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Npegucnoeue

Llany 4 nprHuMne cTaHdapThaauxd B PocchiAckol Segepauna yoTanoanens PedepantHii 3aKoHom oT
27 pexabpa 2002 r Ne 18403 o TexHHYecKoM PEMYIMPOEIHMAY, 3 NPABMNA NPUMEHEHNA HALWOHANEHLIX
cTadpapToR Pococwickod Pegepaumn — MOCT P 1.0—2004 «CrangapTraauma B Poccricsold Pegepaumn.
CCHOBHEIE MONGHKEHWAD

CeemoHWA o cCTaHOoapTe

1 NOOroTOBRNEH 3akpeimemM akumone pHeiM obwecteos cMEOQWTECT» Ha ccuope coboTRenkoro ay-
TEHTHHYHOM NEPEE0OA HA PYCCKMEA AdbIK AOKYMEHTA, YEAISHHOMD B NyHETE 4

2 BHECEH TexHd4YeCckHdM ESMHATETOM NO CTAHJADTHIAWWK TK 436 «¥NpapneHde KaqdecTEOM MEeduUHH-
CHHX HAOEnHd»

3 YTBEPWOEH M BBEOEH B OAEWCTBWME Mpwkaiom PeiepansHore areHTCTEa No TEXHHYECKOMY
pErYNHEOBEAHIID W MeTponorad o 13 aekabpa 2011 r Ne 118%-cT

4 HacToRWKMA cTaHIapT AENSETCA MOSWEHUWDOBAHKERM N0 STHOWEHAW K JoKyMeHTy Llenenoi rpynni
no mMobansHol raprmoskiIauye (Global Harmonization Task Force — GHTF) «PyropogoTes no ayouTy CHCTEM
MEHEQMMEHTE KAYECTEA MIFOTOBWTENEW MEQWUHHCKAX HIZENMH HA COOTEETCTEWE PENYAMDYIOWNM TRpeboaaHt-
am. Hacte 2. Crparerva aygurar (GHTF/SGAMNIORZ0:2008 «Guidelines for regulatory auditing of guality
management systems of medical device manufacturers — Part 2: Regulatory auditing strategys) nyTes Wame-
HEHHR 210 CTRYHTYDbI, 8 TAKKE NYTEM KIMEHEHKA COQEDMAHKA OTOEMNBHER CTOYKTYEHBE JNEMEHTOR [TEDMHAHO-
norddeckds cratel 3.1 3.3; 3.7), s0TOpeE BuiOeneHsl BEpTHEANLHOR NHHKER, DACNoONoEeH ol cneesa ot
TexcTa. Npd 3ToM doknioden pasznen 4 « D00CHOBaHWE NEKMEHEHHOM SPUIMHANEHOMD JOKYMEHTE, KOTODLIA
HELUENECo03paIHo NPUMEHATE B HALUWOHANLHOM CTaHLAPTE B CBAIM C TPEGOEaAHMAMM K CTRYETYDE HALWOHANE-
HOTC cTauaapTa Poccuickon Segepaumy, yoTanoanedkeime 8 FOCT P 1.0—2004, a Takse 8 CEAIM C TEM, 4TO
COOERKaHMe JanHons paagena ayBndpyercn codepsankenm BeeqeHna M pazgena 1 «O8nacTs NpMMEHEHKA ».
Take Wi3meHeHo CO0IHAYEHHE NPUNOHEHHA HACTOAWETS CTAHZADTA B CRAIW C TReDORAHKAMMK, YCTaHORINEH-
Hiibik B [2CT P 1.0—=2004 {8 OpMriHansHoM JOKYMEHTE NDANOEEeHWA 0B0aHadYeHe apadorimK uddipanti].
CpapHeHine CTRYETYDEl HACTORLWEND CTAHJAPRTA CO CTRYKTYPOR YESIAHHOTD CRIMMHANEHOND QOKYMEHTS NpHBe-
OEHD B JOMOMHATENBHOM NERNoKeHAH T4,

OpHrHHaneHbi TERCT ayTEHTHYHOMS NEPEEOSA MIMEHEHHLIX CTOVETYRHEE JMEMEHTOE NPHUMEHEHHOMD
AokymenTa GHTF W 0B LACHEHKE NPHYAH BHECEHMA TEXHWYECKEY OTKNOHEHWA NPHMBEIEHE B OONONHWTENEHOM
nprnosednd 5.

MEH NEHMEREHAA HACTOALEND CTAHOARTA PEKCMEHQVETER MCNONLAGEATE BMECTO CObNMOHHBLX MEHLYH-
POOHEX [PErHoHanNEHEBX] CTAHJARTOR COOTBETCTRYIIWMHE MM HALKOHANLHLIE CTaHaapTeE PoccHidckod Tegepa-
UKH, CRBEOEHAA O KOTODLE NOMBE0EHEl B QONONHATENEHOM NpMNoHeHAr OB,

B cenan ¢ awnycrom a 2010 0, 8 neprog nyEnuaHore oBcymOeHa 0RO HYaTENLHOR PEOAKLWA HACTOAWETD
CTAHOApTa, HOBOW PEOAKUMA NPUMEHESHHOMD OpUrMHansHore gokymedTa GHTF, oTnuuyanwencs Hanuduwean
MPMAOHEHKA E «AyOuT NRorpamMMEoro oSecneseHia s, HACTOAWLE S NpUNaEeHke AoDaRnaHs K TEKCTY HACTOR-
LErD CcTaHIapTa ¥ Be0ENeHD QESHHON BEDTHEAMNEHOH NMHMER, DACNONOHEHHOR CNpasa oT TEKCTa

> BBEOEH BMNEFBLIE

Muhopuayus of USMeNaNUSY ¥ Hacmorweny cmakdapmy Tpanusyemcs @ exea0dio uadagasnoM uk-
BOOMBLUSHHOM Yiazamene «Hauuosanksele crandapmiis, 8 mMessin UIMEHeHUD U MTONpaeoK — & SXame-
CRYMD LIFaBaaMel s UNPODMALUOHHENX YEazamenay s Haulonansnsie cmandapmeis. B cnyvae mepecqomoa
{FaMENL) LA MMEHE HECMORLLE20 CMandapma coomaemomeynwae yaedosmiasue Bydem onybaukosans
@ EWEMSCAYHD uadadaanon URDOOMAULDHHOM Ykazameane yHatuonansssie cmandapmeds. Coameamomeay-
MILER UHBOpMaLUA, YeedoMISHLUE U MENCSME! DAIMELLYSOTICR MaKwe 8 LRPopMauuoneal cucmeMe ofilueao
MaNbIEARUA — Ha chuyuaneHon caldme DedepanbHos0 a2EHITCIMES N0 MEXMLYSCKIMY DESILUDOSaHLIIO U
MEMDANo2SUU 8 Cemu MEmepHaem

@ CradgapTdsdeopm, 2012

HacToAwMi cTaH0apT HE MOMET BhiTe NOMHOCTEI WK YACTHYHD BOCNPOMIBEOEH, THRAKWDORAH ¥ pac-
NEOCTOAHEH B EaHECTES OfUUBaANLHOrD Kaganua Gea paipelleHKa DefepansHOro areHTCTea No TEXHUHECHD-
MYy DEMYNWDOEIHHI0 W METPONITHIA
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EeegeHue

DokyesHT «PYKOBOASTED NG SYAHTY CHCTEM MEHSLHMEHTA KAYECTEA WAFOTOBMTENEH MEOHLMHCKHY K-
OENHE HE COOTERTCTEME DEryNHpYIoWHmM Tpebopandar,. HacTe 2. CTpaTerdA aygutax paiapaboTtad Leneson
rpynnoi no rnobanexol rapmodnaagun {GHTF) — pobpoponsHsiM cooBuecTEoM, COCTOALLMM M2 NpeacTaRu-
TEMNSA DeryIMpYIoWHMX OpraHos MeaduMHCKSH NpoMEILINe HHOCTI.

HacToAwui cTAMOART SENASTCA DYKOBSACTEOM ONA CEryMADYIOWHY OQradoR M Oprasd3aUui npoaons.
L4MX AYONTE CUCTEM MEHEIMMEHTA HAYECTED HATOTOBWTENEA MEOALMHCKHY MAOENAR Ha OCHOBE NPOULECCHOndg
NOOxXoaa & TpeloaaHHAM CHCTEMbl MEHEBIMMEHTS KA4BCTRE.

MpumeuaHdHse — BHEOHTERETE HACTOAWEID CTAHOSPTA «8YQUTe CIHEYERT a3YAWNT 8 COOCTEATCTEMS palryndpy-
HOLL FisA TFIE'ECIEEH?‘-HHI:-.

MNprMEHEHWE HACTOALWEND CTAKJapTa obecneqyBasT CReayI0lLHe NPEMMYLLECTES Dary IMPYIOLWA opra-
HAK W ORaHAIALMAM, NPOBOGALIME SYOMT R

= YNYHILEeHWE KALECTES NPOBSOEHNA AYOWTOR, BEYILEE K yIYHILEHHID CUCTEM MEHEONMENTS KAYSCTRA
WY NYSLEHAK KE3YeCcTBa NpoayELAH,

- OOCTH#EHWE GoNuWweR CornacoBaHHoCTy NPW NPOBESEHUK ayQUTa KaKk Memoy ayouTODamMd By TR 00-
HOM OprasH3aLMe, NpoBaaSuei ayOWT, Tas M MEXLY YOHTOPAMK DAIHLIX ORTAMWIALKNE, NDOBOAALMY AYIUT,

- OOCTICEEHWE Bones NpOOYETHEHOrD COTRYAHMYECTBA MENAY PENY MHEVIOLMAMK ODTaHAMK B OTHOLLSHM
AYOAMTOR,

- YBEMWYEHHE OCDEPUS K 3YOUTAM, OCYUECTANRSMLIM ODTAHMIAUKMEA, NDCEOOAWEH AYONMTEL, K NOWIHA-
HAE PEyNuTATOR QaHHLIX AYAHTOE ODYIAMM DENY NHDYIOLIMMKA CRraHanA,

- Gonee hPeRTUBHOE HENCNBIOBAHWE PECYDCOE OOrAHKMIALMA, NDOBSAAWEHE aYAMThI

- NpefOCTABNEHWE PYKOBOOALIMY YHAIAHMA ONA CTPEH, HAMEQEBRANWKMXCA pajpaboTaTe CTRATErMMK
NOCBRESEHAR AYIUTOS CUCTEM MEHEOHMEHTE KAYECTES HA COOTEATCTEUE DEryNUPYIOWHM TReDoBaHKaK.

MNprMeHeHKWE HACTOALLETD cTakgapTa obecnayreasT cnegyiolne NpeHMyLacTsa MIroTOBHTENAM Ma-
OHUHMCKAE MATEMHE

< YNYHILEHWE KAYECTES NPOBROeHA ayOHToR, BEOYILEE K ¥ MIYHILEHHID CUCTEM MEHEOKMENTA KaYeCcTaa
WY NYHLLIEHMK EAYECTRA NROAYELAM,

- GONsWYID COMMACco8aHHOCTE B NPOULEAYPax NpoaedeHHa ayQuTos i B CCyLLecTaNEHU obpaTHOR ceaan
C HAMOTOBATENAMM B OTHOWEHME MX CHCTERM MEHEMMEeHTa Ka4eCTRR, YTO IKOHOMUKT pecypck:, 0Bnerdas nog-
rOToREY K ayadTaMm;

- COMPALWEHWE YWCNEA aYOUTOR, NCESAMMED DAIHEIMKE DETYTHEYIOWWMN OpraHamy Y O0HOMD MAroToR .
TEng,

= YBSNWYEHWE DOBSDUA £ AYOUTAM, OCYLUECTRENSEME M GRrAHUIALWAMK, NDOBOAALMMKA 2YOWTE, W NEk-
IHAHKME DETYNLTATOR JaHHEE AYOWTOR DAIHEMK PECYNADYIOWMMKE DOraHam9.

K niuas. nomyHamie Beifogy, MOXHD TRI0HE OTHECTH NAUWEHTOR M NONLI0BATENEA MEBTHLHUHOKNY #3-
AR, MCNBITRIBAIOWMY BONBWYH CTENEHE A08EDHA K BEI0NACHOCTH 1 KNMHRYeckol 3 e kTHaHOCTA ME k-
UMHCKHXY MATENHA, DAIMELLEHHEY Ha DolHEE.
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HAUWOHANBHBIWY CTAHOAPT POCCHMHUCKOW ©EQOEPAUMHM

PYKOBOLCTBO MO AYOWUTY
CHCTEM MEHEQMEHTA KAYECTBA U3NOTOBUTENEW MEAWUWMHCKWUX W3OENKA
HA COOTBETCTBME PErYNUPYHLWWM TPEEOBAHWAM
YaeTek 2

CTpaTeria ayoura

Gudelines for reguiataery auditing of quakty management systems of medical device manufaciurars.
Fart 2. Regqulatory audiling strategy

fNara peegesiAs — 201 3—01—01

1 OBnacTb NPUMEHEHWA

HacToAWwWA cTangapT NEpeaHasHased gna pery nUpYIoWWy oprascs M OpradK3Iaumsin, NpoBooALYMY ayau-
Thi CHCTEM MEHEOMMEHTA KAHECTEA MANSTOBUTENGHA MEJWLMHCKHE MALENHE HA CCHORE NPOLUECCHOMD NOOXoaa
K TReD0oBaHHAKM K CHCTEMaM MEHEIMMENTS kadyecTea (oM. FOCT P HMCO 13485). Ecnw 0eATENBHOCTE CRrakHi-
IAUMA, NpOBOOAWME aYQWTel, PErNAMEHTHRYETCH DEryNMPYIOWWMKA TPeDoBaHKAMK WM TREDOBRAHMAMK K ak-
KpeaMTauMd, To CTparterwio ayguia, NpeqcTAaRnNeHHy B HacToAWeM CTaHdapTe, pekosMeHIyeToR
PACCMATDHRATE KAk OONONHEHWE K PENYNHDYICWMM TpeBoBaHHAEM HNW TReDoBaHHAM K AKKPSOWTALMK, &CNK
yenecoofpasso. HecMoTpR Ha TO 4TS aYAHT WAroTOBMTENSR MEAXUMHCKME WASENHA MOKET BENNYaTE B ceda
AYOWT Ha COOTEETCTEWE DEryRMPYIOWKs TReDoBaHKAM, HE CRAZAHHEIM HETIOCDEOCTEEHHG C MEHELRMEHTOM
kaqecTea, obnacre NPUMEHEHHR HACTOAWErO CTAHOARTE OrpaHHYeHa TPEGOBAHWAMK K CHCTEMAM MeHe-
#MenTa kadectea. oW HanwdWe JONONHHTENBMBIX PEryTIHpYsoWME TRpebosandi, [AENAIWWECA HacTii
ofnacTd ayoura, ayodTop OOMMEeH pPacoMoTpeTe, WOSHTW(RHUMDOBATE W OOKYMEHTHROBAT: OAHHBE
TRPeOoBAHKA, HHTEMPHUDOBAR KX B LENK W ERATEDHA ayduMTa.

HacToAWWA cTAHAAPRT NEHMEHHM K NEPBOHAYANEHEM KW NOATEERHMOAIWKM ayOUTaM, HO MOKET TAKKE
NEUMEHATECA K O0YIHMAM BMOaM aYOHTOR, ONUCcaHHBIM B8 FOCT F 54427, prniodan ece gononHeqda, palgabo-
TaHHee GHTF 554 B Ka4eCTEE DYKOBOLCTES ONA SRradHdIagWi, NpoBogAWKME aya9Tel. Lenyd gpyrkx ayouron
CNPELENANTCA ANEMEHTAMHA NOOCHCTEM MEHEDKMEHTA Ka4ECTER., BEOPAHHBIMK ANA NPOBESEHAA ayQWuTa.

2 HopmaTHBHLIE CCLINKK

B HACTOAWEM CTAKGADTE MCNONBICSAHEl HODMETHEHEIE CCBINKK HA CRedyKwwe CTaHIapTR.

FOCT P 400032008 Cucmesa cepmugucauiey MOCT P Pesucmp cucmes kavecmes. [Topadox
cepmuchlayuy  cucmen Mened¥Mesmsa kavecmea wa coandemcomawe TOCT P HCO 9001—2008
(HCO 8001 2008)

FoOCT P L3 5—2010 Madenus meduyurcrkue. Pyrogodemean mo UHME20anuy MpUHULITes MeHsow Mo k-
ma pucKka & cucmeany Mexedxmasma kayecmea (GHTRFSGINTSRE 2005, 1DT)

FOCT P 5422011 Pyroaodcman no apdumy cucmeld Mesedyuenma ¥ayacimad uasomaaumenad
reduyurckux vadenud va coomaemomaue pasynupyowus mpeioeanuam. Yacme 1. Ofwue mpeboeanud
(GHTFSG4/NEZERL 2008 MOD)

FOCT P WHCO S000—2008 Cucmeusl Mewedsenma kavecmas. QcHoeHEe NOMoRaHUYs U cnosaps
(HCO 80002008, 1DT)

FOCT P HCO 134852004 HMadenua Medunuycrue. CUCMEME Mesadxedma yavecmaa, Cucimem-
Hele mpefoaasus dna yened peaynupoaaxus (HCO 134852003, 10T]

FOCT P RHOOTO 145865=2007 Madenus Medulunckue. CUCMaMbl MaradWMaHma kadecmes. Pywoad-
domeo no apuraeseruia MO0 13485:2003 (MCOTO 1486092004 10T)

ManaHue ofpHUMENEHO®
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FOCT P HCO 145712010 HM20enus medulurcrue. TTousadente MeHedaManma pucka & MeduLium-
CRUM uadenuas (MCO 149712007, 10T)

MOCT P HCOYM3K 17021—2008 Ouyesdka coomesmemeun. Tpebodaxus K Op2aqasd, NpoaooRuiisd ai-
dum u cepmuburatum cucmesm Meredssaanma (HWCOMEK 170212006, 1DT)

FOCT P MO0 1807112003 Pyxoaodaue pKal2anus no aydumy cucmen Mened i derma Kavecimas
LUNU CUCMEM IKONOSUYSCKD20 Menadwmenma (OO 190711:2002, 10T)

Mpuwmeussues— Npu MONLI0SARUY HECMOAW UM CMEHDZ0MoN Yenecoo8paiHo Nposegums dedcm Bue Coki-
AOuHBE CMAHO0S0M0E & UHECDMEYLoRAOD cucmens ol lE20 TONBZ0SEHUR — HE OUUVaTaHoM cadme Pedepaneroao
ESHMCMES N0 MEXHUNSCKOM) JE2FAUSDSSHIN 4 MEMpON0EUY 8 Cemu MHMmapRam Wil N0 exee0dHo vidseasmoMy UH-
DOMMBLUCHHDM Y PREIEMens « HBUUOHSNEHE S CMAaN0 My, Momopail onyGNus0aad Do COCMOARUE HE 1 ANBADA Maxy-
weao 2ods, U N0 CODMEBEMEMEYILW UM BEXEMECAYHD UI0SEFEMaIM SHII0SMALUOHNEIM PRAZEMBNAM. cnpdnuriiassHaiM &
meryweud 2o0dy. Ecny coainowrsil cmaxsdapm 3aMeHaH [UIMEHEH]. MO NPU NONLI0BAHLU HACTRORWUM CMandapmaois cie-
dyem pykoeedcMEnsamMeECR AGMEHRNWUM [LIMeHeNHaIM) cmandagmon. Ecnu coainovasil cmandapm omueqeqs a3 18-
MEHE!, MO POCKEHUS, § XOMopoM Jana coailia Ha HE20, MOUMBHASIICA 8 S8CMY, HE FaMDESUSS0WED 3My coaiiiy.

