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1. BBeaenue

[TpuHIMIBI aHATM3a PUCKOB YCIEIIHO MCIOJIb3YIOTCS BO MHOTHX 00JacTsax Ou3Heca
U padoTe MPaBUTEILCTBEHHBIX OpraHU3alvi, BKItoYas (PMHAHCHI, CTpaxoBaHue, mpodec-
CHOHAJILHOM 0€30MacHOCTH, 00eCTIeueHns 3A0POBbsl, O€30MAaCHOCTH B (hapMaIiu, a TaKkxKe
opraHam# Haja3opa B 3Tux obnactsx. HecMoTps Ha TO, 4TO €CTh HEKOTOPBIE IPUMEPHI HC-
MOJI30BAHUSA METOJOB aHajn3a PUCKOB B (PApMalleBTUYECKON MPOMBIILICHHOCTH, OHU
HOCSIT OTPaHUYEHHBIM XapakTep M OXBaThIBAIOT BCE CPEACTBA, OTHOCSIIMECS K aHAIU3Y
puckoB. bonee Toro, B ¢apManeBTHUECKON MPOMBINUIICHHOCTH OOJBIIYIO POJb HTPAIOT
CHUCTEMbl KayeCcTBa U CTAHOBUTCA OYEBUJIHBIM, YTO AHAJIU3 PUCKOB SIBISECTCS BAXKHBIM
aeMeHTOM 3(PHEKTUBHOCTH CUCTEMbI KAYECTBA.

1100 puckom nonumaemcs KOMOUHAYUSL EPOAMHOCIU YepOa u maxcecmu 3moco
yuepba. Oonaxo 0ocmuib NOHUMAHUS O NPUMEHEHUU AHAU3A PUCKA MeHCOY PA3TUYHbI-
MU Y4acmeyiowumMu CmopoHamMu mpyoHo, NOCKOIbKY Kaxcods CMOPOHA MOJiCem UMemb
c80e NOHUMAaHUe NOMEHYUANbHO20 YujepOa, NPpUunucbleams pasiuidHylo 6epOosSmHOCIb U
MAACECMb PA3TUYHBIM UOAM YViyepoa.

HecMoTps Ha TO, 4TO K JIEKAPCTBEHHBIM CPEJICTBAM MMEKT OTHOLIEHUE PA3JTUYHbIC
CTOPOHBI, BKITIOYAs TIOTPEOUTENCH, Bpauel, IPEACTABUTENICH BIACTH M TIPOMBITIUICHHOCTH,
BOXHEHIIIMM (PaKTOPOM SIBISETCS 3alUTa MOTPEOUTENS IMyTEM CHIDKCHHS PUCKA TS Ka-
YeCTBa.

B npou3BoicTBE U MPUMEHEHUH JICKAPCTBEHHBIX CPEACTB U MX KOMIIOHEHTOB BCET1a
MPUCYTCTBYET HEKOTOpas CTENEHb pucka. PUCK 715l KauecTBa NPOAYKIMH SIBISETCS JIUIIb
OJTHOM M3 COCTaBJISAIONIMX OOIIEero prucka. BakHO MOHUMATh, YTO Ka4eCTBO MPOIYKIIUU
JIOJKHO 00€CTIeYMBATHCSl B TEUCHHWE BCETO IMKJIA KU3HU MPOIYKIIUU TaK, 9YTOOBI OCHOB-
HBIC CBOMCTBA JICKAPCTBEHHOTO CPEJCTBA OCTABAINCH TEMH K€, YTO OBUIH MPHU KIMHHYE-
CKHUX UCTBITaHUAX. D(PPeKTHBHOE MpUMEHEHNE METO/Ia aHajJnu3a PUCKOB MOXKET obecrie-
YUTHh BBICOKOE KAa4eCTBO JIEKAPCTBEHHOTO CPEACTBA, MOTPEOIIEMOTO MAIMEHTOM, 33 CYET
peIyNpeUTEeILHBIX MEP MO OOHAPYKEHUIO U YCTPAHCHHIO MMOTCHITUATBHON YIPO3bI IS
KadecTBa MpHu pa3paboTke U Mpou3BOACTBE. boee Toro, HCmonp30BaHNE METOAOB aHAIM3a
PHUCKOB TIO3BOJISIET MPUHUMATH JIydITie U 000OCHOBAHHBIE PEIICHHSI, MOKET JaTh HAA30p-
HBIM OpraHaM 0oJiee BECKHE OCHOBAHHUS O CIIOCOOHOCTH MPEANPHUATHS CIIPABUTHCS C T10-
TEHUHUAJIbHBIMA PUCKaMHU U MOXKET CHU3HUTh BEPOSATHOCTH MPOIYCKa YIMYyHIEHUH HaA30p-
HBIM OPTaHOM C YYETOM MPOAOKUTEIBHOCTUA U CEPhE3HOCTU ATUX YITYILIECHUH.

Hacrosiimuit TOKyMEHT aeT CUCTEMAaTU3MPOBAHHBIM MOJAXOJ] K aHAJIU3Y PUCKA IS
kadecTBa. OH ABJISIETCS OTIPABHBIM JTOKYMEHTOM, HE3aBUCHUMBIM OT APYTHMX JOKYMEHTOB
ICH mo kadecTBy, HO MOICPKUBAIONINX CTAHAAPTHI U TIpaBHIIa s (hapMarieBTHIECKON
MPOMBILIJIEHHOCTH WJIK HAaJI30PHBIX OpraHoB. OH JaeT crenuaiu3upoBaHHOE PYKOBOJICTBO
M0 MPUHITUIIAM M CPEACTBAM aHaM3a PUCKa /I KauyecTBa, KOTOPhIE MOTYT CIIOCOOCTBO-
BaTh MPUHATHIO O00Jiee YPPEKTUBHBIX U TOCTIEAOBATEIBHBIX PEIICHUH KaK JJIsl HAI30PHBIX
OpraHoOB, Ta W JUIsl TPOMBIIIJICHHOCTA B OTHOIICHUH CyOCTaHIMI U TOTOBBIX JIGKAPCTBEH-
HBIX CPEJICTB B TEUCHHE UX LUKJIA XU3HU. OHO HE BHOCUT HOBOTO B CYILIECTBYIOIIUE TpE-
OOBaHWs, yCTaHABINBAEMbIC HA30PHBIMHU OPTaHAMH.
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Puc. 1 Tunosas cxema npoyecca ananu3a puckoe

Hcnonp3oBanne GopMalbHBIX METOAOB aHAIN3a PUCKOB (OOIICTTPHHSITHIX METOJOB
W/WIM BHYTPEHHHX WHCTPYKIWK) HE BCETIa Ieecoo0pa3Ho W HE BCEraa HEeoOXO0IMMO.
JlotmyckaeTcst CTIOIb30BaTh HEPOPMAIBHBIE METOABI HA OCHOBE SMITMPUIECKUX METOJIOB
WIA BHYTPEHHUX HHCTPYKIUH. [[puMeHeHHe METOIOB aHaAJIN3a PUCKOB MOXKET OOJICTYNUTH
BBITIOJTHEHUE, HO HE CHUMAeT OOS3aHHOCTH MPOM3BOJIUTEINS COOTBETCTBOBATH HOPMATHB-
HBIM TPEOOBAHMIM U HE 3aMEHSET HEOOXOUMOTO B3aMMOICHCTBHUS MEXIY MTPOU3BOIUTE-
JIeM ¥ HaJ[30PHBIMU OpTaHaMH.

2. O61acTh NPUMEHEHUSA

Hacrosiee pykoBOJCTBO yCTaHABIMBAET MPUHIIMIBI U JA€T MPUMEPHI UCOJIb30Ba-
HUSI METOJIOB aHaJIM3a PUCKOB B MPUMEHEHUH K PA3IUYHBIM dTariaM 00eCIIeUeHUs KauecT-
Ba JIEKapCTBEHHBIX cpeacTB. K aTM sTamam oTHocsATcs pa3paboTka, IPOU3BOJICTBO, pac-
npezesieHne (IocTaBKa), MHCIIEKTUPOBAHUE M BHECEHHWE M3MEHEHUM B MPOIIECCHI HA MPO-
TSOKEHUH BCETO JKU3HEHHOTO IMKJIA MPOM3BOACTBA CYOCTAHIINA, TOTOBBIX JIEKAPCTBEHHBIX
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CPE/ICTB, MPOAYKTOB OMOJIOTMYECKOTO M OMOTEXHOJIOTHYECKOTO MPOUCXOXKICHHS, BKIIO-
yas UCIOJIb30BAHUE ChIPbS, PACTBOPUTEINECH, HAMIOJHUTEIICH, YITAKOBOUHBIX MAaTEPUATIOB U
MaTEPUAIIOB JJIs1 MAPKUPOBKH.

3. [IpuHUMIBI AHAJIU3a PUCKOB

Cy1mecTByeT B2 OCHOBHBIX IPUHITUIIA aHAIN3a PUCKOB!

e OreHKa pucKa JUIsl KauyecTBa JOJDKHA OCHOBBIBATHCS HA HAYYHOM TOJXOJIC M Ha-
IpaBJIeHa Ha 3aIUTy TOTPEOUTEINS;

e OObeM paboTbl M MOAPOOHOCTh JOKYMEHTAJIbHOTO OGOpPMIICHHUS MpPU aHAIU3E
PHICKOB JIOJDKHBI OTIPEACIISITHCS CTETICHBIO PHCKA.

