. Ha mom nepuod dommot Swmb ofecme-
WM JOCTTTYN K JoKyMBNTIaM, & CODMeamcMany ¢ ROMOPRMU MeduiuHcRoe uIdane elmd Usomosnano u
LCTEMAaHG, & MEYaHUE, MO KPaiHEd Mepe, COOKA CiTymisl MEOULILUNCKOS0 LIDeNUR, ONpedanenoa0 OD2aHL-
IAUUED, HO HO MOHSE COOKE XDANEHUR MOBOT UMo20eod 2aNucy [ox. 4.2.4) UM COZNACHD PESyRUupD oL
Mpefoaaua,

4.2.3.1 Cnomowss CHCTaMB, Pa3paBoTanHoR 4NA yIIDABNEHMA BHYTPSHHRMMN M BHELLHAMA DOKYMEHTa-
M, MONHO NPH HEOBXOJHMOCTI

= ONPAAENATE OTEATCTROHHOCTE 33 PAIpatoTry, 0OobpeHHE M MAQAHWE SOKYMENTOR,

= ofecneyHBaTe BLICTPOS MILATHE YCTAPEBIUME KONHA YNPIBENAEMLN JOKYMEHTOS,

- ONpAAENATE CNOCOH PErMCTRALMN K YTEADHMOEHMA MAMEHEHWA B QOKYMEHTAX,

= PAANMYATE YIDABMAGMEE W HEYNDIRMAGMEID [OKYBHT k.

CHCTEMa MeHLIEMEHTA KEYBCTIA NOMOTIET TR MIEHTHDHLHPOBATE NONYSATa R KONWA yNpasnAe-
Rl X muamﬂu-

4.2 3.2 [okysiEH Tl MOXH0 AHANHIMDOBA T HBCKOMBOD DAl HA NPOTANEHNE BOBND CHOK HX CYWBCTROR-
MR, DCNEOCTONE, HANPUMEn:

= OPrasHHIauWCcHHLIX HIMEHEHWR, JaMEHE NePCOHANa MNK oBopyYaoBaHKA,

- GERTEMEHOCTH MO aYaWTY,

= HOBBX NEMOBPETEHMA,

= paFpaboTHH HOBLN HAOENMA, BHEQPEHMA HOBBLX TEXHONOMMA WK NPOTPasMMHLE CREOaCTE;

- Tpeboaaril CHCTaMb MAHEDSMEHTA KAYACTER OPrAHMIALMH O NEPUO fWYacEom NpOBa G aHInM AHAN NS,

4.2.3.3 BoindnHoHud NPoUSTyD YNPABNSHHA JOKyMEHTIMA MONHO 0E33ATE CONBACTBHEe, paipaboTan
PIOCTOR YR CTRYCTYDY [N GOy ST, DXOARLWE B CHCTEMY MOHGIHMEHTS KIYSCTES OpraHM3aumW. B mas-

HislX NPOLBAYPAX PEXOMEHYETCH ACHD YKAILIBATE, KAKYIO WHOPMALIIO N0 YNDABNEHMKD 0Ky MEHTAMN CNeay-
BT BIMIOYMTE B KRALA KOMKDETHEIR QOKYMEHT, HAMNDUMED!

= HAWMOHOBANAE W OGNacTE NPHMEHENARA,

= NOPRAOKDBEA HOMED,

- ATy BEMyCKa/0aTy BCTYNNEHWR 8 Chy,

= CTATYC PEOaKLine;

= ATy NPOBegeHHA JHANHIE WK YacTOTY erp NPoBEneHHa B JABWCHMOCTH 0T TpelonaHii CHCTEMb!
MEHESNMEHTS KaYeCTES,

- BaHHbié O NBPECMOTRE,
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chggeHia of aBTopE UMK HHWLHATODS CONTaHHA;
caagenna 00 onoGpnaenHx) nWus{ax),
ceaneHus of nagaswesne) nvueiax);

« CREOBHWA O PACTPOCTRAHEHAM,

- CHEOSHHA O HYMGDALWA CTRaHML

= CNpASoYHBIR Galn (NpW HeobxonumMocTi).

4,234 INeXTpOHHBIE JOKYMEHTE — JTOCNOWHARW MOCTORRMD PaIBWEIIDLAACA OBNacTe. HaywoHans-
HisHE 14 DEMMOHANLHEIE HODMATHENES BOKYMENTE W DYROB0ACTES MOMYT YCTAHABNMBATE TG0 AHIA K J0KYMEH-
THRODAKHLN NPOUSOYPaM, NDEOHAIMAYEHHEM CNEUNANEHD ONA YNDADTEHAA INEKTDOHHBIME JAMHCRLMN,
BEMOHAR GOCTYN, XPpaHeH ke, BOCNPONIBENeHWE, YA0G0UMT 3EMOCTL, BYANTOPCKAE I3XoMEHIA 1 (NpH HeoBxo-
AMMOCTH) INEKTPOMHLIE NOANWCH.

4 2.35 Tpebosanwen MCO 13485 « opranuiaymMAM RENAGTCA PACCMATPHEIOMOS B 7.1 ONDOSENSHHE
Ccpoxa cnysBel KE00ro MEQULMHCKOND HIOenHa,

Mp# oNPERBNEHNK COOKA XPAHBHHA KOHEKDETHOTD QOKYMEHTE CRBayeT YYHTHBATE:

= ANATENBHOCTE HAXOHISHRA HE DBHEE KOHEDOTHOND MEOHUWHCKOND HAAENMA;

= NpAB0BLIE ACNEKTH, BLIOYEA NPaBoRYID OTBETCTREHHOCTE,

- HEOBXOIHMOCTE MK LANSCOOGAIHOCTE HEONDENANEHHD QONMOND CPHOKA XPaHEHRA JOKYMEHTOR;

= COOK XpaHOHKA JANWCOEA, CEAIIHHBIX C YIOMANY TN QOKYMEHTaMH,

» QOCTYNHOCTE JANACHEY YAcTed ANA KOHKDETHIND MBSHLMHCKDND MISENWA,

4.2 36 OpradnIannn GormsHa XpaniThs e MoHEe OCH0M 0oNNE YETADEEWMY yTIDABNAG M GOKYMEHTOE
B TE@kie XOTA G MUHHMANBHOND CPOKD XPAHEHAR, YCTAHOBNEHHOIO DEry NHpYIoLWLIMA TpeGonanrame, Poxo-
MEHIYETCA TAKNE XPAHHTE YCTAPEBIUME SOKYMEHTE B TEYEHWE BCAND BpEMaHH, HeoBXoarMOro A NoHNME-
HHA COABPEAHMA JANUCER, CERIAHHLE © AaHHBIMKE AoKyMEHTaMMH (M, MCO 13485 nyHrT 4.2.4).

Tpetosardenm MCO 13485 onA opradnIauWa ARNASTCR ANPHMEHEHRE COOTDSTCTRVIOWER MasHTwh1xa-
LMss YCTAPEBLME JOKYMEHTOD, TAKYHD MOBHTHWEHEIUWID MONHO OCYILECTRNATE KaK (hHIM-eci (C NoMOWEK
LITAMNE COMANMIALWNA], TAK K C NOMOWEK INEXTPOHKEY CPAgcTE (B xDMNL0TEpHOR BA38 DAHHBIN).

B MCO 13485 paccMaTpHBat TCR BOIMOEHOCTE HAMWHHA B HALMOHANBHEDY MM DOIACHANBHBX HODMA-
THBHBX SOKYMEHTAX CEUHANLHEX TREGORAHWA K XDaHSHWD QOKYMEHTOR, YCTAPE B NO NPWYHHE HIMEHE-
HHHA, BHECEHHEIX B MESHLMHCKHE HIAENHA HNK CHCTEMY MEHEOMMEHTA KAHSCTES OpranMaaumy, Dpransiaumun
PEKOMEHAYETEA YETAHOBWTE PhiHKH COBITA, K EOTODLIM NPWMEHMME TAKNE DAY NHDYIOLLSE TREDOBANHKS, M pad-
paBoTaTe CHETOMY XDAHEHKA YETADHHLLIWN QOKYMEHTOD B TEYEHHe HEOBXOMUMOND CROKa XDaHEHA.

4.2.4 Ynpapnewse Janwcamm

Ll

HCO 134852003 Hagenwam sMegWuWHCEWE. CHCTOMBI MOHEOWMEHTE KavecToa. TpoboBaHWR
ONA UaNen perynipoBanEa

4.2.4 ¥YnpagneHHe IaNHCAMMK

JanucH SOMNHE! BACTUCE M NOASBPAMBATLCA B PAGOYEM COCTORMMIM ANA NPEAOCTARNGHMA CBWOS-
TENLCTE COOTROTCTRHA TREBOoDaAHMAM W DEIYNETATHRMOCTH VHELMOHREOBAMMA CHCTEME MEHEIEMOHTE
KaMeCTEd. DHKM J0NHHE OCTIRITHCA YETHHMM, NENKD KIeHTHEWUMPYEMEBMY W BOCCTAHARNHBIEMBIMM,. Cne-
AyeT paipaloTars QOKyMEHTHROBAHHYIO NPOUESYPY ANA ONPefeneHHA CPBACTE YNpasneHun, Tpabyemuix
NEW WAEHTHDMEALIAN, XPAHEHNA, IBUWHTE, BOCCTAHOBMEHWN, ONPEIENEHMH COOKOE XDAHEHHR H MILATHN
JANMACENA,

Opeanuzaiun JomaHa XpERUTS JAMUCY 8 MaYenue, 1o Kpained Mepe, cRoxa cywibl MeAUYUNCKO20
uadenus, onpedensHHO20 OPZAHUIBLUEE, HO HE MOHEE DY X NBM € MOMOHMA BLNTYCKE MOULLHCKO20 U300~
MUR ODSARUISUUESD WY 8 CODMSRMEmaUU ¢ DESyNUDYIoWLMU mpclosamuman,

4241 Kawoan 3amices MomaT DeiTe OTHECEMA K OHOM M3 CREOy0WMK KaTeiopaR:

il = JANWCH, DTHOCALMWECA K NPOSKTHRGRAHMI H HIMOTORNSHNID BORK e IWLMHCKAX HIDBMTHA EOHKDETHD-
ro BMga;

b — 3anWci, OTHOCSMEEA K HINOTOBMEHIMID MK DACNDEQANEHRI0 KOHKDETHOND MEOBLAHCKOTD HI0aNWA
HIN# MEERTHA MELMLWHCIAX KIGENWRA;

C — 3ANWCH, WUMGCTPHPYRLWE DE3YNETATHEHOCTE KOHKDETHON CHCTEMbl MEHBNMEHTS KINECTBa
[3aMech CHOTEME MEHGINMEHT KENGCTEA)

MoHATHD, YTO IANWCH KITETORHA 3 W D CRAIHL HENOCPAOCTHEHWD C EOHKDETHEMK MEJHLHHCEKAME HAD0-

MHAMK, JENWCH EATETOPHMW 3 PEXDMEHIVETCA XPaHHTE B TEWaHE, N0 KpaRHER Mepe, CPoka cnyxbsl MegruwMH-
CHOMD WAOBAWA A0 TeX NOp, NOKE We JAEOHYHTEA CPOK Chvwbel ROCHBAHEND MOGULWHCKOMD WaAGeAKA,

i
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HIMOTOBRNEHHOND NG EOHKPATHOMY NPOEXTY, 3ANACH KATEroPIH D DEEOMEHIYETCA XPaHHTE B TEYEHNE, NO KpaiR-
HER Mepe, Cpora chysbtl KOMEPETHOR NAPTHM MESHUMHCKMY HIZEMWA,

4.2 4.2 HexoTopsd 3ANWCH MOTYT MMETE CPOK XDAHAHHA, CEAIAHHLIR CO CROKOM CNY=bE KOHEDETHOMD
MEQHUHHCEOTD HARENHA, HANPHMED JANUCH O KANKWEPOBKE MEOMUMHCEOrD MASENHA K oDyeeHuH Nepcosana, B
APYTHE CIYYAAX 3ANWCKH MOryT BoiTe HENOCPEOCTEEHHD HE CBAIANL CO CRORDM CNywbs MeJALUWHCEOND Hane-
MHA, HANPUMED 33NUEK 08 aHANKIE CO CTOPOHL! PYKOBOACTEA, By TREHHEM ay auTe, MHPACTRYXTYDE, OUsHs-
BAHHK KOHEDE THRX NOCTABLWHKOE W 3HANKIY SaMHei. B amvx cmydanx MCO 13485 tpelyar o1 Opranaiag v
AREHTHWRHUMPOBATE HEOBXOOMMEEA CPOK XPAHEHHA JaNUCed, NP YCTAHORNSHAW TAXIND CPOKR DPraHMIaLWH
PEXCMEHIYETCA NPUHMMATE B PSCYST HAAHAYEHME KOHKDE THOMND MeQHUMHCKDTD MAOBMMA, DHCKM, CERIAHHLE C
B0 NDAMEHEHWEM, CYLIBCTAVIOUWS JAMMCH M NPHMAHMMES DErynupyiownse TpeboaaHm

4243 3anvcH poEoMeHIyaTCA XPaHWTL 0 GeI0NaCcHOM MECTE, JFLULMILIEHHOM OT HECAHELMOHHDDBAMHD-
rg SOCTYNE W BOIMOMHOCTH MIMBHEHHA, 3anucH onsHel GuiTe NpPAaBUNsHo HaeHTwhuuMpoaan, cobpansl,
APOHYMEDOBAHE], JAPEMCTDMDOBANE W COXPAHEHE, A TAKKE NPH HECBXOOMMOCTH NErKOAOCTYNHLL, 3anKca
RACHCHO NOSHIATE WM KONHPOBATE B MoGoM yaoSuom BAne (HANDHMGED B B0 NI THOR KON HITA B 2N0KTR0N-
HoM prge), Mpe pacCHMOTPENWA CRPOKS XPaHeHHA W OCTYNHOCTH J3NUCER, XPaHAIWWICA B INSeKTPOHHOM Biage,
CNeOYET YHHTLIBATE ABMPASAUMD ANEETROHHBIX QaHHbIX W HE00K0GHMMOCTE MMETE COOTRETCTA YL B8 annapar-
HOE M NpOrpaMMAoD o5ecnBueHMe ANR NOMYYOHER QOCTYNE K KoMK THESM JANWCHRN. KONMH 33NHcei QonsHe
CONBPEATE BL0 WHDOPMALWID, COOBPAUNYIICA B OPANMHANGHE Y JINWCAX.

4,244 NanHee, BHOCHMBIE OT ByER, S0N%HE GbiTe HECTHRAEMEIMH H HECMLBASMBIMK, THUaM, BHOCA-
MM DASDELUEHHEIE QAHHEIE B 33NHMCE WK 33BEDAKLIAN TAKWE GaHH:E, CRaAYeT JeNaTe 370 pasbopyHBkb
MG PROM B NOATIELHOATE DHECEHAE HOBLIX J3HHEX NPOCTI0MEHAEM DI, MO NACHED MTH 80 IBHTANEHTOM,
@ TaKxa garof.

Urohe NpasifibH CABAATE 3AMACE, HyRH0 CREE0BATE HMKEREPEYMENSHHLM NPOLBAYDAM [BCEMM Ak
ugnecoobpaiks )

= PEMMCTPHPOBATE QaHHLIE W DE3YNLTATE HAbMoJeHud No Mepe ux NORBNEHAR,

- Wit JATHPOBATE 3aNHCE BONoE paHHMM WK NOJ0MAM YHCHoM, YEM TO, KOMGA OHA BRINONHABTCA;

- W WCNONBIOEATE BATY, NOGNHCE KNK IKBHBANSHT NOQNWCH APYTOD MWL,

- JANONHATE BCS NONA WNK MPade MR HANKSME KOHEPETHROR GOpME JaMMcK;

= NPHBOOHTE COBIMKY HA WEXOOMBI0 OaHHED MW MEREOIYE SIHMEE 1 HMOTE KONMED 3ANWCH NEpESanas-
MK DaHHBX, JABSQEHHYED ODYIHM YIONHOMOYEHHBIM NULCKH;

- BEPMEHLWPORATE NONHOTY U NPABRNEHOCTE BCEX JAHHBIX,

= HYMEDODdTE CTRAHHLE ANA DeMOHCT DALMY JABSDUGHHOCTH JANHCH.

4.2.4.5 EcnuB3anvcil COoRasa MK DR Cwnbaa, pexomeHaye TCA MCNpaanaTsL &e Tak, wTobs nep-
BOHBYANBHAR JANMCE HE NOCTDAaZANa, a MCnpaenerne GulNo JATMROBAHG M JaBnIMpoaano. Ecnu uanecoob-
PaIH0, PEROMEHIYOTCA IADErMCT DAPORATE NPHYHNY HCNPaDNEHHA. MPW HCNONEI0EaHAN ANTETPOHHONA GOPME
IANWCH BIMECTD 3aNHUCH HA ByMamHOs HOCHTENE PExoMEHIYETCA (A8 3TO BOAMONHD) BETCHATE B YTIOMAHY The
INSKTROHHBE Gopusl oBRIATEMHLIE CHCTEMHEE «CNeds® ONA AYANTa C OTMETHOR BPEMEHH BHECEHIRA
HENPARNGHIHA SR NPOCHBMMBANMA HAMBHEHWA 3annck. Taxwe «CNafise AN ayANTa WOFYT BRAGYATE B C06A
MM TR0 DOIDELUIGHHOND NONBIOBATENR, WHOODMILINED O COILAHMN JANWEN, 86 YOANGHAW, MOIWDH-
LW HCNPanNeHWN, CORIAK C OPYrWME 3aNECAMA, BReMA W ATV, NDUHATEE JAMEYaHRA.

42468 OpfavMIsuima MOMST TAKKE HMETL ANbTEPHATABHEES BOIMONMMOCTH BOOSAS BANHEY [aHHRY B
SNEKTROHHDIS TRMACH, HaN

- SPWTOE YNONHCMOWEHHOS NHLED C JBPEriCTDHPOBRHHEIMN HMEHEM W MOBHTWDUKSLM0HHEI HOMEDOM
MOMET BEPHGHLMDOBATE BBOS AAHHLIK C KABMATYDE C NPOCTABNGHAEM BOOMEHA W TaTH WX

- CHCTEMA C NPAMbM COODOM Db MOMET BiNONHATE BTORYI0 KOHTPON LYK NPOBERKY, 4TO ARNAGTCH
SFCTERY GYHRLMOHANLHELX BOAMORHOCTEN CHOCTEME.

OpranniaiLa JOMHE BHEPWTE CHETOMY OBACTIEHEHKRA COXPANHOCTH SNEKTHOHHLI IBMMCEA M 3B TR
HX 0T HECIHELMOHHDODIHHGND BDOAS QAKX OENAcTe INEXTROHHLIX JANWCEHE ABNRETCA CRONKHON W NOCTOAN-
HO PalgMBaDWeAcH, HausoHaNLHLE W PErHoHANLHLIE HODMATHRHLE QONKYMEHTE W DYKOBOOCTEA MOMYT
BEIAWIATE TREGORAHMA K ODrAHWIALMAM YCTAHOBWUTE OOKYMEHTHDORANHLG NPOUSTYDL COHELMANEHD GNA
YTIDRIBEHERA SEKT POHM BN IBNHCAMK. ITH NPOWEI YD MOTYT DRI04a T B osla (npy seobroqmMocT) AoCTyN
K JANMCHL, HX XPAHEHHE, DOCN DO ID00MMOCTE, faIG00HHBOCTE, HANWYHE AYWTODCKHX £CNEN0E® M 2MEKTHoN-
HBIX NOGMNHCEA, HO HE OTPAHNMMBATECR YRAISHHEIMK NPOLEYPaMM,

4247 Mpy onpagoneed CHOKE XDaREHWA JaNHcER DEXoMEROVITCA, PO CROKa CIyw B KoMK THO-
Mo MERWUHHCKOND wagenaa (ca. WCO 13485, nogpasgen 7.1), pacCMaTPHBdThE TAKWE NPABOGLE CTEKTH,
BRIMICMAA KPHAMECKY R0 OTBETCTBEHNOCTE, W HEODXOGMMOCTE WK LENnecoobpaIHocTs HEON DELeNeHD oMo
i NPAHEHWA JAANCEM,
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5 OTBeTCTEEHMHOCTL PYKOBOACTEA

5.1 O6a3aTenLCTHa PYKOBOACTES

MCO 13485:2003 HMagonwa sMegMuMHCKWE, CHCTOME! MOHOOMMOHTE kavecTeEa. TpoeboBawMa
ONA Wened paryndpoBadHa

5 OTECTCTEOHHOCTE PYKOBOOCTER
5.1 O6a3aTeNLCTHA PYROBOSACTES

Barciiid pywododcrmas opeanuaauuy oMo nodimesDimdants CaoK MDUESSHNaHMOCTS Daipabomxe
U SHEODENURD CUCTIEMS MEWESRMaNITE KaYaomas. & macwe Noddensarund 08 PaIyNbmamuaHocmil
MoCoaaCIEOM:

a) SoseneHNS 00 CHENSHMA ORTRHNEILWE DINHOCTE Dbnanseusd Tpelonanei noTpefuTans, a Tamke
IANOHOAATAMLHLY W CORIATANLMEY TROGOaAMHWA,

b} paspaboTid NONMTHEM B OBNACTH KAYGCTED,

c) obecnguenuA paspalbomm yened B oBnacT KawecTaa;

d) NpoBGOEHHA AHANKIA CO CTODROHE PYKOBOALCTRA,

a) ofecneqyerina HEoBXOaMMBIMK PECYRCAMI,

Mpuseyssue— B sacmoswes cmandapme pEIyRUDYO LGS MPelosasia 02penLMHLE Mol G830REC-
MR U QYRR MU DO AN UG M KONMEDE MS0p0 EeduuuRenoso uadenur

BaskHo OTMETHTE YOUNaHKE DOMH DYEOBOACTEA OpraMkaas (oM. MICO 13485, noapaanen 5.1), koTopoe
Npkagano obecneunTE: PEYYNLETATHEHOCTE CHCTEME MAHBIRMEHTA K34ECTER NPW BHENONHEHAK PYROBOOCTHOM
OprasuiIaurH BaATex obasarenscrae.

OfA3aTeNLCTES PYROBOOCTEA OPIIHHIAUAM MAXOOAT CROM OTPANGHWE B SOACTRHAY PYEODOOCTES.

YUMTLIBEA, 4TO CHCTEMa MEHEIEMEHTA KEa4YeCcTea NpeJCcTaansaT cobol COB0RYNHOCTE BAAMMOCERIAH-
MY NPOUGECOE, PYRDBOOCTEY OpraHMIAUMK DEROMEHAVETCA OBSCNEYHTE PEIWVNLTATHEHOE (yHEL WDHMDOBI-
HHE 3THX NPOUSCCoE,

OCobos BHUMAHWE CNOAYVET YABNMTL

« PEIYNLTATABHOMY SOCTHMEHWD JANNAHAPOBIHHLI PeIYNLTATOR NOCOAACTEOM OCYLSCTRIEHIA
NOCNABA0EATENBHOCTH BIAMMOOSRCTEYIOWMYE NPOUBCCOE;

« SETKOMY ONPEISN0HND BX0500, DHI0D JEATENHHOCTH W BUXNOL0E NPOUSCCOR, 3 TRKES YD DNeHW0
HINA

= MOHATODHHTY BXOQ0E M DR EX0O00 © USNLK BEDNHEKILMHA BAXHMOLEACTEHA ¥ PEIYNLTITHESHOMD yHE-
LUHOHWDOBIHWA KOHEDETHBIE NPOUSCCDE,

= MREHTHRUEALHN ONACHOCTEA M YNPIBNAGMEY DPHCKOD,

= MPOSESEHHI0 BHANKIA JaHHblX ANA obnerdelws 0DRIaTENLHOND YNYNWEHWA NPOUSCCos;

- MOGHTHOUEALUMK ML, OTBOTCTEOMMEYX 38 NPOUSCoR, 8 TAKKE WX NPa W OGAIAMHOCTEN;

« PYEOBOOCTEY KaNObIM NPOUSCCOM QN QOCTUHEHHA 8r0 Uened,

5.2 OpuoHTaUKWA KA noTReSHTeNR

MCO 13485:2003 Magenwa smogMuMHCKWE, CHCTOMBI MOMOOMMOHTE xavecTBa. TpoeboBawMma
ANA WeNoeR peryndpoBaHMa

5.2 DpuenTaywa Ha noTpebuTens

Pyrogodcmeo opeasuzayuy domwmo obecneuraams onpedenerie U asnomkarue mpeboaanud
nompaumens (cam, 7,270 82.1).

B MCO 13485, nogpaaqen 5.2, nogHapeiyTo younaHwa OTRSTCTEEHHOCTH PYNOBOACTEE OPraMM3aLMY 38
onpegeneHve Tpebosarvi noTpeburens W obecnewerne ROODXOaHMEX PECYRCOD JNA YA00NG TEODEHWR 3THX
TpebopaHyi HeIZBUCHMD OT TOMD, KTO M3 NePCOHANA OCYUWECTENAET B HBCTOALHA MOMEHT BIAHMOOSACTEME C
noTpebutanes. Kolepa THsE HANPABNSHHA ITOM NPOUSCEa M. B MCD 13485, nyeTel 7.2.1 W B.2.1.
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5.3 Nonwrvea o obnacTd KAa4ecToa

HWCO 13485:2003 Magenna mognunHcEns, CHETOMbI MOHOORMEHTS KaYecToa. Tpobonanma ona
WENOA PpEryndponanHEn

5.3 Nonwteka B oGNACTH KaYeCTDa

PyEosoAcTes ORTaHMIaUME A0MHHG 05BCNEYHBATE, YTobL NONHTHEA B O5NACTH KAYSCTE:

@) CoOTReTCTEODAN LWOMNAM OpranHIa0NHN;

b} axmovana o6R3amensCmeo COOMEeMeMEnsams Mpeboa AHUAM CUCTIEME! MENSIMMEHNTIE KBYET-
maa U NoddepRIeams 68 PEAYEMAMUEHOCTIE,!

C) COANABAND OCHOBE OMA NOCTAMOBGE M AHANKIE LWONeH B OONACTH KEYeCTED;

d) Bwina QoBegeda 40 CEEeOeHWA NePCOHANa OPraHHIaLWH | NOHATHE Guy,
€) SBHANMIMPOBANACH HA NOCTORHHYID NPWICOHOCTE,

MenvTees 8 CBNAcTY KE3YECTEA YCTAHARNHBIET,

- ohR3ATeNLCTEA B OONACTH KAYBCTEA M NOCTORHHOND YNYHLWEHWA DOIYNETATHBHOCTH CHCTEM b MEHa -
MEHTE KS4ECTEA C UeNLD yaoanaTeoperus Tpebopanni notpebutens u perynmupymnx Tpeboaamma;

= YCNoBMA, HeoBxoamMMule ONA PEINHIBLMA Lened B oBnacTy Ka4ecTed,

- BIAMMOCEAIL MEROY UENAMK Opransiauwt v Tpebosanname noTpeburens.

MarsTHey Oframd 380 MM 8 O6NSCTH KAYSCTES BAMHG PECCMATRMERTE KK SACTL OBLER NOMMTHM SpFaHK-
UMK, CEAIAHMON C 00 0BRIMN ONOPALMAMM (HANDANED MAPKETAHIGM, MBOLCAMN, DR HCIMN) W oGeCnEqmN-
BI0UEN X COTNACORIHHOCTE M BIINMIYIO NSNS Ry

CpraddIanua QonHa CornacoesBaTs NoNETHEY & oBNacTy KadvecTasa co CEoMMW GhRIaTENLS TEAM N0
E34acTay M OGLIMM NPESCTARNGHASM O IHANGHAN KAWOCTES QN NPEANBHHIMATENBEX0N OGATENBHOCTH Opra-
H3aLME W noTpeluTenc,

OoxymenTansioe oopMieHre NoMMTHEH opranm3auqd 8 obnacth savwecTea cw. 8 MICO 13485,
yHeT 4.2.1.

O feoscTRaUMA HIMEDEHWA BHOADATE CEOK NONHTHEY B 06MacTH EAYECT B OPTAHMIALNA GOTsHa
YETED MaeHTHEWUMPoBaTE obuwmre wenk B oBNacTy ki ecTRa ¥ CPepe CoOe R NPEONPHHMMATENBCEON 10 ATE M-
HOCTH, HENOCPeACTBEHHD CBRIAHHEIE C ODraHHIAUMeR U NOTPEsHTENAMKE 88 NPOIYRLHMM.

O6A3aTENLCTES PYKOBOACTES OPFAHMAALMM NO OTHOWEHMED K NONKTHKE B o6NACTH KA4Y8CTEA GOMKHE
Gl Tl CrB D8 b, SR AT e 1 PO 3N T TBHG [ CDE 0 Hid S0 G006 HRA NERCOMANS Opr A IaLWA. Hanpikeep,
oEHapOgO8aHHAR KONHA QOKYMEHTS O NONWTHKE B OBNACTH KANSCTEA, NOANKCAHHAR PYROBOOCTEOM OpraHWIa-
Libbi, ARNMAETCH OAMAM M3 CROCOG08 MPOABMOHCTPHRORATE 0BAIATENLETEA PYKOBOSCTEA N0 OTHOLENWIO K ap-
COMANY Oprakmasaind W noTpebuTannm o Npoayauye, Qpyes CHocoBoM ABNAGTCA NPOLCTARNGHWE W
oBCyHOeHWE NONUTHEY B 0BNACTH KANECTER HA COBPaHUAYK, NPOXOOA LMK BHYTPH OPraHM3IaLMH B TEXEHWE roga,
OEA3aTeNLCTEA PYROBOACTEA ORrAHNIAUMH HAREONSE OLEBIGHO DH PANAN TER B 6O PELMEHUAR N DBACTBMAK.

Bétk NapCOoHIN O EHHISMA DONH0EH NOHWWE Te NOMRMTHRY OPraHABLIWH § 0GNICTH KAYSCTE W &0 BIWA-
HWE Ha AEATENLHOCTE OPraduIaumny, PyKoBoacTeo Oprandiaumni Sonmms ohecneysTh NPUHATHE DEWeHMA ND
FIEHAMMGHEHMID MBTOROE, & ROMOLLK KOTODL AGCTHIBOTER TAKOE NOHMMAMNE,

MNonuTeey o oBNacTH E34eCTEa HEOBXOOMMD NePHOOMYECHH 3HANMIKDOBATE ONA TOro, YTolsl onpene-
N T, HACKEONLED TONHD OHA OTPAXAST TeXYLME 1 MODANLHLE LENW B 0bRACcTH KBYECTES, NPHHATRE ODraHH 8-
LHEA. 3TH SACTEHA BuiNONHAKTOA BO BREMA AHANKAA CO CTOPOME DYEOBOACTEA B CODTAGTCTREWA & MCO 13485,
nogpaigen 5.6.

5.4 NnaHApoBIHAE
54.1 Usnm o oGnacTe kasecToa

MOCT P WCD 13485:2003 Migenus MeAHLUMHCKWE, CHETOME! MBHEAKMEHTa KayecTaa. Tpabo-
BAHHA ANA UENGH POryNHpOBAHWA

5.4 NMnawvpoBanue

541 Uenw & obnactm kavectaa

PyeopogcTeo opraddlauMy gomeHo obecnsunpate, 9Tobs wend & obnacTy KayYecTea, BLNOYan Te,
KOTOPGIe HeoDXOOMMEl ANA BRINCNHEHKA TReBoaansl Kk npogyume (oM. 7.1, nepesucnenme aj, Bunu yoera-
HOBMEH B COOTRATCTEYIOLWMX NOAPAANENEHHUAX M HA COOTBETCTBYIOWMX ypoaHax. Liens s oBnacTu kayecTea
fonxt GoiTe HIMEDHMBEIMK W COTNACYEMBIMK C NONHTHKOR B onacTH xavecTea.

10
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Ana Toro, ytolsl nonvTHEa opradm3agsy 8 olnacT KavecTea Guna peIyNbTATHEHOR, PYEOBOACTRO
OPrasAIaLMe JOMKHD YCTAHOBWTE RCHEE yent B obnacTy kavecTes. PynoaoqcTeo opradmniayny He obaiano
HEMNOCPAACTEOHHD BRNONHATE BAE SERTEMEHOCTH, HOOEROONMEIE ANA OOCTHREHMA NOCTABMNEMHLID LSNSR,
HE OOAAHG HECTH 18 370 OTBOTCTEEHHOE L.

Mpw yeTanoanessy yened 8 oBnacTi KAYECTEa W CBAIAMHLIN C HUMH 33084 08uMHO ONPeaens0T BRaser-
HisbE PAMEH AR PELIBHKA 3THX 38084,

YCTanoonewe uened o oBnacTy ka4ecToa o cooTeaTeTerr ¢ MCO 13485 1pefyvoTca Mo TONLKD ANA CHE-
TeME MEHEIMEHTS KIHSCTES, HO M ANA MEOHLWHCKHX HAOSNHA U CRRIAHNHEX C UMK yoryT (oM, 7.1, nepeduunc-
iewne a).

Lens 8 obnacT ka4ecTis QonwHis Bl Te peansHil # CEAIHL C QOCTHRHMEIMM W HIMEDAEMMH PRIy M-
TETaMmM, KoTOopwE:

= cooTBaTCTRCEANH Gul TpebopanuaM (NOTPeBUTANA, PEryrMDYIOWLMA M AD. | K MEOHUMHEKKM HA0EMMAM 1
COARIHHBIM C HARMA YENYTanM;

= YMEHLLIANH NOMPEWHOCTH,

= YMBHELAN BREWMA HI NPOBOIEHND BHYTDSHHETO AyOMTa;

= COOTBETCTEORANH YCTAHORMEHHOMY KANeHIIPHOMY NNaHy,

- YMEHLLIANNA BPEMA PEArMpOBaHMA HA Banobe noTpebuTensa.

Tpynine: Nvu, GEACTEYIOUHE DHYTRH OPraHHIAURNA, OBLMHO YCTAHARNTHEIIOT FNNODLEE Yand, DuTaKaK-
LWHE W3 LENeH BCeR OPradMIaumuH ¥ CEAIAHHLIE C SeATENLHOCTEID KOHEDETHON MPynNG.

Lignm a oGNacTy KA4eCTBa AANRKNTCA G4HMB U3 BXOL08 B NNAHADOBAHNWE CHCTOME MEHBINMEHTE KaWet-
Toa (cw. MCO 13485, nywer 5.4.2).

5.4.2 MnanMpoBaHKE COLNAHMA W PAIBWTHA CHCTEME] MAHEAMMBHTE KAYACTEA

HCO 13485:2003 Mapenun MeguurHckre. CHCTEMB! MeHoRMeHTa ka4ecTea. Tpebosanua gna
UENEA perynHpoBaHHn

5.4.2 NMnNavApoBAHWE COINAHHA W PAIEWTHA CHCTOMLI MEHDANMEHTE KAYGCTED

PyropOgcTBO OpTaHAIA LN SO0 OOECHSMBaTE:

a) NNaHWPOBIHWE CONTANKA M DAIDHTHA CHCTEMB MEHBIMMEHTS KAYECTRS QNA BunonHeHKR TpaGo-
BAHHA, NPHBSOEHHLIX B 4.1, 8 TAKKe gNA JOCTHMEHWS Wened 8 o0nacTu KavecTaa,

b} COXpaHEHWE LEMNOCTHOCTH CHCTEME! MEHBAKMEHTA KENECTEA NDH NASHKDOBAHME W BHEZDEHNHA O
HEE HIMOHIHARA.

5421 MNadnpoBaivie CHCTEME MEHEIEMOHTA KIYSCTED 0 WEN0M, B NPOTHBOMONOMIHGE T NAHWDOBA-
HIKD 88 MHOWBMEFaNGHL INeMENTOR, paccMaTpuaaeTca b WCO 13485, mywet 5.4.2.
Ons Toro, STobs CACTEME MEHBINMEHTI KAHSCTES COOTRATCTROBANS Tpaboaanmam MCO 13485, nog-
paanen 4.1, NRAMAPOBAHME OMEHO BOMEWeR YACTEE OCYWBCTONATECA HA HAYAMBHLN ITANAN COANAHWA W
BHBOPEHKA CHCTEMb! MEHBIMMEHT KIHSCTRA, YTO MOMET NHACHL ODFraHRIAURK OOCTIYG 60 Woned o olnacTw
KaqecTea. Tax Kax uenu B ofnacTv kauecTaa MOryT CO BReMeHE M BuiTh MIMEHEHLL, NNAHKPOBAHWE TAINKE MOXAT
BT MIMEHEND, YTO NOIBOMRGT CHCTEME MBHEAMMEHTA KAYSCTES OCTABATLCA PEIYNLTATHEHOR BO BPEMA
HIMEHEHNA M NOCHE HAX.
— 5.4.2.2 THnHuMbe BXOOMLE JaHHLIE ONA NNaHHPOBEHHEA CHCT oMb MEHEIXMEHTA KEYECTBA BKNMa0T B
« MONWTHEY B OBNICTH KIWeCTES;

= uenu B obnacti KASecTea,
perynMpyowMe TpebonanmR;

= CTAHOAPTE CHOTEME! MEHBIMMEHTE KAYACTES,

- HEOEXOAMMEIS HIMEHEHAR [ABMAMLBECA HANDHMED DEIYVNLTATOM AHAMNIA OO CTODOHE PYROBOACTBA
OPradHIBUHE WHNK KOPPEKTHPYROUWHX ¥ NPEOYNPEsIARWME JeRCTEWA),

5.4.2.3 THNHYHLIE BLXOQHLS SAHHLNE NN3HADOBAHMA CHACTE ME! MEHEEMEHTA K34eCTEA, JeMOHCTRHEYY-
MG cooTaaTCTEME TpeGoaanuam MCD 13485, nogpasnen 4.1, 1 uanau B obNacTH KA4SCTEa, BEMDYA0T B
cebn:

- PYNOBOOCTED N0 KAYSCTEY W BCNOMOIATENLHEED AOKYWMGHT,

AL AHUHLENTOR,
= MNAHL N KOHKPETHEIM BAGAM DEATENEHOCTH,
- peayfnTarel ARAHMMPOBAHKA BMGOE EATEMEHOCTH.

[
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CNegyeT OTMETHTE, YTO TERMUH aNN3H KAYSCTHA YW NPHMEHRKDT B CORIN C NNIHWRORAHWE M NpOUec-
COB RHIHEHHOND WWKna npoayrus (ev. W00 13485, nogpazgan 7.1), 46M B CEBRIW C MNAHWPOBIHEEM CHCTEMB
MEHBICMENT KAYGC TR,

55 OTOOTCTOGMHOCT, NONWOMOYHA W oBMEN HHdOpMaLWeR
551 OTBETCTEOHHOCTE M NONHOMOYHA

HCO 13485:2003 Magenya MeonuMHCERS, CHCTOMB! MOHREQEMOHTA KavecToa, Tpebopanuwa
ANA Uened perynypoBasna

5.5 OTBOTCTEOHHOCTE, NONHOMOYHA W oBMoH WHpOopMAUWER

5.5.1 OTROTCTREMHOCTE: MW NONHOMOYMA

Pywosodcmaeo opeatuIauuy Jomemd ofeciavugans.

= ONPSOENEHLE OMSHMICMBSHHOCITIU U MOAHOMOYIG, KOMOpKEe Heobxodumo JoKyMENMUDOEaMS, U
doeedanne Ux S0 casdoNUR MepooHANS OPSaHUIaLLL,

» BIEUMOSeOCMEUs U MEIBEUCUMOCITE NEDCORMTE, DYRDS0ARILIE 20, BEMONHARILSSD U SEPBUYILD)-
Bieao pabomy Mo oOSLMeYeHUN KEWECITEa, U ONpedaneHuE RONHOMOYLILT, He0SY UM SR SEMOAHEHLR
amux 3aday.

Mpwsey s e — HEQPORETbHSE U D8 E00HATb NS MO DWATUERbE JONMENTIR MO SO08PKE TS Mpsto-
EEHUE O HETHAYERUE FOMADEMARE ML OMEsmomarnkay 535 Suds AeRMEleRooTH, CARIEHNRE ¢ REdNodenuien 5
ANCANYEMaYUel Jomoeus WeduUUNCELY UIdenl. 8 midee OGODMRENAGN OMuEmE 08 pigudesmay (o, 821 u
5582}

BrinonwerHe 3Toro Tpebosanin obuNHD AOCTWIASTCA COCTARMEHNEM 0Ky MEHTHPOSIHHBIT CNRCAHAR,
BINKAAM0LHY B Co0R PACNDaaentH ke OTEETCTEEHHOCTH M NOMHOMOYMA, B TAKNE CXEM, GNHCHBAR KX BISHMO-
ASACTENE MERQY NEPCOHANCHM OPFaNKIaLWH. MoCcKoNLEY 3TH QOKYMEHTE ALNAKDTCA SECTHH CHCTEMB! MEHS Y-
EMEHTA KAYECTEA, UMM CREaYeT yNpaanaTe (ca. MCO 13485, nyweT 4.2_3). B 00Ky MEHTHPOBAHNLIE NPOLYBOYPE
RACHEHO TAIORE BHOCHTE COBLTHKA O PACNPEGEMEHAE OTBSTCTEOHMOCTH M NONHOMOU A [BXMIONIR TAKOE DICTIHE-
ABNEHWE NP 3AMEHE NEPCOHAna), B HexOTOPLIX OPraduIaumMax COCTABNAT aKapTys NPOUSCCOs CHOTEME
MAGHEIEMENTA KAYSCTEA, GOM0HC TDHDYROW YD CRAIN MaNTY NpOUSCCANMK B OTBE TCTREMHDCTE 33 OCYLLBE TR
BMEE BHOb JEATANEHOCTH.

A HEx0TODG0 BIUOOE QERATENEHOCTA {HINPWMED BHYTDEHHNX SYEMTON EaY0CTRA W SHANKIA DAIDHTHA)
RENASTCA BAKHLIM POCTHE B HHX ML, WSO HBOD XD MMBIE IHIHWA K HE JABRCRWWE OT DRramiIaLmn9, g
TEMEHOCTE EOTODON OHM AHANMIHPYROT.

5.5.2 MNpegcrasuTents pPYKCOBOOACTEA

HMCO 13485:2003 Maigennwa mMonMuMHcERe. CHCTOMEB MoHEQEMeHTa KavwecToa. TpeGomawua
ANA URNeR poryndponaHWa

5.5.2 NpegcrapWment pyKoBogcTEa

PywoS0acTE0 OPraHM3awH SONKH0 HAIHIUWTE NDEACTABHTENA W3 COCTABD PYKOBOOCTEA, KOTOPLIA
HB3IZBACHMO OT APyTHx OOAIIHHOCTER AOMNKEH HECTH OTBETCTBEHHOCTE W HMETL NONKOMOYMRA, PaCNpOCTpa-
HAKHLWECH Ha:

a) obocnedveHne paipaboTis, BHEADEHHA M NOLOEPRAHWA B paBoueM COCTOANMK NpoUeccos, Tpelye-
Milx CHCTEMOE MAHBOXMEHTA KA%ECTEA;

b) NPESCTABNGHWE OTUSTOR PYKOBOSCTEY OPTAHKIALMA O PYHKLMOHADOBIAHMA CHCTEML MEHEIHMEH-
T KIYECTEA W HeoDNOQHMOCTH yrydileraa [cm, 8.5]

€] oOeCNouEHUE GHYIMPU COZEHUSSULL MOHLMAKUA DESYNUDYOLILE mpaboaanul u mpaboaanwud
ROMpaBUEng.

Npeamésdddd—B oTEETOTERENHDETe APBACTABMTEND HYySOBOSETES MOEST oTe SaASYEED NOSASDEE WS
CERAN C BHéwHkm e CTOPOHEMA MY BONDOCAM, CACHMUIAMCE CHCTEME WERBLXMERTE Lo ECTES.

Ha 3Ty AONKHOCTE MOMET GuiTh HASHAUSH TONLKD OfMH NPEACTABMTANL PYROSOACTES OPrAMMIALMA.
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O LM NPAOCTINMTENA DYKODOGCTES llﬂﬁ"lﬁHTh MCENHOCTED CRAJE M CBAOaMA QEATEN M OCTH MO CHc-
TEkiE MEHELEMONTE KaECTED MITA C Dy THkM dil}'Hﬂ.l.!l'LﬂllH W padnpedencHan OTEBETCTESHHROCTH BHYTRH Opra-
HIAZALIMH.

Ecnu npeacTasMTent PyKOBOLCTEA OCYWECTRNAET APYIHe yHELMH, PeROMEHIYETCA waberaTe Kok-
HNHETE MHTEPECoR MEXOY OTBETCTEGHHOCTESD 38 3TW IyHELMMA W DYHELWH, CRRIAHHEIE C CHETEMOA MEHe-
WAADHTS KadBCTEA.

B aTom Cryas NpeacTasdTens DyEOB0aCcTeEd MOEET JenarspoaiTs OGAIAHNCCTH NO CCYLECTRITaMHID
AOATENLEHOCTH, CORIAMHON C CHCTOMON MEHEANMEHTA KIYECTEA, ADYIM NHLAM B OPFAHMIALMM,

5.5.3 BuyTpoHHHA obMeH HHDBOPMALMWEH

HMCO 134852003 MapenwA sMegMuuHCKWe, CHCTOME! MOHOOMMOHTY KadvecTed, TpeboBaHwua
ANA Uened peryndpoBaHEa

5.5.3 Buytpennun obsen wHopumaymen

PysOBOACTEO OPraHMIAUMK JOMeHO O0ECNeuMBATE PAIPABOTHY B OPFAHMIALMM COOTBETCTEYMLLIME
npoueccon omena HDOPMAUMER, B TOM YHCNE NO BONPOCAM PEIYNETATHRHOCTH CHETEMb! MEHAIMEHT
KAWECTEA,

AN pe3ynsTaTHBHOA paiioTil CHCTEME! MEHELKMEHTE KBNECTEA MMASHLIM RENAATCA OTEDLITEA M BKTHD-
HiH 008EH WHhODMALMER BHYTEH CHCTOME. PYEOBOOCTEO OPTaNHIALIMM SOMEHO YCTARABMNHLATE NPOUGCCE,
NOASeREHEIDLHe obueH HHBODMALUMER MesN Iy NEPCOHANOM ORrIHHIALUMN H3 DCeX YPORHAX,

Mudopmaywn, CORIANHAR C CACTAMOA MEHEEWMEHTA KASACTEA, A0MeaHa DT ACHOA, NOHETHOA 1 8Qan-
THPROBAHHON NG OTHOUMIHWD K NSPCOMANY, ANS KOTOPROND 03 NPeaHadHadeHa. Tacas wiopMaLHA COAIaNS C
HAOBEWOAMMK, BOINATSENLIMH DYEOBOACTEOM OPMAHHIALNW HE YHHOHHDOBIHWE CHCTEMES MEHELRMEHTS
KAYSCTES, 8 TADHE © BHEADEHHEM M PEIYNbETATHEHOCTEEY CHETEMB MEHOAMMEHTE Ka4CTEa (HANDUMED ©
POy TATAMM DHYTPEHHKX 3YAUTOR K34ecToa [Cu. MCO 13485, nyHer 8.2.2), aHanU30mM o CTOPOH DYKOBO-
crea [cu, MCO 13485, nogpaigen 5.6), BHSWHAMK OUSHKAMM W KOHTPONEM PETYNHPYIDWMH OpraHos).

Crnocobamu obuera midopMaumeR ABNRIKTCA, HANDHMED:

- BHBRWHWEANNE MHEOPMaLMoHkbx CoobLeHHA Ha QOCKH ObLRRNaHIER;

= NpoBEgaHee cobpaHm;

« PACNPOCTRAHEHWE HHDOPMALWA NO INEKTROHHON NOYTE WNWNOCPECTROM KONHPODIHMA SOSYMEHTOS,

BrryTpetiani obman nihopMaunei Mokko o6naniaTe, o66CneuMBan XOPoLIYID OCBAA0MNEHMOCTE NEp-
COHANG 050 BORX BUAAX J0ATENLHOCTH MW QYHELMAX COTPY.OHWEDD DHY TRH O 3HKI3UHA. TaKY0 OCDEO0MMEH-
HOCT b MOEHD NOBLILUATE, MEHARA PACNPEENSHRES DyHKLHA CPEOM NePCOHANS O BHHIALWY B DAMEAX CHCTEME
HHOMBAYANBHOND DAIBMTHA.

5.6 AHAMWI CO ETOPOHEI PYEOBOACTEA
5.6.1 Ofwme NoNOKMaEHKA

HMCO 13485:2003 MagenwA MegMUMHCKWE. CHECTEMBI MEHEOMMOHTA KavecTea. TpeboBaHMa
ONA UBNen peryndpoBasEa

5.6 AMANKI CO CTOPOHBI PYKOBOACTES

5.6.1 OGwMHe NONOKEHMA

PyroBofcTBo Oprasuadune SOMeHD AHANKIMBOBATE 03 JANNAMMPOBIHHEE HHTEDBAM CHCTEMY
MEHELEMEHTE K- SCTRE CRraHISLWA C UeNs COSCIEYa i 8 NOCTORRMOA NPHMOAHOCTH, JRSKBATHOCTH W
PeIYNLTATMBHCCTH. B aHANHI CNeayeT BINOMATE OUEHKY BOIMONHOCTER Yy HLLBHUA 1 NOTPaGHOCTH B MaMe-
HEHMAY 0 CHCTEME MEHOLIEMOHTA KISECTOS OPTAMMIALMN, B TOM YHCNE B NONHMTHEE W UeNAX B obnacTe
KAMECTEA.

Janucu of AHANKIG CO CTOPOME PYNOBOOCTES OPrAHMIALMN SOMEHE NOONODHHBATECA B pabowan
COCTORMWH (Ch. 4.2 4).

PyroBoacTie Oprasuadume JONEHO PErynapHD JHaNEMposaTh CHCTEMY MEHOLEMENTA EA4ECTRA, Haw-
Bonea npuemnemsis AnA NIE0R YCTAHORNESHHON DE3YNGTATHBHON CHCTEME MEHSQMMEHTA KIHECTEA ARNAST-
CA ERErOAHLIA AHANMI, MPH AAAHKPOBAHKH MK BHEODEHWA HIMEHEHUA ObbNHO HEOBXOOMM BONes YACTHER

13
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aHanss. MoryT soasusHy Te 08CTOATENLCTEA, TRPEMYIOWME HIMEHEHHA JANNAHKPOBIHHOTD HHTEPBANE BREME-
HH GNA BLENONHEHNA 3HANKIA OO CTOPOHE PYHDBOOCTEE.