3 TepMHHbI W ONpedeneH1A

B HAcTOAWEM CTAHAADTE NPKMEHEHE! CNE0YHLME TEPMAHE C COOTRETOTEYIOLIAMEA ONPegerEHHAA MM,

3.1 ayaur (nposepya) (audit) CUCTEMATHYECHKHMA. HEZABRCHMLIA W DOKYMEHTHPOBAMHLIA NDOLECT No-
NYSEHAA CEMOETENLCTE AYAKTa M OO BEKTHBHOND MX OUEHMBAHMA C UENED YETAHOBNEHWA CTEMEHW BoiNonHe-
HHA COrMAacoBaHHEY KPUTEDHER ayQKTa (IadMcTRoBaHS W3 FOCT P HCO 9000, nyHsT 3.9.1).

3.2 ayOoWT Ha COOTESTCTEHE ParynHpyrllMm Tpedosanuam [requlatory avditl, AyadT CHCTEMEl Me-
HEQ#MEHTA KAYECTRA C UENEK JEMOHCTRAUMKE B COOTRETCTBMA DEMYIHPYIOWHM TReDoBaHHAM.

MpumeuaHe#e — B HACTOALWEM CTAHGARTE vAYLHTe OIHAYAET «3YAWT HA COOTEETCTENE PErYNARYDLWEM Tpe-
BoBEHAAM S

3.3 HpdTepuK ayouTa [audit criteria), CoBSKYNHOCTE NOAMTHER, NPOUE0YD WNKA TReBoRaHki, KOTORbIE
MPHMEHAIDT B BUOE CCBINOK (IaMMCTROBAHG M3 FOCT P HCO 9000, nyHxT 3.9.3).

3.4 CEMOeTENECTEO ayaMTa (audit evidence): 3anyon, HanoweH e DakTos Knd Gpyras MHgopMan«a,
KOTORBIE CRAIEHEI © KPUTEDMEME ay0KTa M MOoryT OkiTe NPoRepEHbl (3adMMcTEORaHO W3 FTOCT P HCO 3000,
MyHKT 3.9.4].

MpumeuaHre— CEAIETENECTRD Sy OUTa MOHEeT GRTE KAMECTEEHHE M AIANY 0NWMBCTESHEBM W Wi ONBe3yaT-
CA ANA Q0EE3aTENsCTEE HABN mesr A ayOHTE.

3.5 OpraHMiIauWsa, NpoBEOOALLAR ayanTel (auditing organization}: Oprad, NpeaHasHaqeHHLIR QA npo-
BEOEHNA ayOHTOE Ha G336 HOHEDETHRIX PEryNHPYIOWWE JOKYMERTOE W B COOTBETCTEMK C NOCTARNEHHLIMKA 33-
Oaqam.

3.6 ycTaHaenWBaTe {(establizh). OnpegensTe (YWHDeMOaTe], ACKYMEHTADOBRATE (B NACEMEHHDA WM
INEKTROHHOA OpME) W BHEAPATE.

NMpumeuaHdHre — HacToAwes onpegenedie oTNWHAETOR OT Aonone3yesaro g FOCT P MO0 13485 (»onpeae-
NATb, D& EpEEEThIE BTkx), FO& Ha NpyUEEOSHO ﬂl:I:lh&Ll_Hﬂl'leﬂ-E anpejenaHde ABHHOM TEDMUHE @ 2M0 NPAMEHEHHAE HOCHT Mée-
HER anEHTHﬂHuh': XapaKTen.

3.7 meguyuHckoe wagenwe (medical device): Onpegeneqwe GAHHOro TEPMMHA NPUBENEH0 B COOTRET-
CTEYHAILER HOPMATHEHOR DOKYMEHTRLMH.

3.8 npouecc (process). CoROKYNHOCTE BIaWMOCBERIAHHEIX WNW B33WMOOSECTEYVIOWKY BHO0E AEATENk-
HOCTH, NEpecbpasyiolan BXxoasl 8 BeliXods (3anmcTeoeaqa 13 FOCT P WCO 9000, nyrer 3.4.1).

3.9 ocrarouHLiE pyck (residual rizk): PUcK, OCTa0WWRCA NOCNE BbiMONHEHHA MER MO YIPABNEHAG plc-
KOM [3aWMMCTECBAHO Wa FOCT P HCO 74977, nyHeT 2.15).

310 MeHegwmMeHT pucka (risk management): CUCTEMATHYECKOE NPHMEHEHWE NONWTHKN, NPOUSayYD M
MPAKTHYECKWY METOO0R MEeHeL=MEHTA ONA PeLEHWA 38084 AHANKA, OUEHUBAHWA, YNIDARNEHAA W MOHHTO-
DHHIE PACKDE (2aMCcTBaoBaHo Wa SOCT P HCO 14977, nyaer 2.22).

3.11 poxkyMeHTauWsa Ha npogysumio (product documentation): JokyMenTs, NpeacTaanaiow e coboi
BRIXOAHBIE JAHHBIE NPOUECcCa NPOSKTUPOBAHKA ¥ paspalBoTd KOHKDETHOMD WMALENHE HeIABMCHMD 0T TOrD,
BIMHHEH M JaHHBA NPOWECS B 0BNACTE NPMMEHEHHA CACTEME MEHELRMEHTA KAYECTES ORTAHHIA LKA,

Mpumevanwe—B CAINWYMHEIE STPHCANELUAAR HCNONEIYEOTOR PAdHEE TEDMUHB W ONpaisnasn R,

[ ol
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4 ObwmMe 3amMe4yaHMA NO CTPATErMK ayaMTa Ha COOTBETCTEME PEryNUPYHILWMM
TpeboBaHWUAM

MpW NEoBEOEHKA ayOUTa HIFOTOSMTENA MEOHLKHCKMYE HITENHA HeoDXOONMO CLUEHHTE 8r0 CHCTEMY ME-
HEIHMEHTA KAYLCTRA HA COOTRRTCTBME DEryNTMPYICLMM TDEB0BAHKAM K CHCTEMAM MAHENHMEHTA Ka4ECTEA 1
NpoUedypan, yCTaHOBENEHHsIM WIrOToBMTENeM. CHCTEMa MEHEOMMENTA KAYaCTES MOoMeT OeiTe OCHOBaHA Ha
NPUMEHMMES CTAMJARTAY B OTHOWEHKKA CHCTEM MEHEDHMEHTA KadecTea (oM. FTOCT P MCO 13485) vnn Ha
OPyTAX PErYNHDYIOLLAY DOKyMEHTAX.

Mpu NpopefeqMy ayauTa pPeloMeHIyeTca HCNoNeE308aTe NPOUSCCHEIR NOOXGO, NEK AToM HenaTenksHo
CEA0BATE GNOK-CXEME NPOUBCCOR UATOTOBMTENA MEAKUHNHCKMY MATSNHE.

MposeneHHe ayauTa BOMmEHO OeTe OCHOBAHO HA MEHETKMEHTE DUCEa | CROKYCHDORAND HE OCHOBHLIX
NpoUSCoas CHCTEMLl MEHELKMEHTE Ka4ecTea, HEoBX0AMMBIX ONA WAroTOBNEHMMA MEOWMLUMHCOKMK HIZEnH@,
CEXBATHBASMBY 0ONACTEM AYOMTa. AYOUTORY CNEAVeT COCLEAOTOMMTE CROE BHUMMAHKE Ha (DaKTODaX, B HaW-
DonbWed cTeneHl BOAGERCTEYIOWMY Ha G2I0NacHOCTE MEIMUMHCKKY HAOENWA, TAPaHTHEYA B TO ME BREMA
HEANEWALLYH NONHOTY OXBATA BOEX KNACCOR MEJWLMHCKKY M3Ge A, Nagnafamkil|y nog oSnacTs ayauTa.

41 Uenw

Ay OMT PEKOMEHIYETCA NAAHMDOBRATE W NPOBOONTE TaK, YToSE A0CTUYE CRE QYLLK LEne:

= OUEHWBAHWA DEIYNLETATHBHOCTA CHETEMEl MEHELMMEHTA KAHECTEE WArOTOBKTENA, BRNIOYAA CHOTEMA-
THHECKOE W De3yNETAETUBHOES OUEHKBEAHWE BEINCAHEHKA DEryNEDYICLWME TPEDoBAHKA B DaayMHO HEOD X g kA
NEPHOL BREMEHH,

= COMAacOBaHHOCTH PEIYNLTATOR AyQMTa HEIZBWCKMS 0T TOrD, KAK3A CPraqMdIaUMA KN KIKHE HHZNEN-
OyaneHLe ayIHTODEI NPOBOOAT ayauT. KOHEYHOA UENkI0 SBNAKTCA TAPMOHHIALKA M BIANMHOE NEHIHAHWE DE-
IYNETATOR ayddTa;

- DNPESEneHKA C NOMOWSID 2¥0MTa TOrD, KK MOeHTHEWMUMPYTCA W PRLAKTCA Npodnassl, CAAIaHHEIE
C MEOHLMHCKARM MIOENAEM KM CHCTEMON MEHEDEMEHTA KaYecTaa,

= NPOADAYHOCTH ayQUTa ONA NPOBSpASMOA OPraHHIaun9.

4.2 MNpopepAeMan CHCTEMA MEHEOMMEHTA KANBCTEA

Mpr NPOBEOEHKA 8Y0MTa DERCMEHOVETCA COCPESOTONMTE BHAMAHWME HE CTOMNBKD HA BeINOMHEHWH KOH-
KEETHEX TREGOBAHWA, CKONEKD Ha DEIVNETATHAHOCTH CHCTEME MEHELEMEHTA KAYESCTEA MATOTOBMTENA B Lie-
nosa. 4na Torg 4Tobel paibuTe ayawT Ha Gonee ynpaBnAemMbe 4acTd, HEoGRoOWMO KIEHTHEWMUKPOBaTE
NOACHETEMBI, NPHBEOEHHEE B Tabnuue 1.

TatnHua 1 — NoJcHCTEME WNH BRALI ABATENEHOGTH W CBRZEHHEIE C HAMK pEIOENE
oS A
1 Bmlcwes pyEOBOCTED 4.5 6 7. B
2 MpoesTepoEadne @ paspaborke r
3 DokyMedTauWR HE NpOoGYEU@I i, 7
4 ¥NpasneHws NpodysuMen M NPOUSCCaMe (EKNK4EA CTEDUNEAZEUME, TE 4,6, 7,48
M MBAEHEMO )
5 KopperTMpylwue » Npegynpexgaiiune QeAcTadA 4.5 6 7. B
6 ¥NpaanedHws 3aKyniame ¥
7 [oKyMBHTAYMRA W 38NHCH 4
E Mpougcosl, CBRIEHERE ¢ NOTpeGATAENEM )

Bonee nogpobHeE CobINKKM HA paagens W Nogpaigens FOCT P HCC 13485 npyeegersl B paagens 5 Ha-
CTOAWErD cTadfapTa. JCHOBHLIE RoJCUCTEME MOEHTUWDKUMDCRaHE B Tabnyue 1 nog Hossepasn 1—>5. Oas-
HBM NOOCHCTEMAM DEKDMEHAYETCR YOBNATE NEPROCTENEHHOE BHMMAHWE B NPOUECCe ayowTa. B kakmmx-To
KOHKDETHEIX CHTYALWAK MOWET NoHagobMTeCR DACCMOTDETE B KAYECTBE OCHOBMEL NOECHCTEM QPYTHE NOGCHE-
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TeMel. Hanpuep, ynpasneHwe sakyneamy peroMedayeTcd pacocMaTpuBaTE Kak CCHOBHYIO NOOCWCTEMY B
CNEOyWKE CIiYHanx.

= ECMW WATOTORKMTENL 33KYMAET rOTOBEIE MELHLHHCKHE HAOENWA,

= BCAKW MArOTORMTEN: NEpEdaeT CTOROHHEMY WCHONHWUTENC BulNONHEHHE TAEWX OCHOBHLEX NDOUECCoR
WK YNy, Kae NPOSKTHpOBaHWE W paspaboTea, NPOUecCH MMIHEHHOMD UWENE NPoaykuMK, CTEpUnHaaUCqa
Woap..

= BCMNK HAFOTORKTENL 3AKYNAET OCHOBHEIE KOMMOHEHTEl M yank.

4.3 MNoaxok & ayanTy

CylecTByiOT PAIHEIR MOAX00L K NPOSSIEHAD aYOMTA, HANDWMED, (CEEDKY BHMAK, ¥CHUIY BREDNH, KOM-
BHHMPOBAHHER NOOXOE W YOHT KOHKPETHOID WILENHa.

Hagnesxawsid nogxod cnegyeT BefpaTe B J28MCHMOCTH OT UMK W NPKYMHE NPoBE0EHKA ayauTa.
Ecnud B NnpoUyecce ayduTa He pPACCMaTPHEAINTCR KakHE-NRG0 HHUKOBHTE, TO NEeAnoYTHTENsHES BEbpaTh
MoOxon «Cceepxy BHAs: . Takol noaxon oGe4HO NEAETHEYIOT NEW NPOEEOLEH KM NEPBOHAYANEHOMND 8Y QWTa.
Ecnd ayauTr BEAOYae8T B cebA pacCMOTPeEHWE BOIMOMHOA CYIWECTEEHHOA Npobnemsbl BeIonacHoCTH, To
OBRIMHO NPAKTHEYICT NoAXCA «CHHIY BEepx:. ONR NnpoedeHHA NoATESDHOA0WETD 8YOHTA MOKHS MCNON k-
IOBATE KOMGHHHPOBAHHEIA NOSX0L. AYOHT KOHEDETHOMS WAOENHA NOIBCNAST OUSHHTE BIaWMOOBACTRME
MEHOY NOACHETEMA MK

Mogron *CREpKY BHKAY, KCNONE3YEMBIA 48 NPOBELEHNA 3y AWTa, HAYKHABTCA C OUEHHBAHWA CTRYETYDLI
CHCTEMB MEHELHMEHTA KaYECTED HAMOTORMTENA W &E NOLCHOTEM. BRlCLUETD DYKOBOOCTRS, NDOEKTHPOBAHKA W
paspaboTEd, QOEYMEHTALMK HA NPOOYKLKID, YyNEABNEHHS NPOOYKLUHER ¥ NPOUSCCAMK, KOPDEKTHRYHILMY ¢
Npegynpesdakwis JeAcTesd. BolGparHsle NogoecTemMsl aHanHadpyioTea 4NA Toro YTobel YCTaHOBKTE, Kak
HATOTOBWTENE BRNOMHAET OCHOBHEE TREBOBAHKA NOCPELCTROM ONPEOenaH us, oKy MEHTUDOBAHKMA W BHEODE-
HWA COOTRETCTRYIOWHX Npoueayp. BamHo oTCNes EaTE NPMMEHEHWE NPOUSCCHOMD NOOXOOE KAk K CHCTEME
MEHELHMEHTS KAYECTEA B LENOM, TAK W K KAMO0H 88 NOACHCTEME, HEaNPUMED, MCNoNsLAYR Wwekn PDCA {nnaHm-
POBAHWE — OCYILECTRNEHNE — Npoaepka — aslcTede) (ch. 4.4}, MNpyseqan noaxod acEepxy BHMas ayQuTop
OCnHE NoATEEDONTE, 4T HATCTOBKMTENE PA3Ra00TAN HAOMEKALWE MPOLEIY P # NONKUTARY. [NA aToro ayou-
TOD QOMEEH NPoaHANMIMPoEaTe CBMHOETENLCTEA ayOuTa, BEAKYAR 3anWcH, B UeNAX BepddiHiaume
PEYNLTATHBHOCTH BHEADEHWA WIrOTOBMTENEM paipaboTaHHeE NONWUTAEM W NpoUeayp W COOTBEETCTEMA
CHCTEMbl MEHELMMEHTA KAYECTEA PEryNADYOWHM TReBoBaHHAM.

ONUcarHLii Noaxo0 ABNAETCA SORHEM ONS BCEX CTOROH, YHACTEYMILWE B CHCTEMATHYECKOM M NpoIpay-
HEM NDCUECCE Y 1T BEMyMWDYIOWHE OBraHdos, 0praHuaaL ki, NOCBSOALLIME AYOUTR, W HAroToBUTEnel. SaHa-
KO DEHHLIA NoOAXOO HE NOIBONRET CPOKYCHDORATE BHHMAHWME HA KOHEPETHOM HagEen M.

Mogxog «CHWIY BEERX Y, HCNONBEIYEMBIA ONA NPOBELEHHA AYAHTE, MORET HMETE B KAYECTEE OTNPABHON
TOHEN NpoGnesy 8 oBNacTK ka4ecTaa, Hanpumep coobleH9e o HetnaronpUATHOM CoODBITHH, NPOMI0WE LM
C MEOMLMHCKMM WAJEMAEM, HITH O HECODTEETCTEVIOWEA NPOOYKUHEA. TaKkan obpasom, ayauTop HaHWKasT pa-
BoTaTe «CHAIY: W NPOXOOWT BECh MyTh *BEEOXD Y8083 CHCTEMY MEHSIHMEHTA KAYECTEa WIroTOBMTENA
BANCTE 40 OTEETCTESHHOCTH BLICLWErD pyEoBOQCTES. JanHbIH Noax00 NoIBONAST SLICTRO NONYYHTE NpegCTap-
NEHHE & PEAYNLTATHEHOCTH BoiBRaHHBIX ANG ayOHUTa NOOACHETEM W NEoUEcCcoR, Ha YHRUHOHWDORAMWE KOTO-
polx MOBMWANG KakaA-TO KOHEpETHaa npobnewa o ofnactd KaqYecTBa. W O NPMYKHE(aX) BOIHMKHOBEHHA
npotnemel &8 obnacty  kadectea. [pW WCHONBICBAHKK  OaHHONS NoAXo4a TRYOHeE OnNpenendTe
pEIYNLTATWBHOCTE CHCTEME! MEHEOHMEBHTE KIHECTEE B LUSNomM.

TpeTwid nogxod NEeJcTaenAeT cobor koMEHHALKIO NEDERIX OBYX. AyACTOD HAYWMHAET C AaHANWIA BEDXHE-
o CNOA CHETEMBl MEHBMMEHTA KAYECTED (CREDXY BHIZ), 3aTeM NPOBOIMT aYOHT HEKSTODBIX ANSMERTOR CHUC-
TeMbl (HANDHMMED, NPOUSCCA NPOKABOACTEA] M B UTOTE BeLHUUKDYET COOTEETCTRWE NPOBEQEHHLIX NRoUEIYD
(cHray Bepx). MpusaHeHe K0MOHHMPOBaHHCTO NOJXoaa YacTo Gonee apesTHaND, YaM NOOX0008 KCEEDXY
BHWI® WK $CHWAY BBEEE: N0 OTAENBLHOCTI. DaHHb NOOX00 Tamke 4acTo SENASTCA Gonee riKkuM Np| Moccne-
OCBAMWK EOHKDETHER NpoBnes, CBR3aHHLIX ¢ OUSHMBAHWEM De3yNbTATHUBHOCTA CHUCTEMbl MEHELHMEHTS
HEYECTEA WAFCTOBHTENA.