4. OcHOBHOE co/iep:KaHue TMpoLecca aHaJIN3a PUCKOB

AHan3 PUCKOB SIBJISETCA CHUCTEMAaTHU3WPOBAHHBIM IPOLIECCOM OLIEHKH, KOHTPOJIS,
YCTAHOBJICHUS CBS3EH U IEPECMOTPOB, CBSI3aHHBIX C PUCKOM JIJIsI KAYECTBA JIEKAPCTBEHHO-
ro CpeicTBa B TEUEHHE BCEro JKM3HEHHOro IMKJIa. Cxema aHajau3a pPUCKOB MOKa3aHa Ha
puc. 1. MoryT Ucnonap30BaTbCsi U JIPYrue CXeMbl. 3HAUEHHE KaXKJ0r0 3JIEMEHTa CXEMBbI
MOXET OTJINYATHCS I PA3HBIX CIIY4aeB, HO KaXIbIM U3 HUX JOJDKEH PACCMATPUBATHCS B
TOU CTENEeHH, KOTOpasi OMpeneseTcs Crnenn(rKoil KOHKPETHOTO pUCKa.

Ha cxeme He moka3aHbl TOYKHM IPUHATHSA PELICHUM, MOCKOJIBKY PEIICHHE MOXET
OBITH IPUHATO B JIOOON TOYKE Tporecca. PemeHnssMu MOTyT OBITh: BO3BPAT K TPEIBITY-
HIeMY IIary W TIOUCK HOBOW MH(pOPMAIUHU, KOPPEKTUPOBKA CXEMBI aHAJIN3a PUCKA U JTaXKe
3aBEPILICHNUE aHAJIM3a PUCKA, OCHOBBIBASICh HA MIOJIYYEHHBIX JaHHBIX.

Ipumeuanue: Cnoso «Henpuemaembvlily HA cxeme OMHOCUMCA He MOAbKO K HOPMA-
MUBHBIM UIU NPABOBLIM MPEOOSAHUAM, HO MAKdCe 03Hauaem NO8MOPHOe NpogedeHue
AHaNU3a PUCKOS.

4.1. OTBeTCTBEHHOCTH

AHanIn3 pUCKOB, KaK MPaBWIO, HO HE BCETA, TPOBOJAMUTCS TPYIIION CIECIHAIHUCTOB
pa3aMaHOTO MpOoQIIIsA (HampuMep, CIIy>KObl KauecTBa, pa3BUTHS MPEATIPUSITHS, TTPOU3BOI-
CTBa, COBITa, MAPKETUHTA, WH)KEHEPHBIX, IOPUIUICCKUX CIYXKO, MOApPA3IEICHUI CTAaTH-
CTHK{ W KJIMHUYECKUX WCIBITAHUN) B JAOMOJTHCHHUE JTUIAM, HMEIOIIUM MOATOTOBKY B 00-
JacTH aHaJIN3a pUCKa.

Jluma, mpuHUMAIOIINE PEIICHUS, JOTHKHBI:

® HECTH OTBETCTBEHHOCTh 33 KOOPIMHAIMIO pabOTHI MO aHAJIN3y PUCKOB pa3ind-
HBIMH TTOAPA3ICTICHUSMU TPEIIPUSTHS,

e o0ecrneunTh TPABWIBLHYIO TIOCTAHOBKY 3a/Ja4d aHAM3a PUCKOB, OPTaHU30BATh
paboTHI TIO €€ PEIICHUIO U TIPUBIICYCHUIO HEOOXOUMBIX PECYpPCOB.



4.2. Hauayo padoThl 0 aHAJIM3Y PUCKOB

AHann3 pucKa BKIIOYAeT B ceOS CHUCTEMATU3MPOBAHHBIA MPOIECC KOOPIUHAINH,
oOJeryeHne M yiaydllIeHWEe MPUHATHS PEUICHU B OTHOIIEHWU PUCKOB. BO3MOXKHBIE Neii-
CTBUS IIPH MTOATOTOBKE PAaOOTHI 110 aHAJIN3Y PUCKOB BKIIFOYAET CIEIYIOIIEE:

o dopmupoBanue npobIEMbl W/WIH BOIIPOCOB, MIPEIIOIOKEHHUH, CBSI3aHHBIX C PHUC-
KaMH;

e (COOp UCXOAHBIX JAHHBIX W/WIM NAHHBIX O MOTEHUUAIHHOW OMAcHOCTH, yliepoe
WJIY BO3JCHMCTBUY HA 30POBbE YEIIOBEKA, CBA3AHHOIO C PUCKOM,;

e HasznaueHue pyKOBOAMTES TPYIIIHI M PUBJICYCHNE HEOOXOUMBIX PECYPCOB;

e VYCTaHOBJICHHE CPOKOB BBITIOJHEHHSI paOOTHI, NI, KOTOPHIM JOJIKHBI OBITH MIPE-
CTaBJICHBI €€ PE3yJIbTaThl U YPOBEHB JINLI, IPUHUMAIOIINX PEUICHNE B OTHOLICHUN aHAJIU-
3a PUCKOB.

4.3. U3y4yeHue puCKOB

N3ydeHne puckoB BKIIOYAET B ce0s YCTAHOBJICHHE OMACHOCTEH, aHAU3 M OILICHKY
PHUCKOB, CBSI3aHHBIX C 3THMH OMACHOCTSAMHU (CM. HIDKe). M3ydeHune prcka HauYMHAETCS C
SICHOTO OIMCAHUS MPOOJIEMBI WM BOIPOCOB, CBA3AHHBIX ¢ pucKoM. Ha ocHOBe 3TOTO OII-
peneisieTcsl MEeTO/I aHalln3a pPHcKa (CM. MpuMep B pasneie 5) U HeoOXxoaumas uHGpopMa-
U,

s sicHorO onpeneneHuss pUCKOB MOJIE3HO OTBETUTh HA TPU OCHOBHBIX BOIIpOCa:

1. YTo MOXET IeHCTBOBATh HEMIPABUIIHHO (BBIMTH 32 JOITYCTHUMbBIC TIPEIEIBI)?

2. KakoBa BepOATHOCTb 3TOT0?

3. KakoBbI mocnencTBus (TSHKECTh) 3TOT0?

Yemanoenenue pucka sBnsercs npoiieccoM aHanu3za HHGOPMALIUU 110 ONPEIEICHUIO
OMACHOCTH, OTHOCSIIEHNCS K JaHHOMY PUCKY WJIM OMHCAHHME NpoOJieMbl. YKa3aHHAsl UH-
dbopManusi MOXKET BKIIIOYATh MPEIIECTBYIONINE TaHHbIE, TEOPETUYECKUI aHAIN3, MHEHUS
U JJaHHbIE 00 YYaCTHH Pa3IMYHbIX CTOPOH. Y CTAHOBJICHHE PUCKA OTBEYAET HA BOIIPOC: YTO
MOJKET JAeMCTBOBATh HEMPABUIILHO, BKIIIOUAst 0003HAUYEHUE BO3MOKHBIX MTOCIEACTBHI.

Ananu3 pucka siBISIETCS UCCIIEJOBAHUEM, CBA3aHHBIM C OINPEACICHHBIMA OMacHOCTSI-
Mu. OH COCTOUT B KOJMYECTBEHHOW M KAYECTBEHHOH OIIEHKE BEPOSATHOCTH yiiepOa u ero
TskecTd. HekoTopble METOJbl aHajau3a PUCKOB YUYUTHIBAIOT BO3MOYKHOCTBH OIPEACIIHUTH
OMacHOCTb.

Ouyenka pucka COCTOUT B CPABHEHUH IOJIYYEHHBIX JAHHBIX O PUCKE C KPUTEPUIMU
pucka. Ilpu onenke pucka yuyuThsiBaeTcss 000CHOBAHHOCTh OTBETOB Ha BCE TPH BbIIICYyKa-
3aHHBIX BOIIPOCA.

[Ipy BBINOJHEHHWM aHAIU3a PUCKOB BAXKHBIM YCIIOBUEM SIBJIIETCS JOCTOBEPHOCTH
MOJIyYEHHBIX JaHHbIX. UeTkoe 0003HaueHHe AOMyIIeHUH U (aKTOpPOB HEONPEIEICHHOCTH
MOBBIIIAET JOCTOBEPHOCTh aHaM3a W/WJIM TMO3BOJSET OLEHUTH ee mpenensl. Heompene-
JICHHOCTh BBI3BIBAETCS HETIOJIHOM MH(OpMAIIHel o mporecce U ero M3MEeHEHUsIX (MpeBU-
JEHHBIX M HEenpeIBUJEHHBIX). K TUNUYHBIM NpUYMHAM HEONPEIEIIEHHOCTH OTHOCSTCS
HEJO0CTaTOK HMH(pOpMaIlMU, OTCYTCTBHE HAyUYHBIX MPOPAaOOTOK, HEMOJIHOE IMOHUMaHHE
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npolecca, MPUYMH OMACHOCTH (HAampUMep, HapyIICHUH B Mpoliecce, MPUYHH HECTAOMIIb-
HOCTH) ¥ BO3MOKHOCTH (DOPMYIMPOBAHUS TPOOIIEMBI.