PykoBOACTEO SRIAHAIILMNA W ADYIHE NALA, YACTEYREL WG B AHANKIE GO CTOPOHL PYROBOOCTES, OMHE
COABACTROBATE NONYHEHNID BHNO0NEE JaHHLIX AHANHIE WNW NPEQNPHHAMATE ONA ITOM HeohxogHMLe
ABACTENRA, BCAW uenecoabpaiwn (cwm. WCO 13485, mywsT 6.2.2).

METo0 AHANKIA DEXOMEHAYETCR DA3PIGE ThIBA T HA OCHOBE NPAKTHYECIAX METOL0B KOMMEDMECHOR JiR-
TENEHOCTH OPrasHIaLMe, ITOT METO MIEeT BENDHaTs o celba:

- OOUUMANLHOE COGPAHWE BMYTPM OPFAHKIALMK C YCTAHOBNEHHOA NOBECTEOR OMA, PErNAMEHTOM M
IANNAHAPODIHHEME DECTYNISHARAMA;

= BAPHaMT Taxkono cofpannn 8 BRAS TENeKoHpepeHYHMY MM NPH NoMowH MuTepHaTta;

- YZETHYHES AHAMNMIE HA DEANWYHEIX YDOBMAX BHYTEM ODFAHNIALMK & COOGLIOHMOM DETYNETATOR pyKD-
BOQCTRY CPFAHMIDLMN, SHANMIMDYIOWaMY ITH cooBuLeHMA,

3anucu o6 aHaANMIe CO CTOPOHL PYKOBOACTEA MOMYT Dl Te BLINONHEHS B MOEoR opMe, NPHHATOR B Jau-
FCHE ODEEHMIALIAN, TAKOW, HANDUMOD, K3 33MACKH B MYDHANS YUbTa, NPOTORONE OUINaNsHeX COGDaHWN Hth
IANHCH, COBNAHHEES B X008 3THX COBPaHUR, DAIMHOREHHEIS W XPAHALMECA HA ByMANHOM MM ANEETPOHMDM
HOCHTEINE,

Janwch 0 JHANMIG OO CTOROHE PYROBOOCTED POROMGHAYETER GENdTe MO BLEM MyHKTM SHAMMIE W ¢
CMMCAHREM BoBX NDESNPNNAMB SR KODDEKTHRYIOWWY W NPEOYNPes AL SeRCTRRA, PacnpeieneHHem
OTBETCTAGHHOCTA 38 AaHHbie AOACTERA, ONMCAHMEM DECYpo0s, HeobXOfMkMbX ARA BRNAOMHEHAE ST
OBRCTEMA, ¥ COOBUISHWDM JATH HENONHEHWA, SCNK OHA HIBGCTHA,

5.6.2 BrogHeo AaHHEBE QNA SHANKIA

HCO 13485:2003 Migenua MEegHUMHCEMS. CHCTEMEBI MeHEAEMEHTE KavecTea. Tpebomanuwa
ANA UENeR perynHdpoRannn

5.6.2 BuoaMLie OaHHLID GNA aHanKia

BrogHwt SasHse ONA HANHIS OO CTODOHE DYKOBOGCTOS DOMN#HE BEMOH4aTe B Cola Croysisyr
HHOpMaU M,

a) peaynsTaTe ayquTos (NDoBEPOK);

b) obpariyo cofds ¢ NOTReGHTENAMN;

C) PYHELHOHHPOBAHWE NPOUBSCCOBE W COOTBATCTEHE NPOOYELMM,

d) cTaTtyc Npenynpes Ak M KODPEKTHDYROWINK OERCTEMA,

@) MOCNeZyIoWHe OSACTIMA, BTEKAKUWIWE M3 NPEOMIYIIETD aKaNWia CO CTOPOHE PYROBOOCTRA;

f) namoHeHHA, KOTOPEM MOTNA Gl NOBNMATE HA CUCTAMY MEHEINMENTA Ka-eCcTea,

Q) POROMEHIALMA NO YRYHLWIGHMID,

B WoREN LA NEDECMOMDPENNEN Da2yTUDYIOWLe Mpeloaanus,

5.6.2.1 Ona obecne<enna AHANAIE CHCTEME! MEHBOXMEHTE KANECTES B UenomM HeoBxoanmo NpMmeHe-
HItE YCTANOBNEHHOND METOOA AHANKIA, BRNKMaWer: & ceba;

= NOCTORHHOE NPWBELeHRS NONWTHES W Wened B olnacTy EA4YEcTEa B COOTERTCTEME C TEEYUMIMN HyHOd-
M OpTaHKIaLMK,

= pheCheqeHBe yHELMOHANBHOA EIYNETATABHOCTH CHCTaMB MEHDIMKMEHTA KAYECTEA ¥ &8 CNoCoh-
HOCTH OCTHIATE WeNned o o0nacTH KadecTia;

= AHANKI GYHELHOHWDOBAMKA NPOUBCCOE;

= pACCMOTPEHAD Npobnes B oGNICTH KYECTRA W NPOANDWHATEI O0RCTINN,

= ghpaTHyis caait c noTpeburenes, BEN0Yasn aHanya xanoh noTpeburens;

- AHAMNMA OTYBTOR MO PEIYMLTATAM AYANTOS (K3K BHYTDEHHK, TAK W BHELLHWN

= POROMEHAIUHAN ND YTYHIWEHHHE0EXOLHMBIE HIMBHEHIAA,

- DEACTAWA, APEANPUHATENE HA OCHOBAHMW NP AR OYLEIO SHAMRKAE;

= HOBGE W NEQECMOTREHHEN DETYNRPYIOWEE TReGoBamun.

5.6.2.2 Npobneme YacTHOMN XapaKTERa PEKOMEHIYETCA PASPELLATE NO MEPES MX NORBNEHKS, HE OXHIaR
CASEYIOWEIND AHANKIA CO CTOPOHE! PYROBOACTES OQraHHMIaWUMA. AHANMI OO0 CTOPOME DYKOBOOCTES QOMREH
BLARNATE NOBTORHOR NOABNEHEE YES CYLSCTROBABW MY NPobnes, JSEEBATHOCTE AEACTEHA, NPEANPHHATRX
ANA PEWeHHA 3T NPoGNeM, 8 Ta:e YOoRNETEOPEHHOCTE NOTReGMTENA M COOTBETCTEME SeRCTEWA Pary nupy-
KL MM TREBoaaHWAM, DAHAKD aHANMA NPOGNEeM YaCTHOMS XAPAKTADA AOMEH BuiTh AONONHEHKE K ZHAMKIY
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DOER CHCTEME MEHEIEMEHTE EA4OCTED © UEN6E ONPROENEHNA 88 PEIYNETATHBHOCTH B POUWMHIA 33004 opra-
HH3auWK B 0BNACTH KB4ECcTBA.

Mp# NpOBE1GHAR AHANKIA CO CTOROHE DYROBOACTEA DELOMEHIYETCA HE VASMATE BHIEMAHME MHOMOKDAT-
HOMY OECYSDEHRD HEIHIYMTENbMBX NPOENEM. AHANKD CO CTOPOH M PYROBOICT BA ORTAMMIZLMMA NONSIHEE NpH
PACCMOTREHHN COODWEHWA, NOJBONAKIYHN NONYHTL RCHOS NPEOCTAMNEHWE O NONOEEHH B LENoM, 3 He 0
Menerx npobnesax. PyoaoacTeo oprasudaumHd SoN%H0 aHANMIHEOBATE OBUIMe BONPOGH ¥ NPHHMATL NO
HMM CYLSCTBENHLE DELIEHHA,

5.6.2.3 Banosenis aHanH3a BxogMbx JaHHLX 8 3HANK3 CO CTOPOHE pysosogcTea oM. @ MCO 13485,
noapainen 8.4, PAccMatproaessie BXOOHEES OAHHEE MOMYT BXNONATE B ceba:

= HEoBxoavMocTe 0yYeHHa NEPCoHana;

= npobnems: ¢ NMOCTABLLMKIMM;

= noTpefHoCTs B CBOPYADBAHMM, HAONERAUEA NPOMIBOACTBEHHON COBAE, TEKYILIEM DOMOHTE.

PaccuaTprias NONy4eHHEEe paXyNbTaTH, @ TANHE WTOM JHaNN3a, Opranniawss MoxeT paspaboTaTs
HITH MEPECMOTPETE CBOH MNaHe ERYECTES, 8 TaKes CTpararieckne i GuaHec-nnans Ha Gy oy,

56.24 Mocno NPOBOAGHHEA YNYHUMEHWA 4 YCTPAHE HHA NRoGNeM OPradMIauHa MOKET NPOAMANHIMDO-
BATE XAPAETER W CTENEHE YNPIANSHHA CReOCcTRAMW EOHTPONA, 8 MMEBHHD. OCTRIOTCH N6 OHM TAKWME 308 DaHR-
MK, EOE DaHbWE, MNHM MOMHD CHOHOMWTE Ha WX MOAWdHEURK MG NPpWHATHER Py cpegcTa? MNpw
YEEMWEHAN SACNa Eanoh peHoMEHIYETCA NPHHATE DEWSHIEE 08 RCCNEO0BAHMH NEWSHH 1 NPHRATAR COOTBE-
TCETHYIOWMX MeR.

56.2.5 PaiimMuamesnyaHanuaosm i ayanTom BuTeKasT na TpeG0BaHNA BEMOYaTL DEIyNLTAT Ay AMTOS
B 3HAMKI CO CTODOHE DYROBOGCTES OPraHMIALMNA.

5.6.2.6 MpwnpoBeJerdd AHANHIA CO CTOPOHL PYROBOACTES CRTaHAIALWE, 3 TAKKE NONY-SHIH BXOIH X
OaHHL ANA NpOeKTHpoBaHIA (CM. MO0 13485, nymer 7.3.2) necbuit HOPMATHBHEE JOKYMEBHTE, paspaboTan-
il KOMNETEHTHIEMA OPTAHAMA H OTHOCALWHECA K YNOMAHYTEM NDOUWSCCaM, ABNAMTCA POTYNHPYIOWAMKA TPE-
GoBAMMAMK W BECTYNANT B KIYMECTHE MMBIOWME INDHMOWYECYyI0 CHNY NPAaBIPHTENLHLE YCNOEHA, KOTOPEE
CRBOYET BRNGMHATE NPN;

= PAMASLUBHAR MEOHLMHCERK MI00MHR Ha [EHD;

= BESEHWA MEQWLMHCKHE W3genHhA B obpawjerme;

- YETAHOBES MEOMLIHHCKHE WAGEMHA MKW

= PEANARILWE CRARIHHBX C HIAMMA YCIYT.

Opranuaaums onHa CooTBETCTB06A Th ITHR PETYIMDYIOWHM TREGOBAHHAM TONGKD B CNYMAe, BCIW OHa
NOCTABSRGT MNK MIAHMEYET NOCTABNATE CHOH METMLMHCKHE HANSMNA HA KOHEDE THEIR Dl HOE MW B KOHEDETHER
parvom, roe nogobiet TpefoBaHHA CYLECTRYIOT. HacTe ananMia, NpoBagHMONDG CO CTOROH PYROBORCTRA
OPraxnIaL M, PEKOMEHIYETCA NOCERTHTE NOHHMAHWID COOTEETCTBHA OPraHHIaUMH Derynupyums Tpebosa-
HMAM, 8 TAKNKE MNAHMPOBANND OBRCTERA N0 YCTIHOANEHI ¥ NOA0GDHAHWD TAKOID COOTRETCTRMA B pabouam
COCTOANWH,

5.6.3 BuiXogHBID QAHHEE JHANWIA

HCO 13485:2003 Magenwa sMegMuMHCKHE, CHCTOME MOHOOMMOHTY KadvecTea. TpebomaHun
ONA Wwened poryndpoBaH«a

5.6.3 BuiXxoAHLIo BAHHEIG AHANKIA

BrxogHue SaMHLIE AHANK3E CO CTOPOME PYKOBOACTEA QOMMHL BXMOYATE B Co0A BCE PEWOHHA U
AERCTEMA, OTHOCAWWECA K

a) ynyswarias, Heodxodusban 4na noddemKanuR DOIFTEMAMUENOCTI CLCTIOME MONSEMOHTIE
KAYSCIMas U 88 NpoYyeccos;

B yAyuLWEHHE RPOAYHUMM COrNACH TpeGoaaHmMaM noTpabuTanan;

¢} noTpefHoCTH O peCypCax.

BuitygHist AaHHES QN8 SHANKIA CO CTOROHL PYRDBOSCTEA OPrAHMIALMK AOMHME CONBMEATE CooELE-
HME O PRIV NLTATHIHOCTH CHETEME MEHRIHNMAHTA EAYCCTIE W B2 NPOUSCCOD, pAIpIGOTIHMBIX [NA HOCTHHG IR
NONWTHKA W Yenakh B ofNacTH KANeCTE, 3 TAKHE 0 CTeNSHW QOCTHEEHIA ITHX WENEH Ha OCHOBAHWN YCTaHOB-
NEMHE KPHTEpWeE COOTEATCTENA. COHMM MA BOIMONMHBIX DEIYNLTATOR AHANKIA CO CTOPOHS PYNOBOACTEA
MOMET Gt T MPMMATAG DOLLEHEA O MEDECAMO T J3MNAHMPOBAMHOND MHTEDBAND BPSMEHN, Y [EI KOTODLA NPo-
BoaAT NogobHwi asanua (cwm. HCD 13485, mysxr 5.6.1),

B pasyneTate BHANW3a CO CTOPOHL PYRDBOACTES QoN%HE DTy BRpatoTans petieHia u ohecneYe s
pacyponl, HeOBXARMMLM A WX BLINORHEHWE.
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6 MeHequMmeHT pacypcoB

6.1 OBecnouoHHe PoCYpCaME

FOCT P MCO 13485:2003 Mapenwn megrudHcEMe. CHCcToMB MoHROEMEHTE E0YecTES. Tpobo-
BAHHA ANA WENER PEryNHPOBAHKA

B MoHogeMeHT pacypcos

6.1 OGecnevexue pecypcaMu

Cpravuiauma QOMEHa onpefenaTe ¥ obecnevnnats pecyponl, Tpelyenpe ANA:
a) eNadpaHUR CUCMBMS MeHadRMEHTA Ka4eCmas u nﬂﬂﬂﬂpmrfn B8 Pl IyITEMEMUEHOCITIU,
b} pdoanemecponun peaynupyriux Mpebosanuld o MpeBosanud Nompeburmani.

Dfecnesarie ¥ NOARepeEanwe HEoBXoQMMBIX PECYPCOE RBNAKTCA NPEANOCHNKON PEIYNLTATHBHOND
BHEAPSHUA, NOATORMAHWA B DAGOYEM COCTORHMM W MEHS ANMEHTA CHCTEME MEHEANMEH T KIYSCTRS U &8 NpO-
UBCCon. JA0GACTEOBIHMEE NPOUSCCH ONPOSONAKNT COAepHaHWE 1 ODboM TpebyaMuX PECYPCon.

PyEOBOACTEY OpraHHIaLMY CNagyeT YOENATs BHAMAHWE HWOeHTHDHEILAE ¥ 0BeCNeueHnD PECcypCaMM,
HEGENOAMMEIME QNA YENEWHOND BHEADEHMA NOMMTENY SPraHMIBLWA B 00ONACTH EAYGSCTEA W QOCTHSEHKA
MOCTARNEHHEN LENER, 3 Ta0e 008 YO0RnNe TEoPEHIA TPeG0BaHMA JAKA TR M DeryNMDYIOWLMY TReGoBaHWA.

Pecypcami CuMTaoT NepcoHan Oprani3auve, NPoMInoacTReHHys0 Cpeqy, HHboDMaLMI0, JAKATYHKDD 1
NAPTHEROE, NPHDOAHLE H QHHAHCOBLE PECcyYpcul. OTEETCTEEHHGCTE 38 0BecneYeHne Pecy pCEMW NEXHT Ha
OEFAHMIALWKA, HEISBWCUMO OT TOM, OCYWBCTENRETCA N olecneYerre QaMHOR OPraHHIALMER WK CTOPOWH-
M OPraAMHIALNAMA.

6.2 Yanose4yeckHs pecypol
6.2.1 DGuwme NonoEaHHA

HCO 13485:2003 Magenda MegHuMHCERe, CHCTOME! MEHOOEMEHTE KavocTea. TpeboBanua
ANA UeNoW perynHpoBasna

6.2 Yanoneuyseckues pocypis

B.2.1 OBuwme noNoMaHWA

MpcoHan, PENONHAKLLNA DAGOTY, BNEAKALY R HE KIYECTRO NP0, B0NweH BhdTs RoMNaTEH THLM
B COOTBETCTOMM C NOMYyYeHHbiM 0Bpa308aHWeM, NOOroTORKON, HABLIKEMMA W ONbITOM,

MCO 13485, mywsT 6.2, 1, HE CONDPENRT CIELHANbHBIE PYROBOIALME YRIRIHAA, 38 WCKNIOYSHATM NpiBe-
Aevmex 8 MO 13485, nywxr 65,22,
6.2.2 KOMNBTEHTHOCTE, OCBaOOMNEHHOCTE M NOArOTOBES

HWCO 13485:2003 Magenda MogMuMHCERDe. CHCToOMEL MoHagEMOHTa kavecToa. Tpebomawusa
ANA URNoR porynmponaHia

6.2.2 KoMNoToHTHOLTE, OCBEO0MNOHHOCTE M NOArOTOBRKE

OpraMiaalivm HonHa:

@) onpEnenATE HEDE DI COMNETEHTHOC T MEDCOHMNS, BaNONHAKWETD paboTy, KOTOPaR BNEAET
HE HAYSCTEO MPOOY KN,

b} obecneYrBaTE NOAMOTOBKY WNH NPEONDHHASMATE GOVIHE JERCTEMA C LEN0 YASRNETBOMHER JTHX
noTpeBHOCTOR,

C) OUBHHEATE PEAYNLTATHEHOCTE NPEANPHHATEX MED;

d) obecnévyMasTe OCBEA0MAGHHOCTE CROAMD NepooHana Of AKTYANLHOCTH 1 BAMNDCTH 80 AéRTak-
HOCTH W BKAASE B AOCTMREHWE UBNeR B O6NACTH KASOCTES,

o) NOASepEHDaTE B pabouss COCTORMMM COOTRETCTOYILWE 3ankc of ofpalopanve, NOOroTOnKE,
HABLIKAX M ONuITe (CM, 4.2.4).

Mpuwisyewue— HIGPORE MRS UAY DPEILOMEMN NS HODANT SE LD G0Ny M BN WO OO0 DR -
SosanuR & Kowaprmaod opderaayuy o peapafomas doxysenmupolaniie s npoyedyp dnr onpedanerus Kool rodusg-
e Aoddomoany FegCOMAGE,

DranuIaLym peoMeidy TCA ONPegEnATE ONGIT, KEENMDWKELWRD, BOIMORHOCTH B CNOCOGHOCTH NepcD-
Hana, ocobanns B Tex OBAACTAN, KOTOPLG MOMYT NCANWATE Ha BEAOASEHOETL M PEIYNLTATHEHOCT b MAFOTARMAN-

16
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BISMBX W NOCTARMASMBI MEQMUMHCEWK KAZENWE. Y poseHs NOANOTooEH, HEolXoQuMEA ONA OCYLSCTRN R
karoro-nubo npouecca, oferHo ONPeLEnanT, CUSHHEAR YPOBEHE He0BX00MMOR KOMNETEHTHOCTH NepCoHaNa,
KOTOPLIA  OOMMEH OCYWECTENATE JaHHMuLE NPpOUScs, PYROBOOCTEYRCE OaHHBIMK CROOYOWWE  BUEGoSE
OOATENBHOCTH No MCO 13485:

= pacnpefenskie oiAIEHHOCTER W HAZHAYEeHWE NepcoHana (oM, 5.2.1);

= AHANWI CO CTOPOHLI pywoaoqcTea [cm. 5.6

- EOPQEETHDVIOWMS NeRcTaMa (oM. B.5.2);

= MY PEaKLWe oewcTis (o, 8.5.3);

= BHYTPEHHWA ayauT kawecTea (cwm, B.2.2).

Bid BRUBNEPEYHCNEHHLE BRI ASATENEHOCTH NEHIBAHE HOEMTWEUUMPOBATS Té oGnacTu, rge weol-
XOOMB0 NOBBILIEHHE KOMMETEHTHOCTH NEPCOHANA, W ONPESENATE BOIMOKHOCTH TAKOMD NOBLUWEHHAA NOCPEa-
CTBOM 3aMeHE NEpCOHANa, 8o JansHefuero olywanna 1NH NogroToBEmM,

Mepconan, paboTasoul C CHCTEMOMA MEHEOXMEHTA K3YeCTEa, SorkeH obnagars Heobxo MMM ypoa-
HaR KOMMETEHTHOCTH KK NOArOTORKA (BHYTDEHHEA MNA BHOWHEA), NPEXOG YO0 OH CMONET HASNEKILHM 1
Gasonathbild 0BEA0M DCYWBCTENATE NOCTABNEHHEE NOPEA HAM 330846, MopooHan OpFaHIIaLUM Q0NN
COMABATE HEOBXOOHMOCTE SANLHE RS NOBLILEHHA KBANKEMEILMI N NONYYeHa ohruUManEHOND CEpTH-
AT HA BLENOMANEHME KOMKDETHRN 3E08Y (HANDHMED XMMEYSCEOMD WK MUEPOBUONOIIYBCKOND SHANNIE;
paboTe, CARIAHHOR ¢ pagHauren; paboTel C NAMEPAMK, CRAPOYHEN MK NaANLHLY PaGoT). OprasMIaLwn
obbraro ofecnevnpaeT obume obydenie W NOOFOTORKY NEPCOHANG, JHATOND NOMNHBA K HENONHBR pabouri
DéHE, 3 Take paboTanwero no SOroacpy, COrNACHD WTATHOMY PacnHCaHW0. Taxwe obyuwarne 1 NOQroToaKa
OOMEHE BENKHATE B CB6R CaHAKOMMEHND

= OCHOBAMM KOMMBIMECKDN QOATENBHOCTH,

+ PENYNHPYIOWHME GOEYyMEHTAMM B 0GNACTH AAPABO0XPAHENNRA H ONPYRIIOLWEN CPags,

- NBNATHEOR 8 OONSCTH KANECTES W BHYTPAHHER NONATHEDN 0D aHNIaLWN,

= OAOMEHOCTHBMEA 05AIAHHOCTAMK NEPCOHAND;

= HEOEXOOMMBIMA NROUBOYREMA M HHCTRYRUMAMHA.

MogroToacy QoNyCEa8TCR NPOBOOMTE NOITANHD, OMa O0LMHO ABNAESTCH JANNAMMDOSAMHLIM HNK HEOGX0-
Aribiniii APOAOARGHNGM NGO MROBTOPEHMEM NEDBONAYANILHON NOGROTOBIM. MePCoHan OPrAMMIALMK HBCET
OTBETCTROHHOCTE 30 DhiNOTNHEHWE KOMKDETHLEX QYHELWA COTMAcH0 DORMEHTHDOBIHHR NROUSIYDIM CHETE-
Ml MEHEOHMENTS KEYSCTES W QONMEH NPoXOSRTE NOAOTOEKY N0 DaHHBIM NROLUETYPaM.

Oprasdiaums GONEHS OUSHHBATE DEIYNETATHAHGETE NOGROTOEKH NEPCOHANA KNM QPYIMX SeRCTENA Mo
OOBCMG RS B0 KoM TENTHOCTH. OLEHABIHE MOXET JAKMO4ATECA B ONPOCH NOAFOTORNGHHOND MERCOHa-
na GnA Tono, YTobs YIHaTe 8o MHEHWRE O HEoDNOOHMOCTH NOMyYeHMA KaK0R-NWE0 MPopMaLHW, OUBHHTE
paboTy KOHKPETHOMD NHUE W NPOSHANWIWPOBATE PE3IYNETATHEHDCTE OOYSEHRA KOMKDETHEM OEy-aouimm
LM

Clprasyaaumns JoMKHa NOANepHHBATE 8 paboyer COCTORMMH JANMCH, JOMOHCTRMDYIOWME ¥ DODEHE KO-
NeTaHTHOCTH NEpCoNana. PexomeHayeTcA Tanke NpaHnTe JaNHcH O NOGroToRKe, NOMySeHHON NBRCOHANoM, 1
Moy 60 PEYNLTATAX. 3anNHCH, SEMOHCTRUDYRLWE YONSLIHOE IABSDLGHIES KOHEDETHEM MALOM EYpca
COyHEHUA W NOBLILLOHHE 870 KOMNOTEHTHOCTH, MOrYT (NP HEoGXOAWMOCTH) BT NPOCTRIMEM MMM CIIOHCHBIMM.
MpoCTeNUan JanNiEcs MOMET NPeAcTABRNATE CODOR HEKMA JHaX QONYCEa, NOATESPHAMOWHA CNROCOEHOCTL KOM-
KPETHOMD NHUA MPAMEHATE KOHKDETHOE OB0DYA0BAHME, OCYLLECTANATE KOHKDO THLIS NPOUBCE MM NpOUBaY-
pod. B 3anHcax GonsHo Game weTeD OTPRSeH0, YTO ROHKDETHOR NALD CHRTAETCA QOCTATOMHD KOMIGTEHTHEIM
ANA BENGNHEHWA KOHKPETHLIX 33084, K KOTOPEM ero roToBunK. PeaynsTaTHeHoCTs mobsix QansHemwms
obyuaHA 1 NOAMOTOEKH PEKOMEHIYETCR OLBHHBATE JAHOBO YEDE] YETAHOBNEHHEIR NEDROS BPEMEHN C IENEKD
NOATBEPELOHAR QOCTHIHYTOR KOMNETEHTHOCTH,

PexoMenIyeTCA NPOBOGHTE NOSrOTOBKY NEPCOHANa, MMEMLLero HeoGX0gHMbE HABLEKH, KBANW(KALIMO
M ONT. 3anHcH O NOANOTORKE NEpCOHANA OOLIMHO COXPAMNAIDT C LBk AOKYMEHTHROBAHHOMD NONTEaD B HKA
8o kBanwhHEalmEn.

6.3 MudpacTpyerypa

HCO 13485:2003 Magoenas MogMuWHcEme. CHCTEMbI MEHEOKMOHTE Ka4ocTEa. TpoboBanuA AnA
UENEA PorynAponaHun
6.3 WadpacTpyxrypa

OpradnaaLmMa AONKHE ONPENENATE, oBACNHEYMBATE W NOANGPKUBATE B PAGOLEM COCTORHMK Mnipa-

CTPYETYRY, HEOOXOOWMY ANA OOCTHREHNA COOTRETCTONA Tpelobaknam K Npogyiuw. HMebpacTpysTypa
MOMET BKNDYaTE B coba

ir
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a) apaqna, paboyos NPOCTRAKHCTED M CARIAHMEE C HHM COAOCTRA TRYOA,

b) obopyacBaqHe NS NPOUSCEOE (KK TOXHULSOCEWS, TAK ¥ NPOrPAMMHES CREACTEA ),

¢} crywbel oboCNEHeHMA (HANDHMED TRAKCNOPT WM COAIL).

Opeanuiayun donwng paipabomams JoRyMeRMuposaHag mpeboaanid K dedicmalss, noddepwi-
SMNOLLILAM 88 UNDOACTpYRMyDY, BUMOYSR YSCMOomy Ux NposedeHUR, BCAU 3mu Sedcmals Wil Lx omcym-
CMEUE MOZYTH ROGNUAME K KIYSCME0 MOoYKLILY.

Janucy 0f amux dedcmausx Somenn noddepXLEIMECH 8 Pafoves COCMOoRNUY (oM. 4.2 4],

OHopyA0BaHWE, MCRONBIYEMOS B NROUSCOR NPOMIBOAGCTES, A0NHO BT CNpoaKTHPOBAHD, paapaboTa-
HO, CHMOHTHPOBAHED M PACNoONoEEHD Tax, YTobul oBnenuTe ero HagNE=ILes QYHELHOHHPOBAHWE, TEXHHYEC-
Kog ofcnysHoanse, PerynupoaKy M OYHCTRY.

Opravdaagus cnegyat (npd HeobxoaMMOcTH) obacneYHBATE OKYMEHTHDOBAHME MIOGEY BHYTDOHHKX
OFpEHAUGHRA WNA GOMYETHMB OTKNGHBHKR HE NPOWIBOGCTROHHOD, HAMEDMTENEMOE MM WEMITATE N b
oBopyaoaanue, 8 Taoke obnerdars QOCTYN ONepaTopos K 3THIA QORYMEHTIM,

FeKDMeHOyeTCA YCTAHABNWEA T 0y MEHTHDOBAHHEN NDOUSLYDE! TEXHHYECKOrD OBCMYNHMBAHNA, DHUCT-
KH M MpOBGPEH Boero oBopy I00AHWA, NEPWMEHADMOND B NPOLGCSS NPGHABOACTEI, A TA0ES YNPABMMEHAR NPoHS-
BOSCTREHHON Ccpenod. PokouMoHOoyeTcs TaKee YCTIHADNWBEdTh HeolXofuubie WNTepaANt NpoBegoHus
parynupoEsd W TEXHAYECKOro obcnywneaHHA obopyoaanma.

Mpadve  TEXHWHSCKOrD OGCMYMMBAHNR ODLYHD PEXOMEHAYETCA DAIMBIATE HENOCPEOCTEEHND HA
oGopYBoBaMHWH Wi BENMIA 0T W0, Mpade gones GbiTe NETE0 DOCTY N, ToXMWWeCKoD obcnysHbaHMe Chd-
AyeT NPOBOOMTE B COOTBETCTHMEH C Mpadikos.,

Oprasniaymra S0MeHa Hagnexaw M ofpasou NPoEKTHROBATE MCNONLIYEMES NOMAaLeHHA 1 oDecneys-
BATE HAMNHYHE SOCTATOUYHOM MECTA ANA OENErYeHMa NPOUBCCOR CYHCTEN, TEXHMYESCKOND 0BCNYEHBAHHA NPO-
HIBCACTREHHOIO oBopyaooanua 1 Opyrux HeolxoouMps onepausi. MoMewesra JONsHE HMETE TaKYD
MEARHPOBEY W TAKYH0 NNoWaaL, 4Tobe obnerydTe HaANewaLyee DaMELIEHE W NPEA0TEPaTHTE CMBLUIMBaHNE:
BHOBL MOCTYIAKAL WK MEBLNLAHCEME HAAAMWA M MATEDMAN0E; HAXOAALLMXCA B NPOMIBOACTES NAPTHA MEINLIWH-
CEMX MAOGNWA, OCTATROR, NepepaloTaHHbLX, MOOWDMUMPOREHHLE WM OTPOMOHTHPOBAHHEL MO OMLMHEKRX
WIQenWi; HECOOTBOTCTOVIOWME MATEDUANDE W MEOWUWHCKAX WIOeNWA roTOSLIX WeOULHHCKWY WIDemWi;
APOUIBOACTESHHOMD 0BODYA0BAHMA, CPBACTE KOHTDONA, AOKYIASHTOS M YBDTeMaN.

6.4 MpowanoncTBEHHAR Cpaaa

HCO 13485:2003 Magenva MeguuHHCERD, CHCTOMEB! MEHOOEMOHTE KaYecTea. TpebSoBaHuA
ARA Uanen pérynEposadna

6.4 NpovIBogcTESHHAR CROAa

OprasuiaLmMa QoMM Col0aNaTe NPOWIBOICTEEHHYI CHaTY. HeoB oMMy ONA SOCTHHEHHA CO0THE-
TCTEMA TREGoBAHUAM K NPOIYKLMWK, W YNDaENATE 840,

3IMo axmoYaem & colin cnedyiowne mpebosanus;

a) opaMuIdUE 0oMahE Saipabomams JORYMEHTIUDOGANNEN MPpSGOSaNUR K COCMORNU 300-
POGBA, EUZUeE L 038w NSDCONENE, GO KOWTIGRTTT MEwdy Mepoonancs U npodyryued Ly mpouIeod-
cmaaHnod CPed0d MONEM OMPpULBTIENsHD MOANURITIS HE Kavecmao npodyxuyuy (o, 7.5.7.2.7);

b} ecnu npousecdcmesnMan Coe0a MOXET OMPLYATENENT CRAZIMIECR N8 KEYSCIMEs MpodyKLiUL,
OPEANUIHLUR JOMEHS PAIDSGOMAME JOKYMEHMUDOSANNGE MPpaBOSaHLR K NPOUISOACMmasHnol Soada u
Aoy RS HMUPOIIHNGE NPOLEIVDE UNU NPOUIBCICERHNBMY WHEMPYRUUY A8 MONUMODUNSS U KOHITHDONTS
npouseodcmaannol cpedel fow. 7.5.1.2. 1)

€] Op2anWuIaLUR JOTHHE 2808NMILPOSETIE COOMEaIMCME oL 0 NOJOmoaKy NepCONENE, BREMENHD
PABOMBOUE20 8 0COBEIX YOROBUAX NEOUIGOOCMBEHNOT CRE0, WL 620 Haxowdonue Nod HAGMoos UG
NOJ2oMoRTEMNO20 AUya (es. 6. 2.2, nepeyucnenue b);

dl npu weolxodumocmu paipafomey o QOKYMENMUPOEIHLE CNOUUATEHSIX Mep JNA KONMPOons
FFSORINEHHOT LNU ROMEBHLUANEHD IH2PAIHEHWHOD NPOJYRYUU © YENEMD NPEeJoMEpayEHUA J82DRINEHLR
GEMAaNEHAD NPOSYKULL, RPOUISOACMasHNOD CHeds LU 3B2PAIHEHUR Nepeokana fou. 7.5.3.1).

6.4.1 OGWwe NoNoXeHKA

MpoMIBoACTEEHHER CHBAS MOMET OKIILBATE BARANAS HA KAYECTEO NPOayELMA. HanBoness CylscTsom-
Fiksl AV CHAKTOPANE NDOMIBOOCT BEHHOR COE Ok, KOTODBI MONYT NOMNWATE HA KIWECTDO NPOOYRUHK, ADNAKTCA:

= NPoW3IBoACTEEHHOE OBOpYaoBaHME,

= paboqes NPOCTRAHCTRO,

- FpEOOMAN, JAMATER Ha paBoYel APOCTPAHETEE.
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6.4.2 Ynpannesso npoinogcTOEHHOR CROA0RA B0 BROMA NPOYGCCOD EHIHOHHOMD LHKNI NPOGYK-
UMM

6.4.2.1 HeofxoauMocTs 1 MacwTabel yNPABNGHHA NPOMIBOACTEEHHOR CHAN0R IBACAT OT BMAA HITO-
TABNHBISMON NPOOYELMA, YNPIENeHHE NPOHIB0OCTIEHHOR CReO0R ORAYaaT PYROIOACTEO, PErYNHPOBaNHWE,
KOOPAWHADOBRAHHE W MOHETODWHT BUOOE SOATENLHOCTH W NEJEMEHHEIX, BIRRIGUWME KA YCNOBRRA, OT KOTOPEX
IABMCHT KEYBCTRO NPOMIBOACTBEHHOR CPadL. PexoMEHOYETCR YCTAHARNWEATE KAMSCTROHHLE W EONMYecT-
BEHHBIE MPEHAL L EENISMOND KIYECTEE NPONIBOSCTREHHON CPE, KOTOME MORHO BCNONLI0BAT B ANA ONECa-
HHA macwTabos ynpasnawus NPoOMIBCACTBEHROW CcpegoRr. Ha Tpebyemwe wmacwTalbsl ynpasnesus
NPOMABOSCTEEHHOR CHEA0N Gy ayT OXaisBaTE BRMAHWG THA A0aHAR, 0BORYO0BAHWD, DECYDCE W QOKYMEHTE,
HEODXOQUMLIE ONA YCTAHOGNGHWA, MOHMTOPHHIE W NOOMEDHaHHA NPOMIBOSCTEEWHON Cpeaw B pabouwen
COCTORHWK. MDA HEBOIMOMHOCTH BEDWENUHPOBATE PEIYNLTATE YNPaANaHUA PEXIMEHOYETCA NPOBECTH BaNK-
AAUMK CHCTEMB YNPABNEHKA NPOMIBOACTEEHHOR Cpeaon (cn. MCO 13485, nyuxt 7.5.2 nnoanyssT 7.5.2.1)1 1
PErYNAPHD BEDREHUMPOBaTL &8 DYHILBOHWPOREHWE, 3TH DERCTEMA QOMMHL BlTh QOKYMEHTHADOBIHb,

n PRAMBYAHAT— .I'.'I.nnmmu're.rlmu HHPODMALAR O aYdiTHE NOMBREHARALS ¥ CERIBHHERE & HAMI 3NSMESTEE
Mo IROACTREHEOR Cpags Rpapanass o [2j—[)

6.4.2.2 MNpoWIBoacTEeHHARA CPOLE MORET NOBNWATE HI KIYECTIO MIDRNWA, B TOM SHCHE MEBDHLEWHCIHME,
HAMDHMER,

= MAOMUMHCEE HANENWE C MADKMPOBKON £CTEPMNEMOGS [BXMIOYAN MADMUMHCKOS MINAMHE & MADKHDOR-
KOH CHBCHMOBOCTINAMEHAKMLEBCAS |,

= HECTBDUNEHOE MESWUMHCKDS HAAENHE, 8 TACKHE MEJULIUHCEDS MAOeNHe, NPEgHAIHANSHHOE QNA CTEPH-
MAIBUAE NEPET MCNONBIOBAHMO,

« MEOHUMHCKDE WINENWE C ONPaHMYEHHLM CpoRom cys b,

= MBORMUMHCEDS HAOENWE CO CNELHANEMEIME TREO0BAHHAME K YXO00Y W XPaHSHUKD,

= MEAHUMHENOE HASENAE, BOCHDHUMYHBOR K INSKTROCTATHYECKOMY DAIDANY HI-33 HANMYHA INSKTPOH-
HBX MAEPOCREM WKW BCTROSHHOND NBOTRaMMHOND 0BECnesanis;

= MEAHUMHCEDE HIOBNWE, HA NPHMEHEHWE KOTOROMD BAMRIOT MUEDOGUONOIANBCKER WHMK XMMAYECKAR
YHCTOTE, MMM JANGAEHHOCTE, MU0 OpYIKE YENOBHA NPOWIBOSCTRGHHOA COeLH.

6.4.23 lMpu HIrOTORNEHWNA CTEPANLHOND MEJWUMHCKOND MIQENWA MK MEOWLHHMCKOND HI08NKA, nped-
HATHAYEHHOM ANA CTEPHMMIALMH NEDE WCNONBEIOBAHWEN, WK MEIMUWHCEDND MANENHA, ANA KOTOROIo
JAMPAIHEHHE  HHIHSCNOCODHEME NHED HEEHIHECNOCOBHLIMY YBCTHUAMM [BHNOYas YACTHUE MOPErMx
BELYSCTE ) MMGET IHANEHWE B NPOLUSCCE HAMOTOBNEHWR MNH JLCANYATAUMA, 0C0B0E BHUMAHWE DEEOMEHOYETCR
YABMATE YDOBHAM MUEROGHONOMMYSCKOND JArPRIHEHIHA UMK JArPRIHEHHEA YACTHUAMK. ECMM NpOHIBOACTBEH-
HAA CPEOA OKAILBA0T HOGNATONDHATHOR BOAOEACTEME HA NPHMOIHOCTE MEBIHUHHCHONO HAOGMHA K IKCNMyaTa-
UM, OPTrasu3Ianmna onsHs obecnayuuTs YNPAENeHHe YPOBHEM JAPRIHEHHA MEIHLMHCEOID HALENHa B IToR
MPOM3B0ACTEEHHON CHA08 W COAATE HAOBXOOHMES YENOBUA ANA OCYLLBCTANGHMA B HAMMEALLHY OMNEpa-
LUHA, CORIAMHBX C SBIHUMHCKIM HINBNHEM, TaK0G MOOHLHHCKOD HAGENHE POROMEHOYETCH MITOTADNUEATE H
YNAKOELIBATE B NPEOHAIHANEHHOR QNA ITOMD YNPASNASMON CPENe CYCTAHORNEH HbMA Tpebosarmamn. Mcing-
YEHHE M3 HEOEXOAMMOCTH YNPABNGHWA NPOMISOACTESHHOR COBA0R B NPOLGCoE NPOMIBOACTES BOMAOEHD,
TONBEO QMM IATPAIHGHNE MOKOT BpiTh CHANGHD 0 IAPAHEE HIBECTHOID, NOCTOAHKOND, YT DIBNA0MOTO YROhHA
NPH BANHSSUMA CHNUCTIH MBOHUWHCEOrD HADENWA H MONET NOAOEPHHBATLCA HA ITOM YPOBHE NOCPEACTBOM
YAPAANSHHA YNAKOBRBAHMEM MEIMLEMHCEOND waganua. OaHaso Aa%Se B 3TOM CRYyYSo MOEST NOHANOEHTLER
YCTAHODHTE YNPABNGHHE NPOMIBOACTIMHHOR CRA0A C LENLED NOLISPSAHHA YTEERELOHHL NDOUETEDE D4HE-
TkH A ynmmmﬂ.

6.4.2 4 CywecTaysdT painMqHLe NApaMETDE, NOKAATANM 4 CPEACTRA YNPARNSHHE, CARIAHHLE & NPO-
HIBOOCTEEHHON CPEO0A, HENHMED.

= TeMNepaTypa;

= BRANHOCTE,

= BOAZYLIHGIA NOTOR,

- uNeTpawen BOIQYXA;

= WOHMIILMA BOIOYXE,

+ PANWUD JADNEHUA

= DCBOLEHNS [CNOKTRANBKLA COCTAR M MHTEHCHEHOCTR);

= 3O,

= ewbpaymr;

= YMCTOTA pabouuX NOBADKHOCTEN W NPOUBCEA;

L}
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= KYGCTRG SO0k

= YHCHO COTRYAHHKDE, paboTawmx 8 JaKHOA NPOMIBCACTBEHHON Cpeae,

6.4.2.5 Kamaweii M3 NApAMSTRON, NOKAZATENGH W CHAACTE YyIPAANEHUA PEKOMBHOYETER OUSHHBATE GNA
T, 4Tl CNPEQeNWTE, MOEOT N HE00CTATOMHOC T YNIPIBNEHMA YHEMHH T DHCK, BOAMOMHER MpH JECNNYa-
TAUMH MEQULWHCKOND HINENHA, T, 8, HeolKOQHUMOCTE M CTENEHE YNPABNEHHA NDOMIBOACTEE HHOR CPRn0R DaKo-
MEHOYETCA OTCMEXMBATE C NOMOWEN IANHCER N0 MOHBOMMEHTY DHCKA MR EOMKDETHOND MEQHLMHCHOND
HiganyA. EchM nporisogcTieHHGE yoNonHA HMEsT CYLSCTIHHOE IRAYEHHE ANA NPOUSCCOR WITOTORNEHAA,
O AHAIALWA PEXKOMEHIYETCR YCTAHR0BMTE TReDoRaMKA K NPOMIBOACTEEMHON Cpene, B KOTOPOA MITOTaBNHBa-
BTCA MEOMUMHCHOE H3aenHe. fNa HeXoTOPSI MESHLMHCEMX HTeNKA MoxaT BeiTe HE0BXoAMMO 0BECNEYMTE
APOCNEXHEDEMOCTE BOINEACTEMA HA MY NPOWIDOACTHEHHOR CPedt, HANDHMEP C NOMOWIED JANACER W
HENPEPLIBHOND MOHHTOPHHTA NAPAMETROE NPOMIB0ACTEEHHON CPEAL, LaMe TOMNDA, KOT0a MeJHUWHCKDE Hane-
Mg 160 HAXOAWTCA B NPOUESCOR MITOTORNGHUA [HANDHUMED B DESERHWE SACH MK BLUCO0H b [HR).

6.4.3 Nepcoxan

6.4.3.1 MNapcoHan OPraHRIaLMHE, BHNOMAER NHLE, KOTODLE HAXOARTCA HA TEDDUTODHM BPEMEHHD K
MSPECREART 0@, NPH CYLISCTROBIHEN DOIMOFHOCTH 070 KOHTIKTA C NPOOYRLISEH MW NDOMIBOACTIRHHON CDE-
Ao gonmen DulTe RESNERELNM 0BDaI0M 048T, NPORTH CNHUCTRY W BbiTe A0P0OBLIM, TaK KK 3TH ERaKTo Pl MoryT
OTRHUATENBHD NOBNWATE HA KAHSCTR0 NpOOyHLHK. TDHYEHS OTPMUATEMEHOND BAMSHAR 38KNKMBATCA B ToM,
YTO NIDOH ABMAKTCA PAIHOCHHEIME MAKDOODTAHMIMO0 # JarDAIMARIAN YaCTHY, YTO VBGNEYHBS0T DEcK
IDTPATHEHMA NPOQ YUK,

Mepcoxan, KOTODEN MOKET HAXOAWTECA B NPOWIBOSCTEAHHOR CRBOE

= MEOOMAN, JAHATHA HINOTOBMEHMEW MEOQYRLMN, KOMTROMNSRE M MOHENEDE,

= NOECOHAN OTABNA MATEPHANLHO-TEXHWWSCKDIND CHAlMaHMA,

- HICEREHEDE N0 NPOMIBOSCTEY.

- WIREHEDL ND NPOEXTHEOBaMNWO W padpaboTam;

- FpOOMARN, JAHATLR B CWCTaME YIIPSRNEHE, MO TEE DM EHNA M TEXHMHBCKOND OBSCABUEHNA KIWEETEA,

= NOCTAMLHEA MATEDHAN0B W YCIyT (BENHaR YOIy Mo 0MHCTRE);

- MHYA, OTBETCTEEHHLE 33 nogaepsanue obopyaoBaHHA B paboHeN COCTORHMM,

= FAKATIHKH;

= AYRMTORG,

= MHCNeKTOp (PaBNI0PRE ).

Basho NoMHATLE, YTO KOHTEKT © NPOIYRUWER MNH NOWIBoOCTIeHHON CRENoN BKNaeT b caba Bpama,
CE0B0QHOE 0T HENOCDECT BEHHOID HITOTOBNEHMA NPOOYKUME, HANPUMED BEYEPHWE YACH, BHEIX0OHLIE W NPa3-
OMAHHEIE [HA.

6.4.3.2 NMepoosan, AMeOLWA MEQUUWHCIHE NOKA3EHNA, KOTOPBE MOrYT OTPHLEATENEHD CRA3aTLCA Ma
Ka%8CTRE NPOOYIRLMM, HE Qoo DbTs A0NYLEH & TEeM ONEPALMAM, B KOTODLIX OH 38HAT, WH Ha CBon paboqwe
MECTa 00 BEANOPOBNEHER. PEXoMEHIYATCA NPOMMCTDYKTHPOBATE NEPCOHAN H NONPOCKHTE &t coobuars o
TaKHE CHTYILWAX KOHTRONERY ., IT0 OCoEaMHO BRWH0 MPH WITOTORME HWHA CIEIVIoWWX MEnWLIMHCKAK WIOe N,

= CTEpUNBHBIX,

= NPROHAIHASEHHBK N7 CTEMANMIIUNNE NEPEN MCNONBIODIHMEL;

= OANA KOTOPEY MUKPOSHONOTHMECcKan YHCTOTE useaT oooboe JHaveHHe.

B.4.3.3 PeromeniyaTcn 05ecnousTe HAANMKALME ROAFOTORKY WK EONTDONL NEpCoHANS, paBoTan-
WIENG B CNEURANEHLIX NPOMIBOOCTREHHLN YENODWAX (HANDBWMED 0 NOMBLWIBHAAX, THC TEMNERATYDE W 0NN
HOCTE MOTYT BuiTh TOEMMM BICOKMME WNH HHINAMW, YTO GAWTENLHOE HAKOHDEHWE B ITOM MIOMESULEEHWA
ETAHOBHTEA ONACHEIM ANA AR000BLA, WM B MOMSWEHHAK, FO8 BCACHBIIOWNE BEHTIWIRTODE CONDANRIOT ONac-
il WENBPEHIA HE GONYCTHMOM YROBHE) MNH D yTIPEBNAGMB VCMOBHAK NPOMIBOSCTREHHON Cpa b, HiW Q-
COTPYOHME, BENGYARA BPeMeHHD paboTa0u My, 38HATHIX B NPOXIBOACTEE, TEXHHYBCHDM OBCNYRHBAHIM, DHNAC-
THE MWW DEMOHTE, BCNH TOMLED OH HE NOAMOTOBNSH NA BLIMOMHEHAR KOHKDETHEN 3204 B YNPABNRSMBK YEND-
BHAK NPOWIDONCTBEHHOR CEDkd, HE MOET NOMUATE QA3 POLLIEHA A S B0 B NP0 SHO0CTBGHAOE TOMBL A,
noxa we Gyaer NPOXOHTPONMPOBAN CNOLMANEHO NOATOTORNEHHLIM COTDYANUKOM,

6.4.4 JarpAIHOHHLIE W NOTOHUMANLHO JAMPAIHEHHLID MOZHUMHEEHE HIABNWA

DACTOREMM, PACCMATPHBIEMLIMH C BN NPERYTREKISHWA NOPEKPECTHOND JATPATHEHHA MEDMLIMH-
CEMN HAABAWA, NPOMIBOACTERHHON CRaGM MK NEPOOHANE, ABMRITERA:

= HOSHTHOHEIUMA MEQHUMHCENY HIOENHA;

= CMWCTEA M 0H8I3apacKHEAHWE MEeJHUYMHCKAX HInenWi, paboynx NoBERXHOCTEN MW NEPCOHANA, KOTO-
Pl Bibiii WM MOFNK BiiTe SAMPAIHEHE, M YXO00 33 HikM,
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7 Mpouecchbl XMIHEHHOMD UWKNA NPOAYKLUHH

7.1 MNanKpoBaHHE NPOUSCCOR HHIHGHHOTD LMENS NPOaYyRLWH

HMCO 134852003 Magonua MegMUMHCKHE, CTHCTOMB MOMOOMMOHTA KadvecToa, TpebopanMa
ANA Uened perynnpoBanna

7T Npousctisl MUIHOHHOND UWKNS NPOoaY KL HE
7.1 NnanMponadWs NPORECCoD EHINEHHOND LUHENS NpoayRumWK

OpraHr3auMa SoNMHA NNAHKPOBaTE M paspalarseaTte NPoUecck, HEoBXOAMMEE ANA 0BaCNEYaHIHA
HHIHEHHOTD UHKNS NpOaYHUMK. MNAMKPOBAHME NPOUECTOD XAIHENHOND LUMKNE NPOIYRUMA Jonso SuTe
COMAcoBanD ¢ TPeboaaHUAMM K OpYTHM NPOUSCCAM CHCTEME MEHETEMENTE KIYeCTRa [ca, 4.1},

MNpy NNAHAPOBEAHME NPOUSCCOR MMANEHHOMD LMKNA NPOOYRUME GREHWAALMA O0MEHE YETAHOBWTE,
BCIA ATO LUeNecoobpaIHo:

a) uend 8 oSNacTH KNeCTEd W TpefoBaHva K NPOSYELAM,

b) noTpebnocTs B paipatoTie NPOWBCCoR, AOKYMEHTOE, 8 TAKKKEe B ODECNEYeHNN DECYPCAMA LNRA KOk-
KpaTHOR ApOayELMG,

c) HeoGXOOMMYI0 BEATENEHOCTE NO BEPHEHMIGALIAN W BANMOAUMK, MOMUTORMHTY, KOMTPOMIO M HCNWTE-
HAAM ANA KOMKDETHOW NPOLYKUMM, 3 TAKKE KPUTEDHW NDWEMKH NPOQYKLMK,

d) 3anwcH, HeoGXOaUMEE ANA OBECNHEYEHNA CENABTANLCTEA TOMD, YTO NPOUBCCH XHIHEHHOM UMKNa
NPOAYELMM W NPONIBOIeMHAA NPOAYKLIMA COOTEETCTEYIOT Tpaboaannam (cm. 4.2 .4).

