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nabopatopHoi MeauuuHbly (Accoumauus «OIM»)

2 BHECEH TexHuyeckuM KOoMUTETOM no cTaHpaapTtusaunn TK 380 «KnuHudeckne nabopaTopHble
MccnenoBaHust M AMarHoCTUHecKMe TeCT-CMCTeMbl UH BUTPO»

3 YTBEPXIEH W BBEJEH B JEVWCTBWE lMpukasom ®eaepanbHOro areHTcTea No TEXHUYECKOMY
perynupoBaHuto u metponorun ot 19 masa 2025 r. Ne 427-ct

4 BBE[OEH BIMNEPBbIE

MNpasuna npumeHeHUss Hacmosweao cmaHdapma ycmaHoeneHbl 8 cmamse 26 @edepansHO20 3aKOHA
om 29 uwoHsa 2015 a. Ne 162-03 «O cmandapmusauyuu e Pocculickol ®edepayuu». MHgopmayusa ob u3-
MeHeHUsX K HacmosuwieMy cmaHdapmy nybrukyemcs e exez200HOM (10 COCMOSAHUK Ha 1 AHeaps meKyuieao
2o00a) uHghopMayuoHHOM yKazamene «HayuoHanbHble cmaHOapmeiy, a oghuyuanbHbil MmeKkecm uamMeHeHul
U MONPasoKk — 8 EXEeMEeCcHYHOM UHOPMAaUUOHHOM ykazamene «HauyuoHanbHeie cmaHOapmel». B cnyyae
rnepecMmompa (3aMeHbl) Uunu ommMeHbl Hacmosuje2o cmaH@apma coomeemcmeyouwiee ygedomMneHue bydem
onybnukoeaHo 8 6ruxaliweM 6bINyCKe eXeMeCsyHo20 UHGHOPMAaUUOHHO20 ykaszamens «HayuoHanbHble
cmaHOapmsi». Coomeemcemayou,as UHGopmayus, yeedoMIeHUe U MeKcmbl pa3Mewalomcs makxe 6 UH-
hopmayuoHHOU cucmeme obuje20 Nob3o8aHus — Ha oguluanbsHoM calime @edepansHo20 azeHmemaa rno
MexHUYeckoMy peayupoeaHuro U Memponoauu 8 cemu MHmepHem (www.rst.gov.ru)

© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuaayuuy», 2025

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OCbMLI,I/‘IElJ'IbHOFO n3naHua bes pa3pelieHunsa G)e,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

MEOWUWHCKWE NABOPATOPUK

YacTHble TPESOBHHMH K Ka4eCTBY U KOMNETEeHTHOCTU NPU U3roToBNeHNN MeOQULUMHCKHUX ws,qenuﬁ ansa
OWArHOCTUKM in vitro n X UCNONb30OBaHUMU B MeAULIMHCKMUX naﬁopaTopMﬂx

Medical laboratories. Particular requirements for quality and competence in the manufacture
of medical devices for in vitro diagnostics and their use in medical laboratories

Oarta eBegeHna — 2026—01—01

1 O6nacTb NnpuMeHeHunA

HacTosawumin cTangapT npefHasHaveH Ana MeguUrHCKUX nabopaTtopuin (danee — nabopaTtopusl), ABNS-
fowmnxcsa pa3paboTyMkaMy U M3roTOBUTENAMKU MEOULMHCKUX U3AEenuid Ana OUarHocTUKM in vitro ¢ nx nocnegy-
OLLUM MCMoNb30oBaHeM B paboTe nabopaTtopum.

HacTosawmi cTangapT cOOepXUT pasbsaCHEHWSs, KacalwliMeca peanusauuu TpeboBaHnin cUcTeEMbl Me-
HemkMmeHTa kadecTtea (CMK), npuMeHMON K U3roTOBUTENSAM MEOULMHCKMX N30ennin ANS AUAarHOCTUKW in vitro,
C UX NocrnegywLwmnM ucnonb3oBaHemM B nabopaTtopuu, a Takke npMMmepbl peanu3auun Tpebosanun CMK.

Knaccudukauma meguuuHcknx msgenuin (M), narotoeneHHsix B nabopartopumn (IMMW) no knaccam
puUCKa B 3aBMCMMOCTMU OT NOTeHUuansHoro pucka npumeHeHus MW npuesegeHa B [1].

2 HopmaTuBHbIE CCbINKK

B HacTodAleM cTaHgapTe UCMNoNb30BaHbl HOPMATUBHbLIE CChINKW HA CNeayLlmMe cTaHaapThl:

FOCT ISO 13485 Napenua meanuuHckmne. CUcTeMbl MEHEXKMEHTa kadecTsa. TpeboBaHusa Ansa uenemn
peryrnmpoBaHuns

FOCT P NCO 15189 MepguuuHckue nabopatopun. TpeboBaHUs K KQYECTBY U KOMMETEHTHOCTH

MpumedaHue — [pu NONb30BAHWM HACTOALLMM CTaHAAPTOM LienecoobpasHo NpoBEpUTL OeNCTBUE CCbINoM-
HbIX CTaHA4ApPTOB B MHC(OPMAaLMOHHOW cucTeme oBLero nonb3oBaHna — Ha oduumansHom cainte ®enepansHOro areHT-
CTBa Mo TEXHWYECKOMY PeryriMpoBaHui0 U METPOIIOTUM B CETU MIHTEPHET MUNK No eXXerogHoMy MHPOPMaLMOHHOMY yKasa-
Teni «HaunoHanbHbIe CTaHOAPTLI», KOTOPLIA ONYBIUKOBaH MO COCTOSHUIO Ha 1 SHBaps TEKYLLEro roga, v no BbiNyckam
eXeMecsaMHOro MHOPMaLIMOHHOIO yKasaTensa «HauuoHanbHble cTaHaapThl» 3a TeKyLWiA rogd. Ecnv saMeHeH CCbINoYHbINA
CTaH4apT, Ha KOTOPLIN AAaHa HeAAaTUPOBAHHAA CChINKa, TO PEKOMEHOYETCHA MCMONbL30BaTh ASMCTBYIOLYIO BEPCUIO 3TOrO
CTaHgapTa ¢ y4eTOM BCEX BHECEHHBIX B OAHHYIO BEPCUIO M3MEHEHWA. ECnu 3aMeHeH CCbINOYHbIA CTAHOApT, Ha KOTOPLIN
[aHa OaTMpoBaHHas CCbiMKa, TO PEKOMEHAYETCA UCNONb30BaTk BEPCUI0 TOM0 CTaHAAPTa C yKa3aHHbIM Bbille rogoM yT-
BepxaeHua (MpUHATKA). Ecnv nocne yTBepXOeHWA HACTOALEro cTaHaapTa B CCbIMOMHLIA CTAHAAPT, Ha KOTOpLIA AaHa
[OaTMPOBaHHAs CChINKa, BHECEHO M3MeHeHWe, 3aTparuBarLlee NnonoXeHue, Ha KOTOPOE [jaHa CCbINKa, TO 3TO NOMNOXeHue
pekoMeHayeTcs NpUMeHATs Bea ydeTa JaHHOro M3MeHeHUA. ECnu cChiMoYHBIN cTaHaapT oTMeHeH 6e3 3ameHsbl, TO Nomno-
EHMWe, B KOTOPOM [aHa CChIJIKa Ha Hero, peKoMeHOYETCA NPUMEHATL B YACTU, HE 3aTparvBaloLLei 3Ty CChIMKY.

3 TepMMHBI, onNpeaeneHnAa U COKpaLweHUs

3.1 B HacTosiwem ctaHgapTe npuMeHeHbl TepMuHel no FOCT 1ISO 13485, TOCT P MCO 15189, a Takxe
cnefywolMe TePpMUHBLI C COOTBETCTBYOLMMUN ONpeaeneHusiMu:

3.1.1 nzrotoBneHue: NpoLecc N3roToBNeHMs nabopatopuen MeqULMHCKUX M30enuii Ansa OMarHoCTUKK
in vitro, NpeaHasHa4YeHHbIX ANA UCNoNb30BaHWA B paboTe MeauLMHCKON nabopaTopuu.

n punmedyaHne — Hanpmmep, M3MepeHne N CMellnBaHne XMMU4YECKMX PEAKTUBOB A5A NPUIroTOBNEHWUA peareHTa.

MapaHune ochbuumnansHoe
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3.1.2 narotoBuTenb: KOpngnyeckoe nvuo, OTBETCTBEHHOE 3a W3rOTOBMEHWE MeAWUMHCKUX M3Oenuin
Ans AnarHoCcTWKK in vitro, NnpegHa3HaYeHHbIX ANA Ucnonb3oBaHus B pabote meguumnHekon nabopatopun.

3.1.3 nabopaTopHO U3roTOBMNEHHOE MedULMHCKOe uzgenue: M3arotoeneHHoe meguuUMHCcKon nabo-
paTopuein MeguUUHCKoe uagenue ana guarHoCTUKKM in vitro Ha OCHOBe 3aperucTpUpoOBaHHOIO MeguLUMHCKOTO
M3genusa ans guarHocTuKKM in vitro W npegHasHavyeHHoe ANns UCNonb30BaHUA B MeguunHcKon nabopatopuu.

3.1.4 mMeguuuHCcKoe M3genue, W3roToBreHHoe B nabGopartopum; JIMMW: HesapernctpupoBaHHoe
MeauuUuHCKoe uagenue Ons OUarHoCTUKK in vitro, npegHasHadeHHoe ANs AMarHocTuky 3abonesaHuid nytem
npoBefeHWst ccregoBaHuii 0bpasuos GuMonorMyeckoro matepuana 4YernoBeka BHe ero opraHvMamMa, MaroToB-
NEeHHOe B MEOULMWHCKON NabopaTopuu U UCNONb3yeMoe B HEW.

3.2 B HacTosLleM cTaHOapTe NpUMEHEHbI Creayole CoKpalleHus:

an — [OOKYMEHTUPOBaHHbLIE NPOLEAYPbI;

3 NMMmn — 3anucu narotoBneHHown naptum JIMMW;
Ko/mna — KOoppekTupylowune/npegynpexgarnLme JencTBms;
nabopatopus — MeguuuHckasi nabopartopus;

MW —  MeauuMHcKue musgenus;

no — nporpaMmHoe obecnedyeHue;

CcHW — CpencTBa U3MepeHus;

CMK — cucTemMa MeHedXXMeHTa Ka4yecTBa;

Ccorl — CcTaH4apTHble ONnepauuoHHbIe NpoLeayphbl;
OINMMA — chaun JINMU;

oriP — (hbarn NpoeKkTUpoBaHua 1 pas3paboTku.

4 O6wme TpeboBaHUA

4.1 OTBETCTBEHHOCTb PYKOBOACTBA

4.1.1 NMonuTuka B o6nacTm KayecTBa

CuctemMa MeHegXMeHTa KadecTBa HEBO3MOXHa 6e3 NonHoW NogaepKKM Co CTOPOHLI PYKOBOACTBA.

PykoBoacTeo nabopaTopum HECET OTBETCTBEHHOCTL 3a pa3paboTky U peanuaaluio NporpaMm KOHTpons
M OLEHKM KayecTBa, a Takke 3a obecnedeHne kadyecTsa NpefocTaBnseMbix nabopaTopHbIX YCnyr U BhisiBMe-
HWe HapyLeHWiA Ka4ecTBa No Mepe UX BO3HWKHOBEHUS.

Mpumep — «Mbl npedocmaesnseM ebiCOKOKavYecmeeHHble 2omoekie JINMMH, zapanmupys, ymo paspabo-
maHHble 8 Hawel nabopamopuu MW umerom coomeemcmesyroujue mMexHU4YecKue xapakmepucmuku u docmo-
eepHbie pe3ynbmambi KMUHUYecKux uccnedoeaHud. Mbl 6ydemM cmpemMumbcs NOCMOSAHHO cogepuieHcMeaeosamb
Hawy npodykyuro, noddepxxusams Hawy cucmemMy kayecmea u cobnrodamb 8ce NMPUMeHUMbIe HOpMamueHbIe
mpe6osaHus».

MonuTvka B obnactu kayecTBa AOMmKHa BbITb OCHOBOW AN MOCTAHOBKW M aHanu3a uenen B obnactu
KadyecTBa nabopaTopuu, U3NOXKeHa A3bIKOM, NOHATHLIM KaK Ans nepcoHana nabopatopuu, Tak U ANs 3auMHTe-
pecoBaHHbIX CTOPOH. [NonuTuka B oBnacTv KayecTBa AOMKHA BKMNHOYATb:

- obAzaTenbcTBa NnabopaTtopun B OTHOLLEHUW 3asBUTENen;

- obsizaTtenbcTBa nabopaTopyuy B OTHOLIEHUX Be30MacHOCTM UCNOMNb30BaHUS M3TrCTOBMEHHbIX MU;

- MPUBEPKEHHOCTb PYKOBOACTBA HaunyylwyM nabopaTopHeIM MpakTUukaMm v cTaHgapram;

- 3aseneHne ob obecnevyeHun kadecTsa ycnyr nabopatopuu;

- MPUBEPXEHHOCTL K cobnrogeHnto ctaHaapToB U TpeboeaHuii CMK;

- obA3aTenbCTBa PyKOBOACTBA O COOMIOAEHUM NPMMEHNMbIX TPeboBaHUI;

- obazaTenbcTBa 0 cobnogeHun cTaHaapToB obecneveHns gesaTenbHOCTU nabopaTopun.

4.1.2 TpeGoBaHUA K CTPYKTYype

Jlabopartopua gomkHa onpegenyTs OPraHu3aLWOoHHYI0 U yNpasneHYyeckylo CTpykTypy, obecneuueato-
Wyl npoekTupoBaHue, paspaboTtky n mnsrotoenexve JIMMIW B cooTeeTcTBMM ¢ TpeboBaHWSMY HacToALLEro
cTaHgapTta.

TNabopaTtopus gomxHa pacnonarate 4OCTaTOYHbIM KONWYECTBOM KOMMEeTeHTHOro nepcoHana, obnagato-
LL|ero CoOOTBETCTBYOLWMMIN 0OpasoBaHneM, KBanupukaumen 1 onsiTom.
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PykoBogcTteo nabopatopumn OOMKHO AOBECTW 40 CBEAEHUS KaXO0ro cOTpyoHWKa ero obs3aHHOCTM, OT-
BETCTBEHHOCTb W MOMHOMOYKUSA, B TOM YMChe ONs nuu:

- Yy4acTBYHLLUUX B NPOBEOEeHUM NMpeaHanuTU4YecKoro, aHarnuMTU4ecKkoro M nocTtaHanMTUYecKoro aTanoB
npoBegeHnsa UccnegoBaHus;

- OTBETCTBEHHbIX 33 pacnpegeneHne oTBETCTBEHHOCTUW NPU BbINONHEHUM NabopaTopHOA OeATenbHOCTH;

- OTBETCTBEHHbLIX 3a NPOBeAEHNE NCCIef0BaHWN;

- OTBETCTBEHHbLIX 3a NpoLeaypy YTBEpPXLEeHWs CO CTOPOHbI pyKoBOAMTENsS nabopatopuu pesynbTaToB
uccnenoBaHWi neped coobUeHMeM O HUX NauueHTam.

4.1.3 OTBETCTBEHHOCTEL U MNOMHOMO4MA

PykoeogcTBo gomkHo obecnednTs, YToObl OTBETCTBEHHOCTb W MONMHOMO4YKS CornacHo TpeboBaHUAM Nno
4.1.2 6biny onpegeneHsbl, JOKYMEHTUPOBaHbLI M JOBedeHbl [0 CBeeHWsA nepcoHana nabopatopuun.

PykoBoacTBo 4OMKHO AOKYMEHTUPOBAaTh B3aMMOOENCTBME NepcoHana, pyKkoBodsALWEro, BbIMOMHALWENO
¥ Bepudpuumpyowero pabotel No obecrnedeHnio kadecTsa, v 0bnagate NOSHOMOYUSAMM U HE3AaBUCUMOCThIO,
HeobXoAMMbIMUK AN UCMOMNHEHUS 3TUX 3adady.

B naGopatopuu gomkHbl ObiTh pa3paboTaHbl JOKYMEHTHI, coaepallne OTRETCTBEHHOCTb M 06A3aHHO-
CTW NepcoHana B OTHOLLEHWW BLIMOMHEHUA KaXO0ro acnekta nabopaTtopHon geaTensHOCTU.

Ilabopatopua OomkHa WMMeTb CTPYKTYPY W CUCTeMy ynpaeneHusi, obecneuyvBaiollyto becnpucTtpacT-
HOCTb. JlabopaTtopusa OoMmKHA rapaHTMPOBaTh, YTO NepPCcoHan, OTBETCTBEHHbLIN 38 KOHTPOIb KadecTBa roToBbIX
NMMW, HezaBucKMM OT nepcoHana, OTBETCTBEHHOro 3a uarotoBneHue JIMMW 1 npuHATUE pelueHusa o bpake
NMMW. B cucteme ynpaenerusi nabopaTopum 4omkHa OblTb 3anoXeHa BO3MOXKHOCTE MHOPMUPOBaHWS 3a-
MHTepecoBaHHbIX Nyl o NMIMMW, He COOTBETCTBYIOLLMX YCTAHOBMNEHHLIM TpeboBaHWAM, NpU OTCYTCTBUKU B3a-
UMHbBIX NPEeTEeH3NNA.

PykoeoacTteo nabopatopuy JOMKHO NPpUHATL Ha cebst obasaTtenscTBa no becnpuctpactHocTu. Jlabopa-
TOPWUSA He LOMKHA JONYCKaTb KOMMEPYeCcKoro, hMHaHCOBOro UM MHOMO AaBreHus, cTaesuwero becnpucTpacT-
HOCTb Mo yrpo3y. [aHHble 06a3aTtensCcTBa JOMKHbI ObiTh OTpaXeHbl B JOKYMEHTaXx, COAepKallMx OTBETCTBEH-
HOCTb M 0653aHHOCTM NepcoHana.

4.1.4 MNMepcoHan

Jlabopatopus gomkHa pacnonarate 4OCTaTOYHbIM KOMMYECTBOM KOMMNETEHTHOMO NepcoHana ans npoekx-
TUPOBaHUSA, pa3paboTKn, U3roTORNEHUS, NpoBedeHuUs uccnegosaHui [IMMU, Bknovaa pykoBogsALLUIA Nepco-
Han, a Takke NepcoHan, BbINOMHAOWMIA paboTbl MO KOHTPOMIO KAa4YecTBa, B TOM YKciie BHYTpunabopaTopHbIi
KOHTPONbL KayecTsa.

Pykosoautenb nabopaTopumn HeceT OTBETCTBEHHOCTbL 3a NoAbop AOCTaTOYHOrO KONMYecTBa NepcoHana
C COOTBETCTBYHLLMMU 06pa3oBaHMeM, ONbITOM W/UIKM NOArOTOBKOW ANA obecnevyeHns Ka4ecTBa pe3ynLTaToB
uccrnegoBaHuin U BeinonHeHus Tpeboeanuin CMK.

Pelwenune 06 narotoeneHuun JIMMI, BoamoxHO, NoTpebyeT npuBneYeHns JONONHUTENLHOIO NepcoHana,
Ha KOTOPbIA OOMKHbI ObITh BO3NOXKEHbI KOHKpEeTHble 0ba3aHHocTH B obnactn CMK.

Mpumeuvanune — [Ona dyHkumoHupoaHns CMK v BeInonHeHWs onepaTUBHOW AEATENBHOCTU criegyeT Bblae-
NATb AOCTaTOMHble pecypckl. PykoBoacTeo nabopaTopumn UNK YNONHOMOYEHHOE MU0 OOMKHO HeCTU OTBETCTBEHHOCTL 33
npefocTaBneHne pecypcoB, HeobXoAMMbIX AN OCYLWECTBNeHWs CnedyoLmMx BWAOB AeATeNbHOCTH:

- nocTtaBka u obcnyxueaHue obopygoeaHMa Ana ctabuneHoro narotoenexHma JIMMIA;

- npuoBpeTeHne 1 NonyyYeHre MaTtepnanos, NPUrOAHBIX MO Ha3HaYEeHUIO;

- obpabotka matepuanoB ang nonydexnus rotoeoro JIMMU;

- nabopatopHble nccnegoearnsa rotosoro JIMMU.

Mepconan nabopaTtopuun gomkeH cobnwogate NONUMTUKY B obnacTtu kavectsa u npouenypbl CMK.

4.1.5 NpeacraBuTens pykoBoacTea

PykoBoacTeo nabopaTopum LOMMKHO Ha3HaYUThL NpeacTaBUTENs U3 cOCTaBa PYKOBOACTBA, KOTOPLIA He-
3aBUCMMO OT ApYyrux obA3aHHOCTEN HECET OTBETCTBEHHOCTbL U HAZeNeH NOMHOMOUYUAMM, BKITHOYAKOLLMMUA:

- obecne4veHue Toro, 4Tobbl Npouecckl, Heobxogumblie ansa CMK, 6einu 4OKyMeHTUpOBaHbI U cobnoa-
NUCb NEPCOHAaroM;

- NpeLoCTaBneHne 0THETOB O (PYHKUMOHWPOBaHMKU U pe3dynbsTatusHocTn CMK.

HasHaueHue NpeacTaBUTENS PYKOBOACTBA AOMKHO ObITh JOKYMEHTanbHO 0hOPMMEHO.

MpencTaBuTenb pyKOBOACTBA HECET OTBETCTBEHHOCTbL M HaJeneH NoNHOMOYUAMY B OTHOLLIEHWUA yNpaB-
neHuss CMK 1 06a3aH npegocTaBnaTh oT4eT 0 OYHKLMOHUMPOBaHUA U pesynsTtaTueHocT CMK Ha perynsipHoi
OCHOBe.
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MpencTaBuTenb PyKOBOACTBA OOMKEH ObITb OOCTYNEH ANsS nonydyeHus wHdopmauum oT nepcoHana o
npobnemax ¢ kadectsom JTIMMW.

4.1.6 AHanus co CTOPOHLI PYKOBOACTBA

C uenbto obecneyeHUs NOCTOAHHOWM MPUrOQHOCTM, afEKBATHOCTU M pe3ynstatuBHocTu CMK pykoeoa-
CTBO JOMKHO NPOBOAUTE aHanu3 gyHKunoHuporaHua CMK yepes onpeneneHHble NPOMEXKYTKU BPEMEHU U C
LOCTaTO4HOW YacTOTON B COOTBETCTBUM C Npolenypamu, cobriogeHne koTopbix rapaHtupyer, 4to CMK yaos-
JIETBOPSIET YCTAaHOBMEHHbIM TpeboBaHMAM, a TaKkke NoNUTHUKe U LensiM B obnacTtu kadecTsa. JaTbl 1 pesynb-
TaTbl aHanm3a co CTOPOHbI PYKOBOACTBA AOMKHbI OblTb LOKYMEHTUPOBAHbI.

Mpouenypa aHann3a co CTOPOHbLI PYKOBOACTBA MOXET ObITh NpoBeAeHa B (hOpMe COBeLLaHWs, HA KOTO-
pOM paccMaTpMBalOT KMHYEBLIE MOKa3aTenu KavyecTBa (BXOOHbIE W BbIXOAHbIE AaHHble AnNs aHanuaa). Bxoa-
Hble JaHHble ANa aHanusa paccMaTpuBaloT ana kaxgoro anemeHta CMK. B xoge cosellaHusa BegyT npoTo-
KoM, a 4eWCTBUSA, KOTOpble HEOBX04MMO NPEaNnpPUHSTL, U BbIBOAbLI JOKYMEHTUPYIOT. B coBewaHnn npuHumaeT
yyacTue nepcoHan nabopatopun, ero NnoBecTKa BKMIOYAET aHanm3 pesynsTaTtoB NPoBeaeHUsl KOHTPONA Kade-
ctea JINMW v Bonpockl, KacarLnecs NpoueccoB U3rotoenexnms u npumerenus MM, Coeewanus cnegyet
NpoBOOMTE HE pexe OBYX pas B rod.

YacToTa npoBefeHWa aHanM3a co CTOPOHLI PYKOBOACTBA A0MKHA BbiTh OCHOBAHA Ha pesynkTaTax npe-
OblOYLLX aHann3oB, YacToTe BbISIBNEHWMA Npobnem ¢ KauecTBOM M NOTPebHOCTSX opraHM3aLumu.

BxooHbIMW gaHHBIMK ONS aHanua3a co CTOPOHbI PYKOBOACTBA ABMNAOTCA:

- MONUTKKA W LUenu B obnacTtu Ka4yecTBa;

- pe3ynbTaTbl BHYTPEHHUX UMW BHELUHNX ayauToB UMK MHCNEKLUWNA;

- OT3bIBbI NOTPebUTENEN, BKNOYAA anobbl U TEHOAEHUMW HETATUBHOIO XapakTepa;

- (PYHKLMOHMPOBAHWE NPOLIECCOR W COOTBETCTBUE YCTaHOBMNEHHbIX TpebosaHui JIMMU;

- ctatyc KO/MO (Hanpumep, paccrnenosanus/gencteud, cratyc KO/MO, nHMunatvebl No ynydweHUo
JINMW, CMK);

- 0eATeNbHOCTL MO YNpaBneHuo pUckamu,

- pe3ynbLTaThl JeATENbHOCTU MO BbISIBMIEHWIO HEraTUBHbLIX TEHOEHUMA (MOMUMO Xanob), KoTopble MOryT
yKa3biBaTb HA U3MEHEHUs KadecTBa (Hanpumep, YacToTa NOBTOPHOW KannbpoBKW UMK TeXHU4Yeckoro obcny-
XuBaHWA 0bopynoBaHUSA);

- 0eUCTBUSA, NPUHATLIE NO pe3ynsTaTtam npeablayLMx aHanu3oB CO CTOPOHLI PYKOBOACTRA;

- U3MEHEHWS, KOTOPbIe MOTyT noBnuaTe Ha CMK;

- HOBbIE UMW NepPecMOTPEHHbIE HOpMaTUBHbIE TpeboBaHus.

BbIxoAHBIMUW OaHHBLIMK MO pe3ynkTaTaM aHanuaa co CTOPOHbI PYKOBOACTBA ABMAAIOTCA:

- yny4dweHus, HeobxoguMmele Ans nogaepxaHusa pesynsratnsHoctu CMK 1 ee npoueccos;

- ynydweHuns JIMMW, ceazaHHble ¢ TpeboBaHUAMKM NoTpebuTtenen;

- pe3ynkTaThl OLleHKW NOTpebHOCTM B pecypcax Ana obecnevyeHns NOCTOSAHHON NPUrogHOCTUW, afeKkeaT-
HocTh 1 abdbekTuBHOCTU CMK;

- nameHeHna B CMK, B ToM yMcne B NONUTUKE UMK Lensax B obnactu kayecTea,

- BbIBOZ O pesynsratuBHocTn CMK.

BeiBog 06 adppekturHOoCTM CMK nMeeT BaXHOE 3HAYEHUE U CMYKUT ONS NPUHATUSA PYKOBOACTBOM pe-
LWEeHWIA € Uenb Hagnexallero gyHkuMoHnpoaHua CMK. PeaynkraTtel aHanv3a coO CTOPOHbI PYKOBOACTBA
OOIMKHbI cofepaThb BbiBoAbl 0 peaynsratneHocT CMK 1 npuHATbIE pelueHus.

4.1.7 NnanupoBaHue CMK

Warotoeutens NIMMW pormkeH paspaboTaTb NNaH KadyecTBa, BKNIOYALWMWIA Mepbl No obecnedeHunio Ka-
YyecTBa, pecypcbl U JeNCTBUSA, OTHOCHLLMECH K NPOEKTUpPyeMbIiM 1 narotaenueaemeiMm JIMMW. MarotoButens
OOIMKEH YCTaHOBUTL, KakumM obpasom byayT cobnogatsca TpeboBaHUs K Ka4ecTRy.

YacTe MeponpuUATUA NNaHa KayecTBa BeINONHAKT B cooTBeTcTBUM ¢ [ CMK, TakumMmu Kak pykoBOACTBO
no kadectsy, COll u T. 4. Takum oBpa3om, NnaH kayecTsa MoxeT BbITe gopoxHon kapTon CMK. B atom cny-
4yae OH MOXeT BKMYaTh cebiniky Ha AN CMK ¢ yyeTom nx ucnonb3oBaHus npumeHutensHo k JIMMW. MnaHeb
KayecTBa MoryT ObITb cneundmnyHeiMK Ana ogHoro JTIMMW vnn obwmrmn ang Bcex narotasnmeaemblx JIMMUA, a
TaKkKe MoryT BblTb cneynduyHbIMIA OS5 MPOLECCOB UM CUCTEM B LIENOoM.

MNMnaH kayecTBa MoxeT BbITh chopMynupoBaH B 0BLIMX YepTax B PYKOBOACTBE MO KA4YECTBY, U B HEro
MOryT BbITb BKMOUYEHbI KOHKpPETHbIE Lienu B obnacTtu kavecTBa.

Mpumep — lMnaH kaYyecmea eKro4aem e ceba ece NOAUMUKU U Npoyedypbi, cessaHHble ¢ CMK, a makxe
ece UHCMpyKyUuU o npoeedeHuro uccredosaHull U MPoBepKe KaJecmea, € mom Jucse ece delicmeus Mo eepu-
¢hukayuu u eanudayuu kaxdozo MH.
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4.1.8 AN CMK
Warotoeutens JIMMW pomxken paspabortate AN CMK (COTM, uHcTpykuyum 1 np.). MNprn HeobxognmocTu
AOMKHa BbITh YCTAHOBNEHA CTPYKTYpa OOKYMeHTaL MK, ucnonsayemoin B CMK.

4.2 BHYTpeHHU ayauT

4.2.1 O6wmne nonoxeHns

4.2.1.1 BHyTpeHHWA aygnuT — BaxHaa 4actb cobnwogeHns tpebosaHnin CMK, BeinonHeHne KoTopoi no-
3BONAET BbIABUTL 06MacTK ANa NOCTOAHHOTO YMy4LLEHWS.

4.2.1.2 BHyTpeHHuin ayout CMK

WarotoBuTtene JIMMW gorxeH ycTaHOBWUTL NpoLedypbl BHYTPEHHEro ayguta KadecTBa W NpoBOAUTL UX
ans obecnedeHns COOTBETCTBUA YCTAaHOBMNEHHbIM TpeboBaHuam CMK 1 ons NoBbIlWEHNUS ee pe3ynbsTaTUBHO-
cT. BHyTpeHHue ayoutel CMK ocyLlecTBNS0T Nuua, He HecyLL e NpsIMON OTBETCTBEHHOCTU 33 NPOBEpPAEMbIEe
obbekTbl ayguTa.

B cnyyae BbIsBNeHMs HECOOTBETCTBUI AOMKHbI BbiTh pa3paboTaHbl KOppPeKTUpYoLL e OeNCTBUSA, BKITHO-
Yas nposefeHue NOBTOPHOMO ayauTa.

Mo pesynsTaTam NpoBeAeHWs BHYTPEHHEro ayauTa JOMKEH DbiTb COCTaBMeH OTYET, C KOTOPbLIM OOIBKEH
ObITb 03HAKOMINEH PYKOBOOMTENb, HECYLLWIA OTBETCTBEHHOCTL 32 NpOBepAeMyH) 0bnacTb ayauTta.

BHyTpeHHue ayguTel CMK npoBogaT Ha perynsapHON OCHOBE, B HUX BKIKOYEHA NPOBEPKA AEATENbHOCTM
TIMMW, 4yTo no3BonsieT BbIABNATL 0ONacTy AN ynyylleHUs Ka4ecTea.

BuiaBneHue HecooTBeTcTBMIA B geaTensHocTy JIMMW moxeT ykasbiBaTb Ha npobnemsl CMK.