PesynpraToM mM3ydeHHUs PUCKOB SIBISETCS €r0 KOJWYECTBEHHAs OLICHKA WJIM Ka4eCT-
BEHHOE omnucaHue pucka. KoiamdecTBeHHass OIIEHKA PUCKA BBIPAXKAETCS BEPOSITHOCTHIO
pucka. BmecTo 3TOi OLIEHKH MOXET OBITh 1TaHO Ka4eCTBEHHOE OMPEICICHUE «BBICOKUI,
«CPEIHMID WU «HU3KHI», COTPOBOKIAIOIINECS BOZMOKHO 00siee MOpOOHBIM OMUCAHU-
eM. MHorma maercs mudpoBoe pamwkupoBanue pucka. [Ipu KoInuecTBEHHON OIlEHKE BEPO-
ATHOCTH OTPEJECIIEHHOTO IMOCJIEICTBUS C YYETOM BIHSAIOMIMX Ha pUCK (hakTopoB. Takmm
00pa3om, KOJIMYECTBEHHAsI OI[EHKa PUCKA MOJIe3HA JUIsl OJHOTO KOHKPETHOTO MOCIEICTBHS
B onpeneneHHoe BpeMs. CyIlecTBYIOT TakKe€ METO/bl OTHOCUTEIbHOW OIIEHKH PHUCKa, B
KOTOPBIX COYETAETCS HECKOJBKO CTEICHEH yIepOa U uX BEPOATHOCTEH B UTOTOBOM OICH-
Ke prucka. Ha mpoMexyTodHbIX 3Tanax nu@poBOro paHKUPOBAHUS MOXKET MCIOJIB30BATh-
Cs1 KOJIMYECTBEHHAs OLICHKA PUCKA.

4.4 Mepbl 110 npeaynpeKIeHNUI0 PUCKA

Meps! 10 mpeaynpekIeHUI0 PUCKa BKIIFOYAET B c€0sl MPUHATHE PEIICHHS O CHUXKE-
HUU W/WIHA NPUHATHUS TaHHOTO 3HaYeHUs pucka. L{enpro nmpeaynpexaeHns prucka sBiaseTcs
€ro CHMKEHHE JI0 AOMyCTUMOTO YPOBHS. 3aTpaThl, CBA3aHHBIE C IPUHATHEM MEP, TOJDKHBI
OBITh MPOTMOPIIMOHATBFHBI CTETICHH pHCKa. Jluia, MpUHUMAOIINE pEIIeHUs, MOTYT HC-
MOJIb30BaTh PA3IMYHBIC METOJbI, BKIIIOYAs aHAIN3 «IMOJIE3HBIH d(DeKT — 3arpaTe», s
HNOHUMAaHMsI 11€J€CO00Pa3HBIX MEP MO MPEAYIPEKICHUIO PUCKA.

[Tpu nmpuHATHU Mep TIO MPEAYNPEKACHUIO PUCKA CIIEAYET OTBETUTH Ha BOIIPOCHI:

e BpIXoauT M PUCK 3a AOMYCTUMBIE TPEIEITHI?

e Uto MOXeT OBITH CIETAaHO IS CHUKEHUS WIIA yCTPaHEHUS prucka?

e KakoB nmpuemiieMbIii OalaHC MEXITy MOJIe3HBIM 3P (PEKTOM, 3aTpaTaMu U Tpelye-
MBIMH pecypcamu?

e He mosBISIOTCS M HOBBIE PUCKH B PE3YJIbTaTe MPHHSITHS MEpP IO YXKE YCTaHOB-
JIEHHBIM pUCKaM?

CHujicenue pucka HalpaBJICHO Ha YMEHBbUICHHE WM YCTpaHEHHE pUCKa JJis Kaue-
CTBA, €CJIM OH MPEBBIIIAET 3aJaHHbIE (JomycTUMbIe) npeaensl (puc.l). CHUXeHue pucka
MOJKET BKJIIOYATh JEHCTBUS MO YMEHBUICHHUIO TSKECTH U BEPOSITHOCTH yiepOa. JlelicTBus
[0 YJIYYILIEHHUIO ONpPEJEICHUs] ONAacHOCTEH M PUCKOB Jsl KauyecTBa. [IpuHsTHE Mep 1o
CHI)KCHMIO PUCKA MOXKET MPUBECTH K MOSBJICHUIO HOBBIX PUCKOB WJIM YBEIUYHUTH 3HAYU-
MOCTb JIpYTUX CYHIECTBYIOIIUX pUCKOB. LlenecooOpa3Ho paccmaTpuBarh paboTy IO OLIEH-
K€ PUCKOB TakuM 00pa3oM, yToObl OOHAPYKUTh M OLIEHUTDH JHOObIE BO3MOXKHBIE M3MEHE-
HUS B OTHOIICHUH PUCKOB MOCJIE MPUHATHUS MEP 110 CHIXKEHUIO PUCKA.

Jonyuwienuem pucka sSBIs€TCS peUICHUE O JOMYCTUMOCTH pucka. [IpuHsTue pucka
MOJKET OBITh PEIICHNEM O MPUHSATUU OCTATOYHOTO PUCKA WITH PEIICHUEM , B KOTOPOM yKa-
3aHO, YTO OCTATOYHBINA PUCK HE 3a7aH. lJi1 HEKOTOPHIX BUJOB yIiepOa, Jaxke JIydlIine Me-
TOJIbI aHAJIM3a U TIPEIYIPEKACHHUS] PUCKOB MOTYT HE YCTPAHUTh PUCK MOJHOCTHIO. B 31X
cllydasix CleyeT MpU3HATh, YTO OBUIM MCIIOJIb30BaHbl COOTBETCTBYIOIINE METO/IbI aHAIU-
32 PUCKOB M PHUCK JJIs1 Ka4eCTBAa YMEHBILEH /10 33JaHHOr0 (JOMyCTUMOro) ypoBHs. JlaH-
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HBI yPOBEHb 3aBUCUT OT MHOTUX (DAKTOPOB U JIOJKEH YCTAaHABIMBATHCS UCXOMAS U3 KOH-
KPETHBIX OOCTOSTEIbCTB.

4.5. CBs3u B nmpomecce anajinida puCckKoB

CBsi31 B IIpoIiecCe aHalIM3a PUCKOB COCTOWT B 0OMeHe MH(pOpMAIMEH MEXTy JTUIa-
MU, TPUHUMAIOIIMMH PELICHUS W JAPYTMMH Y4YacTHUKaMH paboTbl. CTOPOHBI, KOTOPHIC
MOTYT Yy4acTBOBaTh B 3TOM, IOKa3aHbI Ha pHC. | CTpeiakaMu ¢ MyHKTUpoM. CBSI3U ycTa-
HABJIMBAIOTCS MKy IPUYACTHBIMUA CTOPOHAMM, HAIIPUMED, MEXKIY HaJI30pHBIMH OpraHaMu
U MPOU3BOJUTEIIEM, TIPOM3BOIUTEICM U MOTpeOHUTEIeM, BHYTpY npeanpustus u np. [epe-
naBaeMasi MH(OpMAaIIUs MOKET OTHOCHUTBCS K CYIISCTBOBAaHHIO, IpUpoze, GopMe, BeposT-
HOCTH, TSKECTH, MPUEMJICMOCTH, MEpaM IO MPEIYNPEKICHUIO, YCTPaHESHUIO, OOHApYXKe-
HUIO PHCKOB WM APYruM (akropam. HeoOs3aTenbHO yCTaHABIMBATE IS KAXKIOTO CITydast
pucka. CBs3b 10 NPUHATHIO PEIICHUI MEXKTy MPOMBIILICHHOCTHIO W HaJ30pHBIMU OpraHa-
MH MOYET OCYIIECTBIIATHCS B YCTAHOBJICHHOM JICHCTBYIOIIMMU JTOKYMEHTAMH ITOPSIIKE.

4.6. PaccmoTpeHne TaHHBIX 0 PUCKe

AHaIM3 pUCKOB JIOJDKEH CTAaTh OTIPABHOM TOYKOM B IPOIIEcCe 0OSCIIeUeHUsT KauecT-
Ba. CiemyeT BBECTH MOPSIOK PACCMOTPEHUS UITH KOHTPOJIS COOBITHIA.

