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Mpeanvcnoene

Llenit M npMHLKMNE CTAHOapTHIaLMA B PoccHiAckoid @egepalmu yoTadoaneHs DeaepantHbim Sas0H0M oT
27 nexabpa 2002 r. Ne 184-03 «0 TEXHWYECKOM DeryNUpoBaHKKe, a NPaBUNa NPHMEHEHWA HALUMOHANEHBIX
cravgapToe Pocouickod Senepauymn — MOCT P 1.0—2004 «Craspaptuaayma 8 Poccuiickol egepaums.
OICHOBHBIE NONOHKEHHA D

CregeHna o cTaHpapTe

1 NOOQroTOBRNEH Nabopatopued npobnes KNAHKED-NabopaTopHol AMarHocTiEN HaydHo-\uocneno-
BaTensckoro yeHtpa FOY BIO aMMA M. WM. M. CedeHosans Ha 0CHOBE COBCTBEHHOMD AYTEHTHYHOID NEpeBanna
CTAHOapTa, YKaIaHHoro B NyHeTe 4

2 BHECEH TexHWYackHM KOMMTETOM No CTAHAARTHAAUNA TK 466 «MeuuMHCKUE TeXHONoran

3 YTEBEPHOEH W BBEJEH B OEAMCTBWE Mpukasom PeqepansHoro areHTCTES DO TEXHHYECKDMY
perynupoBadiMe W MeTponondn ot 8 aexabpa 2009 r. Ne 617-cr

4 HacToAwME cTaufapT WogHTHYEH MamayHapoaHonMy ctakgapty MCO 22870:2006 «Mccnenosadua
nomecTy nedednA (MM, Tpeboeadna K kadecTey W koMneTesTHocTHy (|30 22870: 2006 « Point-of-care testing
(POCT)— Requiremeants for quality and competences ).

HaumeHoBaHKE HACTORLWEND CTAHAAPTA MIMEHEHS OTHOCHTENEHO HAMMEHOBAHWA YEI2AHHOTO MENTY-
HapOOHOMD CTaHgapTa ANA NpMEedeHWA B cooTReTCTBME C TOCT P 1.5—2004 (nogpaagen 3.5).

MpK NpUMEHEHAN HACTOALLEMD CTAHLAPTA PEKOMEHOYETCA UCHONbLIOBATE BMECTD COLINOHHBIX MEWTyHAa-
pPOgHBIX CTAHAAPTOR COOTRATCTRYHILME MM HALUMOHAN BHEE CTAHAPTH Poccuickol @egepayug, CEEAEHHA O
KOTOREX NPHEELEHE! B QONCNHMTENEHOM NpunomeHra A

5 BBEOEH BMNEFELIE

Hughopuayus off vaMeHeHUAX Kk HacmoAwewy cmandapmy nyfnuicyemes @ exgzoduo uadaeacmonm
UHDODMaLUOHHOM VKazamens s HauuokanesHee cmaHddapime s, 8 MaKcm LAMEHSHUD U NONpagor — @ BHREME-
CAYHO U3dagaembix UHhoDMaYUOHHLLX yrazamenay « Hauvoyanssse cmasdapmsty. B cayyae nepecmompa
(Famessl] WL OMMEHE HaCMoALe20 cmandapma coomesmemeyiowes yeedomnenus Bydem omybinucoaano
@ EMEMECAYHD UIDSESEMONM LIHIDODMAELUOHHOM yEaIamens « HaLUoHankks e cmandapmis. Coomagmoma)y-
LA URDopMaUUR, yeedomMIeH e U MaKcTihl DAIMELLIaKITICA Makke & UMGhopMayLoHHol cucmene obweso
NONEIDAIHUA — Ha opuluameHoM calme PedapanbHI20 S2eHMCMEs N0 MEXHUHECKOMY DESyILPORSHLIO U
MEMPOIoSUL & Cemu MumepHean

© CravgapTuHdopm, 2010

HacToALMA CTAHOADT HE MOMET BTk NOMNHOCTLID MW YACTHYHO BOCNPOMIBEAEH, TMDAXWDORBAH U pac-
NpOCTRaHEH B KAYECTBE OMLMANLHOrD WagaHWA Gea paspelweHia DanepansHons areHTCTAaS MO TEXHKLECHD-
MY REMYNMPOBEHHIN 1 METRONOIMA
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BeepeHue

TpaaMuHoHHEE WCCNET0BaHWA BUOHMOKOCTEA, INCKDETOR W TEAHEH NALMSHTA BRINONHAKT 0bbIYHD B
KOHTPONUPYEMBLIX 1 PEryNUDyeMs YCNOBMAY NPUIHAKHORA MeduuMuckod nabopaTtopii. BeepeHHe CHCTEMB
MEHEIHMEHTA KAYECTES W AKKDEOWTALMMK B 3THX NaGopaTopHAX NOBRCKND 38MHTEPECOBAHHOCTE B MX MCNONE-
A0BAHMK.

YCNexw B paiBUTHH TEXHONOMAA NPUEENK K COZOAHMK KOMNAKTHEIX, NPOCTEX B NPHMEHEHMA MEOWLMH-
CHMX M3TENWA ANA AMATHOCTARK iR Witro, KOTORLIE BENaknT BOIMOKHBIM BhIMONHEHHE HEKOTOPBIX HCCNEeaoBa WA
HENOCPEACTEEHHD BOINE MECTA PAIMELUEHWA NALWMEHTA MK NoBNWAocTH oT Hero. MccneaoBaHyA no MecTy
NeYeHUAMNoBNHACCTA OT NALMEHTA MOMYT NPMHECTH NONE3Y KAK NALWEHTAM, TAK M YYPEHOSHWAM 30paB0oxpa-
HEHWA.

PUCK ONA NagnesTa ¥ ANA yYPesteHis 30pasooxpaseris MoxeT OeiTe NOCTABNEH NOY KOHTPONE C
NOMOLW LI TIWWATENEHO pa3paboTaHHoH, NONHOCTRIC BHEQPEHHGHR CHOTEMEl MEHEIMMEHTA KAYECTRA, KOTOPARA
ofnerdaeT:

= QUEHKY HOBLIX MW ANBTEPHATABHEX HHCTRYMEHTOR W CUCTEM ONA KCCNE0BaAHMA NO MECTY NEYeHNA,

= QUeHEY W anpobaunio NPeanoHe A 1 NPOTOKONCE ANA KOHEeYHbLX NoNEI0RATENEH;

- NOCTABKY H yCTAHOBKY 00Dy I0BAHWA,

= COXPaHEHWE NOCTABRMAEMBIX DACKOAHEX MATEDHMANCE M PEATEHTOR,

= obydyeHne, CepTHONEILNIG K NOETORHYK CERTURMKALMIE CNepaTopos CHCTEM QNA MCCNEeaoBaHMA No
MECTY NEYEHKA,

« KOHTPONE W O0ECNEYEHKE KAYECTEA.

Oprane, KOTOpbIE YNONHGMOHEHE OLEHWBATE KOMNETEHTHOCTE YHPEHIEHNA 0NA BRINCNHEHKA MCCNeno-
BAHWIA N0 MECTY NEYEHHA, MOMYT HCNONBE3I0OBATE HACTORWWA CTAHAAPT B KAYECTEE OCHOBE OMA CEORA QeATENkE-
HOCTH. ¥YupesaeHue agpascoxpaHeHia Np| aEkpegutaunn’! Boed cRoe i AeATENBHOCTH HNK 88 YACTK JOMHHD
nabupaTe TOT Oprad aKkKpeaMTaUMK, KOTOPEIA NPMHXMAaET B0 BHMMaHKe TPeBoBaHHA K BEINCMHEHWMKD MCCNeno-
BAHWA N0 MECTY NEYBHIA.