MpH ayOUTE KOHEDETHOMD K3OENKA ayaWToD BREEWDasT 0OHO MESWUMHCKSE MATENHE, NARTHE KNK CE P
W WAYHAET KWCToPMKD JadHora ofSpasua [QadHoA BeIGODKK) Ha NDHMERE PasHEX NDOUBCOOR CHETEMBl MEHE -
HMEHTA KAYSCTES (MNAHWPOBAHKE, NECEKTHDORANKA W pa3paboTEM, 3aKyNoK, NPOWMIBoACTES, YNaK0BLBAHHA,
pacnpegensHna ¥ 7. 4.0, 370 Heodxoguo genate NMio HaYWHAR CO CTAgWK MNAHKPOBaHKA W NPCLBMIaACE
Bhepeq. NMGo NpoaBMranscs Hasan oT CTaaMH pacnpegensHva. Kpome Toro, Beifkpan obpaley © HagecTHOMW
NpoBNeod, ayauTop MOET TAKKE BENINHWTE B ayOHTODCKOS 32KMOYeHKE NOOCUCTEMY KODDEKTHRYIOLMY |
MpEYyNPesaakwEs JeRCTRIRN.

4
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4.4 NpousccHbIA NOAXOS K ayauTy

PaaynkTaTMBEHAA CHCTEME MEHELMMEHTA KIYeCTEa ABNSETCA MEXaHUIMOM YNEIBNEHKA, CNOCobHLIM
NEEAYNPEHROATE ¥ BEIARNATE OTKNOHSHKA ¥ MWASHTUEDHLKPOBATE NEWYKHE ATUY OTENOHEHHWE. Janee peaynesTa-
THBHON CHCTEME MEHBMMENTS KAYSCTEA CReayaT oDEcneynTe MOSHTUWKALNG, OCYLLBCTENEHHE M DEIYNL-
TATHUEHOCTE KOPDEKTHREVIOWWY W NPegynpesaaclinys  JedcToud. AYOUTORY PeHOMEMOYETCR OUSHWTE,
CTRYETYRHPOEAHE N NPWMEHAEMEE NOGCHMCTEME K NPOUECCS] CACTEME MEHETEMEHTA KAYBCTEA KaK CaMOpe-
ryMApyereE, YNpapnAe sl NPoUScCk M REMAMTCA MM OHW pe3ynbTaTHaHsid. FOCT P S0 13485 noMoraer
chOpMyNMPoBATE CNEAYIOWME GCHORBCNONAFAOWLME BONDOCS!, OTEETE HA EOTOREE MOMYT BulTh NONYYeH:L B
NpoUecoe ayguTa.

4.4.1 MNnasnpoBaHde

Paapafotan Nv waroToauTenNs 8 COCTEETCTEMM C PENYNARYIL MMH TRES0BAHWAMK LENW W NPOLECCh!, HE-
obxoarMsle ONA GOCTUMEHWA Bro CACTEMOMN MEHELXMEHNTA KAYSCTRA TReOYeMEY De3yNLTATORY

4.4.2 OcywecTRnaHKa

PyKopoAcTayeToa N WaroTOauTenNk B CR0eH NeRTensHOLTH CUCTEMOR MEHEI¥MEHTA KadecTaa?

4.4.3 Mpoeepka

ParynapHo Nid OLEHUBEET MIFOTOEUTEN: NPOUSCSCE CUCTEMEl MEHEIMMEHTA KAYECTEA M PEIYNSTATE W3-
MEQEHUA B COOTEATCTEWH C pa3paboTaHHLIMK UENSMA 1 PENYIHEYIWMME TReD0sasHAMH 7 DUSHHBAET N KMa-
FOTOBUTENE PEIYNETATHEHOCTE CHCTEMEl MEHSOMMEHTA KAYECTRA YepEd IANMAHWPOBAHHLIE MepUoabl
BEEKMEHNH NOCREACTACK NEORAAEHHA BHYTREMHAX aYIWTOR, AHANK3A CO CTOROHSLI DYENBOOCTEA M T 0.7

4.4.4 Nencreue

OCylWecTENAST N WATOTOBWTENE PelyNETATHEHLIE KOPDEKTHRYICLWIWE 1 NPedyNPedIaoLMe JeRCTEHNA B
UenAx 0BeCcnadeHMs BHCOKOTD KAYECTRA MEJUUMHCEHX MANENHd M MY COOTEETCTEMA NDHMEHUMLIK JAK0HO0A-
TEMNBHBRA W DErYIMDYIOLIMM JOKYMEHTAMT

4.5 Buibopka

AyOHTODEl MOTYT OCYLUECTENATE BeBOpKyY, OCHOBRIBAACE Ha GakTopax, ¢ HadbONbWed BEPOATHOCTEID
BOAASHCTEVIOWWY Ha BRaonNacHOCTe NPHMEHEHKA MEOHUMHCKSO Wagenus. Mpu NRaHMpoBaHnA ayYaUTOR CHe-
TEM MEHELHMEHTA KAYECTEA (CM. TaHe 4. 6] ayauTopas HEoSX0 QWMo PACCMaTPHMEATE MHOMME aKTODk {Ha-
npusep, SbnacTe ayauTa, KNacchpuEaumio MEeJHUMHCKOND HE0ennA, CNoMHOCTE MEdHUAHCKOMD H3genna,
NEedyCcMITREHHOE NDHMEHEHWE, NPAMEHHMEIE PEryIMEYIoWKMe TReDoBaHKMa, PeayNeTaTel NPEOBLLGYWME 300
TOR # T. 4.). Mo®eT BOIHHKHY T HEOSROQWUMOCTE B NPOBSOEHWH BelGopKl BHYTDH RAMI0H NOQCHCTEMBI, ANA
TOMD 4ToDE OUEHWTE PEIYNETATHEHOCTE BHEADEHMA GAHHOH NOOCKMCTEME (M CEAIAMHEIK C HEA NOQoUCTEM).
Ona cnpefensHyd COOTEETCTEVICWME DaIMEDOB CTATHCTHHECKSH BuIGOPKA MOMHO WCMONBEICBATE Tabnm-
Ukl A1 wiank A2, npuRegeHHsLIe B NPIRNCEEHKA A

4.6 MNnavapoBadle ayouTa

B gononuedse £ Tpedoeadnas, npreeiesdsm o NOCT P 54427, perosMeHdyeTon PaccMOoTpeTE ChedyK-
WiKe farTopl:

= WHDOEMALKMKD, NONYYEHHYI0 0T HITOTOBMTENA;

= NPOOONKHTENEHOCTE AYOKTA, 870 NEPHORMHSHOCTE W NDAMEDHER DACYET BREMEHK NPOBEOEHWA AYOKTa
Ha MECTE.

COoTaneHee QakTopsl, KOTOPRIE HeohXoOMMO PACCMOTRE T, NDHEEOEHE! B PA3NENe 5 HACTOAWETD CTakH-
gagpTa.

4.6.1 MuipopMauMa, KOTOPYIO HEOBXOOMMO MNOMYyYMTE OT HATOTOBRKTENA

Ha cTtagui NNaqHdpoBaHKuA PEKOMEHOYETCR 3aNDOCHTE CReOYKOLWYKD HHEODMALKID 0T HAraTeRKMTENA, ANR
TOMO YTODE CNPEedendTe NPOOCMKHTENEHOCTE ayaMTa W pazpaboTaTe NNAaW ayaoMTa B COOTEETCTEHK C
FMOCT P 54429, nymer 7.1.2:

= OPHUMANLHOE HAWMMEHOBAHKE CDMAHWIALMH-AIFOTOBUTENA M BCE 8 NPOYHE HAWMEHOBaHKA, 82 ag-
pEC, 8 TAKKE CTRYRTYDY OpraHA3aumi,

= HAWMEHOBIHWE NPESCTABMTENS, KOHTAKTHLIA TenedoH, faks v agpec NeKTROHHONR NoYThI,

= ofles Yacno CoOTPpYOHMUECE (BO BCEX CMEHAX), NoNagarwms Nog ofnacTs ayguTa,;

= HOMEHKNATYDY WM KNacc Ge3onacHOCTH HaroTARNMBAE MY MEJUUMHCEME Magendd [knacs beacnacHoo-
TH MEQALHMHCKOMD MAGENKE MOWET OTNHHYATLCA ¥ PEaHLIX PEMYNHPYELWME Opradas ),

= BAOEI NPOOAHHBN HHNH MNAHMPYEMB K NPOOEHE B CTOAHL H/ANH PEMOHE! MEOMLWHCKNY HIGEnrE,
peErynApyRWse TREGOBAHWA KOTOPLIX A0MTEHb BbiTe OUEHEHSI, BEMIOYERA NONHBIA CRMCOK 3BTODMIALMA [Hanpu-
MED, MALEHIHA), BEIQaHHLIX HA PACCHMATDHBAEMEIE MELHUHHCKAE HIDENHA (TO8 NPEMEHHMO),
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- MBCTONOANOGHEHHE W BYHELKA K2HO0H NPOMIBOOCTESHHCHA NNCWAOKA, BEMKYEHHOR B 8Y0HT,

- CMACOK BUOOE OEATENLHOCTH, CCYLLECTRNABMBIXN HA KAMOOA NMOLWa0HE;

- CN2UXansHLle NPoUIBCOCTREHHEE NPOUSCCs, HANDUMMED DalpaboTka NporpaMMHore ofecneqeH3a,
CTEPHUNMIAUKA KW T. A,

- Nepedeib MaTEDHAN0E K YENYT, NOCTAEMNAEMEE HAXGONEE AHAYUMBIMKA NOCTABLMKAMK, M WX MECTOHA-
KOWOEHME, 8 Takke cnocod ynpaanesia NPOUECCamMK, NepedaHHLIME CTORPOHHER OPraHHIaLUH;

- BCE WMEHWWECA PESYNETATE AYAHTOR, NPOBEASHH B QDYTHME OPFEHAIALUWARK, NEK HANWYKWA COOTRET-
CTEYKIWLEND PaspeLIaHHMa;

-« BOMACHHOCTE MOHTAME MK 0GCNYHHBAMKA MESHUMHCKMR AILENMiM;

- CBEAEHKE 000 BCEX HAMEHEHWAK, NDOHIOWEAWWX OO BREMEHH NDOBELEHWA NOCNEAHETND aYQNTA, SCiH
TARKOBOE HMENK MECTO.

4.6.2 OnpegensHie NPpogomMATENLHOCTH ayOWTa, 8ro NepuodMYHoOCTH W NPUMEpHLIA pacyeT
BpeMEHd NpoBedEHHA aYAMTa HA MBCTe

4621 MNepruoguyrocTe ayguta

MeproaMYHoCcTE ayauTa 3aBKcHT OT akTopoR, npueegerHex B MOCT P 54427 nogpaznen 7.2, a Takses
OT DEryNApYIOWM TReDoBaHHE U NPEQLICTODHK MAFOTORKTENA.

4.6.22 MNpooonsuTensMOCTE ayauTa

MpCQoNHHUTENEHOCTE AYAMTA OKAILIBAET CYLYECTRBEHHOE BOACHCTEME HA DETYADYHIWKE OpraHs ¥ Npo-
MEILUNEHHLIE CTOYETYRE B 33BMCHMOCTH OT MCNONBIYEMELX DECYPCOR, 3 TAKKE OT NONHOTE OXE3Ta SyaMToM W
TWATENEHOCTH 70 NPoBelEHHA,

MEoEOMHETENEHOCTE AYAMTa JABMCHT OT TAKHX DAKTODOCE, Kak olNacTe ayamMTa, Len M KOHEDETHLIE pe-
MYNMPYIoWKe TpeboBaHKa, COOTRETCTEHE KOTOPbIM HEODXOAHMMO OUEHNTE, 8 TAKKE OT HOMEHENATYDLI, KNacea
GeaonNacHoCTH, CNOMHOCTH MEQHLWHCKME MAOENWA, DASMEPOB W CNOGKHOCTH CTOVETY DR OpraHH3auMK-HaroTo-
BATENA. ECni CReuqansHs HE Orosopers, TO Nepeddcne HHse akTopsl OTHOCATCA K NERBOHAHANEHEIM W No-
TEEDHOAMK MM 3YOKTaM,

4.6.23 BlavmOoCBAZE MEWOY NepHOQWUYHOCTEG W NPOOOMEHTENEHOCTR y0MTa

MpoZonHEUTENEHOCTE 3YAHTa 3aBMCHT OT &M NECHOGUHHOCTA. Hanpumep. GailoBLiM YpOBHEM ABRNASTCA
EMETOGHD NPOBCOLUMER ayauT (cs. FOCT P HCOM3IK 17027).

4.6.24 Merog onpefeneHid NpoaonHuTENEHOCTA ayonTa

Ecnu opradnaagna, Npoeodflas ayd9Tel, MNaH pyeT NpoBene e ayouTa, TO ayOdTORCKON Moy nne crie-
OYET NPEdCCTARMTE QOCTATOMHO BpEMEHA GNA Tore, SToDkl ONpeoendTe COOTRETCTEHE CHETEME] MEHEIHMEHTS
HA4ECTEA WIMOTOBMTENA NPAMEHAMEIM DErYIMpYIoWMn Tpeboeaduar. Ecnr Heobxogumo QononHnTensHoe
BREMA GNA TOM, 4To0E GUEHWTE COOTRETCTEHE HALMOHANbHGIM MMM PErMOHANEHBIM DEryIKEYEWKMKM Tpedopa-
HHAM, TO 3T HEOBXOOAMMOCTE A0NHHE SRiTE oBoCHOBaMA.

Hanpumep, Ona onpedenslind Baiosod NpoLorEdTENsH0CTH NEPBOHAYANbHEIY AYOUTOR HA COOTRET-
CTEWE CTaHQapTam cepum FOCT P HCO 9000, wamepsemol B 42n0oBeK0-0MAX, MOHD WCNoON63I08aTe Tabnuuy
Wa MOCT P 40002, Mockoneky Jaddan Tatnkua He NEegHasHaqeqa HeNocpecTeeHHo ONA Hy D 3y QuToDos
MEOALMHCKHY  WAOENKA, pPeKoMeHgyeTcR: J00aBWTE JONONHMTENLHOE BREMA ©  y4eTom  TpedoBaHAA
FOCT P HCO 1 3485 v perynupyrcw iy Tpebosanui. JadHsiid cTAaHgapT MOKHD TAKKE DACCMaTPHEATE KaK PyKD-
BOQCTED ANA ONQDefeneH A NPoJonHHUTeNsHOCTH SRYTHE BAG0E ayIuTOB, HanpuMep NOOTEE DHOAIWMK 3y
TOE.

YEEnuHeHHoe BaioR0e BpeMA BKNKYaceT B ceba Bpema ONA NooroToREd K ayoqTy, NpegBapuTansHong
AHANKAA AOKYMEHTALMK CHCTEME! MEHELEMEHTS KAYECTEA W COCTARANEHWA oTHeTa. B HETO HE BXOOWT BEEMA,
HeoOXOOMMOE ANA SHANMAA NAKETA NPOSKTHON JOKYMEHTALMK, MAYYEHWA THNA, NPoBEPKKY 0000peHMA BeiNyCkKa
HMAOENKA B NPOOEY M ARYIAX NoQoDHLIX BMO0E QEATENLHOCTH, HO BXOOMT BpEssA, HeoDxoduMoe GNa oueHrea-
HWA JORYMEHTOR HA NPOYEUKWE Ha Daze 0Gpaiua, eeidpadHoro gna ayadta, Yeenwuesnoe Saz0e0e spea ona
NEEEOHAYANEHOMD aYQUTA PEKOMEHOYETCA KODPEKTHROBEATE © YHETOM ODYIHME BHOCE ayIMTCR 1 RakTopoR, Npk-
BEOEHHEX B NPWNEEEHKA B, KOTOpLIE MOryT YEENKYHEATE WK YMEHLLWATE YCTAROBNEHHYD NECGLONKUTENE-
HOCTE ayiWTa, HO ToNeKS echnd TReDoBaHWe yYeTa JaHHex PakTopos COQepMMTCA B NPWMEHAMEBX
PETY A DYWL MR DOKYMEHTAX.

4625 MNpuMepHBER DACYET BREMEHA NPOBENEHWA aYOUTa Ha MeCcTe (B NpoueHTax)

MNpMMEQDHD paAcCHMTaTE BPEMA NPOBEAEHHS ayoMTa Ha MEcTe (B NEousHTax) ONA pasHeX NOOCHCTEM
MOHHT O NOMOLLEERY TAEMALRL 2.

G

FOCT rocCTP54882-2011 Crpanuua: 10/32

ERI[dd GostExpert.ru


http://GostExpert.ru/gost/gost-54882-2011
http://GostExpert.ru
http://GostExpert.ru

FOCT P 54882—2011

FTeGnuga 22— MNpeMeEgHsIA PECHET BPEMEHN NPOBEGEHARA AYANTE HE MECTE (B NPOLEHTEL]
Mpmraeproes
Magoucrama apamaA Mpume sz me
PRCCYMTAMMDOD
Ha mEcTe, 3
Bricwes pykoBoOQCTED E—10 -
MNpoeTapoaad e @ paipaboTda 0—20 FEEHCHT OT peryndpylRe TReSoBaHuA
OokyMeHTAUMA HE NEOSYHSH D 5—20 —
YNpagneHne NPoSyRLHER W NPOWSCoaMK 20—30 —
KopoesTHRyRWHE W NPeqynpesnao ve 10—350 -
AEACTENA
YNpABNEHWE 33 KYNKAMES 5—20 FAEMCHT OT NPOUEHTHOND COOTHOWEHUA W BAXMHOCTH
EMOOE O8ATENsHOCTH BHEWHETD HATOTOBMTENR, C KOTO-
Phisd ZEKMNSYEH KOHTDAKT
OokyMEHTELWA W ZENWCH 5 —
MNpoueccsl, CEAIAHRBE ¢ NOTpeGHTENa M 5 —

MpusepHoe BReMA NEOBE0EHUA AYOMTa HA MECTe, PACCUMTIHMHOE W BRIDAMEHHOE B NPOUEHTAX, DyaeT
PAINAHATLCA B 33BMUCHMMOCTH OT Chegyiowmy haxkTopas;

- ofnacTy ayowTa;

= HameHeHHHA rpadiMia;

= HeCGxoAWMMOCTH NONYYeHWA HHEPOPMaEUKMK HA YIANEHHEX NNoOWAOKaX.

4.7 PYHOBOOCTEO MO MATEPHANLHO-TEXHWYSCKOMY OBBCNeYeHHIO ayauTa

OnA okasaqdA NOMOLLIA ayOMToRaM B HAONELAWEM NPOBEOSHKK ayOWTa DEKOMEHOYETCA DACCMOTRE TR
CIEAYIOLWNE MOBMEHTbI!