Mporpamma BHYTpeHHUX ayauTtoB CMK NMMMW pomkHa BrmoyaTts Bce anemeHTel CMK, B TOM uncrne npo-
uecchl Xu3HeHHoro uukna JIMMW. BHyTpeHHWIA ayouT npoueccoB *u3HeHHoro uukna JIMMW sknioyaet npo-
BEPKY BbINOMHEHUA AEATENBHOCTM NO NMPOEKTUPOBAHUIO U pa3paboTKe, M3rOTOBIEHWHD, KOHTPOMK KavyecTra,
no NpoBeaeHuD nccneaosaHuin, ncnonbsosanuo NAMW 1 pacecmotpeHuio xanob.

Kaxabin npumeHmnmblin anemeHT CMK npoBepsatoT He pee ogHoro pasa B rof. Marotosutenu JIMMW, kak
NpaBuUmno, BbINOMHAKOT 3Ty 3aady Kaxabli kBapTasn, Bblbmpas Heckonbko anemeHTos CMK. Takum obpasom, K
KOHLY rofga Bce anemeHTsl CMK npoxoasiT oueHky.

dopma un kpuTepuKn pazpaboTkM NporpaMmMbl BHYTPEHHErO ayauTa OOMKHbI BbiTh JOKYMEHTUPORAHLI U B
obLem criyyae BKNYaTh crefyloLy MHOpMaLUK:

- kakune anemeHTbl CMK (06nacTtb ayguTa) HeobxogMMo NpoBepsiTh;

- 4acToTy NPOBEeAEeHUs ayauTa;

- AaHHble 0 N1uax, KoTopble ByayT NPOBOAUTE BHYTPEHHWIA ayauT (ayauTopbl, TEXHUHECKME SKCNEpPTbI);

- HAMMEeHOBaHWe CTPYKTYPHbLIX NoApazfaeneHuid, kKoTopele ByayT ydacTBOBaTk BO BHYTPEHHEM ayauTe;

- KpUTEPUM BHYTPEHHEro ayanTa.

BHyTpeHHWI ayguT criegyeT NpoBOAUTL NULAM, He y4acTBYHLMM B AeATeNsLHOCTM NPOBEpsSieMoro ane-
meHTa CMK 1 nmetolwmm CoOTBETCTBYIOLLYIO KBanudpukaumo. AyauTop AOMKEH 3HaTh U NoHMMaTs TpeboBa-
Hust CMK v [N, paspaboTaHHbix ANsA BbINONHeHUs 3Tux TpebosaHwii. BHyTpenHuin ayaunt CMK HanpaBneH Ha
NPOBEPKY AOKYMEHTaUWUK C NOMOLLBIO YeK-NMCTa, NPUMep KOTOpPOro npueeneH B Tabnuue 1.

Mpumep — Ta6nuuya 1

Hokazamenscmeo, komopoe

TpebosaHue
p Heobxodumo npedocmasums

Bonpoc

HUzzomoeumens JIUMHU Jdomxkern | Cywijecmaeyrom nu npouedypsi | JokymenmupoeaHHbie npouyedy-

ycmaHosums npouedypbl  8HY-
mpeHHezo ayduma CMK u npo-
eodums eHympeHHue aydumsi ¢
yenbo nodmeepkoeHUs coom-
eemcmeus CMK ycmaHoeneHHbIM
mpe6ogaHusaM, pe3ynbLmambl KO-
mopkIix y4Yumbiearom fpu npose-
deHuu aHanuza CMK

npoeedeHusi eHympeHHezo aydu-
ma kayecmea?

pbi

Mpoeodsm nu eHympeHHue aydu-
mbl 8 coomeemcmeauu ¢ npouyedy-
poii?

Hokazamenscmea moao, Ymo eHy-
mpeHHUe aydumbi M[PO8OCUSILCH
e coomeemcmeuu ¢ npouyedypol,
makue Kak npo2paMmbl, MaHbl,
2pachuku U omyemsl ayduma
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OkoH4aHue mabnuuei 1

TpeboeaHue

Bonpoc

Hokaszamenscmeo, komopoe
Heobxodumo npedocmasums

Hzzomoeumens JIMMW JdomxeH
ycmaHoeumes npouedypb!  8HY-
mpeHHezo ayduma CMK u npo-
eodumb eHympeHHuUe aydumsbl ¢
uesiblo  nodmeepxodeHuUss coom-
eemcmeuss CMK ycmaHoeneHHbIM
mpe6oeaHusaM, pe3ynbmambl Ko-
mopbIX yHumsigarom npu npoee-
deHuu aHanusa CMK

Bbinu nu pesynbmambi 6HymMpeH-
He20 ayduma GoMmkHLIM 06pazom
paccMompeHbl  HermocpedcmeeH-
HbIM pyKoeodcmeoM, a makxe &
pamkax npoeedeHus aHanu3a co
CMOopOHbI pykogodcmea?

Omyembl 0 @HympeHHeM aydume
nodnuckliearom  pykoeodumenu
CMpYKmMypHbIX  nodpa3sdesieHull,
y4yacmeytoujux e aydume. [lo-
eecmka OHS U MPOMOKObI coee-
waHull no aHamu3sy co CMOPOHbI
pykosodcmea ykasbiearom Ha mo,
ymo pesynbmamsl aydumoe 6sinu
paccmMompeHs!

Ykaszblieaem nu npomokon npo-
eedeHus aHanu3za cO CIMOPOHBI
pykosodcmea Ha mo, 4Ymo ebic-
wee pykogodcmeo cyumaem, Yymo
CMK aghghekmueHa, ocHO8bIgasiCh
Ha pe3ynbmamax eHympeHHe20
ayduma?

lpomokon coeeujeHusi Mo npoeae-
deHuro0 aHanusa co CMOPOHLI Py-
Koeodcmea

BHympeHnHue aydumsi CMK npo-
eodam nuya, He Hecyujue NPAMoL
omeemcimeeHHOCMU 3a nposepsie-
Mbie 06beKkmbi ayduma

Mpoeodunuce snu  kakue-nubo
aydums! nuyamu, Hecyuwumu nps-
MYy OomeemcmeeHHOCmb 3a Mpo-
eepsieMble 06bekmbI ayduma?

Mepevyens nuy, npoeoduswux
KaxObill eHympeHHuUll aydum, ¢
yKkazaHuem ob6bekmoe ayduma, ux
domkHocmell u o6nacmeill omeem-
cmeeHHocmu

Mpu HeobxoduMocmu OGOIMKHbBI
6bimb pazpabomarsl U npednpu-
HAMbLI  Koppekmupytouwjue dell-
cmeus

PazpabomaHbl nu no pesynbma-
mam npoeedeHuss SHymMpeHHez0
ayduma koppekmupyrowjue oel-
cmeus? J[flokymenmuposaH U
ghakm HeebINONHEeHUsT KOPPeKmu-
pyrowux delicmeuli?

Omyem o0 eHympeHHeM aydume u
coomeemcmeyrowue omyemsl O
S8bIMONMHEHUU  KOPPeKMmuUpyouiux
delicmeuti

B crniyyae esbisieneHus Hecoom-
eemcmeutl, npu Heobxodumocmu,
npoeodsam rnoemMopHbLIl 6HYMpeH-
Hutl aydum

Boin  nu npoesedeH noemop-
HbIll @HympeHHUil aydum ¢
uensl posepKu  ebITOJIHeHUS
Koppekmupyrouwux delicmeuii?

Omuyemsb! 0 8HympeHHeM aydume
U coomeemcmeyroujlie omyemsi o
Koppekmupyioujux delicmeusix

HomxeH 6b1me cocmaesJsieH omyem
0 pe3synbmamax Kax0o20 eHy-
mpeHHez0 ayduma u MosmopHLIX
aydumos, ecsiu OHU NMpPoeodunuch

Beinu nu cocmaeneHsbl om4emesl
Mo eceM eHympeHHUM aydumam u
noemopHsiM aydumam?

OmyembI 0 éHympeHHeMm aydume

Pyxkosodcmeo, omeemcmeeHHOe
3a npoeepsieMble 80Mpochkl, JOMK-
HO paccmampusamb om4vem [0
@HympeHHeMy aydumy

Hmeromcs nu @ omyemax o eHy-
mpeHHeMy ayoumy rnoodnucu pyKo-
eodumenell nposepsieMblX 00LEK-
moe ayduma?

Omyembl 0 gHympeHHeM aydume

Hdamsi u pesynbmambl éHympeH-
HuUx ayoumoe GosikHbl 6bimb 00-
KYyMeHmMuposaHb!

Codepxxamca nu e omyemax o
eHympeHHeM aydume u rnoemop-
HbIX 6HYMpeHHUXx aydumax damebl
ux nposedeHusn?

Omuems! 0 éHympeHHemM aydume

MpumeyaHue — BHympeHHuUe aydumel kacaromcs npouedyp CMK, nposedeHue komopeix Heobxodu-
Mo Ons npoekmuposarus u uzzomoeneHus JIMMWA e coomeemcmeuu ¢ mpe6ogaHuamu CMK.

OnemeHTsl CMK MoryT 6bITh MpoBepeHsl B M6OM NopsaKe Npu YCroBUW, YTO KaKAblA U3 HUX OLEHEH
B COOTBETCTBMM C MpoLEefypol BHYTPEHHero ayauTta. PaunoHansHeIM NOgX0A0M AN NnaHWpOoBaHUst NpoBe-
[LEHWUA BHYTPEHHEro ayauTa ABMSAKTCA rpynnupoBKa B3aMMOCBSA3aHHbIX anemeHToB CMK (Hanpumep, ayout
JIMMW), He cOOTBETCTBYIOLLMX YCTAHOBMNEHHbIM TpeGoBaHUsM, 1 xanobbl, 0co6EeHHO ecni Ha BOMpOCk! ayau-
Topa ByayT oTBe4aTb OHM M Te Ke nuua.
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B Tabnuue 1 npuBeneHo HECKONbKO MPMMEPOB BOMNPOCOB, KOTOPbIE MOXHO 3a4aTb, YTOBbLI onNpeaenvThb,
COOTBETCTBYIOT MK NpoLenypbl BHyTpeHHero ayauTta TpebosaHmam CMK. B oTHowweHuM Bcex anemeHToB CMK
OOMKHbl BbiTh COPMYNMpPOBaHbl BONpPOCkHl Ucxoas uz TpeboraHuin CMK. [ina TpeboBaHUi, KacaloLwmxcs
KOHTPOMS NPOEKTUPOBAHUSA, NepeYeHb BOMPOCOB MOXET CTaTh OCTATOMHO OBLIMPHBIM, 2 ayAnT MOXET 3aHATb
MHOro AHel. [poBepky AOMKHbI NPOBOAUTE CBOEBPEMEHHO U N0 rpadouky.

Mocne 3aBeplueHUs ayauTa u cbopa Bcex 4oKa3aTenbCTB JOMMKEH ObiTh COCTaBNEH OTHET O NPOBEAEHUM
BHYTPEHHErD ayamuTa, B KOTOPOM ClefyeT OTpa3suTb nibble acnekTel ayauTa, B KOTOPbIX AOKAa3aTenbcTBa OT-
CYTCTBYIOT N HegocTaToudHbl. o pesynsTaTam BHYTpeHHero ayauta Heobxoaumo paspaboTtaTe nnaH mepo-
NPUSTWIA MO YCTPAHEHMID BLISIBMEHHLIX HECOOTBETCTBUI (3amMmevaHuin).

B oTyeTe o npoBegeHuM BHYTPEHHEro ayauTa OoMKHbl ObiTh YKasaHbl pe3ynsTaThl ayguta u AaTbl ero
npoBefeHUs, a Takke npoeepsaemMas obnacte ayguta. OTyeT gormkeH ObITe NoagnucaH ayautopom. PykoBo-
AUTENb NpoBepsemMoin obrnactu ayauTa JOMKeH 03HaKOMUTLCA C OTYETOM W nognucate ero. MHdopmaums o
pesynbTatax BHYTPEHHUX ayanuToB, NpeAcTaBleHHan B OT4HeTax, JOMKHA ObiTe pacCMOTPEHa Ha COBELLaHUK
B pamMKax NpoBedeHWd aHanmaa co CTOPOHbI PYKOBOACTBA W ABMAETCS BaXXHbIM aCneKToM A5 OUeHKM PyHK-
uMoHuposaHua CMK.

5 TpeboBaHus K nepcoHany

5.1 O6LWMe NnonoxXeHUs

Warotoeutens JIMMW gomkeH uMeTe QOCTAaTOYHOE KOMMYECTBO NepcoHana, MMerLWero oﬁpasoBaHMe,
OnbIT N NOATOTOBKY, YTO rApaHTUPYET NPaBuIlTbHOE BbINOITHEHWUE UM CDYHKLI,VIOHaJ'IbeIX obsa3aHHOCTER.

5.2 OBby4yeHue

WMarotoeutens NMNMMW pomkeH obecneqmBaTh NOATOTOBKY UMW NpeanpuHUMaTth Apyrue OelcTBWUS AN
OOCTWKEHMSA UMMM NoAAEPKaHMA HeoBXoOUMOW KOMMETEHTHOCTM BCEro NepcoHana Ansa Haanexallero Bbinomn-
HEHWS BO3MOXEHHbIX Ha Hero obs3aHHocTel. Pesynstatbl 00yvyeHns JOMKHbI BbiTb JOKYMEHTUPOBaHbI.

B pamkax ofy4eHust nepcoHan gomKeH OblTb NPOMHOPMKUPOBaAH O BO3MOXHbLIX HECOOTBETCTBUSAX
(oedexTax) n owunbkax IMMW, koTopbie MOryT BO3HUKHYTL B PE3yNbTaTe HEHAANEXALLEro BbINOMHEHWS nep-
COHaroM KOHKPETHbIX paboT.

O6yyeHne [OOMKHO BKIMHHYATbh WM3Y4YEHWE WCTOYHWKOB BO3HWKHOBEHWS HECOOTBETCTBUMA (AedekToB)
MMM — Tunoe gedekToB, Hampumep: HecobnogeHe YCTaHOBMIEHHbIX MpaBWi BbiNOAHEHWs paboT, npo-
©tnembl ¢ peareHTamun unu obopygosaHvem ans narotoenenus NIMMW, koTopble NpUMBOAAT K co3gaHuto Hebes-
onacHbIX N HeaddheKTUBHLIX JTMMW.

OB6yyeHne OOMKHO NPOAEMOHCTPUPOBATL, YTO COTPYOHUK KOMMETEHTEH B pacno3HaBaHuW OXUOAEeMbIX
Tunoe gedekto JIMMIA. 3TOro MOXHO OOCTUYL NPW NPOBEAEHUM OLUEHKN KOMMNETEHTHOCTW nepcoHana ¢ uc-
Nnonb30oBaHWEM «crnenon» rpynnel nedektHeix JIMMK (peareHToB n/unn obopynoBaHns).

K nccrnegosaHuio 06pasuoB NaLMeHTOB AONYCKaeTca nepcoHan, npowenwmrii NpodeccMoHaneHy nog-
rOTOBKY (MM nepenogroToBKy, ecnv Heobxoommo) M obnagatowmii COOTBETCTBYIOWEN KOMMEeTEHUMEen Ans
Hagnexawllero npoBegeHUs UccnegoBaHum.

Mpouenypa oby4yeHns nepcoHana BKNYaET cregyowme TpeboBaHus:

- KaXObll COTPYOHWK OOIMKEH UMETb OOMKHOCTHYIO MHCTPYKUMUIO W NnaH obyyYeHns:;

- KaXObl COTPYQHWK OOIMKEH MMETb 3anuch 06 0BydYeHun, BKMYaa Konuv gunnomMmoB 06 obpasoBaHmu,
MHOpMaLno 0 MecTe 1 onbiTe paboTel, 3anuck 06 0byyeHun (TecTbl U T. A4.), @ TaKKe CBMAEeTENbLCTBA O Npo-
XOxAeHUM Heobxoanmoro obyveHuns;

- B 3anucax o6 obyyeHun gomkHbl ObITh yKasaHel amMunus, umsa coTpygHuka, nHdopmauuna ob obyyato-
el opraHu3ayum n(unu) nepcoHane, nata NpoxoxaeHnsa oby4yeHna n Tema NnpongeHHoro oby4eHus;

- 3anucu No NpoBefeHuo 0by4yeHus crneayeT exXeroqHo aHanvManpoBaTth, YTOObl rapaHTUPOBaTh akTyarb-
HOCTb MNaHoB 0Bby4eHus, pe3ynsTaThl aHanu3a HeobxoanmMo JOKYMEHTUPOBAT;

- OTAEenbHO criedyeT BECTW 3anucu codepaHus niobbix nporpamm obyveHus (npeseHTauMu, BUAeo-,
ayguomarepuvansl U T. 4.);

- NPUHATLIA Ha paboTy NepcoHan QoMmKeH NPOXo4WTb Npoueaypy OUEeHKM KOMMEeTEHTHOCTH, HanpuMep
B TedeHne 6 MecC OCYLLECTBMNEHWS TPYLOBON AEATENbHOCTA W EKerogHo, YTO MOXET CHMTATbCA JOCTATOYHbIM
01151 NnoATBepXKAeHWs KOMMNEeTeHTHOCTK 1 cobniogeHus BeinonHeHnsa TpeboeaHuin CMK.
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6 YnpaBneHue npoekTupoBaHuem u paspabortkou JIMMU

6.1 MnaHupoBaHMe NpoeKTUpPOBaHUA U pazpaboTku JIMMHU

WaroToBuTtens NIMMW pomxeH paspabaTbiBaTh W NOAOEPXKUBATL MMaHbl, COAEpPXallne onucaHue Unu
CCbIMNKWM Ha OEeATENbLHOCTL MO NPOEKTUPOBaHWID U pa3paboTke, a Takke onpefensioline OTBETCTBEHHOCTL 3a
peanv3auuio 3anraHupoBaHHbIX MeponpusaTuii. B nnaHax gomkHbl BbiTb MOEHTUULMPOBaHbI U OMUCaHbI
B3aMMOEeNCTBUA C nogpasgeneHnamMu (Muuamm), 0eATeNbHOCTb KOTOPbIX ONPeAensieT BXOOHbIE OAaHHbIE Mpo-
ekTupoBaHusa n paspabotku JIMMW. MnaHel cnegyet nepecMaTtpuBath, 0OHOBNATL U YTBEPXKOATb NO Mepe
peanusauuun nNnaHoB No NPOEKTUPOBaHWIO U paspaboTke.

MnaH BKMKOYaET MeponpuaTKs, KacarlMeca Bcex cTagui NpoeKTUpoBaHuA U pazpaboTtku IMMUA, B
TOM 4Wchne NogroToBKY K M3roTOBMeHUK U ucnone3oBaHuto MMM B nabopaTopHoi AeATenbHOCTH, a TakkKe
WHOPMaLMKD O TOM, KTO HECET OTBETCTBEHHOCTL (nuua, rpynnbl Uy yHKUMKW) 38 KaXKOoe MEepornpusaTue u
CPOKWN MX BbIMONHeHUsA. Pa3paboTaHHbIN MNaH NOANeXUT COrmacoBaHWi0 CO BCEMU OTBETCTBEHHBIMK NULIEAMMA
nyTem nognucaxus (¢ ykasaHvwem gatbl). CornacoBaHue nrnaHa o0b6a3aTensHo B CnyyYae BHECEHUA U3MEHEHWIA
B MNIiaH Mo Mepe ero peanusauunu.

6.2 PyHKUMOHANbHbIe 06A3aHHOCTH

B pamkax ynpaeneHus npoektupoBaHuem JIMMW nepcoHan BeINOMHAET pasnuyHble QyHKLMOHAaNbHbIE
06A3aHHOCTK, TakuMe Kak:

- PYKOBOACTBO MPOEKTOM;

- NpOBEeAEHNE Hay4YHO-MCCNefoBaTenbCKMX U ONbITHO-KOHCTPYKTOPCKMX paboT;

- ynNpaBneHuWe Ka4yecTBOM;

- B3aumogencTBue C PerynupylowmMy opraHamu,

- NpoBefeHue HeobxogMMbIX MCCNEAOBAHWA, B TOM YACNE KITMHUYECKUX;

- narotoenexue JIMMK.

Jlvuo, oTBevarollee 3a ynpaBneHWe KadyecTBOM, LOMKHO OCYLLECTBNATL KOHTPOMb 3a cobrogeHvem
TpeboBaHuin nNpoekTupoBaHusa JIMMW, B Tom 4yucne obecneymBate NOATBEPKAEHWE BLIMOMHEHWUS KaXO0ro
ycTaHoBMNeHHoro TpeboBaHud. llnuo, oTBevaLlee 3a ynpasneHne Ka4ecTBOM, JOMKHO ObiTb HE3ABMCHMBIM,
Hanpumep oT NUL, NPOBOASALLUX KMMHUKO-NabopaTopHbie UCCrenoBaHus.

6.3 3Tanbl npoekTupoBaHua JIMMU

MMnaH NpoekTUpoBaHUA U pa3paboTKu BKITHOYAET BCE OCHOBHbIE MEPONPUATUS LN KaX40ro U3 3T1anos,
NepevYncrieHHbIX HUXe, C YKasaHWeM COOTBETCTBYIOWMX CPOKOB W OTBETCTBEHHLIX NL. [1pY MOHWTOPWUHIE Bbl-
MOJTHEHWSA MNaHa OTMEeYarT OCHOBHbIE 3Tarbl MPOEKTa 1 ONpPenensioT CPOKWU NPOBEAeHWA COBELLAaHWI Mo pe-
anusauum npoekTa.

MpoekTnpoBaHue v paspabotka JIMMW, kak npaBuno, BKNO4YaOT NpuBedeHHble B 6.3.1—6.3.5 atan.l.

6.3.1 BxogHble gaHHbIe NPOEKTUPOBaHUA U pa3paboTku

Ha atom stane onpegenstoTt xapaktepuctuku JIMMIW. Bce BxogHble gaHHbIe NPOEKTMPOBaHWA M paspa-
BoTku, TakKe MHorAa HasbiBaemble «TpeboBaHusa kK JIMMW», gokymeHTUpYHOT.

MpumevyaHue — Bee tpebosanHua k JIMMU (ucxogHble AaHHBIE NPOEKTUPOBAHUA U pa3paboTku) JOMKHLI BbITh
n3MepsaeMbiMU U BepuduuMpyeMbiMy. 3anucy no Bepudmkalm JOmKHbl NPOAEMOHCTPUPOBaTE OBBLEKTUBHEIE AoKasa-
TenbCTBa BbIMONHEHWS YCTaHOBMNEeHHbIX TpeboearHui k JTMMW.

6.3.2 BbiXxogHbIe OaHHbIe NPOEKTUPOBAHUA U pa3paboTku

BbixoOHble OaHHbIE NPOEKTUPOBAHUA U pa3paboTky BKNOYAKOT B cebs OOKYMEHTHI (3anMcK), nonyyex-
Hble MO pe3ynesTaTam NpoBefeHUs UCCnefoBaHWi, BanMaauun 1 BepudukaLnm cooTBeTCTBRUS TpeboBaHNSM
JIMMW, B TOM Yncne OOKYMEHTaLMI C MOMEHTA NMPUHATUS pPeLleHWa O CO34aHuM NNaHa ynpaereHus npoek-
TOM 10 MOMEHTa OKOH4YaHusa paspaboTtku TMMIA.

6.3.3 Bepucurkaumsa npoekTUpoBaHNA U pa3paboTku

Ha atom atane JIMMW npoBepsatoT B ycnoBusix nabopaTopHoOW AeATeNb5HOCTW ANs NOATBEPXKAEHUA CO-
OTBETCTBUS YCTAHOBMNEHHbLIX TpeBOBaHUA M ONPESENSOT 3KCNyaTaLMOHHbIE XapakTepPUCTUKK, HanpuMep Toy-
HOCTb, MMHENRHOCTb, CTabUNBHOCTb.

6.3.4 Banupauua npoeKTUpoBaHUA U pa3paboTKu

Ha atom atane nabopatopusa noagTeepxgaet, 4To Tpebosanusa k JIMMW cobniogeHe!, npegoctaensas
00beKkTUBHbIE AoKasaTenbcTsa. [1pyM aTom MoxeT noTpeboBaTbkCA NpoBedeHWe KNMHMKo-nabopaTopHbIX
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uccregoBaHuin. Ha atom atane Takke ocyLlWecTBnsT npoBepky N0, Banvgauua npoekta gomkHa ObiTe 3a-
BEpLUEHa 00 aHanu3a NpoeKkTupoBaHusa B nabopartopuu.

6.3.5 Nepepnava npoekTa U pa3paboTku

Mpouenypa nepefayv BbIXOOHBLIX OAHHBIX NPOEKTUPOBAHUA WU pa3paboTku ONs M3rOTOBMEHUS MpUMe-
HUMa, ecnu oHW nNpefHasHadeHsl Ana MMM, Ha atom atane Takxe onpedensioT oKOHYaTeNbHbIe NPoU3Boa-
CTBEHHbIE creundukaumm u NpoBepsaT NPOU3BOACTBEHHbBIE NPOLECChHI.

6.4 BxoaHble AaHHbIe NPOEKTUPOBaHUA U pazpaboTKu

WMarotorutens NIMMW gomkeH yctaHaBnuBaTth U NOOOEPKMUBATE NPOLEypbl, rapaHTUpyLue, YTo Tpe-
©oBaHua kK KoHCTpyKUMK JIMMIW coOTBETCTBYHOT HAa3HAYEHUIO M YYUTLIBAKOT NpegnonaraemMoe UCnonbL30BaHue,
BKMOYasa MoTpebHOCTM nonb3oBaTtensa KM nauueHTa. lNpouegypbl OOMMKHBI BKMKYATE MEXaHW3M paccMoTpe-
HWUS HEMOMHbIX, HEOAHO3HAYHbIX UMK NPOTUBOPEYUBLIX TpeboBaHWi. BxoaHble AaHHbIE NMPOEKTUPOBaHUS U
paspaboTtku (TpeboBaHMA) OOMKHbI BbiTb 3340KYMEHTUPOBAHbLI, PACCMOTPEHbI, 0000peHbl U YTBEPXKAEHDI
Ha3Ha4YeHHbIM(M) uLoM(amm).

Ha atane npoekTMpoBaHWa y4UTLIBAKT TEXHUYECKUE N (PYHKUMOHanbHble xapaktepuctukn JIMMW, a
Takke TpeboBaHWA NALMEHTOB U NOMbL30BATENEN, HOPMATUBHLIX aKTOB U APYTrMX JOKYMEHTOB.

TpeboBaHusa 0ObIYHO OENAT Ha TPU KaTeropuu:

a) aKcnnyaTauuoHHble TpeboBaHWs (xapaKkTepucTUKK), onpegensiolmne nopagok akennyaraumm JTMMA
n obpaboTky pesynstatoB. OHU MOTYT BKMOYaTh MakcMMarnbHOe KOMMYeCcTBO peareHToB, 3Tanbl NpoBedeHNUs
nccnegoBaHus, BLICTPOTY NOMYYEHUA KOHEYHOTO pesynbLTaTa;

6) pyHKUMOHaNbBHEIE TpeboBaHNUS (XapaKTepuUCTUKK), onpefensawLLne, Hackonsko 3 ekTuBHO byaeT
NPOXodWUTe UCCNefoBaHWE (HanpuMep, TOYHOCTh, MPELM3NOHHOCTE WM HafAEeXHOCTh), a TakkKe BKM4YawLlime
TpeboBaHUA K ycrioBusiM xpaHeHus, akennyatauun IMMW n TpeboBaHus besonacHoOCTH;

B) TpeboBaHuA K uHTepdency, onpedenstowme, Kak nonb3oearens bygeT Baumogencreosats ¢ JIMMKA
n kak NIMMW BypeT cBA3aHO € KOMMLKTEPHLIMKA CUCTEMaMM.

YcTaHoBneHHble TpeboBaHWA ABMAKTCA KPUTEPUAMKW NPUEeMKM uaroToBneHHbix JIMMW. Hanpumep,
TOYHOCTb MCCNeaoBaHWUs MOXEeT BKMNYaTh Lenesoe 3HayeHue 4 % 1 orpaHudeHune 5 %. 3To o3HayaeT, 4To
3HadyeHune 4 % sBnaetrcs Hambonee NpeanoOYTUTENEHEIM, OrpaHMdyeHue 5 % — MakcuMarnbHO NpueMneMsIM.
OPPEKTUBHOCTL MOXET 3aBUCETbL OT METOAOB McCcnefoBaHua, oTbopa npob wunu CW, ncnonsayemsix Ans
npoBedeHus nccrniegosaHuin. [ins nabopaTopuit, NnauMeHTOB W Nonb3oBartenen cbop HeobxoauMMon Ans npo-
eKTMPOBaHMWA MHPOPMaLIMM MOXKET ObITb OCYLLECTBEH NOCPEACTBOM ONPOCOB MW ANCKYCCMOHHOIO obcyxae-
HuA. [Npn 3TOM OOMKHO BbITE NPEACTaBNeHO Kak MOXHO BonblUe ToYeK 3peHus.

KoHeuyHbIM pe3ynsTaTom 3Tana NpoekTUPOoBaHUS U pa3paboTky ABNAeTCA OOKYMEHT, COOepKallui Tpe-
6oBaHua k [IMMI. KoHTponk akTyansHOCTM NPUMEHEHMUA 3TOro A0KYMEHTa OCYLLEeCTBNSETCA B paMKax yrnpas-
nexnuns gokymeHtamu CMK. Ero cnegyeT nogaepxuBaTth Ha MPOTSKEHUU BCETO XMU3HeHHoro uunkna MMM wn
oBHOBRATEL NpW NocregyLwux nameHexnuax NMMA.

HekoTopble NpuMepbl BXOAHbBIX OaHHbIX NMPOEKTMPOBaHWA M pa3paboTku npuBeaeHbl B Tabnuue 2, B
KOTOpOW rpada «[OCTUrHyTOE 3Ha4YeHwWe» npeacTaenseT cobol MUHMManbHO npuemnemoe TpebosaHue K
KpuTepusaim npmemkn. Mpada «Lleneeoe 3HauyeHUe» — 310 TpebOBaAHUA K KpUTEPUSAM MPUEMKMN Bbille OOCTUr-
HYTbIX 3HAYEHWA.

Mpumep —Tab6nuuya 2

O6Lexkm, kK komopomy

OMHOCAMCS 8X00HbLIE BxodHbie daHHble HocmuaHnymoe 3Ha4eHue Lleneegoe 3HaveHue
daHHbIe
JTabopamopus HecnoxHbiii npouecc uc- | 6 amanoe obpabomku 3 amana o6pabomku
crnedoeaHus
lMpakmuyeckoe epems <2y <1y
Obuwee epems uccriedoea- <8y <2y
Husi

O6pauwjeHue c peazeHmamu | Tpebyemcs npuzomos- | PeazeHmbl 20moekl K UcC-
JNleHUe peaz2eHmMoe om- | No/1b308aHUI0
maueaHus
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OkoH4YaHue mabnuuybl 2

06Bexkm, k komopomy
OmHocAMcs exo0HbIe BxodHble daHHbIe HfocmuaHymoe 3Haq4eHue L{enesoe 3HayeHue
daHHBIe
la6opamopus CmabunbHocmb peazeHma | PeaceHmbl cmabunbHbl | PeazeHmbl cmabunbHbl
He MeHee 8 4 e medeHue 1 Hed
CmabunbHocmb kanu- | Kanubpoeka cmabunesHa | Kanubpoeka cmabunsHa
6poeku He meHee 8 y e meyeHue 1 Hed
Konudecmeo kanu6pamo- 5 3
poe
Konmpons kayecmea C kawdoli  napmuel KawOble 24 y
Mmu
Mompe6umenu Heb6onbuwioe Konuvyecmeo | O6paszey cbligeopomku | O6pasey CbI8OPOMKU
Kposu 200 mkn 100 mkn
BrodxemHsbiil BosmeuweHue pacxodoe BosmeuwjeHue pacxodoe
U OCHO8HbLIX mnamenb-
wuKos
3Hayumbie pesysibmamel Pesynbmamsbi aHanuszoe | Pesynbmamb! aHanusos
moz2ym 6bimb nepedaHbl | Mo2ym 6bimb nepedaHb!
epayy epa4qy
lNMons3osamenu Mpakmuyeckue pesynbma- | CymmapHas do- | CymmapHass  donycmu-
mbi nycmumast nozpew- | Mas Mo2pewHocms —
Hocmb — <15 % <10 %
PexomeHdyemoe epems | Peaynsmamsi docmynHbi | Pesynbmambl 0ocmynHbl
Ons nony4YeHus pesynsma- | epayy Yepes 48 4 epayqy Yepes 24 4
ma uccnedoeaHusi

6.5 BbixoaHble AaHHbIe NPOEKTUPOBaHUA

WMaroTosuTens NIMMW gomxeH ycTaHaenueaTb v NogaepXKnBath Npoueaypel onpefeneHus U JoOKYMeHTU-
pOBaHWs pes3ynbLTaToB NMPOEKTUPOBaHWA U pa3paboTky, NO3BONAKLWNX OLEHWTbL COOTBETCTBME BXOOHbLIM OaH-
HbIM. BbIXOOHbIE AaHHbIE OOIKHbI COAEPXKaTb MK CChINaTbCA Ha KpUTEpUK NpUeMkn n obecnevmBaTb MOEHTK-
dhuKaymno Tex pesynsTaToB NPOEKTUPOBAHUA, KOTOpble He0BX0AMMbI ANs Hagnexalero yHKLMOHUPOBaHWA
JIMMW. Pesyneratsl NpoeKTMpoBaHUs AOMKHbI ObITh 3a40KYMEHTUPOBaHbI, PACCMOTPEHbI U YTBEPXKAEHHI.