Pe3ynbrarhl aHanmm3a pucKOB CIEAyeT pacCMaTpPUBaTh, YTOOBI YIECTh HOBBIEC TaHHBIC
Hayku M npakTtuku. [locie Haudanma mponecca aHain3a PUCKOB, €r0 CIEAYET NMPUMEHATH
JUISL CIIy4aeB, KOTOPBIE MOTYT OKa3aTh BIMSHHUE HA PELICHMS IO aHAJIU3Yy PUCKOB IS Ka-
4eCTBa, HE3aBUCUMO OT TOTO, SBIISIOTCS JIM 9TH PEIICHUS MJIAHOBBIMH (HAIIPUMED, PE3Yilhb-
TaThl aHAJIM3a MPOAYKINN, MHCTICKIIMH, ayTUTOB, KOHTPOJISI M3MEPEHUI) TN He3arIaHUPO-
BaHHBIMHU (HAIIPUMEpP, OOHAPYKCHWE TMPUYMHBI TPU WCCIECIOBAHUHM OTKIIOHCHUH, OT3BIBBI
npoayKiun). [lepnoanyHOCTh MPOBEACHUS PACCMOTPEHUS 3aBUCUT OT CTeNEeHH pucka. [lpu
PacCMOTPEHHUH PUCKOB CIIEAYET yUYUTHIBATH PEIICHHS MO JJOITyCTUMOCTH pHUcKa (11. 4.4).

5. MeToabl aHa/IM3a pUCcKa

AHanu3 pUCKOB ISl KayecTBa JIaeT HAYYHYI0 U INPAKTHUYECKYIO MOJICPXKKY MpHU
OpUHATUM pemieHuil. OH 1aeT TOKYMEHTaJIbHO O(opMIICHHbIE, IPO3payHble U BOCIIPOU3-
BOJIMMBIE METO/IbI JJISl BBIIIOJHEHHUS Mpoliecca aHaJIM3a PUCKOB, OCHOBBIBASCH UMEIOIHX-
Csl 3HaHUAX 00 OILIEHKE BEPOSITHOCTHU, TSHKECTH U B OTJIEJIBHBIX CIIydasix BO3MOXHOCTH 00-
Hapy>KEeHUs pUCKa.

OreHka pucKa JUIsl KauecTBa BBIMOJIHATACH OOBIYHO Pa3IMUHBIMU HEPOPMaIbHBIMU
MeToAaMU (IMIHUPUYECKUMHU W/WIIM MO BHYTPU3ABOJICKUM HHCTPYKIIMSM), OCHOBBIBASICh
Ha OCHOBE, HaIpuUMep, Ha HAOMIOIEHUAX, aHAIM3€e TeHICHINI WK IpYroi HH(OpMAaIIH.
Hexotopble moaxoapl MO-TPeKHEMY IMO3BOJIAIOT MOIYYUTH MOJIE3HYI0 MHQOPMALUIO Ha
OCHOBE aHaJIM3a PeKJIaMalyii, 1e()eKTOB KauecTBa, OTKIOHEHUH U HAJTMUMEM CPEICTB.



B nomonHeHune k 3ToMy B (hapMarieBTUYECKON MPOMBIIUICHHOCTA W B HAJ30PHBIX
OpraHax MOTYT HCIIOJb30BAaThCSI M3BECTHBIC METObI aHAIU3a PUCKOB M HMHCTPYKIUH
MIPEAIPUATHN.

Hwxe npuBeieH HEMOTHBIA CIIMCOK 3THX METOOB (CM. MPUJIOKEHHE A | pasnen 8):

e OCHOBHBIC METO/IbI AHAIN3a PUCKOB (JHArPaMMbI TOTOKOB, KOHTPOJIbHBIC JTHCTHI
M 1p.);

e Amnanu3 Buaa u BiusiHus otkazoB (Failure Mode Effects analysis — FMEA);

e Amnanmsa BuIa, BAIUSHUS 1 KpuTnaHocTH oTka3oB (Failure Mode, Effects and Crit-
icality Analysis — FMECA);

e Amnanu3 nepesa otkaszos (Fault Tree Analysis - FTA);

e AmHanu3 OomacHOCTEH B KPUTHUYECKMX KOHTPOJIbHBIX Toukax (Hazard Analysis and
Critical Control Points - HACCP);

e Amnanu3 onacHocteii s skcrutryararuu (Hazard Operability Analysis - HAZOP);

e IIpeaBapurenbHbiii ananu3 omnacxoctu (Preliminary Hazard Analysis - PHA);

e Pamxuposanue u orcenBanue pucko (Risk ranking and filtering);

e BcmnomoraresnbHbIe cTaTHCTHUECKHE METOABI (Supporting statistical tools).

OTH METObl MOT'YT MCIIOIb30BAThCS B CHEIMAIbHBIX 00IACTAX, OTHOCSALIMXCS K Ka-
YeCTBY CYOCTaHIIM M TOTOBBIX JICKAPCTBEHHBIX CPEJICTB. B coueTaHnu ¢ HUMU MOTYT HUC-
MOJIb30BAThCS. METO/bl aHAIM3a PHCKOB M BCIIOMOTATEJIbHBIE CTATHCTUYECKHUE METOJIBI
(HampuMmep, OLEHKAa BEPOSITHOCTU PHUCKa). JTO OOecreuyrnBaeT ruOKOCTh, CIIOCOOCTBYIO-
Iy TPUMEHEHHUIO METOIOB aHAJIN3a PHCKOB.

AHanu3 pUCKOB JTOJKEH BBIMOIHATHCS TIIATENHHO, B TOKyMEHTANIbHOU (opme, Ha-
XOAMUTHCS Ha COBPEMEHHOM YpPOBHE 3HAHHI M COOTBETCTBOBATh CIIOKHOCTU W/WUJIH KpH-
TUYHOCTHU paccMaTpUBaeMoOn MPOOIEMBI.

6. UHTerpamusi MeTo10B aHAJIM3a PUCKA B MPOMBIILIEHHOCTDH H CHC-
TeMy Haja30pa

AHanu3 pucka Ui KayecTBa, Oylydd BBEIEHHBIM B CHCTEMY OOECIEUEHHs KayecT-
Ba, CIIOCOOCTBYET MPHUHSITUIO MPAKTHYHBIX U 000CHOBAHHBIX pemieHuid (npuioxenue ).
Kak 6b1710 MO J4epKHYTO BO BBEACHUHU, IPUMEHEHNE METO/I0B aHAJIN3a PUCKOB HE CHIKACT
00513aTeNTLCTB MPEANPHUITHIA BBITIONHATH YCTaHOBIIEHHBIE TpeOoBaHMWsA. OmHako 3ddek-
TUBHOE TIPUMEHEHHE METOJ/I0B aHAIN3a PUCKOB MOXKET CIIOCOOCTBOBAThH MPUHATHUIO OoJiee
00OCHOBAHHBIX DPELICHUH, 00ecreYnTh HaJ30pHBIE OpPraHbl OOJbIICH YBEpEHHOCTHIO B
CHOCOOHOCTH MPEANPUATHS CIIPABUTHCA C TOTCHIIMAIBHBIMU PUCKAMHU M MOXKET BIHMATH HA
00BbEeM M YPOBEHb HE3aMEUEHHBIX HAJ30PHBIM OPraHOM yIylleHuil. B qonomHenue k 3to-
MY aHaJIM3 PUCKOB MO3BOJISIET JIy4Ile UCIIOIB30BaTh PECYPChl BCEX CTOPOH.

OOyuenue paOOTHUKOB MPEANPHUATHIA U HAA30PHBIX OPraHOB METOJIaM aHaJIu3a PUC-
KOB T103BOJISIET JIy4Ille MMOHSTH MPOIECC MPUHSITUS PEIICHUI U 3aKJIaJbIBaeT yBEPEHHOCTD
B pe3yJbTaTax pabOThI IO aHAIU3Y PUCKOB.



MeTto/bI aHaNM3a PUCKOB JIOJDKHBI OBITH BKIJIFOUEHBI B CYIIECTBYIOIIYIO NMPAKTUKY U
nokyMeHThl. B mpunoxxenuu |l nmpuBeneHsl mpuMepsl UCTIONB30BAaHUS METOJIOB aHAIM3a
PHUCKOB B ITPOU3BOJICTBE JEKAPCTBEHHBIX CPEACTB. DTH MPUMEPHI JaHBI TOJIBKO ISl HILTIO-
CTpAallMU U HE SBIISIOTCS UCUEPIIBIBAIOIIMMUI MM K YEMY-TO OOS3bIBAIONIUMU. JTH MPUMeE-
pBl HE BBOJST HOBBIX TPEOOBAHWU IO CPABHEHUIO C CYIIECTBYIOIIMMHU HOPMAaTHBHBIMU
JIOKyMEHTaMHU.

[Ipumeps! AJ1st TPEANPHUSITAN U HAI30pHBIX opraHoB (mpuioxenue 1):

e (OO0ecrneyeHre KayecTna.

[Tpumepst amst paboTel npeanpustuii (mpuioxenue 1)

e PasBurtne,

o [lomenienus, 060pyJOBaHHE U TEXHOJIOTHYECKHUE CPEJIbI,

e (OOpaieHue ¢ MaTepuaIaMu,

e [IpousBoxactso,

o KoHTponbpHBIE Ta00paTOpUH U KOHTPOJIh CTAOMIBHOCTH,

e VYIaKOBKa U MapKHUPOBKA.

[Tpumeps! a7t HAA30pHBIX opranoB (mpuitokerue 1)

e lIHCTIEKTUPOBAaHUE U OLIEHKA JESTEIBHOCTH.