< MAMEHEHKA, NMPOWMABENEHHEIE MITOTOBMTENEM, ECNM OHY OTNHYAINTCA OT PaHee Ia8BNeHHbIX [Hanpu-
MEp, MIMEHSHWA B CTPYKTYDE OPraduaaumi, B CUCTeME MEHEINMENTE KAYECTED, B TEXHWYSCKMX COeOCTEAX,
NpoUeCCax, H10anHAx), NPEOCTARNEHHEX Ha NPEIBADATENLHOM CORELIANKA,

= COMAacoBaHve rpadrxa NPoBEgeHWA W NPOSOMMHTENLHOCTH aYIHTa MEROY WCNONHATENEHEIM PYEOBOI-
CTBOM NDOBERAEMOR OPrasMIaLMA M OTEETCTESHHLIM NPEACTARMTENEM OpraHMIaLMK, NDOROOALLEN aYOWT;

= DEIDTNAaraTeNkHBIA KOMTPOMNE paG0oTel HAD HECOOTRETCTEMAMK, BLIABNSHHBLIMH NDK NEPORELEHHIA NOCNE0-
HEMD AYOWTA, ANA ONPEOENSHIA PESYNETATHEHOCTA NPOBEOEHNA MATOTORMTEMNEM KORPEKTHRYIOWMX OSACTEMA;

- AYOMT CKNana roTosoid NpoaykuaW Ha NepeoHaYansHoM aTans NposeaaHKA ayauTa OnA BeGoprd ofb-
PRILOE C UENEI0 OCYWECTRNEHWA 0aNsHEAWER NPOCNEXHBEARMOCTH [HANPWMED, HECOOTRETCTEYIOLLMX MAT2E-
ance, IaNKUCEA, OTHOCALYMXCA K NALTHK MA0eniA, ¥ T. 4.0

< DCYLWBCTBEMEHKE NPOCNEMKEIEMOCTH HA NEQROHAYANEHDM ITANE NPOBEOEHNA ayIKTa, NOABONACWEes
BLIDPATE HANPARNEHWE NPOCMEMHEISMOCTA — BNEpEd MK HAZAN — 1 ODeCNeYMBAMLLGE MATOTOBKTENK OoC-
TATOMHO BEEMEHIA ONA OUSHWEAHWA NOCTYRAOWEA KHDoDMaLMIA;

- NOATEEEHOaOWWE ay0ATel MOMYT GolTe CROEYCUDOBAKE NWG0 Ha NPOSKTUPOBaEHAW, NWAS Ha NpoKa-
BOOCTEE M CEBRIAHHLIX © HUMK BHOAX QeATEMLHOCTA, OHM QONMMHE TAKME YYMTHBEATE Takue hakTopkl, KaK Ho-
MEHENATYDE MIAENKA WHNH cONacTe CEpTHRHKALMK,

< NpW NPOBEeOeHKM KaXO0r0 ayouTa cnegyeT paccMaTpreaTe BHYTREHHWE ayOuTe, #anobu, KoppekTi-
PYIILLME M NPELyTPEMIAI0LHEe BEACTEAA W AHanKks CO CTOPOME PYKOBOOCTEA,

- OOKYMEHTAUMA MO PE3yNETATAM aY0NUTa W TOEHUHM Mo OEOHYAHMK 2y 0N Ta NO3B0NAT MYyYLUEe NOMATE CH-
TyaLMKD Ha NPUMEpaX, PACCMATRHBARMEIX B X008 AYOHTA;

« DUEHMBAHWE CUCTEMEl BHYTDEHHED aYQWTa K KOHUY ayOMTa NDIB0NAET MIDemaTs NpenyGeiae ks co
CTOROHE! AYIHTOROE,

- CHTYALUWA Ha MECTE MOKET OKa3ATE BNHAHKE Ha NOCNE0OBATENBHOCTE AGHCTEMI NDW NDOBEAEHKK 2Y-
OuTa, ee cnegyeT YYMTRIBATE BO WIDEMaAHHE NOTEDM BDEMEMN.
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Mepe4UWcneHHbIe Bullue DaKTopkl PEKOMEHOYETCR YYWTHIBATE, HO aYOWTORCKIA IPYNNa MOMeT Npoeo-
OMTE 2YOWT NOSCHCTEM CUCTEMEl MEHBDMMEHTE KAYECTED MArOTOBHTENA B MBOR NocnegoBaTensHOGTH.

4.8 Canam

MoooMCTeMbL, TERISHHbS C MPOUSCCE MW ENIHSHHOT LMK NPomymiMH

| e er— [omyseHTRLIEY Vipanmm gt ey
upmapafona [ 0| Wmpomecses [ m: " -m

Batoumes KoppeeTpyalLe AaxymHraups MNpousca,
TR eG L = R HE
PAROBOICTRC ) el U S T MOTseTaem
BonouoraTanbH bR NOKMpDLSTTH

PucyHor 1 — Mpumepe canzed Mexdy NOSCACTEMAMK

MpumevwaHwse — Ha pRCYHES 1 NPEOCTEBNEHE OCHOBHLIE CEAIW MEXOY NOSCHCTEMEME, C-'!.'J.IE'GTB}'ET MHOro
Opyrds CEAISHA (HanprMep ofipaTHas CER3E C NPOUSCCAME XM IHEHHOMD UNKNS NPOOYHYUK W CERIM MEMOY BCNOMOraTenk-
HelkMHA NDOGECCEME )

HecsoTpa Ha To 4T0 BONBLUESSE YACTE BPEMEHA ayaWTOR0R YXOOWT HA HCCNedoBaH e NPoUeccoR BHYTDH
MNOSCACTEM, BaHO NOMHWTE O CERIAK MEHOY NOOCHCTEMAMK M CEAIAX MEHOY DIINWHHLIMK NPoLEeCCIRMK.

Mpuweps

1 Koppesmupyhilgue b npedynpesdamujue dedcmaws U abicilues pykosodeman: dogedenve do ceedeHun
guicWeso pykosodemeas UM oPMALULE O HOSDeRM UDYOW Uy & npedynperdaowiux dedemauny dne aHanUua co
CMOpoHEl EbiCiEs0 pykoaademaa.

2 ¥npaanexue NOOEKMUPOEEHYEM U DEIPAGoMEOD U FRRaENEHUE 3FKYIRAMU! UENOMEI08AHUE GaX0dHBIX
daHHEL X NPOEKME NR OYEeHUBEHUR E0IMOKHEIX TOCAGUIUKOS MEMEDUANOE U KOMAMERM o wuy o doaederue
do caedeHuR MOCMAELW URDS KOHKDEMHLIX Mpefoganul K I8KYMKAM.

3 Baympuy kexdozo NDOYSCEE 820 3M ANkl ofLIMHO CER3GHE Werdy coliod, mak kar asixod adhoze npoyec-
ca ofpazyem axod cnedymwwess Npoyecca.

4 Huem e MEKKe HEXOMODBIe oveaddHbie caATH Mendy NpoueccaMy epixod NPOUECEa NEOEKITUDOES-
HuR Gydem axodom Apoyeccs Apouisodcmes Jmy cariy Heolixoduwo npogepRine He olioux smanay ayduma (e
DIHHOM CAYHAE — NQOENMUDDEEHUR U Npousdedemaa) ¢ yener nodmaepydeHUl HaNUYUR danvKHol canau u dyHk-
UUOHLPOGSHUA CUET eMb) MEHedRMerna Ravacmeas kax eduHoao Yenoao.

5 Opyeve caaiy Mo2ym OeiMes Menes oveaudHeIMy, Ao W Maswe veolxodumo nodeepeames aydumy: HE-
AouMep, Mgy ofHapKeHuy Hecoomaememayried npodykyuy cpedy romosol mpodmesMs Hecoomeememeun
MOMEN 3AKNIOYEMECA & XPaHENUY, RMpoUlaodemes, aroHYamensyal Npoaepre AL NPOEKMUPOEEHIL.

6 Cyuiecmaym makwe cemiu Mexdy nodcucmeMaMu’ HANDUMWeD, ecmy JedesMHEIE KO MITE KT W ue
FOCMyNaMHm & NpouieodemseHHBIe NoMew eHuR, Sydem Ay NpuNuHoD 3MoMy TOCMASEIUK, ROHM PONL MDY THY-
eMie, owulounere denneie, ApedocmasnenHeie MOCMESLIUKY, UL MpOeRMupogaHue? B manowm cnyyae mpedy-
SMCH AU BM CUCKTEME WeHEdMMEHTE KEYVSCIMES UI20MOBUMENR oA aMeTs eIl GMYEnt 0 ROPPER LDy MY LY U
npedynpesdamwuy defemauns?

5 MNpoeepAemMmbie NOACHCTEMEI

MpopegeHde ayOWMTa K40 NOACHCTEMEl NPECAEIYET KOHKDETHYID Uens. MNMNad aygnuTa kamacd nog-
CHCTEME DEKOMEHOYETCA Da3palaTHEAT: Ha OCHOBE NPOUSCCHOrD Noaxaga (oM. 4.4) Tak, |4Tobel OH YOO0B-
NETESPRN NOCTaBNeHHBIM Wenas. B faddeld nnad cnegyeT BenodaTe NOSTEEEROSHHE COOTRETOTBMA
TReBoRAHKUAM, NPEQLABNAEMEM K KAKO0H NOQCHCTE ME.

g
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MpW NpoOBESEHMMK aYIHTa HA COOTRETCTEME PETYMPYIOWUM TReloBaHHaM Ha NEPOTAREHMA NPOLeCCoR
HUIHEHHOND LMKNE MEOUUMHCKOMD MATENHS NPRMEHSKT NDAHLANE MEHEOXMEHTA DUMCKa, KOTODLIE CNeayeT
HCNONBIOBETE ANA WOEHTADHEALAA 1 pRleHWE Npobnew GeaonacHocTH. Ay OWT BROCE OBATENBHOCTH NO WS-
HEOMMENTY DUCKA DEKOMEHIYETCA NPOBOOWMTE NAPAnNensHo C ayauMToM COOTEETCTEYIOWIMN NOOCHCTEM.

Leneio ayouTa NQOUScca MEeHE#MEHT DUCEA ABRNAESTCA ofecnedends VEEDEHHOCTH B paspaGoTie 1
NoASepHaHKA H3OMeKaWero 1 PeIyNLTATMEHOMD MEHEIMMEHTA DHCKS HA NDOTREEHHK NDTLECCOR MHIHEHHD-
Fo LMENS MEORLRHCKOTD MIgenia.

Mpunosedne E HACTOALWEro CTAHZA0TA COOSMEMT JCMONHUTENEH YD RHAODMALMIO M0 ayOUTY Nporpam-
MHOTC abecnevyerda. 37a MedropMauda MomeT DulTe NEHMEHKMa K MOS0R U3 NOGQCHCTEM CUCTEME! MEHEL -
MEHTA Ka4eCTRA.

MprarMesasEMa

1 B #ey0TOpbIX HAYMOHENEHEXY W PETHOHANEHBIY BENYNHDYIWL ALY A0YMEHTAY TReB0BaHHA MEHELKMERTA PWCHE
MpHMEHMEl 0 BO2M CTAOWAM HUIHERHOND LHKNE MEJWURHEEOTO W3I0SNHA.

2 HoMepa. NpHBESSHHEE HHEE B chofrax, OTHOCATCA K CODTESTCTEYHWMM paaqenam FOCT P WO 13445,

3 MopcecTerbl, 0BoIHAYMEHHEIE HMKEE #I8E3004 K00, ABNAKTCA TNAEHE MA NOLCHCTEMEMM, K0T Phik CRERYET yOa-
NATe OCHOBHOS BHHMEAHWE NPH 3y0WTE, BCNW TAKOBD DEryNdpyoues Tpebosanes (oM. TEkse 4. 2).

5.1 MNopcwcTeMa BeICWErd pykosogcTea”

5.1.1 Uene

Lenkso ayguTa NogoHcTeMel BRCWEND DYROBOOCTER ABNKETCA NOQTEEDHMIEHWE TOMD, YTO BEHCLWES DyRO-
poacTeo ofecneqddeaeT paspaboTey | NoAGeEpHaHWe B paboden COCTOANKMM HAgNEMALWER K PEIYNLTATHEHDR
CHETEMB MEHBIHMMEHTS KaYSCTRA.

5.1.2 OcHOBHLIE STanNkI

Mpy NpoBEgEHHK A¥OHTa NOGCHCTE MEI BECLWETD PYKOBOACTEA MOKHE BblQENHTE CREOYLWHE OCHOBHEE
aTan.l!

a) NoaTEepsEeHHe T, 9T0 DYKOBOACTAD N0 KAYECTEY, NPOUSAYDE aHaANKH3a G0 CTOPOHEI BRICILErs py-
KOBOOCTES W NPOUEOYDhl BHYTDEHHEID ayAKTa Ka4ecTea, NNad B obNacTi KaYecTEs W NPoUenyDel # MHCTRYE-
LKA CHCTEMBl MEHSDKMEHNTS KAYECTEA Hagnexawqs obpazom pazpaBoTadet W QOKYMEHTHDORaHE
o, MOCT P HCO 13455, nogpazgene: 4.1, 4.2

b)) NOOTESDHOEHAE TOTD, HTO MNONMTHES W LENK B 0BNACTA KAYeCcTBa Halnewallism obpaios paspaboTa-
Hid W QOKYSEHTHDOBAHEI W MPEONPHHATEl QERCTEMA K KK JoCTHMEHWO (oM. FOCT P WCO 13485, nogpaage-
et 5.3, 545

C] NoATeEDHOBHWE TOMD, YT NPOLECCH MAIHEHHOND UKKNA NPOaYELHE BENOYAI0T B ceba nnaduposa-
HIAE MEHESHMEHTA PHUCKS W MOCHE DYWL WA aHANAS pEayNeTATHEHOCTH QEATEMNBHOCTA NO MEHEIHMENTY DHCKA,
rapavTHRyYA paspaoTey NoNATHEY, NPOLEaYD | NPaKTHYECcKHY 0eACTEMA ¢ UeNbK aHANKIa, SUBHHUBaHKA K
YyNpaBNeHHA prckom (Cv. FOCT P MCO 13485, nogpaagen 7.1},

d) aHanda opraHHIaUMOHHOR CTRYETYDE HAFOTOBMTENA W OTHOCRLLMXCA K HEA QORYMEHTOR C LEnNsk nog-
TESPHOSHHAA TOMo, 4TO B MUK BENIOHEHSE! NONOHERMA B OTHOWEHHK PAchpeLenedns OTBETCTBEHHOCTH, NoMHO-
MOHHE (HanpuMep, NPpeqcTaBuTens BRICWIEND PYKOBOOQCTEA), PECYPCOB, KOMMETEHTHOCTH W NOAroTOBKA
fcw. MOCT P MCO 134585 noapasgene: 5.1, 551,552, 6.1, 6.2);

&) NoOTEeQMOeHHE HESOHOKDATHOID NPOBEIEHUA SHANKIA CO CTOPOHS BRICLIENS PYKOBOACTEA, BEMK-
dqawwers B cefA  adHands  NPWrogHOCTH W PeayNbTATHEHOCTH  CHCTEME!l  MEHEKMEHTS KaYecTRAa
{cu. FMOCT P HCO 134585, nogpasgen 5.6)1

f) NogTBepHOEHHE NROBEOEHWA BHYTREHHHX 8YAHTOR CHCTEME! MEHEIEMENTA KAYECTER, BEMNIOHAMLME B
cebn BepudiHEALKIO KOPPEETURYIDLLME M NEeOyNpesaanwy: AedcTend (o, MOCT PHCO 13485 nyukr 8.2.2),

Q) ayOoMT QONMeH HAYMHATECA M 3AKAHHUBATECA NOACHCTEMOR BulCLWErD PYKOBOOCTES, CRHAKD MEKIY Ha-
HANOKM H KOHLOM AY AT POOCKCTEM bl BRICLUETO PYEOBOICTEA HEOBROOMUME NPOBECTH 2y 0T OPYIHX NOOCHCTEM.

B akmoderde ayadTa cnegyeT NPHHATE Deledke o ToM, Beilk Nl NpegnprHATel BLICLUKM DYROBOO-
CTEOM HEOBXOOMMBIE ASRCTEMA ANA obeCNeYeHnA NOCTOAHKON NPUIogHOCTH HAGNSXELWER W pEIYNETATHEROR
CHETEMBL MEHBHMEHTS KaYBCTRA.

5.2 MNogocucTera NPoOSKTHPORAMMA W PAIPaAbOTHA™

5.2.1 Uens

Lienws ayoura NnodcucTes s NPOSKTHPOBaAHWA M pa3paloTEM ARNASTCA NOOTEEOHOEHME TOMg, 4TO NEoUEcs
NpOEKTHRCBAHKMA W paIpaBoTi ARNASTCA YNDABMAEMEBIM W OOEBCNEYMBART COOTBETCTAWE MEOMLMHCKOND Waae-
NA TpeBoaaHMAM NOTRPEDUTENA, NPegyCMOTREHHOMY NDUMEHEHWIO 1M KOHEPETHEIM TPEOORAHMAM K MIZEMTHIO.

%
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MpumewanHwe—B HEKOTOP X KPACOUELAAY ANA OTOeNEHEIX HIQENWA, BCNSICTENE peolesHOCTER e KNac-
CHOHWEEYWA, He NPORCAAT BYOWT NEDWECsE YNDaaNaH A NRoeKTHPOEa H@aN . |1F|H ayaWTe NoOCACTEMBl NDOEBETHPOEAGHWUA H
FIH!-FIEEiDTIZH BYAWNT NEPOYSCCE YNPEaENeHWA NPOEKTHROBEHHMEM NPOECONATCA NPY He0BX0qUMOCTH.

5.2.2 OCHOBHIE ITANLI

Mpk NPOBEOEHHAW ayOdTa NoJCcHETEMEl NEOEKTHDGBAHKA WM PaIpaboTEW MORHO BolGQENWTE CNEayowme
OCHOBHBLIE ATaMNLI

a) NoATBeKOEHHE TOM, Y4To MEOdUMHCEHME HA0eNKA ABRNAKTEA OB LEETOM parynipywuy Tpedona-
HEE, NDEALRABMRAGMEIX K NPOUSOYDaM NPOeKTHDORBAHKA 4 PaIpaboTEN, BKNIOHAR NpOUELYPEl MEeHEQHMEHTS
pHCKa (HANDMMED, WOEHTHRWKAUKK ONAcCHOCTER, OUEBHWBAHHE pPWUCKA W YNDABNEHHE DHUCKOM)
{feM. FOCT P MCO 13485 nogpaagens 7.1, 7.3);

B} awanus JosyMeHToR, ONUCKHBAIOWHY NPOLEcs NPoeKTHPOBAHWA, M BelBop 00CTATOYHOM KONMYECTea
JANHCEd, OXBATLIBAIOWKY BLK HOMEHKNATYRY BbINYCKASMBEY WMIMOTOBATENEM Hagensi. Ocofor BHUMaHWE
CReayeT YOenATe CTOSNEHEM HIOSMHAR, 8 HE TPYNNAM [CEprAKY) MAnen«i.