BeixogHble JaHHble MPOEKTUPOBAHMA W pa3paboTKy BKNOYAIOT pe3ynbTaThl KaXgoro atana, v B criyyae
MX Bepupnkalmm o4 BxoaaT B crnevundmnkaunio JIMMW. Pesynsratel NnpoekTpoBaHns BKIOYAKOT cnieyuduka-
UMM Ana uarotoBneHnsa U ceegednsa o matepuanax INMMW, a Taioke okoHYaTenNbHYO TEXHUYECKYIO WU 3KCMYy-
aTauMOHHYHK OOKYMEeHTauulo, koTopble ByayT MCnonb30BaHbl NpW 3KCnnyaTauuu, npoBepke pabotocnocob-
HOCTW, M3rOTOBMEHUN, UCCNefoBaHUK, yNakoBKke u MapkupoBke, yctaHoske JIMMW. Kpome Toro, B peaynbtaThl
NPOEKTUPOBaHNS M pa3paboTku BXOAAT TEXHUYECKUE XapaKTepUCTUKW, KOTOpble NPOBEPSOT ANS yCTaHoBMNe-
HWS COOTBETCTBMA 3asBNeHHbIM xapaktepuctukam NMMW. Mpouenypel, KoTopble ByayT MCnonb3oBaTbCs ANS
nsrotoeneHus u uccnegoeaxus NIMMW, skniovatoT B dpaiin npoekTupoBaHus u pazpabotku NMMMK (cm. 6.11).

B pamkax npoexkTupoBaHusa npoBodAT oueHky puckos JTIMMI 1 npoueccoB XU3HEeHHOro uukna. Ynpaene-
HWEe pyUcKaMy JOMMKHO BbiTb HAYATO Kak MOXHO paHblue B Npouecce NPoeKTUpoBaHus, 4Tobkbl rapaHTMpoOBaTh,
UYTO PUCKW CHUXKEHBI NMpu paspaboTtke NTAMMW.

Takum obpas3oMm, KaxabliA aTan npouecca NPOeKTUPOBaHUA 1 pa3paboTKM U KaxabliA 3Tan npouecca 1aro-
TOBINEHUA OOMKHLI BbITh OLEHEHBI C YYETOM PUCKOB NMPUYMHEHWS Bpeaa B Cryvae BbISIBIIEHUS OTKMNOHEHWIA Ha
KaXOOM KOHKpeTHoM 3Tane. Ecnu npuyuHeH Bpead, NPUHUMAKOT Mepbl, KOTOpble NOMOryT ero NnpeaoTBpaTUThb.
MeHegKMeHT puckoB cnocobCcTByeT noBbileHWo HagexHocTu JTIMMIA.

KoHeuHble pe3ynsTaThl MPOEKTMPOBaHWA U pa3paboTKy BKITHHAKT:

- OKOH4aTenbHble cneundmnkaumn JIMMK;

- pe3ynbTathl OLEHKU PUCKA;

- MPOTOKOMbl NCCMNEe0BaAHUNA;
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- cneundguKauMm Bcex MaTepuanoB U KOMMNOHEHTOB;

- thann JIMMMW;

- MPOTOKON COBELLAHWUS MO PACCMOTPEHUIO PE3YNETAaTOB NPOEKTUPOBAHMWS.

PesynkTaThl NpoekTMPOBaHWS 1M pa3paboTky NoaTBepXaaTCca NOANUCAMU PYKOBOACTRA.

6.6 AHanu3 NnpoeKkTUpPoBaHUA U pa3paboTKu

Warotoeutens JIMMW gomxkeH ycTaHaBnvBaTth U Noggepxuearth npouenypsl, obecne4ymeanLme nnaHm-
poOBaHWe 1 NPOBEAEHWNEe aHann3a pe3ynbTaTtoB NPOeKTMPOBAaHWSA Ha COOTBETCTBYIOLWMX CTaansax paspaboTku.
Mpoueaypbl AOMKHEI ObITe AOKYMEHTMPOBaHEI U 0becnevmBaTh, YTOObLI B COCTAR YYaCTHUKOB KaX 40N NpoBep-
KW NMpoeKTa BXOAWMW Nnuua, OTBETCTBEHHbIE 33 BhINOMHEHWE 3annaHupOBaHHEIX MEPONPUATUIA, CBA3AHHBIX C
npoBepsieMol CTaavein NpoeKTUpoBaHWA, U nuuo(a), KoTopoe(bie) He HecyT NPsIMO OTBETCTBEHHOCTY 3a Hee,
a Taioke gpyrue Heobxogumbsle cneunanncTel. Pesynstatel NpoBepKy NpoeKTa, BKNYas MaeHTU@UKaLmMio npo-
eKTa, oaThl 1 nuuo(a), BeiMonHsAwLLee(1e) NpoBepKy, OMKHbI BbiTh 3ag0KkyMeHTUpoBaHbl B PI1P (cm. 6.11).

AHanua npoekTupoBaHus M pa3paboTkn MpoBOAAT C y4acTWeMm nepcoHana, KOTOpblA 3a0elcTBOBaH B
BbIMOMHEHUM paboT KOHKPETHOro 3Tana NpOeKTUPOBaHWA, a Takke npu HeobxoauMOoCcTW APYrvx cneunanuy-
cToB. B pamkax aHanv3a npoekTMpOoBaHWs OLEHMBAOT ageKBaTHOCTL TPeBoBaHMI U cNOCOBHOCTL WX BbINON-
HWTb MPY NPOEKTUPOBaHUWM M U3roToBNeHuK. Mpy NOArOTOBKE MMaHa NpoeKTUpOoBaHWsa 1 pazpaboTku cnegyeT
onpegenuTb Te aTanbl, HAa KOTOpbIX OyAyT OCyWecTBNATLCA NPOBepKM npoekTta. Hanpumep, 6bino 6wl uene-
coobpasHo npoBecTn aHanua KoHcTpykuun JIMMW nocne atana muarotoBneHnsa onbiTHoro obpasua (MakeTa)
¥ nocne 3aBepLUeHUs NpeaBapuTenbHbIX KIMHUKO-NabopaTopHbIX UCCNeAoBaHWiA, HO A0 Havana Banugauun
MM KNHWKO-NabopaTopHbIX UccrnegoBaHuii. B npoBepke npoekTa OOMKHO y4acTBOBaThL NULO, HE3aBUCUMOE
OT KONnekTvMBa pas3paboTymKoB, HO obnajawllee TEXHUYECKMMU 3HAHUSMM U OMNbITOM AN OLEHKW NPOoeKTH-
pyemoro JIMMW v gaHHeix. Kpome TOro, cnegyet npyMenedb K y4acTUO 3KCNepTOB B KOHKPETHOW TEXHUYECKOW
obnactu. Iluua, OTBETCTBEHHLIE 3a pa3Hble CTaAMN NPOeKTUPOBaHWA, MOMyT NPOBOAWTE HE3aBUCUMbLIE MPO-
BEPKU.

AHanua BKMOYaET oUeHKy TpeboBaHWi K NPOEKTY (BXOAHbIX AAHHbLIX MPOEKTa), pe3ynbsTaThl BbINOMHE-
HWS 3anNNaHMpPOBaHHBIX MEPONPUATUIA HA KOHKPETHYH AaTy W BCeW NonyyYeHHon nHdopMauumn n/vunv gaHHbIX.
MocneayloLWmMin aHanNu3 NpoekTa TakkKe Ha4YuHalT C pacCMOTpeHus TpeboBaHWi K MPOEKTY, 3a KOTOPLIM cre-
AyeT NpoBepKa Bcell MHopMaLmn W/unu gaHHbIX, NOMyYeHHbBIX ¢ MOMEHTa MpedbigyLiero aHanvuaa npoekx-
Ta. YyactHukam gomkHa BbiTh NpenocTaBneHa BO3MOXHOCTb AMCKYCCMOHHOMo obcyxaeHus Tex BOnpocos,
Ha KoTopble HeoBXoAMMO OTBETWUTbL B paMKkax NPOBEAEHWSs aHanu3a MpoekTa W KOTopble BKNYaKT B cebs
AaHHble, noaTeepxaaowme, yto JIMMW byneT cooTBeTCTBOBATL YCTAHOBMNEHHBIM TPe6oBaHUAM, U BbIBOAbI O
BO3MOXHOCTH UMW HEBO3MOXKHOCTU NPOACIKeHUs paboTkl No yTBep:aeHHOMY nnaHy. Kpome Toro, pesynsra-
Tbl aHanuW3a NpoekTa NoATBepPXKAAT afeKkBaTHOCTbL TpeboBaHWi, NpeabABNAeMbIX K MpoekTy. ITiobble pucku,
CBf3aHHbIE C BLIMONHEHWEM MEPONPUSTUI NNaHa NpoekTUPoBaHWAa U pa3paboTkun, AomkHbl OblTb 06CYXOeHbI
1 3aJ40KYMEHTUPOBAHbI, @ MEPbI MO UX CHWKEHWIO, TAE 3TO BO3MOXHO, AOMKHbI BbITh onpeaeneHsl. Ecnu mepbl
MO CMSYeHWKO NOCNEACTBUA He MOTyT BbiTb NPUHSATLI, TO CNeayeT ykasaTb AeNCTBMA, KOTOpble HeobxoanmMo
npeanpuHaThL. B pamkax npoeBegeHusa aHanvaa BO3MOXHO BHECEHWe KOPPeKTUPOBOK B NMnaH NpoeKTMpoBaHns
u paspabotku NNAMK.

PaccmoTpeHue v yTBepxaeHue niobbiXx N3MeHeHWI B NNaHe NPOEeKTUPOBaHUsA M pa3paboTku SOMKHbI
OblTb 3a40KYMEHTMPOBaHbI W COrMacoBaHbl OTBETCTBEHHLIMU NuuaMu. Hampumep, npu npoBefeHunM coBe-
LAaHWA NO aHanuay NpoOeKTUPOBaHWUs KU pazpaboTKkW BCe ero YYacTHWKW OOMKHbl 3a00KYMEHTUPOBaTbL CBOE
npucyTCTBUE, NOAMMCaB WM MOCTaBMB AaTy B MPOTOKONe coBelaHusa. B KoHue coBelaHnsi No paccMoTPeHUio
npoekTa HeobxoaAMMO 3a40KYMEHTUPOBATL 3aKMIOYEHWE O TOM, YTO BCE OTBETCTBEHHbLIE NULLA COMMAacHbI C pe-
3ynkTaTamu paccMOTPEHUS MPoeKTa, a UMEHHO YTO pacCMOTPEHHbIe MHAhopMaUns Wnunu gaHHble yKasbiBaT
Ha To, uTto JIMMW c Bonblion fonen BepoATHOCTU BYOEeT COOTBETCTBOBATL YCTAHOBIEHHLIM TPeboBaHUAM, U
BbIBOALI O TOM, criegyeT N Npo4omkaTk BbIMONHEHWE NNaHa NPoeKTUPOBaHUA.

6.7 BepucuKauna npoeKTMpoBaHUA U pa3paboTku

Warotosutens JIMMW gorkeH ycTtaHaenueaTe U nogaepxuBats npoueaypbl Bepudukaumm NAMIA. Be-
pudbuKaumna npoekTa AofkHa NoaTBepAuTb, UTO ero BbIXOAHble AaHHble COOTBETCTBYIOT BXOOHbLIM AaHHbLIM.
PesynktaThl Bepudukauum NIMMUA, Brkrtovas MaeHTUUKALMIO KOHCTPYKUWMK, MeToAa(0B), AaTkl U NAL, BLINOM-
HALWMX BepUPUKALMIO, AOMKHBI BbITh 3aJ0OKYMEHTUPOBAHBI.

Mpouenypa BepudMkauiM BKMAKWHYAET 3Ha4YUTENbHbIA 06bEM WCCregoBaHWi, Mo pesynbTatam  Ko-
TOpbIX MPOBOAAT aHanu3 OaHHbIX WM cocTaBneHue oT4veTtoB. [ns Kaxagoro anemeHTa KoHcTpykuun JIMMW

11

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 15/ 46
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-72067-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70162
https://gostexpert.ru/gost/gost-72067-2025?utm_source=pdf&utm_medium=70162&utm_term=page

FOCT P 72067—2025

nabopartopusi JOMmKHa NPefocTaBUTh J0oKa3aTenbCTBa COOTBETCTBUSA NPOEKTHbIX XapakTtepuctuk JIMMW nnu
WX YNYYLLEHHbIX XapakTepUcTUK.

Ons Bepudmkaumn npoekta nabopatopua OOMKHA NOCpeACcTBOM MPOBedeHUA WUCCNefoBaHuin npoae-
MOHCTPUPOBAThL, UTO KaxAbliA M3 LIEeNeBbIX NokasaTenen Unu npegenoB BXOAHBIX AaHHbIX NpoekTa (cMm. 6.4)
OOCTUTHYT. [1ns aToro nabopaTopusi AOMKHA ONpefenuTb UCCreqoBaHus, Heobxoaumble Ana BepuduKalum
BXOOHbIX OAHHbIX.

Peaynetathl BepuMKauumn BXOAHbLIX AaHHbIX UKCUpyoT B oTveTe. OTUEeT ABMAEeTCs 4oKa3aTenbCTBOM
TOro, YTO pe3ynbTaThl NPOEKTUPOBaHMA W Pa3paboTKM COOTBETCTBYIOT KaXZOMY YCTaHOBMEHHOMY Tpebosa-
HWIO — BXOAHbLIM OaHHLIM MPOEKTUPOBaHMUS WM pa3paboTku. Hanpumep, otueT 06 obpalleHuu ¢ peareHTamu
MO3KET BKMOUYAThL MHCTPYKLMW MO NPUTOTOBMNEHUIO peareHToB U nokassieaTk, YTo JIMMW cooTBeTCTBYET KpUTe-
puam npuemkun. OTYeT ANS KMMHWMKO-NabopaTopHbIX UccneqoBaHui Byaet npeacrtaeBnaTe coboil nogpobHoe
onuMcaHue KIMMHWUYECKMX WCCReaoBaHui, B TOM YMCHe MecTa WX NpOBEeAEHUsA, NoNnyYeHHbIe gaHHble, cnocob
WX aHanvaa u nocrnegywLime pes3ynsTaTthl, C BbIBOAAMM, MOKa3bIBALWMMHW, YTO KPUTEPUN NPUEMITIEMOCTH Mpo-
Bepku KoHCTpyKkun IMMW cobniogeHsl. OTYeThl BKNIOHAOT peaynbTaThl OLEeHKM KOHCTpYKuMK JIMMIA, meTog,
WCMONb30BaHHLIN ANa NPOBEPKU, NOAMWCH U AaTy Nuua, NpoBOAALLEr0 UccneoBaHve, a Takke AaTthbl nony-
yYeHus nbeix ceeneHuin. Bce cobpaHHble gaHHble, Ha3biBaeMble UCXOOHLIMM JAHHBIMKU, CNedyeT COXPaHATb
OOCTYMHBIMW, HO 3aliulleHHbIMKU. JTiobble dannbl AaHHBLIX, UCMONb3yemble ANA BbIMNOMHEHWUS BbIYUCMEHUN,
LOMKHbI TOYHO OTpaxaTb UCXOOHbIE AaHHbIE W ABMATLCS OOKYMEHTaMu, COOTBETCTBYOLWMMK npaBunam CMK.
JTtoBble nameHeHns B channax AaHHbIX SOMKHbI BbITh MOEHTUMULMPOBAHbLI U NOHATHbLI, BKMOYas MHdopMa-
LMK O TOM, KTO W KOTga BHEC M3MEeHeHMWs, a Takke obOoCHOBaHWe peqakTUpOBaHWsS B COOTBETCTBMM C MPO-
uenypon CMK no BHeceHuto mameHeHW. Bce npoTokonbl nccrnegoBaHW pa3MellarT B pasfene KOHTpOons
npoektuposaHua TP

Bepudmkauusa npoekTupoBaHus 1 pas3paboTKu BKMHOUYAET CPABHEHWE MOMNMYYEHHbIX BbIXOAHbLIX JAaHHbIX
(pesynbTaToB MCCnenoBaHWi) C YCTaHOBMEHHBIMW KPUTEPUAMKM Npuemki. B cnyvyae HeBbINONHEeHWs KpuTe-
pUEB NPUEMKM, T. €. KOTLa BbIXOAHbIE OaHHbLIE MPOeKTa He COOTBETCTBYHOT BXOAHLIM LaHHbIM, Heobxogumo
npefocTaBuTb 06OCHOBaAHUE MPUYUH HEBLINOMHEHWS W 3aKMO4YeHMe 0 NPUEMNEMOCTH UMW HEMPUEMMIEMOCTM
pe3ynLTaTtoB BepuduKaLMM BXOOHLIX OaHHbIX NpoekTupoBaHusa. OBocHoBaHWe OOMKHO ObiThk 3340KYMEHTU-
pPOBAHO W MPUHATO C NOANUCAMU W OaTaMu OTBETCTBEHHbIX Nuy. [lokymMeHTauuw no eepudmrkalmm B JaHHON
cUTyauuun criefyeT akTyanuanpoBaTb, YUTOObI JOKYMEHTUPOBAThL HOBLIE, COMMAaCOBAaHHbIE KPUTEPUN NMPUEMKH,
rapaHTupys, 410 nobble M3MeHeHWs B COOTBETCTBYOWMX gokymeHTax CMK no BepudukaumMm npornayT npo-
Lueaypy BHeceHWsi uameHeHuin cornacHo npaeunam CMK. Ecrnin o6ocHoBaThL HECOOTBETCTBYOLLNE pe3ynbTaThl
HEBO3MOXHO, TO KOHCTPYKUMIO NTIMIMW He NnpuHUMAaIOT U pe3ynbTaTthl BepugukaLnm cCHMTaT OTPULATENbHBIMU.
B aTom cnyyae crnenyeT 3a0KyMEHTUPORATL, KAaKOW aneMeHT KoHCTpykuun JIMMW aenaeTcs HenpuemneMsiM,
a TaKkkKe OnpesenuTb HeoBbXoaUMOCTE MOAUMUKALMKA 1 MOBTOPHOW BepuuKauumn KOHCTPYKLMK OO Tex nop,
noka He BygeT OoKa3aHo, UTO YCTAHOBNEHHble TpeboBaHNS COOTBETCTBYHOT MUHUMATBHO NPUEMIIEMbIM KpU-
TepUsM.

6.8 Banugauua npoeKTUpoBaHUA U pa3paboTKu

WarotoBuTtens NIMUMW gomkeH ycTaHaenuBaTb M MOAAEpPXUWBaTb NpoLedypbl Banugauuu npoeKkTUpo-
BaHWa 1 paspabotku JIMMW (Banugauus). Banugauunio HeobxoanMmMo NpoBOWTL B ONpPeLeneHHbIX YCNOBUSIX
3KCcnnyaTauun Ha U3rOTOBMEHHLIX eAMHMYHBIX 3k3emnnspax JIMMW unu naptusix. Banwgauuws gomkHa rapaH-
TupoBatb, 4To JIMMW cooTeeTcTBYOT NOTPEBHOCTAM MONb3oBaTens W NpeanonaraeMoMy MCNonb30BaHUIo,
W gormkHa Bkmwoyath npoBepky JIMMW B peanbHbIX unv MogenupyembiX YCIOBUAX UCMOMb30BaHMS U Banu-
fauumio MO 1 aHann3 puckos, NpU HeobxoaUMOCTKW. PesynbsTaTtel Banvaaummn, BKNDHawWme naeHtudukauno
KOHCTPYKLMUW, METOOOB, AAaThl M MWL, BbINOMHALWWX BanuaaLno, A0MKHb! BbiTh 3a40KYMEHTUPOBAHbI.

Banupgauna obecneynsaeT noaTteepxaeHune Toro, Yto JIMMW GesonacHo u adhekTUBHO B UCMOMb30-
BaHWK, COOTBETCTBYET NOTPEOHOCTAM MOMNbL30OBATENSA WU CBOEMY HazHadeHu. Heobxogvmble knuHKKo-nabo-
paTopHble MccnefoBaHus obbl4HO NPOBOAST Ha 3Tane Banuaauun. [ns 370ro HegOCTaTOMHO OCYLLECTBASATb
nccnegosanus JIMMW ¢ yyacTvem onbITHOrO nepcoHarna B CneunanbHbIX YCIOBUAX, OTMMYHBIX OT PYTUHHOW
nabopaTopHoi geaTtenbHocTW. [NpeanonaraeTcs, YTo UCCNefoBaHusa ¢ ucnonb3osadvem JIMMW Hapsagy co
cBOel noBceaHeBHoW paboTton ByayT npoBoAUTE COTPYAHMKW NabopaTtopun. MiccnegoraHue BKIOYAET onpe-
aeneHne yHKLUMOHAaNbHLIX XapakTepucTuk B nabopatopuu (HanpuMmep, TOMHOCTb, MUHEWHOCTb, pedepeHT-
HbIV UHTEPBAI) B TEYEHWE 3HAYUTENBLHOIO Nepruoaa BPEMEHN (M MHOMMX LMKITOB KanubBpoBKK, ecrniv 3TO Heob-
XOAKMMO) M MOXeT yCTaHaBnMBaTh KOPPEnsuuo ¢ Apyrum aHanorudHbim JIMMW, nubo knuHnko-nabopaTopHble
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MccrnegoBaHus, B Xo4e KOTOPbIX pe3ynsTaThl UCCreAoBaHnsa CpaBHUBAIKT C KIMWMHUYECKUM COCTOSIHUEM Maun-
eHTa. Ha aTom atane uccnegoBaHusa cneayet ucnons3oeath JIMMW ¢ obopygosaHmem u M0O.

VccnepoeaHue gomkHO ObiTh penpe3eHTaTUBHLIM AN NnaHupyemMoro ucnone3osanusa NMMW. Mepen
Ha4arnom nuccnefoBaHua HeobxoguMo onpeaenuTb Bece TpebosaHua k MMMW, B ToM yncne TpeboBaHua pery-
NUPYIOLLUX OPraHoB 1 ApYrnux 3auHTEPeCcOBaHHbIX CTOPOH.

JlabopaTopHasi AeaTensHOCTb Mo NPOBEAEHMIO MCCNedoBaHunii AoMmkHa ObiTb goKyMeHTUpoBaHa. Huke
npueegeH npumep COM nabopaTopHO A4eATeNnbHOCTW, OCYLLECTBSEMbIX NS ONpeaeneHns n NoaTBEepKae-
HUA dYHKUMOHAanNbHbIX XxapaktepucTtuk JIMMW.

lMpumep — COI, pazapabomaHHbie 051 nodmeepxoeHus hyHKUUOHanLHbIX xapakmepucmuk JIAMU:

- KOHMPOAb Kayecmea KouyecmeeHHbIX U3MePeHUll: MPUHYUNbI U onpedeneHust;

- fony4yeHue U eanudauus Mys0e 3aMopPOoXKeHHOI CbIBOPOMKU Yeslo8eKa 8 Ka4yecmeae 8MmopuUYHbLIX 3MaroH-
HbIX Mamepuasioe 0ns npoyedyp uUsMepeHUs ypPoeHS XoecmepuHa;

- Macc-cliekmpoMempusi 8 KfuHuYeckoll naGopamopuu: o6ujue NPUHYUMNEL! U peKkoMeHdayuu;

- oyeHKa mo4yHocmu npoyedyp KoaUu4ecmeeHHbIX U3MepeHul;

- oyeHka nuHeliHocmu npouyedyp KonuyecmeeHHbIX U3MepeHull: cmamucmudeckull nodxod;

- uHmepghepeHyUOHHoe uccsiedogaHue 8 KJIUHUYEeCKOU XUMUU;

- cpaeHeHue npouedyp uUsMepeHUs U OUeHKa cucmeMamu4yeckol nozpewHocmu ¢ ucnonb3ogaHuem o6-
pasuyoe nayueHmos;

- npedeapumesibHasi oUyeHKa npouedyp KOMUYeCMeeHHbIX KITUHUKO-T1abopamopHbIx ucciedosaHull;

- MPOMOKO OUeHKU 3ghghekmusHocmU kadyecmeeHHo20 uccnedo8aHusl;

- oyeHka KoMMymamugHocmu obpabomaHHbIX 06pa3yoe;

- npoeepka nosb3osamesieM MOYHOCINU U OUeHKa CMeWeHus;

- oyeHKa e03MOXKHocmell ob6HapyxeHuss nozpewHocmell Onsa npouedyp KMUHUKO-TabopamopHbIX
uccrnedosgaHuil;

- Memodb! ynpaeneHus puckamu O 8bifA8IeHUs U KOHMPOJS UCMOYHUKO8 owubok e mabopamopuu;

- OyeHKa cyMMapHoU aHanumuYyeckol nozpewHocmu A KNUHUKO-MabopamopHbIx Memodoe;

- naGopamopHbill KOHMPOJL Ka4ecmaea Ha OCHO8e yrpasrieHus1 puckamu;

- oyeHka OQuazHocmu4yeckold mo4YHocmu nabopamopHbix uccnedogaHull Mo KpuebiM paboyux
Xapakmepucmuk;

- oyeHka cmabunbHocmu. PeazeHmb! s duazHOCMUKU in vitro;

- MocmpoeHue U UHMepnpemayuss cemku owu6ok OnsA Konu4YecmeeHHbIXx Oua2HOCMUYecKUX
uccnedoeaHull;

- onpedeneHue, ycmaHoeeHue U Nposepka peghepeHMHbLIX UHMepaanoe & knuHuYyeckol nabopamopuu;

- ebipaxeHue HeornpedesneHHOCMU uU3MepeHull 8 nabopamopHol MeduyuHe;

- npoeepka hyHKUUOHaNLHbLIX Xxapakmepucmuk JIMMUA;

- Xapakmepucmuka u keanughukayus 3masoHHbIX Mamepuanoe 011 nabopamopHou MeduUUYUHbI;

- npuzomoeneHue u nodmeepxdeHue kavecmea eodbi 0115 uccnedosaruil 8 Jabopamopuu;

- eepucbukayus u eanudayus MynbMUNIEKCHLIX UcciiedosaHull HyKIIeUHO8bIX KUCIIom.

KnuHuko-nabopatopHble nccnegoBaHust NPOBOAAT Ha obpasyax naunmeHToB NyTeEM CPaBHEHUA C APYTUM
METOAOM WK C KNUHUYECKUM anarHo3om. Jlabopatopum Takke MoxeT notpeboBaTbCs NPOBECTM BanuaaLnio
MO, ecnu oHo saBNAeTcAa Yacteo JIMMA.

Bce OokymMeHThI, cogepxallme pesynsrathl MCCNeaoBaHUM OOMKHbI ObITh NOANMCAHbI OTBETCTBEHHLIMM
nuuamMu 1 NogoepXMBaTeCcs B pabodem coOCTOsSIHUM B COOTBETCTBMM ¢ Npouenypoin CMK.

lMNpouenypsl uccnefoBaHWUM OOMMKHBI ONMUCLIBATE MeToObl MCCrefoBaHun U Kputepun npuemkn JTMAMMA.
KpuTepun npueMkm OoOmkHbl BbITh onpefeneHsl 00 NPOBEAEHNA UCCIeAoBaHUA, KOTOPbIE MOTYT 3aHATb He-
CKONbKO Hegenb, Mecaues unu gaxe net, ecnu IMMW npegHasHa4veHo ons BbiABNeHWs pegkoro 3aboneeanuns
UIN COCTOAHKSA. Bce nonyyYeHHble AaHHbIE JOMKHbI BbITh 3340KYMEHTUPOBaHbI, B TOM YMCIE AaHHbIE, HE CO-
OTBETCTBYHOLLME KPUTEPUSAM.

Ecnn MO saenaetca yacteio IMMW, HeobxoomMmo MpoBecTW ero Banvaauuio, B TOM YMCME OLEHKY pu-
CKOB. Pe3ynkTaThl OLEHKM pUCcKa NoMOoryT pa3paboTaTe nnaH KoHTpons kadectsa NTMMW.

PesynbraTthl Banugauum npoekTMpoBaHus M pa3paboTku JOKYMEHTUPYHOT B OTYETAX, BKITHOYAKLLMX UOEH-
TUhrKauno NpoekTa u MeTogbl Banugauunm.

MO moxeT 6bITh paspabotaHo B nabopaTopuK UNK ABNATLCH roToBbIM NpuobpetenHbim MO. Mpu uc-
Nonb30BaHWKW KOMMep4eckn goctynHoro MO nabopaTtopusa OomkHa NOATBEPOMTL, UTO OHO COOTBETCTBRYET
TpeboraHuam MO NUMW. Ecnu MO paspaboTtaHo nabopatopuen, HeobxoaMMo NPOBECTU BanuaaLuo yHK-
umnoHansHocTH MO.
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6.9 Nepepga4a npoekta gna naroroeneHuna JIMMA

WMaroTtoBuTens JIMMW gomxeH yctaHaBnueaTb U NOAAEPKUBATL Npouenypbl, obecnedynBatoLme n3aroTos-
nexue JIMMW B cooTBeTcTBUM CO cneuundunkaumamun.

TexHoNorM4ecKkne MHCTPYKUMK (pernameHThbl) 4OSTKHbI ON1CkIBaTh nNpouecc uarotosnenus NIMMK, B Tom
4yucne MNpoLecchl YNakoBKW, MApKUPOBKM W Opyrux acnektos. Onsa kaxgow naptuu JIMMW gokymeHTUpyroT
daHHble (3anvcK) Onsa Bcex aNeMeHTOB KOHCTpyKumK NIMMW, BKntovan peareHThbl, 3TUKETKK, YNMAKOBKY U T. 4.

JIMMW moryT m3rotaBnuBaTth B OrpaHWYEHHbIX KONM4ecTBax — Hebonblnx napTusax ana ogHOBPEMEH-
HOro MccrnefoBaHUA Heckonbknx obpa3suos. NlabopaTopun crnegyeT oNpefenyTb, Hackonsko bonbwumn ByoyT
napTuy AN peryrnsipHoro Mcnonb3oBaHus. Heobxooumo paspaboTtate pabouve MHCTPYKUMKW, BKMHOYAaWLMe
aTanbl U3roTOBMEHUA peareHTOB KOHKPETHOM napTuuy, HanpuMmep:

a) gobasnsatot (50,0 £ 0,5) r pocchaTa HaTpuma K (5,0 £ 0,1) 1 BoAk;

6) cMewwnBalT B TedeHe He MeHee 10 MWH, MCNOMb3yst MarHUTHYO MeLlanky npu ckopoctu ot 20 go
40 0b/MWH;

B) perynupytoT pH go (7,3 £ 0,1) eg. pH, ucnonesaya 0,1 H HCI unn 0,1 H NaOH;

r) 3anuceiBaloT konuyectso gobasnenHon HCI nnu NaOH — HCI NaOH.

dopma 3anvcein ons AOKYMEHTUPOBaHWA AaHHbIX 06 M3roTaBnvMBaeMOW NapTuu QOMKHa BKMo4YaTh cre-
dylolee: CBeAeHNs O N1Lax, BbIMOMHAKLWNX KaXdbll aTan; gaTy; BpeMs (Mpu HeobxogumocTw); u3MepeHHbIe
KonuWyecTBa BeLLeCcTBa; NPOBedeHHbIe UCCNEedOoBaHUs W NOMyYeHHbIe pe3ynbTaThl.