Y B Pocouncsoi Denapaygui gefcTeyeT PegepansHsA 3EK0H, KOTOPRIR NPEQYCMATRPUBEET NHUSHIHPOBEIHUE MEH-
UMHCKOIA 0BATENEHOCTH ¢ YYeTOM NPOBEAEHHA PAGOT W OKaIEHMA YCOYT N0 KOHKPETHEIM CNEYMANLHOCTRAM, OQHOA W3 KOTO-
phiX ABNABTCA CNEYHANEHOCTE ¥ENUHHYECcKan NABoPATOPHAR OMArHOCTHEA [BHINWACKWA BHENOT — «in vifra diagnosticas)
[npeMesanne paipaloTineEg).

n
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HALUWOHANBHBIA CTAHOAPT POCCUMACKOW OEOEPALMM

HCI:HE,H.GHBHI‘BI no MecTy nevYaH A

TPEBEOBAHWA K KAMECTEY M KOMNETEHTHOCTH

Paint-af-zcare teating.
Requirements for quality and competence

Oarta eeegeHds — 2010—09—01

1 OBnacTb NpUMEHEHWA

HacToAwwid cTanaapT yeTaHaBNHMBAET CNELKAan bHEHE TREDOBAHWA K NPOBEEHW MCCNEQOBAHWEA M0 MEC-
Ty NEYEHWA W NPeQHaIHaYeH OnA NpMMeHeHna B codeTanrd © MCO 151892003, TpebopannA HACTOALWErD
CTAHOARTA NPMMEHAIOT MPH BRINONHEHWH MCCNEZOBAHWA NO MECTY NEYEHKA B BoNBHKLE WNM B OpraqM3saLmin
ANpaR0OXPAHEHKMA, NPEJOCTARNAOWER aMByNATOPHYIO NOMOWS. HACTOAUMA CTAHOAPT MOMET DeiTh NpKUaE-
HEH MPK BENONTHEHHA YDEIKOMHEIX H3MEDEeHK, AHANWAE BBl OEXABMOTD BO3OY XA W NDH MOHMTODHHME hianono-
rMSECKHE NapaMeTpo in vivo.

BuinonHeHWe MCCneqoaaHii No MecTy NeYeHnA Ha A0MY WCHNGHEHD M2 Chepsl NDHMEHEHWA HACTORLE-
ro CTAHOAPTA, XOTA HEKOTOPBIE B0 AMNSMEHTE MOYT BhiTh NPAMEHEHE W B TAKWX CIYYaAx.

n PAMEeYaHAe— HIJF\;T BhiTe NPHHATE BO BHAMEHHE MECTHEE ¥ pEfHOHaneH=I2 npaadng.

2 HopmaTHBHLIE CCLINKK

B HacToAlWeM CTaHgapTe MCNoNs3I0BaHA HOPMATHEHAA CoBINKA HA CNedyWHMA MEXRTYHADOOHLIA CTaH-
[apT:
HMCO 15189:2003° NaGopaTopvi MegnUMHCENE . HacTHele TPeSoBaHMA K Ka4BCTBY M KOMMETEHTHOCTH

3 TepmuHbl U onpefenedHnA

B HacToRWeM cTaH4apTe NPUMEHEH CNEgYIOWMA TEPMUH C COOTBETCTBYHILLMM ONpegenaHuen:

31 wccnegosamue no mecty nededuA (MMN) [point-of-care testing (POCT), near-patient testing]:
Weocnegoeawue, KOTOROE BeINCAHAKT NoSNUI0CTH OT NALKWEHTa WNH HEeNCCPedCTREHHD B MECTE 8ro pacnono-
HEHUA W DE3YNBETAT KOTOPOTD BEOET K BO3MONHOMY WIMEHEHWK NEYEHMA NALKEHTA.

4 TpeBGoBaHHMA K MEHEMKMEHTY

4.1 OpraHnIawHMAa W MEHeOKMEHT

4.1.1 MpusmessioT Tpebosanua MCO 15189 (nymHkr 4.1.1), a Taoke TReDoBAHKA, YESIAHHBIE HILHE,

PykoaogcTee NagopaTopHol cnysie BOMEHD NNAHAPOEATE W pa3pabaTeiBaTe NPOUSCCR, HEODX0gM-
MEl2 ANA BENOMHEHAA KCCMEASEAHWA N0 MECTY NEYEHHA.

Heofxoammo ooyLecTRNATE CNEqy oW We NPOUScoE!:

a) YCTAHOBHMTL LEni v TpeBoraHrA K Ka4ecTBy MCCNefoBaHti No MECTY NEYeHNA,

* 3ameHed Ha GO 15188:2007.

Wapanue OHHUMENBHO®
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b} yTREpOMTE HEOBXOOMMEE NP OLECCE W A0KYMEHTS W NPEOOCTABWTL PECYPCE ANA NPOBENEHHA KECNEe-
OCBAHWA NO MBCTY NEYEHUA;

C) NpoBecTd Tpebyaumos NOATEEDMOEHHE [OCYIUECTENTE BEDHGQUEALMIO W BANUIALWKD) M MOHHTORHHD
LERTENBHOCTH NG BEINONHEHWI KCENEL0BSHWR NO MECTY NEYEHKA;

d} zaperucTpupoBaTs NPegocTARNEHME AOKA3aTENbLCTE TOMD, YTO NPOLSCcsl W METOOWKK BRIMONHEHWA
WCCNEJoBaHKi No MECTy NeYeHnA COOTBETCTEYHT Tpedoaanmam.

PyroBOAALLMA Oprad oprasu3aumg GOonkeHs HECTH OTBETCTEEHHOCTE 33 obecneYeHne NPUHATHA COOTBET-
CTBYHILLWX MED N0 MOHUTOPWHTY TOMHOCTIA W KAYSCTEA HCCNSA0BaHNA N0 MECTY NEYeHUA, BRINONHASMEL B pam-
KaX AAHHON OpraHkuaauki 30pascoXpaHeHuaA.

4.1.2 NpusesanTt Tpebosamsa MCO 15189 (nyleT 4.1 2 nognyuire 4.1.2 1—4 1.2.5).

4.1.2.1 PykoBOACTES OpraHAIaUWK AOMEHO YNONHOMOYMTE TRYNNY  MEOWUWHCKWY  CNeuHandcTon
{HANDUMEP, MEQHUNHCKHMA KOHCYNETATHEHBIA KOMWTET) ONpPEneniTe Clhepy NPUMEHEHHA MCCNedoRaHnn No
MECTY NEYSHHA C YHETOM KNHHWHBCKoR NoTpeBHOCT B MCCNBA0RaHWAX NO MECTY NEHeHMA, DHHAHCOBLIX pac-
¥0008, TEXHHYECKOR BEINONHUMOCTH W CNOCOGHOCTI OPradkIaLmWE Y0BNeTBODHTE NOTRedHOCTH.