Jlo Tex mop, Mmoka AeATeIbHOCTh HA30PHBIX OPTraHOB OyJI€T HOCUTHh PETMOHAIBHBIHI
XapakTep, eANHOE TOHNMAaHNUE U IPUMEHEHHE METO0B aHaJIN3a PHCKOB MOXET CIIOCO0CT-
BOBaTh B3aUMHOMY JOBEPUIO M MPUHSATHUIO COTIACOBAHHBIX PEIICHUN PAa3IMYHBIMH OpTa-
HaMU JUIS OJTHUX M T€X K€ MCXOTHOW MH(popMamuu. ITO COTPYIHUIECTBO MOXKET UMETh
BAXHOE 3Ha4YeHHE 111 (OPMUPOBAHMS TTOJUTUKHA M PYKOBOJACTB, KOTOPBIE OOBEIUHSIOT U
MOJIIEP’KUBAIOT JESTEIBHOCTD 110 aHAJIN3Y PUCKOB.

7. Onpenesenus

JInno, mpunumaromee pemenue (Decision maker): JIumo, KOMIIETEHTHOE H
UMEIOIIIee TIPABO MPUHSTHS COOTBETCTBYIOIINX U CBOCBPEMECHHBIX PEIICHHUI B OTHOIICHUH
aHaJIN3a PUCKOB.

BoisiBisiemocts (Detectability): CriocoOHOCTE K 00HApYKEHHIO ONTACHOCTH.

Ymep6 (Harm): Hanecenne Bpeaa 370pOBBIO, B TOM YHUCIIC M3-32 YTPATHI JIGKAPCT-
BEHHBIM CPEJICTBOM CBOWX CBOWCTB WJIM OTCYTCTBHS JICKAPCTBEHHOT'O CpPEICTBA B HAJU-
YHH.

OmnacHocty (Hazard): moTeHIMANBHBIA HMCTOYHUK ymepba (PyKOBOJCTBO
NCO/MDBK 51).

Kuznennniii nuki npoaykra (Product Lifecycle): Bce stambl sxu3HM poayKTa OT
Havaja pa3pabOTKH, BKIOYAsl MOCTAaBKY HA PBIHOK, JO MPEKPAICHHs CYIICCTBOBAHHUSI
NPOJIYKTA.

KauectBo (Quality): cTerneHb cOOTBETCTBHS CBOWCTB MPOIYKTa, CUCTEMBI WU TIPO-
1ecca 3aJaHabpIM TpeboBaHusAM (cM. onpeneneHue kadectsa B ICH Q6a s cyOcranmuit u
JIEKAPCTBEHHBIX CPEJICTB).
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Cm. maxowce onpedenenue kavecmea 6 I OCT P 52537-2006.

AHamm3 pucka nis kadecrBa (Quality risk management): crucremarusupoBaH-
HBIH TPOLIECC OICHKU, MPUHSITUS MEp, CBSI3H M MMEPECMOTPA B OTHOIICHUH KayecTBa Jie-
KapCTBEHHOTO CPE/ICTBA B TCUCHUE €T0 )KU3HEHHOT'O IUKJIA.

Cucrema odecneuenusi kadyecra (Quality system): coBokymHOCTh Bcex (akTo-
pOB, 00ECTIEYUBAIOIINX PEATU3AIUIO TOJUTUKNA B 00IACTH KA4eCTBAa M HAMPABICHHBIX HA
COOTBETCTBUE TPEOOBAHUSIM Ka4eCTBa.

Cm. maxkorce onpedenenue cucmemvt obecnewenus kavecmea 6 I OCT P 52537-2006.

Tpe6oBanus (Requirements): SIcHbie ¥ MOJHBIC TOTPEOHOCTH WIIM OXKUIAHUS T10-
TpebuTeneil Win JIKI, IPEACTABIAIONINX UX HHTEPECH! (HAPUMEpP, MEIUIIMHCKIX paboT-
HHUKOB, CITy)KaIlluX HaJ30pHBIX OPraHOB WM 3aKOHOJaTesel). B maHHOM JTOKyMEHTe Tep-
MHH «TpeOOBaHUS» OTHOCUTCS HE TOJILKO K TPEOOBAHHSIM 3aKOHA, MPABOBBIX MJIM HOpMa-
THUBHBIX JJOKYMEHTOB, HO ¥ YKa3aHHBIC BBIIIEC OTPEOHOCTH UM OXKUIAHHS.

Puck (Risk): KomOuHarus BepOSTHOCTH HAHECEHHUS BPela U TSKECTH ITOTO Bpea
(PykoBogcteo UCO/MDBK 51).

Jonymenue pucka (Risk acceptance): pemienne o gomyctumoctd prucka (PykoBo-
ncteo MCO/MDBK 73).

Anamm3 pucka (Risk analysis): Ouenka pricka, CBsI3aHHas ¢ JaHHON OMACHOCTBIO.

Onenka pucka (Risk assessment): CucremaTH3HpOBaHHBIN Tporiecc cbopa HH-
dbopmMariy Ui IPUHITHS PEIICHUs B X0/I¢ aHau3a pucka. OH BKIIIOYAET B ceOsl yCTAHOB-
JICHUE OTIACHOCTEH, aHAJIN3 U OIICHKY PHUCKOB, CBSI3aHHBIX THMH OMACHOCTAMH.

Cesi3b B npouecce anamza puckon (Risk communication): Oomen uadopmanmeit
0 PUCKE ¥ aHAJIM3€ PUCKA MEXKIY JIMIIOM, TPUHUMAOIINM PEIICHUE U IPYTHMH CTOPOHAMH.

IMpunsitue mep no npenynpexaenuto pucka (Risk control): Jleiictus, namnpas-
JICHHBIC Ha PEATM3AIINI0 PEIICHHUI IO Pe3yJIbTaTaM aHAJIH3a PUCKa.

Ounenka pucka (Risk evaluation): CpaBHeHHe MTOTyYEeHHBIX JaHHBIX O PHCKE C 3a-
JTAHHBIMH KPHUTEPUSIMHU PHUCKA, UCTIONB3YSI KOJUYCCTBEHHBIC WM KAYECTBCHHBIC METOIBI
OTIPE/ICIICHUS] 3HAYUMOCTH PUCKa.

YcranoBaenue pucka (Risk identification): Cuctemarnueckoe mpoBecHUE aHa-
nu3a nHpopManuu ¢ 1eNplo 00OHAPYKEHUS MOTEHIIMAIBHBIX HCTOYHUKOB ymiepOa (omac-
HOCTH) JUTSI IAHHOTO BHJIA PUCKA WIIH TIPOOIIEMBI.

Padora B ob6aactu puckoB (Risk management): cucremarnyeckoe MpUMEHEHHE
NPUHIIMIIOB 00ECIICUEHHs KAueCTBa, WHCTPYKIIUH U PYyKOBOJCTB ISl OLCHKH, MPHHSTHSI
Mep, CBS3U M NEPECMOTPA TAaHHBIX O PUCKE.

Cumxenue pucka (Risk reduction): [leiicTBus, HanpaBleHHbIC Ha CHM)KEHUE BE-
POSITHOCTH HACTYIUICHUs ymiep0a U TsHKECTH 3TOro yiepoa.

IMepecmoTp nannbix o pucke (Risk review): mepecMoTp Wiu KOHTPOJb Pe3yiIbTa-
TOB PabOTHI B 00JTACTH PUCKOB C YYE€TOM HOBBIX Pa3pabOTOK (€CIM OHM €CTh) U OMBITA B
o0acTu aHajM3a pUcKa.

TsizkecTsb (Severity): Mepa BO3MOXKHBIX TIOCJICICTBHIA OITACHOCTH.

Cropona (Stakeholder): numo, rpynmna Juil Wid OpraHu3alus, KOTOpas MOXKET
BJIMATh HA PHUCK, WU OBITh MOJBEPKEHHON BIMSHUIO €O TOCIEACTBHUM. JIuia, mpuHu-
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MAIOUIME PEIICHUsI TaKXKE MOTYT SIBISTbCS CTOpoHaMu. J[Jig 1ieneil HacTOsIEro pyKkoBoO-
JICTBA TIEPBUYHBIMU CTOPOHAMU SIBIISTFOTCSI TIOTPEOUTENH, METUIIMHCKHUE PAOOTHUKH, HA-
30PHBIE OPraHbl U NPEAITPUITHUS.

Tenpenumnsn (Trend): cTaTUCTHYECKUI TEPMHMH, OTHOCSIIUICS K HAIPaBICHUIO U
MHTEHCUBHOCTU U3MEHECHUN MEPEMEHHBIX BEJIUYHH.