Bce npumensembie Ol gomkHbl BbiTh yTBEPXKOEHbI U NOANUCAHbLI OTBETCTBEHHLIMW NULAMMW B COOTBET-
ctBum ¢ TpeboBaHuamn CMK.

6.10 YnpaBneHWe U3aMeHeHUAMU NPOEKTUPOBAHUA U pa3paboTku

WarotoButene JIMMW pomkeH ycTaHaBnuBaTe W NOAAEPKMBaTL B paboyem COCTOSIHUKM Npouenypsl
noeHTUUKaLKUKM, JOKYMEHTMPOBaHMWSA, Banugaumy unu, npu HeobxogmMmocTuy, BepudmrKaunmn, paccMoTpeHNSs
W yTBEPXAEHUA nameHeHnin KoHcTpyKumn JIMMW oo nx BHegpeHus.

MameHeHns B koHCTpyKuun JIMMW BkntovatoT niobbie naMeHeHWs, BHOCUMbIE B peareHThl, 10, ynakoBky,
MapKMpOBKY 1Urnv nobble NpoLecchl, BKNOYas M3roToOBNEHWe, UccnegoBaHve W/vnn KoHTponb kadecTea. [po-
Luedypa BHeceHusa naMeHeHui TpebyeT nonyveHus pesynsTaToB Banugauuy unu sepudmkaunn (roe ato He-
obxoanme). O6bem npoBedeHnst NCCIEA0BaHMA 3aBUCKT OT PUCKA BO3LENCTBMA M3MEHEHUSA Ha KOHCTPYKLMI
JIMMW. Hanpumep, n3aMeHeHWe, KOTOPOE NPUBOLMT K YNYHLWEHUIO NI YXYAWEHWI0 3PMEKTUBHOCTH, NOTpe-
ByeT noaTBEpPKAEHUSA M3MEHEHHbIX OYHKLWOHAMbHbLIX XapakTePUCTUK U HOBOW OLEHKW pucka, 4yTobbl OoKy-
MEHTansLHO NOATBEPAUTL, COOTBETCTBYIOT S U3MEHEHHble PYHKLNOHANbHbLIE XapakTepUCTUKN KNMHUYECKUM
notpebHocTtam. Kpome Toro, nabopatopun HeobxoommMo onpegennTb, UMeeT N u3MeHeHue kakoe-nnbo cny-
YyanHoe Bo3gencTene. Hanpumep, He NOBNUAET N U3MEHEHWE BPEMEHW NPOBELEHUS OQHOTO UCCedoBaHUA
Ha fpyrve, KoTopble MOTyT BbINOMHATL HA TOM Xe aHanusarope.

BaxXHbIM acnekToM, KOTOpbIN crnedyeT y4uTblBaTh, SIBMFAETCA NoTeHuuanbHoe BO3AeNCTBME HaKoMMneH-
HblX M3MeHeHu. Yacto Hebonblne naMeHeHus camin no cebe He OKasblBAKT LOCTATOMHOMO BIWAHWSA, HO
HeBonbLIMe N3MEHEHNSA B COBOKYMHOCTW CO BPEMEHEM MOTYT NepepacTy B HACTOIbLKO 3HAYMTENbHbIE U3Me-
HeHWA, 4TO NOTPedykT NpoBedeHWs Banugauun U Bepudukauumn gaHHbix. OLeHKa pyucka HaKoMMeHHbIX 13-
MeHeHU 1 Noboro noTeHyMansHoro BoszgencTena Ha JIMMW nomoxeT nabopaTopuu onpenennTe Mepbl A5
CHWXEHUS pucka.

OueHka pycka N M3MEHeHWs B MpoekTe ACMKHblI ObiTb pacCcMOTpeHbl U yTBEpXAeHbl (C Noanvckio
[AaTON) YNONMHOMOYEHHbIMWY NML@MN 00 MOMEHTa UX BHELPEHWS.

6.11 ®ann npoeKTUpoOBaHUA U pa3paboTKu

WarotoBuTtene IMMW gomkeH ycTaHaBnuBaTh M nogaepxueatb PMP ana kaxgoro tuna JIMMW. ©MP
[OIMKEH CoAepXaTb UMK CCbiNaTbCA Ha 3anucK, HeobxoauMele 015 AEMOHCTpaLU MK TOro, YTO NPOeKT bbin pas-
paboTaH B COOTBETCTBMM C YTBEPKAEHHBLIM MIAHOM.

Bce 3anvcn 1 gaHHble, co3gaHHble B XO4e NPOeKTUPOBaHUA 1 paspaboTkn, LOMKHbI XPaHUTLCH U ObiTb
[OCTYNHBIMW (B 3NEKTPOHHOW uUnm BymaxHow dopme). 3anucu crieqyeT xpaHuTb Takum obpasom, 4Tobbl ra-
paHTUPOBATb, YTO OHW HEe MOryT BbITb yTepsAHbl U 4TO Mobast MHopmauus He MmoxeT BbiTb n3meHeHa Bec-
KoHTponeHo. CTpykTypa P gomkHa cOOTBETCTBOBaTE NOCMNEAOBATENbHOCTM 3TanoB npoekTuposanusa. ¢rP
BKIIOYAET COAEpKaHWe M NiaHbl MPOeKTMPOBaHUA 1 pa3paboTkW, MPOTOKOMNbI MCCIegoBaHWA M Apyrve OoKy-
MEHTbI, CO3AaHHbIE B paMKax NpoekTUpoBaHua u paspabotkm NMMK.
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[okyMeHTbl He nognexaTt u3aMeHeHuo 1 yganeHuo u3 ®IP. Bce BHeCeHHbIe B NPOEKT U3MEHEHWS OOKY-
mMeHTupytoT B ®IP. Mpeabiayline gaHHble HE yOansioT, He CTUPaKT U He 3a4epKUBatoT, oHK ocTatotcda B PI1P
Kak npeabioylwimMe favHble. Ha Bcex gokymeHTtax B @MP gomkHbel ObITe NOANUCU W OaTHI.

Mpumep — CodepxaHue ®I1P.

1 BeedeHue

1.1 Yenb npoekma

1.2 O6bwue GaHHble O Npoekme

1.3 OnpedeneHus, coKkpaujeHUs, akKpOHUMbI

2 OmeemcmeeHHkIe uya U hyHKUUU MPOEKMHOLU KOMaHObI

3 BxoOdHbie 0aHHbIe MpoeKmupoeaHus

3.1 Paspabomka cmpamezauyeckux nonoxeHui JIMMH

3.2 MepeveHb Meponpusamull u ux pesynsmamoe

3.3 Mpaghuk ebinonHeHuUs amanoes, ekYas nposedeHuUe aHau3a NPoOeKMuUpPo8aHus

4 BbixodHble daHHbIe MPOeKMuUposaHUs

4.1 Pazpabomka cmpamezauyeckux nonoxeHuli JIMMW dns nepedavu Ha uzzomoesieHUe, éK/104Yas ynpas-
neHue KoHghuzaypayuel

4.2 lMNepeyenb Meponpusimul U ux pe3ynLmamos

4.3 Mpachuk ebinonHeHUA amarnos, eko4as npoeedeHue aHanu3a nNPoeKmMuposaHusi

5 Bepughukauus u eanudayus npoekmuposaHus

5.1 Mpouedyps! eepuchukauyuu U eanudayuu npoekmuposaHus

5.2 MepeyeHb Meponpusmull U pe3ynbmamos

5.3 Mpachuk ebinonHeHUn amarnos, 8Kk/04as npoeedeHue aHanu3sa MPoeKmuposaHusi

6 Mepedayva npoekma Ha uzzomoesneHue

6.1 Mopsidok nepedayu npoekma

6.2 lNepeyeHb MeponpuamMulU u pesynbmamoe

6.3 MNpadgbuk ebINoNHeHUs amanos, ekro4asi npoeedeHuUe aHanu3a MPoeKmMuposaHus

7 YnpaeneHue kayecmeom JIAMU

7.1 Mpaeuna, npouedypsi U pe3ynsmamsi ynpasneHuss kKayecmaom

7.2 YnpaeneHue U3MeHeHUsMU

7.3 YnpaeneHus puckamu

8 Knroyesbie amankl NinaHa npoekmuposanus

8.1 OcHoeHble amankbi npoekma

8.2 Undhopmayus o cosewanusax, UHULUUPOBaHHLIX MPU 8HedpPeHUU MPoeKma.

7 YnpaBneHue AOKyMeHTaMu

YnpaeneHvue gokyMmeHTamu obecnevmBaeT gokasaTenscTBa Toro, 4T0 AesTenbHOCTe nabopaTopun ocy-
LLeCTBASETCS NpaBWbLHO W NOCNeA0BaTENbHO U HAANEXallMiA KOHTPOMb 3a AOKYMEHTaMu MMeeT pellatLlee
3HavyeHne ana CMK.

WarotoButens NIMMW gonxkeH ycTaHaBnMBaTk U NOOAEPKMBATE NPOLEAYpLl YyNpaBneHns JOKYMeHTaMu
CMK. Mpouenypb! SOMKHLI NpefycMaTpuBaTh CneayLwme aTansl ynpasneHus JOKYMeHTaMu.

7.1 YTBepxageHue u pacrnpocTpaHeHUe OKYMEHTOB

WMarotosutens JIMMW ponxeH HazHa4yWMTe NWMLUO (NWL), OTBETCTBEHHOE(bIX) 32 MPOBEPKY afeKBaTHOCTH 1
YyTBEPXXOEHUs AOKYMEHTOB Nepes UX BbIMYCKOM, BKIOYasi AaTy Y NOAMUCH. YTBEpPKOEeHHbIE JOKYMEHThbI JOIK-
Hbl BbITb JOCTYMHbI NMOBCEMECTHO B COOTBETCTBMMW C WX NpegHasHayeHWeM, a BCe yCTapeBluMe LOKYMEeHTbI
LOMKHBI BbITE U3BATHI U3 MECT WX NMPUMEHEHUSA UK UHBIM 06pa3oM M30NMUPOBaHLI OT HenpegHaMepeHHOro
MCMNOMb30BAHUS.

AN nomkHbl 6bITE COrMacoBaHbl M YTBepXKAeHbl pykoBogMTenemM nabopatopuu, HanpuMep Ha TUTYNbHOM
nucTe.

7.2 KoHTponb akTyanbHOCTU AOKYMEHTOB

B nabopaTtopuu gomkHbl ObITe Mpoleaypa WU NnaH KOHTPOMNsA akTyanbHOCTM ee JOKYMEHTOB, KOTopbie,
HanpyuMep, MOTyT BKOYaTh:

- nepeyeHb OI1, B Tom yucne COT, ucnonbayemsix B naGopatopuu, BKIoYas HOMep Ny gaTty Tekyllei
penakumn JOKyMeHTa;

- noaTBepXaeHue Toro, 4To Bee [ cooTBETCTBYIOT CBOEMY Ha3Ha4YeHWo U akTyanbHbl;

- nopagok nepecmotpa [ yepes onpefeneHHble MPOMEXKYTKN BPEMEHH.
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B nabopatopuu gomkHa ObiTe paszpaboTaHa u BHegpeHa npouefypa XpaHeHWsa M apxvBUPOBaHUS
AOKYMEHTOB, MO3BONsLWAas HaxoauTb Tekywmne sepcun [, a Takke nopgaepxusaTb WKW CCbiNaTtbcsA Ha
HeakTyanbHele [ B TedeHWe nepuoda BpemeHW, onpedeneHHoro nabopatopuein ¢ yyetoMm TpeboBaHWK
perynupylowmx opraHoB. Bce sanucu Heobxoanmo xpaHuTe B TeYeHWe nepuofa BpeMeHU, SKBUBaNeHTHOro
oxungaeMmomy cpoky cnyxbel IMMW (Hanpumep, naptuum JIMMW), HO He MeHee OBYyX NeT C AaThbl BbINycka
A5 TPUMEHEHUS.

Nabopatopus JomKHa XpaHUTb KOMWKO KaXKOO0W pedakuuu, BKNYas AaThl NepBOHAYanbHOrO MCMNosb-
30BaHMA W NpekpalleHns npuMeHeHus. Kaxagas nabopatopus fomxHa nNpefoTBpalatb HenpegHamMmepeHHoe
MCMornb3oBaHWe ycTapeBLlUnX JOKYMEHTOB U MPUMEHSITE K HAM COOTBETCTBYIOLYI0 WAEHTUMUKALMWIO, eCnin UX
XpaHAT Ana onpefeneHHbIX Leneu.

7.3 NameHeHUA B AOKYMeEHTax

MameHeHWs B JOKyMEHTax paccmaTpuBaeT W yTBepxdaeT Nuuo, OTBETCTBEHHOE 3a YTBepXaeHue U co-
rmacoBaHWe NepBON BEpPCUM JOKYMEHTa, €ClM He YKa3aHO WHOoe. YTBepXOeHHble N3MEHEeHUA JOMkKHbl BbiTb
CBOEBpPEMEHHO AoBeeHbl 40 CBeAeHUs COOTBETCTRYOLWero nepcoHana. Marotoeutens JIMMW gornxeH BecTu
yyeT U3MEeHeHUI B JOKyMeHTax. 3anucy 06 uaMeHeHUaxX OOIMKHLI BKMYaTh ONUCaHUE U3MEHEHWS, WOEHTU-
duUKaLKMio MU3MEHEHHBIX JOKYMEHTOR, NOANUCE YTREPAatoLWero nuua, aaTty yTBepxaeHus u gaTty BCTynneHus
W3MEHEHUS B CUITY.

MameHeHns gomxHbl BbiTb 0006peHsbl, NoanMcaHbl U 4aTupoBaHbl pykoBoguTenem naboparopuu nepeq
Ha4anom uMcnonb3oBaHWA. Hagnexalwen npakTuKon, HanpuMep, ABnaeTcs BegeHne opmMbl KOHTPOMNSA M3Me-
HEHWW OOKYMEHTA, B KOTOPOW (PUKCUPYHOT:

- HauMeHoBaHue 1 Homep [l1, B KOTOpYI BHOCAT M3MEHEHUS;

- onucaHue N3MeHeHus,

- gaTy BCTYNMNEHUA U3MEHEHUS B CUNY;

- Apyrne HeobxoouMble JOKYMEHTHI;

- NOANUCK OTBETCTBEHHbLIX MWL C yKazaHnemM aTbl NognMcaHus.

Mocne yTBepxaeHua naMmeHeHud B AN unu HoBoi Bepcuu [N Tpebyetca obydyeHne Bcex nonb3oBaTe-
nen M3MeHeHHoro JokymeHTa. OBydeHUe MOXET BapbUMPOBATLCA B 3aBUCMMOCTM OT CTENEHW U3MEHEHMUS U
TPYAHOCTW BOCMPUATMA MHopMauun. Hanpumep, ona HeCNoXHOW nHopMaumumu none3osarenam O moxeT
ObITb 4OCTATOYHO O3HAKOMMEHWA C U3MEHEHMEM WK HOBOW Bepcuei A n nogTBepxaawoLwWwen 3anucklo, 4To
OHW «NPOYUTaNM U NOHANW» cogepaHue. [ns CywecTBeHHbIX N3MeHeHUn MoryT notpebosaTtbesa 0bydeHve
nepcoHarna v oueHKa ero KOMNeTeHTHOCTH.

8 YnpaBneHue 3akynkamu

8.1 O6wmMe nonoxeHUs

WMaroTtosuTens NIMMW fomxkeH ycTaHaeBnueaTtb W NogAepKMBaTh NpoLenypbl, rapaHTupyoLlne, 4To Bce
npuobpeTeHHble UN MHbIM 00pa3om nony4yeHHelie JIMMW 1 ycnyrm COOTBETCTBYIOT yCTaHOBNEHHbIM TpeboBa-
HUAM.

Warotosutenun NNMMW nHTepnpeTtupytoT ato TpeboBaHue Kak o3Hayatlollee, YTo OHW JOMKHbI UMETb NpOo-
Leaypbl OLLEHKW MOCTaBLUMKOB BCEX 3aKynaeMblX MarepuanoB W YCNyr, KOTOpble MOTYT MOBMWATb Ha Kade-
cteo JIMMW. Kpome Toro, nabopatopusa gomkHa MMeTb OOKYMEHTbI, ONUCHIBAIOLWME KPUTEPHUN NMPUEMKW UMK
cneyndmKaumMm MaTepranoB v ycnyr 4ns npoBepKM KavecTBa 3akynieHHbIX NPOaYKLMW/YCIyT.

M3roToBuTenn NpoBOASIT MPOBEPKY 3aKYMMeHHbIX MaTepuanos, KOMNOHEHTOB W yCnyr AN noaTBepX-
JeHWsa COOTBETCTBUA cneundmrkaunsaM u TpeboBaHuam kadecTsa. M3roToBuTteny obs3aHbl NPOBECTU OLEHKY
nocTaBLUMKOB Ans obecnevyeHnsa rapaHTUKM NOCTaBKN MaTepManoB, KOMMOHEHTOB W YCMyT, COOTBETCTBYHOLLMX
cneuyndurkaunam n TpebosaHmusam kadecTsa. Jlabopatopum MMM gomkHb NPUHATE Mepbl 4nst Toro, YTobbl UX
nocTaBLLMKK BbinKu cnocobHbl NOCTOAHHO NPEeAOCTaBNAThL BbICOKOKAYECTBEHHbLIE MaTepuarbl, KOMNOHEHTbI 1
ycrnyru.

CMK nabopaTtopuu JomkHa 4OKYyMeHTUpPOBaTk NpoLuedypy OLeHMBaHMA U Bbibopa NoCTaBLLMKOB.

8.2 OueHKa NocTaBLLMKOB

8.2.1 O6wuKe nonoxeHnna
WarotoBuTtens JIMMW yctaHaBnueaeT 1 nopgaepxusaet TpeboBaHns K npogykuun/ycnyram, a Takke Tpe-
BoBaHWs, KOTOPbIM AOMKHbI COOTBETCTBOBATbL NOCTABLUMKW, CNEeAoBaTeNbHO, OH OOMKEH:
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- OUeHuBaTh M BbIBUpaTL NOTEHUMAanbHBIX NOCTABLLMKOB HA OCHOBE MX CNOCOBHOCTW COOTBETCTBOBATh
3agaHHblM TpeboBaHusM. Pe3ynbTaTthl OLeHKW NoCTaBLuKa AOMKHbI BbiTh AOKYMEHTUPOBaHbI;

- OMpeAensaTb TUM U CTeNeHb KOHTPOMS NPoayKUMW/ycnyr, NOCTaBLUMKOB C YYETOM pPe3ynsTaToB OLEHKM
nocTaBLUKKa;

- BECTU peecTp 0400peHHbIX MOCTaBLLMKOB.

WarotoButenu IMMW oueHnBatoT nocTaBLLMKa HA COOTBETCTBME YCTAHOBMNEHHbLIM Tpe60OBaHUSAM 1 onpe-
LENSAT TAM U CTEMNEHb, COMMacHO KOTOPbIM MOCTaBLMK M ero npogykuusa/yenyrn 6yoyT KOHTPONMpOBaTbLCS
B ganbHerdwem. OueHKy NocTaBLiMKa CNefyeT NPUMEHATb K KaKAOMY NOCTaBLUMKY MaTepuanoB UMW YCnyr,
KOTOpble MOTryT MOBNWUSITL HA KA4eCTBO NPOAYKUMM N OTHOCATCA K uaroTosneHuo u CMK.

JoKymMeHT, onuckIBatoLLMIA NPOLECC OLeHKU 1 BbIGopa MOCTaBLLMKOB U3roToBUTENeM, 00bIMHO BKMOYAET:

- KnaccudrKkauuio NOCTaBLMKOB;

- TpeboBaHus K BbIGOPY NOCTABLLMKOB;

- aHKeTy AndA onpoca nocTaBLMKOB;

- MOHWUTOPWHT NPOWM3BOAMTENBHOCTU NOCTABLLMKA;

- HanM4Kue Npoueaypel yNpasneHns U3MeHeHUsIMU.

3anucuK No oueHKe NOCTaBLLMKOB OOMKHbEI DbITh 3340KYMEHTUPOBaHLI, B TOM YMCNe W NpeanpuHaThIe
AelCTBUA B cryYyae nonyyeHns oTpyMuaTenbHblX pesynsraToBs.

8.2.2 Knaccudmkaumsa nocTaBLWKWKOB

MocTaBlwMKOB YacTo KnaccuUUMPYIOT NO PUCKY, CBA3AHHOMY C NPeaoCcTaBnaeMbiMyU UMK NpoayKumnen/
ycryramu, Ha Takue KaTeropvu, Kak KpMTUHECKUE U HEKPUTUHECKWE NocTaBluMku. TpeboBaHusa K ogobpeHuio
MoCTaBLUMKOB, YacToTe ayguTa W/Mnv ypoBHIO AeTanv3auun npoBepku NPoAyKUMW/ycnyr MOryT CYLEeCTBEHHO
pasnu4yaTbCes.

KpuTryeckuii nocTaBlUMK MOCTaBRASET MaTepuan, KOMMOHEeHT wnv ycnyry (mpogykuusa/ycnyra),
KoTOpbin(an) moxeT npusectn k nornomke JIMMW, ecnv oHM He cooTBeTCcTBYlOT crneundukaumam. Knaccu-
dhukaun nocTasLMKoB 0BbIYHO ONpeaensitoT NyTemM NpoBedeHUs OLEHKWM pucka. KpuTUYeckMMK SBRsHOTCS,
HanpyMMep, NOCTaBLLMKWM TAKMX KOMMOHEHTOB, Kak aHTUTena, hepMeHTbl M APYr1e peakTuBbl, a Takke nwbblie
ycnyru Ans UaroToBneHus, Hanpumep NpUroToBrneHue peareHToB unu cbopka getanen.

8.2.3 TpeboraHus K BbIBopy nocTaBLMKa

Bribop BkMOYaeT oueHKy MHpopMaLumm, Nony4yeHHoW NnocpeaAcTBOM Onpoca MW ayguTa, BKIK4as: cno-
CcOBHOCTb NOCTaBLUMKA NPefoCTaBnATb Matepuanbl, KOMMNOHEHTbl UMW YCNYrM, COOTBETCTBYOLWME cneundu-
KauWsM M3roToBUTENS; JOKYMEHTUPOBAHWE PEe3ynbTaToB OLEHKU NOoCcTaBLLKMKa; ero Ao6aBneHue B CNUCOK yT-
BEPMAEHHbIX (BblGpaHHbIX) NOCTaBLUNKOB.

HokymeHTMpoBaHHble TpeboBaHUA K BeIDOPY NOCTABLUMKOB COOTBETCTBYHOT MX Knaccudpukaumm, MHOBNY-
AyanbHbl ANd KaXgoro noctaswmka. Kputudeckn BaxHasa npogykumna/ycnyra Tpebyet TwatenbHOro KoOHTpons
¥ MOHWTOPWHrA.

8.2.4 Onpoc nocTaBLNKOB

Onpoc nocTaBLLMKOB — 3TO dhopMa, KoTopas MoXKeT ObiTh paspaboTaHa M MCMoNb3oBaHa U3roTOBUTE-
nem ans cbopa uHdopMauMn nepes NpoBeAeHWEM ayauTa UNU AN OLEHKM KBanudukaumy nocTaBLyuKa,
ayaouT KOTOPOro MOXeT He notpeboeaThbecs, ecnu oueHKa NpeaocTaBneHHOoW MHOopMauni NonoKUTenbHas
(cm. npunoxeHune A). OTBETCTBEHHOCTL 33 OLIEHKY U yTBepxaeHVe (BbIBOp) NOCTaBLUMKOB, Kak NPaBumno, He-
CeT nepcoHan oTAaena 3akynok W/WMAWM KOHTPOMNs KadecTBa Npu y4yacTun KBanvuuMpOBaHHOTO MepcoHana,
MMetoLLero onbIT paboThl ¢ 3aKynaembiMK NPoAYKLMeR/ycnyramu.

8.2.5 MOHUTOPUHT OeATENbLHOCTU NOCTaBLMKaA

WMarotoeutens JIMMW onpepensdeT npouecc MOHUTOPUHIa OeATENbHOCTU MOCTABLLMKOB MYyTEM OLEHKM
cneaylLwmx JaHHbIX:

- CBOEBPEMEHHOW MOCTaBKW NPOAYKLMW/OKa3aHus ycnyr;

- OTYETOB O NPOAYKUMW/YyCMnyrax, He COOTBETCTBYHLMX cneundrKkaumsam u co3AaHHbIX No pesynsraTtam
NpoBeAeHUs BXOOHOTO KOHTPONS;

- peayneTaToB ayauTa NnocTaBLLUKE;

- OT3bIBOB NOMb30BaTene 3akynneHHon NPoayKUnU/ycnyru.

YacToTa ¥ MonHOTa OCYLECTBNEHUs ay4nTa NOCTAaBLUMKOB 3aBUCHAT OT ero knaccudukaumu. Ecnm no-
CTaBLUMK ABNAETCA «KPUTUYECKUM», TO ayauT NpoBoasaT Bonee 4acTo M No BCEM YCTAHOBMEHHBIM KPUTEPUSM.
MonoxuTensHbIe OLLEHKW MOCTABLUMKOB, CBOEBPEMEHHASA peakuus Ha pas3paboTky W NpoBedeHWEe KOpPPeKTu-
PYLWMX ASACTBMIA MPU HanM4Mu OTpULATENbHbIX pPe3ynbTaToB KOHTpons obecrneynBarT ero coxpaHeHue B
cTaTyce yTBepXaAeHHOro noctasluka. Ecnu B paboTte noctaBlyuka HabnogaeTca TEHASHUNS K HU3KOMY Kade-
CTBY W/WMW OH HE AEeMOHCTPUPYET rOTOBHOCTbL peLlaTh Npobnembl, TO BO3MOXKHO ero UCKMYeHUe 13 Cnvcka
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YyTBEPXAEHHbLIX NOCTABLLWMKOB UMK NEPEBOA B CTaTyc, Tpebyowmnin 060CHOBaHWS 3aMHTEPECOBaHHbLIX CTOPOH
OnNs NpoBedeHus 3aKyrnku.

8.2.6 YnpaeneHne U3MeHEeHUAMMU

M3roToeuTenM 0baA3aHbl oNpeaenTe NPOUece OLEeHKU BNUSHUSA naMmeHeHuin Ha JIMMW 1 npuHaTue unu
OTKINOHeHWe nameHeHWin. OueHka 4vacTto TpebyeT, YToObl M3rOTOBUTENb PacCMOTPen AOKYMEeHTauuw, nog-
TBEPMHOAIOLLYIO0 U3MEeHeHWe, HanpuMep Banugaunio npouecca Uiy Npoaykuuu Ans OUeHKU Martepuanos vunwv
pe3ynkTaToB YCNYr, KOTOPbIe Dbl M3MEHEeHb!, NPEXAe YeM NPUHATL NPOAYKLMIO/YCAYTY C U3MEHEHUSIMMN.

Mocne yTBepXAEHUA NOCTABLLMKa BCK 3aKyNMEHHYH NPOAYKLMI0 HeoBX0auMo permcTpupoBaTth M KOH-
TPONUPOBaTL Ha COOTBETCTBME KPUTEPUAM NMPUEMKU MK cneundukaumnsam.

8.3 [laHHbIe 0 3aKynkax

8.3.1 O6wume nonoxeHnn

WMarotoBuTtens JIMMW pomkeH yCcTaHOBWMTbL W XPaHUTb OAHHbIE, KOTOPbIE OMWUCHLIBAOT MIW CCbINAKTCH
Ha ycTaHOBNeHHble TpeboBaHusA, BkNovas TpeboBaHWs K kadecTBy, ANs NPUOBPETEHHbIX UMK MHBIM 0Bpasom
Nony4YeHHbIX NpoayKunu/ycnyr. JokyMeHThl Ha 3aKynKy OOMMKHEI BKNKYaThL, MPYM BO3MOXHOCTY 0bA3aTenbcTBa
nocTtaeLlMka 06 yBeJOMNEeHUN M3roToBUTENSA 06 M3MEHEHUAX B MPOOYKLMWU/YCIYre C Lienbio OLEHKM BIUSHWA
M3MeHeHU Ha kadvecTBo rotoeoro JIMMW. [aHHble 0 3aKkynkax OOMXHbl OblTh YTBEPXOEHbl OTBETCTBEHHbLIM
NMLIOM.

8.3.2 XapakTepuCTUKU 3aKynKu

TpeboBaHMA K 3akynkam 4acTo NpefAcTaBneHbl B crneuMdurkaumm Ha npogykuuwo/ycnyry. VarotoBute-
nu pazpabdaTbiBaloT, NOAAEPXKMBAIT cneundrkaunn Ha NpoayKLUKUIO/YyCnyry, KOTopble MOTyT NMOBMUATL Ha Ka-
YecTBO NpoayKuun, u obecnedynBarT NnpegocTaBneHne aTux cneuudurkayuin noctasllmMkamM. Cneyudukayum
[OIDKHBI YETKO OTpaxaTbk TpeboBaHuA K kKayecTBy npoaykuuu/ycnyr. OHWM MOTyT BKITOYMATh KOHKPETHBLIM COCTaB
MaTtepuwana, 3KCnnyaTalMOoHHble XapakKTepUCTMKX, KOHUrypauWlo yrnakoBku n Tpebyembie OaHHble B ¢op-
Me pe3ynbTaTtoB uUccrnefoBaHuii. Cneuudukauum Ha 3akynky MoryT BbiTb NpeoocTaBneHbl NOCTABLUMKY Kak
BMECTE C KaxOblM OTAENbHbIM 3aKa3oM, HanpyMMep B KayecTBe NMPUIMOXEHWs K 3aKasdy Ha NMoCTaBKy, Tak u
nepBoHaYanbHO B COOTBETCTBMM C COrMaLleHMeM O TOM, YTO MOCTaBLUWK DyaeT BhINONHATL paboTkl cOrnacHo
creundmrKaLmMamM M3roTOBUTENS, yKa3aHHbIM B 3aKase Ha nocTtaeky. Cneyudukaumnmn SensgwTCa OeACTBYHOLL M-
MU JOKYMEHTaMu W NoAAepMBakTCa B COOTBETCTBUM C NPOLEAyPOoR ynpaeneHus gokyMmeHTamu CMK.

8.3.3 YBegomneHue o6 U3IMeHeHUU

WarotoBuTens JIMMW 1 nocTaBLMKkn 4OMKHBI COrNacoBaTth NPoUecc yBeaoMeHusa 06 nameHeHuax npo-
aykuuu/ycnyrax oT NOCTaBLMKOB. OTOT NPOLECC MOXKET OblTb AOCTUIHYT NYTEM €ro BKITKYEHUS B COrnalleHus
WIMK KOHTPAaKTLI C MOCTaBLUMKaMKM UMW B OTAENbHbIE 3aKa3bl Ha NocTaeky. [podykuunsa/ycnyru, nocTaengemble
KPUTUYECKMMW NOCTaBLUMKaMu, HecyT Gonee BbICOKWIA PUCK HEraTMBHOIO Bo3aencTeusa Ha IMMW B cnyvae ux
W3MEHEHUS 1 TpebyloT TLLATeNnbLHOro KOHTPONS.

9 UgeHTM(UKALIMA N NPOCNEXUBAEMOCTb

9.1 WpeHTndukauma

MaroToBuTens AOMKEH ycTaHaBnmeBaTb U noggepxuneartb npoueaypbl ngeHtudukauum JIMMW Ha Becex
aTanax ee XW3HEeHHOro Uuukna (Hanpumep, 3aKkynka npoaykuMu/ycryr, M3aroToBNeHne, XxpaHeHue, peanvaayum).