PeayneTaTe 3TOM0 NASHWPOBIHHA SOMskn BuaTh B Opse, COOTBETCTBYIALIEN NPIKTHES ORraMHHIBLMH,

Cpeanuzayun Sorwna paspabomams SoxyMeNmupoaanieie Mpebogatus & yMpaenenin puckom Ha
BCOX ATIAMNEX KUIHEHHOS0 LA NPODYRUUL. JENUCU RO JNPEETeHUD DUCKOM dortks NOAMSHRUSAMLER &
pafovon COCMoRMUY [ou. 4.2.4 U npuseyanue 3).

- EEE RN

1 DosyweHT. ONpELEnEUHA NPOLSCoH CRCTEME MEHELEWEHTA CAYSCTRA (BEMDYAN MEGUBCEel W1 HHOTG
WHENA NPOEYRLSN | B BECYPCY , SOTORWS NESACTOWT NREE BHA Ty K EOHIRETHD A NPOdyolss, NPaesTy BNE S0 TRAETY, MOReT
PACCHATRWRATRCR KON MNaH CRAYWFCTRN

2 Npu paapaBored NHOUEECON MdIHSHHOMD WHERE APSAYELHN ODPEHHIBLAE MOEET THCSE NPUMOHA T TREGOBA-
Haht T3,

3 Cu. [S] PO yRpESNSHUR DI CHOM

7.1.1 Ofwme NONOMEHHA

T4 Tepwad eNPpOUBOCE MUIHBHHOTD LWMKNA NPOAYKUMWs WenonsayoT b MCO 13485 ana onwcanwa
NPOUBCCON, HEYHHAKALWXCA C NNAHKPOBIHAA W M0G0 KHLWKCA,

= OnNpegensxRes TpebosaHWA NOTPetuTaNA K yCTaHoBNeHBREM CBRIM C noTpebuTanas (cm, WO 13485,
noapaafen 7.2)%

= NpOEKTHPOBaHWEM M padpaboTeon (ow. MCO 13485, nogpazgen 7.3%

= aakymaasid (cw, MCO 13485, nogpaanan T.4);

= NpOWIBOACTEOM M obcnysmBaHMen (Cv. MCO 13485, nogpaiagen 7.5);

= YIPABNEHHEM YCTPORCTREMMA ANA MOWATODHHTS W MIMepesiE (o, MCO 13485, noapaanen T.6), Drnk-
“AR MOCTABKY NPOOYELHA,

MpowEces: EMAHREHEOTD LMENA NPOOYELME TAKES BEMOYa0T B coln HeKoTODLS Bkl NOCTENPOLAMN0R
OEATENLHOCTH, HanpUMED oBCnysHpanine NOTPRGHTANA, NOCTARKY JANYSACTEA H TEXHHWISCKYR) NOOOBDHKY,

7.1.1.2 Oprann3auuam, Ysi CHCTEME MEHEIEMENTA KIMECTEA MCEMOYamT YNpasneHHe NpoaKTHRoaa-
HMEM i paapaboreod (cw, MCO 13485, noapasaen 7.3, HeobxogmMao TaKe BnNonHATE TReboaanuA K sepudn-
KALMM ¥ BANKOILMH NPOOYHUHK, yoeTauoaneuHse 8 MCO 13485, nogpaagen 7.1, OTHOCAWMECH K NPOLECEIM
HOAIHEHHOND WM NPOOYHURN. B 3THX OGPrasdIaLMne NpH BHECeHii NoGLix WIoHesHn B WEWLEWHCKHE MIDe-
NHA PEXOMBHOYETCA PACCMATPUBATE CPEOCTEa YNPaBnaHWwA, sxncrenise 8 MCO 13485, nogpasgen 7.3,
Takse HaMeHeHIEA TPEGYIOT NOMYEHUA 05 BB KTHEHEX CAMASTENLCTE [HANDUMED BEDWDHEILNK W BANWASLMA

MEQNLLAHCMX WAZeNHA, NOAPOGHOND CNBCAHKA N0 DO M HENTAHWA, NPOUEOYD NEPECMOTEa ) peayneTaToDn,
NONMyYEHMBIX ND BROEM SERATENLHOCTH, ONHCanHeM & MCD 13485, nogpaagen 7.3,

Mpamewanee 1 8 KOO 13485, noapaxnen 7.1, COrNAcYSTEA C ONPEOANSHNEM NMAHA KEAYSCTES, NPHBE-
posksn B MCO S000 v oTHOCALLLMMER K NNAHMPOBIHMA NPOWRCOOD EHINGHHOTD LWKINS NDOSyHLUNK.

Npaweyndee— JononnETelessn sHbopMagns N6 NNAHAM disscTaa nonesgesa a [10]
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7.1.1.3 Nps NNaMvpoBasme NPOUBCCODR HMHMIHEHHOMD LMEND NPOSYKUMY ORFAMHISLUMH PEXOMEHIYETCH
PACCMATPHBATE 0BNACTE NPHUMEHEHHA CBOEH CHCTEME MeHeIxMenTa KavecTea (cm, MCO 13485, nogpas-

Aen 1.2). Ecnn opraHHd3auna NpHMEHRaT Derynapyeumwe Tpeioaann, no3sonriouing ReKni:MTE yIDaan s
APOEXTMROBAHWEM M DAIPAGOTHON i OBNBCTH NPHMOHEHWA CHCTEME MEHALEMENTA KAYOCTED, TO WHDOPMa-
LHA O NPOEKTE, OTHOCAWAACA K 05A3ATENbHBIM NPOUSCCAM BEDHMKILMNA ¥ BANWILILWH, MOMET BouiTe YatTew
JANMCEN, CEAIAHHEX C NNAHMPOBAHWEM NPOUBCCOB MHIHEHHOND LHKNG NPOAYHLWH. 3Ta MH(OPMaUMAa 1nM
CCBLANKW HA HED MONYT HAXOAWTRCR B OTQONLHOM diaing (CM, npanosesne A, TaBmua A1),

7.1.1.4 Hexovopwe Tpebosadna, HauWHa KLHECA CO CNOB £ B0 COOTRETCTIVE TS M OTHOCAUIHECH K Npo-
LBCCAM MUIHEHHOND UMENS NPOgYELME, Nepesmcneds B MCO 13485, Oguaxo 8 MCO 13485, nogpaagen 1.2,
YETAHABNHBABTCR TAOKS, YTO BCMM TPEGOBAHNE HAUHHABTCR C ATHX CNOB, Bro CREOVET PACCMATHMBATE KaK
COOTOATCTOYKALE® HOIADWCHMO OF TOMD, CMOXET MM OPrassMlauMs NDOOOCTIONTE OOKYMEHTHDODIHMOE
obocsoaanie gawiorn Tpebosarna, TpeboBarne PEHOMEHIYETCH TAKKE CHMTATE COOTBETCTEYILMM, SCMH
B0 BLINGNHEHWE BEohX0neMD QNA YO0aNe TEODEHNA KOHEDE THRIX TPEGoaaHMH K NpOIYHLMM MM BEN0NHEHHRA
O AHAIALWER KODDEKTUDVIOWME SENCTEAA.

Tpefoanwe He YCTAHARNWEISTCA B TOM CMY4aE, @CNH OHO RRNASTCA COOTBETCTRYILIMM TONLKD GNA
EaEof-NME0 KOHKDETHOR OpPraHMiaaund, Ho HeobxoaMMo paccMaTpHBaTE perynepyowse TpebopaHns,
OEACTEYOLWNAE HA PRIHKAK, Y08 JAHHAR ODFAHNIAUMA NOCTABNRAGT CHOK MpOY KWK,

7.1.1.5 Knpogysuss ofSs8H0 NpegbRanaoT cnegyowse Tpefosanma:

= QOCTHHEHNS Wened B obnacTy kavecTEa o TpeboBaHWA ¥ NP0y,

- paspaboTd NpoUGcCos, QOKYMEHTOD M DECY OB, HE0BN0EHMBI ANA KOHKDETHE X BROOE NOOYELMK;

= OCYLLGCTENSHWE BEPUEMLALMM, BRNMIAUMN, MOHWTORHMHIE, MIMEREHHA, KDHTPONS HHCTILTANKA, Heoh-
EOQMMEN ANA E0MKPaTHEE BANOE NPODYILIMM;

= BEgEHAG JaNHceR, HeobxonuMpx AnA oBecniyenra 00 bEKTHEHLN QOKIIATENLCTE TOMD, YTO NEUSCCR
FHIMBHHOND LWENG NPOAYKUMA W [OTORAA NPOSYEUWA COOTRETCTBYIOT NpedbRanfesus Tpabopaniram
(e, HCO 13485, mywer 4.2.4).

7.1.1.6 Mpousayps, paipalboramtee opranHIauMed, aonHe obecneymMeaTs 0D LOKTHEHOCTE PEIY M-
TATOR KOHTROMA A ACTHGETEHARA, SCNH KOHTDON b B HCTHTAHAR OCYILECTRNAKNTCA NEPCORAN0M, JAHATHIM B NPOWI-
BOQCTEE,

B HTOroBsi 3Janucax, oTHOCAWMECA KTpeboaanmnasm MCO 13485 myrxt 4.2 4, nogpaagen 7.1, nepadncne-
HiAE 0, NPUMEYaHAE T W mysET T.3.3, UHOrga MoryT GuiTh HENONeI0BIH PAINWHBE TEDMHL (CM. MPANoHE-
Hwe A, Tabnwua A1),

7.1.2 MeHagemeHT pHcEa

Tpebopawwe yCTaHOBHTE M NOAOSP=HEATE B paloyen COCTORHMM SOKYMEHTHRODaNHLE TReloBaMrA K

BAQAM QERTENLHOCTH NO MEHSIXMEHTY DUCKS ANA BCEX NPOUSCCO8 MHINEHHOTD LMKNE NPOSYRLWA YCTaHoBNE-
wo 8 MCO 13485, noapaanan 7.1, OCHOBHBIMM INEMEHTAMK TAKGRD MEHEINMEHTS DHCKE ABNRKTCNA OWBHEA

PHCKA (BRNONHASMAEA MO HAI8 AHANKID PHCKD W OWTHNBIHMA DUCKE] M YNPABNoHASG DHCKo M. Dooboe DHAMAMWE
CcNegyeT YAenHTs CNoBaM «4na scex npoueccoss, B xonrexcte MCO 13485 ynotpelnesse 3THX CNOB D3HAYE-
BT, YTO BCE NPOUBCCH, onncaHnee 8 WCO 13485, pasnen 7, pasomeHOyaTcA DACCMATPMBATE © TOHKM IPEHIA
TOID, KaK OHH OEGCISYMBAKT BUOAHEMH SaHHEME BAOb ASATENEHOCTH MO MEHEIMMEHTY DHCKS WNH KAKYID
MGNEIY HIBNEKIOT M3 PEIYNLTATOR JEATENGHOCTH N0 MEHBIMMEHTY PHCKE.

AnA aaeepueHRA QERTENEHOCTH N0 MEHEINMENTY DHCKA DEXOMEHIYETCR PACCMATRHBEATE WHDOpMa-

NOMYSEHHYI0 Ha NOCAENPOMIBOACTEEMHON CTAQMH (HANDHMED © NoMOWEN oOpaTHOM CBA3W NO
Hﬂﬂ 13485, mymrr 8.2.1, v npe paccxoTperri =anod notpeburens no MCO 13485, nyssr 8.5.1), v Bknso-
4ATE @@ B DARN MEHSOHMEHTS DHUCHS,

PeaynsTaTe ASATENLHOETH B0 MEHELKMENTY DICKR BNAAKT HA NPOLBCIS EHAHEHHOD LLAKNE RPoTYKLUWH
chegyoms obpaiom;

= NOMOTAKT ONPESennTs XapasTep U MacwTalu ynpagnerua;

= BAMAKT HA GEATANBHOCTE [0 0006 SR NOCTABLMES,

= COSCNEHBI0T BAKHBMA RXOLHE M TaMHBIMN CTAGHI0 NPOEKTHPODIHAS,

= CAYMAT KPUTEQUAMK NPH OUSHABIHWA BbIX0OHBY aHHEX NPOeKTHDOBAHNA,

= YCTAHABNWBAKDT HEoGXORMOCTE HIMEHEHWA NPOBKTA;

= NOMOTA0T YCTAHOBHTE TREGOBAHMA K MPOMIBOACTEY M yNDIBNEHAK NPOUBCCRMMA, YNRERMEHW0 YCTROR-
CTRAMMW QA MOHHTODMHIE W HIMEPEHWA, 8 TAKE NPREMES NPOQYELMA,

Bt OTMOTHTE, 4T0 BRXOOHLE SaHHBE BHI00 QEATENBHOCTH N0 MEHETEMENTY DHCKE MONYT NOBNHATE
HE NOHHATHE DELLIEHMA ¥ BM06 JATENEHOCTH, HE OTHOCALUMECH K NPOUSTCCAM MUIHEHHOTD LIHKNES MDY LA

(om, GO 13485, paagen 7). Hanpuwep, nHOopMagun, NOMy<eHHaA Ha BEX008 SeRATENHOCTIA NO MEHE EMEH-
Ty PACKA, MOMBT OKi3aTh CYLLIGCTHEWHOS BIAMANAS Ha DELLIGHIE, MDMHATENE B PEIYALTATE AHAMKAA GO CTOPOHR

2d



FOCT P UCOITO 14569—2007

PYRBOACTES OPraMM3aUMH, NOArOToRKY NBpCOHANa, HHEPACTRYKTYDY, MOHBTODHNHT M MIMEDOHHE, ODDALLEHNE
C HECOOTBETCTEVIOWEH NPOAYKUHER, KOPPEXTHRYIOWME W NPeayNPesganu9we QeRCTEMA,

JonanHMTensmy o MHGOPMALNKD N0 YETAHOANSHHKD NDOUBCEA MEHBIHMEHTA DHCKA ONA MEIHLNHCKHE
HADOMAA MOoxHD HaATH B [11].

7.1.3 Cpok cnywbis MEQHUHHCEDTD HIZENHA

P, CHAIAHHENE CO CROosoM Cyrbel MEANUKHCEOND KWAAeNMA, MOMYT BeiTh APMMHAETE 008 YHpaana-
A W T LA DO M GET TONM M DCKEMA, KOTODLM MOMYT BOXDSCTH B0 HEGONYCTHMBX ¥ DODMHER M
MCTEUBHRM NEPWOGE JCINYATALWM MELWLMHCKOND HADBNUA,

TpeboaaHns K OpraHnIaLWEM GNP JanaTe CPoK Cmbin MeaHLMHCKOND KAABNMSA C Wankid yrPaamn s
DOEYMEHTAME 1 3aNKCAMK yeTanoanetd o MCO 13485, nywemed 4.2.3 1w 4.2.4. Cpox Crvebi MaLWuUMHERDID
HAZENMA MOWET GulTh ONPELSMEH, HCXOOA M3 TEXHHYSCKAX, JNDMYGCRIX, KOMAME PYBCENN W APy THx coobpawn-
HHA,

OGOCHOBAHME YETANROBNEHIA CDOKA CRYRHk MEJHLMHCEOND HAOANKA DEXCMAHIYOTCR AM0KYMEHTHDO-
BATE, BHNKOYHD [ BN

@) HAIHANEHHLIA CPOK XPAHEHHA MEIWLHHCKOND WIOeNns;

b} paty oEOHYAHMA NBPUWOSE XCINYATALEN MEAMUWHCEOND MINANKA W B0 KOMNOHEHTOR Wa-33 WX CTapE-
HMA © TEOH SR BDOROHA;

C) SWCNO NePHO0a ILCNNYATALMA MEQMLIHHCEOND HAZBNHA HA CCHOBIHNE WCNBITAHWA MELHURHCKDID
HIOEMMA,

d) OMMRAGMOD CTADGHHE MATEDHANDD;

@) MPOUHOCTE YNAKDBOHHEE MaTSPHAN0E;

f) AnA UMINAHTHRYEMBELX MESHUKMHCEHX HAZENHA — OCTATOYHEIR PHCK, ABNAKLMACA PEayNLTATOM BCa-
ro neproda Npebspaqra MeOHUHHCEOTD HANENKMA B TENE YEN0Be ks,

g} ANA CTEPHALHLN MEQHUMHCEME HIQENWA — DOIMOMHOCTE NOQOSDMIHAR CTEPHNBHOCTH,

h) cnocoBHOCTH/MOTOBHOCT ORFanuIBLMK, NHuAa, PaboTadweny No SOrQBORY, K OKAIAMMID YCIYT MM
HAMWWE COOTBETETAVOWSND Pary MMDYHOLWEND TRaBoBaHMA;

i) CTORMOCTE W OOCTYNHOCTE JANGCHBX WACTON,

jI wopuom-eckne COOBpaKeHHA, BNIOHMAR BuNONHeHWe BIATHX ObAzaTenscTa,
7.2 MNpouecchl, CARIAHHLIE C NOTPEEHTENAMK
T.2.1 Onpegenswiws TpebonaHAR, OTHOCAUWICA K NPOaYRUWH

HMCO 13485:2003 MagenwAa MogMUHHCKHE, CHCTOMB MOHOORMOHTA KadecTea. TpebopaHMa
ANA USENeH PerynnpoBasua

T2 Npouscosl, CHAIAHHLIE ¢ NOTPEGWTENAMA

7.2.1 Onpagenesue TpeGoBaHHA, OTHOCALLMECH K NPOOYELMMH

OpraHiIauHa SOMEHS ONPaaenEThL:

a) mpeboparma noTpebuTens, BEMOYan TREGoBIHKWA K NOCTABEE ¥ SATENLHOCTH NOCNS NOCT ABEM,

b) TpeboBaHvA, HE ONPEAENSHHEE NOTPEEUTEMNEM, HO HEOEXOAMMEE ANA KOHEPETHOMD MK NPaANG-
NArAGOMOND HCNONBIoBAHWA, KOS OHO HIBBCTHO,

C) I3aROHOOATeNLHBE W ApyrHe ohAIaTENLHME TREGOBAHWA, OTHOCALLMECH K NPOMYRLIHK,

d} mobse GoNOnNHATENBHEE TREGoBAHHA, ONPEaeNaHHEES O aHHISLWERA,

7.2.1.1 Npoyeccy:, CEAIAHHLIE CNOTREGHTENAMK, paccuoTpeHE B MCO 13485, nywkr 7.2.1, M OTHECE HE I

- BXOAMLIM/BLDIOAHEIM JAHHBIM NPOEXTHROBAHKA € UBNLK PAIPAGOTEM HOBOR NPOAYRLMW,

= TpeGobaHHAM NOTPEEUTENA K NOCTADEAM HMEDLGACH NEOOYELIM;

= OBpATHON CBRIA C NOTPEDHTENEM W KOHTAKTAM C HHWM NO BONPOCAM, CERIAHHLIM C NONYYEHHEM JALA308
HIMA NOCTABKON NBOOYKLIMA.

7.2.1.2 Npooysuys o Yonymd, KOTCPE S Opd aHUIAL0AA MOXET NPEANOHMHTE NOTRebHTENAM, CNPESeneHs B
WMCO 13485, nywmsT 7.2_1. Tpeboaanrun K npody kiam M YEmyraM Moy T coaepeaTe CRagyrdune S0N0NHUTEMbH e
hanTope.

« PErynUpyIDWHMe 1K JaKoH00aTeNsHbe TReBoRaHHA CTPAEM MNK PErHONOS, Ha PLMKAX KOTOPLX PaIMe-
LEHA NPOAYRLMA OPraHMIaLMA,

< NpOAYCMOTREHHOE NDHMEHEHND,

= Npegnonaraemos qyHELWOHHDOBIHNE,

- DAKTOPG, CARIAHHEE ¢ NPOBKTHPOBAHWENM,
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= MpaHEH NOCTAROK,

= HE OMOBOPEHHLIE Japanes Tpeboaanna noTpebuTenad,

7213 Ons vogwlsHcKH MIEsNHA DEKOMEHIYeTCA JAS0KYMEHTHPOBATYE NDOIHIIHIDEHHOS NPHAGHE-
He B moGoe oBoCHOBAHHD NDOMHOINDYEMOE HENDABHNLHOE WCIONBIOBAHNE, 3 TAKKE NOKAIFHWA K NDHMEHE-
HA, 310 ocofenHo pasmo npy paizpaboTee HOBLIX MESHUMHCEMX HMAODENHA, PyKOBOSAWME YEAIAHWA,
npueegeuHse 8 OO 13485, nogpaigen 7.3, NOMOrYT ODfaHHIALMH YETAHOBHT b HEOB X0 MMOCTE NDHMEHEHHA
Tpeboaasei K NpoosTHRoEasHD W paipaboree.

B ASATENLHOCTE N0 MEHEINMMEHTY PHCKA TAKKE DEROMAHOYETCA BRNKMETE NDeQHSIHIHEHHOS NEHASHES-
Hig 1 0668 GBOCHOBAHHD ADOMHOIMPYAMOE HEMPABHMALHDSE MCNOMBICBAHNE MESMUWHCKOND WAGEMA [Ci,
WMCO 13485, noapasgen 7.1, OTHOCHTENEHO SOATONBHOCTH NO MOHSINMENTY DHCEA ).

7.2.1.4 BcenoapobHoCTH, KACAOWMECA 3axa308 noTpelurans, sonTpakta ¢ noTpeburenas i Tpeboaa-
HWA NOTREGUTENE, SoneHL Bl Te NOHATH W NDOAHANKIMPOEAME € WaNLKD WX YAGENSTBODEMWA. STH BIAL B88-
TEMNLHOCTH paHed Guind obo3HAYGHL KAK &3HANMI KOHTPAKTAS.

Mpw AWK TReEoBIHNA, BENONHEHRES KOTODLIX Ha NPELYCMOTReHD 0 X008 obuumpx pabouns Npouec-
COB, YCTAHORNSHHEX OPradM3IaumMen (Dcobenio HEPBANLHELY MK HEBEINONHMMEX), Heobxogumo obCyauTe
aTh TpaboBaHwA ¢ NOTpobuTanaM.

7.2.1.5 Cnocolul 3aKa3a MoryT DbiTh paIHBIMW: NACHMEHHLENA JFEI, YCTHOE COFMAWeHWE, JAKa3 MO Tane-
POy MNK ANEKTPOHHON NOYTE,

OfHa W3 CaMux PacnpOCTpaHoHML NPobnemM, ¢ EOTODBIMW NPMXOOWTCA CTANKMBATLCA NPW 3aKE-
3, — ITO HENOMAMAHWE TOMD, YTO JAKAIIHD WNH KaK ITHM NONBIOBATECA. NG peLeHHA 0aHHoR NEoGneM
BANEH XOPOLIO HANSHEHHEIR 05MEH HHEOPMALWER MENOY OPraHHIALWeR W NOTPEBUTENEM M, N0 BOIMOHHOC
TH, OPraHMAALMK DEKOMBHAYETCA PadpaboTate NpOUBCes OOMEH MHEODMBLHEN QNA HASHTHRDHKALNA W
POLEHAR ITOR NpoGNeMis.

38KA36 B NUCHEMBHHOM WITH INEKTROHHOM BAOE, NONYYEHHLIE N0 NONTE, (hakcy, INeKTPOHHON NONTE 1K
WEPEa MHTEPHET, MOrYT CTATE QOCTORBDHEM HETOUHAKOM NOOPOGHOCTER O JaKA3AHHOA NpoayrLwn. Mpu nony-
YN JAKII08 N0 TENSPoHY MMM NPRMOR KOMNBROTEDHON CHRAIN NPHHHMAK0NT BOHKPETHEN M DL 0NA PETHCTRE-
LykIA WM NOATESIeHMA 3aKa1a. OpraMiagymMs QonKHa paspaboTaTs MaTOgL YTPARNaHKA TAKHMHA JSKa3aMK,
HAMMRIED.

a) ook K3 cnocobBon ohOPMATE 3AKAT, CRONAHHLIR N0 TENEgoHY, MOKET IS TLEA 0 TOM, YTO ML,
MPHHHA M SO E 38533, JAMUCEBSAT B NPUrOToAREHHEA Japaxes BRoKHOT (MW Qacss NpeasapuTansH0 OTNEYa-
Taukyio HOPRY) Boe NOAROGHOCTH 3K K NPOUNT HBAST NOTREGHTAMO CHOM JANKCE, IANDALLMBAR NPW ITOM
MO0 TES DM HAD,

b) apyram cnocofom moxeT GuTe BEEAEHNE NOLPOGHOCTER JAKAAA HENOCPEACTEEHHD B KOMNLKOTED,
FYEHA ATOM CHOBS A0 DALLWEEOT NOGTHOEEL0HWES JAA3A 6 YETHOA DOPME, NO DaKCY WA ANEKTHOHROA NoYTE, ©
HENOCeACTBEHHLIM COXPANEHUEN HHEODMILWN Ha QHUCKE JNW PACTEYATION 88 HA ByMaNHOM HOCHTENS,

7.2.18 MNocnenony-eHWA 3aK333 OTESTC TRSHHOS NMLI0 OPFAHNIALWA A0MEH NPOAHANKARDOBA TS 30K
C TOUEW IPEHUA BOIMOMHOCTH YOOUNOTROPEHHA Tpebonauud, npUoedeikbx 6 MCD 13485 myuxr T.2.2.
B nebonsluof Opraid3aumy 3THM OTESTCTESHHLIM NHUOM YaCTO RENSETCA 88 PYXOBOOHTENS.

OprasdIauua TAES J0MEHa ONPafana T HANKSWE B 385338 TPoBoBAHMA K NPOBKTY W CAAIL 3THY TpaGo-
BaHui ¢ MCOD 13485, noppaigen 7.3, PYsoooasiuse yEaiaHua, NPHBLSeHHBES B 7.3, NOMOranT OpraqMlaLmH
SNPeqenyTe, REMAKDTCA MW QaMH6E TpeGiaaHWA TRaBoBAHRAMM K NPOSKTHROBAHWID W paspaboTee.

I8Nkt O NPOBEKEHMOM SHAMIG JAKIEE MONOT HeaTi TAKON M8 MAKDHW-HOR, KK M ROMETES HA JAKAM, 1
CONBRRITE TOMLKO NOATHOPHIEHNE, YT J0KES MORET DoiTh Bl RONHEH, CONDOBONIMEM0E NOAMNMCHED Db EMHIH-
pyiero NiHua, » gaty. B cny4ae, ecnu Hecbxogum BOMnes CRowHuif SHANKI, OPraHHIauMa MoxeT paipabo-
TaTe NPOUEAYEY TAKOMD AHAMNIA, HO CAMAE AMNWMCE BOTMEHS BLMHUATE B Co6A TONBED OCHOBHEE NOADOGHSETH
IARDID.

7.21.7 Ecnu opraHM3ayud NPeanaraeT aoiMosHoMy NOTPebuTend 1asniounTs HOHTPaKT whM oduop-
MHT K33, PEKOMEHIYVOTCA NEMMENATE TOT ¥E toaxod. HeoBoonnmMo yeTpamHTe Nl NpOTHBODEHA M-
AY NPeancEaHEAME OpraHnIausAme 1 Tpebosanrans noTpebutens, DpravviayHa QoneHa yaocToOBepHTECA,
4Td TpebosaHmA, MO KOTOPEIM SOCTHIHYTS COPNAWaHWE, JANMCANE HAANEWAL MM OBPaI0M.

MpH HEOBXOOMMOCTH BHECEHMA MOBLX KIMBHEHWH B 3AK33 UMK KOHTRAET PEKOMEHTYOTCA NPOAHANHN-
POBATE ITH MINEHEHWAA 1 NDHETH K CONNBWEHWD TEK M, K3K B CMy4e ¢ NepioHIMaNEHEM 333 J0M WK KOHTRax-
ToM., ECNH WMIMOHGHHR NPUHATLL, BAMHD NpoRHGOpMApCBaTE o aTOM JaWHTEpECOBAHHOE NHUO B
O AHAIALHH,

PerpseHayeToR TEoRS BHOCHTE HIMEHEHKRA B COOTBETCTBYIOUWE Q0KYMEHTE, HA KOTOPEE 0aHH B HIME-
HEHEA OKAARIBAKT BrAMAHWE.
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T.2.2 AHanua TpoBonarHA, OTHOCALMXCA K NPOSYEUHH

HCO 13485:2003 MapenwA MogMUMHCKHS, CHCTOME MOHOOMMOHTY KadecToa. TpebopaHwun
ANA Uenen PerynmpoBIHuAa

7.2.2 Ananua TpeSoBanii, OTHOCALMXCA K NPOOYELMM

Oprann3auHa QONSHE SHANNIAPOBATE TPeGOBaHMA, DTHOCALLMECH K NPOOYIRLWH, ITOT SHANKI JONKEH
NPOBOANTLCA B0 NPUHATHA OpfadMsaLwen obRlaTenLCTEA NOCTARNATE APOaYELMD NOTPeGMTEND (HafDK-
W, B0 YACTHA B TOMGOPAK, NDWHATRR KOHTRIKTOR Wi JAXAI08, NPUMATIA KIMOREMAA K KOHTDAKTAM WM
IANIIOM ) M gonEsH 0BECNeYHBATE:

a) onpadensHug U JoKyMeHMUPOaaNUS MPeboaanul K NpodymyuL;

b} cornacosanws TREGOBIHMAKOHTRAKTS MM 33KA38, OTNMHAKNIAXCA 0T PaHes GO Py MMpOBaMHEX,

c) cnoCobHOCTE OPrasMAaLMHE YI0BNETRODATE ONPEIoNeHHEE TPeGonanmA.

JANMCH Da3IYNETATOR AHANNIR W NOCNEN YU ASRCTEMR, BbTEKII0WMX 13 HANKIA, QoMM NoQ0ep-
HHBATECA B paboYen COCToRNMM (CM_ 4 Z 4).

Ecnu noTpeBuTens Hi B aBuranT JoKyMeHTHPoBaHMEY TReboBarmi, opraHuIaumMa A0MEH NOATEaR-
AWTE WK y NOTREGMTENR 00 NPUHATHA K BCNONHEHNK,

Ecnu TpefoBannn K NPOSYELMM HIMEHEHE, OPrasuaaums gonsHa obecneymTe, YTobu cooTBaTCTEYID-
e AOKYMEHTE BEiNK WCNPABNEHE, 3 IAUHTEPECOBAHHBA NEPcouan GEN NOCTAANEH B HIBACTHOCTE 06
HAMEHHDWHXCH Tpebonammax,

Mpuseud e — B sbooTopes CATyBURRL TAGE KAR RPOLEER, BEFLSCTRRBEY LS BB MaTapHaT, NpaKTe-

S8 CEH HEUENECo0SEaIHE NS00 0W Te OOHILHA NpHb R BHANAS EEHQH0 305836, BMacTD 3ToI0 AHANAY MOKET PaCNPOsTRE-
HATRCA HA COOTRETCTRY LY MHRODMEUHE O NPOLYELWA, TADYHE Cax CaTEMOIW BN PEenauHpE MBTEDHaNL.

Kposes ol pyrosoiRuqss yEadanil, npHesaennsx 8 MCO 13485, nogpainan 5.2 o myler T.2.1, ooH-
KPS THB PysOBoaa MY YEaIaHAn QN8 METHUWHCERE HLOEMWA HE WMBETCA,

T.2.3 Cenis c noTpefurenmmm

HMCO 13485:2003 Mapenwn MegHUWHCKWE, CHCTOMBI MOHOOMMOHTE KadscTea, TpeboBaHMa
ONA Wenen paryndapoaasea

7.2.3 CenAlb ¢ noTpebHTENAMKA

OpraHn3aumn J0N%HA ONPESENATE W OCYLUSCTENATE SDMEKTHAHLIE MEDL MO NOQAEPHGAHUKD CERIN C
noTpeGuTenAMH, KaCaUHOCA:

a) HHDOPMALW O NPOSYKILHM,

b} npoxoEféMHE WBNHOCOE, LONTPAKTA MNKW 38KA3A, BXMOYAR NONPABKK,
¢} obpaTHOR coAaM ¢ noTpebuTanau, exnwyan Hanobu noTpabutencn (e 8.2.1);

d] POACHUMaMbHbR aodosmmeiud (o, 8.5.7).

Kpossd meobxooWMOCTH DHEODEHRA PEIVNGTATHEHBX CPRACTE CBAM C nOTpabnTanAwHE, pxnxan obpar-
HYW CBR3b, 8 MO 13485, nywer 7.2.3. pRcCcMaTpredoTeR ancbisl noTpabuTenad B NORCHHTENGHLIE YBaI0M-
NAHFA (CM. TADKHE PYROBOARWWE yrazanva B MCO 13485, nyrr 7.2.1)

MoACHATENBMBIB YBEOOMNEHHEA PRCCMOTREHL Taowe B GO 13485, nywxT 8.5.1, roe coopkaTca onan-
HHTENEHLIE DYROBOQALIWE YRAIAHHA,

OnNpagensHna TOpMMHoD aBOACHHTENEROE YOEOOMNGHARES W oxanofa noTpobuTanns NpPDEEeHL B
HMCO 13485, nogpazgens 3.3 W 3.4, JoxyMenTh, CYLLBCTEYRHIWE Hl MEMOYHADOOHOM DhMKE MEIHLMHCHY
MANENMA H COQBDMALLME ParyNMpyowwme TPeDoaaHuA K HAM, WMEI0T HEIHAYMTaNLHBIE PAINHYHR B TEDMHHAX,
ONpRGENaHA W TREBoBANMAR, OTHOCAWMXCA K wanobam noTpeGHTEnA, KoPPEKTHARYOLWLWM W NSOy pEKIaK0-
LUHM QEACTEHAR. B 2THxX DOKYMENTIX OT PEREH TAOHE DEINHYHOS OTHOWEHHE K OTEETCTIRMHOCTH CAMOR opra-
HHZAUWM-MITOTOBHTENA W OPranM3IaumMid, KOHTRONMIYVIOWME COOTBETCTEME PeryNMpyIoWUM TRabosanumam,
TREGoEa HWAM NOTPEGW TEMER i TPE T CTOR0H. Dudkib BANHG, YTOD: B OpranHIalWm Bulni obecnsysHs yeno-
BHA QA NOHAMIHRA PEry IMEYIcILHN TREGOBaMWA, CYLISCTDYIOWMY Ha KOWKDETHOM Phikkg cluTa NpomysLWe,
BLINYCKASMON OaHHON Opramv3auMen, W CODTBATCTEMA 3THM Tpeboaannam, CaRis © NOTPebMTENAMK MOEET
Tak%E NOBMMATE HA CNOCOGHOCTE OPFAMMISLMN YCTAHBANWEATE MK BOPMBMUHPOBATE NPOCNENKBABGMOCTE
NPOOYELMA BANGTE 00 KOHEYHOND NONBI0BATENA. 3T OCobaHH0 BEHD D OTHOLWEHMA WMNNAHTHEY SN METW-
LMHCHMX H3GENUH, N8 K0TOPBIX CYWeCTEYIOT KOHEPeTHEE Tpeboaanun npocnesuaaemoctu (cx, MCD 13485,
AoAnyMeT 7.5.3.2.2), Wik B OTHOWSHAW APyIHE MATALMBCKHY AIAEAKWA BLCOKDMD DUCKE, AR KOTOpDMX
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TR S0BaHMA NPOCNEXNBABMOCTH MOTYT BbiTo DRLABMHY TN ORTEHA JALAAME, KOHTRONHMBYRALMMA COOTBATCTRNE
perynupyrwsn TpebosaHuam.

7.3 NpoexTvposanne v paapaborra
7.3.1 NnavHpoBaHye NPoIKTHRPODAHKA W paIpaBoTeM

HCO 13485:2003 Magenva MeonuMHCERS, CHCTOMEB! MOHOZEMOHTE KavecToa, Tpebopawnmwa
ANA UENen perynHdpoBaHin

7.3 Npoesxkmvpopadse W paipaBoTea

7.3.1 MnanMpoBaHHe NPORETHROBAHKMA W paspaBoTen

Cp2amyJauus Sormena paipalamsifams JoXyMENTPOSIRHEE NPOUedyDs NPOCKTIUPOARHUR U DOI-
pabomxu npodyxyuu.

Cpravsiauma obA1aHa NNEHHPOBATE M YNPABNATE NPOSKTHPOBAHMEM M paspaboTHOR NPOYKLHA.

B xoae nnaHMpoBaHA NPOEKTHRORAHHA H PaIpaboTEH OPraHHIAUMA SOMEH YCTAHIBNHEATE:

a) CTAOMW NPoBKTHPOBaHKA W paipaboris;

bl auds SeEmanssocmiu Mo BManudy. septurayuy, aanudayu U nepedave MOoEKTMaE (CM. NDLMEYE-
HUE), COOMBsMmomaoiile kaxdod cmaduy RpOBEMUPOaIHUR U papabomyu;

C) OTBETCTREHHOCTE M NONHOMOYHA B 00NacTH NPOEKTHROBAHKA K pa3paboTo.

Oprasnasuma QONKHE yNPARNATE BIAWMOLEACTEWEM DATNWYHEIX MPYNN, 3ISHATLHX NPOSKTHROBIHWEM 1
paspaboTOR, © Waneo ofacnraHma ShheKTHEHOR CRAIM W YETEOID PACNPENANEHNA OTEATCTEBEHHOCTI

Paaynbmamed noanupoaanus Somehs Swimb SORYMEHMUDOETHNS U, G MEOEXOAUMO, BRMYMUIL-
POSAHE MPY COSERLUSHCMBOEaNLIU MpCERMUPOSaNLIR U paipatomil (oM. 4.2, 3),

Mpuwevasue— fleamempsgcmes 1o megedive NE0EME 8 MPOUBCCE NPOBNMUDEEANUR U DaRDaSomeny

Aonmae BASANTIEDSET s, W0 SN dEHNRE TOO00NMLDOERIUE U D I08T0MmE Sy 86D Ui DS 8 Wl KO8 C0-
OAMSTIICRFEF AL 8 MpPEEOFasUAM § TPOUECE Y SISOMIORTOMUR, DEEROF Wil CITvlN T DNOAWETTRNaNWAL SRR R

AMY ApodyrRyuy.

Mp# MRAMYPOBaHAR NPOSKTHPOBAHKAA M pAIPAGOT N NOMMEHANT TAKHE DYROBOOSULIHE VEIIIHMA, NDHEBG-
AskMse B 5.4.20u 7.1,

Moavnposadme NpoeXTHPOBAHKA K pazpabo T HeoBxoauMo gne oHecNEYEHRA HADMeEALeTD yNpaanea-
HHA NPOUSCCONM NPOSKTHROBAHHA M QOCTHASHEA NOCTABNEMHEX Lened B obnacTi kayecTea. PaipaboramHee
MMM QONHE COOTBETCTROBATE TEM NOMOMEHRAM CHCTEM b MEHEIMMENTA KIYECTRA ORTIHHR LA, KOTODLE
HMMER0T OTHOLUEHIE K NNANMPOBaHHKD B OGNaCTH KaYeCTEa W TREBoBAHKAM K NPOUSCCIM HMMIHEHHOTD LHENa
PO HLMM, BEMICA-AR YIPAANSHNE NPOEXTIPOBAHEM W paipaBoTion.

Mnasfed) NPOSKTHROBIHMA K pa3paBoTiM 00bMHO DNLYAET(0T) B cola Cnedyues:

8) ONWCAHHE LBNEA NPOEETHPOBAHWA ¥ pa3paboTo, TO BCTh, KSKDE KOHKDETHOES MESHLMHCKDE M08 NWe
AnnsHo BeiTe paspaboTaso;

B} poaMORGLE Dok COLTA (KaK MEHUMYM, OBWYID NPEIBIDUTENLHYED OLUGHKY |

C} MOeHTHDHEAUMWD JOKYMEHTOR, NPOUSOYP W HTOMDBLI 3ANHCEHA CHCTEME MeHEIHMENHTa KaYaCcTea,
FpMMEHAGMEX & YIPABNSHMED NPOSKTHDOBAHWEW W paispaboTrom;

d) masHTMBHUEALWIO PACHPEOANEHHA OTROTCTESHHOCTH DHYTEN ORTaHUIALNA M CEOCMHEeHMID KABECT-
B3 HA ITANG NDOAKTHROBAMWA W PAIPABOTIM, BEMOYAR BIAWMOLOACTENE C MOGLIMN NOCT ABLIWEIM,

&) WABHTUDHEALINID GCHOBMEE 3a 084, TPeGYIOLLIG PELLIGHAS (KK STANOB YDA HUA NpOSKTHPOBAHN-
@M W pAIPAGOTIOR ), CXMLASME BRXAN0D (NPOMIBOAHEIE M I3MWCH) QNA KARION 330544 MNH E3R0000 3TN, a
TAH0KE PRCNPENENEHEA HHOHBRIY ANGHOH OTBETCTEBRHHOCTH W OTEETCTRRHHOCTH OPraHHIAWNN (NepCOHAN M
pacypcul) 38 BLNONHEHKHE KAXO0R JAN844 WK 3TANA,

f] rpadws BENOnHEHNA OCHORHLIX A0 MW ITAN0E © UEMEH COOTOATCTERA BROMEHHBIM DAMKAM, YCTE-
HOBNEHHLM ONA PEANHISLWA BCER NPOTpanis 1oRCTENA,

Q) MaEHTHRMEALWD HEOBXOOWMBEX MMEIDLMXCA W NPaANCNETaEMEIX YCTRORCTE QNA MOHMTOPWHIE ¢
MIMEDEHNA C LENL0 DEANHIALHA BU008 AEATOMEMOCTH, CORAHHEY ¢ paspalboTeon TpoboaanHHR, BepHdHK-
LA, BN OISR H HITOTORNGHAEM KOHKDE THOMD MEDMUMHCKOND MI1eNWA (CM, T3 KNS DYRODOAALWE YEIIIHHA
B 7.6

h} BWGOD MUW, POBOAALLWE SHANKS, COCTRE FPYNME, NPOBOORALIEA AHANKI, MDOUEAY D, HE0BXOaHMEG
ANA SHANHIS KAMO0A JA0I4H MNK 3Tana;

i} BAOL QEATENLHOCTH N0 MEHSONMENTY DHCED,

{} exop NOCTABLYMKOS.
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MraknponanHe NOMBCNAET PYROIORCTRY ORTAHMIALNW YNPIBNATE NPOUECCOM NPODETHDDBAHWA H Dadpa-
GoTeM, HE BEIXCAA 33 YCTAHOBNSHHEE BReMenHEe pavcy 1 obecneswsan nagnexawme ankcy. B npouecce
AAAHMPOBAHKA COTRY.QHWO FRYNMNE MPOEXTUROBANNA M PAAPABOTEA HETED OCOINAAT HeobX0aMMEE YCTaAHOR-
KM, LN ¥ npouedypel. NMnasipoBandWe ALNAGTCA TAKKE OCHOBOR ONA ONPOOENEHKA CODTEBOTCTEMA LEMAM
CHCTEMB MOHEBOHMEHTA KEAYECTEA.

Brasl QEATENLHOCTH NO NPOAKTHRROBANMIC ¥ PA3PAGOTIS PEKOMEHIYETCA ONPEdeNATE ¢ TOR CTENBHLI
SOTANWIAUMK, KOTOopas HeolxoanMa QNA DLNCNHEHWA NPOUECCE NPOSKTHROBaHUA. CTENEHL NNAHUPODaHIKA
NPOUECCos NPOSKTUPOBAHNA W PA3PaboTeM J38UCHT OT BENWMMHE! CRTFAHRIALME-PAIPaboTWES W CNOMHOCTH
pazpafaTeoasmoro MegHLMHCKON HAAeNHA. B HexoTODLX OPraHHIAUMAX JOSYMENTHRYIOT BCE NPOUSCCh 1
NPOUSTY P, OTHOCAMECH K BALAM SOATEMHOCTH NO NPOSKTWRORaHWO | paipaboTee. B Tamix oprasuiauwax
ANA KAXQ0N0 KOHKPETHOMD BUAA AEATENLHOCTH MOXaT BuTe Take palpaboTad Nnaw, paccMaTPHBAIOUWA BCo
OETAMM AHHGMND BRAA AERTEMEHOCTIA 1 BRMOYSIOW MR B Ceba neobxognMus obLMe yCTANOED W NpoUWe Ay, B
OPYTAX OpTAHAIALWAX COCTARNAOT NOAROGHLA NMEH NPOLETHROBAMWA W PAIPatOTIH KOHKDETHD QNS EAME0M0
NpoBKTa.

N5 HEKOTOPLIK TEXHONONA BEAMMOCERSE NES Y YNPABneHWEM NPOSKTUDORAHNEM U NPOLECooM Dasps-
BoTed MomeT GuTe 040l TECHON, B TO DREMA K3K ANA PYIME — HEIHIUATENbHOA. MogHUHWHCRRE KIS0 NkA
PEKOMEHLYETCA NPOSKTHROBATE Tax, YTObL! OHM MOINH BLZEPMAT b BOIMONMEIS WIMEHEHNA B NPOLECCS Warg-
TOBMEHUA, 8 NPOLBSE MATOTORNEHWUA JOMMEH GbiTh TaKHM CTADWUNLHE, ST 00 rApaHTHPOBATE NPOMIBOACTBO
Ga30NACHON NPOOYKLLAH, PYHKLHOHADYO LIS A HAANEHALLM 05RaI0M. 3T0 UACTO NPHBGNMT K TECHOMY BIAMMO-
LEACTEWID MENIY BHAMH DEATENLHOCTH NO pa3paboTie NPOAYELMM W paipaboTee NPOUBCCDE.

MNepagaqy NpoeKTa B NPOHMIBOACTE0 PEXOMEHIYETCA NPOBOONTE NOCHE &0 SHANWIA W 0OO6DEHNR BEaX
cnegwdvEauEA B npousayp. Npe NNAHKPODBIHME NPOUECC0D EHIHBHHOTD KNG NPOYELIKY DEEDMEHOYET A
YUHTHBEATE TpeboBaHua K NPOMIBOACTEY (BOCNPOMIBOOMMOCTL, OOCTYMHOCTE 3andacTel/uaTepuanca,
AOTREGHOC T B NPOMABOACTBaHMOM SBopYA0BAHMK, NMOArOTORKE ONGPATORORE M T. 4.) ¥ BoaMowIwe Tpeboaa-
HMA K OUSHES CODTBETCTEMA (NPOURayp, meTonos, obopyaosanua). Mpd TakoM NNAHKPOBAHKA HEOBX00HMO
YURTERATE BCE Q8TANM C Wenss ofecneveryA NPFABMNLEHOND WX BIITIONEHUA B DOHKDETHEIE NPOEECTH WKW NPo-
UEAYPL, CEAIAHHLIA C NPOUBCCAMM XHIHENHOND LWUENa Npogyryuy. HaaocTaroMHoe BHHMAHWE K JaTANAM
MOMET NDUBECTI K 3A08PMEE BLINYCKS NSOAYKLMM, 8 TAKMKE K BLyCKy HECOOTBATCTEYRLIGH NPOLYELIMA BCNe-
CTEWE NOCTABOX HHIKOCODTHOID ChIPLA MK HEOONOCTABOK CHIPLA, NPHMEHEHHA HEHaAaNexaWwWY cnocobon
HAMOTOBNEHAA KNHA HEBANMOXPOBAHHEDN NPOUSCCOR, HEYETEMX PEBOMa HHCTRYELWR, HENPABMNLHOID MADKIH-
posamua ¥ T. o CooTeatcTame TpeBonanwl, METOQOR W NPOUSOYD PerynupyowMn TpeboBanmaM MOXHD
NPOOEMOHCT PMPOEaTE C NOMOWILD BANKOALWH npoueccon (ca, MCO 13485, nywxr 7.5.2).

T.3.2 BrogHuie OaHHLIE ONA APOFKTHPOBAHMA B paipaboTer

WCO 13485:2003 Magenwa moguuMHckue. CHcTembl MEHOOWMEHTAE kavecTBa. Tpebosamumna
ANA UeNen perynipoaasua

7.3.2 BrogHedé QaMHLE QNA NPoSKTHROBAHHA W pa3paBoTim

BroOmMbie JanHsd, OTHOCAWWECH K TpaBoaaHNAM K NPOLYKLWE, A0MNwHE GbiTe ONPpeOandHs, & JanWcH
ACTEHE NOAASpRHBATLCA B pabouam cocTomHmm (Cw, 4.2.4).

BxogHbie QaHHuie OONEHE BLNgyaTs B cebn;

&) PYHRLUOHARBMES U SKCTAYAMALUONHEN MPaBoaaHLs, MpeGoeanLs K SeIMNECHOCINU COSNAEHD
HORH SO,

B} COOTRETCTRYMLME JAK0HOSATENBHEE W ApyTHe obRlarentHue Tpelopanus;

Cj Tam, rge 3o yenecoobpain, HDOPMALMID, BIRTYI0 M3 NPEOLIL YUK SHANGMWYMEX NPOEKToR,

d) apyrue TReGOBAHWA, BAXHES ANA NPOEKTUROBAHKA W paspaboTiv;

@) abixodibit AaHHEE NO YPIGNEHUK DUECKOM (C, T.1).