KpuTepun axiGopa:

1) PWCE NPMMEHEHMA KIOENKA;

2) wanobsl MNK HIBECTHBIE NPOBNaME;

3) neprod CYLECTEOBAHWA KOHCTRYKTHUEHOTS PELWEHKA [NEEANCHTHTENBHES HOBERWHE paapaBoTiun);

C) aHanKia NNasda NPoeKTHPOBAHHA BelBPaHHOrolbiX) KAOSNAA{WA] ONA MyHWero NoHEMaHia QeATeNk-
HOCTH No NPOEKTHROBaHMID W paapaboTre, BKNKYaA BEIaMMOJEHRCTEME W pacnpedeneHye OTRETCTEEHHOCTH
(caa, FOCT P HCO 13485, nyukt 7.3.1),

d) NogTeEEpHOEHNE HA OCHOBE BeiSpaHHLIX 3aNHCEA Mo NDOSKTHUPOBAHKIO HASENKA TOTD, YTO NDOWET YDk
MNPoeKTHPOBAHHA 1 pAIpaboTid OeiNK YCTAHOBRNSHL W NPWMEHEHS {c. FTOCT £ HCO 13485, nyder 7.3.17;

€] NeATEEEHOEHWE TOM, YTO BROAMLIE QAHHLIE NPOSKTAROBAHMA BeinNd paspadoTaqsl & y4eToM Tpedo-
BaHAR NoTpeBrTENA K PyYHELHOHWMDOBAHWKD, IKCNMYATAUMOHHBIM CBORCTEAM W DEAONBCHOCTH, K NPEedycMoT-
PEHHOMY NPAMEHEHAID MITENUAHA), 4 TAKES C YHeToM PerynUEpyswnE Tpedoaandid | ApyTux TpeGoRaHnA,
CYWECTESHHLIX ONA NpoekTHpoBaHKa 1 paspaboter (v, FOCT B MO0 13485, nyskte 7.2.1, 7.3.2)

fI avanws cneurdrEauria Ha MEQVUHHCEHE MIGENKA ONA NoQTEEHOEHHA TOr0, 47O BulXOOHLIE GaHHLIE
MNPOEKTa M paipaboTe COOTRETCTRYIOT BXOQHEIM TREDOBaHHAM, MOOTRE PROEHHE TOMD, 4To BblMK ONPEaene il
BLIXOOHSEIE DAHHEIE NPOEKTE, CYLWECTRSHHLIE 0NA HAONemawerd Gy HEUHOHIPOBaHRA MEJRUMHCHOND MaSen9A
(caa. FOCT P HCO 13485, nyukr 7.3.3),

g) NoATEERMOBHWE TOMD, Y4TO DEATENBHOCTE MO MEHEZHMEHTY PHCRA ONDEZENEHa ¥ OCYWeCTENEHA,
KPMTEDMM QORYCTHMOCTIA PHCES YETAHOBNEHB! M AENAKTCA COOTRETCTRYVIOWMMA Ha NDOTAMEHWH BCET0 NPoLGe-
Ca NpoeKTHROBAHKE M PaApabo T MEQHLKHCKOrD H3OenuA, Nobol OCTATOYHEE DHUCK OUEHEH H, 8CNK Heohxo-
OrMe W yenecoobpaiwo, QOBEASH 00 CBEASHMA NoTReBWTens [HAnpUMEep, © NOoOMOWLE MapKUpOBOK,
WMHCTRYKLUKA N0 JECONYaTALKMKM, NOACHUTENEHEX YEROoMOeHMA B T. 4.) (e, FOCT B WCO 13485, nogpaa-
nen 7.1, nyuer 7.3.2)

MpumedaHse— MOKET BOIHUEH ¥Ta HenfEo0 HMOCTE B npoEEdeHAR 3YaNTa APYIME NOOCACTEM ONA NOATEep-
HOSHHA TOrQ, STO EPATERMH QONYCTHMOCTE DMCEA YOOENETEORE HEl M MH O PMEUWA Of GOTETOMH0M PHCEEe QOoBSOSHE, 2CNH
Heobixoammo W uenacoobpaiHo, 00 CESIEHHA No TFIEE-I-ITEIIF!Z

h} nogTeepsaeHre TOro, YT AaHHLIE BANMOALMA NPOBKTA CRMOLTENLCTEYIOT 0 COOTESTCTENM 00000eH-
Moo NPOEKTa TPESoRAHMAR K CNEUMANBHOMY KA NPEAYCMOTRERHOMY NpUMeHeHao (ca, STOCT P OO 134585,
MYyHKT 7.3.6];

i} NOOTEEpHOeHAER TOM, 4TS KNHHHYSCEWE MCCNedoaaHHR BNk NpoBeaeHtl, 8 BeI0NacHOCTE U diyHELL-
OHHPORAHAE WIOSMKA OUEHEHE! B COOTEETCTRHM & TPESORAHWAMU HALWOHANEHEL UM PEMMOHANEHBE HOPMA-
THEHEIX OoKyseHTos (oK. MOCT B MCO 13485, nyakr 7.3 6);

i} BCN MEQWUUMHCHOS HIZENKE BENKHAeT & ceda nporpamMyoe obecnedyedue, T0 NoOATESMEOEHWE TN,
4TO NPOTpaAMMHOe SOECNEYeHUE ABNSETCA YACTHI0 BANMAALKKM NPOLECCa NDOEKTHROBAHKA ¥ Pa3PaGOTEN Me-
AuUMHCKorD waaenua (oM. FOCT P EHCO 13485 nyuktel 7.3.1, 7.3.6];

K) NOOTRER#OEHAE TOMD, YT MIMEHEHHA NEOSKTa SNy yNDaBMNASMEMM K BEAdMLMEYEMEIMI UIIA, NEPH
HECDXOAMMOCTIA, BANMOMPYEMBIAK, 3 TAKXE DeiNW NPUEEIEHE B COOTRETCTBHE & DErYNTUPYIOWHMA TReboaanu-
aria (csl. FOCT P MCO 13485 nogpaanen 7.1, nyueTel 7.3.5, 7.3.7)%

[} noaTEepHOeHAE TOFD, Y4TO Bl NpOBREOEH adanya npoeTa (o, FOCT P HCO 13485, nyueTel 7.3.1,

7.3.4)
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M) NOOTEEpHOEHME TOrD, Y4T0 MAMEHEHHA NPCEKTa DeUH NEPOAHANWIKPoBAHE C YYETOM HX BO3MORHOID
BMAMAHKWA HA PAHEE WATOTOBNEHHEE W NOCTABMNEHHEE MAOENWA W 4TO JANKCH O pesyNeETaTax adandaa noagep-
HUBACTCA B paboqdes coCToRRKA (CK. FOCT P MO0 73485, nyueT 7.3.7);

nj NogreepsgeHde Toro, 410 npoedT Bwin dagnewawus ofpazom nepedad B NPoM3EOOCTEO
few. MOCT P MCO 13485, nyHer 7.3.1).

CoOoTEETCTENE NOACUCTEME: NPOEKTHPOBaHWA ¥ paapabo Ty OUEHHEAINT HA OCHOBAHWA O3HHLIX MoCne-
OOBaHHA.

5.3 MNogocweTeMa QoKyMEHTALMK HA NPOOYKLMK®

5.3.1 Uene

Liensio ayguTa nodoucTems JOoKYsMEHTALMK Ha NPOOYELWID ABNAETCE NogTEeOHASHHE TOro, 4TC JoKy-
MEHTALUWA KIrOTOBKMTENA FAPAHTURYET COOTBETCTEHE HIGENKA ToeDoBaHHAM NOTREDHTENA W PErYTIHDYIOLHM
TpeboRa HHUAM.

5.3.2 OcHOBHBLIE 3TankL

MoK NPOBEOEHAA ayaMTa NOQCHCTEMEl AOKYMEHTALMK HA NREOOYEUME MOSHS BalOENHTE CReLyHLKE
OCHOBHbLIE 2TaNk:

a) NogTEepsOeHHe HANWYKMA JOKYMERTOR, HEOBX0OMMBIX ONA TOrD, Y4T0G6I Opraduaauna Morna obecne-
YTk NNAHAPOBIHWE, OCYLWECTENEMKE KW YyNP3BNeHWe Npoueccamy, palpaboTaHHeMK B ODFraHMaaLMn
[caa. FOCT P HCO 13485, nyweT 421, nepasrcneswe d));

b) BeBGE QOKYMEHTOR Ha NPOOYELHIG A0S TAKSrD YHCNa Magendid, KoToporo GoCTATOHYHO ONE TOrG, 4T0-
Okl OXBATHUTE BCIO HOMEHKNATYPRY BLINYCKABMBIX MATOTOBUTENaM nagenud (cm. FOCT P HCO 13485, nogpazpe-
net 7.1, 7.2, nyHer 7.3.3).

KpuTepHd exbopa:

1) pHCE, CBAIAHHBIA © WIOENHAMA,

2 wanobe unu MapecTHeE npobnemes;

3) NepHod CYWECTEOEAHKA KOHCTDYKTHEHEX PEWEeHMA (NEegnoYTHTENEHEE HOBEAWWE DazpatoTK),

C] OnA BuSpaHHorol b ) MEIDENWATWA) NOOTEEMOEHWE TOMD, YTO JOKYMEHTE BEMIOYaOT B celbA (ecnd Ta-
KoBLI TPEGoRAHKA HALMOHANEHEBE KW DEMAOHANLHBE HODMETHEHLIX ACKYMEHTOB ).

1) cBMOETENBCTAS COOTRETCTEMA TPEEOBAHWAK, B TOM YUCne TREBOBaAHMAM NPHUMEHUMEX CTaHIa0ToR,

21 ONWCaHWe MEJWLWHCKOrO(WE) HIOENWA(KA), BENIOYAS WHMCTPYHLMA MO 3KCANyaTauuE, MaTepuans |
CNeUWdHKaL M,

3) CEOOMYID OOEVMEHTALMKS N0 BEpHUEMEALMA 1 BANKIALWMK NPOSKTAl0B), BENIKYE8 JaHHBIE KTHHHYEC-
KMX WCCNEeOoBaH A,

4} MapKupooRy;

5) OOKYMEHTLI N0 MEHBIMMENTY DHCEA,

B) MHDOPMALKMED N0 MATGTORNEHKIO, BKNICYAR OCHOBHEX NOCTABLLMKOB.

I PAMBYMEBHREHNE — BeinonHesne LaHHOrD nepesHa He nabaegnraTt AYAWTOPGE OT HEolXO0gUMOCTH OUEHHEETE 40-
nonNsEATaNsHBIE QOEYM2HTE

COOTEETCTRNE MNOSCACTEME! ZOEVMEHTALMH HA NPOLYELHI0 CLUEHMEIIOT HA CCHOBAH MM OaHHLIX HConego-
BAMWA.

5.4 NogocucTema ynpagneHda NPoOOYEULAER W APpOUecCamM”™

54.1 Uene

Llenso ayoura NoACKHCTeMEl YIPAENeHa NRodyEuHed M Npoueccasn (BsnoYan HonslTanmna, wadpa-
CTRYKTYRY, cDCMyRHBaHHe U oDopYaoRaAHKME) ARNASTCA NOATEEDHASHWE TOTD, YTO CPEOCTEE, © NOMOLWLED KOTO=
PhiX HArOTOaWTENs YNPAaNAeT NPodyELMei 4 NPOYeccamia, MoryT ofecneduTs COOTEETCTEME YIOMAHYTOR Npo-
OVELMA TEXHHYECKAM TReSOBIHUARM.

5.4.2 OcHOBHLIE 3TanN kI

MpW NPOBEOSHKWA aYOHTa NOGCHCTEME! YIIPABNSHHNA NPOGYRLMEA W NPOUECCaMM MORHO BHABNKTEL CRE-
OVIOLLNE CCHOBHEBIE 3TANK:

a) NogTEepsOeHHe TOrD, YT0 NPOUSCEEl MMIHEHHOMD LHKNa NPOaYELKEK, B TOM SWcne niolble npuseHae-
Mule  CRegCTRA  WNPaBNeHHR KW yNpasnAeMble YOMOBEAA,  ABENAKNTCA  3ANNaHADORAHH:IMEA
fcwm. FOCT P WCO 13455 nogpaagen 7.1, nyHst 7.5.1);

b} nogreepsgEHHE TOrD, YT NNAHWPOBAHKE NPOUSCCOR FHIHEHHOND WHENE NPogyELMK BI3MMOCaAIans
¢ TpeboBaHHAMK, NPpedbRBnASMBIMKE K GPYTHM  NDOUGCCAM  CHCTEMEl  MEHELHMEHTE  KadecTRa
o, FOCT P HCO 134585, nogpazgen 711,

LR
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C) aHanva NPoWIaaaCTESHHEX NQOLECCOR © YHETOM NPHEEISHHEX HMHE KDMTePUen, BeBop 0gHoro und
HECKONLEWY NPOUEccoa ONA ayQuTa:

1} CBWOETENLCTEA NPOREAEHWA KODPEKTHDYIOWMY M NPE0ynpesnan|y JeRcTERE No NpoSnasan, Cea-
IAHHLIM G NPOUBCCAMAK,

2] WCNONB30BAHME NDOMIBOACTASHHLY NPOULSCCOR ANA WINENHA BRCOKOR CTENEHK NOTEHUAANSHONS
PACKS NDHMEHEHIARA;

3} HCMONEIOBIAHHE HOBX NPOMIBCOCTEEHHED NPOLECCOR WM TEXHONOTKA;

4] MCNONB30BSHHE NPOMIBSICTBEHHEX NPOLUSCCOB ANA WAroTORNEHUA CaprAHONR NPOOYKLMM,

5) NPOUECCHI, HE OXBAYEHHBIE NPEALIOYILAMA Y TATAMA.

MpumedaHde— PeKoMeHIaUHRd No AYOETY NPpoUeCcCoB CTEpHMHIAUMAY NPHEEBSAEHE B NEHNCHSHHM 0,

d) ecny BEXOOHEE DaHHEE NPOUSCcCOB HE MOoryT GhiTe BEpHMUE POBaHEL, TO NOOTEEDKIEHWE BANMOS-
LUHK 3THY NEOUBCCOR, AEMOHCTPADYIWER cNnocoSROCTE YNOMAHYTEE NPOLECCos OOCTHIaTE Jannadupopan-
HilX pEIYNeTAaToR (cM. FTOCT P ECO 13485, nyHeT 7.5.2);

&) NoATEeRHABHME Tord, 49T oBODYAOBAHKME, ACNONEIYEMOS NEH YNPABNEHHAK NPOMAB0LCTEEHHEMM
NPOWECCasMy, OTPEryNApoBaH0, OTRENWEPOBEAHD M COOBPMMTCA B MCNPABHOCTY (Hagnexawum obpalom ob-
CAYRHBAETCA) (cw. FOCT P OO 13485, nogpaanens 7.5, 7.61;

fl nogreemEaeHre TONS, 4TO NPOUECoE ARNAKTCA YyNPABNAEMbBISM W KOHTROMM DY EMBIMIA M DY HELATHA-
EYIOT B YCTAHOBNEHHLIX NPEQENAX, 3 TAKKE NOOTESQHOEHHE TOMD, HTO MEDLE N0 YNPABNEHHI0 DHCKGM, HOEHTKH-
DALMPOBAHHES  WArOTOBKTENEM  ANA  NPOWIBOOCTREHHLIX NPOUSCCOBE,  RENRIOTCR  YNPABMSEMERE,
KOHMTOONHPYEMEBIRME W OUSHEHE HAagnexaw ke obpasor (K. FOCT P MO 13485, nogpaagens 7.1, 7.5);

gl NoATBEEKOEHWE TOMD, Y4TO MEPB! MO YNDABNSHAK DUCHOM NPUMEHAKLTCA NP NOCTABKE, MOHTawE
(woTanoore ) M cbonyamaanun (cw. FOCT P MCO 13485, noanyHeTel 7.5.1.1, 7.5.1.2.2, 7.5.1.2.3)

n) onpedeneide BIAWMOCERIBN © OPYIAMKE npodeccamu (oM. FTOCT P HCO 13485, nogpaaoe-
ne 4.1, 4.2,

i} noATEeEHOEHNE TOMD, 470 NENCOHAN MMEET HAONSHALYID KBEANAEMEALMID WIANM NOQroToRKY 4NA oCy-
WECTENSHWANOLASEKAHWA NPOUSCCOR B padodei COCTOAMMM (oM. TOCT P WCO 13485, nyukt 6.2.2);

|} noOTEEEEOEHWE TOrs, 4T0 MHEPacTpYETYDa W NPOMIBOACTBEHHAA CPELa COCTEETCTEYIOT Dary NKpyio-
wHr TpebomaHuan (cM. FOCT P MCO 13485, nogpaagens 6.3, 6.4];

k) noaTEEp#EEHHE WOEHTHRHKALKH U NPOCIENMBASMOCTH NPOLUECCOR H NPOOYKLMKA B WX COOTEETCTEMA
PEMYNHPYIoWAM TpeGoBaHKAM (ca. FOCT P OO 13485, nymer 7.5.3);

[} ecrn npoUece YyNpasnseTes NoCpedcTaoM NPOrPaMMHOre oBecnedYeqHis, To NOOTESDKOGHWE BanMaa-
UKKM  JaHHOrMo  NporpamMsHors  oDECnevYednA  ©  Y4eTOoM  8ro NpedyCMOTREMHOMD  NPKMEHEHAR
fcai. MOCT P HACO 13485, nognyseT 7.5.2.11;

m} NoATEESpHASHHE TOrD, YTO YNPABNEHWE YCTPOACTESMK INA MOHATORMHTE M HAMEDEHWA COOTEETCTEY-
&T perynupyiowmMm Tpebosanuam (oK. FOCT P HCO 13485, nogpaagen 7.6);

Nl NeATEEHASHWE TOMD, 4TO CUCTEME ONA MOHUTORHHIE K HAMEREHHA NDOOYKELWM COOTRETETRYET pEry-
nupyiowrss TpebosauuamM, 0Gecnedenns B NoNHEHNA BCEX BOEHTHEWUMPOBAHHBIX MED NO YNPIBNEHKMK PUC-
KoM (oM. FOCT P HCO 13485 noapaafen 7.6, nyMeT 8.2.4);

o) NoATEEDHOSHWME TOMD, YT JEATENLHOCTE MO NPWEMKE FADaHTHEYET COOTBETCTEME TREBosaH AR K
OOKYMEHTHPoEaHa {ci. FOCT P HCO 172485, nyer 82,4, noanyHekTe 8.2.4.1, 5.2.4 .27,

Pl NeATHEDHOEHHE HaONeEwalens YIRAENEHKR HECOOTBETCTEYIOLLEH NPOAYKLMER
(cad. MOCT P HCO 13485, nogpaanen 8.3).

CooTBeTCTEWE NOGCKCTEMbI YNDABNEHWA NPOLYELWER M NPOUSCCaM M OLEHMBINT Ha OCHOBEHNH 08 HHIX
HMCCMEA0BAHKA.

5.5 MNogevoTema KOPPEKTHRPYIOWME M Npeoynpes sy JedcTEWn"

551 Uene

Lenso ayanTa nodcHcTeMes KODEeKTHRYIOWHX | NPeOynpesxiainuqx JeRcTERA (BRNOYan 3an4cH/npo-
CREHKBAHWE ) ABNASTCA NOATESOMOESHKE TOMD, Y4TO NPOUEccr, paipaloTantMe HaroToBrTENnem, odecneqrea-
KT chop W aHanua MHDopMaLKK, MOSHTUgHMEILMED NPoSnes, CAAIaHHER C NPOLECCam, MOTORCH NDoayKLMe
W nonyhabpUKaTamy, WaydeHHe OadHes Npofnes W BeiNONHEHWE A0eEBATHLIX M De3YNBETATHEHBIX
HODDEKTHRYVIOWAY | NDenyNpesEamkwdy GERCTEMA.