4.1.2.2 3apenyrowim nabopatopluei MNK yNoNHOMOYEHHEIM TALOM J0MHHE ObiTe HAIHAYEHE My NbTH-
OMCUWNNUHARHAA TPYNNa OTEETCTEEHHBIX COTPYAHKKOE, COCTOALLARA W3 NpegcTapyTensid oT nabopaTopHi |
AOMHUHUCTPALMIA, 3 TACKE KNMHWYECKHX CNEUMANMCTOR, BENKYAA MEQULMHCKKYE CRCTED, 4NA HabnogeHna 1a
BLINOMHEHWEM HCCNBA0BAHHA N0 MECTY NEHEHHA.

4.1.23 MynNbTHARCUMNNHHADHAA TPYNNa OTEETCTEEHHEIXN COTPYAHWKOR OOMNHA rapaHTHpOBaTe, YTo
NOMHOMOYHA W OTEETCTREHHOCTE 38 BRNONHEHWE KCCNSA0BAHMA NO MECTY NEYEHWA CNPedeneHl i coobLEHE
BHYTDH CpralyaaumMi.

4124 MynbTHAWCUMNNHHSPHAA MPYNNa OTESTCTEEHHEN COTDYAHWKOR A0MHHA YHaCTBOBATE B OLBHKE M
BiIG0pE MAOENWA K CUCTEM 4NA MCCNE00BAHME N0 MECTY NeYeHrA. Kpurepui patoduy KapakTepUcTH MINenaA
ANA MCCNeasBaHNA NO MECTY NEYEHHA QOMEHE BEMI04ATE B c20A NpaEMnNbBHOCTE, NPEUMINoHHOCTE, NPegenk
0B HADYEEHUA, NPEOENE NDHMEHEHHA W KHTephepeHUMu. JomeHa Bel Te NPUHATA BO BHWMAHMWE NPAKTHYHOCTh.

41.2.5 Mpynna OTEETCTESHHLIX COTPYOHWKDE AOMMHA YYUTHBATH BCE NPEINOMEHMA N0 DEEOESHMD
nmofioro Npo@yKTa, MIAENUA MK CHCTEME! ONA HCCNBA0BAHWA N0 MBCTY NEYEHUA.

4.1.3 MprisenanT Tpeboaanwa MCO 15189 (nyHer 4.1.3).

4.2 CHUCTEMA MEHEOMMEHTA KAYSCTES

4.2.1 MNpusexawT Tpebosadra MCO 15189 (nogpazgen 4.2, myHKTe 4.2.2—4.2.5).

422 Pywoponcteo naSopatopHoi cnyswbe fonmHo pazpaboTars, AoKYMEHTUDOBETE, BHEODWTE W NOO-
LepHHBATE CUCTEMY MEHBAMMEHTA K3YECTEA W NOCTOAHKHO NOBLILATE 88 e THEHOCTE.

4221 PyrosopcTeo naboparopsol cnysibsl GonmHo:

a) MOeHTHUUMPOBaTE NPOUECehl, HEODXOOMMEIE ANA CUCTEME! MEHEIMMEHTA KAYECTES ONA UCCNEN0-
BAHWK NOMECTY NEeYSHWA B0 BORA ODraHnaaunm;

b} onpegenuTe NoCNegoBaTensHoCTE W B3aMMOLEACTENE JaHHbIX NPOLECCos,

C) ONpEOENHTE KPMTERMA M METOOs!, HEoBXoOHMEE 0NA rapaHTUROBAHKWA TOTO, YTO KAK ONSpaumi, TaK M
KOHTROMNE 38 3THMK NpoUaccamy 3D ekTHEHE,

d} rapaHTHpoBaTE GOCTYNHOCTE DECYPCOB M MHopMalry, HeobxodMmblx ANA NOOLE0HKA ONEPALMA 1
MOHMTOPHHIA JaHHBIX NPOLEcooR;

&) OTCReMWBEaTL, MIMEDATE M AHANWIMPOBATE ITH NPOLECCH;

f) BHEAPUTE MepBl, HEODXOOMMEIE ANA ACCTHHEHWA JANNAHAPOBAHMBIX PEIYNETATOR W HENPEREBHOM
COBEPLUEHCTEORAHMA JaHHEX NPOUSCCoR;

g} HAIHAYMTE MMUD C COOTBETCTRYIOWER MOATOTOBKON M ONBITOM KK OTRBETCTEEHHOMD 33 K34YecTRO
WCCNEO0BAHKEA MO MECTY NEYEHWA, BENKYAA PACCMOTPEHKE TRPEOORAHWA, CEAIAHHLIX C BLINCIHEHWEN HCCNE-
LOBAHWA MO MEBCTY NEYEHWA.

YNpapneHue JaHHBIMK NECUECCaMK B GRraHH3auMn JosH0 OCYILBCTRNATLCA B COOTRETCTRIM C Tpebo-
BAHWAMM HACTOALLEMD CTaHgapTa.

Mpoueccel, HEOEXOOMMEIE ANA CACTEM bl MEHELHMEHTA KAYECTEA, YKAIAHHBE BellLE, [OMMHLI BKNDYETE
B cefA npeocTagneHne pecypeon, oBcnyUESHWA W MIMEDeHUi.

4222 PyroropgcTeo nabBopatopHe cny# QONMHO NNAHWPOBETE W BHEODATE MOHUTODMME, HaMEDe-
HHME, AHAMNKS W CORBPWEHCTROBAHNE NPOLECCoR, HEoBXOOKMEIX ONA TOMo, YTOGL NPOSEMOHCTPHPOBETE COOT-
BETCTRAWE MCCNENoBAHKA M0 MECTY NEYEHWA CUCTEME KaYECTEA.

4.2.3 OoryMeHTaunA CUCTEME MEHEIHMEHTE KAYECTEA QOMEHA BKNKHATE B cebn:

a} AoKYMEHTHPOBAHHOR 3ABNEHKE O NONUTHEE M WENAX KAYSCTEA,

b) pyHOBOOCTEO NO KAYBCTEY,

C) AOKYMEHTAPOBAHHEE METOOHIH B COOTEETCTRAN C TRE00BaHWAMKY HACTOALEND CTaKaapTa,
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d) gokymenTel, HeobxoguMse opraskaauun Ana ofecnadenus adpeRTMaHOrD NNaHKpOBaHKA, BLINON-
HEHHA W KOHTPONA @8 NPOUECCoR;
@) Janucu, Tpedyemble HACTOALLMM CTaHOapToM.

n PHMEYEHHE— B pEMEaX HECTOALWEM CTAHAARTA TEDMHEH «QORYMEHTHRDESHHAEA MEBTOAWES s DIHAEYAET, 4TO
METOQWES YyTERRHMOSHE, HANoXEeHE B opMe OOKYMEHTE, BHEgREHE M NOS4EPHHEEETLA.

OEBemM QORYMEHTALMA CACTEMEI MEHEIHMEHTA KAYECTEA MOXMET BADEWPOBATE OT OPraHW3ALIAA K ODTaHK-
FAUMK B IABHCHMOCTH OT CNegyowHx grakTopos;

- PAIMEDAa OPTAHWAALMHK K THNA 88 DEATENEHOCTH,

= CMOMHOCTH NPOUSCCOR M MX B3aWMOOSHCTRHA,

- KOMNEeTEHTHOCTW NepcoHana.