Brodupia danHpie donwnsl Beims NPoaianuiuposaitl HE COMEamCcmeUns D2y upyruum mpetogsa-
LA L TG s e,

Tpebosanua Qonwie GuTs NONHLWE, WELEYCMBICTISHHBIMA B HENDOTHRODEMBLIMA.

T.3.2.1 OBuwmwe NonessHHn

MpusenasnT Takee PYKOBOOALME YEA3aHHA, NpHeegeHHue 8 T.2,1.

BrofHs AaHHbE ANA NPOSKTHROBAHWA 1 pa3paboTin 0burHo e hopuy NoapobHex Tpebosa ki K
NPOOYKLEMH WHNH CNACAHKA NPOQYKUMK. 88 HAIHAYEHNA, KOMDHIYPALMK, COCTABA, DCTROSHHLIX JMEMEHTOR 1

Apyrux 0coBeHHOCTeR KOHCTRY KW, BROgHLe JaHHLIe QNA NPoeKTHROBaHHMA 1 palpaloTiM pecoMeHgyeTcr
AETARMANPOBATL A0 CTanEHM, HeoBROAMMOR ANA PAIYNLTATHEHOD BLNOAMGHKA BHAOS ABATANBMOCTI RO NPO-
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SETHROBAHMID W OBECTISUaNW0 HAQNEMMLEA OCHODK [NA NPMHATHA PEWeHWA NO NPOSKTY, & Taes gna
papUEaUMY ¥ BANMOALMW NPpoeKTa,

Bo axoaHsx JanHsx 408 NPoeKTHROBaMRA 1 paspaboTon Bce Tpeboaanun DEROMBHAYETCA ONHCLBATE
kae socHo nogpobues, OcoberHo QETaNLHO CNEAYET ONHCHBATE BOE COMNMLUSHHA MONIY NOTPeBHTENEM ¥
OFH AHAIALAEE, 3 TA0KE JAK0H0TITENLHLE W POTYMADYOWWE TREGOBIHMUA, KOTOPBIM 00MKHE COOTERTCTEOMATE
NpoayHYHA. B 38nvcs BXOAHEL QaHHBIX ANA NPOEETHPOBAHKA DEXOMEHAYETCA TAKNE BLNMAATE AHANKI NIDDLIX
HENOMHL, NPOTUWBODGYHELE WKW ABYCMECAEHHEE TREGoBANNA, HEGHTHDULMPOBAHMEE & NOMOLLLO obpar-
HOH CRAIM 0 X008 ADYTHE DMI00 Q8ATENEHOCTH NO NPOeKTHROBIHKI W paapaboTee. BxoaHed 4aHHED JNA npo-
EKTHPOBAHMA M pa3pabomis JonHsit Mg eHTHEMUMPOBATE KPMTERHK NPOSKTHROBAHKS, A TAIKe HeobxoauMLIe
Ana pa3paBoTEn M AHANKIA MATEDHANE K NPOUSCCH, BEMMER MCNETAHKA O6pa3La, C UEMED BEpMMEaLWA
BEMONHAMOCTH M A0SKBATHOCTH KPUTEDHOE NPOSKTHDOBaHKA. BXoOHEE OaHHBEE ANA NDOEKTHDOBAHNA DEKD-
MEHIYETCA NOQMOTAENHBAT L TEK, 4To0u W nerde Guino NepEaoamyecon KoppekTHpobaTe. Npn Heobxoanmoc Ty
HIMEHEHWA BXOOHEX AAHHBIX ANA NPOBKTHPOBAHKA PEXDMEHIYETCA CAANATL 3ANWCh, B KOTOPOR CNeayaT yia-
30Tk NPHHHHY HEBOENOOMMOCTH HIMEHEHNA, MHLD B OPraHHIALAA, OTBETCTEEHHOE 38 DHECEHHE HAMBHEHNRA, W
NELED, KOTOROE CNeQYVOT NOCTABNTE § HIBBCTHOC T O DHSCHHIW WaMOHIHRA. MOgrOTORNEMHHLM T G pa30um
BROQHBIE 0AHHEE QNA NPOEXTHPOBEHNA W pa3paboTaM AENANTCA OKOHYATANLHBIM SERCTEY R LM COBUIMOHHEM
ACKYMEHTOM BAAOTE G0 35BEDLIGHASR RPOEKTA.

BrogHpe AaHHBIE ONA NPOIETHROBAMKA W PAIpIGOTEH, KOTOPLE OBUHG OOMEHE BTy ONPeaendH,
APOAHANUIHPOBRDHL!, YTREP®GEHE W JANKCAHL! B DRFBHHIILWA, BLIOYDNT B coba:

= NPEOHAIHSHEHH0S NPMMEHEHRE MEJNLHHCEIOTD MIOaNHA;

= NOKAIAHWA K NDAMEHSHARD MEGHLNRCRGND MIg8nma;

+ FIARMEHHEE IKCNNYITAUWOHHBID XAPAKTERWCTHKA MO JHLIAMCKOND WALENMA,

= TpeGoBaHMA KyHILWOHADOBAHHRK MEOHLWHCKOTD WAZ8MEA (BRNAMER HODMANLHOSE NPHMEHEHHE, XDa-
HEHWE, YXOO W TEXHMYECKOS OBCMywMaanma ),

= TpeboBaHMA K NoTPeOWTEN0 M NaLMENTY,

= TEXHHSECKHE XADAXTEPUCTIAKA MEHLMHCKOND WAGBNHA;

= TpebOBAHMA K YENoBeYeckoMy HaxTopy My aTaUMOHHON NEMIOAHOCTI,

= Tpefoparma K GOI0NACHOCTH W HADBNMOCTH,

= TRpeboBaHHA K TOKCHYHOCTH ¥ BHONOTWECK0N CORMBCTHMOCTH,

= TpeboaaHMA K ANexTPOMATHHTHOW COBMEBCTHMOCTH,

- FpaHMLEBOMYEKA GNA MERWLMHEEOND WARAMMRA;

= MPHAGHAS MG YCTDORCTED ONA MOHATODMHT i HIMODEHAA;

= MAETO0bLE MEHEIEMENTS DHCER MNA YMOHLLWEHAA DICHD, DWTEKAKWWE W3 SHANKIA ONBCHOCTWDWCKS,

- coobuerua o6 uHuMaeHTax [cu. MCD 13485, nyHer B.5. 1) eanobax/HeucnpasH0cTax NPeak LMy
MBI HLHHCEMN HIOBNWA;
= QPYTAG DAHHEIS W3 HCTORWA NPUAEHENHRA MESHUWHCKAX HL8nHA;

*+ FORYMEHTE HA NDAALIAYLLME NPOSKTL,

= TPEGOBIHWA K COBMOCTHMOCTH NPHHAANEKHOCTEA W OONONHMTANBMHEY YETROACTE,

= TP@GOBAHHA K COBMBCTHMOCTH CO CPEN0N NPEOHAIHAYEHHOTD NDIMBHENIEA;

= TpeloBaHMA & YyNAK0SLBAHEKD ¥ MADEMPoBAHHID (BKNDYER aHANKI NPeaoTEpAWEHHA COBOCHOBAHHD
APOHOIADY NG00 HENPABKMALHOND BCNONEIOBANKAY,
- TpefoBarva K NOQroTosEd NOTRoSHTenA NONLICBATENS,

- PENYMARYIHLWE W 3AK0HOOATENbHEE TPEGOBAHHA PUHKDE NPaOHaIHASEHHOND NPEMEHEHRR;

- HEOGAOOHMENE CTAHOAPTE (BEMOYARA OTPACNEBLIE, HALMOHANEHEID, DEMMOHANEHEIE, MEKIYHADOSHEN
MK TADMOHAIMDOBAHHEE ),

= NPONIBOLCTREHHLE NPOWBCTE,

- TpeboaaHMa K CTapMMusoCTH,

- DKOHOMAECKHE W LB HOBRE SENEHT

- Tpeboparua K Cpoky cywsbbl MeSHUMHCHOND KAGENHa,

= HEOfXOOWMOCTE B OGCnyHBaHNN,

[omy et s, COASPMALIME BXOTHLN OANHLIS MR NPOaKTUROEANWA M PAIPaGOTEH, PEKOMEHOYBTER KOD-
PEXTHROBATE W NEEHISARATE NPH HECOKOQMMOCTH, N0 CROHYAHWH NPOLKTE W NOCNe aHANKWID palpaboTem.
PexoMeHIyeTCA XDAHHTE JaNWCE CO BCEMW OTMETEAMN O COTNACOBAHWN H YTRSPRTEHHN HIMEHEHHR BXOOHX
OAHHBIE ANA NPOAKTHPOBAHMA W PAIDAGOTIH NP HANWHHM TAKAX HIMBHEHMA B NPOLECCE NPOBKTHROBAHWA W
paipaboTEE.

Nepenayss npoesta (s, MCO 13485, nywet 7.3.1) ByaeT npoxofUTe HEQNeXalWs ohpaiomM, Bcnd wa

HEMANEHOM FTRNE NPOSKTHRORAHHA W Pa3paboTi PACCMATRHBATE TREGOBAHKA KNPOMIBOLCTEY {BOCNPOHIBG-
AMMOCTE, HANM-ME JANYACTORMATAPUANDE, NOTPAGHOCTE B NPOHIBOACTEAHHOM 0GOpYAOBAHMMN, NOAFOTOBKE
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CNEPATORCE M T. 4.), 8 TAKKE BOMICEHLIE TREGOBAMMA K OUeHES COOTBETCTEMA (NpoUeyYR, METOS0E, 0BOpYa0-
Banna). HeobxogumocTs BANMOaLM9 NPOLECCE PEROMEHIYETCR DACCMATPEEATE HA 3TANE NNGHWPOBAHMA NPo-
exTHpoBanHA W pa3paboTed, Tak KAk BANMOAUMA NPEQOCTABNAET OANHEE BXO0HEE OaHHEE A0
NPOEKTHROBAHWE M paIpabomiod.

7.3.22 YnasoBusanme

BrofHs gaqHbe ANA NROSKTHROBAHMA H pA3paGoTIM TAKEE BXN04aKNT B cebR TpebopaHna K YNakoas-
BakHnED, Mpd 3708 obM0 PACCMATEWRAKT YNIKOBOYHE MATEHRHAND, YCNOBHA YNAKOELIDAHWA, 3 THORS QW=
AAeMulg YCNOBWA XPAHEHWA W COOBPREHMA MEDHLHHRCKOND HAZENMA B NPOLECCE 8o HANOTORNGHA, XDaHe kA
HA CHAARG W GOCTABKA,

Mps HeolxogUMOCTH PEEOMEHOYETCH PICCMATRHBATE CREAYHILME ParTOp.

= COBMESCTHMOCTE C MEJWUMHCKHM HIQENWEM W NPOLSCCOM YTIAKOBLEAHIRA,

= CORMBCTHMOCTE C NPOLUGCCOM CTEDHNAIALMN;

» PEIYNLTATE MCTITAHWA HA BOIMONMLE ONBCHOCTH NPW TRAKCNOPTWDOBAHMEA HIAIEMHBIMBOGHEIM
TRAHCNOPTOM,

= LBMOCTHOC T NBREWHHOR TaPUY NG E00KH C LBN60 NPagoTERIWGHAR NOBREEL0HWA W CONDIHTHNA CTo-
PHMNLHOCTH MNH SHCTOTE MEQWLHHCEOTD MANENKA B CODTEATCTEMA C PEMyNARYIoWMMN TReb0BaHHAMM,

n PAMNBGYEHER— .ﬂ.-ﬂl'lﬂ.l'l-rlll'l'iﬂh-l-l-l-:l HHPORUELAE Ng FIBEOE W @RHAD CTEIENbHE . MR HEC Y MG NET M-
sogawa o [12]

7.3.2.3 Mapeuposarue

TEECT MAPEMPOBKH MOMET BpTe ONPEOENaH PETYNHDYIWHMK TREBOSaHHAMK, OCHOBOMONATAKHLIMMA
CTAMOADTAMM M CTANSAPTAMMA HI MESHURHEKME WATGeNMA, ECnb vidLuLsHceod HAGeNHe NpoSHASHIWEHD AR
NOCTABKW B CTRAML, FAS MOBOPAT HA PASHLIY AILIKEX, 3 RILIK, WENONLIVEMLIRA NDH MADOAPOBAHWA, ONPaRaNEH,
PEHOMEHAYETCR NPOBEPHTE NEQABOS TEKCTS MADKMPOBKM C NOMOLEE XODOHLG SHAKISND KOHEDETHRE 836K
MAUS, MMSOLLEIO TARNE IHAHHA B oGNICTH MEBIMUHHCEMY HAOBMMA,

MipameHeHAS CHMBONOE, NPWIMAHNHB A MEGETYHADOOHOM YPOBHS, NPH HECEROSMMOCTH MONKET YMEH-
WHTENpOoGNeML NEPEEOAA, DIHE KD TAKKE CHMBO Mk DEKOMEHTYETCA MCNGNLI0BATE TONLKD B TOM CAYYAS8, BLNNM
O MPMHATE B POrYNHPYIOWME DOKYREHTAX CTPAN, HA Pl EOTODBIN MOCTYNIGT KOHKDETHOD MELHLHHERDS
vagenme. Qo NpuHATHA pelsenia 0 KCNONBIOBIHHA CHMBOMNOD MONET TAKRKE NONAN0GWTECA PaCCMOTRETE
hanTopLl, CERIAHHLNE C OTRETCTBEHHOCTEID 38 BEINyCKBEM0E MEJHUWHCHDE HINene.

Mpauouade#s—lonomueTERssaA BHGOPMALNA N0 ARHMOSTRAD CHMBCN0N ONA BEAALWHCTAE HA00 N0 NpHs
magawn o [13) n [14).

7.3.3 BuixogHbIe SAHHLIE NPOSKTHROBAHMA M palpaBoTeM

MCO 13485:2003 Maponwa segMuMHcKMe. CHCTOMB MEHOOMMEHTE KawecTBa. TpeboBaHwA
ANA WENOR PErYNMPOBAHKA

7.3.3 BuixogHsie GAHHEIE NPOCKTHPOBAHKMA W paipaboTin

BLixofHsE 4aHHEE NROSKTHROBAHMA i PAIPa6OTIH A0NEHE BulTh NPAACTABNEHE B hOpME, NOIBONSA-
WA NPODECTH BOPHUEIUMD OTHOCHTENGHD BXOOHEX TReBOBAHHA K NPOSKTHROBAHMD ¥ paspaboTie, a
THoHE AOMHHE! BbiTh YTBEPHOeHE [0 Wi NOCNEOYRLEns HCNONLIo0aHHA,

BrxoaHsm AaHHEHE NPOSETHROBAHWA M paspaboTon SOnsH::

a) COOTHOTCTROBATE BXO0HEL TPOGOLAWWAM K NPOEKTHROBIHMG M paspaboTin;

b) obecneYHBaThy COOTORTCTEYRMLGA WHDODMALWER NO JGKYNEIM, NPOMIBOSCTEY W COCNYRHBIHNAD,

C) COQePEATE KPHTEPMH NPHENKH NBOSYILHA MW COLUNKM HA HHX,

d) onpoaenATE XAPAKTERRCTHRM NPOOYELMH, CYLBCTBaHHEE ONA 68 Ba3onacHors | NpaBHNEHON
HENGNEICBIHNE,

Janucy asixodrbix Jannbiy NPOEKMUPosanuR v paipalomey Jonwne noddepwuaamsecs g paboveu
cocmormnuy cxm, 4.2 4],

Mpwa sy e — Jasucy anmiodeny AaneT ApSEAMUPoRRLES o pRIpaBomEy MOZPM SXAGvLmE 4 code
cAeuudERyuL, REOUMORCM Bdsiasd NDOLECON, MOEMUNECKEE DMLY ¢ NFpHiAs MOrsrecEuE Ienpoed Wi s
[=a Tl E TR

BuonHtid SaMHme NPpoeKTHpOBania W paspalboTed npegcTasnminT cobol TpeboBarHa K NPoOaYELME,
NPHEMEHASMEIS NPH 33KYTIKAK, NPOXHIBONCTES, KOHTRONE W HCNWTAHWAX, YCTAHoBKE, OOCNYRHBaHMY, 3 TAKE
BLIpaboTHe YENOBMA 0BGy HBAMMA.

o



FOCT P MCOTO 14869—2007

B npouecce NpoeKTHROBaHKA ¥ palpalorim oprassaauna npeolpadyer Tpefonanas, COQBPEILMECA B
CNACAHMN NPOEKTA, B BEX0IHLE QanHbe, BaxogHLe 4aHHLIe NPOSKTHPOBaHHA 1 padpalboTim pesomengyeTca
JANWCHBATL TaK, 4TO0 MOXHO BNG NPOBECTH HX BEPMNDMKALIN0 1 BANKIALMO B COOTEATCTEMN C BXOIHLIMA
TpeGOBAHMAKA K NPOEKTHDOBIMMID M PAIPAtoTEE, YUHTHBAA NPH ITOM KPHTEDWH NPMEMICA WNH CCBNARCH Ka
M.

BoixOAHbiMe GaHHELMK NPOSKTHPOBAHMA ¥ DAIPAGOTEN MOrYT BETh!

- CBUWDUEILMM KA ChiPbl, COCTABHLHE YICTH M KOMNOMOBOWHLM YA,

= NEpEuHE SEPTERERA M JANACHLIX YBCTER,

- Matepwans AnA NOGrOTORKKM NOTpebuTens;

- NOAPOGHLE CBENEHMA O NPOLBCCE W MATEDUANAX,

- MOTOBAA NPOYKLUMS,

= ApOfpaMMHGE ohaciey e NPOaYNLMK M ApOWBCcHa;

= NpoUeaYPE OBGCNEYOHHA KINOCTEA (DENMYIA KPHUTEDHM NDMEMIH |

- NPOUBAYPL! MITOTORNEHMA M KOHTPONA,

= TpeboBaHUA K NPOWMIBOACTEEHHOA CHaAE, HEODXOAMMON ANA KOHKDETHOR NEOOYLMM;

= noapobnee coenoHes of YNacoDuBaHHe ¥ MAPKHPOBIHUH,

= TpeboBarva & KISHTWRHKALAK M NPOCNEXHEBISMOCTH [BENOMER, BCNH HeobXogHMO, COOTRETCTRYID-
LWwe NpoLeaypel ),

= NPOUBAYPL YCTEHODEN M OBCIYNMDAHWA ¥ MATEDHAN QNA HAX,

- SORYMENTE QNR Nepeaayn (Nps HeobxoouMoCTH) B PeryNUpYIOLMe OpdaHs: Tax CTRaH (parionos ), xyaa
npoayiuwa ByaeT NOCTABNEHA Ha NPOOaNy,
= JNWCHIPaANG, SOMOHCTDHPYIOWHES, YTO KaxOuA NpoesT Guin paipalboTas v BepudHUHMPOBIH B CODT-
BETCTEWA C NNEAHOM NO NPOSKTHPOBaHWD W paspaboTee.
7.3.4 AHanui npoekTa W paipaboriomn

HCO 13485:2003 Magannn wmoonuMHcERS. CHCTOMEB MEHEQEMOHTA EaYecTaa. TpeboBaHWwA
ANA UBNeR peryndpoBannn

7.3.4 Ananua npoexTa W pazpaboTm

Ha Tex CTaguAx, 08 370 Lanecoobpaine, AOMOoH NDOBOANTECR CHETOMATHYACKMA AHANMI NPORETS W
pa3paboTion B COOTBETCTRMA C JBNNAHMPOBEHHBIME MEPONDEATHAMA (cM. 7.3.1) ¢ qenNs;

) ouBHKA CNCCOGHOCTH PEIyNETATOR NPOEKTHROBANNARA M PAIPaBOTIM Y A0BNETBOPATE TPEGOBAHMAM,

b) ssmanaHiA Mol NpOGNEM ¥ BHECEHHA NPEON0MEHERA N0 MEODNONMMEM DERCTEAAM,

Tawold aNamus Jormshib BuOTHATE NOSACMSaUTISTY CMywD, WMSIOLILE (NMMNOWSRUE K JHanuIupye-
Mui CMadUAM NPoeKITa U paIPEGomEU, 8 Mace Jpyeue CReUURMLCTIS opeanuiayuu fou, 5.5, Tu b, 2.1),

Janucu pa3yNbTaTOR AHANKS W BCAX HEODXOAMMEX AGRCTEMA JOMKHE NOAASP*HEATLCA B paboqvenm
COCTORMMM (CHM. 4.2.4).

7.34.1 O6uwme NONCHeHWS

Ha ouBop EOMKDETHOND BPEMENHH ONA aHaNM3a NPoeKTa W PaIpatoTes OHAIWMBINT DNMAHWE CTENEHD
IADSPLISHHOCTHE W CNOMHOCTE NPOEXTHRYEMBIX 1 PAIPabaTBReME MEGWLMHCKHE WATENHA,

Ha onpaasnesHs ATaNax NPOOKTAPOBAHMA | PAIpaboTHM MEQMUHMHCKDrS naganua (o, MCO 13485,
myHET T.3.1) pekosengyerca (npe HEobBxoOMMocTH) OTBETHTE HE CRESYILWHE DONPOCH:

#) COOTBETCTRYET MK NPOBKT KOHKPETHEM TPeGoBAHHAM K BEINYCKISMOMY MEQHUHHCKOMY HILENH0;

b} cnocoGCTEYRT NH BXOSHLE GaHHBE BEMONHEHNAD JA084 NpOSKTHPOBAHAA 1 paIpaboTim,

C) COBMECTHM N NPOEKT ¢ BOIMOMHOCTAMMK B0 CCYLUBCTENSHR;

d} paccMoTpeMs i acnexTsl Ge30NaCHOCTH,

&) KAKOBO NOTEHLMANLHOE BOAOGACTENS MEOHUWHCKOND HANBMMA HA OKDYREARLIYE COe0y;

Tl COOTOETCTHYET N NPOEKT GYHELMOHINLHLM W CINYATIUHOHHBM TReSOBaHKAM, HANPUMED TRpebo-
BAHHAM K DYHKLHOHWDOBAHAID W HADEEHOCTH,

Q) EEGpaHE NP HRANERRAE METSDMATT,

h) owbparo v Hagnexawes obopyaopanne;

i} COBMECTHME MW HEODXOOMMLE MATEPHANL!, KOMNOHEHTE WHNW CEPBNCHLIE INSMENTL,

|} COOTBATCTRYET MM NPOEET BOBM NBOTHOIADYEMBIM YONOBHAM HAMDyIKH M OXDYREIOWER CPe i,

k} CTAHOAPRTHIOBAME N ECIMMIOHEHTH KN CEPAMCHEE INEMEHTEH ¥ OBeCNeYHDBaKT NK oHW HeoBxoam-

RibhE HAQEMHOCTE, QOCTYMIHOCTE M KCIUTY aTaUMORHY IO NPANSOQHDCTL,
[} obecneweHE Mt BIAMMOIAMAHDEMOCTE M JAMEHA KoMUY PALMK WK GoNyCoos;
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M) BNONHAMA M TEXHABECKH DOANWISUMA NPOBETa (T, @, JaKyNEM, NPOUIBOOCTED, YCTAHODKS, KOk-
TPOMNE M HCNBITAHKA],

N} Geano N9 NpE ACHONEICEARMA KOMMLKTEDHOND NpOrpaMMHore o5aCneYEHrA ANA NPOSKTHEL pac3ya-
TOS, MOOENHPOBIHAA MW HANAIA NPOTPaMMHCE SHeCNIYoHNE HaANERaAWNN 0Opa308 YTRODROEHD, JBTOPN-
I0BAHD, BEPHEMUMPOBAHD M HAXOOWTCA MM OHO NOG YNPABNEHWEN KoHDHypayWed;

0) Gfn AW BOOMse QaHMxe GRA DPporpaMuHond OBacNeuanMa 1 BRNOAMEE HAHMLE HADNBNELIMM
obpasos DOPHDHUMPOBAE W 3AJOKYIMEHTHDOBXHBL

Pl Brined M Coenads SONYWEeHAR NPH BANMSALMA NPOUBCCE NPOEKTHROBAHWA W paspaboTi;

Q) pacCMOTPEHL N PEXYNLTATE MCNLTAHKA MOJENH WM oNeTHorg cbpasua;

) BeRONHGHE M D SEATEMEHOCTA MO MEHGTHMEHTY DHACHA W GCNM BRINONSEHE, TO ABMRKDTCA MK OHH
AOCTATOUMBIMK,

8) AENAATCA NI ANOKBATHEM MADEUPOBAHKE MEANLIMHCKOND WA0ENWA;

1) peanuayaT fieOsACTEMTENEHOCTHNPOGKT NPELHAIHAWEHHOE NDAMEHEHIE MO HLNAHRCKEN M8 NWA;

U} ABNALTCA MW A0CKEATHEIM YNAKOBLBANAE, 0COBEHHD CTEDWNLHOND MEDMLMHCKDTD WANeNWA;

¥} RENRETCA NW ANOKBATHEIM NPOUSCC CTERHUNIMIALINM,

W) COBMBCTHMG MW MONLKHCKOS MADENME C MBTOR0M CTODHMM AN,

X) KK NPOMCHOANT YNDIDNEHHE HILEHDHEAMA M H RNWANKEM H3 MEQHLWHCKOD HAGENHE 0 X000 NPoeK-
THROBAHWA ¥ paspaboTom;

¥ Gl fiK AOEHTHOUUMPOREHE W DELEHE BOIMONHLIE NPOENEMEl;

Z) COOTOeTCTRYET MK MESHUMHCEDD HADENAE WENAM BEpHDHKALIME W BANATALWA,

aa) KaK pAIENBIETCH 3ANNAHHPOBAHHLIA NPOYWECS NPOSKTHEOBAHMA W pazpaboTiw;

bb) WMEIOTCA MW BOAMORHOCTH A YIVHIIEHUA NPOUSCCa NpOSKTHROBaHEA ¥ padpaboTim?

T.3.4.2 [Opyree CHoUHaNKCT OPraHMIaumEt

Tpefoaarte OTHOCHTENGHO ARYTHX CNeURANKCTOR OPFRHHIALAN B QONCNHEHWE K MWLM, OCY W SCTRNAK:
LM COrAHHIALAOHHEME W HELIMA 1 HMEKALMM HENOCHOACTEEHHOS OTHOLWEHWE K AHAMKIY NPOBKTHDOBAHWA 1
paspaboted (ca MCO 13485, nywst 7.3.4), ofaauieasT Oprasdaaumed NDMBNGKITE NHUA, CNOCOBHLE NOHATE
AHANUIMPYEMYID HHPOPMALMD N0 NPOSKTHROBAHMD ¥ pazpaloTre,

HesoTophie HAUMOHANEHEE W PEMMOHANGHLE PErYNHPYROUIHE OpraHs MOrYT BBWaTL Tpebosanke
MPHBNEXATE B KAHOCTEE £ A0YIHX CNOUMSNMCTORS ML, HE HECY WK NPAMOR OTBATCTBEMHOCTH 33 AHaANUInDyE-
Mbid 3TN NPOEETHROBIHWA ¥ pa3pabomo.

7.3.5 Bepuipwrkauna npoerta i paipaboTed

MCO 13485:2003 Magonwa MopgMuMHCKWD. CHCTOMB! MOHOOMMOHTE kavecTea. TpeboBanMn
ANA Yenen peryndpoBadua

7.3.5 Bopwdsauwn npoekTa U paipaboTem

Bepudiiauma A0MMHE OCYWBCTAMNATECA B COOTBATCTEMA C 3ANNAHHDOBAHMEIMK MEDONDHATHAMMA
fem. 7.3.1), yrobsl yOOCTOBGDHTECR, UTO Bl KO0 [aHHE0 NPOEKTUPOBANMEA W DAApaGo TEH COOTHATCTEYIOT
BXOQHBIM TPEGORIHKHAM. 3ANHCH PEIYNLETATOD BEPWDHLALMNK W BCEX HeoB X0 WM QERCTEWR JOMMHL N0
gepasisatsca B pabosen coCToRHNM (CM. 4.2 4),

Bepuduuauns npoexTa ¥ paspaboTl Heobxoanuma ang obecneseHia CoOOTBETCT BHA BLUXDONL X JaHHEIX
NPOEKTA U PA3paBoTIM BXOAHEM TREBOBAHUAM K NPOEXTY W paipaboTre.

Bugnl OOATENLHOCTH NO BEDAEMKILME MOTYT DENYaTE B C0eba (npH HeoBHOQHMOCT ).

= WCNLITAHKA (HANPHMEP MCOLITAHWA THNA, NAGoPaTOPHLIE AHANMIE ),

= ANbTEPHATHEHLE DACHETE,

« CPIBHEHWE C DEPHDHLADOBIHHLIM NROBKTOM,

= NpOBEpNH,

= AHANAI OOKYMEHTOR (HANPAMED CNeUMWDUEILWA, YEPTEXRER, NNEHOD, OTHATON ).

Ecnun nenuTamna 1 QeMoHCTRAUWO COOTRETCTEMA NPOBOGAT Ha Mobon CTagHH BEpHEHEaLN NPOSKTa 1
paspabori, BelonacHOCTE H QYHKUHOHUPOBAHNE MAJMUMHCKHX HANGNHA DEKOMEHAYSTCA BePHdMUMPOBaTE
B OOCTOATENLCTRAY, BOCHPOMIBOOALIMY BECH AUANAI0H CYWOCTIYIOWME YCNOBHA NpAMEEHHA.

Ecnmn ana sepudHkanymH NpoexTa i paspaboTiol MCnone3ysT aNsTEPHATHEHKE BLMHCTIEHWA KNW CpaBHe-
HME C Kaxis-NnG0o BepUEMUMPOBAHHEM NPOSKTOM, PEXDMEHAYETCA AHANMIMPOBATE NPUICAHOCTE ANLTEPHA-
THBHOTD MOTOSA BuLMMCNEHHA WHNK BEPWEHUHPOTAMHOID NPOBXKTA. AHANKI O0MKeH NOATREDAWTL, 4TO
ANLTEPHATHENLIG DACYETE WK CPAEHEHNE C BAPWRHUMPOBAHHEM NPOSKTOM RENAKTCA CYLSCTEYKHLHMA
HAYHHO OBOCHOBAHHBIMK MATOSAMM BEDHDHMKALMM PACCMATPHBASMOND NPOBKTA.
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7.3.6 Banugauwna npoekta W paipaBoTid

HCO 13485:2003 Magenws MoguuMHCERe, CHCTOME! MEHEOEMOHTS K3YecTod. TpebonaHua
ANA UBneR porynapoBaHia

7.3.6 Banngauma npoexta v paipaboten

Banudayus npoexma U paipaBomiy Aortara npoecumscH & COOMEaTICITHUIT C JaNRanUDOEIHHEMLU
apanpuAruEdu (ca. 7.3 11 0 oBecheweHLR COOMEaamomaUns S0moaoso MeduLuHEroas Ladenur mpebo-
SAHURM K 020 HEIHIYOHLK UL CROULANLHOMY NpuMsEenne. Banudayus donxsosa Bems npossdesa do
NOCMEEEY MEJWUNCKO20 UISaNUA U e800eHUR 820 8 JKCNYamauusd {ou. npuseyanue 1),

2aNMCH PEAYNLTATOE BANKIALMA A BCEY HAO0XOAWMLN OBACTBMA HONMHE NOOOALHUMBATECA B pabo-
yEM COCTORMMA (Ca_ 4.2 4).

Op2asuIauus o0R3ana Mpoecdume KTUMUMECKIN WINU IRCTINYEMALIUOHHRD UCNBATIONUA MeALLN=
CHOS0 UIDENURA KBK YACTE MEDONDUAMUG No eanUdauLy NPoexma U paipabomy 8 COpMasMCcmauy ¢ mpe-
GORGHUIRAML HAYUOHANBHEIE LWL DESUOHANTLHBIX HODMNTILENEE OOKYMEWTION (CM. MpUMEYaHUE 2).

flppwevanuyan

1 Echd maduipuycnss updénud Aodadmym a80 00yt Mot A cE0pNY U MOMTIRNS M WSCITE S50 APLUks:
AENLUR, POCMEEEE WEAULYUAEE0S0 DIOEDUA M CHUM BSMER JAXEHUANHDS 00 MEx NOP, MOKE dsd He Sydem SopuafeHD
nepedano rompediamens.

& Npedocmesmered Mediiuycande LIdenus d0A TRoaed BRUR KILNUMIFEAIE WML B0 T WO BIE WETR-
Ml ff CULTERTICA NOCMaaKod.

MNocne yonewsod oepuuEauHe NpoeRTa ¥ paipaBoTel PEXOMEHIYETCH NPOBECTH BANMAIUWID NPOSKTS
W pa3palboTio B pEansHilx WNW MOGENHPOEAHHBN YCNOBUAK JKCIUMYATEUMA MTOBOIND MESUUMHCEOND HADENHA,
DaHAKD MONET BOIHMAINNYTE HOOEX0AWMOCTE B NPOBELGHNW BANWIALWY HA GONe DaHMWX ITANAX paIpaboTo
MEQHUMHCEOND MIENHA NPW HANWYWE 0COBeHHMOCTEN, BANMOIUWA KOTOPB HEBOIMOMHE KWK Heuenecoolbpal-
HE M3 JAKMO-MTANLHOM 3Tana,

Banuwiauna NpoexkTa i paspaboTil cNEgyeT 38 TaxXHAWECEMMKN DEIYNbTATAMY BepUDMEALNH, NOATIOD-
FOM0WER COOTEETCTRNE DLXOOHEY QAHHLX NPOSETHROBAHWA ¥ PaipalboTiM BXOgHLIM TPEBOBAHWAM K NPOes-
THROBAHHKD W paIpaboTES, OHa QoMeHa oEecneYMBaTE COOTRETCTEME MENMLEMHCESND BiganuA TpeboBaHMAM
MOTERAGHTENA W TREGOBANKAM ¥ NDAMEHEHWE MOOWLWHCEOMD MIO0NEA NDEIHAIHASEHHLIM NONEIBATEMNEM
COTMACHO HATHIHEHHID JANHOTD HIZeMMA, Banuaauma 3aKmoyaeTca B PECCMOTDEHHN IHIHMA B BOIMORHOCTEN
MPEQHAIHAYEHHOT0 NONLI0BATANA, PABOMHN MHCTRYKLMR, COBMBCTHMOCTH MEQHUMHCKOND MIZENAA C ADYTHMA
CHCTEMAMM, JRCTITYATALMOHHON COE0L M MOGRX OrpaAHWSEHAR B NDHMDHEHAN MEQNLIUHCHON WAOGNHA,

HEKOTODLE HAUWOHANLHER W PEMAOHANGHLEIE HODMATHBHLE OCKYMEHTE TReGYIOT NPOBEIeHWR KHIE-
SECERY MEMETAHNA 3K Sac TH BANHSaURE NpoeKTa W paipaboten, KN@HM4ecke HCNBITAHWA MOTYT BENKYaT: B
cofin QAWH MNH HECKONEED CNOOVIOWME SCNGETOR, OOMOHCTRMPYIOLIMX, STO MEIMUWHCKOE HITENRE GyHELIMO-
HHPYET B COOTBATCTEHM CO CHOMM HAIHIBHAEM.

- KDWTHYOCKWA AHANKI NPOBKTHRY SOKYMEHTOR, B COOTBETCTRHN € KOTODRMA MEBAMUIWHCKOS HAOANWE
SN0 CNpOOKTHPOBAHD W padpaboTaHo;

- CEMOBTENLCTES KNMHWeCkon Ga30nacHocTH Goned panHKuy SHANOTMNHBE NPOSKTOE WKNH MaTepua-
Ny,

= KNWHHYECKME MCCNeaoBaHHa (MCNsTanwa),

OononHaTensHLE DYRCBOORLINE YEAIAHHRA N0 KIHHWYSCKHM MCNWETEHWAN NpRBageHs B [15].

MegHuHHCEDS HIOONWE, NPSIHAIHISEHH0D ANA BANKIIUHAH, PEKOMEHIYETCA HITOTARNMDATE B YCNOn-
X, PACCMATPHEASMELY KK a0KOHYATENEHLIE S [YYRTHBAR, HANPRMEE, YTO NPOUIBOACTBAHHLIE B0y A0BaHWE
W NPOUBCCH MOTYT GiiTe MIMEHEHE B 33BHCHMOCTH OT TOMD, NDSLHAIHAHEHD N MEQHLMHCKOE MI0eNWE 4nA
BAMALAL W HNH KOMMEPSECRON0 PACNPOCTDAHEHAR). BanvaawneD pesomMEHayeTCA MOS0 T B PEaribHiX s
MOSENAPOBAHHLE YCNOBRAX NpHMEHEHHR, JTOMY CNOCOGCTRYENT KNAHHYSCHAE WCNETAHWA, NPOBoSHMEE B
COOTBATCTEMN C HALWOHANEHLIMIA HNK PATMOHAMLHEIMA HOPMATHBHLIMA OOKYMEHTAMKA, ITH DaKTODE 048HE
BANHL, TAK KIK BANWAIUAA Mo T Gt T NDEIHIHD HEHADNERALEN 1 BBOORUEA B 330MTYR00HME, BCIH OHI Npo-
pegeHa Ge3 HCNoNLICEIHMA KASENWA, NPOWECCOR M NPOHIBOACTEEHHER YCNOBHE, XPaKTEPHEIX QNA DEOHYa-
TENEHOMD JTaNa NPOMIBOACTEA, & Takes eCNM BANHAAUWID OCYWSCTENANT e 8 PEAMLHLXE W
MOOENHPOBAHHED YCNOBHAX NDHMEHEHIA,

Ouermaanite DYHKLAOHWDORANWA MELHUMHCKDND HAGENHA ANA N vilno SHarHoCcTHIM JaET-3eTCA B Npo-
BafEHNM IR VRO ROCHEAGBAHKA AR GEMOHETDALWA Y HELHOHMDOBAME MALWLMHEKOMD HARAMAKA B COOTBET-

i Fd
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CTBMM C 870 HAIHANEHWEM HCCNEA0BAHMA NPOBOGAT B YCNOBMAX MEQMLMHCIN AHANUTWECKHX naGopaTopui
WMIH NP HATIYIM HALNENALNK YCHOBHA B NOMEWEHHAY, HE NPHHADNEMALLNY OPraHNIZUMI.
7.3.7 ¥Ynpagnewne WIMEHEHRAMK NPoexTa v paipaboTim

HCO 13485:2003 HagenwA sMegWuWHCHWe. CHCTOMBI MEHBOWMMEHTE KavecTead. TpeboBaHWA
ANA WeNen peryndpoBaMHa

T.A.T ¥YnpagnowHe MIMOHEHWAME NPOOKTE M paipaBoTeM

Hamese MR NpOeETa ¥ paspatoTid AonsHe GibiTe HOSHTHERRUHPOBAHL, A JANHCH NOLSAERHBATEER B
paboues cOCTOAHMK, MaMonanHa QoniHs BuTe NPOIHANHIMPOBaHE, DePWRHUHPOBIHL W NOOTBEP N IEHE
COOTRATCTEAROLWMM OBpA30M, 8 TRIORS COMMACoBaHE 00 BHECEHWA, AHANKI KIMEHEHHMA NpoeKTa W pazpaboT-
KM AOMMEH BENOYATE B Cebn OUeHEY BRMAHMA HIMEHEHWA HA COCTABHEE YACTH MOOMUMHCKMX HAOE MM M Yo
NOCTABNEHMBIG HALENHA.

SanNHcH PEIYNETATOE AMANKEIA HIMEHEHNA W NG HBOEXOZHMBIN SOACTEHE SOIRH B NOALLE DWW B Th-
CA B pabowein COCTORHMM [Ch. 4.2.4 )

T.3.7.1 NpoesT MeaHURAHCKIND HIDENWA MOEET BouiTh MIMEHEH MK MOSWEFHLHDOBAH NO PROY NPWEHH KaK
B NPOUSCCE NPOSXTMDOBAHKA W PA3PaboTEX, TAK M NOCNE HEMD, HANDUMED, MONYT BOIHHKHYTE CNeAYIOWWe
MIAMEBHEHMA

= @ PEXNLTATE 3HANKIA NpoexTa ¥ padpaboro (o, MCO 13485, nywer 7.3.4), peprudrsausm npoexTa 1
pazpaboted (cam. MCO 13485, nywst 7.3.5) wnn sanugaywm npoexta w paapaBomoa (ocwm. WOO 13485,
Ayt 7.3.6);

= OOYCNOBNEMHLE YITVULGHHAMA WNH oWwWbcany (HaANPHMeD B PACcYOTax, NP bWGopE MATERUANOE ),
BONYWSHHLIMK H3 CTAIWA NPOSKTHPOBAHKA, HO MASHTIHDWLHADOBIHHBIMN NOIKE;

= OBYCROBNEMHLIE TRYQHOCTAMH NEW HINOTOBNGHHW, YCTAHDEES WAMK OGCNYEMBAHNY, BOIHHELLMMK
NOCNE NPOSKTHPOBAMAA U palpaboTrl,

« BHOCHMBIS N0 TPEGODAMMID WHKEHEDHOTD NEPCOHANa;

» BHOCHMLIE B PE3YNLTATE QEATENSHOCTH NO MEHEINMEHTY DHCES;

= BHOGCHMEE N0 TPeBoBAHMD NOTPEGHMTENA MNH NOCTABLLMKA:

= BHOGCHMBIG B DO3YNBTATE KODREKT MDYROLIX MW NPAaYNpeROaME aeRcTexh (ox. MCO 13485, nog-
paagen 8.5);

- obycncaneMHLe TpebosanAMy GeI0NAcCHOCTH, PEMYNHPYIOLHMKA HNM HHBME TReboaanMamMu,

« OGYCNHOBNOMHLE YITYYILGHWEM GYHELMOHHMDOBIHMA MK XADAKTEDMCTHE MELHLMHCKOND HASONMA.

i" 3. 7.2 Yy ueHwe OgHOR U3 X3 DAETEDUCTHE MEIULMHCEOTD MILSNHEA MOSOT 0333 T HENDEODHEEHROS
BpPEOHCE BOIJGRCTEWE HA ApYTHE XapasTepucTiEd. Yrobu wabemars 30N CHTYaLMK, PeXDManiyeTCA OTBaE-
THTEL HA CRAAYIOUNE BONPOCH:

a) Gymer Nd MeSUUMHCEOE MITENKE NOCNHE BHECENNA HIMEHEHUA COOTBETCTBOBATE PErYIMEYIOWNM TPE-
Goaaimann,

b) GyaeT NK MESHUMHCEDS MALENWE NOCNE BHECEHUA HIMEHEHHA COOTBETCTROBATE CNBUNDHMKALIMAM,

C) GYAST N4 OKAIAHO BOISEACTRMG HA NPEOHAIHIUEHHOE NPAMEHEHNE MELHLIHCKOMD WATENWA,

d) Gyger nu oKasaqd epedHod BOIJERCTEME HA NPABMNLEHOCTE OUEHKH CYLISCTBYIOWEro pUCEa;

a) Gyaet Ndokasand BoINaRcTEME HA PAINHHHLES KOMNOHEHT L MEBIHLMHCKOND WATaNEA MNAK CHCTaME

) BOIHAKHET MW HEOEXOAMMOCTE B NEPENPOXKTHPOBIHMH WHT O DA MEIHUMHOKDTO HANBNAA (HanpH-
MED B OTHOWEHUA (PUIHNECKOND KOHTAKTA CADYTWMIA KOMIOHEHTIM K MEZHLIMHCKOND HLBNHA UK CHCTEMBI ),

Q) BOIHMKHYT MK NPOGNEME C MAM0 TORMBHWEM, MOHTAXOM WK NDUMEHSHASM MEQMLIMHCEKOND MALENMA;

h) GyooeT nu NOCNE 310D BOIMONHD BEPHDHUMPOBATE NDOBET,

i} NOBNWAKT MK MIMEHEHWA HA PEryNMPYEMLIA CTATYC MEOULMHCKOND UAREnUa’?

TA Jakyniw
7.4.1 MNpouecc 3aKyNOK

HCO 13485:2003 Hanenua MeguuMHCEWe. CHCTEMb MEHELEMEHTE KavecTea. TpebopaHna anA
WENGH perynHpoBanua

7.4 Jakyned

7.4.1 Npouscc 3aEynox
Opsavuzauul domswa paipalomams JoxyMeMTILDOGaNNED Noouedyps, ofecnovuaamLiue
COMMBaMCTMUS IaKyIeNHIT NMpodyRLUY FOManoananHbil MPaloaanuaM & IOy,

33
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Tuin ¥ CTENEHE YNPABNEHUA, NPHMEHABMBIE N0 OTHOWESHMM K NOCTABLHKY M J3KYNNSHH0N NPOLYHLHM,
A0 b 3A8MOETE OT 80 BOAREACTEHE HA NOCHEOYRLIHES CTAAMN SHAHGHHOTD LEHEN NDOIVELHA WM FOTORYI0
RO LR

DpraHsIaUMA JOMaHS OUEHWESTE W BEBWDATE NOCTIBELIAKDE HE OCHOBE WX CNOCOGHOCTH NOCTARNATE
MPOAYELMKD B COOTRETCTEMM & TREBoBAHMAMA GRraHAISUMA. [JomHel GeiTe paipaboTaqHsl kpUTaprRK oThopa,
OLEHION W NOBTODHOR OLEHKA. JaNHCH DoXy s TaTon OUEHABAHNA | M0Dux weobxoassx GORCTOWA, DbiTENa-
MOLLE W3 OLEHEM, BOMeHL NOLOEPNHBATLHCR B pabouves coCTomHMA (CM. 4.2 .4),

74.1.1 ¥Ynpasneiwe NOCTABL{HKAMKY ABNASTCA NPOWSCCOM, BENKHANULAM B CabA YCTAHOBNSHH LIS K-
TEPHH, OLUEHUBAHWE, DGO B HENPEPUBHBA MOHHTOPMHT, MPUMEHEHHE NPOUSCCE FABMCHT OT HAZHIYEHHA
JAKYTUEHHDA WA NONYSEHHON HHBIKM CROCOGOM NPOgYKUME MK COOQeDMAHMA YCNYT, 3 TaKWe OT COnyTCTaYI0-
LLMX PHCEOD, BENKHAR BRTEXE0WME OTCHOAS NPOUSCoE CHETEME MEHEINMEHTE KayecTea (ca. MCO 13485,
noapaigen 4.1).

Hanpuuep, NPoUSctl OLUEHWEAHWA ¥ BuBODa NOCTABLMESD, 8 TAKES YNPARNSHAR WA MOTYT HMETL
OTNMHHA B IABWCARMOCTH OT WX NDEMEREHIA IC

= MEPBOHAYANBHOMY HINOTOBUTEMD obopY AOBIHMA,

= WCAYHaM 0 OGNSICTH MOrHCTHIH,

= YCnyras g oG6nacT WHOPMALWOHHLIX TRXHONOMMA

= YCAYramM Ha NOCTAaBKy CTepMNHIATOPOR,

- NOCTABLMEY MATEDHANGE, HEOBXOOHMEN ANA OPTAHMIALN;

= yonyras B ofnacT NPooETHROBAMHA W pAIpaGoTHM,

« ALY, OUBHHBKWEMY PEIYNLTATE KNHHAISCHAE WCTLITIHWA,

= KOHCYNLTANTY,

= yonyram 8 ofNacTM MCNBITAHAA K KANAGPOBEN Wi

= NOCTABLMEY HEODEOONMEX EOMNOHDNTOD.

7.4.1.2 OuenHbaHme NOCTABLWHKD MOXET DENOYETE B coba:

= WCNbTanwe ChpaIuoe NOCTABNAEMOR NPOAYNUMN KNH CHAIBASMBIX YCITYT,

- AMANKA OTYETOA 06 CUBHHBAHAN, BLENOMHEHHOM TPETRER CTOROHON;

= AHANMI NPAALLAYLAY IAMHCER O GYHKLWOHNBORIHAN NOCTABNRMWOR MDOYKLIEW,

= COpTHCMKALHK CHCTEMES RMEHEDEMENTS CYCCTED NOCTIBLMKD, DNONHASHYI TRETHER CTODOHOR, W

= AYAMT CHCTEME MEHENMEHTS KAYECTEA NOCTINUHKD, BENOMHABMBR CRrAHAIALWER,

7.4.1.3 HelaputuMo T MaToga OUSHHBANNA OPraHHIALMA QONHA NPOOEMONCTPHPOBATE CROK CNo-
cOBHOCTE YNPARNATE JAKYTIMEHHON NPOOYRLHERA HNA NPOUSCCoM, WieR OibeTHEBHEN CBMAETEMNMCTRA CNoCcoh-
HOCTH NOCTABMEA OF33aTe NOMOWE OpFaHMEIAUMM 0 yoouneTeopewid Tpobosannd noTpebuTens «
perynupyowHs TpebosalMi, OTHOCALMXCH K 3aKyNNEHHON NPOSYHLMH.