Bce martepwmansl, Ha4nHasa ¢ Cbipbs, UCNONB3YEMOro NPW U3roTOBMEHUK, U 3akaH4nsas rotossiM JIMMW,
OOMKHbI ObITh MaeHTUdMUMpoBaHbl. OgHUM M3 cNocobOB MAEHTUdMKaALMKN ABMSAETCS HyMepaLma KOMMNOHEH-
TOB, MapTUi Cbipbsi, MPOMEXKYTOYHOM NPOAYKUMK (MW «HEe3aBepLUEHHOTO NMpon3BoAcTBa») U rotoeoro JIMMIN.
Mpaeuna naeHTUdMKaLm JOmkHbl ObiTe JOKYMEHTUPOBAaHbLI, B TOM Yuce npouefypa uageHTudukaunm roto-
BbiX JTIMMW n kaxgon coctaBHOW MX YacTh MK maTepyana.

370 03HavaerT, 4To nabopaTtopus HECET OTBETCTBEHHOCTbL 3a CO3A4aHWe CMCTEMbl NOEHTUMUKALMM Kax-
00W N3rOTOBIIEHHOW NapTUK peareHTa, KaXK4oro KOMNOHeHTa 1 CbipbA, BXOASALLEro B COCTaB peareHTa, rotoBo-
ro IMMW v 1. g. Kak npaBuno, ato genatoT ¢ nomoueto MO. Hanpumep, MHCTpyKumn no narotosneHuo NNMMK
OOIMKHBI BKMOYATh Cnedyowyo nHhopMaLunio:

- HOMep NapTUK M3roTOBUTENS;

- CPOK rOQHOCTH;

- KOMMOHEHTHI, Bxogsawmue B coctas JIMMW.

Ha kaxxgom aTane npouecca M3rotoeneHus 1 uccnegopaHus JIMMIA peareHTbl OomkHbl ObiTe YETKO
WAEHTUULMPOBAHBI C YKa3aHMeM UX HauMeHOBaHWA, HoMepa NapTuK U AaTbl UCTEYEHUS CpoKa roAHOCTH,
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cTaryca ncnonb30BaHUA. PeareHTbl, umetowme CTaTyC «B npouecce narotoBrneHna» mn Tpe6y+ou.w|e npoeege-
HWUA UCccnegoBaHnd nepen ncnonb3oBaHem, 4HeTKo VI,D,EHTHCbVILI,VIpy}OT n dDHSMLJBCKM OTAENAKT OT peareHTos,
MMEKLLUX CTAaTYC «TOTOBbIE K NCNOMNb30BaHUKO». PeareHThl, npouwenuwune nccnegoBaHmsa 1 NpuU3HaHHblIe HECO-
OTBETCTBYRLWWUMUK, OOITKHBI MMETb MapKUPOBKY C YETKMM YKa3aHWMeM Ha TO, 4TO UX He JOoNYCKaeTCd MCNOoNb30-
BaTb. HeOGXO,EI,VIMO obecneunts npaBUINbHYH M,ELeHTV!CbMKaLMI-O N3TOTOBNEHHbLIX peareHToB NepcoHalnom nabo-
paTtopun nNnpuv NX N3roToBneHnn Unu npumMmeHeHnn.

9.2 NpocnexuBaeMocTb

Monb3oBaTtens AOMKEeH YyCTaHaBnMBaTb U NogaepXueaTth npoueaypbl UAeHTUdMMKALNK K240 eJUHULbI
napTum unu naptum rotoebix JIMMIA 1, npM HeoBXOOMMOCTH, KOMMNOHEHTOR. Takas uaeHTUdUKaLUa gomkHa
ObITb 3aJ0KyMeHTUpoBaHa B OI1P.

WMarotosutens JIMMWM gomxkeH obecnedynTs NpocnexnBaemocTs KoMmnoHeHToB JIMMW Ha Bcex aTanax u3-
rOTOBMEHWUS, BbIMyCcKa W UCNONbL30BaHWsA. 3TO 03HAYaeT, 4TO ANS Kax40ro pesynsrata nauneHta nabopatopusa
MOXET ONpefennTb, KakMe peareHTbl MCNONb30Banuch Ans NPoBeAeHNs MCCNeaoBaHMs, BKOYas BCE Chipbe-
Bble MaTepuarnsl U HOMepa Ux NapTuid. [NpocnexvBaeMocTe HeobxoauMa ANs YCTAHOBMEHUSA MPUYMH BbISIB-
NeHHbIX HECOOTBETCTBUIA W ANa pa3paboTku KOpPeKTUPYIOLMX AEACTBUIA B KOHKPETHOW U3rOTOBMEHHOW nap-
Tm NIMMW. NabopaTopus OomKHA OKYMEHTUPOBATL YPOBEHb MPOCNEXMBAEMOCTU ANs pa3nuuHbix JIMMA.

Hanpumep, B nabopaTopuio MOXeT NOCTynuTb xanoba Ha To, Y4TO pe3ynsTaT MccrefoBaHWsa NalueH-
Ta He COOTBETCTBYET ero KIvMHu4eckon kapTuHe. Jlabopatopua gomkHa MMeTb BO3MOXHOCTL ONpeaenuThb,
Kakuwe naptum peareHToB, matepuanos, rotosoro JIMMW, ynakosBku, MapKkupoBKW W T. 4. UCMOMNb30Banuch B
OeHb NpoBedeHWs UccrnegoBaHusa nauneHTa, HaxoOuNUCh N pesynbTaTbl KOHTPOMS KavyecTBa 3a 3TOT AeHb
B Npegenax 4onycTMMOro AuManazoHa 1 beiny Ny nonydeHsbl Kakne-nubo opyrue xanobbl paHee. Bo3MOXHO,
OOWH U3 MaTepuanos, NpUMeEHEHHbIX Npu uarotosneHun NTMMW, umen HenpasBWibHYH KOHUEeHTpauuo. Mpu
Hagnexallen cMcTeMe NPOoCNeXMBaeMoCTy 3Ty OWWMBKY MOXHO 0BHapYKUTb N MPOBECTW NPOBEPKY Ka4yecTea,
4TOObI NPEOOTBPaTUTEL €€ NOBTOPEHME.

10 KoHTponb npoueccoB U3roTOBNEHUA

10.1 O6Wwme nonoxeHns

Mpexge yem npucTtynuTb K narotoeneHuto JIMMW, nabopatopus gomkHa onpegenuTb BCE MPOLECChHI
(aTanbl) M3roToBMNeHMs U HeobXxoOMMble Mepbl KOHTPOMS, BKMOYas npueedeHHsle B 10.2—10.18.

10.2 CocTaB peareHTa U 3Tanbl ero NPUroToBreHUs

Ha sTom 3Tane HyXHO ONpeaenuTb, HACKOMBLKO MOryT BapbMPOBaTLCHA KOMUYECTBO M XapakKTEpPUCTUMKM
KOMMNOHEHTOB He3 yxXyaueHnua KkavyecTBa peareHToB. [Ins Kaxooro KOMNOHEHTa O0MKHbI BbiTh YCTaHOBMNEHBI
BEPXHWME U HUXHWE Mpefensl Kputepues, Hanpumep pH bydepa — (6,2 + 0,1) eg. pH.

10.3 NMpumeHAaemoe obopyaoBaHue

O6opynoBaHue HeobxoaUMMO KOHTPONMPOBATL Tak, YToObl OHO obecne4MBano oQUHAKOBYKO Npou3Boau-
TENbLHOCTE MPU KaXO0M MCNoNnb3oBaHuW. [lomkHbl ObITh YCTAHOBNEHBI Npedensl uameH4YnBocTU. Hanpumep,
MUNETOYHbLIN 403aTOP OOMKEH MMETL TOYMHOCTL B npefenax 0,01 mn.

10.4 YcnoBuA okpyKarowen cpedbl

TeMnepaTtypa W/unu BNaxHOCTb B NOMELLEHUA MOTYT BNUATL Ha narotosneHue JIMMMA.

10.5 Opyrue Tpe6oBaHua gns obecneveHus coorBetcTeus IMMWU cneyundpmnkaumam

Bce npouecchl (3Tanbl) U3rOTOBNEHUS U KOHTPONS AOMKHEI 6bITh AOKYMeHTUpoBaHbl. CobnogeHue Bbl-
nonHeHusa npouenyp rapaHTupyert, 4Tto JIMMW KOHTPONWPYIOT U OHWM COOTBETCTBYIOT CBOWM MPOEKTHLIM
cneundmkaumam, xapaktepuctukn JIMMW aBnsoTca cTabunbHbIMK, HAaZeXHbIMA M BOCMPOM3BOAMMBbIMUI, a
Tawkke 10, 410 JIMMW, He cooTBeTCTBYOLLME YCTAHOBMNEHHbIM TPeGOoBaHWUAM, U30MMPYIOT U OHU HE MOTYT BbITh
UCNonb30BaHbl ANs NpoBeaeHUsl cCnefoBaHu.

HonycTUMbI 06beM U3MEHEHWUA MPOEKTHON cneuudrKauMmM JOKYMEHTUPYIOT NMyTeM NpoBedeHus Banu-
Aauun NpoLeccoB (3TanoB) M3roToBneHuWs. Banvpauuo npoueccoB NpoBOAAT ANA Toro, Ytobbl rapaHTUpo-
BaTb, YTo JIMMW narotoBneHsl B COOTBETCTBMK CO CNeLUpUKaLnsMm U 4To NPOLECce KOHTPOnupyeTcs.
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MMocne nonyyeHus yooOBNETBOPUTENbHBLIX pPe3ynbTaToB Bepudukauun npoueccoB (3TanoB) M3roToBne-
HWA nabopaTopust MOXET uarotaBnueaTb naptuun JIMMK, coOoTBETCTBYIOLLMX YCTAHOBNEHHbLIM KPUTEPWUSIM MpU-
emkn NTUMIA.

WMarotoeutens JIMMW gonxkeH paspabdaTtbiBaTh, NPOBOANTL, KOHTPONMUPOBATL U OTCNEXUBATE MPOLIECCHI
W3roTOBMEeHUs, YTobbl rapaHTupoBarts, 4To NIMMUW cooTBeTCTRYET ero cneundukaunsam. MaroToBuTens OOMKeH
ycTaHaBnuBaTh W NoAAepKMBaTh CPeAcTBa KOHTPOSsS npouecca Ans obecnedYeHnst COOTBETCTBUS cneundun-
Kaumam Ons BbIABNEHUs OTKNOHeHun oT cneundukaumin MMM, KoHTpone npouecca M3roToBNeHWs O0IKeH
BKMKOYaTb:

- M, B ToM Ymcne uHcTpykumr, COM 1 MeTogbl, onpefensitoLMe U KOHTPONUPYOLLLIME NPOLIECC M3roToB-
neHns;

- MOHUTOPWHT 1 KOHTPOIb TEXHOMNOINMYECKMX napameTpoB 1 xapaktepuctuk NTMMW B npouecce narotos-
neHus;

- COOTBETCTBME CTaHaapTam nabopaTtopuu;

- cormacoBaHMe NPOLECCOB M TEXHOMorm4eckoro obopynoeaHus;

- KpUTEPUK Ka4yecTBa NpoLecca M3roTOBNEeHWs, KOTopble A0MKHbI ObITh JOKYMEHTUPOBAaHbLI U MOTMYT NoA-
TBEpPXKAATbCA MOEHTUULVMPOBAHHLIMW U YTBEPKAEHHLIMW penpe3eHTaTUBHLIMW 0BpasLamMu.

CMK NMMW pomxHa BKkMoYaTh KOHKpEeTHble TpeboBaHUsA ANS NPOEKTUPOBAHWS, U3TOTOBIEHWS, YNAKOB-
K1, MapkupoBku, xpaneHus JIMMW. Mpw atom nabopatopum TIMMM MoryT BbINOMHATL HE BCE yKa3aHHbIe BUAbI
gestenbHocTh. CornacHo CMK n3roToBMTENW 4OMKHBI OCYLLECTBMASI TG KOHTPOSbL M MPOBOAWTL MOHUTOPUHT Bbi-
NMOMNMHEHUs NPOLIECCOB N3roTOBMNEHNA, YToObl rapaHTMpOBaTh COOTBETCTBME crneundukalmsam rotoebix JIMMA.

10.6 AN, COM v meToabl KOHTponA usrotosneHusa NAMA

Bce atanml (l'lpOU,ECCbI) WN3roToBlieHusA, B TOM YKUcrne aTan noaAroToBKM Ans U3rotoBneHWA, OOITKHbI BbITh
3a00KYMEHTUPOBaHbI M BbIMOJTHATLCA B Oﬂpe,EI,EJ'IEHHOﬁ nocnenoesarternbHOCTU C I'IDOBEDI{OI?I Ka4yecTBa yCTaHOB-
NEeHHbIMW CpecTBaMM U MeTooaMn KOHTPONA.

10.7 MOHMTOPUHI U KOHTPONL NapaMeTpPOB NpoLecca U3TOTOBNEeHUs

MOHUTOPUHI 1 KOHTPOMNbL NAapamMeTpoB 3TanoB (MPOLECCOB) M3rOTOBMEHMA MPOBOAAT Nocne X Banuaa-
UMK, Hanpumep, ecnu TeMmnepaTtypa B NOMeLLeHUU O0oMKHA HaxoauTeesl B auanazoHe 20 °C — 25 °C, 1o na-
pameTpbl He06X0aMMO perncTpupoBaThk Npu narotoeneHun JIMMIK, a 3anucu ¢ hUKCMpOBaHHBIMKW 3HAYEHMUSIMU
XpaHUTbL BMecTe ¢ 3anucamu o naptum JIMMA.

10.8 CooTBeTCTEME 3TANOHAM UMU HOpMaMm

HBOGXO,EI,VIMO onpenennTb, CYyWEeCTBYHOT 1A Kakme-nnbo NMpMMeHUMble 3TanoHbl UM HOPMbI A U3ro-
ToBneHusa JIMMIA. ﬂpm MX Hanu4unu cnegyet JOKYMEeHTUPOBAaTk UCMOIb30BaHWe OaHHbIX 3TarlOHOB U HOPM B
rnpouecce KOHTPOInA M3rotoBrieHnA.

10.9 BanMgauusa 3TanoB (NpoLUeccoB) M3roTOBMNEHUA U TeXHomnoruyeckoro o6opyaoBaHus

Banwgauna atanos (npoueccoa) M3roTOBMEHMs NO3BONAET oduunansHo yTBEPOWUTE NpouecChbl M 06o-
pyaoBaHWe ONnA U3rotoBlieHUA TTMMW. PESyﬂbTaTbl Banugauum OOMKHbI DbITh OO0KYMEHTUPOBaHbl M YTBEPXK-
O€EHbl, 4TO ABNAETCA NOATBEPAKOASHUEM BO3IMOXHOCTW OCYLLECTBITEHNA KOHKPETHBIX 3TanoB (HDOHECCOB) na-
rOTOBIMEHWA N NPMMEHEeHWA KOHKPETHOro OﬁOpyﬂ,OBaHMH.

10.10 KpuTepuu Kka4yecTBa U3roTOBNEHUA

Kputepun kavectsa wmarotoBneHus JIMMW gomxHbl 6biTb oTpaxeHbl B AN 1 MOryT noareepxaarbcs
cTaHOapTHbIMK oBpa3suamMy nabopaTtopum.

CnenyeT NpoBepuTb, COOTBETCTBYET N NapTua marotaenueaemblx JIMMIA BceM Kputepuam npueMku.
OB6bIYHO BbINOMNHEHWe 3Toro TpeboBaHWA OOKYMEHTUPYIOT NYyTEM MPOBEPKWM/MCCNEN0BAHUSA BaXHbIX KpuTe-
pueB (Hanpumep, TOYHOCTU, NPELU3MOHHOCTH, AMana3oHa NnapaMeTpoB, aHaNMTUYECKOW YYBCTBUTEINBHOCTH
W cneumuyHoOCcTK). ATy AeATENBHOCTL HEOBXOAMMO OCYLLECTBMAATE NYyTEM WCCNEe0BaHWUA M3rOTOBIEHHbIX
JTMMW.

Takum o6pasom, cpeacTBa KOHTPOMsA mMpouecca MOryT BKIKYaTb, MOMUMO MPOYEro, MOHUTOPUHT W
KOHTPOIb:

- NapameTpOoB YCNOBUIA cpefbl ANs M3roTOBNEHUS;

- ucnonb3yemoro obopyagoBaHus;
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- BpeMeHW, HeoBXoAMMOoro Ana U3roTOBNEHWUNA peareHToB;

- TemMnepaTypbl M3roTOBMEHWs! peareHToB, HanpyuMep Ha aTanax Harpesa W OXnaxaeHus.

Bce TpeboBaHWA No ynpaeneHu NpoLeccami U3roTOBNeHWA AOMKHbBI BbITh JOKYMEHTUPOBaHbl B TEX-
HOMOMMYECKOM OOKYMeHTauuu (pernaMeHTax) unm pabodmx MHCTPYKUMAX. KOHTponb NapamMeTpoB npouecca
0B6bIYHO BLIMOMHAKT B Npefenax YCTaHOBMNEHHOro AuanasoHa, YTobbl NPOAEeMOHCTPUPOBaTE, YTO MPOLECC
cTabunbHO NpMBoAUT K BeiNycky JIMMW Hagnexallero kayecTsa BO BCeM Avanas3oHe napaMeTpoB npolecca.
MpoLlecchl HEOBXOAMMO KOHTPONWPOBATL, YTOBLI rapaHTUPOBATL, YTO OHW NOAAEPKUBAKITCA B ONPefeneHHbIX
ycrnoeusix, a rotosble JIMMW npoBepeHbl Ha cooTBeTcTBME crieumdukaunam. OgHMM U3 MeToA0B MOHWUTOPUH-
ra npoLecCoB U3rOTOBMEHUS SBNAETCSA UCMNOMNb30BaHME METOOOB CTATUCTUYECKOTO KOHTpons. CTaTucTudeckme
METOAbI KOHTPOMNA NO3BONST OTCNEXMBATL NPOLIECCHl Ha NPEAMET BbISIBNEHUS OTKNOHEHWI OT YCTaHOBMNEH-
HbIX MapameTpoB.

Kputepumn npuemku rotosoro NIMMW gormkHbl 6biTe onpefeneHsbl M 3af0KyMeHTUPOBaHbI.

10.11 YnpaBneHne n3MeHeHUAMUW 3TanoB (NpoLeccoB) U3rOTOBNEHUNA

Warotosutens JIMMW pormkeH ycTaHaesnueaTb W NOAOEPXKMBATH Mpouedypbl BHECEHUS W3MEHEHWUA B
cneuudumkaumo, stan (npouecc) unu npouenypy. Takne M3MeHeHUsa OOIMKHbl OblTb BEpUPULIMPOBAHLI UMK,
npu HeoBXoOMMOCTW, BanMAWPOBaHblI nepen BHegpeHweM. MHdopmauusa Mo MpoBeLeHHbIM M3MEeHEeHUsM
JOoMmKHa BbiTh 3a00KyMEHTMpPOBaHa v yTBepaeHa. [pouecchl U3roToBNeHusa He MoryT BbiTb u3aMeHeHbl 6e3
COOTBETCTBYKLLUMX UCCNefoBaHuii U cornacoBaHWA. [lepcoHan, OTBETCTBEHHLIW 3a BbINOMHEHME 3Tana (npo-
uecca), 0OMKeH BbiTb yBegoMIeH 06 yTBepXAEHHbIX U3MEHEHWUSIX 40 UX BHEOPEHUS.

10.12 Cpega n3rotoBneHus

Ecnwn cpega narotoBneHWs okasbiBaeT HebnaronpuaTHoe Bo3gelcTBMe Ha kadecTtso JIMMW, narotoeu-
Tenb JOMmKeH pa3pabaTtbiBaTh U NogAepKMBaTh NPOLUEAYPbLI ANSA UX KOHTPONs. KoHTponb yCnoBuii cpeabl Maro-
TOBNEHUA HeobXoanMO NPOBOOWMTL NEPUOJUYECKN M BKIMKOYATh KOHTPOMb paboTkl npumeHaemoro obopynosa-
HWS ONS NOATBEPXAEHUS ero yHKUNOHUPOBaHWSA OOMKHbIM 06pa3omM. Pe3ynbraThl KOHTPONSA AOMKHbI BbiTh
OOKYMEHTUPOBaHLI U MPOBEPEHbI.

Cpena naroToBneHust MOXeT BKMOYaTb OeATEeNbHOCTh:

- MO NOAroTOBKEe BOAbI;

- hunbTpaunKn Bo3gyxa;

- NoggepXaHuo TeMNepaTypbl U BNaXKHOCTW;

- CO34aHWI0 OAHOHaNpPaBNeHHOro NoToKa BO3ayxa;

- repMeTu3auMmn NoOMeLLEHNIA;

- KOHTpOMK BWOHArpy3ku M YPOBHS TREPALIX YacTuL B BO3yXeE.

JomkHbl BbITE ONpefeneHsl COOTBETCTRYHOLLME HOPMbI ANl 3TUX YCNOBUIA, ecnin ux HecobnwaeHue Mo-
KEeT oKasaTb NoTeHuuanbHoe BpeaHoe Bo3aenctene Ha kadectso JIMMW. Cuctembl oTonneHns, BeHTUMALUNKA,
KOHOWLUWOHUPOBaHWA U UnbTpauumn Bo3ayxa HeobxoaMmMo neprogmMyecky NpoBepsiTh, HTOObLI rapaHTUPOBaTh
nx npasunbHoe dyHKUMOHUpoBaHWe. [TpoBEPKY MOXHO NPOBOAMTL B paMKax NporpaMmel NpodunakTn4yecko-
ro 06CnyKMBaHUa UHXEeHEePHbIX KOMMYHUKaLWA.

10.13 NepcoHan

WarotoeuTens JIMMW gomkeH yctaHaBnNuBaTh M NogaepXuMBaTh TpeboBaHWS K 300POBbLI0, YACTOTE, NY-
HOW rUrMeHe W ofexae nepcoHana npu ycrnoBuUK, YTO KOHTaKT mexay nepcoHanom v NMMW wnu cpegon gnsa
W3roTOBMNEHUs OKa3biBaeT HebnaronpuaTHoe Bo3aencTene Ha kadectBo JIMMW. MarotoButens gomkeH obe-
cneunBaTh, YTOOLI 0BGCNYKMBAKLWKIA U APYroi NepcoHarn, KOTOphiil paboTaeT B 0CobbIX YCNOBUAX cpefbl W3-
rOTOBMEHWUS, NpoLLlEeN COOTBETCTRYHLEEe 0DyYeHe UMK HAaXoQUIcs nog KOHTponem oby4YeHHOro nepcoHana.

Warotoeutenu NUMW obszaHbl yCTaHOBUTL Npouenypsl, obecnevrBaowne Kak 6e3onacHOCTb Nepco-
Hana, Tak U ka4yecTtBo uarotaenueaembix JIMMW. Ecnn BzaumogencTene nepcoHana ¢ okpyxatLen cpegon,
mMaTepuanamMu Ansi U3rotToBneHusa unu rotosbiMv JIMMUW MoxeT HaHecTn Bped nepcoHany unu yuwepb kade-
ctBy JIMMW, pomkHbl BbITh NPUHATHI MEPBI 3aLWThI, BKAOYAW®We NpMMeHEHWe CpeacTB MHOWBUOYaNbHON
3aluThl (NabopaTopHele XanaThbl, NepYyaTkn, 3aLlUMTHbIE OYKKM UNKW pecnupartopsl). [Mpu HeobxoguMocTu cneay-
€T pa3paboTaTb CXeMbl (MHCTPYKLMW) NO OAHOHAMNPaBNeHHOMY NepeMeLleHU0 NnepcoHana unm npaevwna Bbl-
nonHeHwsi paboT B cneLmnansHOR 30He, OCHaLLeHHOW 0bopyaoBaHueM aAna obecneyeHusa Guonoruveckoi bes-
OMacHOCTWU U/MMNN KOHTAMWHALIMW BO34YXa, TAKOro Kak NamMUHAapPHbLIA LKA MNu XMMUYECKUIA BbITSXKHON LWKad.
Heobxooumo nposecTy obyvyeHre nepcoHana npasunamM paboThkl B 30HaX, 4OCTYN K KOTOPbIM OFPaHUYeH.
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CornacHo CMK gormxeH 6biTb NpefycMOTPeH NOpPsiA0K AOoMNYyCKa B NoMeLleHus Ansa narotosneHus JIMMW
CTOPOHHEro nepcoHana, HanpuMmep obcnyXuBarLlero nepcoHana wnn NocTaBLWmMKoB yenyr. [lonyck cTopoH-
Hero nepcoHana B nomeLleHus Ana narotosneHnsa JIMMIA Bo3aMoxeH TONbKO Nocre NpoxoxaeHus obydyeHus
npasunam HaxoXAeHWs B creuuansHOn 30He nNubo noa HabngeHwemM obyyeHHOro nepcoHana.

10.14 KoHTponb 3arpa3HeHus

WMarotosutens JIMMW gomxeH ycTaHaeBnveaTh W NogAepmMBaTh npouenypbl ANs npegoTBpalleHus 3a-
rpasHeHust obopygosaHus unu JIMMW Temu BellecTBamu, KOTOpble OKa3biBalT HebnaronpusaTHoe BO3nen-
cTBUe Ha KadecTteo JIMMMW.

CMK pomkHa BknwouaTb npouenypbl no obecneyveHuo cobniogeHusa TpeboBaHWid kK YncToTe obopyno-
BaHWA NomelleHuin ans wnarotoenenus NUMW, yTobbl cBeCTU K MUMHUMYMY 3arpsisHeHue obopyaoBaHus, pe-
areHTOB 1 pacxofHblX MaTepuanoB. Pe3ynsrarbl KOHTPONA 3arpA3HeHUMs HeobXoaMMOo 3a40KYMEHTUPOBATbL U
nepuogMYeckn NpoBepATh.

10.15 NomeLleHus

MomelleHnsa OOMXHbI COOTBETCTBOBATb CTPOMTENbHBIM HOpMaM W TpeboBaHUAM ANA U3roTOBMEHUS
JIMMW, B TOM yncne MMeTe AOCTATOMHY NMNowWwankb A BbIMONHEHWS HeOBXoOMMBIX onepaurii Npu M3roToe-
neHunn u nccnepoeaHnax JTIMMKA.

CMK pomxHa copepxaTtb TpeboBaHWa K NPOEKTUPOBAHUIO U NNaHWPOBKE NOMELEHWA ANS M3roToBMne-
Hua TIMMA. TMomMeweHnsa AomKHbl BbiTb CNPOEKTUPOBAaHbI Takum obpa3om, 4Tobbl 06ecnednTb BbINONHEHWE
TEXHONOMMYECKOro npouecca, pauuoHanbHoe pasmelleHMe MaTtepuanoB W BO3MOXHOCTb NpefoTBpalleHus
3arpaAsHeHuUs.

10.16 O6opygoBaHue

WarotoBuTens JIMMW pomxeH rapaHTupoBatb, YTo Bce obopyaoBaHue, NpyMeHAemMoe B npouecce U3-
rOTOBINEHWUs, COOTBETCTBYET YCTAaHOBMNEHHbIM TpeboBaHWsAM 1 Hagnexawmm obpasomM CNpoeKkTUpOoBaHo, W3-
rOTOBMEHO, pa3MeLLeHo U ycTaHoBMNeHO Ans obecnevyeHnsa obCnyXMBaHWs, perynmpoBKW, OYUCTKA U UCMONb-
30BaHMA.

WarotoButene MMM gomxkeH ycTaHaBnvBaTh W BBIMOMNHATL MNaH TeXHUYeCKoro obcnyxueaHws o6o-
pyooBaHus (perynmpoBKKn, o4McTkM). PaboTel no TexHU4eckoMy 06CnyKMBaHWUIO, BKMOYas OaTy W CBEOEHKUS O
nuuax, ocyLecTenAwLWLNX paboTbl, AOMKHbI BbiTh 3a00KYMEHTUPOBAHbI.

MapameTpbl (xapakTepucTukn) 06opyaoBaHuMsA, B OTHOLEHWM KOTOPOro HeobxoaumMo npoBefeHne pery-
NWPOBKK, AOMKHbI BbITE 0003Ha4YeHsLl HA 000py4oBaHUKM UM B HENOCPeACTBEHHOM BNNM30CTM C HUM C yKasaHu-
€M npeAenbHbIX M AOMYCTUMbIX 3HAYEeHWI, YCTAHOBIMEHHbIX 4N ero NpuMeHeHus], U OblTb NErkogocTyNHBIMK
Ona nepcoHana, BbINOMHALWEro 3TU PerynupoBKHy.

CMK pomxHa copepxaTb TpeboBaHuA K meTponorumdeckomy obecnedeHuno npumeHsiembix CU. CU
[OImKHbl BbITh NOBepeHbl/kannbpoBaxbl Ana obecnedeHus X Hagnexailen akcnnyartauun. MHdopmaums ob
OorpaHMyeHnsax Unu gonyckax npuMmersieMmoix CW gomkHa ObiTe NEerkogocTynHoln ana obecnedyeHns rapaHTum
akcnnyatauun CU B ycTaHoBneHHblx npegenax. Kpome Toro, gomkHa BbiTe AOCTYNHa MHgOpMauuMsa o nepu-
oavdeckux perynupoBkax CW, ecnn oHn Heobxoaumbl, 4ToDObI rapaHTMpOBaTk, YTO NMEpPCOHan CMOXET WX Bbi-
nonHuTe. McnonHeHve TpeBoBaHWii K MeTponornyeckomy obecrneveHuio obopyaoBaHWs pacnpocTpaHsaeTcs
Ha obopygoBaHue, UCNONb3yEMOE KaK MpWM U3roTOBNEHWW, Tak U npu uccnegosavum NIMMW. CMK gomxkha
BKNo4aTb TpeboBaHUA K METPONOTMYECKON MPOCNEXMBAEMOCTM Pe3ynbTaToB U3MEepPEeHWA, nonyvyaemblx Npu
npumeHeHn NNAMW, n cnocobam ee peanusaunn.

10.17 MaTepunan gnsa U3roToBneHus

Ecnu martepuan gns M3roToBMeHWs OKasbiBaeT HebnaronpuaTHoe Bo3delcTBMe Ha kadecTteo JIMIMMW,
W3roTOBUTEMNb [OIDKEH YCTaHaBNWBaTb M NOOAEPXKMBATb Npouenypbl ero NPUMEHEHWA U yaaneHus, 4Tobbl
rapaHTMpoBaTb OTCYTCTBME OTpULIATENbHOro BNMsaHWA Ha KadecTteo JIMMI.

MaTepuansl 4N M3roTOBNEHUA A0MKHbI COOTBETCTBOBAaThL cneundukaymsamM, B KOTOPbIX cnegyeT yka-
3blBaTh YTBEPXKAEHHOrO NOCTaBLUMKa, HeoOXO4MMYK COMPOBOAMTENBHYH OOKYMEHTaLMK, Hanpumep cepTu-
tukaT BbezonacHocTn. KoHTponb MatepuvanosB NpoBogAT Ha cOOTBeTCTBMe TpeboBaHWAM, yKa3aHHbIM B
crieundukaymax, U Npu ycrnosun ero NoATBEPXAeHWA MaTepuansl JonycKalTes K ucnonb3osaHuwo. Marte-
puarnbl, He COOTBETCTBYHOLWME TpeboBaHUAM, U30MMPYIOT C MOcneayww M BeinonHeHeM npoueayp CMK no
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ynpaslieHN HeCOOTBETCTBUAMMN. PE:IEDELLIQHVIE Ha NpuMeHeHWne NN OTKIMoOHeHWe NMpoBepeHHbIX MaTepranoB
OOIMKHO BbITb OOKYMEHTUPOBAHO.