8. bubauorpadgus

1. ICH Q8 Pharmaceutical development;

2. ISO/IEC Guide 73:2002 — Risk Management — Vocabulary — Guidelines for use
in Standards;

3. ISO/IEC Guide 51:1999 — Safety Aspects — Guideline for the inclusions in stand-
ards;

4. Process Mapping by the American Productivity & Quality Center 2002, ISBN
19285937309;

5. IEC 61025 — Fault Tree Analysis (FTA);

6. IEC 60812 Analysis Techniques for system reliability — Procedures for failure
mode and effects analysis (FMEA);

7. Failure Mode and Effect Analysis, FMEA from Theory to Execution, 2" Edition
2003, D. H. Stamatis, ISBN 0873895983;

8. Guidelines for Failure Modes and Effects Analysis (FMEA) for Medical Devices,
2003 Dyadem Press ISBN 0849319102;

9. The Basis of FMEA, Robin McDermott, Raymond J. Mikulak, Michel R. Beaure-
gard 1996 ISBN 0527763209;

10. WHO Technical Report Series No 908, 2003 Annex 7 Application of Hazard
Analysis and Critical Control Points (HACCP) methodology to pharmaceuticals;

11. IEC 61882 — Hazard Operability Analysis (HAZOP);

12. 1SO 14971:2000 — Application of Risk Management to Medical Devices;

13. 1SO 7870:1993 — Control Charts;

14. 1SO 7871:1997 — Cumulative Sum Charts;

15. 1SO 7966:1993 — Acceptance Control Charts;

16. 1SO 8258:1991 — Shewhart Control Charts;

17. What is Total Quality Control?; The Japanese Way, Kaoru Ishikawa (Translated
by David J. Liu, 1985, ISBN 0139524339.
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IIpuioxkenue |. MeToabl aHan3a PUCKOB

JlaHHOE TIPHIIO’KEHHE JaeT OO 0030p U CCHUIKH Ha HEKOTOPBIC METOIbI, KOTOPHIC
MOTYT MCIIOJIb30BaThCS MPU aHAIM3E PUCKOB MPEANPHUATUAMU U HAJA30PHBIMH OpraHaMHu.
Hcronp30BaHME CCHIJIOK ITO3BOJISACT IMOIYYUTH OoJiee MOApOOHYH MH(OpManum O pac-
CMaTpUBaeMbIX MeToaX. [IpUBOIMMBIC METO/IBI HE SIBJISIFOTCS UCYEPIbIBAIOIIMME. BakHO
UMETh B BUJIY, YTO HU OJIMH METOJ MJIM HAaOOP METOJIOB HE SABJSCTCS YHUBEPCATBHBIM IS
aHaJlN3a PUCKOB.

1.1 OcHOBHBIE METO/JAbl aHa/Iu3a pPUCKOB

K mpoctbiM MeTosaM, OOBIYHO HCTOIB3YEMBIM CHCTEMATH3AIUU JAHHBIX, CTPYKTY-
pupoBaHus pabOTHl U OOJETYCHHS PUHATHS PEILICHUH SBIISIOTCS:

® TarpamMMbl TIOTOKOB,

® KOHTPOJIbHBIC JINCTHI,

® KapThlI IpoLecca,

® TMarpamMMBbl IPUYHH CJIEICTBUN, HA3bIBAEMBIX TaKkKe nuarpamMmamu VcukaBa uium
«PBIOBS KOCTHY.

1.2 Ananu3 Buja u BausiHus otkasos (FMEA)

Meton ananu3a Buna u BausiHus otkasoB (FMEA, IEC 60812) ciyxut ans oneHkn
BO3MOJKHBIX IIPHYHMH OTKA30B B MIPOIIECCaX M MX BEPOSTHOTO BIMSHUS HA pe3yJbTaT pado-
ThI W/vu TIpoayKT. Ilocie Toro, kKak yCTaHOBJIEH BHJ OTKa3a, CHI)KCHHUE pHUCKA MOXKET
WCITOJIB30BaThCS ISl YCTPAHCHHS, OTPAHUYEHUS, YMCHBIICHHUS WU JIPYroro MPUHSTHS
Mep B OTHOIIEHWH OTKa30B. FMEA ocHOBBIBaeTCS Ha 3HAHWW TPOAYKTa M IpoIecca.
FMEA naet meToamKy pa3[eiieHHs CIOKHOTO TpoIlecca Ha MpHEMIIEMBIC ISl aHalu3a
gacta. OH siBnsieTcst 3G (GEKTUBHBIM CPEICTBOM JJIS TIOTYUYSHHUS UTOTOBOW MH(GOPMAIIUN O
CYIIIECTBEHHBIX XapPAKTEPUCTUKAX OTKA30B, IPUUYUH ITUX OTKA30B M BO3MOXHBIX IOCIIE/I-
CTBHSIX 3THUX OTKAa30B.

Bo3MoxkHBIE 00,1aCTH IPUMEHEHUS

FMEA MoOXeT MCIob30BaThCs ISl YCTAHOBICHUS TPAJAllMd PUCKOB M KOHTPOJIS
3 (PEKTUBHOCTH JEHCTBHM 11O UX CHIKCHUIO.

FMEA MoxeT mpuMEHATHCS K 000pYyIOBAaHUIO W TTOMEIICHUSM, aHAJIN3Y MMPOU3BO/I-
CTBEHHBIX ONepalii 1 UX BIUSHHUIO Ha MPOIYKT WU mporecc. OH ycTaHABIUBAET 3je-
MEHTBI U Ollepallii BHYTPU CUCTEMBI, KOTOPBIE AENal0T ee ys3BUMol. Pesynbsratel FMEA
MOTYT HCIOJIb30BAaThCs B KAa4eCTBE OCHOBBI JJISI MPOCKTHPOBAHMS (KOHCTPYMPOBAHUSA),
JabHEHIIero aHaan3a Wil UCIOIb30BaThCs MPH JalbHEHIIIEM pa3BUTHH.

1.3 Ananu3a Buaa, BAMSAHUSA U KPUTUYHOCTH OTKA30B

Ob6nacty npumenenusst FMEA moxer pacimpeHa W BKIIOYAaTh H3yYCHHE CTETIEHU
TSKECTH TOCJICACTBUN OTKA30B, BEPOSITHOCTH MX MOSABICHHS U BO3MOXHOCTH OOHapyKe-
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Husl. MeToJ, coueTaronuii 3Tu 0COOEHHOCTH, HAa3bIBAETCS METOJOM aHajn3a XapakTepa,
BIusiHUS U KpuTuaHOCTH oTKa3oB (FMECA, IEC 60812). [Ins BBIMOTHEHHS] TAaKOTO aHa-
nn3a He0OXO0IMMBI CIeM(PUKAIUHY (TEXHUYECKUE YCIOBHSI, TEXHOJIOTUYECKUIT PETIIaMEeHT)
Ha npoaykT win nponecc. FMECA mo3Bossier onpeaenuTs TOYKH, B KOTOPBIX TpeOyeTcs
MPOBEJICHUE MPEAYNIPEAUTEIBHBIX IEUCTBUMN C IIEJIbIO CBEICHUS PUCKOB K MUHUMYMY.

Bo3Mo:kHbIE 00J1aCTH IPUMEHEHHS

[Tpumenenne FMECA B mpou3BO/ICTBE JIEKAPCTBEHHBIX CPEACTB JOJIKHO, TIIABHBIM
00pa3oM, pacpOCTPaHATHCS HAa OTKa3bl U PHCKH, CBSI3AHHBIE C TEXHOJOTUYECKUMU TMPO-
[IECCaMU, HO 3TO HEe OrpaHUYMBAET 00J1aCTh NPUMEHEHMsI 3TOro Meroaa. PesynbraTom uc-
nonb3oBanus FMECA sBnsieTcss mpuUCBOCHHE KOJIMYECTBEHHOTO TMOKaszaress (BECOBOTO
Koa(dunmenTa) s KaKI0ro BHIa OTKA30B, YTO MO3BOJISIET PAHKUPOBATH BUJIBI OTKA3bI C
Y4€TOM UX OTHOCHTEIHFHOTO PUCKA.

.4 Anaju3 nepeBa 0TKa30B

Merton anamm3a aepeBa otkazoB (FTA, IEC 61025) paccmaTpuBaeT oTKassl B paboTte
MPOIYKTa WJIM MpoIiecca. ITOT METOJ PAacCCMATPUBAET OTAEIBHBIE OTKA3bl, HO MOXKET HC-
TI0JIb30BATHCS U TIPH COYCTAHHHM MHOTUX IIPUYUH OTKA30B IyTEM IMOCTPOCHHUS TPHYUHHBIX
neneil. Pe3ynpTaThl aHanmM3a MpeACTaBIAIOTCS HAISIHO 171 opMe JepeBa BUIAOB OTKA-
30B. Ha xaxxaoMm ypoBHE JiepeBa 1aeTcsi OMMCaHNe BUAOB OTKA30B C MCIIOIH30BAHUEM JIO-
TUYECKUX CHMBOJIOB (M, WiH U 1p.). FTA ocHOBBIBaeTCs Ha MOHMMAHHUH TPOIECCa IKC-
nepTaMu JUIsSl yCTAaHOBIICHHSI IPHYUH OTKA30B.