5.5.2 OCcHOBHILIE ITANLI

Mps NPOBESASHKK BYOWTA NOACHCTEME! HOPPEETARYHCWHE 1 NPELYTNDERIANWHE QEACTBHA MORHO Bine-
NMKTE CREOYKILKE OCHOBHEIE TaMk::

12
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a) NogreepsgeHde Tore, 410 palgaboTadsl NDoUEdy Dl NOACKUCTEME EODPEETHDYIOWMN W NDe0yN P
DAL Wy OJEACTEMA, OTEEYANWWE TReDoBaHHAM CUCTEMEl MEHEQMMENTA KavecTRa (oM. TOCT P HCO 13485,
nogpasnens: 4.1, 4.2 8.5}

b) NogTEepMEEHHE TOMO, 4TO BXOOHEE JaHHBIE KOPPEKTHOYIIWME W NPeayNDes IOy LelcTsIal npo-
AHANMIKPORAHE W QOCTOREPHE M UTO KOPPEKTHRYIDWME ¥ NPEIyNpesIaowMe SERCTENA Oka3anNcE Peayb-
TaATHBHLIMK (Ch. FTOCT P HCO 13485, nogpainens 8.4, 8.5);

C] SCniK KODPEKTHRYIOWHE 1 NPenyNpesdamuWe JeACTEAA NPUEOOAT K HAMEHEHWEM NPOEKTa, TO Mog-
TESPHIEHWE TOMD, YTO B faMEaX NPOLECCa MEHEQMMEHTE DHCKA CUEHEHE! BCE BOIHH KA OWKWE ONacHOCTH M M-
Dble HoBLIE pHckd (oM. FOCT P MCO 13485, noapazaen 7.1);

d) NogreepHgeHre MOSHTHEWEAUMA 1 MOHMTODHHIE BoEX MMEIOWHACA KCTOYMHMHKOE JaHHblX ANA Kop-
PEKTHRYIOWAX 1 NReIdYNPeRIatdy: AeRcTERA W HE0SL00MMOCTH CCYLECTENEHMA KOHKDETHRK OeACTRHA
MoaTaepHAeHXE TOMD, YTO ASHHEES, MONYYEHHBIE KA BEILSYEAIAHHLIX WCTOYHKKOE, NPoaHan3MposaHsl ¢ No-
MOLWER NPHMEHHMEX CTATHCTUSNECKHE METOEZOE C WENED HOSHTHRHEIUWA ¥ BRINYCKREMOR NPOOyELHM Npo-
Gnem B obnacTn kayecTea, TpedyIOWME NPOEE0EHHMA KOPDEKTHRYIOWMX aefcTemi (oM. JTOCT P HMCO 13485,
nogpasgen 8.1, nysxT 8.2.3, nogpaagen 8.4);

&) onpgegengHue Torg, SelK N4 KayYeHE NPAYMHBLl OTKEI08 © UENLE WOEHTUOHEALRA, N0 BOIMOMHOCTH,
NpH4YKH HecooTeeTCTEWA (oM. FOCT P OO 13485, nyker 5.5.2);

fy NoOATBEPHMOEHWE TOM:, Y9T0 MAFOTORMTENL MMEET COEOCTES YNPARNEHHA ANS NEedoTERAWEHAA HE-
NEpedHaMepeEHHONs WCNoNBEIOEAHWA HECOOTEETCTEYVIOWER Npogykyky (oM. FOCT P HCO 134585 nogpaa-
oen B.3);

g} NoATEepHEEHWE NPOBEISHUA PE3YNLTATHEHE KIPPEKTURYIOWMY M NDeayN peddaollds JeAcTeMHiA,
KOTOPRIE BeiNd JOKYMEHTHROBAHSL 1 HE Oa3and HeSNarsnpHATHOM BOAOEACTEHE HA MOTORYIKD NPOLYELHIO
{fcm, FOCT P HCO 134585, nyneme 8.2.3, 8.5.2, 8.5.3),

h) onpegeneHye Toro, Gena NM LoBeAeHa 00 CRE0eH MR BLICWErs PYKOBCACTEE WMo pMALMA B OTHOWE-
HHA HECOOTBETCTEYHOWER NPOOYKUHK, Npobnem B obNacTv Ka4ecTBa, KOPEEKTHRYIOWHX W Npedynpesd a1
DEACTEWA, TpeByHWan aHankaa co CTOpOHE! pysoaancTea (cv, MOCT P MO0 13485, nyser 5.6.3),

i| NogTeeHaeHte TOMO, 4TO PACCKMAT DMBASMOE MELNLMHCKOS MITENHE HWAMOTORMEHD B COOTEETCTEMK C
NEWMEHFMEIME PEMYIHPYIOWHKMKE TpeGoBannAMI (cM. FOCT P HCO 13485, nyder 8.5.17;

[l NogTEegKOeHHE TOMD, 4TO0 MIFCTORKTENE NEHHMMAET PeIyNbTATHEHLIE MEPk ANS HAKOMNEHHS ONkTa
NoOCOEACTEOM  WIYYEHWA NOCTOPOUIB0ACTBEEHHOR WHopMaynd, paboTe o xanobamd noTpeduTensi
[cu. FOCT PHCO 73485, nyHeT 7.8.3) 4 MCCnenoBa HKua NDWHHH HECOOTEETCTBWA, HMEI0LWMX OTHOWEH WE K Dac-
ChINEE MORCHHTENBHEIX YEEZOMMNEHHAOTILIBY HADENAR, © UENsK OCYWLECTRNEHHAA CDPaTHOR CRAIM C NOGCHC-
TEMOH KOPDEKTHPYIOWHK W Npegynpesdawus gercTerd (o, FOCT P HCO 13485, nyHeme 7.2.3, 82,10

Kl NogresepaagHe TOor., 4To HIroTORMTENE NEHHAN PEIYNLTATHEHME MEDL ANA BeINYCKE W PAcChiNKK
NOACHHUTENEHEN YEEIOMDEHWA, A TAKKE OT3EIBA HECOOTEETCTEYIOWER Npogyrume (oM. JTOCT P MO0 134835,
nysET 8.5.1).

CoOTRETCTEWE NOACUCTEME! KOPPEETARYIGWME ¥ NPELYyNDEROSI0WHE ASHCTERR OLUSHWMBAKIT Ha OCHOBS-
HIW DaHHBIX MCCNEaoBaH KA.

5.6 MNogocucTema ynpagneHA 3Ky NKamMm

MogcHoTesy YNPaBNeHHs 13Ky NIKaMKU CNeayeT PACCMaTPWEATE KaK OCHORHYID ONA TEX WIroTORMTEMNEH,
KOTOPBIE NEpeaaioT Ha AYTCOPCHHT BRINCNHEHUE pASoT MO TAKMM CYLUECTEEHHD BAMHEIM BUAAM QEATENEHEC-
TH. KAk NPOEKTHPOSaAHKME W palpaloTea KMNK BINYCK NROOYHL WM, OgHOMY 1Ny Bonee cy@nogpAnquran.

5.6.1 Uenes

Lensio ayauTa NOACHCTEMBL YIRARMEHWS JAKYNKAMKY RENASTCA NOOTESOMOEHME TOMS, YTS NPOUSCCh,
paipatoTaHHLIe WITOTOBWTENEM, COBCNEYHBEAINT COOTRETCTREME NOCTABMNASMED WILESMAN, KOMMMSKTY WK,
MATEPWANCE W YCMYT (BKMHDYAA MCIONHWTENRSA paboT W KOHCYNETAHTOR) PerynNApDyIoLMM TPEDSoBaHHARM. 3TO
CCODEHHG BAMMO, BCMA OTORAR NPOOYKUMA W YCNYMd He soryT DeiThk BeprEUUMpORaHsl NYTEM BHELWLHErD
CCMOTES (HANPHMMERD, YEIYTH MO CTERMMMIALMN ).

5.6.2 OcHOBHLIG ITaNL

Mpu NPOBEOEHMA 3YIHTE NOOCHCTEME YIPABRNEHHR 3AKYNEIMM MOMHO Dal0eNHTE CNeayIoWwHe OCHOBH IS
ATAMNGI!

a) NoOTEepOcHWE Toro, 4YTo paspadoTadsl Npouedypsl OUGHWBSHMA W OwGopa NOCTARLMKOD
icm. FOCT P MCO 13485, nywer 7.4.17;
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B} nogTeepHAeHME TOrD, YTO MIroTOSWTENs QUBHWEET W NOLOep+MBaeT B paboques COCTORMMKN PE3Y k-
TATHEHEIE COAZCTEA  YNDABMEHWA NOCTABWMHEAMK, YOCRNETEODAWME perylHpyiowkuM  TpeBoparuanm
(caa. MOCT P HCO 13485, nyuur 7.4.1),

C) NOOTEEPHOEHAE TOrO, 4TO MArQTORMTENL ODECNeqYMBIeT HAONEKALME CReUWhHEALMK Ha MAOen9a |
YCMYTHA, NOCTABNAS MbIE NOCTABLHEAMA, PACNPEOENAET OTEETCTEEHHOCTE 38 MPOBEAEHNE MEHETHMENTA DIAC-
Ka W NPUHKMAET BoE HESDXOOMMEBIE MEDLI MO YyNRAENEHAID pUcKkomM (oM. MOCT P HCD 13485, nyuer 7.4 .2,

d} nogTEepHASHME TOMD, YTO JANKUCH MO CUEHWBEAHKI0 NOCTABLWKOE NOA0SPHHEIINTCH B patouen co-
CTOAHWH (M. MOCT P MO 13485, nywer 7.4.1);

2] Cnpefgne ke TOrD, YTo BEpUMEALMA 3ALYINEHHOR NDOOYELMK K YCNYT DLINCNHEHA HALNEHALLIMM
ofpazos (ca. FOCT P HCO 13485, nywkt 7.4 .31

CooTBeTCTRME NOOCHETEME! YIDABNEHKA 3A8YNKAMK OLUEHHBAOT HA OCHOBAMANA JAHHEX HCCNEO0BAHWA.

5.7 MNogcuocTemMa OOKYMEHTAUKM W 3aNACEN

571 Uane

Uenss ayguTa nodcrcTeMs JOKYMEHTALKK ¥ 3aNHCen SENAETCA NOATESKIEHWE TOMD, 4TO NEPOUeChI
OCKYMEHTADOBEAHAA, PAspaboTaHHLIE HIroTOBUTENEM, 0DECeYHBaKT HAQNEKaWes ynpagneHne Heobxoam-
MEIMH OOEYMEHTAMKE K QOCTYN K HECOROOMMBIM SAMMCRM.

5.7.2 OcHOBHLIE aTank

Mpd NPOBEOEHKK 3Y0HTa NOACHCTEMBl DOKYMEHTALWA 0 33NKCEH MOKHD BEOENH Ty CRenyoWHe OCHoR=
HBl& aTansl!

a) nogTeepHaeHre TOro, 470 paspaboTads NPoUedypsl HASHTHEUEALMK, XPAHeHNA, 33WKTEL, NeUCKa,
MAKCAMANEHOTD CROKA XDAHEHHA W YOANESHHA A0KYMEHTOR K JANKHCER (BENIKYEA YNDABNSHKE HAMEHEHWAMM]
(csa. MOCT P OO 13485, nynkTe: 4.2.3, 4.2 4);

b) nogTeepwOgdMe TOro, 4To AOKYMEHTE W HIMEHEHHA B HWX ogobpeHs 00 WX MPAMEHEHWA
{ess. MOCT P HCO 13485, nynkt 4.2.3),

C) NOATBERHIEHHE TOMD, 4T0 HMESTCA J0CTYN K QEACTEYIOLWNAM OOKYMEHTAM B MECTAX MX NDHMEHEHHS K
YTO YCTAPEBWWE OOKYMEHTEl DONBLIE HE NPUMEHAKRTCA (cM. FTOCT P OO 13485, nyuer 4.2.3);

d) noaTEEDHOBHWE TOMS, Y4TO BCE HESEKOOWMMEIE DOKYMEHTE M 3ANWCH XPAHATCA B TEYEHWE HeoBxoaM-
MOMD BpEEHE (Ch. TOCT P OO 13485, nyHeTel 4.2.1, 4 .2.4)).

CooTReTCTEME NOQCHCTEMEl JOKYMEHTALMK K 33NACEA OUEHKHBAIOT HA OCHOBAHWK OaHHBIX WCCne-
O0BAHHA.

5.8 MNogcvocTemMa NPpoUsccoBl, CEAIAHHEIN C NOTPeDMTENEM

581 Uene

Lensk ayaWra NogodcTese NPOLEScCoa, CEAIEHHLIX C NoTpebuTenem, ABNAETCA NOQTEEDHISHWE TOMD,
YTO CHETEMA MEHELHMEHTS Ka4YecTea ofecnedynBasT CcoOTRETCTBME TPRAORAHWAM, B TOM YMCNE Darynkpyio-
LMK, YCTAHOBNEHHEM K NPOLECCAM, CEBRIAMHLIM & NOTREBUTanEM.

5.8.2 OcHoBHEIE aTank!

Mps NPOEEOESHKK 3YEHTA NOACHCTEME! NPOUSCCOE, CEAIAMHBIX C NOTRE0UTENEM, MOKHD BEHISNNTE CNne-
OVHILME OCHOBHEIE 2Tans

a) aHanua TpeboBaHAA K NPOOYELMK C UeNEI0 NOOTESDMIEHHA TOM, YT0 OHa COOTEETCTEYET NPELyCMoT-
PEHHOMY  MPUMEBHEHWID, & Takke perynepyelwin  Tpebosaddanm W TpeGoRadHWAM noTpeGuTena
fcaa. MOCT P OO 13485, nymkTee 7.2.1, 7.2.2);

b) nogTeepHOeHME TOMD, Y4T0 BCE NOCTYNAKWHE I3KASEH ¥ CBRIAHHAR C HAMK KHDODMAULKMA AHANKaMDY-
FITCA © TEM, 4TO0B rapaHTHROEATE DELEHWE BOEX KOHDNHETHEE BONDOCOE M oDECneYtTe BRMOMHEHWE HIrs-
ToadTEnew Tpeboeasyid noTpebuTens (cam. FOCT P HCO 13485, nyssT 7.2.2)

C) NOATEEPHIEHHE TOMD, 4T MATOTOBHTENE NPHHAN PEIYNETATHEHREE MEDE ONA YCTAHOBNEHHR CBR3K C
noTpebuTenes, BENOYAR JOKYMERTUDOBAHME oDpaTHOR CBAIM C NOTREDWTENEM, © UeNbIo HIeHTHEMKaUMKH
npofnes B 0BNAcTH KAYECTES W BRINOMHEHWA HEODXOAMMEIX RODDEKTHRVIOLWMK 1M NPeOyNpesaaomx ned-
CTEMA (opm. MOCT B MCO 13485, nyukTe 7.2.3, 8.2.1);

d) nogTeepwOeHMe Toro, 4To obpaTHan CBAdL © NOTPESKTENEM aHANKNIMDYETCA B KOO NDCUECCoa M-
HEHHOMD LWKHEMS NEPCAYKUMK @ WCNoNsLIYETEA ONA NOBTORHOMS OUEHWBAHHA PHUCKS W, NPW HEOBXOAKMOCTH, 0NA
AXTYANHIALUKMK JEATENHOCTA NO MEHEIKMEHTY Ddcka (oM. FTOCT P MO0 134585, nogpasnen 7.1, nyweT 7.2.3).

CooTEeTCTEHE NOJCHCTEMEl NPOUECCOR, CEBAIAHHBX C NOTRE0HTENEM, OUEHHEIOT Ha OCHOBAHWW OaH-
HEIX MCCIENoRaAHNA.
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MpunosarHue A
(cnpaBoMHoR)

1
Cxemil BUHOMMAN LHOMD BBopa

FfeGnuwyga Al — Ceene BwHoMWEREHOMD Bebopa. [JOBSpETENEHE R YRDBEHE B CNy4wae BUHOMUWENEROIG DACOpege-
neH#A
Fpadaga gsnepaTansHEro drTapaana = 95 % (ER=E] 113 FTE]
A 0,30 ucl” 1 17 2
=] 025 uel” 14 20 £
C 020 ucl” 17 26 3
[ 0,15 uel” 24 35 48
E 010 ucl” 34 L i
F 005 ucl® r2 115 157
" BepXHWA Q02E80HTANaHEIR YPOEEHE.

FeGnuyga AZ— Cramsl SHHOMPAANEHOMD BeiGopa. DOoBSpMTENEHE A YROBREHE B CNyHas BRHOMWENBHOMD paGn peae-
NEH#A

MpaHMLa QoaepnTeNsHEDID M repsana < 99 5% 0wz 11 2 M1
& 0,30 ucl® 15 22 27
B 0,25 ucl® 149 27 i
C 020 ucl” 24 34 43
o 0,15 ucl” 35 4 LA
E 010 ucl” 51 K =]
F 0,05 ucl® 107 181 1940

" BepxHWA AD8&DHTENSHBIR YPOBSHE.

BeHOMMENEHEA Bifiop Mo®eT BelTs MCNONs30EAH, 2CNH HEOBXGOMMO NEWHATE DEWLEHKE 06 CHHGAEMOM PEIYNETA-
TE, KOTORE A MOXET HMETE TONsED B3 BOSMORHEIX MCX00a {HARGMMED, 3ANMCE ABNASTCR COOTEETCTAYIOULER UMW HECOOT-
BETCTEYHILEH)

DAHTODE, PECCMATRHBAEMEIE NEH Beifope HeobioouMon Tabneue W olbesma euBOpRY, MOryT BRNOYETE 8 celR
OUCE NDHMEHEH A MEDMLWHEKOND HIDSNHA HNW NEOYSCCE. BolSpAHHEIE 3ENMCY W BPEMA, BRIENSHHOE AYORTOROM ANA NRo-
3EOEHUA QAHHOR Y3CTH ayQeTE. AN aHANK3a 38NHCSA, OTHOCA WWXCH § ME0HYMHOHHM W30EN4AM C HU3E00 CTENEHEED Na-
TEHUMANBHOMD BHCLE NPUMEHEHHA, DEKOMEHLYETCA MCNONbBI0SETE T2ANMUY A1 [TPAHHUE LOBEDWTENEHOGTD WHTEREANS
45 %), 3 ANR BHENM3A 3AMNACEA, OTHOCALLAXCA § MEORLWHCKAM WA0ENAAM C BelCOKOR CTENEHEN NOTEHYUENEHOD PHCKE
TRAMEHEHWR, PEKCMBHIYETCA MCNONEI0BATE TRENMUY A2 ((pEHMLA QOBEQMTENEHOND WETEpEANa 98 % ). MNpeeegen oE3
NpAMEDE.

Rpumeper

1 Ananuaupys 30UCY Mo CMepuAussuuy, apdumop donwen onpedenume, RAENREMER AU NDOUEEE CMBpLU-
AUFAYLL HOHMPOTUDYEMBIM U ynpaasredsisd. Mpoyece emepunuisuuy npedemaanisem cofol npoyece asico-
Ko cmereHy pucks, noamomy apdumop venoneiyem maSnuyy A2, npuaedeswyrwr & npumswesvyw A fns
aHAMUEE aydumop npoaadum NpoUsEOnNbHyE aelfopey U omdugaem cepurn U3 24 Januced Mo CMepUTUEIaL UL,
Bee 24 3anucy deMoHCMPUPYIM, SMo NOOUEEE CMapurUiaiuy el KORMPONUpYeMbid U YIPEENAEMBIM U 820
npgaadunc npy ymespadeHHLX SHEANYAMaytoHHEX NapaMempaxr. He ocHoae madnvder A.2 aydumop Mowem
itk Ha 95 % yaepeH 8 MO, Yho He Gonee 20 % 3anuced 7o CMEepUumyzayuy Waaym rpodeMoHcmMpuyposams Ha-
COOMTEEM CIMEUE MPOWECCS CMBDLTLISEUY Ve epK eHHBIM IKCIUTYAM ALY IHHEIM TEDEMEM pamM.