HokysseHTaumMa moseT BeiTe B mobol dropae 1 Ha mobos HOCKTENE, W MOXET BulTh CoOXpadeHa v HaRgeHa
B TEUYEHWE ONPEOEneHHOrD BREMEHH, INUTENsHOCTE KOTOPOrD IABMCHUT OT MECTHLIX, PErHOHaNEHEBIX M HALKO=
HaMbHBX TRpeboBaHKA,

4.2.4 NpumansioT Tpabosadia MCO 15189 (nywrT 4.2.3), a Tainke cnagyiolide TpeboaaHia.

Zape0yo i NaGopaTopred WNK ARYIoe YNonHOMOYEHHOE NMU0 OOMHL T3paHTHpOEaTE, YTOo:

a) YCTAHOBMNEHHBIE BN KAYECTEA MCCNedoBaHNA N0 MECTY NEYEHHA MIMEDHMbIS;

b) NNAHWPOBaHWE CUCTEMEl MEHEDKMEHTE KAYECTEA NPEOYCMATPUBABT COOTBETCTEWE TpeboBaHmAm
crywhsl, 3 TAOKEe LenaM KEa4acTea;

C] NpK NNaHWDOBAHHK M BHEODEHWKM MAMEHEHWA CUCTEME MEHEI¥MEHTA HAYECTRA NOOOSDHWEASTCA 88
LENOCTHOCTE.

4.2.5 MpumensioTt TpeGoeadna MCO 15189 (nyuur 4.2.4), a Taie cnegyowme Tpedosanua.

CipraHu3auua fomyHa paapafoTaTe M NOASEpKWBATE DYKOBOGCTED N0 KA4ECTEY, KOTOPOE JOITHHO BKMO-
4aTk B ceba:

a) ofnacTe NPUMEHEHWA CHCTEMEl MEHEIKMEHTA KAYSCTRA;

b) AoKYMEHTHDOBAHHEIE METOOMKM, Pa3patoTAHHLE ONA CHETEMEl MEHEIMMENTA KAYECTEA, MK CCbUN-
K HE HMX,

c] CNUCAHWE BIaUMOOEACTEMA MENIY NPOLUBCCAMN CUCTEME MEHEI#MEHTA KAYECTRA.

4.3 KOHTpONk AOKYMEHTOR

Mpumennior Tpebosarua MCO 15189 (nogpaspend 3, nymime 4.3.1, 43 2w 4 3.3).

4.4 PaccMmoTpoHWe KOHTPAKTOR

MpumensoT Tpeboaadna MCO 15189 (noapaanen 4.4).

4.5 MccnegoeanyA B cyOHOHTPAKTHEIX naGopaTopuAX

TpefGopaHwA K MCCNEnoBaHHAM B CySROHTRaKTHEER NabopaTopuAX HENpUMEHHME INA HACTOALWEID CTaH-
fapTa.

4.6 BuewHee oScnyMHBEAHKE W NOCTARKK

Mpumenaor Tpebosanua MCO 15189 (noppaspen 4.6).

4.7 KoHCYNbLTaTHEHLIE YENYTH

MpumenaoT Tpeboaaqdna MCO 15189 (noppaznen 4.7).

4.8 Paspewenve xanob

MpusesaoT Tpebosadna MCO 15189 (noppaanen 4. .8).

4.9 MoeHTUROHEILWA M KOHTPONE HECOOTEETCTEHH

4.9.1 MNMpumensoT TpeGoranna MCO 15189 (nogpaagen 4.9 v NyHeTe 4.9.2—4.9.4),

4.9.2 OpraHd3aglKa JoMmEHa rapaHTUpoOBaTE, YTO WCCNBA0EAHWA NO MECTY NEYEHKA, KOTOPLIE HE COOT-
BETCTBYIT Tpebosaxuam, HOEHTHDWLMPOBAHE W HAXOOATCA MO KOHT PONEM ANA NPEOYNPe0EHHA WX Hewa-
NaTensHors MCNONEI0BaHWA, KOHTPONE W CBAIAHHBIE G HHM OTBETCTEEHHOCTE M NOMHOMOYWA GNA padoTel C
HECOOTRETCTRYIOWMMK TPeBoRAHKMAM WCCMNEfoBRaHHAMK No MECTY NeYeHnA Oo0msHe OeiTe onpegensHs e
JOKYMEHTWDOBAHHOHR METOOMKE.

CpraHn3aUma JoMHHa IaHUMATECA HECOOTBETCTEVIOWHMKH TpeboBaHHAM WCCNEN0BAHHAMM MO MEeCTY
NEYEHUA OOHUM UMM HECKONBKMMK crocobamm:

a) NpeanpyHYMan Mepsbl ANA YCTPAHEHHA OBHADYMEHHOMD HECOOTEETCTEMA,

b} nopy4an ux KCNoNBIOBATE, BRIMYCEATE W NPHHAMATE,

c) NpPeanprHAMan Mepe! Ne NDenoTERALYESHMKD MX NEPBCHAYANEHO NPEOYCMOTDEHHOMD HCTCNBEICBAHKA
M NPUBMEHEHNA.

Cneqyar BecTH M CONPANHATE JANKCH 0 XapaKTape HEcooTEETCTRHA U M0GEX NOCNEYI0WIMY ASHRCTEHAN.

4.9.3 Opraddiadin AomsesHa onpenenaTe, cobWpaTe W aHanMaKMpoRaTe COOTEATCTEYIOWWE AAHHEE NNA
OUEHKM TOMo, KaKWEe MEepsl NOCTOAHHOMND COREPLUEHCTROBAHMA DMEKTHEHOCT CHCTEMEl MEHEIHMEHTA

3
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Ka4ecTEa MoryT BeiTe NpeanpuHATe. Takve gaHHme DOoMmHsl BEMO4aTe B celA coegeHus, nonyqeHHse B
pEIYNETATE MOHUTODMHE H MAMEDEHKA, 3 TAKKE M3 OPYTUX CBAZAHHBIX C HAMK MCTOUHMKORE.

4894 BpesynsTate aHanyaa gadyeix GorneHa GsiTs NoNy4eHa MHHoOPMaLKMA OTHOCHTENEHD:

a) YyOoRNeTBOPEHHOCTH CNeUHaANKCTOR A0paBooXpaHEHHANALMEHTOR KNMEHTOE (cM. £.12);

b} cooTEETCTEWA TPeDOoRaAHWAM K HCCNERoBaHKAM MO MECTY NedeHiaa (oM. 4.2);

C) xApaKTepUCTHE # TEHOEHUWA B MCCNeA0BaHWAX NO MECTY NEYEHNA, BKNIC4aA B cebf BOIMOMHOCTE
npegynpesuTensHBIX Mep:

d) nocTaBwmMKoE.

4.10 KoppekTHpylolwWe QEACTENRA

4101 NMpumexaot Tpebosada MCO 15189 (nogpasgen 4.10, nyHeTel 4. 10,214 4.10.3).

4.10.2 Opravvaauqa gomsHa NpegnpHHATE JEACTEMA ONA HCEMIOYEHWA NPHYHHE HECOOTERTCTEHNA, YTO=
Gkl NpPegoTRRaTHTE WX NOBTOpEHWE, KOpPeKkTHRYIOWHME OeRCTBMA O0MHHL COOTRETCTEOEATE PACCHHTAHHEIM
BNUAHWAM HECOOTEETCTBHA.