Bo3moxxHbIe 00J1aCTH IPUMEHEHUS

Meton FTA MoXeT UCTIOIB30BaTHCS ISl IOCTPOCHUS ITyTH, BEAYIIETO K W3HAYAIb-
HOW mpuyrHE OTKa3a. OH MOXKET HCIOIB30BAThCS YIS PacCleIOBaHMS pEKIaMaliii U OT-
KJIOHEHUH JUIA TIOJTHOTO MMOHMUMAaHUS X M3HAYAILHOW MPUYHHBI U 00eCTIeUeHUs] YBEPEHHO-
CTH B TOM, YTO TMIPUHUMAEMbIE MEPBI TIOTHOCTHIO YCTPAHST ATy MPUYMHY U HE TPUBEIYT K
JPYTUM TIOCTECTBHSIM (T. € peIIeHrnEe OJHON TPOOJIeMbI HE TTPUBEIET K MOSBICHUIO HOBOK).
FTA saBnsercs 3(h(deKTHBHBIM METOJOM OIICHKH BIUSHHS MHOXKECTBEHHBIX (hakTopoB. K
pesyabpratam pabotel mo FTA oTHOCHTCS W HarfsAHOE TPEICTABIICHUE MPHYUH OTKA30B.
OHO TOIE3HO KaK IS OLIEHKU PUCKOB, TaK U ISl pa3padOTKX MPOTPaMMbI KOHTPOJIS.

.5 Anayiu3 onacHocTeil B KPUTHYE€CKUX KOHTPOJ/IbHBIX TOYKAaX

Meron aHaIHM3a OMMACHOCTEW B KPUTHUECKUX KOHTPOJBHBIX Toukax (Hazard Analysis
and Critical Control Points - HACCP) siBnsieTcsi cucTeMaTH3UPOBAaHHBIM, HAIIPaBICHHBIM
Ha MpeAyNpeXICHAE PUCKOB METOJIOM ISl 00ECIICUeHNsI KaueCTBa, HAaJIe)KHOCTH U 0e30-
nacuoctu npoaykra (WHO Technical Report series No 908, 2003, Annex 7). OH siBisieTcst
CTPYKTYPHUPOBAHHBIM MOJIX0JI0M, KOTOPBIH HCIOJIb3YeT MPHHIMITBI HAYKA U TEXHUKU IS
aHaJm3a, OLECHKH, MPEIyNPEkKICHUsI U NPUHATHS MEp B OTHOUICHWH PUCKA WM OTPHIIA-
TENBHBIX TOCIEIACTBUI OMAaCHOCTEH, BBI3BAHHBIX MPOEKTOM (KOHCTPYKIHEH), pa3padoT-
KO, TIPOU3BOICTBOM H HCIIOJI30BAaHUEM MTPOAYKTA.
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[Tpumenerne HACCP BxitouaeT B ce0si CIeIyIoNue CeMb ITaIlOB:

1) BBINOTHEHNE aHAJIM3a OMIACHOCTEH M OMpEEICHNE MPEAYIPEAUTEIbHBIX MEP AJIs
KaX/I0M OIepaluy Impouecca;

2) omnpenenenrne KPUTHIECKUX KOHTPOIbHBIX TOYEK;

3) ycTaHOBJIEHHE KPUTHYECKHUX MTPEIETIOB;

4) yCTaHOBJICHUE CUCTEMBI KOHTPOJISI B KPUTHUYECKUX KOHTPOJIBHBIX TOUKAX;

5) ompeneneHre KOPPEKTUPYIONTUX JICUCTBUIN, KOTOPHIE CIEAYET MPEANPUHATD, KO-
I/1a CHCTeMa KOHTPOJIS MOKA3bIBAET, YTO MapaMeTPbl B KPUTHUECKOW TOUYKE BBIIIN 32 yC-
TAHOBJICHHBIE TIPECIIHI;

6) BBEJIEHUE CHCTEMBI, KOTOpas MoATBepxAaeT 3¢ dekTuBHOCTH pabotsl mo HACCP;

7) co3maHue CUCTEMbI BEICHUS TOKYMEHTAIIHH.

Bo3mo:kHbBIE 00J1aCTH IPUMEHEHHs

Metonq HACCP crneayer MCnoJib30BaTh aHaliu3a M MPUHSATUS MEP B OTHOIICHUU
PHUCKOB, CBSI3aHHBIX C (DU3MUECKON, XMMHUECKON MJIH OMOJIOrMYECKON OMACHOCTBIO BKITIO-
yasi MUKpOOHOE 3arps3HEHHe. ITOT MeTo]| Haubojee 3¢(HEeKTUBEH, KOT/1a €CTh JTO0CTaTO-
HO MOJPOOHBIC JaHHBIC O MPOAYKTE MM MPOIECCe, YTOOBI ONPEACTUTh KPUTHUCCKUE KOH-
TPOJIbHBIC TOUYKH. Pe3ynpTaToM aHaiau3a sBIseTCS MHGOPMALMS O PHCKaX, KOTopas He
TOJIBKO TO3BOJISIET KOHTPOJIUPOBATH KPUTUYECKHE TOYKH B IIPOIECCE MTPOU3BOJICTBA, HO U
Ha JIPYruX dTanax »XU3HEHHOTO IHKJIA.

1.6 AHau3 onacHoOCTel /151 IKCITyaTaluu

Meron ananm3 omacHocteil s skcruryatammu (Hazard Operability Analysis —
HAZOP, IEC 61882) ocHOBaH Ha MPENIOJIOKEHHH, YTO PUCKOM BBI3BIBAETCSI OTKIIOHE-
HUSMH OT TPOCKTa (KOHCTPYKIIMHU) WIIH NPaBUiI dKCIuTyaTanuu. OH SIBISETCS] CUCTEMATH-
3HPOBAHHBIM METOJIOM MO3T'OBOTO IITypMa JIJIsl YCTAaHOBJICHHS ONTACHOCTEH C MCIIOJIb30Ba-
HUEM KJIFOYEBBIX CJIOB (HAIpUMep: HeT, 0oJiee, MHBIC YeM, YacTh Yer0-TO | Tp.) B IpUMe-
HCHHH K OINPEJICICHHBIM IMapaMeTpaM (HalpuMmep, 3arps3HeHHe, TeMIiieparypa) s 00-
JICTYCHUST YCTAHOBJICHHUS IMOTCHIIUAIBHBIX OTKJIOHCHHH OT HOPMAJIBHOW AIKCILTyaTalluu
WX TTpoeKTa (KOHCTPYKIUH). 11 paboThI TI0 ’TOMY METOy BO MHOTHX CITydasiX IpHBIIC-
KalOTCsl TPYIIBI CICIUAIMCTOB, HUMEIOIINE ONBIT B Pa3padOTKe MPOIECCOB WIIH MPOYK-
[IUH 1 UX IPUMCHCHHH.

Bo3Mmo:kHbIe 00/1aCcTH PUMEHEHUs

Metox HAZOP MOXeT MPUMEHSITHCS JIJIsl IIPOU3BOJICTBEHHBIX IMPOIECCOB, BKIIOYAs
WCTIOJIb30BaHNE TPOAYKIIMM M MaTEPHAJIOB, IMOJYYaeMbIX W3 BHEITHUX HCTOYHUKOB, a
TaK)Ke TOCTaBIIUKOB, O0OPYJIOBAaHUS W TIOMEIIECHUH, MCIIOIB3yEeMbIX IS MTPOU3BOJICTBA
CyOCTaHITMIT M TOTOBBIX JICKAPCTBEHHBIX cpeAcTB. OH TakKe MCIOJIH30BAJICS, B OCHOBHOM,
B (hapMarieBTU4ECKON MPOMBIIIIICHHOCTH I OI[CHKH 0€30MacHOCTH TPOIECCOB. Tak ke
u st HACCP, pesynbratom pabotel o HAZOP sBnsieTcst nepeyeHb KPUTUYECKUX OIle-
paryii JuIs aHaJIM3a PUCKOB. JTO MO3BOJISIET OPTaHU30BATh PETYJISIPHBIA KOHTPOJIb B KPH-
TUYECKUX KOHTPOJIBHBIX TOYKAX MPOU3BOICTBEHHOTO TIPOIIECCa.
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1.7 llpeaBapuTeIbHBIN AHAIU3 ONIACHOCTH

Meton npensaputenbHoro axamusa omacuoctu (Preliminary Hazard Analysis -
PHA) ocHOBaH Ha WCIIOJB30BAaHWM IMPEAIICCTBYIOIIETO OIbITa Wi HWHpopManuu 00
OMACHOCTH WJIH MPU HEBO3MOXKHOCTH YCTAHOBUTH OY/IYIIHE OMACHOCTh, ONACHBIC CHUTYallu:
U COOBITHS, KOTOPBIE MOT'YT IIPUBECTH K YIIEPOy MM HEBO3MOXXHOCTH JIaTh OLICHKY HX BE-
POSITHOCTH JIJIsl JJAHHOTO BUJA JIEATEILHOCTH, IMOMEILCHUH, 000pyIOBaHHS, MTPOAYKTa WIIN
CUCTEMBI.

Mertox cocTouT B:

1) yCTaHOBICHHMH CYIICCTBOBAHHS PHCKa,

2) KOJIMYECTBEHHOU OIEHKE BO3MOKHOTO yIiep0Oa 3710pOBbIO,

3) OTHOCHTEIBLHOIO PAaHKMPOBAHUSA OMACHOCTH, MCIOJIB3Ys KOMOMHAIMIO TSHKECTH
Y BEPOSTHOCTH HaHECEHUS yiepoa,

4) ompeaereHre BO3MOKHBIX CIIOCOOOB YCTPaHEHHUS PHUCKA.