10.18 ABTOMaTU3NPOBAHHbLIE NpoUecchl

Ecrnv KoMnboTepbl Ny aBTOMaTU3NpPOBaHHbIe CUCTEMBI 0OpabaTKM AaHHEIX MPUMEHSIIOT NPWY U3roToB-
nexdun unn B CMK, nsrotoeutens gomkeH BanvaupoBaTs 1O ons ero npegnonaraemMoro MCrnornb30BaHWs B
COOTBETCTBMM C YCTAHOBIEHHOW npouenypoi. Bce namernenuns MO fomkHel BbiTe BanvaupoBaHbl Nepen ero
npuMeHeHnemM. [JercTBusA U pesynsraThl BanvaaumMm OMKHbI BbiTe JOKYMEHTUPOBaHbI.

CMK onpegpensiet TpeboBaHma No BanvaaLuMM aBTOMAaTU3UPOBAHHbLIX/KOMMNBTEPHBLIX CUCTEM, UCMOMb-
3yembix Nnbo B npoLecce M3rotoeneHus, nubo ana nogaepxku CMK, HanpyMmep cucTeMbl 3NeKTPOHHOIo Ao-
KymeHToODOpOTa.

ITabopatopuu gomkHel obecnednTs HanuM4Me npoueayp Banugauum MO, ncnonb3yemoro Npu N3roToene-
Hum [TMMW, a He Tonbko pesyneTaToB uccnegoeaHunin JIMMA.

Ecnv ncxoaHein Kog v NpoekTHbIe cneuMduKaumm He MoryT BbITk MONyYeHsl, HEOOXOAMMO NOATBEPANTE,
yTo MO cooTBeTCTBYET NpeanonaraeMoMy UCMoMb30BaHMIO.

Mpu ncnonesoBaHum rotoeoro MO u3roToOBMTENM AOMKHBI rAapaHTMPOBaTh, YTO OHO BydeT paboTaTthb
OOMKHEIM 006pa3oM B BbIDpaHHOM NMPUNOXKEHWN.

11 YnpasneHue JIMMW, He cooTBeTCTBYHOLWMMM YCTAHOBNEHHbLIM TPeOOBaHNAM

Warotosutene JIMMW gomkeH ycTaHaBnuBaTh M nogaepxueaTh npoueaypsl B oTHoweHun JIMMW, He
COOTBETCTBYKLUMX onpegeneHHsiM TpeboBaHusam. [Npouenypbl AOMKHbI 0XBaTbiBaTh MOAEHTUMUKALMIO, OOKY-
MEHTMPOBaHWE, aHanu3, OLUEHKY, U30NALuI 1 yTunusauyuw HecootseTcTByOWwMX JIMMW. AHanns BoisiBneH-
HOTO HECOOTBETCTBUS JOIMKEH BKMHOYaThL onpefeneHne HeoOX0AUMOCTM paccnefoBaHUs U YBEOOMIIEHUE OT-
BETCTBEHHLIX NUL. Pe3ynksTaTel aHanM3a v NpuHATbIE MepPbl OOMKHbI ObiTh JOKYMEHTMPOBaHLI. 3roToBuTens
NMMW pomxeH npumeHATs npoueaypsl ynpaenenus JIMMW, He cooTBeTCTBYIOLWWMM YCTAHOBMNEHHLIM Tpebo-
BAHWAM, HA NPOTAXKEHWWN BCEro Npouecca M3roToBMEHWS.

Mpouenypsl CMK gomkHbl onucbiBaTh NOpPAA0K AelicTBMiA no ynpasneHuio JIMMK, He cooTBeTCTBYIO-
LXMW YCTAHOBIEHHbLIM TpeboBaHWsAM, 40 M MOcNne 1x Bbinycka Ansa ucnons3osanus. [IMMW, He cooTBeTcTBY-
lolLiMe yCTaHOBMNEHHbIM TpeboBaHWaM, NpeacTaBnsaoT coboi peareHTsl, HABOPLI peareHToB, MaTepuarnsl 4ns
M3roTOBMEHUS, HE COOTBETCTBYHOLLME cneluduKkaluusamM, 4TO MOXET NPUBECTU K OLUMOOYHBLIM pe3ynsratamM unm
OPYruM HebrnaronpusiTHbIM COBBITUSIM.

Tabopatopusa JIMMW obsizaHa ycTaHaenuBaTb W NOALepXuBaTb npouenypbl U npoueccel, obecneyn-
BawLlMe BbisBNeHWe 1 KoHTponb JIMMW, He cooTBeTCTBYOLLMX onpedeneHHbIM TpeboBaHuaM, U NpegoTepa-
LeHWe UX HenpeaHamMepeHHOro Cnonb3oBaHus. TpeboBaHUA NPUMEHSIOT K Chipbio W OPYrof NpoayKUMn, Nc-
Nnonb3yeMbiM Mpy N3roTOBNeHUU Unu uccrnegoeaHum NNMMW, a Takke K HeaaBeplUeHHbIM paboTam (Hanpumep,
YacTWYHO rOTOBLIM peareHTaM, KOMMoHeHTaMm) 1 K roToromy NAMW.

INaBopatopusa gomkHa paspabortate nNpouenypel no ynpaeneHuw NIMMW, He cooTBeTCTBYHOLWMMK yCTa-
HOBNEHHbLIM TpeboBaHWAM, BKNOYawLWme:

- NAEHTUdUKaLWIO;

- JOKYMEHTaUWIo NPUHATLIX MEp U pe3ynbLTaToB;

- MpOBeAEeHWe aHanms3a v BbiIBNeHWE NPUYKHLI,

- pa3paboTKy AeNCTBUIA N0 YCTPaHEHK HECOOTBETCTBUA U €ro NOCNeACTBUN, a TakkKe KOPPEKTUPYHOLLNX
JeNCTBUIA;

- OLEHKY BbIIBMIEHHbLIX HECOOTBETCTBUN;

- NpaBuna u crnocobbl U30MNALNMK;

- KOHTPOMNb BbINONMHEHUSA pa3paboTaHHbIX MEepPOnNpPUATUIA;

- Bblgady paspelleHus Ha Boinyck JIMMW, oTknoHeHune, nopaboTky, yTUNU3aLMIO;

- MOBTOPHYI NPOBEpPKY nocne AopaboTku;

- yBeOMIEHNE BCEX OTBETCTBEHHbIX NULL.

B [N gormkHbl ObiTh yCTaHOBNEHBI OTBETCTBEHHbIE NALA, KOTOPbIE MMEKOT MOSHOMOYMA MO MPUHATUIO
peweHns no obpawenuio NIMMW, He cooTBeTCTBYIOLWMX YCTaHOBNEHHBIM TpeboBaHusm. B nabopatopun ato
moryT BbITe pykoBoguTens nabopatopuu, cneunanncT no Ka4ecTBy UMK CNeunanbHO Ha3Ha4YyeHHas KOMUCCHS.

JIMMW, He cooTBeTCTBYHOLME YCTAHOBNEHHLIM TpeBOoBaHUAM, MOTYT UCMNOMbL30BaThL, MPUHUMATL UK Bbl-
nyckaTb B MOpsiiKe UCKIKYEHUs nocne ycTpaHeHns HeCOOTBETCTBMS C NocneayoLeld NoBTOPHOW NPOBEPKOR
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Ha COOTBETCTBME yKa3aHHbIM TpeboBaHusaM. Bce npegnpuHaThie AeRCTBUS JOKYMEHTMPYIOT Ana obecneyenns
rapaHTiy BbINoNHeHWss TpeboBaHui He30NacHOCTM M HOPMATUBHLIX TpeboBaHWIA, a TakkKe OTCYTCTBUSA Hera-
TUBHOTO BNUSIHKMA Ha rotoBoe JIMMW.

Ecnu JIMMW, He cooTBeTCTBYlOLLEE YCTAHOBNEHHBIM TpeBoBaHUAM, BLIABNEHO MOCMNe Havana ero uc-
Nonb30BaHUA, TO NMPOBOLAT aHanW3 3TOro HECOOTBETCTBMSA AN pa3paboTku KOPPeKTUPYHOLWX AENCTBURA, B
TOM YMCIE NO YCTPaHEeHWo NOCNeacTBMIA, C YHETOM PUCKOB, BNUSAIOLWMX Ha Ka4ecTBo, 6e3onacHocTb 1 addek-
TUBHOCTL JIMMMK.

MpUHATWME peweHns o 4ercTBusIX B oTHoweHun JIMMW, He cooTBeTCTBYIOLWMX YCTAaHOBMNEHHbIM Tpebo-
BaHWSM, HE0DOX0OMMO OOKYMEHTanbHo oopMUTL, BKMOYas 060CHOBaHME U NOAMNUCE NWLA, pa3peLuaroLero
Bbinyck NMMAMW, Hanpumep: gopaboTka U NOBTOPHOE WUCChefoBaHWe, pa3pelleHre Ha OTKMOHEHME OT 3TUX
TpeboBaHuUi, yTUNM3auusa, cnucaHue Ha nomM u np. NMabopatopusa gonxHa obecneunts, Ytobebl IMMUW, He co-
OTBETCTBYIOLUME YCTAHOBMNEHHbIM TpeboBaHusM, Bbinn oTAeneHbl OT APYTON NPOAYKLMKM B CNEeuMarnbHOR 30He,
YyTOObI NPEOOTBPaTUTL UX HECAHKLWMOHUPOBAHHOE UCMNONb30BaHWe.

HopaboTtky JIMMW, He cooTBETCTBYIOLLMX YCTAHOBMEHHBIM TpeboBaHMAM, BbINOMHAIOT TOMbKO B COOT-
BETCTBUW C YTBEpXAeHHOM paboyell UHCTpYKLUUWER, paspaboTaHHOW C y4eTOM PUCKOB BO3HWKHOBEHWS Hebnaro-
NPUATHBLIX NocneacTBMiA gopaboTku. 3anuck o gopaboTkax coxpaHaT B GNP JIMMK.

12 KoppekTupyowme 1 npegynpexaarolime geMcTeus

12.1 O6wue TpeboBaHUA

WarotoeuTene JIMMW gomkeH ycTaHaBnvBaTh M Nogaepxveartb B pabo4eM COCTOAHWM Npoueypbl pas-
pabotkm KO v NI, ananua pesynstatueHoctn KO W MO, Bepudumkayumm Ttoro, 4to KO WM N[ He okasbiBalOT He-
raTuBHoro BnusaHna Ha JNTMMIA.

12.2 AHanu3 HecooTBeTCTBUNA

HecooTtBeTcTBMA (DUKCMPYIOT B YCTAHOBNEHHbIX hopMax 3anucen npv BbiMONHEHWW paboT:

- no ynpasneHuto JIMMW, He cOOTBETCTBYHLLUMA YCTaHOBNEHHBIM TPeboBaHMAM;

- NPOBEAEHWIO BHYTPEHHWX ayauUTOB;

- NPOBEAEHWI0 TEXHMYECKOrO U MeTponornyeckoro obenyxmeaHus obopyaoBaHuns;

- PACCMOTPEHMIO MOCTYNUBLLMX Kanob;

- KOHTPOJO 3aKynneHHbIX Matepuanos U YCryr;

- paccMOTpEHMU0 Bo3BpalleHHbIx JTMMMU;

- MOHUTOPUWHTY W KOHTPOMO NPOLECCOB;

- KOHTpOMto rotoBbix JIMMMU;

- MOHWUTOPUWHTY YCMOBWIA cpefbl N3roTOBNEHWUS;

- ayguTy TPETbEW CTOPOHBI;

- OLleHKe NoCTaBLUMKOB;

- aHarnuay co CTOPOHbI PYKOBOACTBA,

- YrpaBneHuio pUcKkamu;

- U N0 OPYrMM UCTOYHUKaM.

[aHHble 0 ka4yecTBe MPUMEHSAT ANA BbIABNEHWS CYLLECTBYHLUMX W NOTEHUMAMbHBIX NMPUYMH HECOOT-
BETCTBMI, OTHOCALMXCA K KadecTBy JIMMW. Npu noBTOPAKLLMXCA HECOOTBETCTBUAX CreayeT UCMOoMb30BaTh
cTatucTnyeckyro 06paboTKy OaHHbIX.

AHanus HecooTBETCTBUIA MPOBOGAT NyTEM PACCMOTPEHUA:

- 3anncei, KacarmLWmMXca BbIABNEHHOIO HECOOTBETCTRUS;

- KOMNOHeHTOB 1 cocTasa JIMMW, BknoyatoLmx KOHKPETHbIE peareHThbl, 000pya0OBaHUE;

- MecTa BbIABNEHWsi HECOOTBETCTBUSA;

- 06CTOATENBLCTE BhIABMNEHUA HECOOTBETCTBUSA;

- PUCKOB NPUYNHEHUS Bpena, CBA3aHHOIO ¢ HECOOTBETCTBUEM;

- NoCNeacTBUA BbIABMNEHHOTO HECOOTBETCTBUS;

- NepeyYHs OTBETCTBEHHbIX NNL;

- OOKYMEHTHMPOBAHHOIO MNopsaaKa BbINONHeEHUA paboT;

- B3aMMOJEeNCTBYOLLUX NPOLECCOB;

- CTAaTUCTUHECKMX OaHHbIX NO paHee BbiIBNEHHbIM HECOOTBETCTBUAM 1 ApP.
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[ns npoBegeHus aHanWsa HeCOOTBETCTBUIA creayeT NPUMEeHATbL CTaTUCTUYEeCKUi MeTod Ons oto6GpaH-
HOW Ha OCHOBEe aHanuaa pyUcKoB Bbibopku. Hanpumep, BbiGopKka AaHHbIX AN KOHTPONsa KadecTea 3a 30 gHen
AomxHa BbITb OCHOBaHa Ha AOCTOBEPHON cTaTUCTUYeCKon 06paBoTke U ABMATLCA CTATUCTUYECKM 3HAYUMOA.

12.3 OnpegeneHne NpMYUH BO3ZHUKHOBEHUSA HECOOTBETCTBUN

Onsa p33p86DTKM KO HEOGXO,EIMMO onpegennutb NpuU4MHy BO3HWKHOBEHMA HECOOTBETCTBKMA, KOTOpadA
OO0ImKHa BbITh ccbopmynMpOBaHa nocne npoeegeHnAa aHanni3a HeCoOTBETCTBUA, @ HE OCHOBbIBATbLCA Ha Cyf)'b-
€KTMBHOM MHEHWK.

MpumeyaHue — MNpUYMHA BOZHUKHOBEHUS HECOOTBETCTBUA «YENOBEYECKU hakTop» He ABMNSETCH npuemne-
Moi. Heobxognmo OTBETUTL Ha criedytoliMe BOMpOChl: Kakasa npouedypa He Bbina cobntogeHa? aBnseTcs Nv npouenypa
LOOCTYMHOW, MOHATHON ANA NepcoHana? npoxogun N NepcoHan AocTatodHoe obydeHne? CooTBETCTBOBAMM N YCIOBKA
cpenbl U3rOTOBMEHUS? 1 Ap.

CnepgyeT Mcnonb30BaTh COOTBETCTBYILIMIA MeTod aHanuaa Ang onpefeneHust NpuyYuHbl HECOOTBET-
cTBMA (NpUMep npusBeeH B Tabnuue 3).

Mpumep —Ta6nuya 3

Konuvyecmeo npednonazaembix MpUYUH 803HUKHOBEHUS! Mpednazaembiti Memod aHanu3a NPUYUH
Hecoomeemcmeauli
OdJdHa npuyuHa Mamp «nodyemy?»
Heckonbko npu4uH Huazpamma Mapemo
HecKonbKo CNOXHBLIX MPUYUH Hfuazpamma Ucukassbi

Bbl60p MeToda aHanma3a npn4ynHbl BO3HMKHOBEHWA HECOOTBETCTBUA OOITKEH ObITb OCHOBAH Ha CITOXHO-
CTHU CUTYaumu 1 ypoBHE PUCKa HECOOTBETCTBUA.

AHanuz NMPU4YMH peKoMeHOyeTCA OCYLUeCTBIIAThL rpynnoﬁ Ny, 3anHTepecoBaHHbIX CTOPOH, YTO NO3BOJIA-
€T y4NTbIBaTb CTOPOHHWE TOYKK 3PpEHUA.

lpumep — lNpumeHexsue Memoda NAMb «noYemMy?»
Hecoomeemcmeue: nabopaHmka nopezana naney o6 ocmpelil Kpai uHcmpymMeHma (cMm. maénuuy 4).

Tab6nuuya 4

Bonpoc CchopmynupoeaHHas npuduHa

Movyemy mexHuk nopezana naney? OHa npoeena nanblUeM o 0CIMPOoOMY Kpar UHCMpyMeHma

Moyemy oHa npoeena nanbuyem no ocmpomy | fee npuyuHbI:

Kparo uHcmpymeHma? - Ha UHCmMpyMeHme umMeemcsi ebicmynarouwjull Oomkgpbi-
mbIi ocmpsbiil Kpatl;

- @ paboyell 30He MHO20/THOOHO U MECHO

Moyemy Ha uHCMpyMeHmMe umMeemcs ebicmynar- | M3zomoeumens domxKeH aHecmu U3MeHeHUs1 8 KOHCIMPYK-
wuli omkpbIMbIlt ocmpbit kpai? Uuro UHCMpymMeHma

Moyemy Ha paboyeM Mecme MHO20MH00HO U mec- | Padom Haxodamcsa dpyaue UHCMPYMeHMbI, PacrosIOKeH-
Ho? Hble e6nu3u om JIMMU

Moyemy no6nuzocmu Haxodamcsi Opyzue uH- | PaBouylo 30HYy nabopamopuu Heob6xodumo pacliupumes
CMpYyMeHMbl, PpacnonoXeHHbie CAUWKOM 61u3Kko?

3aknovyeHue

Ecmb dge npuyuHbi @03HUKHOBEHUS HECOOIMBEMCMaus.

Pazpa6omaHHbie K[ dna ycmpaHeHUs1 NpuyuHb! cnedyrowjue:

a) Heo6xo00UMO U3MeHUMb KOHCMPYKY U UHCIMPYMeHma, Ymo6bb! ycmpaHume ocmpbil kpad;

6) pabouyyro 30Hy Heobxodumo pacwupums, 4mobbl obecnedums docmamoyHoe npocmpaHcmeo ons
pabomsl.
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Helticmeusa no ycmpaHeHU Hecoomeemcmeus (Koppekuus):

1) noka He 6ydem nonyyeH Ho8bIlU UHCMpPYMeHmM, Heo6x0dUMO Hakneumse Ha ocmpkIll Kpal UHCMpyMeHma
neiikonnacmesipb;

2) uameHumMb KoHghuzypauyuro paboyezo npocmpaHcmea, Ymobkl obecneyums docmamo4yHo Mecma ons
pabomsl.

12.4 Mepbl No ycTpaHEHWUIO HECOOTBETCTBUN

I'IpM BbIABNEHNN HECOOTBETCTBMA MOTYT NMPUHUMATLCA CrnefyrloLune Mephbl:

- OENCTBMA NO KOppekKUuun — onepaTtuBHbIE OencTBus, npeanpuHuMaemMble Ond YCTpaHeHWUA Henocpen-
CTBEHHO HECOOTBETCTBUA;

- KLl — pencteung, DaSpaGOTaHHbIE ona ycrpaHeHuA npu4mnHbl HECOOTBETCTBMUA, 4yToObI OHO DonbLlue He
NMOBTOPWUIIOCH;

& Flﬂ, — OencTBeuns, paSpaGOTaHHbIB AnAa npenoTepalieHna BO3HUMKHOBEHKA NOTEHUMANbHONo HECOOTBET-
CTBMA OO0 TOrO, Kak OHO HpOMSOﬁ,D,ET.

Mpumep — Hecoomeemcmeue: nabopaHmka rnopesana nasey 06 ocmpsbiil kpal UHCMPYMeHma.

Helicmeus no ycmpaHeHuro Hecoomeemcmaus (Koppekyus):

- noka He 6ydem nony4eH HO8bIlU UHCMPYMeHM, Hakieldme KYycOK moscmol feHmbl Ha ocmpbil kpat
uHCMpymeHma.

PazpabomanHbie K[ dna ycmpaHeHusi NpuYuHsb! crnedyroujue:

a) 3ameHa Ha uHcmpyMeHm 6e3 ocmpbIX Kpaes.

6) nposepka ecex ocmanbHbIX UHCMPYMEHIMO8 Ha Haluyue ocmphbIX Kpaee u 3aMeHa Ha uHcmpymeHm Ge3s
ocmpekIx Kpaee.

Pazpa6omatHsie IN[ dnsa ycmpaHeHus npuyuHbl cnedyroujue:

- npogodume pezynspHbie npoeepku 0N ycmpaHeHUss 0CMpPbIX KPOMOK, npexde yem pabomHuk nabopa-
mopuu noay4um mpaemy.

12.5 Pe3aynbTaTMBHOCTb BbIMOMHEHUSA KOPPEKTUPYIOWMWX U Npeaynpexnaklumnx oeicTBUIn

Heobxogumo rapaHtupoBatk, 4Tobbl KO v M 661y pesynsTatuBHbI M HE OKa3biBanu HEraTMBHOIO BMW-
AHWA Ha rotosoe JIMMI.

PaspaboTaHHbie mepbl (K[ v 1) cnegyeT cornacosaTh, YTBEPAMTb U KOHTPONUMPOBATL B COOTBETCTBUN
c npouenypon CMK.

Ons paspa6otkn K, Tpebyolwmx BHeECEHUS U3MeHeHnn B gokymeHTsl CMK, pekomeHoyeTca onpene-
NUTb, KakuM o0bpa3om oHu ByayT peanuaoBaHbl. Hanpumep:

- Heobxoaumo nu paspabotaTte NKn nepecmoTtpeTb A7

- TpebyeTtca nu obyyeHne nepcoHana?

- TpebyeTcs N BHECEHWE OONOMNHUTENbHbIX M3aMeHeHun B CMK?

- cnegyeT N OLlEeHMBAaThL B3aMMOCBA3aHHbIe NPOLECChl HAa NpeaMeT Hanu4yus aHanorMyHbiX HECOOTBET-
CTBUI, 4TODbLI NpefoTBPaTUTL MX NOBTOPEHUE?

BHocuMble M3MeHEHWUSI JOMKHBI COOTBRETCTBOBATh NMpoLllefypamM KOHTponsa uaMeHeHuid CMK 1 gormkHbl
YYNTbIBATb PUCKW, KOTOPbIE MOTYT BO3HWKHYTh NpW BbinonHeHun K.

12.6 PacnpocTtpaHeHue uHopmauum

JlaBopaTtopumn HeobxoAMMO pacnpocTpaHuTb MHOPMAaLMK, KacaloLlyca NpobnemM ¢ Ka4ecTBOM, a Tak-
*e o IMMW, He cOOTBETCTBYHOLLMX YCTAHOBMNEHHLIM TpeboBaHuAM, cpedn NuUL, OTBETCTBEHHLIX 3a obecnedve-
HWe KadecTBa, U Cpean Apyrinx 3auHTEPECOBaHHLIX CTOPOH. Heobxogumo obecneynTs, YTobObI ObiNa JoBeAeHa
WHOPMaLMa 0 TOM, YTO MPOM3OLUNO, Kakue OeNcTBusA Bbinu n/unv ByayT npeanpuHATL ANS Koppekuun, a
TaKke o paspabotanHbix KO v M0.

MpumevyaHnune — Cnegyer paccMOTPETb BOMPOC O AOMNONHATENBHOM 00y4eHUn 1, ecnv HeobxogMmo, onpeae-
NWTb, KTO OOMKEeH NpoiTi obyyveHune. Peaynetatel oByyeHns gonmxHbl 6uiTe Hagnexawmum obpa3omM OOKYMEHTUMpPOBaHbI,
noafdepKuBaThes, ObITh AOCTYMHLIMU AN npoBepku. OByyeHue JomkHO BbITh 3aBepLIEHO A0 Toro, Kak nepcoHany byget
pa3peLleHo BbINOMHATE paboTy.

OTYeT Mo BbISIBNEHHLIM HECOOTBETCTBUSAM U paspaboTaHHbIM KOPPEKTUPRYIOWMM Mepam, a TakKe oLeHKa
peaynstatueHocTy KO 1 M AomkHbl BbiTb paccCMOTPeHbl B pamMKax NpoBeAeHUs aHanuaa co CTOPOHbI PyKO-
BoACTBA.
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13 KoHTpOonb MapKUpPOBKU N YNaKOBKMU

13.1 O6LWmre nonoxeHns

Hapnexaluve mapKupoBKa WM ynakoBKa BaHbl Ana naeHtudukaummn v sawmntsl JIMMW. JomkHbl BbITh
npoueaypbl, rapaHTUpyoLMe NPaBUibHOCTb BbIMOMHEHWS STUX OENCTBUNA.

13.2 MapkuposBka JIMMA

WarotoButens JIMMW gomkeH ycTaHaBnNUBaTe W NogaepXuBaTh NpoLedypbl KOHTPOnNs AesTeNbHOCTU Mo
HaHeCEeHWI0 MapKUPOBKK, BKITOYaKOLWMe:

a) NpoBepKy LenocTHOCTU 3TUKeTOK. OHKM JOIKHbI BbiTh HANeyaTaHbl U MpUKpenneHbl Tak, 4Tobbl ocTa-
BaTbCA pa3bopyYMBLIMKA M MPUKPENNEHHbIMU B 0BbIYHbIX ycnoBusax obpaboTkm, xpaHeHus, obpalleHuns, pac-
npegeneHnst u NpUMeHeHns;

6) NpoBepKy cogep>aHUs MapKMPOBKWU. HocuTenu MapKMpOBKW HE OOMKHbI ObITb NepefaHbl Ha Xpa-
HEHWE UIK KMCMNoMb30oBaHWe A0 TeX Mop, NOKa OTBETCTBeHHoe(ble) nuuo(a) He NpPoBepUT(AT) NPaBUNBHOCTL
MX coOep¥aHusa (CpoK rogHOCTM, HOMEP MapTUM, MHCTPYKUWKU MO XPaHEHWH, UHCTPYKLMKM MO 3Kchnyatauum
M Op.); 3annucK No NpoBepKe COAEPXaHWs MapKUPOBKM OOMKHbI BKMKYATL Aaty M nognuck nuua (nuy), mx
npoBoguBLLEro(mnx);

B) NpOBepKy XpaHeHus mapkuposku. MarotoButens JIMMW gomkeH xpaHnTb HOCUTENb MapKUPOBKK Ta-
Kum obpasom, 4Tobbl 0becnevynTs NpaBUNBHY MOEHTUMUKALWIO U NpefoTBpaTuTs nepecoptuly NAMU;

r) KOHTpOINb HaHeceHua MapkupoBku. Narotoeutens NIMMW gomkeH KOHTpONMPOBaThL oNepauun No Mmap-
KMPOBKE W YNakKoOBKe, UCNOMb3yeMble ANS KaXO0W U3roTOBMEHHOW eANHULbI, NapTuu;

4) Homep naptun. MNMpu HeobxoanMOCTK omkeH BbiTh ykasaH Ha JIMMW vwnu conpoBoguTenbHbIX OOKY-
MEeHTax Npu TPaHCNOPTUPOBaHUK (pPacnpoCTPaHEeHUN).

KoHnTpons mapkuposku JIMMW HauynHaloT ¢ npouecca M3roTOBNEHUA W 3aKaHYMBaKT TPaHCNoOpTUpPOBa-
Huem JTMMW gna ucnonb3oeaHua. MNMpoeepka cobnogeHua TpeboBaHWA K LLeNOCTHOCTM 3TUKETKU, NpaBunam
XPaHEHWUS U KOHTPONK WHMOpMAaLMWN OTHOCUTCH KakK K MOTpebuTenbCKOW, Tak M K TPAHCMOPTHOW ynakoBke
NTMMW, roe aTo NnpUMeHUMO.

OTUKETKMN JOMKHbI BbITh paspaboTaHbl M NpoOBepPeHbl HA COOTBETCTBUE CNOCOBHOCTU COXPaHAThL LIeNnocT-
HOCTb W YCTOMYMBOCTb K UCTUPAHWIO MPW U3rOTOBNEHWU, XPaHEHUN U ncnonb3oBaHWK. Kaxayo napTuio uaro-
TOBMEHHbIX 3TUKETOK CrieayeT NpoBepsAThL Ha CooTBETCTBME TpeboBaHusaM cneundukaumn,

OTUKETKN crnedyeT XpaHUTb B YCTAHOBMEHHbLIX U MOEHTUULMPOBAHHBIX MEeCTax XpaHeHWUs. JTUKETKU
TIMMW moryT SBNATLCA YaCThO 3anncei (DoKkyMeHTamun) KoHKpeTHol napTtumn JIMMW. 3TukeTku MoryT narotae-
nueaTb «no TpeboBaHuo» (T. e. B MOMeHT uarotoeneHus JIMMW). MpoBepky MapKMpoOBKU MOTYT NPOBOAWUTH
MyTEM CpaBHEHWs M300paKeHUsl YyTBEPKOEHHON 3TUKETKWN C PaKTUHECKOM.

13.3 Ynakoeka TIMMU

Warotosutens JIMMW pgormkeH rapaHtvpoBaTtk, 4to ynakoska JIMMW cnpoektupoBaHa M U3roToBneHa
Tak, 4Tobkl 3awuTuTs JIMMW oT noBpexaeHWin B YyCNOBUAX XpaHEHUS, NepeMelleHNs U UCMONb30BaHMWS.

14 O6paweHue JIMMU

TlabopaTopusi gomkHa paspaboTaTth TpebosaHnua K obpaweHuio JIMMW — ux ycTaHOBKE, MCMONb30Ba-
HWIO, XpaHEHWUID U TpaHCNOPTUPOBaHUIO AnA obecnedyeHnsa coxpaHeHusa xapaktepuctuk TMMIA.

14.1 O6paweHue

Warotoeutens NIMMW gomxkeH ycTaHaenvBath 1 cobniogaTth npouenypsl, rapaHTUpyloLmne, 4To npy ob-
paweHun NNMMW obecneunBaeTcs 3awmTa OT NOBPEXAEHUS, 3arpa3HeHUsa Uy Opyrux HebnaronpusaTHbIX BO3-
OENCTBUA.

WM3aroToBuTenu peareHToB 1 060pyaoBaHus ONs AMArHOCTUKM in vitro AOMKHbLI UMETb MapKUpyHoLLMe Unu
apyrue cpegctea onsa o6o3HadeHWs cTatyca NnpoaykKuum, Hanpumep:

- rogHble JIMMW, koTopble MOXHO MCNONb30BaTh;

- bpakoBaHHbie NIMMW, koTopble He AONycKaeTcs UCMoNb30BaTh;

- HesaBepLUEHHYIO NPOOYKUMIO, KOTOpas ellle He roToBa K UCNOoNb30BaHNIo.
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MecTa pasmelleHuns (Msonauum) NMAMW, umewnx pasHbie cTaTycbl, MApKUPYIOT COOTBETCTBYHOLLMM
obpa3om, B TOM YMCre U ¢ MOMOLLbI0 MapkUpPoBKK HenocpeacTeeHHo JIMMA. Mpoueaypsl, a Takke NOrmMcTu-
Yyeckue MapLUpyThl JOMKHBI rapaHTUPOBaTh, YTO NepenyThiBaHWe NPoOyKLUMK ManoBEposiTHO, a peareHTbl U
obopynosaHve ansa JIMMW xpaHaT Hagnexalum o6pa3oM 1 3alULLIeHb! OT NOBPEXOEHUs. XpaHeHus peareH-
TOB Ha pasnuuHbIX CTAOUSIX M3rOTOBMNEHMS HA Pa3HbIX MOMKaxX B XONOAUMNbHUKE MOXET BblTb HEAOCTATOUYHO.
HeobxoauMo XpaHWTL peareHTbl TakuM 06pa3oM, YTOObI UCKMIYMTL BEPOSATHOCTL MX NepenyThiBaHus.