Mpk MOHMUTOPHNIE QEATEMEHOCTM NOCTABLMKOE ODraHM IALHW DOKOMEHIYETCA PACCMATDHBATE CODTR-
DMEALMI0 NOCT BBALIAKOD T THaR CTOROHOR, 3 TH0KE HANPIRMNSHER W SOATENLHOCTI W NPELECTORMWD COOTHET-
CTEMA OOATENLHOCTH NOCTABWMKGE TpeboBaHHAM KNMeHToR. OpraHnIaune  pesoMEeHOyeTcR  Tams
CAPEOSNATE YACTOTY MOHKTORMHIA QEATENEHOCTH NOCTABUWKOE ¥ DENKMATE B MONATODHHT QEATONEHOCTH
NOCTABLLMKOR HEODXOOUMOCTE BMIMTE K HHM PEACTRHPYOWERCe DT UMD YILLEA OPraHM AL LNA NOMYyYe-
HIHA OB LBKTHBHLX COMOBTENLCTE YNPAAMNEHHA NPOUECCAMH CHCTAM MEHEONUEHTA KASECTEA W COOTBETCTEMA
MIPOOYHLHH MM YEMYT KOHERO THEM TPEEOBAHWAM O aHH LM, BEMKYa0wrs B colba Tpebosarua noTpebure-
na W perynupyiwse Tpefopania,

T4.2 Mudopmaynwna no 3aKyneam

HCO 13485:2003 Magenwa MooHUMHCEHRS, CHCTOMB! MOHOOEMOHTE KavecTod. Tpebonanua
ANA UBNoH perynHEpoBadnm

7.4.2 Mndopmaumun No 3Ky NKam

HMROpMayMa NO JAKYNEIM GOMKHE ONWCHBATE JAXAIIHHYID NPOLYELWD, BXNO4Man B ceba, rge o
HEODN0 QMM

a) Tpefopanus K yTEEPEEEHHD NPOSYELNE, NPOUSOYR. Nnpousccos W ofopynoBanms,

b} Tpebosanua K kBanHHUEALWH NBPCOHANA;

C) TpeloBaHMA K CHOTOME MOHBIHMEHTE KANECTEA,

Opravyiauys aomesa ofecniuHBaTe SOeKBaTHOCTE YOTIHORNEHHLX TPeboBIA | 335y NEaM 00 WX
coobLEHIA NOCTABLYMEY,

B mod cmananu, 8 kako0 3mo HeoBxoduMo dna oCylecmana us Npocnexusasmocmy (e, 7.5.3.2),
OpSaRUITULA domxig NodepRLGaATE @ SASOYER COCIMORNLL CODMMBITICITOLWIYRY UHDODMILLG N
JEXYNRAM, 1.0, doxysanmsd fou, 4.2.3) u 3anucy (oa, 4,2.4).
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B urdopaauni no 3akynkas (Bnoyas Tpebosanns K NOCTIBUMEY O BEASHAH JANVCER) OpraHMIaLma
BONEHA ONPEZENATE HEobxoouMEe TPeboBalHA K NOCTABUMEY ¥ JOBOOUTE KX Q0 COEOEHWA NOCTABWMES,
OOSCIErMBaRA TEM CaAMbIM KHECTE0 Ky TS MO NPO0YRLIMA WNH OKA35 BASMB YCNYT, BEMOSIN NPOLSCcE CHe-
Ttk MAGHGNOEHT A K OCTEA.

Ofpano aTd Tpabonarns ofopunets B BHIe KOHTDIET MERTY OPraHMIayHsed i NOCTABLIAKOM,

Mpauapel WHEOPMALKK MO 3AKYNKEM BEMsoYa0T B Cafia:

« TEXHAYBCKYID MsBOpMALMED M TeXHWYaCEME Tpebonanma;

- TRpeBOBAHHA K HCNLITIHAAM W NPHEMKE;

= TpeBoBaHHA K KRYOCTEY NPOLYELIMH, YCITYT W NPOUecoDs;

= TpoBOBAHMA K OKDYRAGWISA CPeas;

= pErynUpyowse Tpebonanme;

« CEPTHMKILWOHHLIE TPEToBAHAR,

- TpaboaaHrA K ROHKDETHOMY NPOMABOACTESHHOMY CBOpYaOaAHNED,

= CliELMansHbE BHCTDYELWE (HANPHMED, OTHOCAHUWECH K JANKCAM O NPOCHEXMBASMOCTH ),

= YCIOBMA IHANKIA W HIMBHEHHA KOHTRAKTA.

Crenert KOHEPETHIAUMH HB-OpMaLHi No 3akyneam GyaeT 3a8McaTe 0T BNMANKA 3axyNNeHHoR Npogye-
LHH HAM OXAISHHBX YCNYT HA EOHEDATHOS MESHUMHCEOE Hagenwe (cs. MCO 13485, nyweT 7.4.1), Hanpuamep
BAHAMWR SOATEMLHOCTIA N0 MOHEINABHTY DHGKE.

Hanpsarap, NP SREnoNHeHNE NOCTARLIWKDM CNEPILIMA NO GYHCTED B YNPAINASMLEX NPOHIB0SCTEEHMBIX
YCNOBMAX PEKOMEHIYBTCA JAXMOHATE KOHTPAKT, ONPAABNRIOWMA MPAHHLL OTBETCTEEHHOCTA OPraHHIALMM 1
NOCTABILMES MR TN, JT00R HE SOMYETHTE JAFPAIHEHNA NBOAYVELMH YHETALLMMA BELSETEIMH WM MEREoHE-
now, G0 TOMD, 4T NROLAGH OCTAHYTCR HEOYHLLIOHHBIMK MO HAOoCMOTRY. B 3TOT KOWTRAKT BaRDMaHOyeTCR
BESBOHATE NOAPEEHOCTA JOKYMEHTHPOBAHKON NPOUSLYDE N0 OWACTES W ONPAeNATE B HEM YPOBEHE NOLIOToR-
K, HEOOXOAMMBIR ANA IAHATOMN B OAHHOR NDOWE Y MepooHana.

PoekonenayoTcR Tamke NoOgpobHD ONWCaTe YCNonWA, HeoMoOWMBE 0NA XPEAHEHER W TPAHCNOD THPOBa-
HHA 33KYTINEHHOR NPOZYIINK, KOTOPRE MOTYT OKa3aTh CYWECTBEeHNOE BOIIeRCTEME Ha a8 BE3oNacHICT,
pEIYNETATABHOCTE MITH N OHAIHAYEHHEE NPHMEHEHBE,

Oprasdigumns MOseT CobNATECA HA NPMMBHAOMYRD TEXHHYECKYI0 HHEODMAUNK, HAMDUMED HA HALNO-
HAMEHEBE W MERIYHIPOOHEE CTAHEPTH W MOTOD M HCNTaHMA, dpyToR NOaxX00 JSKMo-aeToA B RCHOR H ToN-
HOR  hopmynmposxe  Medopmauwk, HeobxoQuMoR ANA NOCTABWMKA, B 33KAle WA  NPOAYNLHIO,
OTBaTCTaGHHOCT b 38 AHAMINS M yTOODXBOHWE JaHMEX MO JEKYNEAM DOKOMBHIYETEH YETHD DACHDEAANATE CPa-
O MEpCOHANS © TeM, 4To6k NpEAOTEPATHTE JAKYTIKY HEHALNSHCALIEHA NPOLYURY, PORoMEHIYeTER naeHTRDN-
UMPOBATE CTATYC NEPECMOTRE OJOKYMEHTOE, HE KOTOPLID HMMETCA CCLINEM 0 OAHMBE N0 33EYNEIM, 4608
ofecneeHitn 1aKyNOK HAGNeXALLEN MPOIYNKLIHA.

B JapwcHioCTH OT TPoGoBaHMA, NPEOABNAGMEE OPTAHMIAUWER K NpOCHEOMISEMoCTY (. 7.5.3.2),
LOYMENTH N0 FAKYNKIM W CODTRETCTEYROLLME JANWCH MONYT HyMIATeCA B MOSHTWDHEILMW H XDAREHEN; HanpW-
MEP, NpH OUSHIBaHK TPE0oBaHHA K NPOCNEXHBIEMOCTH PEKOMEHTYETCA DACCMOTRETE, ANA obneryeHHA npo-
CNEMHBABMOCTH KAKOA KOHNDETHON NpOOyWUMK HeobXoanmo XpasnTs wHODMAUWD MO JAKYIKAM ©
COOTRSTCTRYIOWME 3aNHACH,. BakHD THCKE 34T, KAKHE CILWMEALMA JAKYTUMEHHOR NEOOYRLLAE HeobXo0neo
NePECMOTRETE, MOCNS Y4ero 3Ty MIHPOPMALMED PEKOMaHIYETCA XDAHWTE KAK “aCTe QOKYMEHTON NO JAKYNLaM
MK COOTBaTCTRYROW MY JANMCEA.

7.4.3 BopuHKauws 3aKynneHHoR NPOoayKLmHeH

HCO 13485:2003 Magenwa MogMUWHCKHES, CHCTOML MOHOOMMOHTY KIYecTEd. TpebonaHMa
ONA Wened peryndpoBaHina

7.4.3 BopwdhMkauwa JaKynnoHHOR NPOaYKUWA

Oprann3aumHna 4onsHa paipaboTars W OCYILBCTRMATE KOHT RO MMM QDY DEATENEHOC T, HeoBxoam-
MYH MR COECHE-EHMA COOTBETCT BUA JAKYTINGHIHOR NOAY LA YCTAHOBMEHHEIW TREGOBAHMAM K 33Ky KM,

Ecnw oprarusauss i noTpebuTens 8 NpOayNUWME NPeARaranT oCYecTaMTE BEpadHMKILING Ha
MPEANPAATHR NOCTABLWED, TO OprAHNIALMA DOMHHS YCTEHORWTE B MHODMaLHH No 3asyNEasM Npaanonarae-
MBS MEBDE N0 POBBPES M NODALOK BRINYCKA NPOGYELMN Y NOCTABLHWES.

JARUCH NO eopuhixauLy donsiie NOOAEDRUBAMBCR & PAGOYEM COCIORHULY ol 4.2 4).

MY PO NP H NS0 ABMRETCR AMA ODTAMMISLMA OHKM HI METO00D BEDHDMEALIMN JAKYTINEHHOR ND0-
By HUMA C LB N0 NPOSEPd COOTEE TCTEMA NOCTARNEHHON NPOOYHLW W KOHEDETHBM Tpabosardam, Ecne weobxo-
VMO CODTEBETCTEWE 3aKyNnNeHHsR Npogyrurn TpebosammaM NOCTABWHES, DPranHIauMH DEROMEHOYETCR
ApOBEpHTE, COOTRATCTEYAT AiM HAIHHAA MPOAYKLIWA yHoMAHYTeiM Tpebobakmam, 3Ty MPOBEPKY MONCHD BRINGM-
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HIATE PadkHbMA CNo00Hamy, HanpHMep cepTudrEaywe NOCTATUNES, CRDTHCHKILIMERA NDOOY LA, WCNITIHK-
M MPOMIBoNLH0 BuBpasHol NapTHY, NPOBEPKDR BCBR WNW HACTH NPOQYELMK, B IABWCHMOCTH OT TOMg, YTo
APEAYCMOTREND THAGOBANKAME CHOTEME MEHEMEMEHTE KANSCTED O SHNIALAN.

LoxyiaHTHpoBaHHE NPOLUETY DL, YETAHOBNEHHLE B OpFaHMIaLW (cai. MO0 13485, nyker T.4._1), poxo-
MEHIYETCA HEMONLIOBATE QNA BEPHEWKALEFK TOMD, YT0 NOMYYEHHANA NPOOYHIMA COOTBETCTEYET CRauW usELH-
S, NOMHOCTLED YOOMONSKTORAHA, HAONSRA LMW oGpasom HaaHTIRGHUKMPOBEHE W e NoBpEENEHa. [lamMHLE
APOLEAYDE MOMYT TA0KE BINYATE B Caba NonGxeHun ¢ TPeEonaHe M BEDHMEILME TOND, YT BI0SAUEAR NpO-
OYELHA MM T HE0SX00MMEG CONPODOOHTENEHENE OOKYMENTR (HANPHMED CEPTIHDHKITH COOTHOTCTEKA, OT4YS-
Thi O NPASMOYHEY HCNWTAMAAXK). B cyyas HECOOTRETCTEMA PEryNHpyIILME TPeBoaaHHAM PesoMeHIyeTca
APEANDHHAMATE yCTanoaneHnsa MCO 13485, nogpaigen B3, NeRcTEMA ANA TOM, “Tobsl PACCMATPMEATE
HECOOTDETCTRYRALYIO NPOOYXLMK NOCNSL0SATENEHO (BEMOUYAR 08 MOSHTAgMEILM0, OTI0NEHNE OT COOTDET-
CTRYSOUWEH NPOAYRLIWA W QOKYMEHTHDOBAHHE) ¥ HEMEBZNEHHD. AHANKI PEIYNLTATOR NPEOLAYLIMK NPOBEPOK,
NpeqLICTOPMA OTKAI0E HA MECTE IKCTUNYATALMA MPOOYRLAN WiW XKanobe noTpeGHTENA BNHAKT Ha NPUHATIE
O AHMIALHER DEWEHMA OTHOCHTENEHD TPEGYEMOors Ycna NpoBepok W HeobXOgHMOCTA NOBTOPHON OUEHA
PHCHCT L.

MNposeaeHue oPradu3anHel EDHTPOMNA | KCNLITaHHA BXOSAWeR NPOOYWUIK HE ABNASTCA TReBoBanem
OO 13485, nyHeT 7.4.3. BroAWOl KOHTROMN: MO T e NaTRaGonaTLCA, BENM YRSDEHMOCTE B KaWSETEE NBOOY-
LN OOCTHISBTER © NOMO LK APYIHX YETAHOBMEHHLO NPOUSCEOE MNH NPOLEAYD, GCOGEHHO DLMM CulTa0T Joc-
TATCUHON HHPODMILMED, NONYYSEHHYRD OT NOCTIDLMED.

B 00KyMeHTHPOBAHHOR NPOUBAYPE, YCTAHOBNEHHOH OpTaHM3aUMed, PEKDMEHIYETCR ONPeSanHTs Nuua,
HEAQBMEHHEE NOMHOMOSHAMA DAIDELATE NPMMEHEHNE BXOSALER NPOLYKLIAN A0 SEMOHCTDILMA &8 COOTRET-
CTEMA BOHKPOTHEM TRE0oBaHMAM K RAVECTRY. Takan NDOUSYDa rAPanTEDYET, YTO DELUGHWA B OpTaHHIaLWA
BYOYT NPUHATE NUUAMK, CCESS0MMNSHHEMK O BOIMOHOM BNMAHKK 3THX DELISHWA HA NPOUBSCOL MUIHEHHOND
LHKNA NPOIYNLWA, BENM BXOQALAR NPOOYILHA BROCNOACTENM HE GyAST COOTBOTCTROBATE TPaBOBANMAM K
kasacToy. B Npouenypax, yeTaNonNanHLD OpraHHMIauMsed, CNeayeT Taoke OnpajenaTe, K MOeHTWDHLNpOo-
BATE TAKY) NPOSYELMD M YNPAENATE 890 B CNy4ae obHapYREHHA HECOOTBETCTEMA NPW NOCNaIYI0 UMY NPOsaD-
Kax W Ona obnearieHMn BoppacTHDYIOLINE J0RCTNR

BuilwaynoMARYTEE TPeloaanHA NDWMEHADT KO BOOR NOCTYNAMNWER NPOOYKUWY, HIxXOLAWSRCH BHe
OSHCTEMA CHCTEME MEHAIMMMEHTS KaYaCTES ODrAHWIALMH, HEIABHCHMO OT (hakTa GRNaTe,

7.5 NpownisogcTeo W oGCMYRHBAHHD

7.5.1 ¥npannosue npoMiIsogcTeos W oBomysuBannem
7.5.1.1 Obuwme Tpebosanuna

HCO 13485:2003 Magonwn sMoOUUMHCERD, CHCTOMEB! MOHOQEMEHTA kKavecToa. TpebSoBawwna
ANA UENeR PerynHpoBaHKA

7.5 Npowasogcreo m obcnyswBanmne

7.5.1 ¥YnpapneHHwe NpoHIBOSCTEOM M 0BCNYEMBIHMEM

T.5.1.1 Ofwue mpeboaamus

Oprasiaauna QoM NIARNPOEATE W OGECNEIHBATE NPOHIBOACTEO M OGCMYRMBAHAE B YN DABNRO MBI
YCNoRWAX, YNPapnseMse YoNoBua QONHHE BE0SaTe B cela, ecny 310 yenecoobpaiuo:

A HANMAE BHPOPMAYHK, GNRCHEBIOWAR LAPAXTERWCT KA NPCyHLIRA,

b} HanuyLe doKyMERMUDOEEHNLY MOoUEdYD, DAGOYLE LMCMPERLULD, MAn0HMLX MOOUSDFD LI DE-
HUR U, 8CNY He0Bxodumo, CpaeoUN20 Mamepuana;

C) NPUMEHEHWE NOOXOARWETD OBOPYACBAHWR,

d) HANMYAE B NPWMEHEHWE KONTPOMNBHEN W HIMEDUTENsMEX NpUbopos;

) NPoBeSEHWE MOHHTOPMHIE W HIMEPEHWRA,

1) OCYWBCTENAHNE BRINYCKS, NOCTABKA M AORCTEWA NOCNE NOCTAMKA NPOAYILIMM;

) SEMOANEMHLE KOMHEDOMMNE JoDCmaul MO MODKUDOSINURDY U FITEROS MU,

Opaaruzayus domwna paipabomams gropuy 3anuced U noddepwueams Ux 8 paboyves CoOCmoRwuY
feat. 4.2 4) dnn kaxdod napmuu Meduyunckux usdenud, ymofisl obecIevLUms UX APOCHGRUGAGMOCTS 8
COOMAEMCTeUy ¢ 7.5.3 U yomanoauifs YU Mooudecdermisx Meduiinckux uadenud o MediULHCKLX
vadanud, npeduasnaverssx dnR npodawy, 3anvcy Mo kaxHol napmuy Meduyusckuy uIdenul donsrs
Biimis BSDUDULILDOSENE U WTaapwd e,

NMpumeyanud—Mapmued woxen CHUMSMsCE GO MeduLENonos Wsdeave.
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7.5.1.1.1 Pynosodaume yEaiarHa No v pacTpysType NRoUEcoon NPoHIBoacTea 1 ooy sHaaHHa npr-
segens 8 MCO 13485, nogpazgen 6.3,

PaccmaTtprian ynpaanaomss YyCRoEna, NDAMEHAMENE K KOHKDETHOMY NPOUSCCY, CPIaHHIALMA ACITEHE
CIPRGENATE X BOJASRCTHNE Hal K34 ECTEO NPOOYKLIAE WNH COOTROTCTEHE ParynUpyrswiss Tpebopanwam. Ecnn
NP STCYTCTEWM YNDaRNeHWA MOKeT BuTh OKIIAH0 BPEOHOE WKW NOTEHLWANGHD DEHOS DOLGOACTEHE Ha
KA4ECTEO NPOOYELUMH UMK COOTBETCTBME PEryNKHPYWLLHMM TREGoaaHMAM, TO TAKOS YNPABENSHHE ABNRETCR oba-
IATENLHEM, CTEMEHE: YIPABNEHWA W yPOBAHE B0 ASTANMIALWA CIEaYeT COPAIMBIATE CO CTANGHRI0 KPHTHY-
HOCTI MPOLOCCD (HANDUMED SEATENLHOSTH NO MOHRIHMEHTY PHCHE) NPH QOCTHEHAN TREGODIHWA K KIYecTRY
NPOOYELMA ¥ YPOBHID NOOIOTOSKM NEPCOHANE, YNaCcTEYIOWErD B NPOUSCCAN EHIFHEHHOM LMK NPOLYKLIWM,

CNpasosHse MaTepHans MmoryT BT MATEPHANBHEME KNH BAIYANBHEMEA, HANPHMED, KMA MOTYT GaiTe
OOpaLsl NPOOYELME, DOM0HCT DHDYROLIHE DOIMOKHEE UBETORES DELEHHR, Wk GOTOMaHK HECOOT BETCTEY-
FORLLEEHA MOy KUK, CNpaBocHsie MaTODHAND PeRoMENIYETCA BCEr1a HMETs Nog pyxol. OTaensHas npouegypa
romeT GuiTe NPEACTABNGHE B BAOS NPOCTOR CoiMBE MNH NCCNSQ0BATENLHOSTH NPOWSCCOE B COYBTIAHMMN G KOH-
TpONLHBIM ChMckom (oM. MCO 13485, nyser 4.2.1, nepemcneqse d).

Hoeobxonumos 0B0pYIOBAHHE DOEDMBHOVETCA NPOSKTHROBATE H DuBHpaTe Tak, YTobbl OHO COOTRET-
CTBOBAND CNeundMEaUHAM Ha NPOUBCCH W NPOAYKUWD, PexoseHgyeTch BepwuuMposaTe HOBDE WHNK
CYWBCTRAHHD MOAWBULMPOBAHHGE OGODYDOBAHME HA COOTRATCTEME 33y NOYHE M NPOBKTHPOBOYHEIM CIISLIM-
PHEALMAM W 70 CNOCOBHOC T PYHELMOMHPOEITE B Y CTAHORNGHHBEX NPEIONSX W pabodmx rpaqsuax npoUscca.

7.5.1.1.2 Puck ownhoK npe MapiposaHiH W YNIaSDBLIBIHWA MOMHD MAHUMRIADOBATE C NOMOLLE Had-
NEMBLE NPOLEAYD YNPABMaHWR, TSN KaK:

- OTQANCHAD ONBPALMA YNAKOBLBAHKE W MADKMPBODAHWA OT APYIMK NPOHIBOACTEE HHEE ONORALA (WIn
OPYTHR ONEPaLHA yNaEoBEAHNA W MADKMDOBRIHWA);

» HIGERANWE YNAKOBLIBAHWA M MADEHDOBAHHA BHELIHE NOXOMAN MEIHLWHCIAX HI8NHA B HeNoCpe-
CTBEHMOA GNUIOCTH APYT OT Opyra;

= WAEHTHRWEILHA NADTHA MEBLHLKHCIAX HIBMNAA;

= MPAMEHEHWE NPOLBOYP OSHCTRM K N2PTHN MEOWLIBHCERE HID8NMi;

= WHIEUTOREHHE HERCNONEIOBAHHLY MATEIHANDE C HANGOEHHEE HA HIX LTDIY- 040K MO 32BSPLISHMNA
Y MAKODG BAHMA W MADEAPOBAHMA,

= MAPKWDOBIHAE C NOMOULSD PONHESDBOR NOGaqH,

* HCNONLIOBAHNE WIBECTHOTD YMCNA MADKHDOBOK W COMMatoaaRHE MX NHKEHEHA

= MADKHDOBIHAE B DEKMME DEAluHOMD BPEMOHN, B4R HANSOEHWE WTPRN-K0808;

= HCTIONBI00AHME INEKTPOHNY YCTRORCTE ANA HAMSCEHWACUNT D HWA KOO0 K NOGCYETE MAPKHPOROK,

= MPAMEHEHWE MADKPOBEHHA, OBECNEUNMBARW AT SaTHYN e peHLMaLMID METHLIWMCKAX HITEnWwA,

+ MpOBAQRKS MADKHDOBOK A0 WX HAHBCEHMA,

< HAQMUEALGS XPAHOHWE MADKMPODOK B MOCTAX GrPaHWOHHOID QOCTYND.

7.5.1.1.3 3amck, obnerdaciuime NpoCNexHBIEMOCTE W AHANKI MATOTORNEHAA NAPTHA MeONLIMHCKHX
HAJENMEA, BHNONHASMLE B NPOLECoE NPOMIBOACTES DAHHDR NADTHA, DEKOMEHIYETCR OODMNATE KA 80MHYI0
AAMMCE O NADTANW MELHLMMCRHY MAN0NWA § 00 Wa0WEATE B oouH ann. Taos RN MoTyYT GuiTs HAIBAk
4 3ANKCH HCTOPMH MEIMLMHCEOND Magendas, «3anuch of HIrOTORNEHMA NapTHA MEJWLIHCEMY HADENHAS,
& JAMACE 05 HCTOPMK NADTHA MESHLMHCKHE MA0EN A UMK « JAMNHCH O NADTHA MEQHALKHCKHE 3gansds (CM, NpK-
nomenMe A, Tabnuga A1)

B 3annch O NapTHH MEQHUMHCEMK MIL0NWA DEROMEHIYETCA BENMOYATE TOMNBKD MEpElH HaIDaHHA Heok-
ROSNMIEE QOSYMEHTOR C YEIIAHWEM HX MECTOHAXOMAGHA,

Janvcr O NAPTHA MEZMLIMHCKMX HAOENWA POKOMEHAYOTCH BENONMATE, NONLIYRCE OHUUKANEHD YTBOD-
HOSHHLMA GEACTEYIHL M CNEUWEHEagAME,

Dopay JANMCER peEoMeHaYeTCA padpalaTweaTe ¥ BOCNPOMIBOLHTE MaTOLOM, NOIBONAKUIMKM Haba-
MATEH KEAHUSNAPCKHX OWnBos, Januts O NAPTHH MEJMLMHCEMX HADENWA JONMHA KMETE GAHOIHAYHYID KOSHTH-
UKL M OTHOCHTEES K KOHKDETHON HAMOTABMAWEISMON NADTHN MEHUHHCKMK HA0BMWA.

B npoueccs NPOMISoacTED B AaNHCE O RADTHH MELMLWHCEHYX HANSNWA DEKCMAHIVETCA BHOCHTE WHOD-
MBLMID, BEMBOYRALYI0 B cola:

+ CHBOSHWA O RONWYBCTEE CHpLA, KOMOIOHEHTOR WNANYNPOAYKTOR, B TAKKE (NDH B0 B0 0MMOCTI) HOMED
NAPTHA;

= OATY HEMANa W 3ME6DUSHNA DAINUHBX ITAN0E NPOMIBNACTEA, BCouaR [NpH RecEXOQMMOCTH] 3anW-
CH O CTEPMNAIALIAMN,

= CHBOSHNA O YHCHs MOTORRE MOIRLHHCKE MAOOMMA;

= JMDEPOHHLIE PEIYNLTATE BCBX NPOBEPOE M HCNTAHWA;

+ HAIHAMEMME SAWHON NAPTHH MEAHUMHCKIX HIQeNHA;

- OTRROHBHIA 0T RPOMIBOBCTREHHBE CRSLMEWEALIWA

i1
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5.1.2 Ynpaonews nporasogeToos W obcnysmearmen. Cneuvancruie Tpebosanua
5.1.2.1 YucToTa NpogyrUMK M EOHTPONL 3arPRIHEHHOCTH

HMCO 13485:2003 Magenwa MoOMUMHCEHRD. CWCTOMBI MOHSIRMOHTE KavecTea. TpeGoBanwA
ONA Uenen peryndpoBadia

7.5.1.2 ¥Ynpaanewue npouzacdcmacs o obcnpsuainues, Choeyuansibg mpeboganus

L5127 Yuemoma npodystid U KONTIDO0MN: 30308 IH8NHOCTIL

Opzanudayud Jonend paspabomams DoxyMEHMUBOSaHHEE MOSS0BAHUA K HYUCIOME MpodyKLuy,
o

a8} neped cmepunuIsyLed WUNY NpUMEHaHLIEM NPOJYKLUA NPoXodUNT SUUCMKY 8 Op2EHUIBULIL,

b} NpOSYRLUR NOCMEANATCH 8 HECMEDLIMENOM SU08 U NOJRENUIT OWUCITING NEDeD EMepLTUIay LG
LML MO SRS,
¢} MpodyRLUR NOCMBENANTICA 8 HECTSDUTLNOM GUGE U 88 YUCTIIOME HE LMEET INGYENUR 3N NDUMG-
HEHUR,
d} peazenms Gna oyuemy npodysuuy Sormeid Beims pdaness NpU S8 EIZ0MORNBHLIL,

Ecnu npodykiiis nodaeepeaemeR O4UCITNG § COUMBNTCMaUl ¢ NepaYucieruasy a) un b), mpeSosa-

MuA, codepwaujuvecs a 6.4 (nepevucnenue a) u 6.4 (nepevucnenue b), neped npouedypod 0YUCMIKY We NpU-
MERHEIOTICA.,

Cprasniauma SOonsHa yeTaHABNHMEA T TREGOoBAHMA K YHCTOTE NPOoSYRYHH. [NA BunonHemua 3THx Tpabo-
Banni [ BRANYAR yOANSHE PEANHTOR QRA CYWCTEN NPOAYVELWNA, SChKH HAGMKAANGER M BPeAHOE BOAAGAETEWE
HEl BAMOCTED MPOOYHLWH) ODranuIauma MoseT paspalorate QOKYMEHTHDOBANHHLES NPOUBAYDE, pabouie
HHCTPYHLIWMA, CNPaBoMHBE MaTEpHans ¥ (npH HeobxoWuoCTH) CODTRETCTEYIGUME NPOUBAY P HIKEPEHA.

PaaranTisi ANA CURCTEN NBOAYELMH, MIBECTHES TEINKE KAK BCNOMOATENEHEE, MPOHIBOSCTBEHHLIE KM
AoGADIUHES MATEDHAMN, NPEOCTARAMOT COGOM Mol MATEDUANE MW BRWLGCTER, NPKMEHAEMEIE B NPOWI-
BOQCTEEHHOM NPOUBCCE WKW ANA ero ofnerieHna (310 YHCTALWE DEWESCTRA, CMAI0UHLIG MACTA W ApyTe
BEWECTEI, HE NPEIHAIHAENHLIE QNIA BENOYEHWR B NOTOBYO NPOLYNUWID). BCa pEaramThl pExoMerHIyeTCH Hag-
NewaLLn 6 pa30M WABHTHEWLHPOBATE M MADKWDORATE BO MIGERaHWE GecnopAaKa n owwbox. [JanHan npous-
aypa (cw. MCO 13485, mywet 7.5.5) obwsro TpelyeT pACCMOTPEHHA BOER UENH NOCTINOK |KOMNOHBHTOE W
NpaHIBOACTES ).

HexoTopLIa MOAMLMHCKHE HAENMA MOrYT HYMASTECA B O4WCTIE W oBe3lapaxnBarmn Nepea nx oBCyme-
BaHWEM ANA Toro, Y00k BCEMoqHTE BOAOE RCTERE NKGOND BROA JArpAIHEHMA HE NEPCOHAN K BPVTYED NPoaYE-
W, B 2THX chy-aax pesoMeHOyetTch olellapiedianwe © NOMOMULK HAGNERAWME YCTaAHDBIEHHEX
npouaayp.

Mpumesnas e —0ononserensHyd REopMELWGS 0 NPOLIYPAX NO CuEcTER oM, B [16].

7.5.1.2.2 PaboTed NO MOMTARY

HCO 13485:2003 Magenua MooHUMHCERE, CHCTOMEB! MEHOZEMOHTE KavecToa. TpobopaHua
ANA UeNeH peryndpoBasnn

L5122 Paboms NG HOWMaRy

Mpu weolxodusocmy opanulagus Jonsya paipatomams JoxyMenTUpOGanbe mpebosatun,
COMPURALELG KDUMSDUL ApLSMEY L G8pugbueauuy MOMTIGNE MeduyuUNCKuX UI0enLT,

Ecniti co2nacosdnbbig & ROmMpebumentn mpoboaanun NOISAToT Eimariarms WOHTHUE M MORsKG
CUNEMU OPEHLIIUUY UMY 08 NOMHOMOYH0S0 NpedcMasumand, 0p2anuIsuus domsna paspaiomams Jouxy-
MEHMUDOEANNEE MPSEOSEMNLA K MaKOMY MOHMEXY U 620 SopUURSLEIL.

SaNUCU Mo MORMAXY U 88pUTHLKSLUY, KOMODEN OCYLBCMETam Op2aNUAAYLA LY 8O NOMHOMOYHED
npedcmaatmons, Aomwis NOOdBpRIMEMBEER 8 DEDOYOM COCORNLU (o 4.2.4).

MEHTAM MEAHLINHCKHY I0BNMA NPOMABSAAT HA MBCTE HX IRCAMYATALMN. ITOT BUA ABATENLHOETH M0
SECITYHADIHMED MEBOMLHHCKAY MAZENHA HAXOOWTCA O NOCTOANHON COAIN C ADYIHMMK BUO3MW YEYT (HANpUMeD
INEKTD= BOOOCHEEMaMtamM, VA AME MR c-r:unnnh ORoHaTENBHBE WENBITAHWA YETARDEBMEHHB [CMOHTH-
POBaHHLE | MEBAMUMEHCERY HIO08MNHA NPOBCORT NOCNE TOND, KAK OHW YCTAHORNEHE (CMOHTHPOBAHE ) HA MECTE KX
MCANYATALMH M CEAIAHE CO DOSMM HEOGOOaHMEILK BHOAMA YCIyT. NS MEeIMUMHCON HIOSNWA MOHTN HE
QFReT ME BHE00EHAA § ODTaMAIM NaLAeHTE 1N DO D0E0MHEHHAR K MRUEEWTY, Ana obecnevseHin wagnes-

Wero yHKLHOHHPOEAHMA MEOHLHHCENE HIZENHA PEOMEHIYETCH YETKD ONPEASNHTE KPYT NEL, OTBATCTREN-
MislE 38 MO TaM.
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Ecnm meQruyHHCERS MI0eNHA Gonsit SWTh yCTIHODMEkH (CMONTHDOBAN ) 12 TEPPHTORRM NONBI00aTE-
NA, OpraHu3aynn cnegyet checneysTs NONE3I0BATENA HHCTRYHLMAMM N0 HAGMEXIWWM MOHTAXY, YCTAHOBES,
HEMEBTaHHAM Ny canebpoace MeauurHcHx nagenui, Ocofoe BHMMaHKE PESOMEHOYETCH yaenaTe obacnea-
YEHMK HAANONALEIG MOHTAND MOXSHRIMOD i X0 YIPABNAGHAA GoIONICHOCTE.

B HEKOTOPLIX CyYanAx (HanpHMep, ecnid TAKDBD perynupyiodies Tpelonan#e Mnu NpH HeoBxoOuMoCTH
YNPAENeHHA NapasaTpamMe QyHLHOHPOBAHUA MEOULMHCKOTD MAAENHA) OPraHWIALMN DEXOMaHIYETCA pal-
pABOTATE HHETRYRLIMMA, NOIBONFHOWME MUY, OCYLLISCTRMNARLISMY MOWT AN, NOATBOEHATE HAANSHCALLINS gyHE-
LMOMMDOBAH D CRONTHPOBAMHOND MEQHUMHCEOND WANRNHA.

1.5.1.2.3 [JerTensHoCTs No oBCNyWHBannm

HMCO 13485:2003 Mapenwa MegMUWHCKWE, CHCTOME MOHOOMMOHTY KadvscToa, TpebopaHMa
ONA Uenen peryndpoBadun

7.5.7.2.3 DeamensHocme no cCayRuaanNLe

Ecnu mpefoganue & o0Ccnywueanug RENASMCR CROLYUANLHEM, DP2aNUIaULR Jonsna, npu Heolxody-
MOCmU, pajpafomans SokyWaHTUpOSankbE MpOUEdVDE, DaGOYUE UHCMIDYRLLL, CROSE0NMEE MAmapua-
N U IMANoHHBN OPoUedypil WiMepaNus dng ooyecmanemus clicnyxueanus U 820 eepibusatuy @
COOMBaMCMEUL C0 CIeLUANEMHEM MpeGosanuan,

Janucy no obcnyNUasHL0, SLNONHASMOMY Of2anu3ayued. domsne noddenwueamecs 8 pabowau
cosmoRHul fos. 4.2.4).

Mpuaey§idgd— D0cAyuaRnlE MO0 SiR0vlis & Co0f, nEnpUMSD, DELORT U Mersusecots obcmym-
A L.

Ecnit waanexaues Gy syBOHHPOBAHNE NPOOYLME J30HCHT OT &6 ODCnysHBaHKa W NOGOeR=anHHA b
paboueid COCTORHWM M OpTaHH3aLMA obecneyuBasT rapanTHAHOE OBCTYUBAHKE HNK OOCNYEUBAHME N KOkH-
TPAKTY HEKOTOMLIX WM BCEX BING0S NPOOYLHK, TO B CHCTEMY MEHEKMEHTA KIYECTRA ODAHMIBLNK DOKOMEH-
OYBTCA BLMOUaTs NONOEEHWA O Brugax W MacwTabax obenyswaannn. MpW HEo0X00MMOCTH PACCMATPHBIOT
CRBOYRILUME B0k GEATENBNOCTH:

d) pacnpesengHHe OTBETCTESHHOCTH 33 ChCNYXHMBaHME MENIY OpranvaIaumed, aUcTpHSLTORAMM U
NOMNLI0RATENAMM,

b) ARAHMpOBAHWE BAAOE SEATENLHOSTA MO OBCAYVMMBAHWID, HEXABMCHMO OT TOMD, BLNOMRHAGT MK &M
OPraduIaLHA WNK KOHKDETHOE ML,

C] BANAIAUMK NPOERTADCEENAA W QYHELAOHWDOBaHHA COEOCTE CNeUWANGHOTD MAZHEYEHWA WM 0bopy-
AOBAHKA ANA YXOO0a 38 NPOOYKUWeR NOChe MOHTKA W oBCTyMWBaHMR,

d) yrpaanoHse cGODYOOBIMASM IR HIMSIEHAR B ACTILTAHAN, NDAMEHRE MBI NEH NONEEERE HCMETaHN-
AX W OBCITYRCHBAMNA,

@) oBocnEuaHWE OOKYMEHTIEMW, 3 TIoHe COOTRETCTRWE PErYNWDYoUMM TReBoBaMWAM, DRMKWAR
HHCT PYRLMH NO INCNYATALMEA © NPWNCOHEHHEM NEDESHER JANACHSIX MNH CMEHHLIX HACTER ANA OBCNYRMEaHUA
APOAY=LIMM,

M) obocnevomye HEOBXOIHMOR TOXMHYECKON NOLGGDEKA, BEMOYRA TEXHHYSCKMG EoMCYNbTaums, obyue-
HME NONLIOEATENSA, CHABREHWE JANICHEIMA M CMEHHLIMA URCTAMMK,

Q) nogroToaky obtnyssHeaowens NepcoHana;

h) oGECIE-EHAE KDMNBTEHTHOCTA OBCMMMBARLIETD NEDCOMANS;

i} ofiparHyo CBAIL A4NA NONYYEHAA MHEOPMALME, KOTODAR MOXET BTk NONEIHE QNA YNYHWEHUR NPo-
Ayruud e ofonysraanHn;

i} mpyTwe BMAL GEATENEHOCTH N0 NOQGEpEE NoTpabuTans,

Brifonsanse SaMHED PYEOBOORALNY YRAIAHWA MORET GiiTh NONEIH0 AR OPCAHMIALNN, DA08 SCNH OHK
HE OTOBODEHE B KOHTDIKTE.

OprasdIaumMa Jomka paspabaTeiaTh CHCTEMY NpHEME JZNPo00E Ha oBCNYSHDEHWE, NOIDONAKLLIIO
ONpEgEnAT: Hanu-He Hanoh wnW HeyaoaneTBopeHHbX TpabosaHA noTpebuTens.

T.5.1.3 Cneusansksie TReGOBAHMA £ CTEDMMbHEIM MESLHLHHCKHM BI08NHAM

HMCO 13485:2003 MagenwA sMeguuMHCEAS. CHCTEMbB MOHEOWMEHTA ka4decTEa. TpeboBaHWA
OMA UoNen porynapoaasin

7.5.1.3 Croyuansqee MpeSoceanun E Cmapuimatbilt MeduiUncELd radanusid

Opaanuaayun Aormamra Moddeeuaans Ja0UCy MO MapaMamDaM MPoLYBCooE CMBPLTUSALLIL, MDLMWE-
HABMBX A Kax0ol MApMUL CMaDURUIyeLibx MedutiuHoruy uIdanud (o, 4.2.4). Januci No cipunL3a-
i Sormerib npochaxuaamsca dna kaxdold napmuu Npoudeedenvibx seduuurcrus wadenud (o, 7.5.1.1).
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napamrpu MPpOLRECCOR CTEDRNMIAMMK, YETaHABNABDEM Dt ObIYHO GNA MEDHUMHCEHE HIOBNHA, HIEH-
TR HUHPOBAHE B COOTEETCTRYOWHY MEEIYHAPO4HEE CTaHdapTRL,
Mlopowon@s B e — JonanHETaNeHER WHDODMAUAS O NEOUBLCEE CTBDWNARALIN NpHBsgess & [17]—[22]

7.5.2 Banvoauwa npoueccon NPOMIBoOOcTES W oBCysWDaHna
7.5.2.1 D6wme Tpeboaann

HCO 13485:2003 Magenya MeOWUHHCERD, CHCTOMEB! MOHOZEMOHTS KaYecTod. TpebonaHun
ANA UeNoH parynvpoBaHun

7.5.2 Banvaauwa npousccon NPoHIBoAcTEA M oGcnmy s BaHuA

F.5.2.1 Ofwes mpafosamus

Oprasvaauma GOMEHa NOOTEELMOATE TE NPOUSCCE NPOMIBOACTES W OOCNYRHEAHKA, DEIYMBTATH
KOTOPEX HENBIA NPOBEDHTE NOCPEOCTROM NOCNAQ0EATENEHOID MOHWTORHHIE HNH KIMBPEHHS, K HAM OTHD=
CRTCANPOUSCCE, HEAOCTATEN KOTODE CTAHOBATCR OO0 HisIMA TOM B NOCIE HAYANA MCNONL3IGRAHRA M-
P LR

Banuasuuwa aonsHa NpoaesoHcTpu o8 T CROCOhHGE T STHE NPOUACCHE AOCTHIATE AANNAMUPOBEN-
Hibd DOy NeTATOD.

Oprasyaayva Qonsxa paipaboTaTs Mepsl NO ITHM NPOUBCCAM, BEMIOMARA, SCNK 3TO NPHEMITEM0,;

a) onpafanewbe KPATaRWN QN AHAMNE W YyTESDWABHKE APOLBCEOR:

b} yToepwgeHss COOTReTCTRYHALErD obopyaotanuA W KBANUEHMKILMY NEPCOHAND;

C) NPUMEHEHWE KOHEDE THIX METOA08 M NPoUSIYR,

d) Tpefoaands K 3anucam (oM. 4.2.4);

€) NOBTOPHYID BANKIALMI0.

Opeanulayud Aomwna Pajpabameaams CORyWMeHTILDOSaNENE NPOUEdYDE! 8aNLSSLIUITL MDLIWSMEHLT
KOMNGMSDH0S0 NDOZPIMMNGE0 DOeCHEHENUA (U UIMONSNUL Maros0 ofOCEvanLs Wil 620 MDUMEHE-
HUR) Npu NPoUIS0ACMas U OOCAYRUEEHLL, KOMOPLIS MOZYITI OKBILMEATE BNUANLE HE CROCOBHOCME NPOOYX-
U yOOENHMeODAMEs PoYNUDWOIWUM mpefosanuns. Taxoe npozpastianioe obocnovenue chnedyem
ymeepxdams 00 820 Nepaoao NPUMBHENLR,

Janucy O PEIYNLMAMax anudayuy donxHsl MoA0SpMUEAMLEA O PAGOYEM COCMORNUL (CM. 4.2.4).

7.5.21.1 Obwwe nondseHms

7.5.2.1.1.1 Banuaausa NpOUSCea NpaacTaanaaT cobor MaxaHmni N Bud feRTesHOCTH, NDHMEHAS-
M OPFAHAIILWEH ONA NOCTOAMHONS OBSCNeYEHHA NPOLECES COOTBETCTEHA NPOIYHLMH TREBOBAHHAM, GCNK
BHXOM AAHHOMD NPOUBCCa HE RBNAETCA NONHOCTEID BepRpHUMpYeMsM. BanuiauWws NpoUeccs BXNKHaeT 8
cebn paapaboTey NNAHA, NOITANHOE NPOBANGHHE CEPHK OUSHUBAHMA KOHKPATHONG NPpOUECCa, a Taiose cBop
HHTEPNPATILMIO JADETMCTPMPOBAHMLIX JaHHLX, ITH DML AEATENLHOCTH MOKHO PACCMATPHBATE b NOPAZKE
YOBIBAHKA NPHOPHTETOR:

a) aAHANKI W YTEEPHASHHE TPOBOBAHMA K 0BOPYAOBAHMID,

Bl nepoonayancHan kBanwgHKauMs npusenHseMore obopynosankA v obecneueHia HEeOBxoOHMEX
YCAYT, T. 8. YCTAHOBOYHAR mBansdhukaums;

€) AGMOHCTPAUMA NPHEMNGMOCTH PEIYNLTATOR NPOLUGCCE W YCTAHOBNEHHE (B XyOLMEM CyYae) npe-
ABNbHEX NIPAMETROE NPOUSCCE, T. @, ONEPAUNCHHAR KBANwMHKELMS,

dj yeravoanaune Jonmocpoaiol cTabnnswOcTv NPOWecEa, T. 8. AMCANYATAUMOHHAR KEa NdiaUMe.

7.5.2.1.1.2 Nepeqyets NPOUSCCOD, KOTODEME OBLMHG:

- PONOMEHOORAHL K BANALALWNK,

- MOTYT GuiTh YAO0RNETEOPMTENLHO BEPWDINUMPOBEHE HINH

- HYMOSOTCA B MHOWBHOYANBHOM DICCMOTREHMN OBCTOATONLCTE NPUMENEHUA # YNPADNGHAWA HA MECTE
MPHMEHEHHA C UENL0 ONPESeNeHa HECKDNLKHE WITH BOSX INEMENTOR, NOANENILYMY BANMIALHMK,

7.5.2.1.1.3 Npouecosl, pELOMEHOYEMES K BANMAAUMK, BENK4A0T B celbn;

= CTOPUNHIALIMD,

- NOAASPIKAHNE KOHKDETHBIX YCNOBHA HA YNPABNACMES NPOHIBOSCTEEHHLIX TEDPHTOPHAK,

= acentrsackysw obpaboTey;

= FEPMOTHISUMID CTEDUMNLHON YNAK0B0M,

- MHOENLHYI0 CYLIKY,

- Tannosyw obpaboTey.
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T.5.2.1.14 Npowecce, KOTORRE MONYT GbiTe YA0BNETEOPHTENbHC BELADHUMPCRIHL, BRNK4a0T B ceba;

= PyHHOE DEIAHNE;

= WMCTISTAHKA HE LBGT, NOMYTHEHAS, ONpegeneHne obuwanro pH onNa pacTeopoE,

= BHIYANGHBEIA KOHTPOMN MEMETHLIX NNar,

- MIMGTOLMOHHE W KCNLITAHNE JEKTRONPOBOIKNA,

7.5.2.1.1.5 Npouyeccu, TpaSyI0WME WHIKBWOYANLHOID PACCMOTREHWA OBCTORTENLCTE YNPIANEHUA Ha
MECTE NPHAMEHEHRR C BN CNPanEna A HECKONBIK WK BCEX JNaMEHTOR, Mo e IIHY BAMA0ELLIWKE, BEND-
YawT B coba:

= CMMCTEY,

- py-myio cBopey.

= UPpOBoE YNRABNASMOE DEIIHWE;

= HANOIHEHHE.

TH5.21.16 Enpousccam 0MMCTIoN MomeT Dl Te NpEObABnes0 TPEGOBaHNE Y IaNATe PO3TeHTE, Weobxo-
AW NA CUWCTIA NPOOYELAA, WM JarpRiHRsoLmse SacTrls. Ban aywm Tasus NPoUScCos peuoMeHOyeT-
CHA NPOBOAHTE © TOMKH 3DEHMA DEIYNLTATHEHOCTH YOANSHUA 3ArPRIMAKWMYE YACTHY B COOTRBTCTEMM C©
OOKYMEHTHDOBAHKOR NPoUSAYEOoR (oM. OO 13485, myHeT 7.5.2). 3anwcH o Banmgauws9s Heobxoquso Noaoep-
WHBATH B paboqen cocToRHNA [Ci, MCO 13485, nyst 4, 2.4 ). MoHATORART NPHMEHEHRBIX NEpaMaTPos Npouec-
COB OHUCTEH PEROMOHOYETCR NPOBOANTE YCTAHORNEHHEIM OGDAI0M B COOTROTCTEMH C QOKYMEHTIDOBAHHEIMK

NPOUSAYPAMA, 3ANHCH O NDOBEZEHMN TAKOTD MONMTODWHIA DEXOMEHIYOTCA NOAASHEHBATE B palodem COCTo-
Anv (cm, MCO 13485, nywxr 4.2 4).

Ecnu npousce 0MHCTIN NPEAHAIHAYEH AR ¥IANSHAR JArPRIHEHHA (HANDMMAD MUKDOGHONOMMYecKoro,
BHPYCHOMND, XUMUYECKOND, PAOMOARTHEHOID), TO NPOTOKON BANMGILUMM, 68 PEXYNETATE M KOHEYHAA NPOYELYDE
AonwHb GeTs NPOAHANMIWPOBAHE! NK oA06pess KBANKG WL MPOBANHLIM MALIOK.

MNpeawauad e —[loRonmEmenssas BHE0DMAULE N0 WespoleonoriEEriouy MORETORRETY NpWsEgoea § [23)

7.5.2.1.1.7 Mnasupoparse BANMIALUAH NPOUECCE JONEHD BEMROYaTE B cofa cnegyowme dasxTopes;

= TOMHOCTE W HAMEHYMBOCTE NADAMETHOR NPOUSCCa, BEMOYAR HACT DOMKH HCNONBIyeMoro o6opynoaa-
HMS,

= EBANWEAEALNID, CNOCOBHOCTA M IHAHNA ONepaTOPoE C UENs0 CoOTRETCTBMA TReG0aanuAM K KaYecTay
NPOOYwLLHE,

+ ANEKBATHOCTE YNPADMEHHA NDOWSCCOM B UEN0M, BRNMIA NADEMETER NPOHIBoACTRANHON CPadL;

= KBANWPMEALMID NPOUGCCOE W OBODYROBAHMR NPW HEOBXO0MMOCTH,

< EpUTEDHN NDASMEA W YyNPSIRNEHHARA DYHELMOHMPOLAHWEM NPOWECTS, HO COOTBETCTRYRILLIDTS JTHM KDW-
TEpHAM,

= OBCTOATONECTED, TREGYIOWMA NOATORHOR BANMABUMH NPOLBCES

7.5.2.1.1.8 Tpebopaniass & HEKOTOD B NPOUGCEIM ABNASTCHA SONONHATENGHIA NOATOTOBED WANA KBa-
NnvMEauHR onepatopos wbo cneyranckoe oRobpenme CAMOro NPOUBCEa, KaK 3TO NOX33aH0 HA CNeqyoues
i i,

Ecnu spanuwdusaymed oNepaTopa RENASTCA MEPMATHIZUMA CTEPHNLHEY YNAKOBOK, 3 BHIVANLHOE MM
MHOE HEDAIPY WAKRLEE WOCMEGOBAHNE EDMATHHHOCTH YNAK0B0K HE 486T WHDODMALNA 0 LBNOCTHOCTH CBap-
HOMD LWBA, N paTopa HeoBroquMo 0By T NPOUSCCY MEDMETHIAL WA B COOTRETCTENA C yTRE DM EHHORM NEOUE-
Aypon ana Toro, 4Tobk rapaHTHPOBaTE MepMeTWIHOCTE YNAKDBOK.

Mp# BEEOSHRA HOBOMD WKW CYWEACTEOHHGN HIMEHEHMN YHE HMEOLWGMNOCH NpPOUSCea, BRMIDHAR MoGke
HOBESE METOME MPOMIB0GCTED M HCNWTANAA, NPOUSCT DECOMEHAYETCA OLSHMT b QNA CNpEOeneHIR Reobxonw-
MOCTH 8o BANHOAURA.