" ZaumcTeceans w3 O5IT — SQualty System Inzpection Techngue, METOS KOHTRONA CHCTEME KaqacTaa, 190% r.
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2 Ananuiupys 3anucu mo nodeomeoare, aydumop donses onpedaenume, npoaedeqssa mu fod2omoara nep-
COHANE 8 CEAIU € RochedHuMU Nepecrompau npoyedyp Mo pacoMomperusr Wanold nompedumened. Hampu-
MED, UISOMGSHHens ApOUIasdum KHOMMLIKMEepHEE MoMospade. Homonbiya matnuyy A1, aydumop
nMpoeodum MEoulsoNaHyH SHBGpKY, COCMORAL YR U3 3amuceld no nodeomogre 17 compydHuroa. Aydumog ab-
HApYHUEEN, Yie odud compydHuR He Fpowen fodzomoary A0 NepecMompenHE M npoyedypas. Ha ocHoae
matimugel A1 apdumop Mowem Ooime Ha 95 % yeeper & mos, 4ino He Sonee 30 % compydHUkDE HE ROAyYYRAL
modeamoasy No NepecMamperHaiM Npoyedypan.

16

FOCT rocCTP54882-2011 Ctpanuua: 20/32

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-54882-2011
http://GostExpert.ru
http://GostExpert.ru

FrOCcT P 54882—2011

Meunoxenue B
|cnpaBoMHoe)

DaAKTOPLL, NPHMEHASMEIE ANA ONPeaeneHA NPOAONKHTENLHOCTA ayonTa

8) dasTopsl, YEENMYBEN WS NEOGONHHATENEHOCTE By GHTA!
1] cyfnogpagq@ks, 330eRCTEOSEHHEIE 8 KakWe-NHE0 NPOUSCCAY MNW NOCTEENE KOMANBKTYHILHE, KPETRYMAD BNW-
AKWNAE HA DYHEUMOHUPOBAHHME MEIWYMHCKOMD MIZENUR wiMny Ge30nacHOCTe NONsICEATENA WK TOTOBOA NPOOyYELMA,
BENHOHEA NPOLYEYMID ¢ PHpMEHHEO A MEDHAPOBRKOM HATOTOBHTENR. ECNM MAMOTORMTENL HE MORET OBeenesuHTe ADCTATON HOTS
CEWOETENECTES COOTIRTCTEMR KDMTEPUAM AVONTE, TO MOKET NOHAA0SHTEEA AONONHMTENEHGE BPEMA LNA 3YIWTE kAR 000
cyfinoapRAMWEE.

Mpumesase — B CLUA, HanpeaMep, NOCTASLMEA KOMNNEKTY WAL HE NOAN2L80T Nog feacTese Fykoeoad-
CTEE No cRcTaMam adscTea FDA W cceobomaeHs 0T 0Bwynwx nposepos FOA;

2] MOHTEN HIGENHHA HIICTOBHATaMeM HE TEQPETOP HH l‘ll:lTFl-E'EHTE-J'I:H.

M pAMEBYBHWASE— MoseT I'I-DTFIE'E-EIE-ETI:-EH BREMA ANA NoOCeeHWA OSBERTOR NoTRebBUTENA UNKW AHANKWEE 33NH-
CEW N0 MOHTARY,

3] npoBegeHUE 3YOMTOE HE MHOCTRAHHOM RIEKE (oM. FOCT P 54429, nynar T.4.8);

4] TpediBaHie WIrOTOBHWTENR NG APOESISHAD MEGTOUENESOrD 3YaHTa,

5] HEQOCTATOMHOE COOTEESTOTEME WITOTOEMTENA PEryNEpYWHKM TRetosasHamM.

b) @ aTops, COKpEWLEK LWE NEOL0NEU TENEHOCTE BYAWTA:

1] MESMURHCEME HIOENUA C HA3E0R W CREHER CTENSHAME NOTEHYWANEHOID DUCHE NpEMEBHEHNR;

2] HENWYHe CERLETEN=CTE o0 YAOSNETEOPUTENEHOM NPOBSOEHNE BYOMTOE ¥ NIDBOR TRETEEA CTOPOHE WKW ¥
ORFaH#3IAUWE, NPOBOAALYAE 3V OMTEl Y NOCTEA WL HE0S,

3] ecnM PESYNBTETE NPEAMAYWHE 8YOATOB, NPOBSdEHHEIY TOR He SPrasiiaywsen, QEMOHCTOHPOBANE COOTEET-
CTEME @IFOTOBUTENA PEryNEpy UM TReSoEaHURM,

A] COZPAWEHHE HOMEHENATYPE HALENHAA, NPOHMIBOLHME X HITCTOEWTENEM . 0O SPEMEH R NPOBSDEHWA NOCNE0HE-
I aYLuTa;

5] CcodpaweHde NPoOUECCa NPOEKTHPOEAHMA WAM NEPOWMIB0OCTEEHHE X NEOUSCCOR GO BREMEHY NDDEEGEHRA NO-
CHedHErs ayguTa.

C] MaroTORUTENA, MMEIDW HE MEOTD NPOUIB0ACTEEMHE X NNOWEI0K

Ecnis ¥ @3 0TOEUTENRA AMESTOR MHOMD NPOWIB0SCTEEHHE X NACWAO0K, TO SMY CREQYET ONPEOSnHTE, KEKHE BEAL J8-
ATENEHOCTA ByQyT CoyWacTENEHE HE KAHMOO00 NNOUE qHRE.

Ecne Ha SAHHEX NPOMIB0ACTEEHHEX NNOWAAKAYE NEHMEHATCA PA3HEIS CHCTEMBl MEHEBQMMEHTE KBYECTEE, TO ANA
CREpEO0enesua NEOLONMUTENEHOOTH SYOATE HAMEYED NNOWELKY CRegyeT DACCMATPUESTE KBK OTHENEHOE WENDE.

Ecne WaroTGEMTENE, HMSHWHAR 004y WNe Bonse NOOWISOLCTEEHHEE NNOLWAOOK, NPOMIBSAWMT AHANOMMY Hle Hage-
TR MM YENYId HE PAdHEE NNOWAELKIY, HE KOTOPEX, GOHEK0, NPMMEHABTGA BOUHAR CHCTEME MEHEMMEHTE KEHSCTEE, TO
MpOAONMMTENEHOCTS 3YAWTE MORHO OUEHATE B TEW 3Tana:

1] OYEHUTE NPOSONHWETENEHOCTE SYAHTA ANA KEXA0A NNOWEGKY OTOENEHD, 3 3ATEM COBOKYNHYH NEO0500Hu-
TENEHOCTE 8 HEN0EaKO-0HAN;

2] onpeaendTs obiuee KONMYECTES NERCOHANS HE BCAY NNOWANKAX, A I3TEM, BCNA NEAMEHUMO, MCNONE3IOSETE
peRoMeHaauRad TAF (Inter-Amencan Foundaban) Ana oNpegensHdR OCHOBHOMRD IHAYEHHA,

1) BRIBECTH COEIHES ZHEYSHWE HA QCHOBSHWW LEYE NONYYEHHE X PE3yNaTaToE.

d) AyAWMTE OPYIME BMO0E

CYLEcTEVIOT ay0dTe PESANHHBIE BHOCE, NPOSONMUTENEHOCT: KOTORE X MEHEWE, dem 3To HeobxoaHMo ANA NonHE-
o NEREOHAYANEHOMD ayauTa (cw, FOCT & 54427, paagen 7).

On# ougHMEEHHA NPOAORKEATENEHCCTH GRYIME BML0E BY0HTA CNEQYET PRCCMOTPETE DEKTORL!, NPHESAEHHEIE E HA-
CTORWEM NPHNOEEHWN.

On# YECTHHHEX a¥ANTOR NPOSOAHETENEHOCTE MOXHD PACCHHMTATE HA OCHOBEHWA LONWYECTES HCCNegyeMey noa-
CHCTEM CHCTEMEl MEHEAHMEHTA KavuecTaE. Takol cnocod NPMMEHAKDT, HEANDWMED, NPW NPOBSAEH MK NOBTOPHEX 3YAMTOS C
WENEH BEPRPAESUMY KODDERTHRYELWME JERCTEMA. NPEQNPUHATEIE N0 PEIYNETATAM NEPECHAMANSHOTD AYAWTA, HNA B TEx
CRYUEAY, HOTOE NPOEEOSHEE SECTHHHAM aYOETE ABNRETEA TReGoaasHent HOPMATHEHEN JOLYMEHTOR, HANSHMER, NpOER-
OEHHE HECTHYHOMD BYLHTA CRaOoTe HIMABPEHEA Knacca 1.

B Tex cnywask, KOT0E HATOTOBRTENK HeoSXoOMMO NPOMIBECTH CYWECTESHHE B W3MEHeH WA (oM. FTOCT P 54421, noa-
pazgen 7.5}, 4NA NpogeQeHdn ayasTe MoseT noTpedoBaTeCch AoNONHATENEHOSE BREMA.
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Mpunoxesse C
(cnpaeoYHoe]

CooTReTcTEME CTPYKTYpPHEIX anemenTor WCO 13485:2003 » 21 CFR, wacTe 820

laGnwua C1

Pasaens @ nogpasgensd WC0 134852003 Pasgenw 2t CFR, yacrs 820

.1 NodcuoTems BeiCWeEnd pYKos0GoTES

4,56 7 B B20.5, 82020, 820,22 B20.25, 820.30
STan S0 154852003 21 CFR. «wacTe 820

1 4.1, 42 BE0200c), B20.200d), B0 20(e), B20.22

2 5.3, 54 820.20{a}

4 7.1 B20.30{g}, 920.30(1)

d 54,551, 552, 61,62 BZ20.20{b), 420 20(b)i 1) B2020{b}2), 2020003 u

[lg), 82025

5 5.6 B20.5, 820 200c)

-} d.2.2 BE0.22

labnwua G2

Pazgenm # nogpasaens WCO 1348520403 Pazgenw 21 CFR, wacts 820
7.2 NogcucTema NpoeETHROBAHWA A DESFI-H.L'I{ITEH
[ 3420.30, 82070
STan ACD 134852003 21 CFR, wacTe 820

| i, ra d20.30

K| it g2, 5tha)

d f.a1 220.300(b)

5 .31 A20.50a). B20.30(b) — i)

= F21,7.32 d20.30c}

[ #.3.3 20,5001, 820.304d)

d f.1, 752 d20.30(9)

S i.3.8 d20.3009)

) f.3.8 d2U. MU, dd0.3009)

11 F.3.1,7.3.6 d20.500(9)

12 f.4, 735 737 a20.3001), 420 7Oi(b). 620.30{a)

13 .3.1,7.3.4 d20.50(=)

14 .37 d20.300), 420.70(k)
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fabnumyga .3
Pasgena v nagpasgens MCO 134852003 Paanant 21 CFR, waste 820
F.8 TogodacTeda JokYMEHTELWA HE MPOLYHEH D
4.7 BZ0.30, 820.181, 620,50, 520180, 820184,
E20.18g, 820.75
dran o0 13485:2009 21 CFR, uecTe B20
1 421, nepa-incnedde d) B20.180, 820181, 420,144, 820.18&
3 1, 7.2 .33 EZ0.304d}, 4205300, 20,301, 820181, E20.50,
B20.75
Franuyga CA
Pajgenm v naapasgene MCO 134852003 Paspenw 21 CFR, waste 820
fd MNogewcrena YIpaEENaHW A I'Ii-I:I,EI?'{IJ.-'Eﬁ W npoUeccaMK
1.6, ¥, 8 E20.50, 820.60, 920.65, 320,70, 820,72, 820,75
EZ0.30, B20.90, 820.20, 320,25, 820,30, 820.40
B20A00, 820180, 820140, 820,950, B20 184,
E20.181, 82085
Atan WD 13485:2003 21 CFR, vwacTe B20
1 1, 7.51 B20.70, B20.700c)
2 .1 BZ0.30, 820.40, 320.50, 20,680, 820,181
k] — _
1 r.a.t EZ0.75
5 r5.1 76 B20.704gh3), B20.72a)., B20.70{gH 1}
= r1, 1S B20.70{a}, 820 Fidfc), B20.70{e), 820.70(),
EZ0.70ig), d20.Fd(h), 820072, B20.7 5k}, 820.80
r r8.1.1, Fa12.2, 75123 —
B 4.1, 4.2 BZ0.20, 820,25, 320,20, 320,40, 820,72, 820.90
E20.100, 820180
b B.2.2 B20.20{bj(2), 82025 82070, B20.70(d},
B20.75{b}1)
10 B3, 6.4 B20.704c), B20.F0ig}), 820.704f)
i 8.3 7531 7832 7533 B20.60, B20.65
12 T B | B20.7041)
13 g B20.F2
14 fh, d.24 B20.7 2, B20.80{c). B20.ahjd}
15 B24 8241 8242 E20.80, B20.86, 820.134(a)
16 B3 BZ0.50
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labnwuasa

C.5

Paspsenwm @ nogpalgens ACO 134852003

Pazgenw 21 OFR, wacts 820

F.a NogocacTema FopResTHpYEIWHE 1 NPeSYNPeR a3 Qe@ECTEXA

d20.B0, 8200700, 420,198, 20280, 820,30

MICD 134852003

21 CFR, wacTe 820

820.100{a), 420.100{b)

g20.1004a1)

20 3001)

4 d.1, B.2.3, 5.4 d20.1004a), d20.100{a (1), 520,250

a d.o.d d20.100{a)|2)

G 4.3 d20 8t

d.2.3, 8.0.4, 853 A TOWE ) S), 8201008 4), B20.1000a)a)

01004k}

20.1004&H 1)

20.1598{d)

420,100, 520,186

e
Ui

a3nenel ® nogpailgens ACC 13485

T

Pasgenu 21 CFR, yacts 820

f.B lNogcHcTesa yneaane

HHA JAEYNEEMM

d20.40, 32000, 52080

Aran

ACD 134852003

21 CFR, wacTe 820

A

d20.40, 820 50

B20.50(a) 1), BE0.50{a)2)

I

d20.500k)

g2 blia)d)

TR

d20.601a)ig), BL0.80a), 9208000

labnwua

[

Pazpgens o nogpalgens ACO 134852043

Pasgenu 21 CFR, yacts 820

F.0 TNofcdcTeMe Loy MesT

aUR# W Zankncen

4 82040, 82065, 820160, 820.100, 820,181
820184, B20.186. B20.108, 820.200
San MCO 15485:2003 21 CFR, wacTe 820

&.2.3, 4

24

g20.130, 520.180(D)

4.2.3

d20.400a), 520 400}

4.2.3

d20.4ta)

421,424

d20.1004b), 42018040}, 20.187. 820.184, 820186,

2201908 ), 42020044}
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FTaBnuyga C&

Paigenm mnoapasgens MCO 13485:2003 Paanenw 21 CFR, waste 820
f.g MogocucTema npoueccoB, CEBAIAHHE X © _ll:ITl.."E"}H_EI'I!':M
Iy E20.30, 820100, B20.183, 820.50, 82010
Aran A 134852003 21 CFR, wacte B20
1 r2.4 r22 BZ20.300c), B20.530(d}, B20.300f), 820.30(g)
2 r2.2 BE0.50, 820160
K] 723, 821 BZ0. 188, 820100 a)1)
1 .1, FES —
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Mpunoxesse D
{enpagaYHoE]

Mpouecchl CTERPWUMWIALNMH

0.1 Uenw

Uenes ayouTa NROYescol CTEPWNAZAYNUA {ERNKDYER MCNRTEHHRA, AHEPACTPYRTYEY, NPCHZE0QCTESHHEBE NOMEWEHHEA
W oBopyOoBaHHde ) AENASTCA NOLTES PELEHWE TOM, 4TE GAHHE NPOUECCEl NDESHA3HEYEHE ANA BRINYCKS CTEDMNEHBIY W3-
AERWA.

0.2 DCcHOBHEIE 3TAMNK

Mow NpoEeOSHKW 3YOWTA NEOLECCOE CTERANM3ALUMN B NOACHCTEMS yIPABNEHWA NPOAYELMER H NPOUSCCAME MOXHD
BELGENNTE CNELYHILWE DCHOBHEIE 3TENL

&) ONpEJEnEHWE TOMD, STO MNPOUBCCh CTEPUNMIEGWH, BENHKYMEA yNPESNAEMEIE FOOOBMA, 3JANNEHYPOEAHE
(o, FOCT P WO 13485 nogpaagen 7.1, noanyHeTt 750130,

) OnpeAeneHds TOro, ST0 MRAHUPOEIHWE NPOUECCOE CTERMIMIAUMM COOTRETCTEYET TReGoBAHHAM, NEEARRAENAE-
MBI K DRV M MPOLACCEM CHOTEME MEHSAKMEHTA Ka4ecTEa (oM. NOCT P HCO T34BS, noapasnen 7.1, nognyHet 7.5.1.3);

) GnpegensHie Toro, 4T0 33NECH NESAMETPOE NPOLECCE CTEPANHIALAK ONA KAXL0A CTERMNMAYEMO@ NAPTHA W3-
AenNWA NOLAERHABEDTCA B8 palioyden COCTORHMA W NpocnexdaanTed (oM. FOCT & MO0 13455, nogayaeT 7.51.3);

) BRiBOP NpOUeCCE(0E) CTEDHNEIALAN ONR SHANA3E; NDW NPWMEH BHHE HECKONSKWE NPOUSCEOE CTERMNWIALUM He-
obsaanmd HENONEI0BETE CRELYIOW NE KRAETERHE

1] CTEnEHE CAGKHOCTH CTEDHNAIEUWE MEQUURHOROTD H3OENWR;
2] Npouecs, NOWMEHAEMEA ANA CTEPHENA3EUAH HEHE0NEWErD YHENE MEedUUMHEKHE 30N W,
A1) NpouEcs, KOTOREM TRYOHES BCATD YWNREENATS;

&) OnpedensHye TOM, 4TO NPOUSCE STEPHNM3aEHH BANWEHPOEEH W NEPOAHANMIMDOERH HA BOELEATHOCTE (BENMOS-
Umit BendEeT @ cela KEanf U kauMD CTERRNWIAURTHHON YCTEHOBEW). NOATEEDHOSHME 3RTYENEHOCTH NEOUECCE BENWOA-
ke (oM. FOCT B HCO 13485, nognydeT 7.5.2.10

f} onpegensHH@e Toro, Y9710 SHOROMMYECKHE MHOWE3TORE HALQNewswWM dbpason BANMAMPOEAHEl W YNDASNRAEME
(owa FOCT P OO 13485, nyHer 8.2.3);

g OnpedeneHde TOM, 4T NPOUSCs CTERWNAIELMA RENASTOR YNPRENASMBIM @ KOHTPONADYEMBIM, B TOM “HCNE GNA
MAZensd ¢ OWonardyeckdy sanonsmTenss. MogTESpHASHME TOMD, YTO COOSOHAMOE WIQENWA COOTEETCTEYET BANHGHPO-
BAHHOMY CogepRamony (cam. FOCT B HOO {3455, nognyret ¥.5.1.3);

) onpedeneHWe  ToMD, 70 ARPOLECE NPOTEKAET B COOTEETCTEMM  ©  yCT3HOBMEHHEIMHA  NEpaMeTpEMH
fow. FOCT P WOO 13485, noanyHer 7.65.1.3)

1] BCN@ O3HHBIE NOLKASKBINT, STO NPOUSCS HE BCArdA NCTEKaeT 8 COOTESTOTERH C YCTRHOENE HEEM W NApAMETRE-
MW, TO ONPEOEeNaHUe TOM, 4T3 HECOOTEETCTEMR MECNEAYI0T U C HWMA NPOS0AAT HAANE AW Y1 pABCTY, 8 TAKKE “To B CEAZH
C OAHH=MH HECOOTESTCTEXAMM  OCYWECTENAKDT HeoBxofWMee CODPSEYMM @ KOPDEETHRYIWHEE  DeACTEMA
(om. FOCT P WO 13485, nogpaagen 8.1, nyHeT 8.2.3, nogpazagens 8.3, 8.4, nyser B.8.2),

1 SCAW ApoUeccoM CTEPARNASIALHA YIPIENAKT & NOMOWLES NROFEEMMHOMD CE2CNSUEHRA, TO GNP ESENEHHES TOrD, 4T
ngorpamMyos oliecneded e ABNASTLR BANWAWPOEEHHEM (oM. FOCT P MO0 13485, nyseT 7.5.2.1)

B} GnpemeneHie Tor, 470 @Cnonb30aaHHee ofapy0EAHHE OTPEryNApOEEHD. OTRANKMEPOBAHD W NOOAEEHEBIATCA
B pafouen cocToRHMM (oM. FOCT @ HEO 124385, nogpezgens 7.5 7.6);

Il onpegenes|s TOM, “T0 NeREOHAan MesT HAANEXHEWHE KBENUWE WKL W NOGTOTOERY GNA BANWLAUMY, BRENONHE-
HWA ¥ NoOoepsaddn B pafoden COCTORHAY NPoOUBccE CTEpENn3aUsn (cm. FOCT P WO0 153485, nogpaagen 6.2),

CooTReTCTEME NPOUBCcCa CTEPUNHIALHA OUSHHESIOT B PAMKEEX OUEMMEBEHHA NOOCHCTEME YNDA2NEHWA NPoAYELHEA
M NpouecCaMd. ConTEETCTEME NOIACHCTEME! YNQEENSHAA NPOAYELHER 0 NPOUECCAMA OUEHNBAHT HA QCHOBEHAW OBHHRIX

WCCNe008aH WA,
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Mpunosenuea E
|cnpaBoMHoe)

AyauT nporpaMmHoro obecnedeHun

E.1 Uenk

Lene ayad7a 8MO0E LeRTENEH0CTH CHCTEMBl MEHED HMEHTE Ka4eCcTEd, CEASAHHEIX C paipa BoTroi, kTN ST 1
HCNONEI0DBEHASM NDOIPAaMMHOND ofecneweHWA, ABNRETCA NOATEEKOEHHAE TOr0, “T3 NporpammM=oe olecnedsHes Yaoa-
NeETaHoasT I'IIZITFIE'ﬁ HOCTAM NONB30EATENR, NP2AYCMOTPEH=0MY NPUMEHEHHART W CNEURA3NEHEIM TFIEE{IEEHHHM.