4.10.3 Jon#He OeiTe paapaboTads M QOKYMEHTHROBaHE] METOOWMEN ONpegensH A TpeDoBaHuA No OTHO-
LLIBHMIO B

a) paccMOTPEHHID HECOOTEETCTEMA (BKMoYas anofsl CNeUMAnWCTOR 30paB00XpaEHEHNUAMalHeH-
TOB/KNHEHTOR);

b} onpegeneHHio NpHHHH HECOOTRETCTEMIA;

¢} ouemHxe noTpebHoCTH B QEACTEMAX ONA oDECNeYEHMA TOMD, YTO HECOOTEETCTEHR HE BOIHKKHYT BHOBE,

d} onpegeneHUo M BHEQDEHID HEOGXOOMME MED;

&) 3aNMCAM O pe3yNETaTAX NPUHATEX Mep;

f} paccmMoTpe Ko NPeLNPUHATEX KOPPEKTHR YW OS8ACTEWRIA.

441 NMpegynpeaMTenkHLe NeRCTEMA

4.11.1 NpumenaoT Tpeboaadna MCO 15189 (nogpaznen .11, nyuemei4.11.214.11.3).

4.11.2 Opranyaauqa QonwHa onpedendTe JeRCTERA ONA YCTRAHEHKA NDHYHH NOTEHUMHANBbHBIX HECOOT=-
BETCTAWA C TeM, 4Tobsl NpegoTRRaTHTE WX NoaeneHue. MpegynpeguTens e AeRCTEWA GOMEHE COOTEETCTRO-
BaTh BIHMAHMAM NOTEHUMANEHEX NpoBnes.

4.11.3 [onsHe OeiTe paapaboTaHis M QoY MEHTHROBaHEI METOOMEN ONpeaensHUA TpeboaaHui No OTHO-
LLUEHMHID B

a) OnNpenenaHiin NOTEHUMANSHEIX HECOOTBETCTEMA M MX NPUYWH,

b} ouexke HEoDXOOMMOCTH B OSRCTEMAX QNA NPEJOTERALLEHHA NOARNEHNA HECOOTEETCTRIA,

¢} ONpenenaHiio W BHEADEHHI0 HEODXOOWMEIX DERCTBMA,

d} 3anKcAmM O Pe3yNETATAX NPUHMATEX MEp;

28} PacCMOTPEHN NPEONPHHATEN NPSYNDe JHTeNEHbIX JeRCTBMA.

412 NocToAHHOS COBBPLSHETEOBAHWS

4121 NpumasaioT Tpebosadna MCO 153189 (nogpaspen 4.12 w myHkT 4.12.2).

4.12.2 Nporpamma 00ECNeYeHHA KAYECTEA QOITHHA NEPHOAMYECKM NEPECMATEUBEATE OTHOCHTENEHLIE
BEIM0QL HCCNSA0BIHAA MO MBCTY NEYEHWA, OTCNEMMBATE NEPEYH HATHAYASMBIX TECTOR, OCY LB CTRNATE Ay aK-
Til GNA NOATEE PHOEHHA XPAHEHWA 3anNUCei M pAcCMaTPHBATE CODDWEHWA O KPWTHYECEMX 3HAYEHNAK.

413 Pervcrpauia faHHLIX NO KA4YSCTEY W TEXHONOIMAM

4.13.1 NpumesaoT Tpebosadna MCO 15189 (nogpaspen 4.13 u myHkT 4.13.2).

4.13.2 NonsHel BelTe paspaBoTade M XPaHHTECA 3aNWCK, NOATREEIAKWE DOKa3aTeNLCTEA COOTRET-
CTEWA TpaboBaHWAM W 3D KTUBHOCTE MYHKLHOHUPOBAHKA CHETE MBI MEHSIHMEHTS KAYECTBa. JAMUCH 0MH-
Hul COAEPMATECA B 4MTabenbHoM Buae, SeiTe Nerko WAEHTUMUMEYEMBbIMA 11 BLICTDO HaXoOWMeMY. [ormsHa
BTk paspaboTaHa W QOKYMEHTHDOBAHE METOOWKA KOHTDONA WIEHTHMEALMK, XPaHEHWA, SALLMTEL, NOWCKS,
BREMEHH XPAHSHWA W PAIMEBLIEHIAA AANKCEN.

4.14 BuyTpeHHHE ayOMThl

MpunmenmoT Tpebosanus MCO 15189 (noapaagen 4,14}, a Tamke cnegyowme Tpefoaanua:

a) 3apegyiowuid nafopartopuel Nk YNoNHOMOYSHHORE KOMNETEHTHOE MU0 W IPYNNa MeHsaHepos
WCCNEJoBaHKil NO MECTY NEYEHUA OOMKHE NONY4ATE W PACCMATDWEATE OTHETH NPOrPaMMEl 0DECNEYEHHA
KAYBCTBA.

b) Mpegnonaraemse MogMOUEaLNE, BITEKSHWWE W3 TAKOMD PACCMOTREHKA, BCNH HE0GX00IUMO, D0MK-
Hisl GliThs BRNIOHEHE 8 NOMATHKY, NPOUSCCE W METOQHKM MCCNE00BaHHA N0 MECTY NeYaHUA.

415 PaccmoTpaHHa pyROBOACTEOM

4.15.1 Npsimesaior Tpebosanna MCO 15189 (nogpaspen 4.15 u myHsTe 4.15.2—4.15.4).

4.15.2 Japegyow ki natopaTopHen MNM YyNONHOMOYEHHMOE KOMIETEHTHOE NWUD OOMMHBl OCYLWE-
CTEMATE N@PAGANHECKOE PACCMOTREHWE PEIYNETATOR & NOIALWA YNPEENEHWA B OTHOWEHW

= IKOHOMHYECKOTD aHANKAA W OLEHEK KNHHWYECHDA NoTpebHOCTK;
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= KNHHASECKON W AKOHOMUHSCKDE 3DEeTHBHOCTI MCCNeNosaniail NO MECTY NEYEHHA,
- YCTAHORMNEHWA BOIMOMHOCTH COBEPLUEHCTROBAHMA.

Mpumedyadne—Cu [1].

4.153.3 MNpu paccMoTpEHKK DY KOBOOCTBOM OOMHa GblTe NPEACTAENEHA CNESYIOWEA MHDOpMaLMA:

a) pesyneTaTkl ayOoWTos;

b) ofpaTHan cEAIE 0O CNeUMANMCTAMM 30DaR00XPaAHE HUAMALNSHTAMM ENHEHTIMM,

C) COOTEETCTBME XapaKTepHCTHE NPOUSCCOBR ¥ oOCnyHUBaHKER,

d) cTaryc npeoynpeaMTENbHBR M KOPDEKTHDYIOLLMX NeRCTRWA,

&) OeRCTEWA, BbiTEKAKILLWE 3 NPeOUeCTEYIOWWX PACCMOTPEHWA DYKOBOACTEOM,

f) nameHeHHA, KOTOPBIE MOrnHA Bkl NCENWATE HA CUCTEMY MEHEQMMEHTA KA4ECTRa,

a) pEHoMEHISLWH N0 COBBPLLIBHCTBOBAHMID.

4.15.4 Jasegyiolwyi nabopaTopuen KN YNoNHoMOYEHHOE KOMNETEHTHOE NALUD DOMMHE NDOMIBECTH
MAMEHEHHA B NONWTHEES, NPOLEBCCAX MNKM METOOMKSX, BhITEKAKWMWE M3 PACCMOTDEHWA PRIYNBETATOR C NOAKLMA
YNpaEneHua,

5 TexHuueckue TpeboBaHKMA

5.1 MepcoHan

MpumenaioT Tpeboaanua MCO 15189 (nogpaznen 5.1 W NyHETe 5.1.1=5.1.5).