Mpowoeundse— [Jononuurensku e PyenBoandne yEIB=IiE NG RENWLELNE NPOUOCCOE NPRRagase B [24],

7.5.2.1.2 CraTvCTHUSCHME METONW ¥ CPEACTES BANHIAWAH NPOUBCCDD

CyWecTayaT MBONECTEO CTATHETHMECKHAX METOS08 H CPALCTE, KOTOPLIE MOMYT GiiTs KENONLIOBAHI Mk
BARWEALAN NPOULACEDE. B KaWecTEE RpMMEDE MONMHO NPUBOCTA KOHTROMpHRE KADTE, AHANKS BOSMOKHOCTEN,
NASHMEODEHSE JECNSDHMENTE, SHANKMY QONYCHOE, METOOM POBACTHONS MPOEKTURORANWA, JHANKD DHI0E W
AOCNBACTEME OTKAI0E, NNaHs! BuIBOPOMHOID KOHTPONA M JALMTY OT ownBokK.

7.5.2.1.3 NporpasmmHse CReOCTED, HCNOMBYYEMBG NEW YNDARNEHHHA NPOUGCCIMH

Tpeboaarma MCO 13485 K BanHaLHY NPMMEHEHNARA NPONPAMMHLI CREACTE, MCRONBIYaMEL NP YNDaa-
FiEviM APOLBCEAMMW, BRNOAMAKT HOZABWCHMG OT TOR0, Bilfin filk 3T NPOFPaMMMGEIE CHEACTEA IAKYTLIGHE, Pal-
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Fﬂ'ﬁﬂ'ﬁ]HH. COMNPA D AN mnmﬂhﬂumul-m C UG aDTOMATAIAUAE NROWIDOGCTRE MWNH YIIPp@aMEHHNA
NPOUECcCamMM.

Mpuvesanine— Qononsaransses pwbopuagen NO BANNGAERE NPEMEHBRAE NporpaMusong odacneanan
npAsoaewnn B 28],

71.5.2.2 Cneumanthse TReGORaMUA K CTERMNEMER MOOMLIMHCIMM MAZ2NHAM

HCO 13485:2003 Hagenwa wMoanuWHCEMe, CHCTOME! MEHBOEMOHTA kKavecTea. TpeboBanwna
ANA UBNoR ParynypoBaHna

7.5.2.2 Cneyuanskisie MpaGoednuR K CMepUTeRNsW MeOULINCKUM Ladamumu

Opzanusayus JoMKHEa paspabamseams JoKyMEHTUDOSANALE NOOUBdy sl SaNUCALILL NPOUBCCO
CIMepUNuIsLUY. MpoYyscch CMepunUIauUuy cnedyem mesowdams do Uy Nepe0as MOULAMHENUR,

Janucy o pesyNLMamay eanudayuy NpoUSccos CMepUuMuIsyuY Sormsrs MAJepEUEaMECH & pabo-
Wi COCmORNUL [ce. 4.2.4).

CTepuimadyun ABMREBTCA NpMMEEoM MPOUSEEs, KOTOPLIA HEMLIR BEDRDWLMPOBETE NOCHEACTEOM K-
TROMA W HCTVRITA WA MO MUMHCENNE MI0N A, Mo ToMy HEOBXDAHWE NPOBOONTE BANKIALME NPOUSCO0D CTEpH-
NHIBUWH B COMBTaHWH © WX YNPIRNSHWEM B MOHWTOPHHIOM 00 NPAMEHEHWA MOOALMNCIEY HI0eNWA
(cu, MCO 13485, nognywkT 7.5.2.1), CyWwacTayoT MesyHapoiHee cTaHAaDTE, 00NaCTEH NPHMEHEHIE KOTO-
Pl SRMAMTCR PAIpAGOTHA, BANMIILMA W yNPIBNEHIE NROUSCCAMMA CTADRNAIALHA W HAMTOTOBNEHWA CTEDHEMNS-
HblX MEOMUMHCKNY HIOENWA 8 CTepMnbHbix yonosuax. [Mpoueccsl CTEpHNHIAUWH, YTBEEWOSHHBIE W
YIPABNARGMEWE B COOTBETCTEMM C TREGOBIHMAMA CYLLIBCTEYRLME MEMOYHADOAHEX CTAHAAPTOR, HE DEHOMEH-
OySTCA PACCMATDHBATE KaK POXYNETATHBHOS CRACTOO HHAKTHEALHW BoI0YOHNTENER HOXOTOD DaIHOBNG-
HOCTEH ryfuarex JHusdancnatii. B Tax CTRaHAY ¥ PErMoHAX, Fe CYLBCTEYET NOTEHUWANLHAR ONAcHOCTE
AAPANEHUA ITHMH BOIBYAHTENAMMK, ANA 66paboTEH MATEDHANGE M BEWSCTE PAIPAGOTAME KOHKDETHEIS DEKD-
RATEH LM

MeeméddEde— 0ononHETENsHER DHHOPMELNA RO CTERHARIALNA NDHBEgEHE B [17]—[22]. DononHaTeNsHan
WHO PR EUMA N0 SCenTuseceoi COpaBOTHE Wad MgMHCKER ALEREh — B [35).

BaxHo NOHUMATE, 470 TONHOE SOV GCTRNEHWE HAANEHILWMM oEpaloM YTRERMAEHHOND H CTPOMD YyNpan-
NASMCTO NPOWETCA CTEPHMNAIALIMH HE ARNASTCA SIWHCTEEHIEM GaKTOD0M OBECNBSEHHA CTERHNEHOCTH Magw-
UHHCEME Hagenui, Heobxoaumo Taes Y AeNATE BHHMAHKE MUKPOBHONOrMHECEOMY COCTORMHHI0 NOCTYNAMKLYESrD
ChiPbA, 870 HAQNONELEMY XDaHEHEID W YIPIBNEHAKD NPOWIBOICTEAHHOR COEO0R, B KOTODOR M OHLMHCKINE
HISeNKA HIroTaanueasT, colvpanT M ynaxoawaaoT (ou, MCO 13485, nogpaagen &.4),

7.5.3 HooHTHgHEGLUHA B NPOCNEKHBAEMOCTE

7.5.3.1 Maexruderauma

HCO 13485:2003 Magenwa MogHUMHCERS. CHETOMB MOHOLEMOHTS kKauscToa. Tpobopanwna
ANA URNoR perynMponaHia

7.5.3 HooHTwdHEALHA M NPOCARBEHBITMOCTIs

F.5.3.7 Hoenmixirucayum

OpeakuIayud dortara LOeHmDULLPOEaTS MeOUULHEKUE UIGNLE Ha MPOMAKEHUL BCE20 MUIHOH-
HOR0 WURITE © MORMOLLS IO COOMMSMICTT Y KL LN CoedCTE U Daipafamseams SoRyMenmuDOaaFHEE NpoUed)y-
i R makod pOeRmMUGhLESLILILL

Dpaniu2ayun domeyd paspatamsaams SORyMeHMUDOEINHET NPoUs0YDE, SADARNTLDFIOWN, Yo
MedUUUHCKUS UI0NUR, S0IEPILIEHNEIE 8 DD2ZBNUZIULNG K3K HECOOMERMCMEyraLLe, UOOHMUIGILUDOEIHS
v omdenans om Mmeduuunesux UI0BNUD, COOMBaMEMEEoWUX pe2ynupyoiuM mpaboaanuas (cum. 6.4,
nepeyucnesue d).

7.5.3.1.1 HponTudueaiiif Chpe, KOMNOHEHTOR M MOTOBLD MOSHUMHCKMK HAOGNHA BANHS ANA

- YNpARNEHHA MATEPHANAMK B NPOYSCCE NPOUIBoACTES,

+ QEMOHCTPALMM HAANEMAWETD BBOPa CHPLA ANA MIMOTORNGHHA MEAWUHHCKOMD MAENKA, CTATYCA
ITOMD HALNENHA B BEnoNHeHEA Tpeboparnd K GeIonackHocTH,

- OCYIECTENEHNA NPOCMENHEASMOCTH,

- OONEMEHAA HMOEHTHOWEAUMK NPUYHMH GWWBo NPM BOIHMEHOBBHMK NpOBNeM B OOENACTH KAYECTES.
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Mo A KaLMA MESHUMHCKOND HASENHA MO T Gl Th SOCTHIHYTA C NOMOWLK MADKHPOBaHKA, CHalxe-
HHR APNLIKOM [3TUKSTECH) HNK CNPEeNEHNEM KOHKDETHOMD MECTA ANA PRIMELYEHNAR MEOHUMHCKDND HILENKA
HITH KOHTEAHEDE © NAHHEM MA0ENHEM. HANDHMED, MOEHD BCNOMNLIOBATE OXPALLHMBANNE B DAINWIHLNG UBETA
CEMHAN0DD BEIMAALUIAK SACTEN MEJWUMHCKDID HINANKA, HAMEIOLLAE PaIHEE YVHELMOHANGHLE XapaKTepmuec-
THEH, [NA GONLWOND YHCMa MEgHLHHCKRE HAJE8NHR, MINOTABENHBASMEIX © NOMOW LD HENPEPLBHD JERCTEYK-
LMK MPOUBCEOE, MASHTHWEHMKAWAK MOS0 BERONHATE NPH NOMOWH MAPKADOBAHMA NADTHA MEARLMHCHE
HIZBMMA KNH TOMHD YCTAHRODMMEHHLIX CRPMA MEJHELMHCKMN HADENHA B CONPOROOHTENEHON JOKYMEHTALMN,

7.5.3.1.2 Maenmrdukaumed roToss X MeZHLMHCKHE HAZENHA ODuMHD BLINONHRKT HAHECEHHEM HOMEDa
NAPTHWCERMH MMM NOPAGKOBOID HOMEPA NGO ¢ NOMOLLLD ANSKTROHHEX CREACTE. CTendrs HEOOXOOMMOCTH
MEHTACHKILINEE ChlDbA W EOMIOHEHTOD ¥ X CBAIN C ROWEPOM NapPTHWCEPME MNH NOPASKORE M HOMEDOM FroTo-
BOMD MEOHUMHCHOTD HIJENKA MORET Z38MCaTs OT.

= HCMONbBIYEMOND Chipbf;

= BALE MEOHLHNRCKOTD KINeMa;

- NOCNegCTEHA OTKALE MESHURHCKOM WAQENUA, B0 KOMNOHENTOE KNH CRIDLA, MCNONBEIOBAHHOTD DK
HAMOTORMNEHNA SaHHOMD HA0ANWA;

= KOHKPETHEE TReDoBaHHA ¥ MEOHMLMHCHOMY MAZENHMKY,

= NpOCHesEBABEMOCTH (NP HeOlxoQuMocTI),

= BEGOMBIX QAHHLX NROSKTRDOBAHMA B paapaboTer;

= PErYNHpYHWMy Tpebosarmua,

NioGse MAPKMPOSO-HBIE MATODWANL, NPUMEHABMEIE ANA WOSHTROUEIUNK MOTOROMD NBLWURHCKGID
HADEMMA, B JOMEHL ORI TS BPEINOTO BOANBACTRMA HA GEIONACHOCTE WM YHELNOHMDOBIHAS MO HLHH-
CHOND WAOENMA NP HCNONGIDBAHWA HA MESHUAHCKAN HATENHAX MW WK KOMNOHENTAX.

7.5.232 MNpoCcnasnBasMocTs

75321 Ofwne nonooosmna

HWCO 13485:2003 Magonwa MoegMuWHCKWe. CHCTOMLI MEHOOKMOHTA KavecToa. TpoboBaHun
ANA UWENeA PerynipoBanya

7.5.3.2 Mpocnosusasocms

75321 Ofuwe nonoxenus

Opeanusauus donwwa pajpafamueams OOXYMENMUPOGENNNE NPOUEdYDEI MDOCAGMUSEEMOCTIL.
Taxue mpouyedypid Sonmn oNpedenIms CIEMEHE MEOCHERUAEBHLOCTI Mooy U HeoBxoduMbie J0mi-
cu fom. 4.2.4, 83 u B.5),

Ecnu npocnesHBasiiocTs AENSETCA TPEGOBIHWE M, TO OPTaHHIALMA ONNKHA YNPDABNATE CILUHANBHOR
MOeHTHOHEALINER NPOAYELIMA W PETMCTRWPOBaTE ea (oM, 4.2 4],

s g s @ g8 — YIpaendsue rosraypaurel Ngodysuuy Ranaemca cpedomaos, ¢ FOMOLLEE KOMOROas
B CUA D ORT [ TTIRLRT e uﬂnﬁmuﬂ:uﬂmu# B TRERE T 0 LR P Bl O T,

HMoeHTudHKaUMa MagHUHHCROTD MIOENKA NOCPEaCTE0M HAHBCEHMA HOMEDA NApTHIVCERWK WNK NoRRD-
HOBOND HOMEDA MG & HOMOLLILK SNSETPOMHHBX CEEACTE NOIBOMANT OCYLLIBE TRMATE NPOCHIGHKHBIEMOC TS B ABYx
HANPABNEHEAX — B HanpamreHie noTpebuTens (NPOCNEMHBAGMOCTE MEOWUMHCKOTD Kifenwa) W obpar-
HOM — B HONPABNEHAW ChiDLA, KOMNOHEHTOR W NPOUBCCOB, NpMMEHABMBIN NpH WIOToBNeHKRA, Mepocs
HAMDARMEH M BAMHO ANA MPOCISHMBAHME MY TH MEQMLIWHCKOND WARENMA B0 NONLIOBATANA (HANDUABD NALMEH-
Ta Wnk GoNukls), DTOROE — NOIBONAET WCCNAAoBATE NpoGneMs B O0GNACTH KIWECTEA W OCYLGCTONATE
obpaTHyo CEAJE C YaNbD NPagyNPeMIeHna NOARNSHAA HECOOTBRTCTRVIOLIME MENHLIMMCIHX WALeNHA,

MpocnasHBASMOCT L MEJHUMHRCKOND MATANHA NOSIATYMEBAET BOIMIEHOCT B NPOCNEONTE MCTOPHID, NpH-
RASHEHE WM MECTOMAXOIEHIE KOHEDETHOTO MEQHLMHCKEND HAGGMHA WNH BROS QEATENEHOCTH C NOMOWEKGD
HX JAPErMCT PAPOTaNH HOR KOeHTHEWEaLHK, MPoCNesHEIEMOCTE ObMHD EOBX0OMMA QNA BHARNEHKA NePR-
HCTOMHHES HECOOTBETCTEHA parynupysolas TpelosarvaM W ONpegensHnA MEeCcTOMEXORIEHWA OCTATEDR
MEQNLMHCKAE HAOENME 13 NADTHM HECOOTRETCTEYIOWIME MEHLMIHCKHY WTANNA,

Ciprammaaumns 00ermo 0BeCNUHBIET NPOCNEEABISMOCTE § NPOUSCOR NROMABGACTE NPOOYELMH W Xpa-
HEHWA 88 M3 CRMANE M 00 MOMSHTE, KOT0E JaHHSA NPOOYRUHA NepecTae T BwTh COBCTIEHHOCTED CRTanMIaLMN.
Opranniayna MOxaT OrpanMsMTe TPeboBAHME NPOCAHEXWBREMOCTH, NPAMAHAE BRWeYNOMANYTHA Npousce
HACTHYUNG.

MpowoyddEd— [lonommeTeRsddd o imea No ADMMeHEHAD MBS EMEHTE coRfiaryDauMe (8 CPea0T RS
NOANEEEERAE BLEHTEEALNN i APOCARXMBARMOCTS NpRBESEan 8 [27).

4.3
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1.5.3.2.2 CneuyrancHole TPESOBIHMA & aKTHEHEM HMNNAHTHRYEMGIM MEOULIAHCIOAM HAZENHAM M
MMMNAHTHPYEMbIM MEQHUMHCKHM NIanWwAM

HMCO 13485:2003 Magenwa MoOMUMHCEHRD. CWCTOMBI MOHSIRMOHNTE KavecTea. TpeGoBanwA
ANA UBNER perynupoBaHya

7.5.3.2.2 Creyvansibe mpeboganus K SEMUGHEM UMTIBNTUDPOMBMT ModULLMCKUM UI0eNURM U
LMTASHITUDY EMBL MESUGUHCKUM UI08TURM

B aanvey, peoloduisie ONng GCyiecmanius NpOCHERUSSeMOCTIN, OPSaNUISUUR JOMEHE BKmD-
Yame caedonUR 080 GO8E KOMNOHTHITIEX, MAMSDURNAX U YENoauax oKpysaced cpadsd, eciu OHU Mo2ym
AELIMECH MPULIWOD MOS0, WO MEJUIUNCKDS UIARNIE WE yO0aname0pRem D2 MUD O LLLM MpeSoaaniiam.

Opaanusayun domkns Mpeboaams om caoux Apedcmasumenad wiv duempubsomopos noddapwL-
B4k JANUCU 0 pachpedeneni Weduyunerix uadenud ATA AOCMLEKEHUE MDOCIONMEIMOCTIU U Jocny -
HOCTIU JTHX 3anuceld G KoMMmpons.

Opeanusayun donxue oBecHouUeams POEUCMPALILIG 20y30N0NyHEMEns (HaUMENOEaNUR u adpeca)
[caa. 4.2.4).

MNMpocnewMEasMocTe OWEHbE BEXHE MR HMINAHTARYEMEBX M SXTHEHEX MMARBHTHRYEML MEOHLWHCEHE
HIQANWA, NOCKONLKY MOMET HE NPEJOCTABMTECH BOMOMEHOCTH KOHTRONMPOBATE TAKME MESULMHCKME KILENHA
B MPOLECE MX MpUkiEdna. OCyLUpBC TN NPOCNEsHDIEMOCTA NOMOr 38T 3t 0HaTe HakonNeHHA HEoGAIa-
TENLHOH HHPOPMAUWM 0 HMNNAHTHRDBAHHLIE MESHUMHCEMY HIS8NWAK W NOIBONAET TOMHD MOBHTHERHLMPO-
BaATE MMNINAHTATH, COAOEEAWME KOMMOHEHT, ONPeJeNnseMul BNOCNEOCTEMM KK HEHCNPABHLIA, M
MMMNAHTATEE, AMA KOTOPEN GKAIANOCH HEALGKBATHLM YIPIANAHWE NROWECO0NM. Parynupyiouyse TpaGoraxmA
MOryT COO0PHATE TROGOBAHHE QONCNHHMTENLHON NPOCNEKHBIBMOCTH COBCTBOMHOCTH OPTAHMIALMA [NA HOKD-
TOPLEX MMNMAHTATOR ¢ BLCOKMM DHCEOM NPMMOHEHHA, # CHCTEMI MEHBMMEHTA KIYECTEd J0nwHa (npW neob-
XOQHMOCTH) NpMHMMATE 2T0 TpebopaHue B pacueT.

OpranniaLna AomoHa o6ecnesunaaTs NPOCNEHHBABMOCTE HAKAOND MBAWLIWHCKOrD HAAENWA & NOMOLLLH
BAMMOTO 8 HAYANE NPOLECEA MASHTIROUKATOPA (HANPUMED NODAAKDBOND HOMEDA, OATHPOBAHHOND KOAA,
IWTRMX-KOME, HOMBEa NapTed ). HeobxoqWMOcTE B DaINHHL WIAHTHDRKATODAN MORDT BOIHWKHY T N HIME-
HEHWH JAREACTEOBAHHOND B NPOUECCE NPOMIBOACTBA NEePCOHAN, ChiPER, MHCTDYMENTOR, NOABIIEHAMK HOBBIX
M MAMEHSHAE KOHCTRYEUMA, METODO0E B T, 4. MoeuTuhHEATOpE NPoCNeXHBISMOCTH PEXCMEHI Y TCA PENAC-
TRHPOBATE B NPHMAHABMEX KOHTROMBHBIX M HHBEHTADHLX JanHcax (M. MCO 13485, nyuer 4.2 .4).

MoryT BOXHMKNY T CHTYILWE, KOTAa ANA OCYISCTRMEHAA NPOCNEEHBISMOCTH NOHAGOEHTCR MOeHTHEDH-
KAUKMA CREUHANEHOND NeDCoMana, JaMATON Ha KRs00M ITANe NPOUIBCACTEA MK QOCTIEKH MEOHLHHCKOND
H3genuA. HecKoNbED COTPYAMMKDE MOMyT C YCrHexomM BENONHATE OECNySHBaHRE MESHUMHCKWE RIOENHA, oCy-
WECTANARA NPOCNAMKASEMECTE KAKA0R COPEHCHOR hyHKLIWK, HANDHUMED PAMMCTPUDYR CAYYaN WIaHTHHKa-
UAM W NPOCTABNAR NOANHCE HA NOCNESOCATENLMO NPOHYMEDOBIMHLIX OosymeHTax. PososmowgyeTca
NPOCNSFHEATE KANOLA OTSENEHLIN CNYYAR WIeHTHEHKILAK,

7.5.3.3 Moenmuduraums CTatyca

HCO 13485:2003 Magenwa wmognuMHCERE, CHCTOMEB! MEHeLEMOHTA KavecTead. TpeboBanwsa
ANA uened perynupoBasnm

7.5.3.3 Hdenmuukauyus cmamyca

OpraMuIaUMa BONKHA MOSH TR BUHMPOBATE CTATYE NPOAYELIAE N0 OTHOWSHMKD K TRSGOBaHARM MOHMTO-
PHMEA W AR W

Hewmugbtwauus cmamyca npodyruyuy domesa noddopRusambsta K §CEX ITETEE 8 MpoUIEod-
CITad, XPEHEHUR, MOWTIaWE U 0B cNyRueanuUR One obecnavahuR MTDSQTSHIR, MOUMSHEHLIT WML MONTLENS
MonbED podyruuL, Mpoweded ece MG X0OuME SUOE KOMMPONA U WCMSMANUD [LRL UMEroLed oghuitu-
AMBHCE PRIPELAGHLE HE OMKTONEHLNE OM YOMaHORTEHNEX MPeSoaani).

CTaTyC NPOAYELHE MORET BETh 0B0IHAYEH G NOMOLL LI KAK HEANBETPOHMBLX, TAK M 3NOKTROHHEN CRAACTE
MSPEHDONAHKA, YRIIAHWA MEBCTONONOMEHKA NPOAYKLIMA, CHA0REHHA 08 ADNLIKOM (ITHRETHON | AKX NDOCTaRNS-
HHEM NOOQMHCH,

Crartyc NpoaysumMi1 QOMceH DaMoHCT pMpOBaTs, Bulna N4 NPoayHYWA NPOBEDEHS W HENLITAHS W:

- MPWHATA KAK NOMHOCTEG COOTBATCTRYIOWAR PATYMHpYIOLMM TReGoBIHmAM,

= NPUHATA ¢ AOQEHTHDHKILNER HECOOTROTCTEMA N0 DAIPELISHNE HI OTKMOHOHWES OT DMy NMDYIoWNE
Tpebonanwi,

- HAXOAMTCA B ORALAHHW SANEHERUETD AHANKIA CO CTOPOHE PYKOBOOCTES MW NPUHATHR POWSHNA,

- GTHMAOHEHE K3K HE COOTBATCTEVIOWIAR ParyIMPYIOLIMM THEboaaHMAM.
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FainensHoe XpadeHne NPoaYELIMK, HMENLWSR DAINHYHLA CTATYC, YaCTO RENAETCA HAMMWLMM CNOCo-
Gom obecne-eHMA CTATYCA W yCTAHORNEHIA TONHOTD MECTOHAXDEDEHNA NPogYUHK, OOHaxo Np«W a8ToMaTHaa-
MM NPOLBCCS MOOHTHEDMGAL M CTATYCE NPOAYKUMH B8 TOSHOE MOCTOMANOWIEHAE MOET BuiTe YCTAHORN EHO
TAKKE C NOMOLIEHD APYIHX CPEOCTE, HANPUMED KOMNEDTEPHOA Galk OaMHED,

NioBei MADKAPOBOYMED MATERUANE , NDWAMSHAEMEN ANA YEAIAHWA CTATYCH KOHTRONS M WCNSTAHMA NPo-
Oy L AN S0 KOOSR T, S S0NsHE 03360 Te BPaDHOND BOLEACTEAA Ha BEIoNICHOCTE WM l:hl'l'lltum-
HUPOBAHKE NPODYKLMEL

7.5.4 CobcTBEHHOCTE NOTPeBHTENEH

HWCO 13485:2003 HMagonwm MOogWUWHCKWD. CHCTOMB MOHOOHMONTS KavuecTod. TpobonaHun
ANA WeNeH perynipoBanEa

7.5.4 CoBcraoHHocT NOTpeBHTONOR

Opranusayms Jonssa nposenate 3afoTy o coBCTBeHMOCTH NOTPEBUTENA, NOK3 OHA HAXOOMTCA NOg
YIPARMEHIEM ODCAHAISLAN WK MEHONEIYETER &30, DPravnisuHn GOMEHE naeHTHEHURDOBA T, BEDWdHLR-
POBATE, IAUMUAT L M COXPaHATE COBCTREHHOC T NOTREGHTENA, NPeOCT ARMEHHYRD LNA MCNONEI0HAHMA KW
BENCMEHAA B NPOQYKLW0, Ecnn cobcTeenHsocTs NOTReBHTENA yTEPAHA, NOBPEMAEH WK NPHIHAHA HENPKH-
roOgHOR ANA HENONGEI0BAHKA, NROTPeBuTEN: Ao BiiTe 00 3TOM HIBBWLEH, 8 JANHCH SOMEHE NOOOSDHH-
raTecA b paboues cOCTORMMK [CM, 4.2.4).

Mpuséysy e — ColeMesRRocMmasd TOMASiLMENT WONam DaiMe LIAMEAMEENyEMLHER SO0 OREEHHIEMb
R KoHBUCBNUVANEHAR UHTDDMALILR O COCTONRLY §20 F0000E6E,

Oprasdiauid peEoMeHyeTCR HASHTHWEHUMPOBATE OTBETCTREHHOSTE B OTHOWEHHK COBCTREHHOCTH K
BPYIHX AKTHBOS, NPHHAANDEIULMY NOTPEEHTENAM W HAXOARUWMWSCH MO YIDABMGHASM ODTAHMIE U, & LENk0
SRLHTE ITOH COBCTEAHHOCTH,

Mpssapany Taxon COBCTRBHHOCTH ABNAOTEA:

= Chi Pl M ECMMOMHENTE, NOCT ARNASKMEE GNA NPOMIBOOCTES NPGLYELME [BENEAMIA YNEK0B0MHEHE MaTE-
PHENE ),

= NPOQYNUHA, NOCTADNAGMAR QNA PEMOHTE, OBCMYHEBAHWA MNW YoOBE MUEHCTROBAHWA,

= MPOEYNUHAR, NOCTABNAEMER ANA jansHefwen obpaboTen (Hanpumep yNaxoBuIBaMua, CTepHnHIaLH9
MM WCNE TAMKA];

= WCMTH, ODeCNEuMBA0MEE B HHTEDECAX NOTReGHTENA (HANDWMED NeDERaYa COBCTRaHHOCTH NOTPEGW-
TEnA TRETeER CTOpOHE),

« MHTENNOKTYaNLHAR COBCTROMHOCTE NOTREGHTENA (BEMOYAR CNeUMDUEALIMA, YODTENH M MHDopMa-
LMED, COCTARNANUYD COBCTBEHHOCTE NoTpeburana),

OIprasHiauns CoXpaHnsT OTBETCTESHHMOCTE 33 COBCTBaHHOCTE NOTPEGUTANR, NOKA 3Ta COBCTBEHHOCTE
HAXOAWTCA B OHMEAHWH BansHeued obpaboTed ¥ D CNY4ae, Cond OpTaHMIaLNA CLAILBAST DHELUHWM OpTaHW-
JAUMAM TAKNE YONYTH, E8K, HANPUMEaD, XPpalEHnEe W NPEIYCMOTREHHAR KOHTRAKTOM CTEpUNMILNA,

7.5.5 CoxpaHoHMe COOTBOTCTEBMA NPOQYELMMH

HCO 13485:2003 Magenwa MopMUWHCKHE, CHCTOML MOHOOMMOHTY KIYecTEd. TpebonaHMA
ONA Wened poryndpoBaHnn

7.5.5 CoxpanoHHd cOOTHETCTRHA NPOOYKLHM

Opeanuzayun donena paspebamessams JoXyMeNmMUposantse Npousdyphl Wit paboyue LHCmpyK-

UL PO COXPIHGNLUD COOMBBMEMAUR NPodyNyuy pesynupyolim mpeboaanuss MU OCYLBCMEBNaHLIL
MEXNONOSUNSCRUX MPOLIECCOE GMyMPLU OP2ENUIBLUY U JOCMBExe NPOAYNLLIL K MEBCTIY HATHIYEMLA,

CoxpavaHse COOTBETCTRHA QOMMHO BUN04ETs B CebR vigHTWhualng, NorpYI0HH0-Dasrpy30«HsE
paore, YNAKORKY, XDAHSHAD M IAWATY. COoXPIwEMbe DOMCHD TAOKE NPMMEHATECR 1 K COCTINHEIM YICTAM
MPOQYELHMA,

Opeanuzayus Jomena paipabomams SoxyMaHMUPOaaHNs REOLESYDE LAY DOBOYLS UNCMDPSYLIU
NS yNpSanenwd NpodyRyied © OZDaNUHENNBM COORDM XPaRanHuR nubo npodyxsyued, mpebyrowed cneuyu-
anissng yenoaul xpanosus. Taxus creuuankibg YENSaUR XxpaHonuR AL De2ucmplupoaamsCa U Deirms
FIHOGETAG AL
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PoRoseHRyeTeR pAcCMATRHBaTE PAINHYHLE DHIW A0CTABKN W DOAMONHEE NPOUIBONCTREHHEE YCNo-
BHH,

MeTon, MCNONEYYEMEA GRTAHAIALWER QA NOTPYIH0-DAINDYIO-HEY paBoT, MORET BENOYATE B cabn
PACCMOTPEHWE HMELLETOCR GNA ITOW wenH 0EoRYR0BaHHA [HANDHMED AHTHCTATHYECKWE DEMEWEH, HASEaE-
MBS KA JANACTLS, MEPHATEN W ZALATHAR O0eW0a) W yCTPORGCTE ANA TRAHCNOPTHOBARNAR NPOSYKLWA [HanDs-
MED NOAOOHE, KOHTOAMGDE, KOHBEAGDE, COCYOL, PO3GDEYADH, Tasonae, TPYGONQOBOOM W OpyTWe
TRAHCNOPTHROBOYHLE CRaacTRal. ITo Heobxoguao ONA NPEAYNPESOEHHA NONOMOK, NOPYW W JAMPRIHEHHA
NPOQYHUMK B PEIYNETATE BOAOERCTEAR BUDPALYNK, YIAPOB, CTHPAHWA, RODPOIHMK, HIMEHEHNA TEMNBPaTY DI,
INSKTROCTATHYECKOND PAINANA, MANEHKA M BPYTHX YENOBMA, HOTODEE MOrYT BOIHWEHYTE B X008 NOrpyIo-
HO-PEINPYI0-HBX pafoT ¥ 8 NPOUBCCR Xpasenia NPoLyrUMY. Heolxogumo paccMaTpHiaTe Taose BONPOCH
TENHHYECKOG 0GEMY RHBAHHA W TEXYLWERD PEMOHTA SaHHORA NP0 yELWE,

YNAROB0-SHBE MATEDHAMNE W NPOUBCE yIAKOSRBAHME O0MHHE MADAHTHROCBATE ANGKBATHYED I3UWHTY Npo-
ALK OT Noapesae A, Npw XpaHesne M TRAHCHIOD THROBAHIIA NPOOYELLAA K MECTY 88 NPWLEHEHER YN aKDBoY-
HElE MATEDHANL M MADKADOBAHWE (ITHRETHROBANAE) (. MCO 13485, nysir 7.3.3) aoneHsl o6e0NaunBaTs
HEOBXOOMMYHD IWWTY OT NOBPOWOGHAR, NOPYW W JBMDAIHEHNRE.

OprassIauun Taose 4onHHa obacneunBars HAONeHawHe YCNoaua XpaHeHIA NPOSYELMN, YHHTHIBARA HE
TOMEKD GUAIRECKyss GEIONACHOCTE, HO W YCNOBWA OKDYS2I0WIGHR CHB0L (HANDHMED TOMMSPATYDY W Bra-
HOCTE), MomaT BOIHMHY TE He0BX00MMOCTE NEPUOGHHOCEDR NDOBEDEH YCNOBHRA XPAHGHWA NPOSYRLNA C L8NG
ApEAOTOPAUEHHA 68 BOIMOMHON NOpYH. BOIMOHMLE AOMUEHHCTPATHEMEIG NPOUAAYDRG ANS NPOCTAENEHKA
LTl ACTEEHNR CROKD FOQHOCTH NPOOYVELMW, PELIGHKRA BONPOCOBR TOBADOOBOPOTE, DaXNEMEHIAA NDOOLYELIAA B
COOTBATCTEMM C 88 CTATYCOM,

MpodnasTHHECHE MEDONPHATHA J0N%HE BEKNOYaTE B coba:

= NOAOEPWIHAE CTERHNBHEX YONOBHA QMM MEDHUIMHCKAX WALenHA;

= NOASEPHAHHE YCNOBMA, 0DECNeYHBANWME OTCYTCTEME MNNK ¥ CTATHYECKOND INEKTPHHECTEa NpH
paboTe ¢ NoMyNpOEoaHHERMA,

- NOAOePHIHWE ONPERENEHHOND PERHMA TEMNERaTY DL INARMOCTH H MHIHSHHYBCITAX YENODWA;

- 00eCneYeHMe JaWHTE XPYNEHE MEOHLMHCEMX HAZENWH,

HMoenmsbuca i NpoayELMeE C OrPaH i SHMHbIM COOKOM CIy %G, nCTOEA0LMM COOKDM MOOHOCTH HITH MDo-
Ayelpn, TPeGyouwen CNeUWanHOR JaLMTE NPW XPEHEHWA | TRSHCHOPTHPROBAHWK, BaXHa ANA NpanoTepaule-
HHA 88 MCNONBI0BAHMA N0 KCTEYEHNAR CHOKS CRyRGE WNH Cposa MAHOCTH. Mo3ToMy OPrAHKIALMA BOMKHA
VETAHOBHTE CROK Cvmbel NpOOYELME, HYRIM0WERACA B CNELHANLHEX YCIOBHAX XpaHeHHa, Takwe yonoawma
EpaHeHMA JonmHE BT yNpaBnAsMs B JapafrcTpuposars (Cv, MCO 13485, mymer 4.2 4),

7.6 ¥YnpaanexHHe YCTPORCTEAMM ANA MOHHTOPMHIE M HIMEPEHHA

HCO 13485:2003 Magonwa MeguuMHCKHE, CHCTOMb! MEHEZRMOHTA EavecTEl, TpeSoBaHua ona
uened perynupoBaHis

T.6 ¥YnpapnoHwe yCTPOACTEAMEH ONA MOHHTOPHHTE H HIMBDEHWA

OpraHsIayHa J0MxcHa onpegeiTs MOHHTODMHT W MIMEDEHWA, KDTODE NPEACTOUT OCYLECTRNATE, 3
TaKse YCTPOACTEA QNA MOHHTODWUHIA M HAMEPeHnA, keobxoanMmele 4nA obecna4eHnA CEBMABTENLCTEA COOT-
BROTCTEMA NPOOYELIWM DOTYNUEYIoWWM Tpebosanuam (ca. 7.2.1).

Qpeanusayun domera paipadomams doxyMenmUpoGantie npouedyps ofecnevenus nposedenus
MOHUMOPUHES U ULIMBDENUL 8 COOMBaMcMaLIU ¢ DOy NUDYIOWLAL MPeBOSaNURMU

Tam, rge weolnonuso oiacrna=HDa Th AMEDWIAE JK0HHYIO CANY POIYNMbTaThH, KIMGDHETENBH0E Ghopy-
Aceanne gonsHo Heime,

a) oTKANMGPOBANO K NOBEDEHD B YCTAMOBMEMHLHNE NEPHOOL KM NERa 6o NPUMeHEHWEM No obpaayo-
BbIM JTANOHAM, NEPESAKLMM DAIMEDH 8QHHAL B CPABHEHMM C MENOYHAPOOHBIMIE WM HALSOHANGHE M
ATANCHAMK. MPH OTCYTCTEMA TaEMX STANGHOE BA33, HENOMNLI0BAHHAR ANS KANAEPOBEM KW NOBEDEN, AOKHA
BT 33PErHCTRHpOBIHE,

b) oTperyNUpoBaHs MNK NOBTOPHD OTPENYNHPOBAHD NO MEpe HeobXoaHMOCTH,

€} WABHTHWDHLMPOBAHO C UMLK YCTAHOBNGHKA CTATYCA KaNHBponK,

d) IBWMUeHD OT pErynypoBos. KOTOPEE caenany G egeRcTEMTENEHEMK Pa3Y NETATh HAMEPeHHA;

8) AAUWMLIeHD OT NOBPEMAEHIA W YXYAWEHHA COCTORHNA B X006 05PALLEHHA, TEXHHYECKOND OGCMy M-
DanHA W XPAHTHUA,

L1
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Kpoma TOMD, OpraHM3AUMA OOMEHE OUEHWTE W JADOrMCTPUPOBATE NPABoMOMHOCTE NP LELYLHT
PEIYNETATOR HIMEDEHUA, BCNK OBHADYVHEHD, YTO MIMADUTENEHOS 00ODYAOBANHKE HE COOTBOTCTEYET Tpo G-
BakWAR. OpPTaHAXaLAR 5N 1PN DHMATE COOTBOTCTRYRMUESE Q0RCTIME B OTHOWEHWWH Takoro ofopyoona-
HHR W m0GOR  KIMBPEHHDRN NPOSYRUWM. 3anWchH pexynuTaTos xanwbpoBkd W NOBERKM  OONWHBL
NOQASDWHEATECA B pabowam COCTORMMA [C. 4.2 .4).

Ecnm np# MOHATODHHIG W HAMEGHWA HA COOTEETCTRME DOryMADY Wi TReGOBaHMAM WCNONEIVIOT
EOMNGHOTEPHEIE NDOMPAMMHRE CPEQCTRA, WX CNOCOGHOCTL YAORNETROPATE NPEANONArIeMoMY MIHMEHEHWED
Bonwxa GuTe NogTeepXgeHa, IT0 Qoo GeiTh OCYWECTENEHD A0 HANANA NPHAMEHEHHA H NCBTOPHO NOO-
TEEDEAEHD NO MEPE HEOGROQMMOCTH,

Mpuwesevanwd— Cu pprorddiuee yeaiasud 4 (5]

7.6.1 HManoeaHHse Bue TReboDaHua MMa0T HONOCPEACTROMHOE OTHOLWGHHE K YCTDORCTBAM [NA
MOHWTODHIG W WIMEPEHWA, DEMOYRA NporpaMMEcs obecnevedwe. MNonedHwo pacCMATPHBAT YIPABEHWE
YCTPORCTEAMM ANA MOHHTOPWHIA W HIMEDeHUA KBX NPOYESCC, BENIMaMLWA B Ce0R yNpasne HNe MaTepHanamH,
oOopYAOBAHMEM W NPOUBSYDAMA. HAIHAWEHWG SakMsy TREG0BaHNA COCTONT B OBECHBYEHWN YEBDEHIOCTI
CPrasuaaUMe B TOM, YTO NPHMEHAGMES YCTPORCTRED ONA MOWWTODUHIS W HIMEDOHWA rADaNTHEYIDT CoOOTERT-

CTEWE NPoayELHH Tpebosarmam NOTREEHTENA W peryNHpyoLHM TpaboBaHMaM,

CTATHCTHYSACEME MOTOOW OBMOHCTMDYVIOT, EAKME YCTPORCTEA ANA MOMUTODMHIE M HAMepeHrA Gunm
HCNOMEI00aME ANR OBGCNEYEHNA WIBECTHON NOTPRLLHOCTH HIMBDEHARA, COBMBCTHMOR ¢ Tpebyamon cnocob-
HOCTEAD K MIMEPEHHID,

Opramm3aumn Tamss JoroiHE NpuseHaTes Tpeboaanwa MCO 13485, noapaafean 7.6, ANA O8MOKHCTPALMA
COOTRETCTBMA MPOY KL HE KOHKDO THEM TREGo0BaHMAM, BLMOYIA HIMEDEHMSA, BiNONMAGMBIE NOCTHE KANDTORNE-
HMA M KOHTPONA NPOOYKLMK (HaNPHMep B X048 NOrPYI0MHD-RairpyIoudHs paboT, Npd XpaxeHnd, yNakoawea-
HidW, ROCTaBKAX WM ohcnysErHBaMWI NPoaYwLMM ).

OokysenTHPOBIHNBG NPOUEIY P QOMKHL BEMRCYaTE 8 CE6A noapobHsl COCOEHHA O THMAX MIMEDW-
Tenskoro obopygosanwa, OcofeHHOCTAX MOBHTHDUEALMK, MECTOHAXOMOSHMN, YACTOTE NPOBSROL, MeTOLS
HﬂHI‘pﬂd‘lﬂ M m-lﬂﬁﬂﬂ“ E'I|HI-HHI:H I'l:lﬂmml'll.

T6.2 HexoTopuiE YCTPOWCTED ANA MOHHTODMMIE B MIMODEHARA HE WCNONLIYOT ONA NROCTEABI MW
KAYSCTEE NPOSYKLIAE M YCIYT, NOATOMY QRS ORrasdIaupy e RENOTCA OBRAIATEN bHE M KOMNOHE HTOM Nporpam-
Mil ODECNeYeHNA KBECTES CREaYILHe YCTPORCTEAL

= MPAMEHAGM S TOMLED AMA AHIAKILWA (HANDHMED MAHOMOTD ONA ONPoSENEHA NEEENHOTD QaRN0-
HMAY, B0 HE HCNONLIY S bE NR YNPABNEHAA NPORIBOACTEEHHEEM NPOUECCOM (HANDHMED MAKOMETD HA OTHETY-
WHTENE WKW NPOTHEONOMADHON CHCTEME ],

= CHAIIHMEN C yNIPADNEHHEM PaloqMM NPOUSCCoM { HANDUMED Y3t TEPMOCTATE ANA YIDA0MGHER KO-
ropToM onepatopal;

-+ CHRIAHMEE C OGODYAOBAHKEM AMA NPOUGCCOS, HO HE NPMMEHREMEE MR YIDABMSHER MMM,

T6.3 HesoTopue YCTPOACTEE ANA MOHATODWHIE W MaMepenni, TReGyoliWe NepBoHI-aNEH0N KanHb-
POBEM KWNH NOBEPEN, HE CNBOYET BXNKSETE B NpOrpamsy obacneseHnA Ea%ecTea. NMpuMepams TakHx yCTRORCTE
ABRMAKTCA;

= PTYTHBIE CTEKNAMHE TERMOMETDG;

= CTAMBHLME MAHSADN;

= NAGOpaTOPHAR CTEKNAHMAR NOCYAA ANA MIMEDeHAR 00 Leua, He NOSBODTAWARCH BOITOACTEHIG NPO-
LIBCCOR WM OKDYHAOWSA Cledbl, KOTOPEIE MOTYT NOBNHAATE HE &8 Kanwbpoaxy.

YETPORCTEA ANA MOHATODUHIA M MAMBDEHIUA, NPAAHAIHIHEHHER DuiTs 00PAIOBLIMA STANOHAMM, PEKD-
MOHIYETCH XPaHMTE W DGy NHBATY B MBCTE, 108 HE NOABSPTANACE Gl PRCKY MX LENOCTHOET b.

7.6.4 PexomengyeTcs NPOBOOATE BANWISLME NPUMEHEH KA NPOrPaMMHOne obecneueHia, CBRIAHNDN C
YIpapneHHen Wunu Kanabpoekod YCTPORCTE AR MOHHTOPWHIE W HaMEDEHRR. ITo Nporpammuce obacnewe-
HME MCMONBXYIOT ANA:

= YNPARNEHNA NPOUSCCOM KanWbponKH YCTPORCTE;

« ONPEAENEHMA CTATYCA YNPARNBHMA WK KANWGPOBKM YCTPORCTE HA OCHOBAMMMW JAHMEN, NOMYYEHHLIX B
XOO8 NPOUBCCS;

= OWUCNeTsepHIas Kanwbposks 0GopyaosaHHA, BCMK OHA HE OrOBOREHE B PYROBOACTEES NO IKCNNYATa-
WM [HAMPHAMED PARYHPOBRKH LWIKAMNE UMK ODYTOR CHCTEME).

MpoaweusdBed— lonoinaTeRsnad dndoie Si@a N MEns]KuMeHTy YETHORCTE ANA MOHUTODRFIE 0 #IMEDE N
npeianaqa & [.?-B-j.
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8 Mamepexne (OUEHKA), aHANKI K YNYYLIEHWE

B.A Ofuwse nonomEHEA

HCO 13485:2003 Magenya MoouuMHCERS, CHCTOMB! MEHEZEMOHTA KavecTaa. TpebSopanwa
ANA UENeH peryndpoBaHun

B MasmepoHHe (OUSHES), 3HANKI W YNYYWEHHE

B.1 Ofwme nonoseHHA

Oprasi3aumn GON¥Ha NNAHAPOBATE W NPHMEHATE NPOLEBCCEH MOHHTORWMIA, HIMEDOHKA (OUBHKM), aHa-
MAID 1 YIYYILeHIA, HeolXoQMMLe ana

a) OeMOMCTPAUMMA COOTRETCTEMA MPOaYKLMH,

6) obecnedYenra COOTBETCTEMA CHETEME MEHEWMENTA KauaCcTEA,

€) noddepwanua PeIYNLMAMUEHOCTIL CUCTIOME! MEHSOMMENMA KIGOCTED.

ST0 QONEHDG BENGMATE ONPeSeNEHHE NPUMEHAIEMBX METOO0E, B TOM MWCNE CTATHCTHYECKMX, W
OONAcTL WX WCNOMNLI0BAHWA,

Mpuseyanue— HRUonemessd AL PRsasamssee SopANRFE aenkng SOAy M EHTHE WO Co08 R T M-

fosawvus & paipafomee donyMeNMUpoEaNHEE DRoLedFD 08 anedponEs CATTECMUNECELY MOmoO08 U FRpIeaoNUE LT
APLSMSMLEM.

8.1.1 Ecnw onA KOHTRONA ¥ HCNBTIHWA BHO0E JEATENLHOCTH HEoDXOQMME QOKYMEHTHROBIHMBIE Npo-
UBAYVPL, TO TEEHWE NPOUEAY P 0B LMHD BNuanT B ceba noapolie @ COBOEHWA O MOTOAAX HCNLITAHER, KPHTE-
pMAR MBI | Bubpantad W QanHud 06 nenonuIoBaHH0M OBOPY BOBaMHN.

Npousayped, YETAHORMEHHLH CPTAHKIBLWER, BOMEHE O6ECNEYHBATE HENPHKOCHOBEHHOCTE PEIYNLTa-
TOB KOHTPOMA M MCNB TAHWA, 0COBEHHS BCIM HCNBITAHKA NPOBOIMNK NALE, WHTERECH KDTOPSIX MOMYT BCTYNATL

B KOHGrMET Mexay COB0M, KaK 8 CMPYas C NOCTABLLMEAMM W NEPHCOHANOM OPFAHNIALMK, 3aHATRIM B NPOWIBO-
CTRG NPOAYELMM.

Hamepenis 1 aHanyd semoyanT B cela cnenyouwwe asTopes

- DAMHLIE HIMBDEHAR DEROMBHOYVETLR NPEOGPAIOBLIBATE B MHDODMALMED M SHAHKA, NONEIHLEG QNS
O AHA AN,

= BAHHLHE MIMESREHR ¥ SHENWI NPOAYELMHE W NPOUSCCOB PERCMEHYETEA MCNONLIOBATE © UBNLI0 YCT-
HOBNEHWA NPEROPUTETOE ODraHIALNA,;

= MABTOIbE MIMEDEHIA, NPWMEHADMEE OPEaHRIALWER, NPW HECEX0SHMOCTH PRKOMBHIYETCA NOADEDraTE
AHANKIY.

B.1.2 MNMprsioranng CTATUCTHYGCKME METON08 MOMAT GriTe MONBAHD ANA CRCAHMIALENN B DAAD CRyuaea,
BN E0UHX B ool cBop, AHANMI W KCNONEIOBAHWE JANHHEX, 3TH METO NONEIHE ANA OMOHCTRALHN BDY-
MOKHOCTER NPOWBCCOB, @ TACHE COOTRETCTRMA NPOOYRLHW DErVIHPYIOWNM Tpebosamiam, OWW NOMOraKT
PEWLATE, KEKWe GaHHREe HeODIoQAMo NONY<aTE, 3 TAKE NOIBONFOT HARTH HAMNY-ILEE NPAMEHEHAS NoMYy9aH-
Ml SakHBM C gEnsn Gones rmyGonoro NoMMania TpoBoBanHuA M OWOaHWA NoTpabuTana.