Mpueresasne — MNporpamasos ofecnegsesne BrnayaeT & cela:

&) NporpamMsMaos ofecnesesHe, BCTROSHHOE B MEeJ@UMECHOE WI0en e,

by nporpamssos ofecnesesue, NOCTAENASMOS OTOENEHD OT MEGUUNHCEDND M3OENHA;

C] nporpaMMyce clecneyveH@e, NDHMSHREMOR QDA YNPAENEHHA NEOYECCEMH CHCTEME MEHEQEMEHTE KIYELTRA.

E.2 DCHOBHBIE 3TAMNLE

rlFIH nposegedHAs ayonuTa NQOramMmMHCrD oHecnevaHHA MOKHD BHABNETE 3TANE, nepeYdcneHseE e HaEe, He goa
WASHTHPUUNPOEIHHEIE STANMB MOTYT OETE NPUMEHUME KO BCEM BUOEM DEATSNEHOCTY N0 YOPEENSEHAD NPOrpaMMEHEM
ofacneyaHuam, 1 MOrYT NoOToE foBATECA AONONHMTENEHEIE BOIMORHOCTH ¥ApapneH#An [HENpAMED, YOIPEENEHWE ZEEYN-
KAMH).

MpAMe«“8HHE— COLNEM HE CTPYSTYDHEIE BREMEHTE [1], NPHBSABHHEIE HHEE, HME DT OTHOWEHE & pazpalbor-
€8 MPOrpassHorn ofecnedusHra MegWUM=CERE HATEenNUA.

8) ONpEgensHde TOMG, 470 paapaboTia NDOUSCCoR HHIHEHHOTD YHENE NPOrpamMMHoro oDecne ye WA 3annaHMpoea-
mE oM, FOCT P HCO 134885, nyner T30 nogaydar 7514 1], noapaagens 5.1 6.1},

b) cNpegensdue TOro, 4TO DACCMOTREHUE NPOrRaMMHoro ofiecnedusHsn, cnocobsoro NPHBECTH K CO308HME ORAC-
HOWA CHTYAU#H, ABNRETCA YEBCTEH BHANKIE pUcxa (o, [1]. nogpaiagen 7.1}

C] ONPeaEeneHde TOFD, 470 33 NNAHUPOESHHEE MPOUECCR KM AHEHHOMD UMENS NPOTPasMMHoro oBecneqeH@n YHE T Ba-
T BREGOHBE O3HHEE Mo DS30N3CHOCTH, NONYYEHHEE B APOUECCE MEHELHMMEHTA PUCHA MEIHUWHCROTD H30enWa
loM, FMOCT & HMCO 13485, nogpazaen 7.1, [1], noapasgen 4.3)

d) onpegensadle TOra, 470 TpeGO3EHAA, YCTAHOBNEHHEE K NPOFAEMMHOMY OS8CREYaHH0, CODTESTCTEYIT Ganmm
AporpaMmHene obecneysHsEa 1 BENOYENT B ceba Mepsl NO YIPIENSHWH PECKOM, BCTROSHHEE B NAHHOS NPOrpaMM-oe
ofecneqderne (oM. (1], noapaagen 5.2

B) ONEEgenadis T, “T0 KaH 4@ MCNONEIYEMEA MHOTOLENSEOA KOMNOHEHT NPOTpaMMHoro chscneyeHna yaos-
NETIO0AST KOHKDETHEM TRES0BaHUAM K D YHEUWOHINEHSIM ¥ SKCANYATAUAOHHE M KEREHTEPECTHERM, HEeoDxo0WMee ANH
Mo NPEdyCMOTREHHOND NPHEMEHEHNR, BRNKYER GNedWb@Hanns annapaTeors W nparpaMs=ors ofecnededna, seolxogu-
YR ONA NOGESepEAHUE 8o HELNeXawero EyHEUACHRPOESHEA (oM. [1]. nyHET= £33, 553,47

fi nogTESpEABHWE TOTMD, 4TO0 HIMEHEHHA NPOrpasMMHoro ofecnesesun BRNW NPOAHANWIUMPOBAHE! © TOUEA JDEHWA
BOSMOMHOCTH COIJAHMA WM QONONHHTENBHEX NEWYMHH ONA S03HAHS0BESWA ONBCHEE CATYELUMA WNE NDENATCTEWE ANA
WMER WM ECA MED N0 yNPAENEHHD DACEKOM, BCTROEMHEIX B nporpammscs obaecnevwesne (cv. [1], nogpasagen T.4)

g) NOATEEDHOEHHE TOMD, STO NpoBNemMel, CEASEHHBIS C NPOFQEMMHEIM ODBCRaEHNERM, PEWEHE G NOMOLBID paipa-
BOTIHHOG NEOYELEE peWsHHA npobnen nporpasmHioro ofecney eHnA, BKMKYBH W ETD B C80R ONpESENEH e NDWHHHE BO3-
HHEHOEEHAA Npodnem M OYSHABAHWE DaHHEX NEOBNEes © ToWke 3peHWR BezonacHocTr {ocm. [1]. paagen 9).
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MpunoseHne 0A
[oGAzaTENBHOE)

CpaBHeHWe CTRYKTYPLI HACTOALWErD CTAHAADPTA CO CTPYKTYROH QOKYMEHTA
GHTFISG4A/NI0OR20:2006 «PyroBOoOCTED NO AYOHTY CHCTEM MEHSOMMEHTa
KAYRCTEA MAFOTOBMTENER MEOWUMHCEHX MI0eNHA HA COOTEBETCTENE
perynupyowMM TpebosadiamM. YacTe 2. CTpaTerda ayouras

Tatnwus A&

Hamap paagena HACTORUWEND STAHGApTa Howep gakyeenta GHTF
i BeegeHWe 1.0 BsejeHue
1 OBNACTE NEPHMEHEHWA 2.0 DARAcTeE NPUMEHEH WA

— A0 OHooHoOEaHWE

2 HopsaTHBEHE e CChINKH 4.0 HOopMATHEHRIE CORMEM

4,

3 TepmidHs ¥ onpeaeneHuR A OnpeaeneHda

4 DOBWHe 33MEYEHNA NOD CTRATEMAK BY34Ta 6.0 Ofure 3aMeYaHdRA No CTRETEMMKW AyaHTE

HE COOTEETCTEME PEryNHApyRWEM TpeboEasHRM HE COOTESTCTEME PEryNApYIWAM TRpafoBaHdAmM

43 MpoeepAeMEE NOLCHETEME 7.0 MpoEepAeMse NOOCHCTEME

Mpunowedie A oCiempb GHHOMWENLHOMD Bkl GOpEs Mpunokedne 1 oCxede BAHOMUANLHOMD BrilBopan
MpunoseHne B o DacTopsl, NPHMEHRSMEE MonnoseHne 2 aPAETOpEl, NPUMEHASME S

ONA ONpeJensH A NPoOoNEATENEHOCTH 3¥AHTa s onA CNpelensHsa NPoJonEHTENEHOCTH By aHTas

Mpunoxedne © aC00TEETCTEHE CTRYRTYEHEIX 3NeMadToR | Mpunowedne 3 «CooTEETOTEMS CTPYETYRHLIE ANSMEHTOE

WCO 134852003 n 21 CFR, wacTe B20s ACO 154852003 n 21 CFR, vacTe 820
Mpunowedie D «lMNpoyeccsl CTEDMNE3ELHES Mpnnowedne 4 ollpoUecck CTEPMNWIALKH S
Mpunosedie E o AyauT nporpaMMycro ofacnesesdas Mpunokedne 5 aAyAWT NPOrpaMMHONS oBacnasesd A
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Mpunoxenns OB
jofBAIBTENLHDE)

TEKET HIMEHBHHLIX CTRYKTYDHLIX 3NEMEHTOR HACTOALEro CTaHAApTa
W gokysenTta GHTF/SG4/NIOR20:2006 « PywoBOoOCTEO NO ayOQMTY CHCTEM
MEHSOMMEHTA KAYECTEA HAFOTOBUTENEH MEOWUMHCHWE Haaenuid
Ha COOTEETCTEHE PerynHpyiownm Tpedoeaduam. YacTe 2. CTpaTerda ayouras

1y Teket paagena 3.0, @cknesHOrRD W3 QokyMedTa GHTF/SGANZ0R2Z0:2006 « PyroBDOCTED NO BYAHTY CHCTEM
MEHSIHMEHTA KA4BCTEA WATOTOEHTENEA MEANYUHCHAXY HADSNWA HE COOTESTCTEME DEY NMPYH WHKM TpedosaHnAK. HacTe 2.
CTpaTerndA ayanTas ., TaK k8K HeyenecooBpaiHo BKNKSATE J2HHIR DEZAEN B HAUWOHANEHEIA CTAHLERT B CBR3A © Tpeboea-
HHAMH K CTRYRTYPE HELMOHENEHOMD CTAHREPTA Poccyicaod denspaums, YoTEHOENSHHM B FOCT B 10— 2004, 3 Taxcke
8 CEAZM C TEM, 4T COOePEAHUE OBHHOMND PA30ena gySnMpyeTca cogep=addes BBeaesna @ paigena 1 «08necTe NpAmMa-
HEHWAD HACTOALYEND CTAHGEPTA.

3.0 OBocHOBAHWE

HacTORWHA GORYMEHT NPFESHESHAMEH ANA CHECNSYaHURA PEFYNHRYOWHRE ODFAHOE, GRIEMH 33 0WA, NPOBOAALLAE BY OW-
Thi, ¥ 3YJHTOPOE OCHOBHOR MHOOPMAELMER 0 CTRATETWH NDOBEGEHWA BYIMTA CHCTEM MEHEQRMEHTE KAHECTES HE COOTEET-
CTEHE DEFYIMDYH W WM TpeBoaaHHam.

HacToRWHA GOKYMEHT NOMOrEaT SOCTHYE COFNACORIHHOCTY B NPOSEAEHUH AYANTOR CHETEM MEHEDHMESTA KAHET-
TEA HATOTOBMTENER MEORLMHCEYE WIgen«d, 4To HecBxogumo ONA FApMOHAZELWA ¥ BI3MMHOND NPMEHAHEA PEIyNETATOR
BYOHTOE.

2) OpurH=ans=eid TEECT BIMEHEHHBIX TEDMARONOMAYSCkd e cTaTed FOCT P 544219,

TescTsl TEPMUHONOrAMECHAE CTATEA 3.1 W 3.3 NpHESdEHL B COOTEETCTEME C© TekcTom MO T P OO 000, roe 0ad-
HEE TERMAHE CTEHOBRTHI0EBAHE . COOTEETOTEEHHO COBINKW HA TERMEHONOMMESEWE CTAHAART HaMesese: ¢ MCO 19011 Ha
FOCT 8 HCO Do,

3.1 ayauT (audit): CHoTEMITHHSCHMA, HEI3BMCHM SR, GORYMEHTHDOSEHHEIA NPOUECE NONYHEHWA 3ANMCSA, H3N0EE-
HHA PaKToOR (0O BSKTHEHEIX CEMNGETENECTE] MW QPYIOd COOTRETCTEVIDWEA RHPODMEYHN U OO B2 KTHEHOND WX OLEHME BHHA C
WENEH CNPELaNSHRA CTENEHN BRINONHEHWA YCTEHOENSHHR S TpedoBaHe (3anMeTECEAHD w3 MCD 19011}

3.3 wpwTepnw aygura (audit critena): CoBOKYNHOCTE NOMNATHEA, NPoUESyR wnd TpeloBaHnd (3aMMCTEOREHO W3
MCO 19011,

3.7 megvudHekoe wagenwe (medical device ) NoGod BHCTpYMEHT, ANNapaT, NprSop. YeTpoRcTE, oBopyooBaHWE,
HMNNAHTAT, 10 WD pe3redT WNW KanHbpaTop. nporparuioe checnedar«@e, MATEPHAN UNE UHBE NOAOGBHEE UMW CAAIEH-
HEE C HUMA HIAENUA. NPS1HAIHEYEH HEIS @3M0TOBW TENEM ONA NPWMEHEHHA K HENDBEKY NG CTHENEHOCTH ANM B COMETEHMA
QO o ApYIoM 8 WenRK

- OMETH0CTHEM, NPHOWNSKTHEN, MOSHTOPUHIE, NEYEHAR WM oBnersesnA 3a00neBaHHA;

- OWETHOCTHEM, MOHUTOPHATE, Newesna, OBNerdyeHdR WNE KEOMNEHCALRH NOCREnaTEWA TPaakhl;

- MCCMNEOoBAHHA, SEMEILEHHA MMM HIMEHEHHA BHATOMUYECKOMS CTROBHWA WM I 0NoMEYeCHA X NPOLBctoRE;

- NEOQSpEaHHA UMK COXPAHEHHR HN3HK,

- yNPEEMNEHAA ZAYETHEM,

- DEIAHEERUAR MELHUMHCEAE WAGENHI;

- MGNYHEHWR HEDOPMALWA GNA MEeQdURHCEME USRed NOCPEHoTEGM HOCNeOoBa HHA 1 Wiro npol, B3R TelX U3 TENA Ye-
NoEEKA, TP YENOBAW, 4TO WX OYHEUMOHANEHOE BO30EACTARE HA HEN0BEYECKIWA OPraH@EiM B8 DeanMayeTcea 38 cueT Gap-
MAKONOTHYECHAE, MMM YHOMGIHHECKHE BNW eTabonuyeckie CpeacTE, 20 MOHET NOGAEPHHEATECA TAKHMY CPEOCTEAMK.
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MepunoxeHwe OB
(cnpaeoYHoe)

CeeagHHA 0 COOTEATCTEMH CCLINOYHLIX HALMOHANLHLIX CTAKAApPTOR
PoccHMicKol DeaepaluMi MeXOyHapoOHLIM CTAHOARTAM, HCNONLIOBAHHIM
B KAYECTEE CCLINOYHLIX B NPUMEHEHHOM OOKYMEHTE

fTabnwua AOBA

DEsanavueHue SoumoyHaN

CransHs OESIHAYEHME 1 HAHMEHOSAHME SEERDYHara RIEROYHAROOMars
HILATHANHDOID CTAHOApRTH
- CODTEETITENA CTaHaapTa
Poccaidckion Peaapaynm
FoOCT P HCO 9000—2008 o MCO 90002008 « CRCTEME MEHEARMEHTE KA4ECTEA. DCHOB-

Hed e NONDHEHAA @ CNOBERE

MoCT P UCO 13485—2004 T MCO 134852003 aMz0enidA MegHudHCEME. CHCTEME MEBHED-
HeHTE KadecTas. TpeBoRaHAA QNa yened parynMpoEaHuan

FOCT P HCOITO 14968 —2007 0T ACOITOD 149692004 sla0enip MEQUUHHCENE. THCTEME M-
HE0MMEHTA HKauecTea. PyioBOOCTES N0 NPMMEHEHWH
ACD 134852005

FoOCT P WMCO 14871—2010 T MCO 149712007 «Mznen«a Megaunsciee. MpUMeHeHne mMe-
HEQRMEHTA PHCHS K MESRUAHCEMM @308 MW »

FOCT P ACOMM3K 17031 —20048 T NCOMI3K 170212006 e Ouedka cooTeeTeTEMR. Tpeficeadma
« OpPrasas, NPOoEOOALLMM SYAMT U CERTAHEELAIN CHOTEM M-
HEORMEHTES

FOCT P ACO 19011—2003 10 ACO 18011:2002 «PyroBoaAu@e yEa3aHWA No AyanTy CHOTEM
MSHSLMMEHTA KAYECTEE WHNW CHMCTEM 3HONOMMYMECEOND ME-
HEOMMEHTA S

FOCT P S4421—2011 MO0 GHTF/EGAMNZERG: 2008 a PyroBoasTaO N0 BYSMTY CHCTEM ME-

HB0MMAEHTE KAYSCTEA HWITOTOEUTENEA MEOULMHCKMX MEZJENHA
48 COOTEETCTEWE DEryNMoyowne TpeBoeasuan. Yacte 1.
OBuine TpeloaaHuAx

FOCT P 53018—2010 o GHTFSGEIMNISRE 2008 saaenus seanyuHckre. Pyxosog-
CTEG B0 MATEMPALAW NPUHYMNOE MEHEAHMEHTE PHACKS B CHCTE-
Wy MEHEOEMEHTE HAHECTE R

Mpumevarn ue — B HacToAWeR TAGNHUS WCNONEI0OBAHE CNE0VDLHE YCNoBHLE 0B03HaAMesHA CTENEMH COOT-
AeTCTANA CTAHAARTOR:

- 10T — WOBHTHYHEWE CTAHLART,

- MOD — MOAMEHUMPOBAHERA CTAHAADT.
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BuEnuorpadiina

1) IEC 6235042006 Medical device software — Software life cycle processes
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