5.1.1 Oprasuaauua 4omeHa onpeaendTs i NPeaocTanTE YeNOBEYECHWE DECYPCE, HeoBXOaMMEle ANA:

a) BHegpeHns ¥ NoAEDKAHWA CHCTEMB MEHBANMENTA KAYECTEA MCCNe0BaAHAR N0 MECTY NEYEHKA;

b) obecneyeHnA Tpebyesoro ofyYeHHA NepCcoHana, BeNONHAKLWEND HCCNegoaaHHa N0 MECcTy NeYaHnH,
B0 Boex Ciywhax v noapasfenesnay;

C} NOBBILUEHWA YOOBRNETRCPEHHOCTH CMELUMANMCTOR 30paB0oXpaseHHa INauLeHToR KNMeHTOR COOTRET=
cTEHEN C TpefoBaHnAMK NoTpeduTanaA.

5.1.2 NMpumensior Tpabonradda MCO 15188 (nywiT 5.1.3), a Taike cnegyiowwe Tpadosanus.

Japenyiowlui nabopaToOpUeR MM YNONHMOYEHHDE KOMNIETEHTHOS NMUD OON#HE GkiTs OTBETCTBEHHE-
MM 33:

a) obecnayeHne, CUeHKY W BeIGOop YCTRORCTE, DEAreHTOR W CUCTEM ONA WCCNEqOBaAHKA N0 MECTy nevyea-
HWA, BEMNIOYEA MATEPWans ANA KOHTPOMA Ka4eCcTEa;

b} paspaGomicy v A0KYMEHTaNEHoEe OPOPMNEHIME NONKTUEN KA4SCTEE W NPOTOKONOE NS IKCIMY ETaLM0H-
Hel¥ XAPAKTEPMCTIK BCEX MCCNEQoBaAHWA N0 MECTY NeYSHMA W OTHOCALLMXCR K HIM EOHTPONK M obecnadaHuin
Ka4ecTea.

O6Wan oTEETCTEEHHOCTE 38 BRINONHEHWE WCCNSACBAHMA NO MECTY NeYeHUA MOKET DbiTh BOANOMEHA HA
onpefeneHHore nabopaTopHoro CNeLManikcTa.

5.1.3 NMpumensior Tpeboeanna MCO 15188 (nymur 5.1.4).

5.1.4 Npimexsior Tpebosadda MCO 15188 (nywT 5.1.7), a Taimke cnagyiolMe TpebosaHia:

a) Mpynna mesegwepos QOMEHa pacnpefenTe OTEETCTEEHHOCTE W YNONHOMOSMTE NepCoHan BeINomn-
HATE WCCNEOOBAHKA N0 MBCTY NEYEHRA.

b) Pacnpenenadie ofAsadHOCTEA W OTEETCTEEHHOCTA DAINMUHELX MPYNN NEpooHana QomsHo DkiTh
ONpegenaHo 8 oNepaTHBHLX NPoLedypax.

5.1.5 Mpumeusiot Tpeboranua MCO 15189 (nymrkrsl 5.1.4, 5.1.9, 5.1.11, 5.1.12), a Take cnegyolwe
TpeGoBaHMA.

Jasegyow i NadopaToPHeR UMK YNONHOMOYEHHOS KOMNETEHTHOE MALD MOMYT HEIHAYMTE COTRYOHUKE,
ofinaganwero HebxomMmol NOOroTooKoA M ONLITOM, AA PYKOB0OCTES OFYHEHKENM W OLIEH KO KOMNBTEHTHOC-
TH NEpCoHana.

a) OTeeTcTREEHHEE 338 0by4yeHwe oomseH paspaboTars, BHEADHTE W NOAOEDMWBATE NPOTPaMMY COOT-
BETCTBYIIUEND TROPETUYECKOND M NpaKTHYecyoro ofyyeHnA BCEMD NEPCoHANA, BINONHAWEND HCCNefoaaHua
no MECTY NedequR. OTEETCTERHHLIR 38 oy4EHnE MOXET NOPYYMTE OTEETCTEEHHOCTE 38 OB Y4EHHE NDIMEHE-
HUA CNEUHANEHBIX MHCTRYMEHTOBR/CMETEM ONA MCCNEA0BAHWA NO MECTY NEYEHHA ONPELENEHHOMY TEXHAYEC-
KOMY CRELMANKCTY HNA TEXHONOY.

D) BeINONHATEMCCNEQ0BAHMA MO MBCTY NEYEHHA MOMET TONEKD TOT NEPCOMAaN, KOTOPEIA Npowen ofyqa-
HKAE W NPOOEMOHCTPHPOBAN CBOHD KOMNETEHTHOCTE.

c] Copepsadue nporpammel 0ByYeHua M NPOUECC OUEHKK YDOBHA IHAHWAYMEHHA JoMmeHsl GbiTh O0Ky-
MaHTHpoRaHe. TpefoRaHMA K 3IHAHHAM H YMEHWAM OXBATLIBAIOT CNOCOSHOCTE COTPYAHKHEA NPOOeMOHCTPHPO-
BATE NOHWMAHWE NPEBKN NPUMEHEHKA YCTPORCTE, TEOPWW WAMADMTENLHOR CHETEMEI [XHMWHECKWA NPOLECT W
ABTEKTOR) M OUEHKY NPEAHANUTHYESCKMK ACNEKTOR AHANKWAA, BRNHAR, B TOM HHCNa:
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- BaATHE npobal;

- 82 KNHHHUYECKDE IHAYEHHE W OTDAHHYEHKUA;

= IECMEPTHIY AHANMTHHECKONR METOOMEM,

- XPAHEHWE PEATEHTOR,

- HOHTpONk W oBecneYeHKe KaYecTea,

= TEXHMYECKWE ONPAHMYEeHHA yeTpOoRCTRA;

= PEAKLMIO HA PE3YNLTATE, KOTOPEE BalXOOAT 38 ONpefenaHHbIe TPaHnLs;

- NpakTARy BUonorideckoil GeaonacHooTH,

= MPABUNEHOE JOKYMEHTHDOBAHWE W COXPaHEHHE DE3YNETATOA.

d} MuTepeansl Mesoy NOBTOPHLBAKM UHMENamMKA obydequs ¥ NporpamMMa HenpepeBHorey obpaloBaHua
A0NWHE BEITE paIpaBoTakHk MPYINOH MEHs T Hepos.

&) Paboque xapakTepucTHikK ONepaTopa MCCNenoBasui No MECTY NEYEHUA OOMHHE OTCNEKMBATLCA KAK
YaACTe NpOrpaMMel cbecneyasKa kavecTea,

5.2 PaameweHde i yCNOBHA OKPYHAIOWeA cpagkl

5.2.1 NMpusesawT Tpebosanka MCO 15189 (nogpaagen 5.2, nyHkTe 5.2.2 1 5.2 3).

5.2.2 MNomelyaHus, B HOTODEX BEINONHANT MCCNEBO0BAHWA N0 MECTY NEYEHWR W MCNONLIYIOT ofopyoRa-
HHE, JOMKHE COOTBETCTBORATE MPUMEHMMOMY K 3THM LENAM HALWMOHAMNLHOMY 3aKCHOOATENECTEY MMM DEMMO-
HAMBHEIM WK MECTHEIM TpeboBaHKAM.

523 Opranvaayya AonwHa onpegendTs i NpeBecTH paboTe No opMUpPOBaHKI0 CHPYHAKLEN CREab
ANA COINAHWA XOPOLWKK NPOMIBOACTEEHHEE YCNOBMEA, COOTEETCTEYIOWMY TpeloRaHMAM MCCNeqoBaHKE No
MECTY NEYEHKA W DEKOMEHLALMAM NEOHIB0ONTENEA M3TeNHA.