CTATHCTHYECKWE METO0LI MOTYT BbiTh NONEIHE NPW;

= NPOAKTHPOBANAN NPOJYELMH H NPOUBCoOE,

- YNPADNGHANA NDPOUGCTIMA,

= NPeQoTEPALBHWE HECOOTRETCTEHA,

- auanuas ianad (npobna);

= CHMpRRUE TR b ACK,

= MCCNEg0BaHWH GCHOBMEX MPWYWH HBCOOTRATCTEMA,

= YOTAROBMOHAR QOMYCHDE ANA NPOOYRLHAA W NPOLSCoOn;

= NPOrHOMPOBAHMM,

- BEPNEHIKELMA W BANKIALWK NPOAYELIMA W NDOUBCCOR,

= WIMEDEHWH MK OUGHHBINWH EIYSCTREHHBE XaDaKTODHCTHE

B.1.3 CpaaM CTAaTHCTHHECENE METOS0E, NONEIHLX ANA ITHX WENeR, MOXHD OTMETHTE CNEgyiowne:

= MPSDArOCIKHE METODE {MHCTOMPAMME, CXEME NOCNSA0BATENLHOCTH ONEDALWA, AHAMPanMME paIGpoca
AaHMbix, Auarpasss MapeTo, TAGnUub NPHYHMH0-CNESCTESHMbIX CERIGA M T, 4. ), NOMOTALNE QHaTHOCTHRO-
BaTh Npobnemis: v TpEbyROLBE NPHMEREHNA COOTRETCTEYIOUWHE PaCHeTHEIX METOO0E GNA SaNsHEAWErD CTa-
THETHHBCKIFD SHATHOCTUPOBAHIE;
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- CTATHCTMYECKHE NPOTORDNG NPOHERKA ANA MOHATODMMIE W YNPARNEHWA NPOUSCCAMH NPOHIBOLCTDAE W
HAMEPeHUA (CUEHHBAHKA ) BOEX BMA0E NPOOYRLMH [annapaTtHond ofecneYenms, NporparMHono obacnedenma,
obpaboTaHHsx MATAPMANGE 1 YCmyT),

= NPOEKTHPOBAHKE IKCNBPAMEHTOD C LBMNEI0 ONPELONEHMRA NEQOMEHHDBIX , OKAIHBIOWMY CYLIBCTREHHOS
BONIERCTOME HA X04 NPOUSCCOB M PYHKLWOHUPOBAHWE NPOQYKLWA, 3 TAKOHS KONHYECTBENHONo CnpedensHisa
CTanEHN 3TOM BOAeACTEMA,

- PErpeCCHBHLA AHANKA, OBBCNEYABIOWHA PAIPAGOTHY BONHYSCTEOHHON MOOBNK XOA NPOUBGCCS MK
DYHEUHOHHPOBIHHA NPOIYKLHA NDH KIMEHSHWA YCNOBMA NEOTEXaHUA NPOLUBCCE WM NPOEXTHEOBAMWA NPO-
By,

+ BAPDHALWOMHLIA AMANKI (OTAANLHO ANA BCEX HAGMOOIBMEN KIS HEHNI), NPUBOARLWA K NOMY<EHU0
CUBHOK BADHALIMONHL COCTABMAKULAN, KCNONBIYEMBX ANA COLTAHMA YIPOWEHNHEX CTPYKTYD ANA NpOToKD-
NOB NPOBERIA, ONKCANKA BuIMYCKASMOR NPOOYKUMM W PACNONOEENHA B NPHOPMTETHOM NOPALKE BHI0B 18-
TENBHOCTH, HANPABNEHHELX HA YTYHLLEHWE KAHECTEE, B 3ABUCHMOCTH OT JHANEHIA KOMNOHEHTOE OTINOHEHMR,

- METOAR OTEOPA M NPHEMEN,

= OTGOP Ha BOEX ITANAX NPOHIBOOCTEA,

= CTATHCTMMECKME METOOL KOHTRONA W HCNWITAHWA,

8.1.4 Nocne TOM KaK HAANGNMALYHE CTATHCTMHBCKME METOL! Buibpanbl, BAXHO BHEADATE 3TH METOTM
TaK, Yol MoxHo Guing cobEpaTe ¥ OUOHKBATE CODTBETCTDVIOWMG NAHMBE W COOTHOCHTE NOMYUdHNE
PEIYNLTATE COYHKLMAMK OTOEN0E (AeNdpTAMEHTOR) AN Toro, YTols Npean puHATE HeoGogHuMLe JeRCTRHA,
Lamvbie, NONy4eHHLIS B PaIYNLTATE NDHMEHEHNA CTATHCTHWECKAX METOO08, MOTYT CTaTh PEIYNLTATHEHEIM
CPaaCTBOM SEMOHCTDALMK COOTBETCTEMA TPOBOBAHMAM K KALOCTRY NPOJYKLMH, HX MONHO WCNONEI0BATE B
KAYGCTE JANWOEH NO KaSecTey. JOKyMeEHTHDOBAMAE TAKAX METOL0R M NONYHISMBX C MX NOMOWLK J3NKCERA
MoRET BETh OhLBKTOM parynHEpyowMs Tpeboaanma,

Mpoweusdse— JoncnuiTensHad BHEODUMALIE ND CTATHCTHYGCEIM MATOAM NpuBaLesn B [18]
B.2 MOHHTOPHHT M HIMepaHWe [ouaHKa)
B.2.1 ObpaTHan CBAlL

MCO 13485:2003 MagenwA sMegduMHcEAe. CHCTOMB! MOHOOQMMOHTA xadecTBa, TpeSoBaHMA
ANA WeNeH perynupoBasua

8.2 MOHHTODHHI M HIMOPEHME [OLEHKa)

8.2.1 Dfpamunan canib

B kavecmes 0dHO20 U3 CNOCoBoa BUOHKU (hyHKULIOHUDOSENUS CLCTIOME MOHBIXMONITIE KEYECmas
OPSIHUISULA DONEHD NPOSOALITE MOMUTIOPUNE UHDODWILUY, OIMHOCRLLSTC K YO0amemManpaNu ODEaHU-
Jauueil mpeBoeanul Mompeturme A,

Donsxel GeTe YCTAHOBNSHS! METOOE NOMYYEHEA M MCHONBEIOBAHRA ITOR wnibOopsaLMN.

Dp2anuIaiyLs dormeia palpatomams SoxyMeNMUDOISHN Y0 NDOUedYDY N0 CLUCMaWE 08paMmiol Can-
2 fom. F.2.3, nepayucIonUe C © Wois ROAy<Senus pakmess mpedynpexdanus o npofinasas & clnacmis
REVOCITES U G8036NUR § NDOYSCCH KOpDeRmMLUPYOLUX U npedynpewdanwiuy debcmawd o, 8.5.2u8.5.3).

Ecnu HALUOHERBHEE WD DESUOHANEHED HODMEMUSHLE JOKyMEHME! MPadyIam om OpSaNUu2auLIL
HAROTUMEH LA ONBNTE M CCHORANUL WNGGODMBLUUL, ROTYYEHHOD NOCHS NpOdas MPoSY UL, SHAMD MaKoss
OVIBATIE MOSEIT CIMams Yatmel cucmens! ofipamuod cansu (o, 8.5.1),

PyxoBoacT bo OprasiIdun iR QO NosHMATE, YTO CYLWBCTEYET MHOMND BCTOYHUEOD NOMywWaiuA Widop-
MAUMM, CBRIAHHOMA C yaoaneTsoperren Tpebosanwi notpeburens, 3ma vnopMaumra noneisa ans obecneyea-
HHA GEPATHOMR CBAIM B BONPOCAX, EACAIOLWMECH KAYECTEA MEQMLIMHCEMY HIOENMA ¥ CERIAHHLLE & HUMK YCNYT.
OpfanAi LA PERoMBHAYETEA MAGHTHOMLIKDOBATE METOMH MK TAKON MHBODMALWH # PAXpaboTaTe pOIYNLTE-
THBHBA NPoUECe CHOPa, BHANKID W NPHMEHEHWA WHDODMILWK ONA MOHHTORHHNE NRoGneM B obNacTv Ka4ecT-
8a. PazpaboTanHuid npouscc Aomeed buiTh AOKYMEHTHROBEH B COOTBETCTEMM C DErynMpyOLHLH
TPEGOBAHHAMK.

MpsranDed WHDODRMDILMA, OEMOHCTDRDYIOLWE R, YOORMNSTBODEHE Nl TREG0RIHARA NOTROGHTONA, BN 30T
B ceba:

OTHETE NOTPEGHTENA M NONL30BATENA,
OGpATHYRD CEAIL 0 BONDOGCAM, OTHOCRLUMMER K ME0MLIAHCKOMY WD NMED,
wanoGie noTpeBirend (oM. WCO 13485, nyWst 8.5.1)

TpeboaaHHA NOTREtHTENA W KHCPODMALND NOD KOHTREETY,
CliAdL ¢ pEFYFMEY UMK OPFaHaMiy fo BOMPOCAM COOTBOTCTEMA;

] L] [ ] 1] Ll
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- MCNERTHLIS OUEHKK B XyPHANAX;

- QaHHLe O NOCTABKAX B CBAIMN C OKA3IHHEM YCNYT,

Kax 4acTh perynHpyowerc Tpeboaannn opraHHaanm9m no oGecnevenisd DaHHErD NPEaYNPasIeHnn Npo-
Gnes B obnacTi xauecTed 0DuMHO DHEAPAKDT CHCTEMY KOHTROMNA MK CHCTEMY NOCReNpogasxHoro Halnoae-
HHA,

Mpwruesasne— QonoaHETENsHER RSE0PED A DD CHCTEME IOHTPONA W CHETEME NOCRaNpoaaEHore Halno-
ADHAE QOCTYNHA WA WaD-CRATRY WHOTHE DTy N6 Dy O rRwe) kg El,

B.2.2 BHyTpoHHHE aYOHTE (NPoDopEH)

HCO 13485:2003 Manenwa MoMUMHCENS. CHCTOMB MoHOIEMONTa KavocToa. TpeGonawuA
ANA URNoW perynapoBaHHn

B.2.2 BHYTPeHHME aYOHTLI [(NPOBOPHW)

OprasvaauMa SonwHa NPoOBoOWTE BHYTDEHHWE SY0HTH [NPOBSRKA) YEDE JaNNaHHDoRRHHBIE BHTOD-
BaNL C LN YCTAHDBNEHMA TOMD, MTO CHCTEME MEHBIMMENTA KEYECTEA:

a) coOTBaTCTREVAT JAMNNAMNDOBAHHEM MEDONPUATHRM (CM. 7.1), TpeSoaantamM HACTORLWBND CTAMgAD-
Ta W TREGOBAMKAM K CHCTEME MOHEIKMONTI KIYSCTia, PaspaboTaHHM OpranvIaUneR;

b} BHegpexa peIyNLTATHEHD M NOASEPEHBEETCA B pABoueM COCTORMMM,

MporpaMma ayAMTOS (NPOSEP0K) A0MHHA NNAHWPOBATLCA C YWaTOM CTATYCA M BANMOCTH NPOUBCCOR 1
YUACTKOE, NOOMNEHMALMXE AVOHTY, 3 TAKE DEIYNLTATOR NRE0LOVILME 8YAuUToo. KpuTagen, 0GnacTe nprsiome-
HIR, HACTOTA W METOOW ay0nTon gomsHt GuiTe onpedeness. Buebop ayoMTopod W NpOBEREHNE ayOMTOR
Aok ofecneYnaaTs obbexTHEHOCTE W BECNPUCTRACTHOCTE NPOYSCCA ayanTa, AyanTopE HE OOMHHL
NpoBspATE oo cobcraeryw pabory.

OTEETETHOHHOCTE W TRPOBOBIHMA K NS HADRODE MWD W NDOBEDEHWED ¥ LATON, 3 TAKKE KOTYETY O POYy Nb-
TATEX W NOAASPRaN 3anvced B pabouas cocToamed (oM, 4.2 4) gonssis BaiTs ONpegeneHbl B SOKyMeHTH-
POBAMHON NpOLBOYDE.

PyxoaoacTes, OTBOTCTEEHHGD 33 NPOREDAGMBI oiNacTH QEATANLHOCTH, SONKHO SEECNEUNBATE, YTO-
Bt QeRcTEMA NPEaNPUHEMANHCs De 3 HanuUHed OTCPOuKH AN YCTPaHeHMa cOHapYREHHLIE HECOOTRETCTRHA
H BEI3BABLWKX MK NPAYEH, Tocneayiouwse JeRCTEUA JOMcHE BKMOYaTE B Ceba Bepad el NpesnpuHAT b
MED W OTHET O pEIyNsTATaX Bepwdiekannm (cv. B.5.2).

Mprvavawys— Cu [T]=— pragasdcmaec no syduimy

MnasupoBaHKe BHYTPEHHUE ayauToa (nposepos) gonsm GuiTe rube gns 1om, YTobe MoxHo Buno
MPOHIBECTIH CYUIBCTHHHNID HIMEHIHWR M3 OCHOBDHWH WCCNEO0DaMWA W 00 LEKTHEHLE COMOBTENLCTE, NOMY-
4YaHHLIX B Npouaces ayauTa. Mpy paipaboTie NNAHOoE BHYTREHHAND AYQWTa DeKoMeHIYyeTCA PAcCMaTPHeaTs
BAGONED AAHHEE NPOSEAGMOR 0GN3CTH JOATENLHOCTH, 3 TAIKKE APYTHN NPSOCTHANAKLME HHTepeC daxTo-
pob — NOTReGuTaned, KOPNROPATHRHLE NNAHOD MG AYANTY ANK BEIABHCHMBD JRCTIEDTHRD OPFAHKIALMA,

PasyneTaTe ayauTos [npoeepor) 0DbMH0 NPESCTIBNAKNT B BHIe NECEMeHHorD oT4eTa (ou, MO0 13485,
MyHET &.2.4), B HOTOPOM YRAIWBAWDT obHapywenHuE HegocTatw. [nA Tord, Jrobes wibeaTs ManWLLHER
GTCOHOUNA B YETDAHEHAH 3THX HEAOCTATRON, HAIHAMAMNT EOHTPOMNEHLM SATH ANA PEAMMPOBANHWA HA HTOM Ay -
Ta, MshopMaLna O DEIYNETATAN By HHTa MOweT ST MCHONGI0BAHE B KAYSCTHE BUODMB JaH Wb DNA SHaATH-
33 CO CTOPOHL! pywoaogcTea (o, MCO 13485, nywkr 5.6.2).

Paa ayouTos, OfpaMUSeHHE NPOBEDKOR KOHEDETHLX OGNBCTEN ABATENEHOCTH OpraHM3aLMM, MoryT
Bl Tl TAK M0 PEIYNILTATHEHE, KIK M O4HH KOMONSKCHER ayanT. Takan cHcToMa ayanTa obecnesveaet nmbeocre
pafoTs W NOIBONAST YAENATE ocoboe BHMManNE CNabbiv CTOROHAM OeATENEHOCTH ORTAHAIALENM MW DY THM
AATROMY TRIM Mpobnéman, nuko parynaprH BOIEHALATEER K MUk,

B A0manHaHne K e paoMusckn BHyTREHMM 3y 0T MOweT GidTe WHALHADOBIH CIHELIMA M i BHyT-
PEMHAN 3YQHT, KOTOPGIA NPOBOIAT M.

= BEpAPKaLHA COXPAHSHAR CHCTEMON MEHEEMEHTE KA4eCTEa CnocobHOCTH Y A0BN 8 TEOPATE KOHEDET-
HilM TpaGoRaHiaM NOTPEGHTENA M GuTe (NPH HEOGNOHMOCTH) BHEADGHHON B COOTBOTCTEMN ¢ YCNOBMAKMN
ACTOBODA;

= HAMAMHHE CYLUBCTREHHEIX (HYHELMOHANGHBIX HIMBHEHAA (HANDAMED PECRraMHIBLMAN MNW NEPECMOT-
pax npouegyp).

= WCCNEa0BaNHEA Ge30NAcHOCTHA, QYHKLROHHDOBIHAA MNK HAGEXHOCTH NPOOYEL MK, KOTODAR MNOGBEDTE-
BTCA WK MOXET NOGBEPraTHCA ONBCHOCTH NO NPWIMHME HECOOTBETCTEWA DaryNUpyRLKM TpeBoaanuAm

= BepdKaLHH NPEANPHUHATE HEODXOQUMBIX EOPPEKTHRYIOLMY DeRCTEHA W X DeIYNLTATHEHOCTH,

By TpesiHie ayAuTel MOMYT BuiTe YACTHYHO WK NONHOCTEG CyGEoHTPAKTHEIMM.
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B8.2.3 MOHMTOPHHE M HIMEPEHHE (OUEHEA) NPOURCCOR

HCO 13485:2003 MagenwA MogMUMHCKHS, CHCTOMEB MOHOOMMOHTY KadecToa. TpebopaHun
ANA Uenen PerynmpoBIHua

8.2.3 MOHHTOPMHI W HIMOPEHHD (OUTHER) NPOUSCCOR

OprannaauHa SONsHA NPHMEHATE NOOXOGALME METOOL MONWTODHHIA W, 18 3T0 yenecoobpaano,
MAMEDEHNA [CUBHER] APOLACEOE CHETEMBL MEHBANMBHTA KAYSCTEA, ITH MATOAM BONMME HEMOHETHHDO-
BaTe CROCOBHOCTL NPOUBCCOR OOCTWIATE IANNAMWDODAHHLEY POSYMLTATOD. EcnM IaNNSHMDOBIHHDME
PEIVNLTATE HE QOCTHIHYTE, TO, KOTAS 3T0 UBRECOOBRAIHG, HONMHE NPEQNDHHMMATRCH KOPPERLIEA W KOp-
PeXTHRYsOWWE AsRCTEHR ANA OaCcnaYaNnR COOTRETOTEE MPO00y LM,

OononHuTensHse pyKosogauwe yrazansua no MCO 13485, nywkr B.2.3, otcyTeTayioT.
B.2.4 MOHWTORWHT W HIMEPEHHD (OUSHEA) NPOOYRLFWA
8241 Obwwe Tpebosawva

HCO 13485:2003 Mapenwa MegMUMHCKWE, CHCTOMEBI MOHOOMMOHTY KavecToa, TpeboBaHWa
ONA Uenen peryndpoBaHun

8.2.4 MoHHMTORWHI W HIMEPEHHE [CUTHES) NpOaYEUWK

8.2 4.1 Ofwue mpebosanus

Opzanusacus donxHa REoaodums MOHUITODUNS I LIMSDEHIG XEDaKTISUCIIUY oy NUUL © WoMb
FEPUBURELUL COMNMBEMCMaUR DeEyNURYOLLIM mpeboganuas, MOHUMORUHE U UIMEDENUS XADARTIEHIC-
mux Apodyryuy domsred Saims Apoaedensl HE COOMBEMEMEYIWLY CMaduax NPOUECCOE KUIHEHHOED
YL mpodysitl U 8 COOMBOMaMmany & JaNNaNUPOaaHNLIMY MEPONRDLRMURLLU (oM. T.1) U 0oKyMeHmupo-
BdktbU Npodedypauy feu 7.5.7.1).

CeMeTaNsCTES COOTOETCTRAR KPWTEHERAL 1N DWE LKA SOMNHE MO NNEDMBE TECA B PRGCYEM COCTORHWM,
JanucH AONMHL YEAILIBATE NALG(E), CAHELHOHHPOBABILBE{ME ) BRINYCK NPOAYELMN (cu. 4.2 4).

Buyex npodyRuuy U o5CHywUaanue He MO OCVUISCManaimsoa 00 VeniiuHo20 200D LUGHUR AT -
WUDOSSMNBIX MeDOmDUTmILG (oM, T.1),

8.2.4.1.1 HonTpone ¥ HCNBITAHKA B NPOUECCE NPOUIBOACTED BEN04a0T 8 cela Boe Bigw DeATENEHOCTH,
HAYMHAR C BXOQHOMD KOHTDOMNA W JAKAHYMBAR NPEACCTABNGHNAM NPOOYHLMKM ANA OKOHYE TENLHOMD KONTPONA.
PaayNsTaTkd KONTPOMA W WCNBITAHKA B NPOUSCCS NPOMIBOCTED MOMYT BiiTh HCNONLI0BAHL! EAK ANA yNpasne-
HWA NPOLECCOM, TAK W ANA PAHHEH HASHTHWDWEIUMA HECOOTIETCTHYIWIEN NPOQYRLIMN.

CoHYaTeNbHLIA EDHTPONG BXNINHAET 8 CobA BIgL JERATENLHOCTH (MCCNaoBaHHe, NPOBaPKY, HAMEDEa-
HME M HCNBITAHWE ), CARIAHHBLIS C BLIlTYCKOM NPOAYCLMA. Mk 3TOM MOKHO TAKNES NPOAHANMINO8ATE JANWEH
O PEIYNuTATAX NPOBEAGHHLX DAHGE KOHTPONA W HCTILITAHWA.

Kiornps THbg TRabosanng, Nexalme B OCHOBE QR0IRATEMLHOND KOHTRONA W MCNBITAaNWA, DOMDHME BIND-
YaTe B Ca0A BCA NPEAYCMOTPEHHLE EPHTEDHN By cka NPOayeLMH. O S0 BaiTe HENOCPeACTBAMHO CBRA-
JaMbl C BUGAMH PACCMATRUBIEMOR NPOOYELMA ¥ €8 NPOIYCMOTREHHLIM NDHMEHEHHEN, DHoHUITENLHBRA
KOHTEOMEs M HENBITAHKA QoNsME oBecneunBaTe obsenTHaHse CaMgeTeNsCTRA COOTRETCTEMA BCaM Npeayc-
MOTOEHHLIM EPATERMAM BNyCa NPOAYKLN, HE NOATHEPHIEHHLIM B X046 NPOBEIOHHLIX DAHEE KOHTRONA 1
HCNBTaHWA . DR ITENDHBE HCMBTIHAA MOTYT BNKYaTe § cefa (npu HeoBXoOHMMOCTH) MCNWITANKR NPOaYE-
UWH, BEBDAHHON M3 NADTIA MNH CEPWM, B MOJBMMPYEMLIX MW DEANLHELX YCNOBURX NDHMEHEHNA,

Ecni EOHEDETHOS MSSHUMHCEDE HAO0NWE COBUPAOT MMM MOHTRDYIOT Ha NPEANDERTHA NONLICBATANA,
TO NOCHE COOPLMONTAND DEROMEHIYETCA NPODECTH SONOMHHTENbHLIE KOHTPONL M HCNbITaHKA. B 2THx Cnyya-
AX KOHTPOMNG W MCTILITAHWRA HE MOTYT BaTh NPOBEAEHE! ORBHAIALMENR, HO DPFAHWIALMA J0NHa ohecnesnBaTs
NOMyYEHNE BOER HEOGXOAMMOR HHPODMALIWK O EOHTPOMNE M NDOUEAYDE HCNBTAHHA, 3 Taos 06 OXHASEMbIX
peayneTarax [cu. MCO 13485, noppasgens 6.3, 6.4, maiet 7.5.1, nognyser T7.5.1.2 » myuer 7.5.2).

8.2.4.1.2 MNpw eubops waToqos MIMEpeHHR, 05ecneyHBaWMy COOTESTCTANE NPOOYKLWA Derynupyio-
LM TREGOBAHMAM, 3 TACKS NP PACCMOTPEHNK TRAG0BAHWA NOTPEGUTANR OPrAHMIAUMK DEXOMEHAYETCR Y-
ThiBa T

= KAPAKTEDUCTHEM NPOOYELMH, ONPEfenfmuHe, B CH0M ONEDEedL, METO0E MAMBDEHKA, HAONEKALLHE
CRAaCTEa HAMEDEHIR, HEOGXOOMMYID TONMOCTE HIMEDAHMA W KBANWEMKALWO NeSCoMaNa;

= Heobxogussie 0BopyYaOBaHME, NPOTPAMMHOS OBECNIYEHHE, HHCTPYMEHTEI,

- PACNONOXEBHNE TOWEE MIMEPEHHA NPH PEANHIALMKA NOCNBAOBATENLHOCTH NPOUSCEOD MAMEDEHKA,
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= XAPBNTEPHCTHRA, MIMEPACMEEO § KAMOOHR TOYNE, 3 TAOKE TEXHWECKYD QOKYMEHTE Ha NPOOYKLHMED #
HMCNONBEI0BAHHLE KPHTERMA BEXOOHOMD KOHTRONS,

= TONKM, YOTAHOBNEHHES NOTPeGUTENeM AnA HabmogeHss unk seprduecaumy aubpanss XapaKTepuc-
TWe NPOOYKLEK,

= RGHTE0ME W WCTBITAHWA, KOTORGIE TRE0YIOT NPOBROEHRA MMM HABNIGAEHWEA 33 HX NPOBROEHHEM Dary-
:I'IHP:'I'H:I-I.HHHH ﬂpI'HIHI-IHLIHEFIHH:

- BuiGop apoMeEHE K CNOcod, KOTODM OPrAHKISLMA HAMBEEHE NPMBNEYE KEANMDUUABOBAHYY TPETLI
CTOROHY MAKM KOTODLE Heobxoamm noTpebuTens nubo PerynupysoLIAs ODrasuIILHMAM ONA OCYWBCTENEHRA
BANOB SEATENLMOCTH, CEAIAHNEI C CHCTEMON MEHEINMEHTE KaYeCcTEa,

= KEANWDMKELAK NEDCOHANE, MOAN0 TOBNEHHOCTE MATEDIKANGE, HALBNWA, NPOLBCCOE W CHCTE b MEHE LK
MEHTE KA4OCTR,

= OROWYATENLHEIA KOHTPONG, NOATEEDHOIOLMA JABEPWEHHE W NPHHATHE BMOO0D OEATENLHOCTA NO
BEpHEHEaYMN,

- JANMCH PEIYNLTATOR HIMBPDEHAR XADAKTADMCTHE NPODYKLMIA.

3ANHCH O KOHTROMNE W MO T HHAK, B NONHEHHBI0 BOPrasuIaunwd (oM. MO0 13485, mywsr 4.2.4), Donsoi
ofneryaTe OYeHWBAHWE B NPOWSCOS NDOKIBOACTES, 8 TAKKE OUSHWBAHWE rOTOB0N NPOOYELMH C TOMKK 3DEHHA
DoCTIEaHWE TREGOBAHAE K LaMaCTEY . JayTNeaHEy 0 NROoOyEUMes BapuuupyioT B COOTRETCTENM C MO0 HN-
AMd OO 13485, nywer T.4.3.

B.2.4.1.3 Hagnesalwiwe JaNHcH No MOHMTOPHATY ¥ HIMEDEHMAM NOIBOMNADT,

= HASHTWDHUMPOBATE NPoUeayPy{bl} EOHTPONAMMCNBITAHWA ¥ CTENSHS OCYLIBCTENEHHOND NEPecMoTpa
AokymeHTon (oM. WMCD 13485, nyusT 4.2 3);

= WOEHTWDHUMPOLETE KCNOMBIOBAMHDE KCNBTATENLHOE 0BoDY.Q0BAHEE:

= BEMIOYATL B YNOMAHYTHIE BLIUE JANWCH QaMHLIE WCNLITaHWA,

+ BT NOANUCAHHBIMK W JATHPOBIHHEMN NUUOM, OTBATCTBEHHLIM 33 KOHTROME WM CNETAHWA;

= YETED MOSHTHEMURPOBATE YHCA0 NPOBEDEHHELMEN TAHHLD MEIMUMHCEAY BALENWA 1 99CN0 NDAHR-
ThlX MEQHUMHCKHX MAZENMA;

= PEMCTDHPOBATE MECTOHANONGEHIE BLEX MESMLIMHCKAX HIGENWA, HE NPOWSSLUINWK KOHTPO b M WC k-
TAHWA, W ApHYkHBL OTEAI0A.

B.2.4.2 CnouMantHol TRebonaHMe ANA axTHDHBX MMIN3HTHDY S MESHLUMHCEHY MITONHA M HMnnaH-

THPYEMEIX MESHUWHCHHAX HINENHA

HMCO 13485:2003 Migonda sMeqHUMHCERS. CHCTOMB! MOHOAEMOHTE EavwoecTeEd. TpeboBaMwa
ANA UENeR paryndpoBanns

8.2.4.2 Cneyuansnog mpebosanue ONR aumuemnsx UMTAAHMUDPeMer Meduyuncaux uidenud u
LMITASHIMUS e Ms Meduimekux uadenud

Opsanurauun Somira S0CMU JaMUcY Mo UdenmuthuRaluy NepeomMana jou. 4.2.4), npoaodaueso
Nodpe gudsl KONMPONA LAY UCBIMBHLE,

B SONCAHEHHE K JaNHACAM O KOHTRONE M uentmarmax (cx, MCO 13485, nywer 4.2 .4) opranHaauu pexo-
MEHOYETCH BECTH JAMUCH ND MGEHTHEMEALWY NEPCOHANE, NPOB0OALLEND Nl BRGk KOHTPONA W WENEBITAHWA
BETHEHHYE HMINAHTHEYEMBX MEJHUAHCEMN HAZENAA M HMANIHTADYEMEX MEIULHHCKAE HIO0ENWA C USNGK
ofnardeHdA WCCNaGoBIHRA NPWYMH OTRAA0D, & TaONG NPHHATHA BODREKTHDYIOUINE B NP DeH 0N
ABACTEHA,

B.3 ¥YnpaanoHwe HECOOTBOTCTEYIWEA NPOaYKLHER

HMCOD 13485:2003 HWagonwa mequunHCKHE. CHCTOM MeHOOMMEHTA kavecTEd. TpeSonanwn ann
WEneA parynupoBaHEs

8.3 ¥Ynpagneuwwe HOCOOTEETCTEYHWEA NPOAYELMER

Dprans3auMa GonsHE obecnauMBaTe, YTolsl NpOQyRLMA, KOTOPEA HE COOTBETCTRYET TPeboBaHMAM,
Gsina naeHTHdMyHpOBaHE M YNPABNANACH C Was MPeQ0TE DALSHKA HENPaaHAMEDEHHOND HCNONE30EAHKR
Mk NocTase. CpaacTea ynpasnetna, CoOTBETCTEYIILAR OTBATCTBAHHOCTE M NONHOMOYHA ANA paboTe
HECOOTBETCTEYRILLER NPOSYELMEA Q0NHHL BbiTh ONPESENEeHE B SOKYMEHTHROBIHHON NPOLUEaYRS.

CpraHs#3ayHA JOMEHA PELWaTh BONPOC C HECOOTRETCTBYIOLWEA NDOZYKLIWER DOHMM MK HECKOMNLKAMH
CRaayRLHME cnocobamm:

a) OCVILGCTENATE GOACTEMA C WOk YETDEHEHKA 06D DYHEHHOND HECHOTBOTETBMA,
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b} canKULONUDODEAMTE NDLMSHEHUS, BENTYCK LML NpUSMEY NPOdyRLUUY NOd pAIPOLLSHLIE HE DIMKNOHES-
HLM DT DESYIUDYRNLLY MpeBOs ARG,

C) OCYIWOCTENATE AORCTEWA C UGN NDOSOTEDAWOHWA 0F NEPBOHIYANEHOND NPEANONIrISMOTD
HCNONLIOBERAA HITH NPHBEHBHAS,

Op2aruzayun Jomena 2apammupOEamE, YWNO HECOOMaemomayiniLan NpodyruLs Gydam Apuwsma
AP NONYHOHLL DAID0USHUR M OMKTONEHLD O DESYNUDOWLY MPpetoeanuld MOonexo 8 Mo CRyYas, 8eay
M0 JOUTYCKISMCA PE2yMURYRHLLMY mpetoganuamy, Jamnucy of vdenmugbusalus Muia[numy), e
20(ux] NONMOMONUA HE Eu0avy Palpewenuld ka OmEncHenue, Jonmne Noddepmueamsch @ patoywen
CocmaonHuy foa. 4.2.4).

3ANKCH O XAPAKTEPS HECOOTRATCTEHA M N0Bidx NOCNBOYVIOWMY NPSANEHHATEY SEACTEHAX, DRND4aR
[muar ;:.';;punymm NoQ PAIPOWEHNE HE OTENOHEHWE, JONMHE NOQOSpHEATECA B pabowem COCTORHMW

CM, 5. L5

Korga #ecooTERTCTEYIOLAN NPOAYNLWA WoNPAnneKs, oHa Aonwna GuiTe NOSBEPIHYTA NOBTOPHON
BEpWDWEILNK GNA NOATReREGEHAA COOTRETCTRMA TReBoDaHWAM.

ECnm HacOOTEETCTEYIOWER NEOGYKUHA BEIARNEHE NOCTE NOCTABKA MMM HEYANE KCNONLI0BAMKA, Opra-
HAILAA SOMSHA NGANHHATE SOACTERA, ASOKBATHEO NOCNBNCTOWAR (MW NOTEHLWANLHEIM NOCHEACTEN=
AM) HBCGOTBETCTRMA.

Ecnu npodywiiua mysedaemcs @ nepepatomie (oduw unu Sones pad), OpeanuIaLius ofaiana dow)sai-
MuUpoaams Apodect Nepepabomeau 8 palowel UHCMDYKLLY, Ha KMOopRe CRedyam MaiyYums oabuyliams-
HOB PAIDEWeHUE U oDoBpoNUE MAK Xe, K&K U M8 NepeonasansMyn pabouyrs whempyrtie. Moeped
ROITYHOHLOM P ULLETEN0E0 DaIpeenur ¥ odolpanus dommss Bpims onpedanas o SOKyMEHMUDOSaNS
fose 4.2 3 ¢ 7.5, 1) mobsie helinazonpuamisie nocnedcmeaus nepepabomeu mpodykLiu,

8.3.1 Nopconan oprasaaume Jonses GidTe yNONHOMOYEH PYCOBOICTE0M ORIAHMIBMK HETTH OTEET-
CTBEHHOCTE 38 COOTWEHWE O HECOOTRETCTRHAX Ha MGoM 3Tane Npouecca AnA Tore, YTobu soapema obHapy-
HMBATE W YETDAHATE 3TH HECOOTBATCTENA,

PyroBOSCTRO OOFAHHIALMY JOMEH0 oBECNHeUMBaTE paIpaboTey pEIYNETATHEHONO NPOUGCTS SHANHIA ¥
YCTPaHEHWA HOeH THRHUMPOBAHHLIE HECOOTEATCTREMA,

HecooTeaTcTeYKNLARA NPOAYILMA BKND4aET B Coba KaK HECOOTRATCTEYRILY YK NPOAY KL, HArOTARNKER-
BRYE0 HA NPEANPEATAAX ODrAHMIALHA, TAK M HECOOTBETCTRYRILLYI NPOLYRLME, NPROGHATEHHYIO WK NOCTaR-
NEHHYI0 CIMOR OpTaHMIaLnea.

8.3.2 MNpouanypi. YCTAHOBNSHHBEE ODraHHIBLWER M NOOSETEWEASMEE B PABOYEM COCTORHMK, SONWHE
NPECNaOEATE CIe0yHOLRS LS.

= ONPeLENATE HECOOTBATCTRYIOWYHS NPOOYELMED (HANDHMED, KAKARA KOHEETHO NPOOYKLWA W HI KAKOM
OTPE3Ee NPONIBOOCTESHHOND NPOUECCE ABNASTCA HECOOTRETCTRYIWER) M a0 obbem;

= WBSHTWRULHMPOBATE HECODTBETCTEYIDWYID NPOSYHLWD ONA Torg, YTobh WMeTh BOIMOEHOCTE C YBa-
POHHOCTER OTMHYATE 68 OT NPOAYELMK, COOTHOTCTEYIMLER paryNEpyIowMM Tpoboaasqas (cw. MCO 13485,
nyuKT 7.5.3);

= AOKYMBHTHDOBATE HENWYME W NDHYHNY HBCOOTBETCTEBHRA;

+ DLEMWBATE NPMPOOY HECOOTAGTCTEMRA;

= PACCMATHUBATE ANbTEPHATHREHES BADHAHTE VCTDANGHNA HECOOTBOTCTRNA,

« NpAHULMATE DELWEHHA B OTHOWEHWW cNoC0Ba YCTRPaHEHNA HECOOTEETCTAMA W PervCTPAPORATE ITH
PELLEHAR,

= yMpABNATE NOCHENYWeR oGpaboTHon (HANPUMED OTABNEHNEM) HECOOTRATE TEYVIOWEA NPOJYRLMH B
COOTRRTCTEME C MDHAHATRMA DELLIGHARMH;

= YBEOOMAATE SPYTHE CTOPROHS, JaUHTERECOBAHHEE B ODHAPYHEHHH HECOOTBETCTEBMMA, BENIDHAA (NpH
HeobxogusocTH) notpeburens,

8.3.3 Nocne onpeneneHds HECOO TEETCTEHA ORI AHHIALIMA JOMNHA NDOANDHHAMA T JSACTBHA NG HCCNo-
AOBEHWE0 W YCTREMEHWD NPWIMH HECOOTBRTCTIMR. 3 TAKE ONPERONATE, YTO QONETE ¢ HECOOTIETCTHYIOUERA
NpoayXLHen,

TopruH CKOpPEKLIHAS MMBET OTHOLIGHME K OMOHTY, MEDE1E NS MW DOry NPOBKE NPOLYKLIMM M CRAIAH ©
YETPAHSHWEM MMDOWLETOCA HECOOTHETCTRMA, 3 TEDMWH SEOPPEKTHDVIOWES GeRCTRNEE OTHOCAT K yCTDaHOHWID
NpWaWH HECOOTBETCTEMA (Ca. MCO 13485, mywsr 8.5.2).

Ecns opravH3Iauna HaMepeHa WCNoNsI08aTE, NPHHATE KW BEMYCTHTE HECOOTBETCTEVIOWYID NEOOYK-
LivRD, OHA JOMNHE CHASNANS NPOHABACTH KODDORLIMKD ITOH NEOAYHLAK C NOCIEOYRL MM S8 NEDSoLSHADIHWSM
HITH WCNONBICEATE JIHHYRD NPOQYKLHK B MMEILLISMCR BHOE.

Ecni opranmiayvs suGnpasT HCRONBIoBaHHE, NPHEMEY WNH BLIMYCK HECOOTBATCTEYHHLEA NPOOyRLHA
Giaa yeTpaHeHna HeCOOTEATETEMA, To OHA AOAKHS NOMYYHTE DASDELLISHNE HA OTKAGKEMWE OT PErYARPYIOLLHE

o3
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TpaGosanel (Danee — PaIpEUeHHE Ha OTKNOHEH#E ). TIK0S PaIPeWTHNE NREOHSIHISEHD LNA MHHAMAIILWA
PHHAHCOROTD BOAZEACTEHA HA OPTAHMIALHIO NPW NWKEHIAL WY HECOOTRETCTEYOWE R NpogysUmi, Mpu HanwsHH
TAKOID PAIPAILSHHA CPTAHMIALNA HE MOKET HECTH OTBETCTEEHHOCTE 32 NPOAYVELIMIG M YCNYTH, HA KOTODLME
PRCHT R0 DASPELMHD HD OTRIOHOHNE . KGR 00 DAL HWD HA 0T HEHE DOKOMBHTYETEA AHANHIMDOBITE
£ LB M0 MONY-HEHNA TEPIHTHA TOND, YT HBCODTBETCTIME HE NPOTWREGPEYWT RAKDMY- NGO DEryN RO Sy THe-
GoaaHug. MosHTHMHOCTE NHUAINHY Y, CAHRLUMOHUDYIOUWBrO{Mx) B OPraHHIaLMH KARO08 PAIDSWESHRE HA DTHAG-
HEHEE, OTPANAKNT B IANHCH, W 3TA 3ANKCE AOMEHA BENOYATE B CoGA MHDODMALIWD, AOKYMEHTHDOBAHND
MOOTEEDHAIKWY0 NONHOE COOTBATCTENE NPOOYELMA DEryNEPYIOWMM TReGoBIHMAM.

LefcTans, NpeanpMHUsMSeMse OpraHRIALHeR, 8CNH HACODTEETCTEYIOWEA NPOSYILMA BIRBNEHE NOCNS
MOCTEEKA # HESANS ICANYATALNMK, MHOTOa OG0IHAYMOT TEDMMNOM §0T3:E NPOaYKLWAS. MOCKONLKY TEEMWH
HOTHSE NPOAYRLMAS HMASET DM b ONPEIGNHIA [ DAANHYHIE HALAOHINEHK HTH DETHOHANEHBN HODMATHE-
Hblx GOKYMEHTAX, TO NPH ONHCaHAM TAKWX BMO0D DeATensHocTH B MCO 13485 ero we nprmesRmoT,

8.3.4 Mpousayptd PACCMOTREHHA HECOOTEBATCTEMA, OBHADYMEHHLIX B YHE BLINYLUEHHLIX B NPOSamy
MEHUHHCENK HAOBNWAK, MOrYT BEMOYATE B Co0R CRagytune GORCTEHA:

- HILATAD b0 AWLMHCKAK B300NHA 3 ND0 00,

= HILATAE MEAWUMHCKIX HIOENWA K3 DACNDOCTPAHEHWA;

= PEKOMBHOSUMD NOTREEHTANAM [MOWET MMETE (hopuy NDOBEDOK, NPDOBOAMMEE NEDE NDHMEHEHHERM
MEHUHHCEME HINENWA W OGOCIIYMBAILIMY BONCMMATENEHLE DYEOBOARALINEG YEISAHEA NG NPMMSHEHMD KM
IAMEHE MEIHLWHCHMY Hagenuid),

= B KpafHuX cnyyanx, Tpeboaanwe UINYeckoro BOJEPATA HNM YTHNMIALWW MEONLMHCIX HAJ8NWA,

MrhopMaimnna, OTHOCALARCA K HECOOTRETCTEYHMLEA NDOOYLIWA, O0MHHA Gl Te SOBS0GHA 0 CEAREHNA
MEPCOHANS, KOTOROID ITO KACHRTCR, Y4TO NOADONAAT (NpW HEOGX00MMOCTH) KOEHTHRHLHDOBATE W KODDOKTHDO-
BATH NPAYHHL HECOOTBETCTEMA W NPaOyNPERZaTE WE NoBTopeyke (caw, MCO 13485, nogpainen 8.5). Mudwop-
MALMA, OTHOCALLARCH K HECOOTEETCTEYIOWSR NPOOYHUMA, MOEAT NOTPEG0BATE BHAMMIA M KOPDOKTHPORENM
OEATANLHOCTE MO MOHELEMENTY DACHA.

Nofie MeSHURHCEME MAGENHA, BOISDALDHHEE ORTAHWIAUNK, POKOMEHOYETCA PACCMATPHEATE K3K
HECOOTRETCTEYKHLWE,

NMsaiGiser 8O3 BPALEHHDE MESHLIMHCKHE WATBNNA, AN KOTODLIX CYLIBCTEYST DUCK IAMPRIHEHKA [HARDMMED
MHKDOGHONONIBCKOND, DADYCHOND, KHWHGBCKOND, DAIROIKTHEHOND), PORCMOHIYETCA TAKKE PACCMATDHEATE C
TOMKM IPEHUA CODTRETCTEIARA PErYNWPYREUAK TREEBoAaHHAM ONA GNBCHLX MATE PHAN0E,

Mepwuesasne— dononHETensRas WRDOPRALURR NG CHRCTEE NROdYCUAE OT JAMPAIHEHEA NP BRLaHE B :1ﬁ-|

B.3.5 PexomeHgyeTca yNpapnaTe 05paleHmMem ¢ HECOO TBETCTEYIOLIMMM MATEpHANaMK, 050IHANEHHE-
R WK OTROMR, A OBOCTaSaKA

= YETEOHA MOSHTHDMEALMK CTATYC MATEPHANDE,

= HEB0IMORHOCTH NEPENYTaTE HECOOTESTCTEYIOWME MATEPUANE! C COOTBETCTEYIOLIMMM,

= WEEMIOHEHEA BOABDALEHMA HECOOTRBETCTEYHMLMY MATEDHANGE B CHCTEMY NPOHIBONCTRA,

= BaaonacHorg olpaWeHHA ¢ HECOOTRETCTEYHWMMY MATELHANIMH.

B.4 AmMandi gamHMisix

HCO 13485:2003 Magenda MegHUMHCERS. CHCTEMBI MEoHEAEMEHTa kKavecTea. TpeboBaHmua
ANA UeneR perynHpoBannn

B4 AHanui gaHMbix

Oparuiayur donxrg paipafomans JoKpMeRmupoaaHyd npouedypy anpedenahus, chopa u ana-
nu3a danksx, Heobxodumsx Ang SeMONCMPALLY PEIYNEMAMUEHOGITI CUCITEME! MEHERAME TS KEYECT-
88 U B0 CODMMBMCTIaUT D02y MUD YRNLUM MOaSoaanuan, & marme SN OUEHKY B0IMOURHOCTTIY MOMEIELITH LR
£8 DEIVNLMBTUEHOCTIL,

Dantie QoreHe BonoYaTe: B bR nHOopManmd, NOMyYaHHYD B pelyNLTaTe MOHWTOPMMIA W HIMepEa-
HMR TAKRD A W3 ODYIHX COOTRATCTEYKILME HCTOUHRKOD,

AHANAY JaHHBX SOMSEH NPEIOCTIRNATE HHODMILWD No:

a8} obpamnod canau (ou. B.2.1);

b) cooTaaTcTEWn TpeboBaHMAM K Npoayumn (oM. 7.2.1);

C) HADAKTOPWCTHIEIM W TEHIEHUWAM NPOUNCCOD W NDOOYELMNE, BERKYIA BOIMONHOCTH NPODENEHNR
MpeaynpewaamnuHs QeRcTEWA;

d) MOCTaBLLIMKAM,

Janucy PpeIYMEMAmos ananusd dawsex donnis Moddepwudamsch 0 paloves COCTIORMUL
fea. 4.2.4).

Sd
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HaHHbie peKoMeHAYETCA COBHPATE M AHANHIMPORAT b C UAN B DERMDHKILMK COOTBETCTRMA W PEIYNLTA-
THBHOCTH CHCTEME! MEHEEMOHTI KANSCTES B AAHHLIA MOMEHT BOEMEHN, 3 TaKse ONPeOeneHRA TEHLEHLHA
MK Mogened, Tpebyiowms ocobono anmmanna, OTPMUATENEHEE TEHIEHLE DEXDMEHOYETCA PACCMATHHBATE
€ MKW IDOHAA BOIMOMMOCTI YIYLbeHWA. POIynbTaTe SHANKIE AlHHME DOKOMEBHTYETER PACCMATDHEATE €
TOUKWA JpEHWA BROOEHWA X B AHANK CO CTOPOHE PYEOBOSCTEA, 8 TAMNE QOATENLHOCTH NO MEHEIRMEHTY
pUCKR.

AHAMNKI AAHHLK MORET NOMOYS B ONPELANGHMH GCHOBHOM NPWNMMHEL CYLLSCTIVIOWME WK NOTOHLBANL-
HBEX MpOENEL B B NDWHATHN BEWLGHMA N0 KODDEETHRVIOLLNM W NPaLYNPesLaoLM SORCTIHAM, ROTODLe Heob-
NOOMM0 OCYLECTRMATE C LANL0 YYHLLISHRR NPOOYKLNA,

N5 CUSHMBAHKA PEAYNETATHEKROCTA CHETEM b MONETEMOHTE KAUGCTEA PEKOMOHAYETCR GHLaaNHATE H
AHAMNMIKPODATE DAHHEE B AHRDODMIUND, NONYYEHHBIE K COOTBATCTIVIOWHY NOQPAIOENSHAR GO IHWIDLWN.
PeaynsTaTk 3TOMD aHANKIa MOonyT Gl Th HCNONGIOBANL OPTAHHISUHER ANA ONPESENEHHA;

= TEHOSHUWA COOTBETCTEMA NPOOYNLHH DENYNHPYsOLAM TREE0aaHMAM;

= CTENEHH YO0RNeTRODEHHOCTH Tpebonamii noTpabumens;

PEWNLTATHINGCTH NPOUSCO0NE,

D@RCTEWA NOCTIBLLMER;

YENEX08 B AOCTHEEHMN BN YIySLseH .
8BS Ynywwenwe

B.5.1 OfugHe NONOREHKA

¥ L} L]

HMCO 134852003 Mapenwa megHuMHCKHE, CHCTEMB! MoHeowMeHTa kadecTea. Tpebopanma
ANA UENeH PerynnpoBaHMA

8.5 ¥nyuwsHua

8.5.1 DOwue noncxoNus

Opeanuzayun Sonmna v0enmPUULDOeams U BunoiHAME ModLE UIMEREHUR, HeoBxodumse Jng
CSeCIeeHU U MOAdepEIHLA NOCMOANNO2D CODMBTMCITMLR DSy IPYRNLLM MPefosaniRm U DOy nbma-
MUEMOCITU CUCTTIEN R MEHSIRMEHITIE KEYTCIIED, LENOTHTYR MOMITIUKY 8 SfMICTi KAYECIIEa, Yorman g/ i-
@8R yenu @ Imod ofinacmy, & Maxme UCTOMLIYR POIYNMeMams Gydunos, aHaNu:a OanHLIX,
KOpPEKTUpRoLUE U Apedynpaxdaoutiy Selcmaid U aHANUIE C0 CMOpoHE pykoaodemas.

OpeanuIaius Sorsid YomMaHoaums SORYMSHMUDOGINNGE MPOUEIYDE SbTYCKD U MPLMGHENLA NORAC-
HUMENsHEX yeedounenud. Cnedyem obecmpuums S0IMORHOCTE NPOSESeHUR MaKux npoyedyp & nobos
BDEME.

Janucy of uryvewLy xanol nompeSumenad SomanNsl ROOMPRUSANTECH & DaBOYeM COCIMORNLIL
fcu. 4.2 4). Ecnu @ xode makoso usyvesiss By dem yomanoanaie, ST NoREneHIe wanod nompeSumanaed
crocofcmayem aHelHAR JeRMensHOCTIS OPSNUZEYLY, MERdy JSUHMEDEeCOGaHNENML ODSaNLUIaLUIRML
chedyem Nposecmy ofMaen CONMBaMEMayiouLad hopMauued (cu. 4.1).