14.2 XpaHeHue

WMarotoeuTens JIMMW gormxeH yctaHaBnueaTtb U NOAAEPKMBATL NpoLedypbl KOHTPOMS MeCT XpaHeHUs U
cknagckux nometleHnin ana NIMMW, ytobbl npegoTBpaTUTL MX NepenyThiBaHWE, NOBPEXAeHWe, 3arpsa3HeHne
unu opyrve HebnaronpuATHbIE NOCNeOCTBWA HA 3Tane xpaHeHus rotoesix JIMMW nepen ncnons3oBaHuem nnu
TpaHCNOpTUPOBaHWEM, a Taloke rapaHTUpPoBaTh OTCYTCTBME BO3MOXHOCTU npumeHeHus JIMMW c ncrekwmnm
cpokoM rogHocTK, BpakoBanHbix JIMMW. Ecnu kavectso JIMMW co BpemeHeM yxyallaeTcs, UX cnegyeT xpa-
HUTb TakuMm obpasoM, 4Tobbl obecneunTs Haanexally poTauuio 3anacos.

NabopaTopusa gomkHa obecnedynTb UCNONb30OBaHWE UKW TpaHcnopTuposaHue JIMMWA, npoweawero Bbl-
XOOHOW KOHTPOMb W paspelleHHOoro K BeiMycky. [Npoueaypbl KOHTPONS MeCT XpaHeHUs U CKNaAcKMX nomelle-
HWUIA OOMXHbI obecneuynTb:

- cobngeHe COOTBETCTBYIOLLErD TEMMNEPATYPHOTO PEXMMa U BMaXHOCTH;

- YKa3aHue Ha 3TUKeTKax cpoka rogHocTy;

- Hanu4Me OOKYMEHTOB, pa3peLlatoLlnX UCNoSb30BaHUe peareHToB C NCTEKLWIWUM CPOKOM rogHOCTH;

- 3anacsl IMMW, cooTBeTCTBYIOWME CNeuMduKauuam B TEHeHWEe CPOKa rogHOCTMU.

Lns Hagnexallero XxpaHeHusi peareHToB U/unu oBopyaoBaHWSA, a Takke Cpoka ro4HOCTY BO3MOXHO Npo-
BE[lEHWNE WCCefoBaHus cTabunNbLHOCTU AN onpefeneHns NoaxoasaWmnx Mana3oHoB TeMnepaTypbl U BNax-
HOCTH.

14.3 TpaHcnopTupoBaHue

Warotoeutens NMAMW gomxeH ycTaHaBnvBaTh M NoggepXuBaTbk npouedypbl KOHTPOMS M TpaHCnopTu-
poBaHus rotoBbix JIMMW, ogobpeHHbIX K Beinycky. Ecnu npurogHocts JIMMW Kk ucnons3oBaHuio unm ero Ka-
4YecTBO CO BpeMeHeM YxyalawTcs, npouefypbl OOMKHbI rapaHTupoBath, 4To JIMMWM ¢ ucTeKwMm cpoKom
rogHOCTW UIK C HECOOTBETCTBYHLLMMKW XapaKTepucTUKaMM He TPaHCMOPTUPYHOTCH.

WMarotosutens JIMMW gomkeH Bectu 3anuck o Beinycke NIMMW, koTopele BkNOYawT UNK cobinatrTes:

- Ha HAaMMeHOBaHWe CTPYKTYPHOro NogpasfeneHuns, kyga beinm TpaHcnopTuposansl JTIMMMA;

- UOEHTUMUKALMI0 U KONMWYECTBO OTrpyXeHHbIX MMM,

- OaTty oTnpaBku;

- HOMEep napTuun.

HecmoTtps Ha To 4To JIMMW npumeHsioT Tonbko B nabopatopuM, KOTopasi MX W3roTaBnuBaeT, U He OT-
npaensawT B apyrue mecta, kaxgomy JIMMW gonxeH BbiTb NpucBoeH HoMep naptun. Homepa naptuin obe-
cnevyMBarT MEXaHW3M OTCIMEXWBAHWA KaXKQ0ro peareHTa OT U3roTOBMEHNA OO MCNOMb30BaHWA WU B OTHETax o
pesynsratax uccnenosaHus. MNpaBuna co3gaHusa v MPUCBOEHUA HOMEPOB NapTUil OOMKHbI BbITh JOKYMEHTU-
pPOBaHbI.

Kpome Toro, komnoHeHTbl JIMMW cnefyet Mcnonb3oBaTh TONbLKO B TeYeHWE CpOKa rOAHOCTU, onpede-
NEHHOro B pe3ynbTaTe uccnenoBaHnsa ctabuneHocT, 1 Toneko Tex JIMMW, koTopele nccnegoBaHbl, 0AobpeHsl
M MOryT BbITb MPpUMEHEeHbl ANA uccnegoBaHns nauneHToB. MoxeT notpeboBaTtbecs perucTpalmns Homepos nap-
T NTIMMW, koTopble NPpUMeHSIOT AN NposeaeHus nccneposadus. Ona MM Heobxogumo BecTM 3anucu, oT-
cnexuBaroLlne Mecta XpaHeHusl, 4aThl XpaHeHWs U ucnone3osaHus, konudecteo JIMMW, a Takke o Tex nuuax,
KOTOpLIM ObINK NpefocTaBneHsl pesyneratel JIMMA.

14.4 YcTaHOBKa

MarotoButens NIMMW, koTopoMy npenbsBneHsl TpeboBaHWs K yCTAHOBKE, AOIMKeH paspaboTtaTe v noa-
[epXuBaTh COOTBETCTBYHLLME MHCTPYKLWUKM NO YCTaHOBKE M NpoBepke paboTocnocobHOCTK, a TakKke, Npu He-
0bxoaMMOoCTK, NpoLefypbl NPpOBedeHUS UCCneaoBaHuii. VIHCTPYKL MK OOMKHLI BKMKOYATE yKa3aHus no obecne-
YeHUIo NpaBunbLHOM yctaHosBkW. Marotoesutens JIMMW gonxeH pacnpocTpaHaTe MHCTPYKUuuK Bmecte ¢ JIMIMIA
Wnu MHbIM 06pa3oM NpefocTaBnNATL UX cneyuanucTaMm, yctaHaenusatowmm JIMMIA.

Cneuwnanuct, yctaHasnusawwunin JIMMW, nomkeH rapaHTMpoBaTh, YTO YCTaHOBKA, NMpoBepka v Heob-
XOOMMbIE UCCNeaoBaHUs BbINMOMHAKTCA B COOTBETCTBMM C MHCTPYKUMAMKW M NpoueaypaMu U3roToBuTens, a
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TaloKe JOKYMEHTMPOBaThL NPOBEPKY M Nobbie pesynbTaTkl MCCNefoBaHui, YTobbl NPOAEMOHCTPMpOBaTh npa-
BUMBbHYIO YCTAHOBKY.

Ecnn UMW TpebyeT yCcTaHOBKM, HAaNpuMep YCTAHOBKW (3arpy3kv) peareHToB B aHanusartop, To Heob-
XOAMMO Hanuive WHCTPYKLUMUW, NOAPODHO onuckiBalolLerd OJeACTBUS NOo yCcTaHOBKe. Kpome TOoro, MHCTPYKUNUS
AOMKHA OMUChIBATh NPOBEPKY KayecTBa, rapaHTUpYIOLLY0, YTO YCTaHOBKa BbiMoNHeHa npasunsHo. flabopa-
TOPMSA [OIBKHA BECTW 3anucK, 4To6bl NPOOEMOHCTPUPOBATL NPABUMNBHYI YCTAHOBKY U COOTBETCTBUE YCTAHOB-
nenHoro NMMMMW TpeboBaHusaMm.

B nabopatopun gonxHbl GbiTh NpoLeaypbl, OXBaTbiBAKLLNE BCE acnekTbl 0OpalLleHns (Mcnonb3oBaHue,
YCTaHOBKY, XpaHeHWe, TPaHCNOPTUPOBAaHWE) HA BCex 3Tanax M3roToBneHus n cpoka cnyxosl IMMW. Nlabopa-
TOpUA [OIKHA rapaHTUpoBaTk, YTO ANA UCCredoBaHUA NauMeHToB UcnonbayT Tonkko Te JIMMW, koTopbie
paspelleHbl K MPUMEHEHWUIO B COOTBETCTBUM C [2].

15 YnpaBnenwue 3anucamu JIMMU

15.1 ¥YnpaBneHuve 3annucamn aenaetcsa BaxkHbiM acnektom CMK. B 3anucax npenoctaBnsioT cBUAETENb-
CTBa TOrO, 4TO KOHKPEeTHbIN npouecc Obin BbINOMHEH, @ Takke pesynbrTaTthl (OyHKLUOHWPOBaHMWS 3TOr0 Npo-
Luecca.

15.2 TpeboBaHUA K XpaHEHUKD

3anucu criegqyet XpaHUTb B YCTAHOBITIEHHOM MeCTe, K KOTOPOMY MMEeRT OO0CTYN YNONMHOMOYEHHbIE Nnla.
3anucu OOIMAHbI ObITb pa360p‘-|1/IBbIMM N XpaHUTLCA Tak, YyTODOBI CBECTU K MWUHUMYMY NOop4yy U NpegoTBpaTtnuTb
MX NoTepro. SEiFWICM, XpaHAaWwKecAa B aBTOMAaTU3NPOBAHHLIX CNCTEMAX OGDGGOTKM AaHHbIX, NognexXxaT pe3eps-
HOMY KONUpOBaHWUIO.

38I'IVICM, KOTOpPbIE M3rOTOBUTENDb CHUTaET KOHq:JI/I,D,eHLIMaHbeIMM, MOTyT BbITh PacKpbITbl B COOTBETCTBUN
c [3].

Bce 3anucu cnenyet XpaHUTb B TedeHuWe nepuoa BpeMeHUW, COOTBETCTBYHOLLETO CPOKY cny>|<6b| J'II/IIVII/I,
HO He MeHee OBYX neT C gaTbl BbiNyCKa. 3anMcy MOXHO XPaHUTb BHYTPU J'Ia6ODEiTOpHOFO noMeLleHna unn
CHapy>xu.

15.3 ®ann IMMU

WarotoButene gomkeH Bectu dann NAMW (PNMMWN) 1 rapaHTupoBaTth, YTO KaxObld JOKYMEHT W/unu
3anuck ®ITIMMW nogroToBneHsl U yTBEPKOEHDI.

®NMMW — npouenypbl M 3anncK, KOTOpbIe MPUMEHSIIOT NMPW BLINOMHEHWW BCEX NMpoleayp, HeobxoauMbIx
ans npoektuposaHunda 1 uarotosneduna NIMMW. JokymeHTel v doopmbl 3anucen JIMMW, exooawmx 8 ITMMA,
aBnAwTCA gokymeHTamu CMK.

®NUMW onsa kaxgoro Tuna MW gomkeH BKNOYaTh MNW yKasbiBaTb MECTOHAXOXAEHWE CreayloLLen uH-
chopmaymu:

a) cneundukauum JIMMW, Bknovas COOTBETCTBYHLUME YEPTEXM, CXEMbI, Cneundukalum KOMNOHEHTOB
n MNno;

6) cneyndmkaLun NpoLecca U3roTOBNEHWA, BKITOYAA COOTBETCTBYHLUME XapakTepucTuku obopynoBa-
HUS, MHCTPYKLMW MO N3FOTOBMEHMIO U MapamMeTpbl YCNOBUIA Ccpefdbl N3rOTOBNEHUS;

B) Npoueaypbl KOHTpons 1 obecneyveHus kadectea JIMMW, cneyndukaynm, BKNoYasa KpUTepUn NpueMkim
U ucnonb3yemoe obopygoBaHue Ana obecnevyeHMa Ka4yecTsa;

r) cneundpmrkaLmm ynakoBKM 1 MapKMpoBKH;

4) npouenypbl U MeTogbl yctaHosku JIMMU.

PNMNMW copepxat cneundpukauyum JTIMMW, nudopmaunio o NpUHAANEKHOCTAX, MApPKMPOBKE U YNakoB-
Ke, a Takke nornHoe onvcaHue npouecca marotoeneHns JTMMW, a Tawke Bknwo4aloT cneundukaym ans no-
MELLLeHWI, cpenbl M3roToBNeHns 1 0bopyaoBaHWMA Ansl M3rOTOBMNEHUA. [TOMUMO TEXHUHYECKUX XapaKTepUCTUK
NIMMW ®JTMMW copepuT OOKYMEHTbI, OXBaTblBaloLWMe TUMUYHbIE ONepaunn U3roTOBNEHWs, TakMe Kak:

- 3aKyrnka maTtepuarnoB W YCnyr;

- cbopka Unu N3roToBMNeHue;

- MapKMpOBKa;

- NPOBEAEHME UCCNEeLOBAHUS;

- YMaKoBKa;

- YCTaHoBKa, rge 31o NPUMeHUMO;

- cTepunuaauuns, rae ato NPMMEHUMO.
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DINMU aBnsetca yacTblo gokymeHToB CMK 1 cogepxuT:

- aKTyansHyt nHgopmauuo o NMIMMUN;

- Tekywme BapuaHThl ucnonHeHus JMAMA;

- 4aty BbINycKa W yTBEPHOEHWS;

- MHbOpMaUMK ONAa npeanonaraeMoro nonb3oBaTens.

OITUMW moxeT BbiTb ykazaTenemM OOKYMEHTOR, a He hM3ndYeckumM hannnomM Unu KOMMNIeKkTOM KOHKpeT-
HbIX OOKYMeHTOoB. [1penMmMyLLecTBO Takoro nogxoda B TOM, YTO AOKYMEHTLI HEe HYXHO KOMMPOBaTh U XPaHUTb B
cneyunanbHbix hannax. SJIMMU MoxeT ngeHTUULMPOBaTL JOKYMEHT MO KOHTPONUpYeMoMYy HOMepy, Hanpu-
Mep Wudpy AOKYMeHTa, HOMEpY YepTexa.

Mpumep — Codepxumoe dokymeHma PIIMMU:

a) o6wue ceedeHus o JIMMU:

- npednonazaemoe(bie) ucnons3oeaHue(s),

- mexHUYecKue xapakmepucmuKu u npuryun pabomel,

- (hYHKUUOHaNbHbIE XapaKmepucmuku,

- napaMempbi OKpyKaroujel cpedbl U HadexHOCMb,

- yepmexu u cneyughukayuu KOMMNOHEHMoe, Y3106 U C6OPOK,

- cneyucdbukayuu UMy crucok uHzpedueHmos,

- cocmaebl/KoMno3uyuu,

- xapakmepucmuku [10,

- Xapakmepucmuku 6e3onacHocmu nosib3oeamens;

6) onucaHue npoyecca U32omosJIeHUs:

- 6nok-cxembl npoueccos,

- CXeMbl MEeXHOI02U4eCcKUX/cBOPOYHbIX NUHUL,

- o6opydosaHue, UHCMPYMeHMbI, (hopMbl,

- napaMempsi cpedbi U320MOE IeHUs,

- npouedypkl Hacmpotku JTAMHU,

- paboyue UHCMpPYKYUU,

- npouedypbl obcnyxueaHus o6opydoeaHuUs;

8) npouedypk! U cneuuchukayuu obecneyeHus kayecmea:

- npouedypkl oHUcmMKU, ecnu npumeHumo Kk JIMMH,

- npouedypbl 3aKyrnok,

- npouedypa OueHKU NocmasiuKoe,

- npouedypa KOHMPOJIST MapKUPOBKU,

- npouedypa noeepku/kanubpoeku/npoghunakmuydeckozo obcnyxusaHus obopydoeaHus 05l KOHMPOs,

- NnaHbi KOHMPOJIA, UHCMPYKUUU U KpUmMepuu npueMxu exo0H020, BHYmMpUurnpou3eodcmeeHH020 KOHMPOo-
s, a makxe koHmpossa 2comoesix JIMMWA u uccnedoeanuitl JIMMHA;

2) xapakmepucmuku yrnakoeku U MapKUupoeKu:

- yepmeXxu U xapakmepucmuKu yrnakoeku,

- npouedypbl ghacosKu/yrnaKosKu,

- AMuUKemMKuU/4epmexu MapKupoeKu,

- UHCMPYKYUU Mo 3KCRayamayuu, UHCMPYKUUU rno npumMeHeHur;

d) cneyugbukayuu no ycmaHogke, mexHuU4YecKkoMy obCiyKueaHuro, ecriu MPpUMeHUMO:

- XapakmepucmuKu U UHCMPYKYUU 110 ycmaHoeKe,

- UHCMPYKUUU Mo mexHu4eckomy obcryxueanuro,

- mexXHUYecKUe Xapakmepucmuku U UHCMPYKYUU Mo obcnyxusaHuro.

15.4 3anucu naptuu JIMMU

M3roToBuTens IMMW gomkex sectu 301 MMM

WaroTtoBuTens IMMW nonxkeH ycTaHaBnuBaTh U NOAAepXKMBaThL Npolenypbl, obecnevnBatolive cobnio-
aenuve 3IM NTIMMW gns kaxgon naptum unu eguHnusl JIMMW, ytobel npogeMoHcTpupoeatsk, 4to JIMMIA naro-
ToBneHo B cootBetcTBUM ¢ PITUMIA. 3M NMMW gomkHbl BKNOYATL UMK COAEPKaTb CCbIMKY Ha AOKYMEHTbI CO
cnegyollein nHdopmaunen:

a) oaTy M3roTOBIMEHMS;

6) kKonMM4YecTBO U3roTOBNEHHBLIX eauHuy JTIVMW;

B) KonudecTso JIMMW ansa TpaHCNoOpTUPOBaHKS;

r) NPOTOKOMbI NpYeMkn, nogTeepxgatone, 4to NNMMIA narotoeneHo B cootBeTcTBuM ¢ PIIMMMN;

) NEPBUYHYH NOEHTUUKALNOHHYIO 3TUKETKY M MapKUPOBKY, UCMONb3YEMYHO OMA KaXO0W N3roTOBMNEH-
HOWM eaUHULIbI;

€) noboi ncnonb3yemblii YHUKanbHbln ngeHtudgukatop MMM nnu yHuBepcanbHbIiA KOG, a Takke Ho-
Mep napTuu.
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B 1o Bpems kak B ®JIMMW npuBeneHa Bca MHdopMaunsa v npolenypbl, HeobxogMmble Ons U3roToBne-
HWSA, MapKUPOBKKU, NPOBEPKW KavyecTBa, ynakoBku, yctaHosku NIMMW, 311 NIMMW cogepxat Bce 3anvcu, Oo-
KYMEHTUPYHOLLME BLINMOMHEHWE 3TUX Npoueayp Ans KoHkpeTHoi napTtun NAMW. 3N NMMW cneunduyHsl gns
naptun. PIIMMU sienaeTca obwmnm ana KoHKpeTHoro Tuna JTIAMIA.

3M NTMMW gomkHbl NPOAEMOHCTPUPOBATE, YTO NapTUs M3roTOBNEeHa M NPOBepeHa B COOTBETCTBMM CO
BCEMU HeobxoauMbIMK Npoueaypamu, ykasaHHbiMm B ®JIMMIA. 3anucm Taioke fOMKHbI 4EMOHCTPUPOBATL, HTO
napTusi COOTBETCTBYET BCEM HEOBXOOMMBIM KPUTEPUSIM MPUEMKN.

[NepBUYHbIE MOEHTUMUKAUNMOHHbIE 3TUKETKW W MapKUpOBKa AONSA KaXKA0oW NapTUM WITM WM3roTOBIEHHOM
eOVHULbI O0MKHBI HaxoguTbes B 3 JTIMMW. MarotoBuTenu obbivHO BKNovanT B 3 JIMMIW opurvHansl unu
KOMWK STUKETOK, @ TaKKe MHCTPYKLMW N0 NPUMEHEHUWIO, 3TUKETKW Ha NepBUYHORN YNaKkoBKe, 3TUKETKM Ans Habo-
poB W Opyrne naeHTUuguKaLMoHHble aTUKETKN UMW MapKUPOBKY, Kacatlowmecs M3roToBrneHHoin naptuu. Kpome
TOTO, Kaxaas napTvs JOMKHa UMETb YHUKaNbHYI0 UOAEHTMdUKALMIO, U 3Ta naeHTMd MKaums (M MCNonb3yemblii
HOMep napTumn) JomkHa ObiTe BKMtodeHa B 31 MM,

lpumep — lNepeyens 311 JINMU:
- 3anuck € yKazaHueMm HoMepoe fnapmud;
- KONUU 8CEeX 3MUKeMOoK U UHCMPYKUUL Ons nons3oeamenst;
- 3anucu o060 ecex npouyeccax U32omoasieHUs, 8K/THOYasn:
- 0amb! uz2omoenieHus,
- Uy, ebIMONHAWUX KaXdbIl 3man u32omosseHus,
- nocmasuwjuKoeg, Konuyecmeo U cpoK 200HOCMU KaXX0020 UCMOobL3YeM020 KOMITOHEeHMa,
- U320MOo8JIeHHOE KO/IU4ecmeo,
- Konu4ecmeo, ebinyujeHHoe A1s UcnosnsL308aHuUs;
- 3anucu o Kkaxool erinosiHeHHol npouyedype (Hanpumep, hopMbi, YeK-Tucmsi);
- 3anucu o pe3y/bmamax rnpoeepkKu Ka4ecmsa;
- 3anucu, nodmeepxdarowjue NPUHAMUe pe3ynsmamoe uccrnedosanutll;
- 3anucu 06 ycmaHoske.

15.5 3anmncu CMK

Warotoeutens NIMMW gormxkeH Bectu ydet 3anucert CMK, KoTopble He OTHOCATCH K KOHKPETHOMY Tuny
NMMW. YnpasneHue 3anucamu CMK ocyuwlectenawT B cooTBeTcTBuM ¢ M. MopgepxaHue 1 3aBeplleHue
kaxkgoro npouecca CMK npuBogAaT K CO34aHU0 MHOXECTBa 3anncen.

3anucK, oTHocAwWKnecs K KoHKpeTHoW naptum JIMMK (31 NTIMMW), pernctpypyoT npu NPOEKTUPOBaHNM,
pa3paboTke, W3roToBneHnu n koHtpone JNTMMW.

Kpowme Toro, 3anucu cosgatoT aonga gpyrux npoueccos CMK (Hanpumep, npoleccoB ynpasneHusa u obe-
cneveHnsa CMK). Kak npaeuno, niobble co3gaHHble JOKYMEHTHI (MONUTUKK, MpoLieaypbl U 3anucu) HeoBxoaumMo
XPaHuUTb TakuMm 0Bpa3om, YTobbl 06eCcneYnTs K HUM SOCTYN ANS MCMOMb30BaHUS.

n puMedaHue — Ecnn CbaKT BbIMOMHEHWA paGOT He 3aJ0OKyMEeHTUPOBaH, TO CNOXHO NOATBEPANTL UX peanun-
3aumto. [lokasaTenbcTea npoeendeHUA paﬁOT MMEKT KNn4veBoe 3HavYeHne U nogaepXnMBakTcAa nytem seeHuA 3anuncen.

TNa6opatopuu JINMW npu npoBegeHnn BHELLHEN NPOBEPKNU, HANPUMeEpP MHCNeKUUn nabopaTtopuu, MoryT
He NpefocTaenATh NOAPOBHLIE KOMUK 3anMce No MPOBEAEHMIO MPOBEPKW CO CTOPOHLI PYKOBOACTBA UMK 3anu-
cen no BHYTpeHHeMy ayauTy. Ecnmn npoeepstollee Nuuo, HanpuMep MHCMEKTOP, NPOCKT NpPefocTaBUTh Takue
3anuMcK, emy MOXHO NnokasaTb 3anucy obLLero xapaktepa, HanpuMep: NPOTOKOS COBELLAHWUS MO NPOBeAeHWIo
aHanuWsa co CTOPOHbl PYKOBOACTBA WNW NporpamMMy NpoBefeHWUs BHYTPEHHWUX ayauToB, NepevyeHb Y4acTHU-
koB. Takol noaxon, C OQHOW CTOPOHLI, MOATBepxaaeT, uto npouenypsbl CMK BbinonHsawoTCcsA, a ¢ gpyron —
npenoTBpallaeT BO3MOXHOCTb NOMNyYeHUs MHOPMALIMK O BbISIBNIEHHBIX HECOOTBETCTBUSAX, UTO NO3BOMNSET He
onacaTbCs BEPOSITHOCTM MOMy4YeHUs OTpULATENbHbBIX Pe3ynsTaToB MPOBEPKU CO CTOPOHbLI KOHTPOMUPYHOLLINX
opraHusaunm.

16 YnpaBneHue xanobammu

16.1 3anKucu o paccMoOTpeHUn xanob

WMarotoeutens JIMMW gorkeH BecTn 3anucu o pacCMOTpeHUU MoNy4YeHHbIX *anob, yCTaHaBlmBaTb U
noggepXuBartb npouenypbl NONy4eHUA, pacCMoOTpeHnA M OUeHKN »anob YNONHOMO4YEHHbIMW NNUaM.

3anucu o xanobax cnenyet XpaHUTb B cneynanbHO OTBEOdEeHHOM MeCcTe, B TOM YUcne 1 OononHuTenb-
HYH MHCbOpMaL!MI{) o} >+<an06e, nony4yeHHyk B Xo4e ee paccnejoBaHus.
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Mpoueaypa, oTpaxKawLas NopsifoK BbINOMHEHWS OEWCTBUA OT nonyyeHus xanobbl 4O ee 3akpbiTvs,
LOMmKHa 6bITh 3a0KYyMEHTMPOBaHa.

OomkHo(bl) BbITb HaszHayeHo(bl) NUUo(a), OTBETCTBEHHOE(LIE) 32 MoNyYeHue, pacCMOTPEHME U OLIEHKY
»anobsbl.

16.2 Mpouegypbl paccMOTPeHUA Kanob

Mpouenypbl paccMOTpeHus xanob JomKHbI rapaHTUPOoBaTh, YTO:

- Bce xanobbl obpabaTbiBaloTCA eguHO0bpasHO U CBOEBPEMEHHO;

- YCTHEIE ¥anobbl 0hopMNAKT MO Mepe NOCTYNNEHUS;

- anobkl oLeHNBaKT, YTOOLI ONpenenuTs, NpeAcTaBnaeT nu xanoba cobbiThe, 0 KOTOPOM HeEOBXOOUMO
coobLLaTh perynupyoLMM opraHamMm B COOTBETCTBUM C [4].

AKanobbl MmoryT 6bITh MOMy4YeHbl B MMCbMEHHOW (hopMe, MO 3NEeKTPOHHOW NoYTe, No TenedoHy, B Xo4e
Becenbl nnn gpyrummn cnocobamu. MNonyyeHHyo xanoby OOKYMEHTUPYHT C UCMONb30BaHNEM YTBEPKOEHHbIX
cdopm zanucu. Ecnu noctynusBluen nHopMaLmMM HEAOCTATOMHO A8 onpeaeneHns U Npu3HaHvs xanobbl, To
HeobxoouMO NPUHATL Mepbl ANS Nony4YeHus 4oMNoMHUTENBHOW MHopMaLuUn.

B cnyuyae nony4eHusi uHpopmaumm (kanobbl) 0 TOM, YTO MHUMAEHT NPUBEN UMM MOXET NMPUBECTU K
CMepTH UINK Cepbe3HON TpaBMe (HebnaronpuaTHoe cobbITUE), HEOBXOAMMO U3BECTUTL PerynupytoLlue opra-
Hbl B COOTBETCTBMN C [4].

16.3 PaccmoTpeHuMe v oueHKa xanob

Warotoeutens NIMMW gomkeH paccMOTPETE W OLEHUTL BCe MOoMydeHHble kanobsl, YyTobbl onpenenuThb
Heo6x0QMMOCTL NPOBEAEHUs paccrnenoBaHus. ECnu NpUHATO pelleHWe He NPOBOAWUTL paccrnefoBaHue, To
W3roTOBUTENbL JOIMKEH 3aUKCMPOBATL NPUYKHY, MO KOTOPOW paccnefoBaHie He MPOBOAMNOCH, U YCTaHOBUTL
NULIO, OTBETCTBEHHOE 33 MPUHATME STOMO PELLEHUS.

Xanobbl, nocTynuelive B nabopaTopuio, Mo KOTOPLIM MPUHATO pelueHue Nno NpoBedeHuo paccneno-
BaHWA, AOMKHbI BbiTh paccnenoBaHbl ANA BbIACHEHUA NMPUYKUHBLI Kanobbl MMM NPOU30LLIEALIero MHLUNOEHTA 1
3aKPbITHI.

Ecnu cogepxaHue nocTynueLLEn xanobbl MOEHTUYHO NONyYeHHON paHee, TO pekoMeHayeTca cobpaTb
AOMOMHUTENBHY MHDOPMAaLMIO ANA OLEHKN TEHAEHLUWN BbISIBNEHHOW Npobrnemsl ¢ Y4eTOM peaynsTaTUBHOCTH
Mep, NPUHATLIX ANA YCTPaHeHUs MPUYMHBI MAEHTMYHOM ¥anobbl. [JomkHa 6biTk caenaHa cebinka Ha nepBoHa-
YyanbHO NPOBEAEHHOe paccnejoBaHue.

Yano6a, cBAzaHHas ¢ BO3MOXHbIMW HecooTBeTcTBUsMK JIVIMIA, B TOM 4YMcnie MapKUpOBKKU, YNaKOBKM,
crneyuduKkaLmn, JomkHa 6bITe paccMOTPEHa, OLeHeHa U paccnefosaHa. PaccnenosaHne AOMKHO BKMOYaTh
OLIEHKY COBMOEeHUs CPOKOB roAHOCTU KOMMNOHeHToB NMMW (HanpumMep, HoMepa napTuii peareHToB, UCMONb-
3yeMblX KOHTPOMbBHLIX Matepuanos, obopyaoBaHus).

Bclo nepenucky ¢ NMUOM, OT KOTOPOTO MOCTYNWW *anobbl, Heo6XoOMMO COXpaHATk, a YCTHLIE nepe-
rOBOpbl — AOKYMEHTMPOBATL M BKMOYaTL B MaTepuansl gena no xanobe.

MpumMepbl BONPOCOB, KOTOopble NaGopaTopusa MOXeT 3afaTh, YTOOLI NOMY4YNTL MHhopMaumio, Heobxoau-
MY ONS paccrnefoBaHus xanobel, npueedeHsl B Tabnuue 5.

MMpumep — Tabnuuya 5

Ceedenus o JIMMH Ymounsrowul sonpoc

JIMMU coomeemcmeyem mexHu4Yeckum xapakme- | JIMMHW ¢hyHKkyUuOHUpPOBaNIO mak, kKak oxudanocs?
pucmukam

JIMMW npedHaszHayeHo Ons nedeHus unu QuazHo- | Kak JIMMMW ucnons3oeanock? lpoeodunack /U OUeHKa
cmuKu unu peansHoe ucnons3oeardue JIMMWU Ha nayuenme?

Ceszb JIMMH ¢ coobuieHHbIM UHUUdeHmowm unu He- | MpuHecno nu ucnons3oeaHue JIMMHU npamod unu koc-
6nazonpusmHbiM co6bimuem (Npu HanuYuu) 8eHHbIl eped?

JINMH He o6szamensHO ommkHO pabomames ¢ OMKNO-
HeHusiMu, 4Ymobbl ebi3eamb HebGnazonpusmHoe co-
6bimue. O Heb6nazonpusAMHOM CO6bIMUU, 8bI38aHHOM
HeadeKeamHbIMU UHCMPYKUUSMU 10 MPUMEHeHUIo unu
owubkaMu nons3ogamernsi, MOXHO coobwums & pezy-
nupyrowue opaaHsl
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16.4 OT4YETHOCTL B perynupylowe opraHbl

Kanoba, npegcraensawwan HebnaronpuatHoe cobbiTue, 0 KOTOpom HeobxoaMmMo coobuMTe 3aKoHoda-
TEMbHbLIM (PErynMpyroLMM) opraHamM, JomkHa BbiTb He3aMegnUTEeNnbHO PaccMOTpPEeHa, OLEHEeHa W paccneno-
BaHa HasHa4YeHHbIM(M1) NMUOM(amMK), a TakkKe AO/HKHA UMeTb MAeHTUdUKALMIO, OTMYHYIO OT OPYruxX xanob, n
XPaHUTLCS B OTAENEHOM MAEHTUMUMPOBaHHOM MecTe. Cpoku Ans coobueHnsa 0 HebnaronpusTHLIX CobbITH-
fIX yCTaHOBMEHLI B [4].