5.3 NaGoparopHoe obopynoBaHue

5.3.1 NMprsenanT Tpeboaanws MCO 153189 (nogpasgen 5.3 WnyHeT 5.3.2).

5.3.2 3apeqyinuunia NabopaTtopHen WK YyNoNHOMOYEHHOE EOMNETERTHOR NHML0 J0N#KHE ObiTe OTBET-
CTBEHHBI 38 KPHTEpHK Beibopa u npuobpeTexne obopyNoBaHHA, MATEPUANCE A DEAreHTOR.

a) Cregyer BECTH MHBEHTADHYH ONWCE BCErD 0D0pyO0BaHWA ANA WCCNERoBaHKuA N0 MECTY NEYEHUA,
BEMIOUARA HOMEPE CEPWA W YHUKANEHYHD MASHTWGMKALMIO, DAHHBIE O NPOMIBOOUTENAX K NOCTABLWMKAX, ATk
NOCTARKM, CBeAaHHA 06 OBCNYHUBAHWH, BENIOYAA NEPKOLEH HEMCNDABHOCTI.

b) PearadTel, HaGopsl peakTMEOB ¥ 0GOPYIOBAHME AOMEHE BbITE NDOBEPEHEl MEDE] HX MCNONBI0BA-
HHEM.

¢) Jon%He KMETECA B HANWYMK NMCEMEHHEIE METOOMKM NO YXO4Y W NPHMEHEHMD 050Dy O0BaAHKA ONA
WMCCNE0oBaAHKA NO MECTY NEYSHWA.

d} Mpynna MeHe#epoB OOM#Ha DEXCMEHOOBATE MILATWE W3 ynoTpefnedsus modoro wapenya gna
HECNEO0BAHKA NO MECTY NEYSHWA B CNYYA8 8o HECOOTEETCTAMA KPMTHYECKHIM TReBoRAHWAM MMM HADYLLSHUA
yonoBrA GeaonacHocTH.

@) [onwHe: XpaHUTECA 33MNKCK O MATEPWATNEK W PEaraHTax, NoOCTARNSHHBIX 4NA HCCNenosaHKR No MBCTY
NeyeHra, ANA 0GeCcNeyeHUA BOIMOHHOCTH NPOBECTH AYAWMT B OTHOWEHKK NGoro oTASNsHoND TECTa.

f) MNeprogWYeckDs WKW NKU3I0OMYeckos 0BCyEMBaHMe 0D0DYA0BAHWA SOMEHD OTCNEXNBATECA M JORY-
MEHTHPOBATECA.

5.4 NMpegaHanvTHYECKWE NPOLUEOY DL

5.4.1 Mpuvsedawt Tpebosanka MCO 15189 (nogpaagen 5.4, nyHkTe 5.4.2 1 5.4.3).

542 Oprannaayya OoN¥HA rapadTWpoBRaTh WOeHTWMMKAUMID npob W WX NPOCAEMWBAEMOCTE OO0
nauuesTa.

2.4.3 OpraHwaauwra QorsHa ocywecTenATe 3aboty 0 npoBax OnA WCcCcnedoBaHWA N0 MECTY NEeYeHKUA,
NOMNYYEHHBIX OT B8 NAYWEHTOR, NOCKONEBRY AaHHEE Npobel HAXOOATCA NOO 88 KHOHTDONEM MKW MCNONEIYHTCA
opradizadied. OpraHdaanmMa JonwHa AWaeHTHDWUMpoBaTE W CcoXpaHATe npobel AnA adandza. Ecnd
kaxaA-nubo npoba NoTepAHa UMK NOBPEXAEHE, MNK KAKKM-TO 05pa30mM NpHIHaAHA HErogHoW ONA MCNoNBIoRa-
H1A, ¢80 3T0M oNMHO Bl Ts CO0GWEHD CTEETCTESHHOMY MEQMLNHCKOMY CNELMANKCTY ¥ 3anucK 0f aTom Jonm-
Hisl DRiTh COXDAHEHLI.

5.5 AHanuTHueckMe npouaaypl

5.5.1 MprmesawT Tpeboaankna MCO 15189 (nogpaagen 5.5 W NyHETe 5.5.2=5.5.4).

5.5.2 Boem nonk30BaTenAM GOmsHe GbiTe 4OCTYNHE METOQWYECKHE DYKOBOOCTES N0 KAXO0NA CHOTEME
ANA MCCNENOBAHKA N0 MECTY NEHEHAA.

5.53 Pexomedgayuy NpoNISogHTENeR OTHOCHTENEHD MUHHUMANBHOMD KOHTDONA EAYECcTEa 4NA CNewmW=
ANBHEX CHETEM MHCTDYMEHTOR MOTYT BBITe NPUHATE! NOCMNE GOKYMEHTHDOBAHHOMN PACCMOTREHUA.

5.5.4 BerpoeHHelR B Npubop KOHTRONE KAYECTES NDHEMNEM, 8CNH YNONHOMOUYSHHLIE Ha TO GPraHbl NpW-
HAMM 1o,

G
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5.6 OfecnedveHHe KAYECTEA METOOWK HCCNEAOBAHWA

5.6.1 Npumensior Tpebopana MCO 16188 (noapaanen 5.6 M NyHKTe 5.6.2—5.6.8).

5.6.2 OTeeTCTBEHHEIA N0 KAYECTEY OTEATCTEEHEH 38 paspabo Ty, BHEADEHHME M NDOBEOEHWE KOHTDOMA
KAYECTEA, KOTOPLIA FADAHTHRYET, YTO MCCNES0BAHHA NO MECTY NEYEHWA COOTRETCTEYIOT CTAHOAPTAM KEYBCTEA
WEHTpansHoA nabopatopui. OTHOWEHWA MEXOY IHAUEHUAMK, NOMYYEHHEMKA B NaBopaTopuK U NEK Mocnago-
BAHKAK NO MECTY NEYSHIXA, [OMEHSE DTk YCTAHOBNEHE M OMYENMKOBaHE HAW QOCTYNHE N0 3ANpOCY.

5.6.3 OTBETCTEEHHBIA NO KAYESCTEY MOMET BOINOMWTE OTBETCTEEHHOCTE 33 NPCBEASHWE KOHTPONA
KAYSCTEA HA CELWANLHED WHCTDYMEHTAX/CUCTEMAX ONA MCCNBN0BaHWA N0 MECTY NEYe WA ONpegaEnaHHOMY
KEANWPULMPOBAHHOMY COTRYAHAKY. NP1 3TOM MEHSIHED N0 KAHECTRY OCTAGTCA OTEETCTBEHHEIM NEped 3ase-
AVIOLWMM NAGSPaTOPUER KNK YNONHOMOYEHHEIM KOMNETEHTHEIM NWLO0M 33 KA4BCTEO BCEX MCCNEA0BAHWA No
MECTY NEUSHIA.

564 NMpumensior Tpabopakma MCO 15188 (nywir 5.6.4).

5.6.5 MNp# BOIMOMHOCTA MOeT noTpefoBaTeCA YYacTve BO BHEWHER ouedke kavecTea (oM. [1]). B
OTCYTCTEME CHEME BHEWHER OUBHKH KAYSCTEa JaBa0yiowWKiA NnadopaTopred KNK YNONHOMOHEHHOE KOMNE-
TEHTHOR MWUD AOMKHL OPraHMAcEATE UMPKYNALMIe Npod unk gyGnuxaTos TecTos BHyTpK nabopatopui.