Ecnu no mobold xanobe nompebumaens He Npednpunams KoppmaTiup e wiing npedynpesdan-
e deldomaus, npuyumy cnadyem ofbacuums (oa, 5.5.1) u sapesucmpupoaams (oum, 4.2.4),

Ecnu amo2o mpeSyrim HEULOHAMEHES WL DESLUOHAMNEE HODMBMUSHEE JOKYMBHNTE, Op2aNu3a-
Yl doriend pAIpAGOMants AOKYMBHNTILDOGIHNEN MPOYedYDE YEedoMABHUA DOSYIIUDIIOWUE ODEAHOS O
Max UHLUAEHITAY, KOMODbLe COMNTIGTICITM IO KDLMODLIAL § OmMYamosmi,

8.5.1.1 JoarensHoCTe MO YydweHED

B xouTexcre Tpeboparmi MCO 13485 0eaTenusHoCTh N yITyLLISHt) SENASTCH SORTENGHOCTEIN N0 HOEH-
THdMEaLAM 1 BHAODaMA0 NG ramaHaHl, HeobXofnMLx Ana checiaania 1 NOAASHAHNKA NOCTORHKOND
COOTROTETEMA W DEIVALTATHEHOCTH CHCTOME MENGIRMEHTS EUGETEA NpW YAORNETHODGHWN TReGobakMA
noTpefurens, MogHTwgreauns HeobnoJusoCcT KODDEKT WDYRILEE K NPEOYNRaa0UHx 18 RCTIMA ARNA-
ETCA NOEAIATENAM TOND, HTO CHCTOMS MEHBINMMEHTS KAYSCTE Ha Yy HELWOHMDYET HAQNEEALWMM CEDAI0M W HE
ABMAGTCA NONHOCTEM PEIVNETATUBHOR B KOMEpETHOR o6NacTH OeATEnsHOCTH. Koppemymo npobnoss whm
noTeMUMansHoR NPoGness NOCPEOCTROM OCYIECTONGHHA KODDOKTMDYIOWMWE MDA NPOSYNEaa0U0HL
OERCTEWA C WeNL0 BOIDPALEHHA CHCTEME MEHINMEHTE KI4ECTE B COCTORHME NONHOND COOTBATCTEHA K
PEIYNLTATHEHOCTH PACCMATRHRRIOT KBK Yy -LIGHME,

B8.5.12 Wanobu noTpebuTents

8.5.1.2.1 Nwobanxanota noTpebuTens, NOCTYTMBLLEA B ORFaHEISLLD, SO GuiTe oUe HemMa. Hanobs
nOTREEHTEnan W rapaHTHAHLIE TPEGoaaNRA RBNAKTCA HAWGoNeE ODWMMK BHEWHAMK NOKAZATENAMA HEQ0C-
TATHOBR MpOAYKINH, KOTOPLE MOFYT CTATE OOLOKTAMK KOPDEKLMK, KOPPEXTMRYIOLLIMYL ARCTENA & Ualik Apa-
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YyIpEEQEHWHA NOOTOREHAR NPOBNeMsl MNH NPEOYNPEXGaOWNE OBACTEMA © USNuLK NPEaynpesgeHHa
BOIHMEHOBEHIRA NDOGNaMe,

B HEkOTOpLX OpradM3auMAx CYWECTEYIOT NOAPAINenaHis, KOTODWE ANA 3THX OPTaHM3AUMA MOryT
BRCTYNATE B EaYecTee noTpeBuTaned. B aToM cny4as BHyTpesHme xanobs moryT Bume obpaboTar kax wano-
Gl noTpebaTensd. Ecnd pesib WIET O HECOOTBETCTEYIMUESA NpOSYHLHE, TO Npoyanypa obpaboreu sanoh Tax-
&8 JOMKHA BENONHATECR B COOTBETCTEMM C Tpeboaarmamn MCO 13485, nogpaznen 8.3,

MpH oUGHMBAHKM HaNohed OPraHMIALMA AOMEHA PACCMATPHBATE!

- COOTROTCTRYET M MEgWLWHCKDD HIGENWE CNewnduElLRam;

= CYLWBCTEYIOT Nt NPoGNeMisl C NPUMEHSHNEM MEQMLWHCKOID MATENKA, HBCMOTPR HA B8N0 COOTBETCTEWE
CIEL AR,

Hanpwsep, wxancda Ha MESWUMHCKOE WIQONWe, COOTHETCTIYILEE chaumpukaumaM, MoseT GuilTe
obycnoanesa OedeETamMn KoHCTPYRLWA. Xanobe wa obCnysHEaHWE MOMYT YRaILBETe Ha HECOOTBOTCTRWE
HHCTRYELHR N0 INCHMYSTIUME DErynapysolwms TpaboBatnam.

B parynupyowe Tpebopanmn MoryT BuiTs BEMMDYEHE TREGOBAHKA K OPFaHHAALHAM OTCNEMHBATE M-
MAEHSHINE MEIHLANCKHX HAZENAR M MHEODMUDOBaTE PErYNHPYIOWHE DPTaHHIAUMA O HENDTOPEE OTOBODEHNEX
B perynupyiowng Tpaboaannax cny-asd NpHMENEHHA.

Opranmaann QomsHa oduuBansHo HadHadrTe Nruofa), oTeETCTBEHHOB(e) 3a cBOp W EOOPONHALMI
BOOY YETHBN B NHCHaHNG Hanoh noTpebuTens Ha MEOHUMHCKHE HIQENWA. 3TO NEL0Ta) QoMo ) HMe T
MONHOMOMWR, TARAHTHEYIOWME HEMBANEHHER ananss nobod wanobu, oCobeHnD COAIANHDR C NONYSBHEM
TRABMEY, CMEDTEM WAH NIOEoR ONACHOCTLO,

Mayussie #anolsl NOMOrasT oNpeaenaTe, KEKHE BHOL OOATENLHOCTH MOTYT BulTe OCYUWBCTRMEHE 13
MPERaNaMW OpraHNIBLWA, ITH BUL DERTENbHOCTH MOTYT BT BRNONHEHE! HE TERRWTORUH, HE NDAHALNEND-
LLEH OPraHu3ayme [HANPHMEPR, 8CNK Pyl HIET O CEAIAX C NOCTABLMKDM MNK NPEACTA8HTENeM Mg HTOM Dpras
ML ], MW HA TOPPATODHM, NPMHAANBKALER TOM M OPraHHIALMH (HANDUMED ADYTOMY NOLPANENEHAK
WA TNaEHoMY yIpaBneHnn). B mobom cnysan HecbxoqH st JasmoYnTs ABYCTODORWBD COTMaLLEHWE O ToM,
KAKIA KOHEPETHAA wHipopMauwa TpelyeTcR Ans Toro, STo0u GonwHEIM OGDAI0M HIYIUTE Ranohy W OTpearipo-

BATH Ha HEE, OBEMHHO 3TO NPEAYCMOTREHO YCNOBRAMM KOHTRAKTA.
B.5.1.2.2 [oxyMeHTHROBAHHAR CHCTEMA PEANMPOBAHMA HA wanobs OOMEHA BEOYaTE B coba

= YCTAHODMNEHAS OTRETCTIEMHOCTH 33 EyHKUHOHHDOBIHME CHCTEME,

- CUBHHBAHWE Wanob;

- COETARMGHNE TANNCEA M CTATHE THHBEKHD CAOFOK, MOMOTEHMLEAX Bl BN T CEHOBHEIS AP HARE]

= OCYILBCTENEHWE KOPROETHDYILME EACT A,

- COPAWLBHWE C MEDHLMHCKHMA BIOENHAMY, BOIEDALLEHHBIME NOTReGHTENEM, H HECOOTRTCTEYRILLIMMH
ME ML HHCEHMM MIAENHAME [0COG0S BHUMAHKE HEOGXOAHMO Y ABNATE OHHCTIE M OBE33ADANMBAHMKD MEMLEMH-
CEMX HABAHAY,

= PRMCTPAYHID ¥ XpareHia oOpaweHnid NnoTpabuTanA W QpyTHE COOTEETCTEYVIILMY IANHCERA (pexoMan-
AyeTCA YCTAHOBMTE CROKN XPaHaHHA).

B.5.1.2.3 Janwty o pE3yNsTaTax paccnefosannn no xanobam noTpebuTenen AonsHs COOepaTs 4oc-
TATOWMD MHEODMBLHN, NOKAIWEIRWEA, WTO Manola o mokm 05 pasom NPoIHANMIMPOBANE, HanpHEMep, chne-
AyeT yEA3aTh:

- Bt N OTEAA PACCMATDHBIEMOND ME0MLMHCKOND MANANWA CEAIAM € B0 Y HELMOHMDORIHWE M B COOT-
BETCTEHA CO CISUMDHKILMAMA,

- GBnG N MESHUHHCEDS HAZENWE HCNONLICEAHD ONA NEYEHHA WKW QHarHoCTHPOBANWA NALWEHTE;

- CTAND NH HENONBIOBAHRE MEJHLUWHCKOND HADENHA NPWYHHOR CMEPTH, TPABME! HAK BonNeani;

- EYLGCTEYST M BABWMOCHEM MENAY b AL WSO MM W DECCMATDMBIG MBI MHLWAEHTOM Witk
HEGNATONPHATHL BOISERACTEHEM HA HETD,

TeopmuHi « GoneaHLs 1 4TpaaMas YaCTo GLIBIOT ONPEIENEHE B HILWOHAMNEHLD W T HOHANEHBIX HOPME-
THEHBE AOKYMEHTAX,

B.5.1.2.4 3anucs 0 paccnegosamvH xanobu notpelurens ofemo acmoqvaeT 6 coba:

= HAWMOHOBEHWE MEIHUWHCKOND HA08NMA;

= [aty NocTynnesHs xanobe;

= [TWCTDALHOMHBER HOWED:

= HAWMBHOBANWE W Aapac QWM. OTEYAE NOCTYNHNG wanoba:

- cogepwaHne xanobs;

= pEYYMBTATE PACCHEA0BAHMEA;

= NPOBROEHHYH KOPPEKLLMID;

- NPEANPUHATHE KOPPEKTHPYOWNE QeRACTENEA;

- GOOCHOBAHWE B CiTyYHE OTCYTCTRMA GeRCTEIA;

b1}
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= OATY NpOBEREHHR PACChBODDaHWA,
= (PAMANMED NWLE, NpOBOGRWEND PACCNeoBaHne;

- OTBaT Ha wanoby,

Hanobu NoTpebuTeneh PEXDMENIYETCA DAOEMATHHEATE C UGNL0 SHAMMIA M KODPOKL WK HEATANLHOCTH
Mo MEHaIRMEHTY DHCKS.

8.5.1.3 MNoACHATANLHLE YBEADMNEHUA

8.5.1.3.1 HauMOHANBHEE MW DETMOHANBHEE PEMYIMDYIOWWE TReBoBaAHKA MOMYT CoaBpEaTe Tpebona-
MM o OTNPADKE NOACHUTEMEHB YDRIOMMEHUA 0 COOTRSTCTRYIOWHE PEryNHMpYIOLHE OpTaHMIALMA.

B MeK0oTOpbIX CTRAHAX NOACHHTENGHOE YBEI0MNEHHE DACCMATRHBAMNT KaK CRaOCTBO NPHENESYEHNA BHI-
MEHIR K METALHHMCHHM HAGENHAM, KOTODEE HOOMI00MMO HCNPABHTE, ANA TOM0 YToGL oHM Guilnn GE3onacHsmin
M DY HE L MO MMDOBANK B COOTRATCTEIA CO CROMM HAXHEADEHHEM, & TAKME K HBCOOTRETCTRYMILLMM MELHLMHCKHM
HAZENAAM, KOTORLE HE MOCYT Dl Th HCNPABNEeMb 1M QOMHb GLTE OTO30ANS C PoikKl, B ApyrHx CTRamax NoAcHW-
TENLHOS YESAOMNEHWES SENASTCA YESOQOMNSHHEM O HeObXOANMOCTH KOPPERUMH MEQHUMHCEOID HIAENHA ©
LENL0 NOAASEHEHNA 6ro BeIoNacHOCTH H PEAYNLTATHENOCTI, 8 TAONE YEEQ0MNAHHWEM O HECOOTEETCTBYIOLLMX
M QML AT WD NHAN, KOTODLME DO B Ts 0TOABEHE C PhdHED. BO MWOMAX CTRAHAK CYLBCTIYIOT KOHKDET-
HESE PETYNHPYIOWME NPoUSgYPe ANA oBpaBoTion NoACHUTENLHLIX YBESOMNEHWA H OTILIBA HECOOTBETCTEYKD-
LYHX MEAMUMHCOHX HAOBNKA. 3T NPOUSAYPE A0MHE DLITL BEMOYEHE B CHCTEMY MEHEEMEHTA KEAYECTES
OPraHAIAL M.

XapaKrep W CopLEanctTh ONACHOCTH MNW HECOOTEATCTEHA, NPEOHIIHANEHHOE NDUMEHEHAE MEHLMH-
CHONDHADENHR W BOIMONHOC T MOMTYYEHIA TP E M NAUMEHTOM WM HECOOTEBATCTEWE perynupyiowmm Tpedosa-
HMAM ONPEAENAOT He0GXOOMMOCTE COCTAANEMWA NOACHATENLHMOMD YBAOOMDGMUA W NepeOaqYM ero @
HALMOMANBHBIE KWW DErMOHANGMLE PErYMHDYNOWWE ODTaHMIauMK. JITH aKTopol ONDEIeTAKDT TACHE COO4-
HOCTL W MBcWTalbl MY BMEWATENLCTER.

8.5.1.3.2 MNpousaypkl COCTABNEHMRA, ONPEIANEHHRA NOMNHOMOMWA W BEINYCKA NORCHATENLHOID YBEQ0M-
NBHAR GONEHE YCTAHABNHMBATY:

= COMMAWEHWA C PYRODOOCTROM ODFaHNIAUMA, NOIBOMAKLIME MHHLMUPOBITE QAFHLIE NPOUBIY D Gake
B OTCYTCTEMM NOAMOTORNENHOND NEPCOHANE,

- ypoBeHL PYROBOACTES, WA EOTOPOM BOIMOXHD CAHNLMOHWDOBAHWE HAYMANG KOPDEKTHPYIOLYMX
OEACTRWA, W MBTOS ONPONETEHHA MEJALWHCENE HIOBNWA, HE KOTODLM HANDARNEHL 3TH AEACTEMA,

= CMCTEMY onpapenesua cnocoba obpawenna © BOIBRALLE HHBLIMK MESALMHCERMM HATENHAMM [HanpW-
MED Nepagensks, NOaTOPHoE YNAKOBLIBAHNE, CTIMCANME )

= CHMCTEMY CORIW (BEMOYAeWyI0 B ceia HeobXoauMoc T YBOAMMEHMA DEroHANEHSN KM HALWOHATL-
MG PETYNHMPYOLLMY OPIraMUIaUMi), PacCMaTPHISeMsE BONPOCKH M METOOM COAIW MENIY OPranwIauHed w1

HALIWOHANEHEIME MW PEMHOHAMEHEIMW DETY D YIKELHMA OPFaHAIALMRLMA
8.51.3.3 MNoRCHUTENEHGE YESZOMNSHHD QOMKH0 EBN0YaTe B Coba:

= HEIHAWOHHE MEQALHHCKDND HA0SNHR,
= NOPAAKOELA HOMED MK SYTYI HIeHTHEUEILUMKD (HANPUMER HOMEP TRYTIN b M CERUH ) MEZHUMHCKD-
o WA QennaA;

= MPAHHHY BEINYCK MOACHATENLHOTD YBSO0MNEHERA,

= NpEEYNPewIeHHA O MOBOR BOIMOEHON ONACHOCTH,

= Ccoobuweres o Mmobiid NOCNegyrHE JeRCTBHAN,

B cryuns BOIBDALISHHA O AHRIALMM MESHLNHEKETD MANGNHA PEOOMEHIYS TR KOHTPOMNMDOBATE SCYLLE-
CTRNEHE KOPPEXTHDYVIOWNE DORCTENA, N0 KOTOMEM MPHHATO COrMALOHWE, H (NPW HEOBX0OMMOCT) COrNaco-
BLBATE YHCND MEeQWUWHCKHY WIN8NWA, BOIBPIWEHHEN Oprakdiaumn, nwio pRGpaAKDBAHHLIN KA MEcTe
NpuseHEEA, NGBS KCNPaBReHHSX HA MECTE NDRMEHEHHR,

8.5.2 KoppokTHpyOLULME O8RCTEMA

HCO 13485:2003 Magenua MoguuMHCEne. CHETOMbI MOHOQXKMOHTS Ka4ecToa, TpoSonanua ana
YeNneH perynHpoBaHun

B.5.2 KoppoeTHpyOWHE AeACTOHA

Cpranuiaura GONEHa NPEaNpUHEMAaTE KOPPeXTHRYIMWWE JeACTEMA C UBNLD YCTRaMEHMA NPUYHH
HECOOTBETCTEMWA ANA NpeIYNPas0aHHA NOBTOPHOM MK BOIHWEHOBEHMA, KOpPaKTHRYIOWNE SEACTERA SO0m-
il BT ANOKBATHBIMH NOCNOACTEMAM BLABMNEHMBX BOCOOTEE TCTBHA.

Homsra Guime paapaboTara HoeyMenTHROBINMARA NpOUBaYRa ANA onpefansHna TpeBoBanMwa i

a) aHanu3y HecoOTBETCTEWA (Bxnoxan Manohsl noTpebuTanad);

b} YETAHOBRNSHMKD MPHYHH HECOOTBATCTEHA,

) OUBHHBAHWRD HEOBXOAWMOCTH SeRACTEMA, YTOOL HIGEHATE NOBTOPEHRA HECOOTBETCTHWA,

&r
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d] onpedenaHun U SLINONHEHWG Heodxodumenx dedcmaud, BKROYER, 8CnU LenecooBpasIne, obHos-
nekue doxysenmon [cu, 4.2);

&) PRSLCTIPALUUL PEIVTBEMamod Mot Paccedosarkiud U MOuNAMEBLN WaD (oM. 4.2 4);

fl awanusy MeedmOuNATTIE Koppermupyrowux dedcmeud o UK o3y MsMamuaHOGITIL,

B.5.2.1 KopposTupyriivs DeRCTEHEM CUMTIINT JeRCTEHE, NPESNPHHATOS ANA NPE Iy NIPENOeHHA NDBTO-
PEHIEA RS BEABNEHHOND DAHES HECOOTDATCTEMA. MpM HANMUME HECOOTBETCT BYIOLLIMN MEIHLIMHCEMY MITEMNWA
MpeANEWHMMAKT QEACTEMA cormnacko MCO 13485, noapainan B.3, & Arm npeay o5 it Noa TOPEHNA HEch-
OTBETCTEMA — cornacH MCO 13485, nywkt B.5.2.

Mpousgypel, pa3paboTaHHLIE OPraHIAUMEN, NPEANDUHAMAINLEN KOPDEXTHPRYIMLKE SORCTEHA, S01%-
Hibl HBTED YCTAHAANWOATE:

= MMuo{a}), OTEETCTEOHHOE @) 33 OCYLBCTENGHAS KODDEXTHDYIOWMX GEACTIHNA;

= ATy W CnOCol OCYWBCTENEHWA EODPekTHRY LMY OeACTEMA,

= CNocod BOPHDUEALIHK DEIYNETATHEHOCTH EOBPEKTHDYVIOWNK Q0 RCTEHA.

BaxHol 4acTuhl 3TOH NPOTrPpaMisl RENAETCA Nepenada HHpopMaLMK O KDPPeXTHRYIILHY OBRCTEHAX
NHUAM, HENOCPEACTESHHD OTBEMERWMM 33 06aCNEYeHHe KRYECTES MEJHUMHCEME MIOeMHAM,

B.52.2 PoroMeHayaTeH TOUYHD MASHTHEOWUMPOBATE NPHYHMHE BUBBNGHHEE HECOOTBOTCTEMA C LBMNbHD
CCYLUBCTANEHWA K0P PEETHRYIOLHMX JeACT BN 4 NPEOYyNPesgeH A PeUMIHDOE. ITHAMM NPWLHHIMH MOTYT BTk

+ OTHAZL, HECHAGATRBAHME MAIWUMHCKNY HAJSNMRA WM HECOOTEATCTEME BXOOALMY MATEDHANOE, MDO-
UBCCOB, HHETDYMEHTOB, GOODYOOBAHWA WM NOMEWEHWA, [ 3TH K30enWA oEpataTuBadoT, XPaHAT WM obcmy-
AT,

= HBCOOTEATCTEME WNW OTCYTCTEME NPOUBOYD W OOKYKMEHTOR,

= HECOBNROOAGHWE NPOUBTYD:

- HEANSHBATHOE YNPIBNEHWE NPOLBCoAMN,

- NAGKAR OMCHETYSMIALMA,

- HEOOCTATOUHARA NOGIOTOBKA NOPCGHARE,

- HEAOeKBATHEE yonoaus paboTel,

= HECOOTRETCTEYIOWME PEryNARYOWNAM TREE0BAHMAM POCYDCH [HENOBEYSCKME MK MATODWA L),

= BHYTDEWHAR HECTAEMNBHOCTE NPOLECCDE,

8.5.2.3 BxoaHed QAHHLES ONA KOPREKTHDYELME DEACTERA MOYT B Te NOMySaHEL M3 Da3sbix MCTOMHKR-
KO8, KOTOPEE BEMOYANT B calba;

= FANACH O KOHTRONS M HCNLITIHAAY MEQMLWHCHAX KALBNWA;

- POIYNLTATE MIYYEHMA BANWOALMM;

= JAMACH O BABNEHNH b HECOOTBOTCTENAK,

- HabEogeHHA 8 X008 MOHHTODHHIE NPOUSCCOR,

= pEAVNLTATE AyQUTOR;

= WaANChu Ha DYHELAOHWDORANHWE, O0CMDKHBIHHE MEIWLWHCERY HADENHA wnH Rancbs noTpebuTana;

= HAGMOABHWA PETYNMEYIW KK OPFaHNISUWA M noTpebuTans;

= WG gEHNR W COODAMMWA NEPOOMANS OPTaAMAIZLMM,

= NpobneMs C NOCTABLMEAMM,

- pENYMLETATE AMANWAE CO CTOROHE PYROBOACTEA:

- ZANPOUWEHHYID WHDOPDMALWAID O HODME KW MOZEDWUIMBOBAHHL MOSHUWHCEMY HI00NWA,

« CNYGMNEOBaHHLNE METSDADI T,

- ofyBNUEOBAMHLE COOBUWEHUA 00 OTKAZAX AHANGIMYHEX MBTMLHHCKMX HIOBMAR.

8.5.24 PeayneTaTHEHOE OCYILECTENEHWE EOPPeKTHRYIOWME nefcTari ofumng axnwyaeT 8 cela;

= TOHMYKD W ORHOSHIHHYI0 HEeH TRPHEBUMI0 HECOOTBATCTEBHA W HECODTBETCTRYIOLETO{MX ) MEQMLMHCKD-
Fes{WiiE) WA G A MA )

= HaenTudeKauMe  nonysaTensA{ed) HecooTBETCTRYIOWero(ux) meguuHMHckoro(ux])  vagenuailin)
{cm. MCO 13485, nognywsr 7.5.3.2);

= PACCMOTPEHME BOIMMONHOCTH HECOOTBETCTEHA SEYroro(Hx) MegHuHHCKorolMx ) Hagensa(d), npoyec-
calon) MNK NpoUwEOYPL{Npoueayp).

= MOEHTRDWKALMKD OCHOBHOA MDMYUHL HECOOTBETCTRMA,

= HASHTHOHEIUMKG QeACTEMA, HEoBxoaMMelx ANA NPESYNPEEIEHKA NOATOPEHMA HECOOTOATCTRME;

= NEIYHEHHE HEoDXOOMMELE CANKUMA ANA ocyWecTENeHHA Mmobulx sefcTami,
- eEVET Dl L Hs0 FIPE A PR T, KODPeXTHRYIOUIMK BEdc Tam;
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= NpOREpXY PEAYNbTATHBHOCTH NPEANPHHATHY KOPPEKTHRYIWMX AeRCTOMA (T. €. DEpWDHKALMID TOMD,
YTO BEPOATHOCTE HECOOTBETCTEMA YPEIBLIYARMD MAna W KOPPeXTHRYILHE QERCTENA HE CNPOBOLMPOBANN
HOBSIX PHCKOB),
8.5.2.5 Obudii KOpPEXTHDYIOUME SORCTEWA BYAGT JBUCOTE OT CTOMEMM DHCKS, MACIITABoD M CyTH Npob-
NEMB, 3 TINRE OT 88 BNHANKA KA K3LECTBO MESHLUMHCKDTO Kagenas. Hanpuiep, MacwTabel HCCNegoBanKa,
NPoBOAMMONT C AN YCTAHOBNEHWA NPHYHHL! HECOOTBETCTEMA, 00vem paboTu, NpogenanHon ANA onpage-
NEHAR W BEPADHEALIMA A0SKBATHOCTH KOPPEETHRYIOWME AOACTRMA, W YHCEND COXPAHABMBIX AoyMaHToR GyayT
ropadno GoNee IHIYHTENEHBIMK ANA HECOOTBETCTINA, CBAJANMOTD C OTKIIOM MEJMUMHCKOND MINGMRE, YN
ANA MEHEE CEPLEIHOND HECOOTBETCTBHA, TAKOMD, HANPWMED, KaK HENPOBEeHWE BHYTPEHHErD ayouTa B
YETAHORMEHHOS BPEMRA.

KoppesTHpyiune SeRcCTBMA DEKOMEHIYETCR NPOB0AKTs GEI0TNAraTensHo,

£6.5.3 NMpeagynpexnaoume AEACTEHA

HCO 13485:2003 HMagenwm MopWUWHCKWE. CHCTOMb MOHSOWMOWTS KavecToa. TpoSonaHwn
ANA Uened peryndpoBasEa

8.5.3 Npegynposgasowme QoRCTEHA

OpranmaauHs QoMmsHa oNpegenTs JeRCTEHA ¢ LEN6K YCTPSHEHHA NRHHH NOTeHUMANEHLX HBCo0T-
BETETAMA AN Mpedyhpasfens vy osananes. Npagyipesiaouws AeRCTENA JofKHe COOTBATCTROBATE
IO MOCNGACTIMAM OTEHL AN b NG,

Bonswa Goite pazpaloTaia QOKYMEHTHPOBIHHAR NPOUEIYPa ANA oNpegensHns TpebosanHn K

a} YCTaHOBNeHWD NOTeHUMANGHEIX HECOOTBETCTEMRA W HX NDUSNAH,

B} CUBHNBAHMWKD HEOGKOJHMMOCT A SOACTEWA C LSNP0 aYNIPERIEHINA NORLMHKA HECOOTOATCTEWA,

C) ONPpEooNaHWEKD W OCYLWECTRNEHWO HaoENoQuMsx DeRCTIWR;

d] pesucMpayUL PEIVNLMAMos Mol paccredosanud U MOUNAMEBLY wep (co, 4. 2.4);

&) awanusy npednpusAames Apedynpexdaouux JODCMEeUd U UX PEIyMeMaTILEHOCTIL.

Mpegynpexaaoims GeRcTERR NPegNPHHWMAEINT NOCNE KOEHTHDHKALWE NOTEHUHWANBHEDY HECODTRET-
CTEWA B pEIYNLTATE AHANKIA JANHCER W ADYIME COOTEE TCTBYIOWME METOUHMEDD MHODMAaLIAN.

Of bEn NPEANPHRATRE NPELYNDEHOHOUME SEACTRHA GYOOT JI3BH00Te OT CTEMBHA DICKD, MaciuTabon 1
CyTH NReBneMs 1 88 BNHAHKA H3 KIMECTEO MESMUHMHCEME HIDenHH,

mﬁnwm HHpOpsaury, 05YCNaanNHBanWeR HHHLHANHIAUAD NPagyNPexaaoWMs QeRCTERA, BENOYa-
0T 8 E

= MY IEEYTUBEH D M LAUMHEAY WIOENWH, DRGpaE0DaHHLO B NPOLEEOE MpUHEMKH;

= ADKAIATENLCTES HENPAEWNLHOCTH NPSQLITYLHY PEWaHWA, BNWRIGWME HE COOTEETCTEME MEOWLIKH-
CHMX MAGBNMA;

= HAMNWSHE WMOQWAHCEKWX M30enHWA, TPeByowin Nepoeqenn;
HanM-We NPoGNeM B NPOWECTE NPOMIBOACTES, MaCLTal NOTEPL,
HENPOXOMIEHWE OXOHYATANEHOTD KOHTDOMA,
OOpATHYH CHAIL C NOTPOGHTENEM;
rapARTHANBS YCHOBWA;
HIMBDEHUA, BRINONHEHHEE B NPOUSCCa NPOUIBONCTES MEOMLRHCHNE HIQenHi,
CTATHCTMHECKHNE QOKYMEHTE, MOMY-SEHHENE NPW YIPABISHAN NPOUBCCaNM,
MASHTHEMEALNID DEXYNETATOR, HE COOTRATCTEYIAUMK ODUIEMY HANPABNEHMKD, HO COOTROTCTEYMOLLME
cneyuhurrayaam;

= TPYOAHOLTH C NOCTABWMEAMS (M. MCO 13485, mywet 741}

« OTYETE O NPOBEEHIHOM OEENYHMBAHMN,

= HEOGXOOMMGETE NOMYYEHRA DAIPELOHIA HA OTRNOHOHWE OT DOryIvpyKduy Tpeboaanii.

[ W L] [ ] [} L} [ ]
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{enpanouHoe)

TopuuHb!, NPHMEHASMEY B HEKOTOPBIX PONYNHPYIOWHY OPraHHIALUMAX ANA ONHCAHWA CCLINOYHLLE
AOKYMOHTOR MACTORLGND CTaMOapTa

Tadneum AT — Tepueine, Opa6ewRe e HE803TOfL DIy MHPY 0L Rx ODFAHRLLGMEN SN8 ONECHREE CORAOYHBIE G-

EYyMHTOE nACToRUEMND CTAMNGADTE

Mpesaps TEpUNBoE BEGSA0T 8 ColR: OTH T Of HCNETaHRAX
B MPOUSCCR NPOWIBOACTRE, JANACH HE TPFNNY AN CEPHD Mags-
UHHCHAR BAAaN WA, Berysiol (REENaSHWE], OTH0TE O HyHCLA0HANE-
i RCET A, FEETE SN A0 ARCS MApCADGE KR

Eis A DhE
Aowyssame CllA Eﬂqlﬂl‘lﬂ Anpian
EomnanAuea 3ansced, oNWisnSoue ¥ DErwcTpRpy i Soa: | DHF HakoTop s St T
TEAbHGOTe N0 APOBCTHpORAMHGD (Cw. MCDO 13485 nymet 4.2 4 o | (Désign History | fexsmnsecong Sarilvin
noasassen T30 Fibe) Byl e Tl Hiypojunsho
Adied NI4T
MNpeuepe TORMAHOR BENCADT B CR0R. PACHITE, REODHWS SN
M@ ANA ApoeCTHpONARME, TROSORARNE M CNawsARALHA, O T
O APOBE TR ACHETEHWAL, HEARY PACELE, AHANAY NDOEETE, OTwE Tk
i ‘Iliplllﬂllll:ll.'mﬂ W EANASEYREA NPOSKTS (BN 4R DEIYMETHTE L.
HHMESLEHE HONBITEHMA], WMEPEH OB BHE, WIMEHSHEN NG0SATE | OO
NYTCTE YRS SN
KOMOMNALRA SONyMeHTOD, OCHOBBMHKE WE SUATENRHCCTR no | DMR HeEoTopee Savifin
NPOAETAPOASSAD ¥ NOAPpoSHD ONMCRBAMWNE REoYecs mpoud- | (Dovice Mastor | rexHAseCamg Hyoqunsho
BOOCTRS, BEAESLEA DT s WeARThHEE W mpedkgd | Redord) Syl B sl
(cm. ACO 13485, nyseT 4.2_1 w noapasgen 7.1) AOCHE NpOSaTA
Mpameps Tepunsos aonoqawT B cefe cneunderaume Ha
Clfid. YNALORLY W WADTADORIY, ENOUHSHERLER B0 NPOECTE TpD-
OYEUNK), WODTEMW, DODOSHW ISTUACTER, palowne WWOTpyLEM
[BanKqEE aeCTpyyan no paboTe ¢ oSOpYAOBaMMEN ), N[0y
STEPMANSE R (AP HE0BRaaWWMDCTH), AAAH CBSECTEN, N PoUe AT
EHETDIH!HH“EHH1EHH!JNHTFGH! o O T A Dk, ey
Oy Pk MOHTBEA, T Ba A o o0y B i
KOMNANALKA  SENECOW, COADPMANAY  WCTopWsn  npond- | DHR Janucu, Janec
BOOC TRASNOTORASHAR NPOAYELAE A QOMOECTRERDYR Y 80 C00T: [Dl‘l'l:ﬂ Hllﬁ:ll]' MR S O D EAWeCTRS
BETOTENE YyTREDEOMFEN JO0CyMERNTAM HE By oK O Trdd Capus | Record) b RpoYScoE
e, OO 13485 My RET 4.2.4 :I WA ATOBRASHNS
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MNpunoxesse B
(cnpanoswoe)

AHANKI CYWBCTEOHHLIX PAINHYHA Mexay cTaHgapramy HCO 13485:1996 w HCOD 13485:2003

Tabniua B — Asannl CylecTEaHHbE pPAINAYWA Wamay cTadgaprams WEO 134851006 » MO0 13485:2003

Paagen, AywaT, AGARyRLE
HMED 90011604

Contme ey i
PAASEN, FAFHAT,
FOE Ay T
WED 134852003

Crupcinessss paanHume

| Ofnacte Nps wadenen

ACD 13445 npegualsn«en QNS WOEQYHAPOSEGH 1D OHHI AL W
pErympyimEy TpEbonaMRl @ CHCTEMAM MOMGINLWESTE CHYRCTRO
GpFARRIALARA, PAIDASTE AN L AX i ROCTERNAKLAE ML HEERCAS W3-
AEAAA.

MNockanesy HCO 13485 e cogepsaT Tpedonannn [30)], ve commesc-
THMEE & PEFYNARYOLAME WEnALWR, 10 codTaeTcTane HCD 13485 ne
FBpAHTADYET cooTRaTcTReR |30

MNockenesy WOO 13485 cogepent parynapysauiee TpadoBasme, go-
TS FE MOTYT cogipEaTecs & [20)L 10 cooTReToTEMe [30] He rapaTH-
pyaTt cooTeaTcTene MCO 134458,

Weanseditn Qna 3TaAns NPpodETHDORARAE N DEAIDASOTEN CHOTEWW
WSS TA KB O TR BOIMORFE TOMBKD, BCNA GHE PAIPELIEH DiEs
Py py Ry TReSoaanHaMm.

Hegensasenne TREbosaHnRk & APOUBCEEM KAIHEHROMS UHENE ApBG-
Oyuiwe BOIMOEHD TONBEO, @06 OHW HE AENROTCE HeoB o0l b QAR
EOHEDETHOTD MOQMYAECE0ND MIGENHMA, PEIPAHATHBAEWOrD DOTEHALE-
S,

BuwaynomanyThe TRedonaHea nonmsn G Te PACCMOTREHE W CHc-
TEMAS MOHIEXMOETE KINOCTRA OpTAMAINg A

2 HopuatasHsd
Bkl A

EqmecTaosnddl wOpMATUAMOE CoWNCo@d ABTRETCE COBAEE WO
HCD 0000, 7. 2. MCO 13488 ua cogepeut scex Tpelonmnmil i COOTHET-
cTEed ¢ [20]; Apyree CTARIADTe BENDAEHE B Snbnscrpaden B La-Bo-

Tl CAPABO M HEY Q00yMEHTOE

3 OnpandénsHnm

MECD 13485 cogepwaTt afufcHasin BIANGOCEAIN BEEY GPMaHN-
3BUMEA, ROCTABLMERLN B AOTPEGNTENAWN,

MED 13485 conepsnT Gonee padeepHyTOE ONRBAENEHNE TERUMIHA
TG OALRHCEGS AITEMmEE

B MCO 13485 TepMaRs SYChyTHE HAE $SONYTCTRYRQINE FoNyrMs
MCTYT OTHOCH TRCA TAKES € NP3AYELAN N8 MBZHURHCEOMY BIZ8nE,

HWCO 13485 cojopunT PAIBEDHYTON ONPaJaNEHRE TORMGN 4 CTE-
Pttt MEARULMRERDE WISENNEN

4 TpafoBEMMA & CHCTEME
ERwECTEA (TOfmdd  3&fono-
B

4.1 DTeeTCTESHHOCT BY-
EOBOACTES (ToMNess I8rono-
BaE]

4.1.1 Monwmwea o ofnacta
EASBCTEA

5163541

To =

Naskeif pasaen MCO 13485 yaanasT GEHOEHOS BHRMAHAE 0Df-
LEpEdH DEIYARTATHERDCTHS CROTEME MEHOIEMESTE CANSCTEA, B
HE o NOETOSHAOMY FAYSILEHH s CHCTEW N WEREERMEsTS LAVSCTEE, KEl
370 Bene & |30)

To =

WMCD 13485 cogoepmnT NoGpobHon ONMChHIAG PEINWYHN MExay no-
FMTAKGE W U ofise & oSAACTH EEwasTaE

4.1.2 Opravsanwd {Tan-
o ARFANGRIE)

4121 OTReTETEEHROET
M AGAHOOS A

851

HWCO 134E5 Gonee wepoo TRACTYET TpaboBaMME MOIBENCAMOCT
MEY, Wef JESTEALHOCTE MONET BNAATE HE CANSCTEO NPOOYOLAE,

MO 13455 yiaseaadT HE CARIE MEROY DEIYNH Py LW TREG0BE-
i W DN TOM REPCOSANE ODMa-rauymin

4.1.2.2 Pecypew

81621

MED 13485 copepsnT ACHy fubpudyRupoEry JHBMCHMOsTH KoMNE-
TEHTHOCTHA MEPCOHANE OT RO EHHONG OBDAICEAHIRA, EBENMDHRBLINGA,
CNWETE W NOANgToEG

(i)
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Payaen, nymeT, B ryne
WO G001:1604

Cacins Fed sy md
PALIEN, YWY,

oGy
WCO 134882003

Cyusecrpen=ne pEInmede

PYEROOITRA

d.1.2.3 MpencTEasTen: 552 HEO 13485 yoTaHBBNMBRET CTEETCTROHHOCTE NREACTABMTENA py-

EYTOROOETRA KOBGACTES 38 OO CNasE Hite MoRIMAHRA DErYNARYSuAY ToeboRaHEA |
TpefoRanal NOTRRDUTRENE BHYTRA DRTAHMIALMNA

4.1.3 AMamed CO CTOROHE 561,851 HEQ 13485 yoenmeT DONbWOE BHAMAHNS OUEHIBAHND BONMON-

HOCTER YAFULOHHA CHCTEME MOHEQEMAHTA (A4YSCTEA HAH DEHOE M
WBNo# REANAIA OO CTOPOHEE PYLORDGCTIA

MCO 13485 conepmat noapolsoe nancmenne Tpebonamel K nE03-
Ml B AN B e, OTROCALMMCE K ARRANDY CO £ TO PO PiWg-
BOACTEA

4.2 CmocTema  EAMECTOS
{fofset sifonomo)
.21 DBuws

HHAA

abif it

4.1, 422, T21,
DEPESMEREHME £}
X2,
AEDEUENEHINE B}

MCO 13485 akyerTARYET AHAMAHAT HE YOROGHAA NPOUGCCHOND
AOAXOGE, RONCESHHOID B &G OCHORY.

CHCTEWE MEHEIEMENTH LAYSCTER GPraHMIALMA JONWHAE PACCMAT.
PABETE METO0 M YAPABRNEHAE BXOSMUIMLA B Ha8 RPOUSCCERMIN.

HEQ 13485 copepsmt Tpedoaaqine 080CHoan BATE B DYSOBOSCTER
Mo CRMECTEY WOERHYDHAD neafions NPRECCE, BEOORWSTO B CHCTEWY
MaHS MG ETR EASECTES CRIEHNA JALWH

NpoEETHRORAHER #  DAIDE-
GoTEs

F

4.2.2 MNpousgyps cecTe- 421 HEQ 13485 we cogepeuT 0TA8NLHOIO NYHETE (NOgNYSKTA). NOcaA-
M ERHECTRA R HHOD EOHEDETHE M OPOUSIYPEM CHETEME SRECTER
HEO 13485 copepeet Gonee noapalecs OnNACAMG RAINIEHE
AO0RYREHTOR, OTHOCARIMKCR § CHCT B0 MOHESRMENTE CANGCTR,
HCO 13485, we yoTasaninBla cneusanswdrs Tepuuma, Tpebyert
ANA KEMAOHD MEDMLARCEOND WALENRE Rl Neunn HARNE, COLSpALBFD
TpefoBaHEA & ITOMY HIAEMAMG i COOTRATOTEYIYHE TpeSoBaRMA U NpG-
UEAYPE CiCTEMES MEHSAMWEHTE KANSCTED, A TACKES CORANA HA HWX
i 2.3 NMnarnpobiies ci- | 4.2.1:64.2; 7.1 MCO 13485 cofspanT TREGonasnn K ANSRMDOBAHMN CHETEME ME-
SEETRE HEZWWEH TS sS9BCTEE, MiNoxasnse 8 5.4 2, Tpefobaman & NNEHADORE-
HIK APOUSCCOR HHIHEHROTD WHERAE NPRAYEURA WENONSH B 7.1,
MNpe NRAAKPOBAHMA NPOLUBCCOE WHAHEHHOND WMENS NDOLYHIMIH
MED 13485 rpefiyeT QoaymeHTMPOBSTE TREBOBEHMA E MEHIMUBHTY
piACER
4.1 AREnNMl EORTPEETE — HECO 13485 me TpalyeT yeTanannniaTe HOCyMEHTHROREHHE 8 Apo-
(TONeED AATCROS0K). uRayps GANA anpeganeiEn Tpebosamil NoTpaSaATERA, OTHOCRLHICA |
Ofywd NOMOEaHER MPEOYEWAE, W ANA BIAHMOLECTRAA WREAY OPpraHIRIaU0nER @ noTpe-
GnTanew
43,2 Ananaa ol B R HEO 13485 cogepmeT yealpweR N0 AIZEHTHpMEBEWE W nog-
T.23 TREpESOHHE TPSOOARHMA, KOTORKE D HERCHO CHOPMYNMDOREHIE DO TPE-
Gntaneu,
MCD 13485 conépmaT pynoBodRulme yElIGMIEE D ARaNWY aH@op-
MBLWN, COAGDERESACHE § CETARDIEE, W AROSAESE MafmiHCies WifE-
NWA wepe MnTepaeT.
HED 13485 cogepmmt TpeloBaHEA & CBRLN & NOTREHuTE nEw
433 NonpaBel & Eda- 722 —
TRAKTY
434 PerecTpaunn A 722 —
Hidx
4.4 Yapaanasive Apods T —_
TMpOBEHAEN [TOMRED A&f0-
nasoK)
44,1 Ofupe nonpme- To=s To me
HIR
d.4.2 NnannpoBang T3 HED 13485 conapsnT 4aTe) CfopuynHposaRHoe TpeBosaHEe no-

Ey M FHTEDGEATh MROUSCE NNAHAROBRHAR ND0ECT 0BAHAA W paspatar-
KR,
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Faagen, SynaT, Neanyses
WO 80011504

Cosiaeharayoey i
RAASOA, FyHer .,
ol Ay
WCO 134852000

L EcTBEsHEGE DASARYRE

HOM PGSR

402 e i e Bt i MED 134B5 cofepent DysOBOARMME YaBIAsnE N BEpuliin
NEOVETHEOEAHIE W PEIPE- COOTEATETRAN Beod e QHHE NDOSITE QENIY NEOWECCE KEIOTOR-
BaTan NEHERA MDY N DEAESES NROGKTE B NEOMIECHCTEY

443 OprasassuWoH=e- .31 —

TEEHHSECHOE  BRBMMOO6A-
CTRME

dd.4 Buofinmd NpOAKT- r21:7.32 WCO 13485 conapenT Nepddsns NDMMaDOR BNOSOMBN APOENTHE

P BB LMY, BEMGYSOIEEE B Cof IMEOHONATENEHE B DErYAAPYOLINS
Tpelio B, WHEODME D, BIATYH W) ADSARIAYIIME NpOSLToN, o Bl
KOAHE ORHHLE BUL0E DERATENLHOCTIE N0 MEHSOEMEHTY DRCES

448 BuriofHeé OPOSKT raa MCO 134B8 copepsnt TpeloBfrre 800 0naTHOCTY Broldf sy Npo-

oS AR EATHEL QAHMEN ANR GEASMNEHNA NDOLBEEE 38Uy,
MCO 13465 copepsnT PYEOBOARIEHE YERSAHWE B BUDE NepE<HS
M DB B0 OHRE NPOETHE O
4.4 6 Ananus NpOSETA T34 MCO 13485 copepxat Ganss noapolate oObacHibmE LSNEM BHE-
M8 NPOSETE
44T Nposspra ApOSKTE b ] [31]) cofdpEaT pYRSBOAS WS Yol RAHNE B DELE TREUBHOE SEc TRRE,
CEYUSETRRABEMRY AN BEPUBUCELRM NpoSCTa
448 YreepegeHas npo- 138 ML 13485 coqopsmT TRelonasisd BENONHEHIER BANNGALEN NRO-
auTh BT B0 DL TEEEM K020 U HCRDID HAQGRHER SNM BOLENEA 800 B JKCANY-
arsgue Nnio 40 BRNCAHaHRA CONYTCTRYOWME yEAyT.
HWCO 134BS cofapmnT ThEs pyeoRofiuue yhidHen GAa Tex G-
Ty AL, LOFASE BANALBLIEE BoET BalTn SABS 0 &HA oML AOCRE WOH-
THMA MEAHURHCO0ND HISSNMA HA MECTE BI0 BpRMEHEHIR
449 W isasndsns i ADoEdTE r.ar WCOD 134ES cogspwnT TpeboRamus PACCWOTOETE BAMAHAS Lkl
il MpOSKTE H COCTHRHaE SACTH MEORWNF N WIG&NNE 0 Yok Ro-
CTABASHHLES MO0 LAECIHE 0S8N,
MO0 13485 cogepmnT yaTes Cfopaynnposirmos TRESoasmE Xpa-
Il T, BANACH O MIMEHEHAAE RECACTA M CONYTCTEYHUINE OSACTEMAY

1.5 YRpaEheHEE S0Ky- 423 WCOD 134B5 yasnaaT oo0008 R asWe ndnSomes B BEHEK-
MEHTEMA @ GEHHBIME (10 THE YRAREENEHAE Q00yMEeHTALN
0 SAMONoEGE)

4.5 1 Qfume nonoseHiEs To =a [31] BuinanAsT DEINHHbS BEMEN TR WRERMNGHHERA D0y SHTAMN B OT-

OEnphsd nognyHeTe. MO 13485 ofivegn=reT Wi B ORHOM ROGNyHETE
452 Yreepeeaee 8 Be- 423 MEO 13485 yeTAMBaNnB ST MARKMANEHELR SO0 ADAHEHIA SCHOB-
nyCs A0aYWBHTOE W BB HAR Hebl SORY A HTHE H A AINOTORNEHLE a0 HLHHCROND BIABAWA [HE HE e
HEE CROEE XPaHEHNE NG0R MTorosol Jarece (Cu, 4.2.4) Wne COrNacHo
COOTEETCTRYOWHL Dy nup o Tpedonasnni)
453 Madedsmen  Bocy- 423 -
EHTOE W BAHHLE
4 B Jaynod (TOMsED AEFG- — —
MeisBE )
481 Ofuae NoNome il = -
4.6.2 Ouesa cyfinogpaa- T4 -
S
463 QoaywesTe HA 34- r4.2 -
Eymey
4 B NMposspes SRy A BH- Td.3 [31) yeTBHAAMEAET, S10 BEpADWLALN AOTPE0ATanE SARYNNSH-

HOR NpOAYEUWn HE DRSS pERTee cyfnoapaneics e ocsobownaer
cylnofpRgaea ANl OPrasuIauss oT OTRETCTESHHGCTI 38 YNpARAE-
HIEE EAYBCTEOM # oBecneyeHss COOTERTCTEHA FACyMNSHHON Npagy.-
A pRTYAHEYIUNM TpebomaHERwW

63
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PRSAEN, NyruT, Py
HEO 8001-1594

Coarsercrayied
BARAEA, AT,
nognysdt
MED 134852041

Ty ec i penmin pElnwans

4.7 ¥Yopannawse npogyes
UWEA, NCCTANNACMOHN NOTRE.
BaTe N

T84

131] conepmnr Tpobonakee QOCYNMAHMTHRORATE NPOLOIYDE YN 0-
AOEWA NPOAYRYMEd, NoCTaRNAeMOA noTpednTanen (CobCTREMMNOCTRD
porpefutannl MCO 13485 tacoro Tpedondnen we COQEpRMT.

B [31] yeasano, &To Bepndraciunn OpfanEiEyMal NHO8yRyHR, No-
CTREnREwEh noTpalaTenes, 8 ocEobowEaeT noTpebnTens oF oTaeT-
CTBEHHOCT 38 ObSCN@Y8HMe COOTEETCTENE NPOAYKEWA DErymapy-
WA TpeloRaHEAM.

HCO 13485 coqepsnT yoola il il TS, 4T0 QEicTere ny=eTa T.5.4
PRCNPOCTRAHARTCA TAKES MA MHTENIAETVANRHYD COSCTREHIOCTE

4.8 WMgowrwpriagae w

NpoCNasHBASUGETE NPOAYE-
T

783

HWCO 13485 cogepuwT yEaiasng WA T3, 4TO FHRARIEEE KOG Y-
PAUMER BRNAETCA CRELCTBOM WAHTREECILNAA N N0 aMRaE MOaTA,

MCO 13485 cogepuuT Tpelobsnns xpdHeHaE COESEHNA O MDYy 0N 0.
Ay<ATEMAN HMANSHTHDYEMBE ¥ SaTHBHEE WMANAHTHPYEMBE WELH-
UAHEH K AN E SRR

HEO 13485 cogepsnT Tpelosanme NOAOepEE CTATYCE WAEHTR-
dheERLIE W ApEEMEH NPOAYKLNA B ADOWUSCES 88 NP 3B0ACTES W NOATE-
TORLH & NOCTARDE NOTRSEATENGD C UBAb OB CREDHIR NEoE0KaaHER
AAEHOW N0 yLed MeoSTogEMe ) KOHTRONE §l HCNWETRHEA

4.8 Ynpannowwe npouscs
caup

6.3, 6.4; 7.5.1;
TE2

HCO 13485 copgepuet Tpebopasite DEMMCTRAPORATE NADTEND Ma-
AFgWCHAE G0N, 38 EOTOROE CCYWBCTRNAKNT Mo Namwn A 0MoCTs,
B TOH ETEMEEA. KOTODAA NEEAYCMOTRENA B T.5. 3, i A &-THE s iponn T
WHENA AGTORRERHNEY @ NOQMTOERERHEE & OTNDABKE WESHMLWHCLHE
MASBNAE, JEMECA, OTHOCRLIVECA & STON NERTIEA, SoMis Gl Te B8 pW-
U EpOEEHE W DoolDen.

HCO 13485 conepmer TpeS0Ba=ne BANAGALNA NDPOUSCCOS, Bi-
OO S QEHMEEE COTOPWE HE MOryT SpTe B8 pMEI L poRaHL. 3To Tpe-
BoBadns OTNEASOTOR OT TRHBoRa WA |31] yommeomee T v e i i i
EOHTRONE W HADNKQeNAE J0 TRCHE NPOLOCCaMN,

HCO 134485 conepwnt Tpafonasse n80o«HA ARNKCEA N0 NADAMAT-
Pl MpOYStona CTEpRNMIALAA STEPRNRELE WESHLARCTHE HABERNA
AR KERACA NEDTHE CTARMNRLY S WEIRLARCIHE REGEARR

HCEO 13485 cogepsuT TpeboBasss BAMMOAUMNK DOIDAMMHONG
ofscneysHun NEOUBCCDE 80 S50 NP L EHEHER

4.10 HoHTpons W s TE-
HIA {TONLES JAroNGE0L)
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