16.5 MpoToKonbl paccnegoBaHUA Xanob

lMpoTokon paccnegoBaHWs xanobbl JOMKHO BECTW OTBETCTBEHHOE NULO, HA3HAa4YEHHOE pPYKOBOAUTENEM
nabopartopuu.

[MpoToKkoNbl paccnefoBaHusa xanob OOMKHbI BKITOYaTh CReayoLyo MHOPMaL/Mo Mo paccreaoBaHuHo:

- HaumeHosaHue JIMMMW;

- HaMMeHoBaHue nabopaTopuy NN MeQVLMHCKON OpraHM3auunu, rge NpoBogUNUCh UCCNenoBaHus;

- gaTy nonyYeHus xanobbl (3TO BaXHbIA MokasaTenb AN BLINOMNHEHUS CPOKOB NpefoCTaBNeHUs WH-
cdopmMaunm o HebrnaronpuATHOM coBBITUM B PErynupyoLLMe OpraHbl, KOTOPbIA UCNOMNb3YOT ANA OonpeaeneHuns
CBOEBPEMEHHOCTW PacCMOTPEHNS, OLEHKW W 3aKpbITKS Kanobbl);

- oueHky cooTBetcTBUs JIMMW ycTtaHoBneHHbIM TpeboBaHUSM;

- OLLeHKY COOTBETCTBUA Ucnonb3osaHus NIMMW ansa nedeHnsa Unu gMarHocTuKu;

- MHpOpMaUUWIO 0 HEBNaronpUATHOM COBLITUW MM HEXenaTenbHOM SBMEHNN;

- nAeHTUUKaunoHHble npuaHakm JIMMKW n Homep naptum;

- KOHTaKTHble AaHHble (agpec U HoMep TenedoHa) NUUAa, OT KOTOPOro NocTynuna xanoba;

- MAEeHTUMMKaLMIO Nnua, coobwmBluero 06 MHUMAeHTe (AOKYMEHTMPYHT Ha TOT Crydai, ecnu notpeby-
eTCA AONOMHWTENIbHOE paccnegoBaHue Uiy MHopMaLums);

- obcToATENLCTBA MHUMAEHTA (4TO MPOU3OLLNO, [4E 3TO NPOM30LUMO, CYLWECTBYIOT N CMArYatLLmMe unm
OCNOXHAWLWNE (PakTopbl UNKW YCNOBAA U Np.);

- oaTy 1 pe3ynbTaThl paccnegoBaHus;

- OeACTBUSA, NPUHATLIE ANA paccneaoBaHus;

- MPUYMHbI BO3HWKHOBEHWS MHUMAEeHTa (Kanobbl);

- MpeanpuHATEIe KoppeKkTupyowne meponpuatua (KO, MO, gencteua No ycTpaHeHWo NocrneacTevi 1
Koppekuun). Hanpumep, pekomeHdyeTtcsa ykasaTb, kakve O akTyannavpoBaHbl, MPOBOAMMIOCE NN AOMOMHA-
TenbHoe oby4eHure 1 np.;

- OTBET 3asIBMTEINHD.

3anuvck no xanobe gormkHbl BbITh JOCTYMHbI NULAM, OTBETCTBEHHbLIM 32 U3rOTOBIEHWE, TPaHCMoPTUPO-
BaHWe 1 ucnonesosanue JIMMW, He3aBMCKMMO OT MecTa MX (PakTUYECKOro pasMeLleHns.

17 CtaTuctnyeckue metoabl uccnegoBaHus
17.1 MMAMW ponxHbl ObiTb NPOBEPEHbI G UCMOMb30BaHMEM CTAaTUCTUYECKM OOCTOBEPHOrO UCCIeA0BaHNUA.

17.2 CTaTMCTUYEeCKUEe MeTo4bl

[Mpy HeoBxoOWMOCTK M3rOTOBUTENb AOMKEH YCTAHABMMBATL U NOAAEPXUBATL NpoLeaypbl ONpeaeneHuns
OEeNCTBYHOLLMX CTATUCTUYECKUX METOAO0B, HEOBXOOAUMBIX AN KOHTPONA U NPOBEPKA NPUEMMNEMOCTH NpoLecca
n xapaktepuctuk JTMMW.

[omkHbl BbITe cOCTaBNeHbl MaHbl BEIDOPOYHOro KOHTPOSS (MPW HanMM4YMKn), OCHOBAHHbIE Ha penpeseH-
TatuBHOW Bbibopke. MarotoBuTene JIMMW gomxkeH yctaHaenueaTb M NOGAEPXKMBATL Npouenypol, obecnevvBsa-
lolLie COOTBETCTBUE MeToA0B 0T6opa 0bpasLoB UX NpeanonaraeMoMy UCMNonb30BaHUI, a TaKKe NepecmoTp
nnaHoB BbIBOPO4YHOro KOHTPONSA 06pa3LOB NPU BO3HUKHOBEHUN U3MEHEHWA. DTN OEACTBUA OOMXKHbI ObITh 3a-
OOKYMEHTUPOBAaHbI.

3Tn TpeboBaHMA K CTaTMCTUYECKUM Mpouedypam M MeTogam, a Takke K nnaHam BoiDOpKM NPUMEHSIOT
Tam, rae UCMonb3yT cTatucTuieckue gaHHble. OCHOBHbIMM TPeboBaHMAMMN ABNAOTCA:

- YCTaHOBMNEHWE 1 NMPOBEpPKa KIMHWUYECKUX W aHannTUYecKnX xapaktepuctuk JIMMU;

- YCTAHOBMNEHWE W NMpoBepKa cnocoBHOCTU npouecca M3roTOBIMEHWA NOCNeAoBaTeNbHO M3roTaBNMBaTh
peareHTbl n/unu npubopsl ans NMNAMW (no npumeHMocTn);

- aHanuTU4eckas cneungUYHOCTb C Y4ETOM UHTEP(EPUPYOLLINX BELLECTB;

- MHTepBarn YCTaHOBIMEHHbIX 3Ha4YeHu ansa uccnegoeanunin IMMMW,
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- pedbepeHTHbIE MHTEPBAanbl (HOPMasibHbIe 3HAYeHUs );
- Apyrne yHKLMOHaNbHbIE XapakTepucTuki, Heobxoaumble Ons NpoOBEgeHUs UccrneaoBaHuin (npumep
npueeaeH B Tabnuue 6).

lpumep — Ta6nuuya 6 — [ dns nodmeepxdeHus coomeemcmeus (hyHKULUOHANbHbIX Xapakmepucmuk

PyHKUUOHaNLHasA xapakmepucmuka HokymenmupoeanHas npouedypa

TouHocmb CpasHeHue npouedyp uccrnedoeaHUsl U OUeHKU cucmeMmamu-
yeckol owubKuU ¢ Ucnoib308aHueM 06pa3|os nayueHmos.

OueHka o6uwell aHanumuyeckoll owubku Ona KIUuHUKo-nabo-
pPamopHbIx Memodoe.

OueHka duazHocmuYeckoll mo4YHocmu 1abopamopHbIX Uccrie-
doeaHuli ¢ ucnonb308aHuUeM KanubpoeoYyHbIX 2paghuKos.

OueHka mo4yHoCcMuU Konu4yecmaeeHHo20 uccnedoeaHus

AHanumuyJeckas yyecmeumesnsHocmb OueHka so3mMokHocmell o6Hapy»eHus dna npouedyp
KNuHuKo-nabopamopHbIx uccnedosaHuil

AHanumud4eckas cneyughuka HWHmepghepeHyuoHHOe uccedogarue 8 KITUHUYEeCKOoU XumMuu

OmuyemHseiii Quana3oH Ouerka nuretiHocmu npoyedyp Kofu4ecmeeHHo20 uccriedo-
gaHus: cmamucmu4yeckuil modxod.
Ouerka eo3mMoxHocmel obHapyxeHus Onisi npouedyp KiuHu-
Ko-nabopamopHbIx uccnedoeaHull

PechepeHmHble UHMepeansl (HopManbHble | OnpedeneHue, ycmaHoeneHue U npoeepka pegepeHmHbIX UH-

3HayeHus) mepeanoe 8 knuHu4eckol nabopamopuu

Momexu HNHmepghepeHyUOHHOe uccredogaHue & KIuHUYeckol xumuu

MampudHbie aghghekmbi OueHka KoMMymamueHocmu ob6pabomaHHbIx o6pasuyos

Konmpone kavecmea JlabopamopHbIli KOHMPOb KaYecmea Ha OCHO8e yIpas/ieHus
puckamu

Cma6unbHocmb OueHka cmabunbHocmu peazeHmoe dns duazHOCMUKU in vitro

3amMeHAeMOCME 3MaslOHHLIX Mamepuanoe, | Xapakmepucmuka U Keanugukayuss KOMMymamueHbIX Mame-
ucriosib3yeMeIx 6 kayecmee kanubpamopoe | puasos.
CnpaeoyHbie Mamepuanbi ns nabopamopHol MeduyUHbLI

B Kaxgom M3 9TUX AOKYMEHTOB COAepKaTcs pekoMeHAalun OTHOCMTENbLHO TUMOB U KonudecTBa oGpas-
OB, KOTOpbLIe criedyeT uccnegosaTh ANA NOATBepXAeHWs Kanob.

17.3 NoaTteepxaeHue hpyHKUMOHaNBHLIX XapakTtepuctuk JIMMA

PesynbTaTt Ka)X4oro HOBOro AMarHocTUYecKoro UccneoBaHns crielyeT CpaBHUBAaTL C MOAXOAALLMM U pe-
NEeBaHTHbIM OUArHoCTUYECKUM 3TanoHOM ANS NauveHToB M3 NonynsauMk npegnonaraemoro MCcnonb30BaHu s,
OnA KoTopblX npegHasHadeHo JIMMIA.

17.3.1 [ns noaTBepKAEHUA NPUMEHSAIOT crnedylolwmne KoHUenuun:

a) uccnegoBaHus QPyHKUMOHaNbHLIX XapakTepUCcTUK cneayeT NPOBOAWTL C UCMONb30BaHNeM 0bpasuos,
MakcumanbHO NpUMBNMXeHHbIX K peanbHbeIM o0pasuam Buonornyeckoro matepuana Yenoseka, Kotopbie byayT
NPUMEHATLCA NPW NPOBEAEHUN UccrnegoBaHnii Ha obpasuax Jenoseka. Yacto paspaboTtyumkn UMW ncnonb-
3ylOT cypporaTHble obpa3subl Ana nposepkn addektneHocTM HoBoro JIMMW. 3T1o moryT BbiTe Matepuansl
KOHTPOMA Ka4yecTBa, CNMBHasA CbiBOPOTKa (unu obpasel opyroro Tmna), 3amMopoXeHHble, KOHCePBUPOBaHHbIE
o6pa3sybl unu gpyrue Tunel. [Npu paspabotke JIMMW ¢ npumeHeHnem aTux TMNoB 06pas3yoB LenecoobpasHee
NPOBOAMTL OKOHYaTernbHOe UccrnefosaHe PYHKUMOHANbHLIX XapakTepucTuK, Npyu BO3MOXHOCTH, Ha CBexe-
nony4eHHblX obpasyax buomaTtepmnana, MOCKOMNbKY OHW YacTo MoryT paboTaTbk UHave, YeM CypporaTHbie Wiu
apxuBHbIe 0BOpasLbl;

6) BoIBOp NogxoasLLero n akTyanbHOMO AMAarHOCTUYECKOrO OpMeHTMpa. Pe3ynesraTsl HOBOro UccrnenoBa-
HUA HeoOXOOMMO CPaBHWTL C CYLLECTBYHOLUMM OBLENPUHATHIM MEeTO4OM. 3TOT MeTo MOXeT ObiTh STanoH-
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HbIM cTaHgapTom (Hanbonee AOCTYMHLIM METOAOM YCTAHOBMNEHWUS HAaNM4usa UM OTCYTCTBUS LeneBoro cocTo-
SHWA) UMW PYTUM METOOOM, KOTOPbIN HE ABMNAETCA 3TanoHHbIM cTaHaapToM. Ecnun ang HoBoro uccnegoBaHus
He CyLlecTByeT 0bLenpuHaTOro Mmetoaa, nabopaTopumn, BO3MOXHO, NPUAETCA CPABHUTL €ro pe3ynsraThl ¢
OVarHo3om nauueHTa apyrumMmm cnocobamu.

Elle ogHUM BaxHbIM acnekToM SBNseTcs BelBop nogxoasilen uccnegyemon nonynayum. Pekomerayet-
cs1, 4ToObI rpynnbl cybbekToB/0OpasyoB ANs UCCNeaoBaHWUs BKIOYaNW:

- cyobekThl/o6pasubl BO BCEM gManasoHe naTonormyecknx COCTOAHUIA;

- cyObekThl/o6pasubl ¢ COOTBETCTBYOLLMMM CONYTCTBYOLMMK 3aboneBaHmamu;

- cybbekThl/0bpasLbl U3 pasHbiX geMorpaduyeckux rpymnn.

HeBkntoyeHne Bcex 3TUX TUNOB 00pa3L0oB MOXET NPUBECTM K ownbke npu oueHKe TOYHOCTM auar-
HOCTUKM.

17.3.2 PekomeHgauMsmMm ANA CTATUCTUYECKON 06paboTkn AaHHbIX SBRAIOTCA Cregyowme:

a) obocHoBaHMe pasmMepoB BbIOOPKK.

O heKkTMBHOCTb MCCrEAoBaHMA UK NpoLuecca foMmkHa bbiTb yCcTaHoBMNeHa Takum obpazoM, 4Tobbl pe-
3ynbTaThl ObINY OCTOBEPHLIMU.

6) BeIBpOCHI.

BoamoxHO yoaneHWe OaHHbIX, BLIXOAALMX 32 npedenbl 3HaueHWin, ecnv Ans 37010 MoryT ObITh ycTa-
HOBMNEHbl COOTBETCTBYOWME NpuimHa u obocHoBaHue. [JormkHbl ObiTh NpeacTaBneHbl BCe AaHHbIe, BKNoYas
nobble BbIDPOCH!, KOTOPLIE HE CMEAYET yaansTb U3 NPeLM3noHHbIX OaHHbIX. ECriv B Npeun3noHHOM uccne-
LOBaHWKM MOXXHO ONpeaenuTb NpuHnHbl BoIBPOCOB, HEOBXOAMMO NOBTOPUTL BCE MCCNeqoBaHue, YeM yaansTb
nobble BLIOPOCHI;

B) NpUBNEYEHUe 3KCNepPTOR MO CTaTUCTUKE.

YctaHoBneHue napameTtpoB adpdektusHocTh JIMMW Heobxogumo ana noHuMaHusa ero acdekTuBHO-
CTW NPW MCMNonb3oBaHWM Ha obpasuax nauveHToB. [NogTBepXOeHWe Toro, YTo npouecckl cozgaHua JIMMA
ABMNAKTCA NocnenoBaTenbHbIMK, BaXKHO Ans obecnedenns Toro, Ytobbl NNIMMW kaxgbin pa3 pabotano oau-
HakoBO. PekoMeHayeTcs NpUBMeYeHne 3KCNepToB NO CTaTUCTUKE, KOTOPbIe NOMOTYT paspaboTaTbk NPOTOKOMbI
MCccneaoBaHusl, MPOBECTU aHanua JaHHbIX U cOenaTth BbIBOALI MO pesynsratam uccnenosaHusa. NposeneHue
WccrnenoBaHusl ¢ ManbsiM KonudecTBOM obpasLoB UM HECOOTBETCTBYOLLIMMKN 0Bpa3LamMmn MoXeT NpUBECTU K
HEeJOCTOBEPHLIM peaynbraTamM UCCNefoBaHUs, MOTEHUUANLHO HeENpaBUbBHOMY UCMNONL30BaHUD 06pa3yUoB na-
LMEHTOB W, BO3MOXKHO, Aa)Xe K HEMpPaBWIbHBIM pesynbTatamM UCCnefoBaHust Mpu MCMoNb30BaHMKM B ODbIYHBIX
nabopaTopHbIX YCNOBUSIX;

r) NnpoBepkKa npouecca.

[ns Banugaumm npouecca HeOOXOAMMO UCMOMNb30BaThL CTATUCTUYECKM 0BOCHOBAHHLIN NnaH oT6opa o6-
pasuUoB Ans npoBepku cnoco®HOCTM Npouecca U3roToBNeHUa peareHTa obecneunearts cTabunbHOE U3roToB-
nexwue JIMMW.
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MpunoxeHne A
(cnpaBo4Hoe)

Mpumep Yyeka-nucTa ANA OUEHKN KBanupuKaLum NOCTaBLMKOB

B Tabnvue A.1 npuBeneH nprmMep Yeka-nucTa A8 OLEHKM BHELUHUX NOCTaBLUMKOB NPOAYKUMW/YCNYT, 3aKynaemblx
nabopartopuen.

Tabnuuya A1

HavmeHoBaHme opraHm3auunn:

Appec: DUHAHCOBOE COCTOAHUE:

TenedoH, dakc: Beb-cant:

OcHoBHaa npogykuusa/ycnyra:

KoHTaKThI:

OTBeTCTBEHHBLIN 3a KavecTBo: (PMO 1M QOMKHOCTL)

SONeKTpoHHaaA novra: TenedoH:

OTBeTCTBEHHLIN 3a 3aKynKu/Luenodky noctaeok: (PO 1 gomKkHOCTb)

OnNeKkTpoHHasA noyra: TenedoH:

KoHTakTHoe nuuo no npogaxam: (PO 1 gomkHoCTL)

OneKTpoHHaA novra: TenedoH:

WHdopmauywa o6 opraHuzaumm

KonnyecTeo NeT Ha pblHKe: Mpenblayllee HauMeHoBaHWe (ecrnu
NPUMEHNMO):
KonnyecTBo COTPYAHUKOB: KonuuecTBo COTpPYAHWKOB, OTBET-

CTBEHHbIX 3a Ka4eCTBO:

1 OTBETCTBEHHOCTL PyKOBOACTBA

Bonpoc Oa Het HIM | MpumevaHus

1.1 CywecTByeT N1 B KOMNAHWW YTBEPXAEHHAA NONMTUKA KadecTBa?

1.2 JoBefeHa N NonuTUKa KadecTBa 40 COTPYAHWKOB BCEX YPOBHEN opraHu-
3aumnn’?

1.3 MNogyMHNAETCH MU MEHEMKEP MO Ka4ECTBY BbICLIEMY PYKOBOACTBY UMK PyKO-
BOOMTENID, KOTOPbIA MMEET NPAMO OOCTYN K BLICLUEMY PYKOBOACTBY?

1.4 MNMpoeoawuTes nu nposepka CMK co cTopoHbl pykoBogcTea? Ecnn ga, To Kak
4acTo 3TO NPOBOAWTCA?

2 ObecnevyeHne Ka4yecTBa

Bonpoc [a Het HI [MprmedaHnsa

2.1 EcTb N1 y Bac pyKoOBOOCTBO MO KAa4ecTBY, onvckiBaoLwee nonutuky u CMK?
Ecnu ga, npegocTaBeTe KONWIO PyKOBOACTBA

2.2 MNpoBogsaTcs Ny perynapHo BHYTPEHHWE ayauTsl Ans obecneyeHns pesyrb-
TaTUBHOCTU YNpaeneHus npoaykumei n/unv npoueccamm?

2.3 lNpuBnekaete Ny Bbl B HACTOALLEE BPEMA CTOPOHHIOW OpraHn3auuio ansa
aynouTa Bawwern CMK? Ecnv ga, npunoxuTe Konuio cepTudukaTa CooTBETCTBUA
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2.4 EcTb nNu B Ballei KOMNAHWM MpoOrpaMmMa NOCTOSIHHOIMO COBEpLUeHCTBOBa-
HUA? OnUwKnTE NporpaMmy

3 KoHTponb 0oKyMEHTOB

Bonpoc

Het

HM

MNpumeyaHns

3.1 MImetoTca nu akTyanbHble MHCTPYKUWK, YepTEeXM M JOKYMEHTbI BO BCEX Me-
cTax, rae BbINOMNHAKTCA paboTel?

3.2 CywecTsyeT nu crnoco® noaTBep¥aeHWs TOro, YTO MoMb3oBaTeNn UMEIDT
MOCNEAHION BEPCHI0 MHCTPYKLMK, YepTeka Unu JokymeHTa?

3.3 CywectsyeT nu odmymnaneHan [l akTyanmsaunn, nepecmoTpa, BHeCEHMS
M3MEeHeHWIA 1 pacnpocTpaHeHns JOKYMEHTOB?

3.4 YeTKo nwn onpegeneHa OTBETCTEEHHOCTb 3a BedeHWe OCHOBHOIO Crucka w
0BHOBNEHUA?

4 KoHTponb 3akynok

Bonpoc

Het

HM

MNpumevanns

4.1 EcTb NW y Bac yTBepXJeHHbIA CNUCOK NOCTaBLLUMKOB?

4.2 meetca nu y eac [N koHTpons NocTaBLKMKOB?

4.3 KoHTponupytoTcs N NOCTaBLLMKM Ha NpegMeT obecneyeHns NnpuemnemMoro
KadyecTBa?

4.4 EcTb N1 y Bac NpoLeaypa Mo ynpasneHuio KoppekTUPYOLWUMK AeACTBUAMM
[Ns BALLIUX NMOCTABLLMKOB?

5 KoHTpornb npoekTupoBaHust

Bonpoc

Oa

Het

HIM

Mpumeyanns

5.1 YcraHoBneHbl 1 nogaepxuBatotca nv [ KoHTpons 1 NpoOBEPKU KOHCTPYK-
UMM npoaykumu, obecnevmBarollme BbINOMHEHWE YCTaHOBMEHHbIX Tpeboea-
HUIA?

5.2 CywecTByloT NW [OKYMEHTUPOBAaHHblEe creundukaumMm Ansg Kaxgoro
NTIMMIA?

5.3 BuinonHsaeTca v JOKYMEHTUPYeTCs N Bepudukauma npoekra, 4Ttobbl ra-
paHTMPOBaThk, YTO BbIXOOHbIE AaHHbIE MPOEKTa COOTBETCTBYIOT BXOAHbLIM Tpe-
boBaHuaAM?

54 I'iposo,u,mcn nWY Bannaauna npoekta anAa obecneyeHuns COOTBETCTBUSA npo-
AyKUWh onpegeneHHbIM I'IOTpe6HOCTF|M nunn TpeﬁOBaHMHM nonb3oBaTens?

6 I'Ipou,ec:cu WN3roTOBNEHUA U KOHTPONA

Bonpoc

Oa

Het

HIM

Mpumeqanns

6.1 CywectBytor nv AN nnu paboyne MHCTPYKUMU, AOCTATOYHbIE ANSA KOHTPO-
N8 NPOLECCOoB, CBA3aHHbIX C KOHTPONeM KavecTtea?

6.2 lNpoBoguTe M OOKYMEHTUPYETE NW Bbl PE3yNbTaThl BbIXOAHOMO KOHTPOMSA
roToBOW NpOayKUUnu?

6.3 MCHOﬂbSy}OTCH N CTaTUCTUYECKMEe MeTOdbl KOHTPONA BbINOMHEHWUA TEXHO-
Norn4ecKmMx npoueccos 4nA ynpaeneHua npoueccamu WU3roTOBMNEHNA?

6.4 CoxpaHsitoTcs N 3anncu NpoLeccoB?

6.5 Korna matepuan nepepabaTthiBaeTcs, y4nTLIBAKOTCA K CKNaackue 3anachl
no OTHOLLEHWIO K nepepaboTke?
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lpodomxeHue

6.6 VMicnonbayroTca N pe3ynsTarhl BXOAHOMO KOHTPONS AN OLUEHKU NOCTaBLLun-
KOB?

6.7 MNpoBepsaeTca N1 MapKUPOBKa roTOBLIX AeTanen?

7 MSMepMTEﬂhHOQ W NcnblTatenbHOE 060py,u,oBane

Bonpoc [a Het HI MprmedaHus
7.1 MNMposoanTtcs nn nepuvoguyeckas kannbpoBka, noBepka u obcnyuBaHue

obopynoBaHuUsa, MPUMEHAEMOIO ANA KOHTPONSA Ka4ecTBa NpoayKLUM B COOTBET-

CTBUW C YCTAHOBMNEHHON NpoLlenypoin?

Ecnun oteet «[a» Ha Bonpoc no 7.1, oTBeTkTe, NoXanyWcta, Ha BOMPOCHl C

7.11n07.1.3

7.1.1 FapaHTUpyeTCa N, YTO BCE COOTBETCTBYHOLLME MHCTPYMEHTLI KOHTPONA

YYTEHbI, MAPKMPOBaHLI, KOHTPONUPYHOTCS 1 obcnyxuBaTca?

7.1.2 JJOKyMeHTUPYKOTCA N pe3yneTaThl KOHTPONs U obenyxmeaHus obopyno-

BaHuA?

7.1.3 Ecnn oBbHapyxueaeTcs, 4To obopynoBaHMe He NoBepeHo (He kanubpo-

BaHO), CyLlecTByeT nu cnocob, No3BONALWMA KBANUMULIMPOBAHHBIM CNELM-

anucTam OLEeHWUThL BIIMAHWE HAa Ka4ecTBO Npoaykumn? M AOKYMEHTUPYKOTCS Nn

pes3ynbTaTthbl pelleHnii U 4eUcTBUA?

8 MoeHTudmkaumsa n oTcnexumeaHue

Bonpoc Oa Het HIM | Mpyumedanusn
8.1 CywecTtByeT N1 MeTod MAeHTUUKALMM NpoayKUMK No ee cneuudunkaumm

Ha BCcex aTanax W3roToBneHus?

8.2 CywecTByeT nu npouegypa WaeHTUUKaLmMmM napTmv Nnpoaykumnm?

8.3 CoxpaHaTca N 3anncK Ans oTCneXneaHnusa naeHTudrkauum npogykumm?

9 KoHTponb HECOOTBETCTBYHLLEN NPOOYKLUN

Bonpoc [Oa Het HIM | MpumedaHus
9.1 Cywectsyet nu [l obpalieHns ¢ HECOOTBETCTBYIOLLMMMK Martepuanamum m

npogykunen?

9.2 ApexsaTHo nu [l onpegensieT ponu 1 0653aHHOCTI N0 NPOBEPKE W yCTpa-

HEHW HECOOTBETCTBYHOLUMX MaTepuarnos U Npoaykuun?

9.3 OnpegeneHbl N U BLINOMHSKOTCH N ponu 1 0653aHHOCTK Mo paccrnenoea-

HWMK NPUYUH BO3HWKHOBEHWUS HECOOTBETCTBUIA?

9.4 Mmeetca nu QoOCTaATOYHBLIA KOHTPOME AngA ofecneyeHus NOBTOPHOW Mpo-

BEPKW NepepaboTaHHbIX MaTepManoB U NpoaykUMK ONA rapaHTuK KadecTea?

9.5 MNapaHTUpyeTca nK, 4To 3abnoKkMpoBaHHaA NpoayKuusa He BydeT Mcnonb3o-

BaHa?

10 KoppekTupyowue v npegynpexaawLme gerncTBUs

Bonpoc Oa Het HIM | MpumevaHus

10.1 Cywecteyet nun [Al1, rapaHTUpylowas, 4To ponuM U OTBETCTBEHHOCTL 3a
BbINOMHEHNE KOPPEKTUPYIOLWNX OEACTBMIA OnpeneneHsbl ANA YCTpaHeHUs npu-
YMH HECOOTBETCTBUA MaTepMarnoB UNu Npoaykuumn’?

10.2 MmetoTcs N YeTKMe O0Ka3aTenbCTBa OTBETCTBEHHOCTU 32 MHULMWMPOBA-
HWE KOPPEKTUPYIOLWNX OEACTBUA?
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10.3 Nmetotca nu cpenctea KoHTpons, obecnevnBarme pesynsTaTMBHOCTb
BbIMOMHEHWUA KOPPEKTUPYIOWUX OeACTBUA?

10.4 Mcnonb3yoTca Ny npegynpexganllne 4ercTBUs, TakMe Kak aHanma npo-
Lecca, Ans BbIABNEHUA U YCTPaHEeHNUs NOTEHUManbHBIX NpUYKH AedekToB?

10.5 UmetoTcs nu 3anucy, noAreepxaatolliue npoBefeHUe paccrnefoBaHWui,
aHanunsa u onucanue KO v MAa?

11 MNepcoHan

Bonpoc

Oa

Het

HM

MNpumevanns

11.1 ABnaeTca Ny nepcoHan, BuINOMHALWMIA paboTy, KOMNETEHTHLIM HA OCHO-
Be 0bpa3oBaHus, MOArOTOBKYU, HABLIKOB M OMbITa"?

11.2 EcTb N1 y Bac npouenypa onpegeneHns HeobxoamMmocTH NpoBeaeHns
0ByyeHns v NoBLILLEHUA KBaNUpukauum?

11.3 Begete nu Bbl y4eT 0by4eHWs, NPOBELEHHOrO B COOTBETCTBMM C YCTAHOB-
neHHbIMK TpeboBaHMaAMU?

11.4 JokyMeHTUPOBaHbI N U peann3oBaHsl N TpeboBaHna No NepenoaroTos-
Ke?

HIM — He npumeHumo.

KpuTuyeckuin noctaeswuk: OJa/Het

npe,D,CTaBMTeﬂb NnocTaBLUWKa!

Moanuce NocTaBLIMKA:

HaTa:
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(1]

(2]

(3]

(4]
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Bubnuorpadun

Mpukas MuHucTepcTBa 3gpaBooxpaHeHua Poccuirckoin Pegepaunn ot 6 moHda 2012 1. Ne 4H «O6 yTBepaeHUn
HOMEHKINaTYpPHOW Knaccudukawumm MeguunHCKUX U3nenuiny

depepancHeIA 3akoH oT 21 Hosbpa 2011 . Ne 323-03 «O6 ocHoBax oxpaHbl 300pOBbA rpaxadaH B Poccuickon
degepaunmn»

PepepancHbI 3akoH oT 27 uonsa 2006 . Ne 149-93 «06 uHdopmauuu, MHGHOopMaUNOHHBIX TEXHOMNOMMAX U O 3a-
wuTe nHdopmaummn»

Mpukas MunuctepcTBa sgpaBooxpaHernma Poccuiickoin Pegepaummn ot 19 oktabpa 2020 r. Ne 1113H «[Nopagok
coobueHns cybbekTaMmu obpalleHna MeguLUMHCKUX n3genuini 000 Bcex cny4vasx BblABMeHWs NOB0YHbIX AEUCTBUNA,
He yKasaHHbIX B MHCTPYKUMW MO NPUMEHEHUIO UM PYKOBOACTBE MO 3KCMiyaTauun MeguLMHCKOro M34enus, o He-
KenaTtenbHbIX peakumsax npy ero npuMeHeHum, 06 ocobeHHOCTSX B3aMMOAENCTBUS MEAULMHCKUX U3OENWA MeXOy
coboi, o chakTax n 06 obcToATENLCTBAX, CO3OAMLWLMX YTPO3Y KM3HWU U 300POBLI0 rpaXaaH U MeauuuHckux paboT-
HUKOB NpW NPUMEHEHWUW U 3KCMNyaTaLuum MEOUUMHCKUX U3OEnuiny
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YK 658.56:006.354 OKC 11.100.99

Knioueeble cnosa: MeauUMHCKWe W3denusa Ana OMarHoGTUKK in vitro, meauunHckve nabopatopun, N3rotoene-
HMEe MegWULUWHCKUX U3Oenuid, MPOM3BOACTBO MeOWLMHCKMX U30enni, cuctema MeHegXmeHTa kadectea, CMK
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Cpaxo B Habop 21.05.2025. [MoanucaHo B nedats 05.06.2025. dopmar 60x84%. [apHuTypa Apuan.
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