5.6.6 Jasenyiowui naGopaTopuei MK yNoNHOMOYEHHOE KOMINETEHTHOR NMU0 1 MyNbTHOMCLKNITAKEP-
HAA TPYNNa 0TBETCTREEHHLX COTPYAHHEDR N0 MCCNE00BAHKAM N0 MECTY NEYSHWA J0MHHE NONY4aTs W PACCMaT-
pUBATE OAHHEE BHEWHSA WK BHYTPEHHER oueHEM kadecTea. [peanonarackise  MOgACMKSLIKAK,
BOIHWEAIOLIME B DEIYNLTATE TAKOTD PACCMOTREHWA, A0N#MHE DBITh BEMKOYEHE! B NONWTHEY. NPOLUECCH M METO-
AWEH MCCNEOoBAHKA NO MECTY NEYeHKA.

5.6.7 NMpumensior Tpabopadda MCO 156183 (nywT 5.6.6).

5.6.8 MNpumessioT Tpebosada MCO 15189 (nywkr 5.6.7), a Tamue cnegyowme Tpefosanma.

Japenywiuri nabopaToprel 0OMxeH NOJTEEDOWTE CNEQYILWE NPOLECCs ANA NPeA0CTABNEHHA YCTYT.

a) MpaBunbHOCTE WNPELWIMOHKROCTE, 3 TAKKE, NP BOIMOMHOCTH, MAHERHOCTE NOKA3EHKA HHCTPYMEHTA
SOl DbITe NoATEEE#IEHL NPOTPAMMOA KOHTPONA KAYECTER.

b} PaapenenHeie Npobsl NALMEHTOR UM APYTHE NPWEMITE MELE MATERKRANE KOHTPONA KAYECT Ba A0MHKHE
MPHUMEHATECA ONA NOOTEEDHASHUA XADAKTEDMCTHE CHCTRM MCCNES0BAHMA N0 MECTY NEYEHWUA, HCNONBEIYEMBIX
B pROE NOAPa3LenesHni opraHuaawmi.

¢} HacToTanposegasid BHYTRUNaDopaTopHOrD KOHTRONA KA4ECTEE AOMHA BEITE YTONHEHE NA Kawno-
ro YCTPORCTEA.

d) KoppekTupylowMe OeRcTeMA, NPeJNnpUHHMAEMEIE B OTHOWSHHK PeIyNeTATOR, BRIUEOWMY M3-Nog
KOHTPOMA, J0MEHE! BiTh A0KyMEHTRPOBaHLI,

@) OeAcTEWA, NpeanpyUdMacMese 8 OTHOWEHWW HEeCOOTBETCTEVIOWMX TpeboBaHWAK pPEayNLTATOR
HCCNEA0BaHKA N0 MECTY NEYEHUA, D0MKHE GbiTe A0KYMEHTHPOBAHSI.

f) PeaynbTaTel KOHTDOMNA KAYECTEA OOMKHE DEMYNAPHO PErMCTRWDOBATECA MEHEIHER0M N0 KaYecTRy
MK YNONHOMOHEHHBIM NHLOM.

q) Mpouecc KOHTPONA NOCTABKK PACKOAHEX MATEPUaNOE W pPeareHToR AonHeH BeiTe: 4OoKyMEHTHDOBAEH 1
OTCNEHEH.

h) PeaynuTatel MCCNEQOBAHKA, BHNONHEHHLIX NAUHMEHTaMM B CTAUWMOHAPE B NOPAOKE CAMOTECTHROBA-
HWAA CNPUMEHEHHEM WAOBTNHWA ANA WCCNeOoBAHWA NO MEBCTY NeYSHA, DONKHE OTCNEKMBATECA QNA NOOTRER®-
AEHWA WX TOYHOCTH W CONOCTARMMOCTH C DE3YNETATAMK, NONYYEHHBIMK B LEHTPANBHOA NaGopaTopuy.

5.7 MocTaHanWTHYECKHWE NpoUeay Pl

571 MpumessoT TpeGopaHia MCO 15189 (noapaanen 5.7), a Tawse cnenyiowke TpebopaHna.

Opranudzauus oonsHa SeaonacHo NnepepabaTelBaTe W YIANATE BCE NpoDsl, peare|Te ¥ HADO Pk DEAKTH=
BOB COMMACHD MECTHEIM, PEMTMOHANEHEIM W HALWOHANEHLIM NDaBKNaM,

57.2 Mp# KNHHWYECKOR HeoGXOOWMOCTA NOBTODHLIX HCCNEONOBEAHKE opWrdHaneHas npoba gonsqa
COXPAHATECA, BCMK 3TO BOAMOMHO. B NpoTHEHOM Cryyas gonwHa GkiTs NONy4aHa #Hoeas npoba.

5.8 CoobuweHue peaynsTaTon

5.8.1 MNpumenawT TpeGoeadna MCO 15188 (noopaagen 5.8, nyHemsl 5.8.2—5.8.4).

5.8.2 PeayneTaTel ACCNEO0oBaHWNA MO MECTY NEYEHAA O0NKHE BbiTe COOBWEHE ¢ HEOGXOOMMEIMK JETa-
NAMIA.

5.8.3 PeayneTaTel MCCNEO0BAHWA NO MEBCTY NEYEHHA OOMKHE NOCTOARKO PEMMCTPUPOBATECA B ME0H=
UMHCHME MCTOpMAR GONeaH NauMeHTos.

MOeHTUYHOCTE NHUA, BRINONHABLIEND WCCNBACEAHWE, N0MKHE BbiTh 33DErMCTRMDORAHA.

5.8.4 3anuc peaynsTaToB MCCNEQoBaHKE N0 MECTY NeYaHMA A0MKHE 0TNWYATECA OT JANMCER DE3YNb=
TATOE, NOMY4YEHHEX B LEHTRaNsHoR NadopaTopmMK MNK 68 CaTennMTax,
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Mpunoxedwe A
(enpaBouHoR)

CeegeHHA O COOTBATCTEMH CCLINMOYHEIN MEXAYHAPOOHLIX CTAHAAPTOR
CChINOYHBIM HALMOHANLHLIM cTaHgapTam Poccuiickol Gepepaumm

Tatnwua OA1

O B03saANBHNE CoRMOYHAND Crenens
OE0aHaYEHNE W HEHMEHODAHNE COOTEE TETEYHRISMT HALADHANEHOrD CTAHOapTA
MEKAYHAPDORDOID CTAROAPTE COOTHETCTREHA
MCO 151892003 10T racT P WCO 15189—2006 NabopaTopud MedvuWHCEneE. YaCTHRE
TpeGoBaHHA K KAMECTEY M HOMNETEHTHOOTH

Npuwmedanne— B HacTonwed TaENHLE MONDNL30EEHD CNegyowWwes yonoesoe cBozHaveHWe cTEnady CooT-
BETOTEMA CTAHOAPTY:
- IDT — MASHTWHBIA CTAHOSPT.
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YOK 61:006.354 OKC 11.100 PO

Kmiouessle cnoBa: MCCNEfoBaAHKA NO MECTY NEYEHHA, CUCTEMA MEHBOMMENTa KadecTea, NaGopaTopHoe 0G0-
pyaceaHKe, ohecnewaHnE KEWeCTES METOIWE HCCNEOOBAHHA
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