Bo3moxxHbIe 00J1aCTH IPUMEHEHUS

Meton PHA moeT mpuMeHSIThCS Ui CUCTEM M BBIICIICHUS IPUOPUTETOB 10 OTac-
HOCTSIM, KOTJIa OTCYTCTBYET BO3MOKHOCTh MCIOJIb30BaHUS O0jiee WH(OPMATHBHBIX METO-
10B. OH MOXKET HCIIOIB30BATHCS I OLIEHKH MPOEKTa MOMEIICHHUH, KOHCTPYKIIUH 000py-
JIOBaHMS M TIOCTPOSHUS MPOIECCOB, a TaK K€ JJIs OIIEHKU BUAOB OMACHOCTEH MCXOMS W3
XapakTepa IpOU3BOJICTBA, BUIA MPOIYKIINN U KOHKPETHBIX JaHHBIX 0 poaykre. Kak mpa-
B0, MeTos, PHA mpuMeHsieTcs Ha paHHHX CTaAUsAX pa3paOOTKH MPOEKTa, Korja Moj-
poOHast nHpOpMAaLHs O MPOEKTE MM TEXHOJIOTHUECKUX OTEPAIUIX OTCYTCTBYET, T. €. M€-
TOJ JaeT MpEeABAPUTEIbHYI0 POPaOOTKy Mepe MPOBEACHUEM NaJbHEHIINX HCCIEA0BaA-
Huii. Kak nmpaBuio, omacHocTH, 0OHApYyKEeHHBIE ¢ TOMOIIbI0 MeTona PHA ananm3upyrot-
Csl B JAJIbHEHIIIEM APYTUMH METOIaMH, TOM YHCJI€ PACCMOTPEHHBIMH paHEe B HACTOSIIEM
MPHIOKECHUU.

1.8 PaH)KI/IpOBaHI/Ie H OTCCMBAHUEC PUCKOB

Meron pamxupoBanus u otcenBanus pruckos (Risk ranking and filtering) ncnomns3y-
eTCs JUIS CPAaBHCHHS TPYNITMPOBAHUS PHCKOB IO WX 3HAYMMOCTH (paHXHpoBaHwus). PaH-
KUPOBAHHUE PHCKOB JUIS CIIOKHON CHCTEMBI TPEOYeT, KaK MPaBWIIO, aHAIM3a MHOTUX KO-
JMYECTBCHHBIX W KAYECTBEHHBIX ()aKTOPOB JUISI KAXKJIOrO BUAA pricka. MeToi pasnenser
OCHOBHOI BOTIPOC aHAJM3a PUCKOB Ha CTOJIBKO DJIEMEHTOB, CKOJIBKO TpeOyeTcs sl ydera
BceX (haKTOPOB, BIMSIONIMX HA PHUCK. DTH (aKTOPBI TPYNIHUPYIOTCS B CIHHYI OTHOCH-
TEJIBHYIO TIOCJICIOBATEIIBHOCTh PUCKOB, KOTOPAsk MOXET HCITOJIb30BAThCS ISl PAH)KUPOBaA-
HUS. «DUIBTPB» B BUJIE BECOBBIX KOI(D(UIIMEHTOB WM YCCUCHHBIX IOCIICIOBATEIBHO-
CTEi, KOTOPBIE MOTYT UCIIOJIb30BATLCS TPYMITUPOBAHUS WIH PaHKUPOBAHUS PUCKOB C I1e-
JIBEO TIPOBEJICHHSI aHAIM3a WJIH TIPUHSATHUS PEIICHUH.

Bo3mo:xHbIe 00/1acTH IPHMEHEHH
PankupoBaHue pUCKOB M UX OTCEMBAHME IIPH IJIAHUPOBAHUU IIPOBEICHUS MHCIIEK-
Ui (ayauTa) MPOU3BOJACTB HAJ30PHBIMU OpraHaMu WIM NpEeAnpUATHIMHA. MeToabl paH-
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YKUPOBAHHUS PUCKOB JAIOT HauOONMbIINI 3¢ deKT, Koraa moaydeHHas COBOKYITHOCTb pHUC-
KOB U TPeOyIONMX y4yeTa (PakTopoB XapaKTepU3yeTcs pa3HOOOpa3ueM U TPYAHOCTHIO aHa-
Ju3a C MCIIOJIb30BaHHEM OJHOTO MeToja. PaH)XKMpoBaHHE PUCKOB Iieecoo0pa3Ho, Korja
TpeOyeTcs Kak KOJMYECTBEHHYIO, TaK U KaUeCTBEHHYIO XapaKTEPUCTHKY PUCKOB B paMKax
OJIHOM paboTHI.

1.9 BcnoMoraTreJbHbIE€ CTATHCTHYECKHE METOAbI

BcemomorarenbHble cTaTHCTHYECKHE MeTO bl (Supporting statistical tools) croco6cT-
BYIOT NPUHATHIO PEUICHUH B OTHOUICHHH PUCKOB JUIsl KauecTBa. OHH MO3BOJISIIOT Oojiee
(P PEKTUBHO BBITIOIHATH OLEHKY JaHHBIX, 3HAYMMOCTH JTAHHBIX M OOJiee HAJEKHO IMPH-
HUMaTh penieHus. [lepeueHp Hanbosee YacTO MPUMEHSIEMBIX CTATUCTHUYECKUX METO/OB B
(bapManeBTHYECKOW MPOMBIIUICHHOCTH BKJIFOUAET B CEOSL:

| KoHTpOJIBHBIE KapThl, HATPUMED:

e Kaptsl koHTpoas npuemnemoctu (MCO 7966),

e KoHTpOJBEHBIE KAPTHI C CPSTHIUMH apUPMETHUSCCKUMH 3HAYCHUSIMU U TPEIeIaMu
npenynpexaeaus (MCO 7873),

o Kymynarusnasie kaptsl (MCO 7871),

e Kontponsusie kaptel Llyxapra (MCO 8258),

o CKOIB3AIIHME CPETHHIE, KOTOPBIM MPHUIACTCS ONPEACICHHBIN BEC;

Il IInanupoBaHue HKCIIEPUMEHTA;

Il Tucrorpammer;

IV duarpammel [1apeTto;

V AHanun3 XapaKTepHUCTHK Tpoliecca.
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Hpuaoxenue I1. O6acTy NPpUMeEHEHNsI METOA0B AHAJIN3a PUCKOB

JlaHHOE TPHWIIOKEHUE TPEIHA3HAYCHO I OPUCHTAIMK PAOOTHHKOB IPOMBIIICH-
HOCTH ¥ HaJ30PHBIX OPraHOB B BRIOOPE METOIOB aHaau3a puckoB. Cieayer uMeTh B BUY,
YTO BBIOOP METO/Ia TIOJTHOCTBIO OMPEACIIACTCS KOHKPETHOM 3aauei.

[IpuBeaeHHbBIE MPUMEPHI CIYKAT TOJIBKO ISl LIEJIEN MIUTIOCTPALIMU U CIIY>KAT TOJIBKO
JU1s1 THQOPMHUPOBAHUS TTOTSHITUATIBHBIX MTOJIH30BaTEIICH.

1.1 Anaam3 PHUCKOB KaK 9aCThb CUCTEMbI o0ecreueHHsI KayecTBa
Ananuz PHUCKOB MOKCT UCITIOJIL30BATHCA B CIICAYIOIIUX CIIydasix:

JloxkymeHTanus:

- TIpU TIEPECMOTPE TEKYIICH JOKYMEHTAIIMU U pab0oTe C HOPMATHUBHBIMHU JTIOKYMECH-
TaMH;

- U OTIPENICIICHUU TIPEMETA U COJICPIKAHUS UHCTPYKIIUH, PYKOBOJICTB U TIp.

OOyuyeHue ¥ NOBbILICHUE KBATH(PUKALUH:

- 7151 OIIEHKW COOTBETCTBHS MEPBOHAYAILHOTO M TIOBTOPHOTO OOy4YeHHsS 00Opa3oBa-
HUIO, OTBITY W MPAKTUYECKUX HABBIKOB MEPCOHANA, a TAKXKE ISl IEPUOJUICCKON OIICHKH
oOydeHus, B TOM 9uciie ero 3¢ (HeKTUBHOCTH;

- JUIsl OLIEHKH CIIOCOOHOCTH TMepcoHana (€ro MoArOTOBKH, OTbITA, KBATU(PUKAINN U
(bu3MYECKUX Ka4yeCTB) HAJIEKHO BBIMIOJIHATH MOPYYCHHYIO pabOTy M HE JOMyCKaTh OTPH-
[[ATEJIGHOTO BIMSHUS Ha KA4€CTBO MPOAYKTA.

JedekTbl KauecTBA:

- JUTSL CO3JIaHMsI OCHOBBI OOHAPYKEHHS W OIICHKH BJIMSIHHSI Ha Ka4eCTBO PA3TMYHBIX
ne(eKTOB, TCHJICHIIMKA, OTKIOHCHUWH, WCCIICIOBAHHWMA, BBIXOJIAa TApPaMETPOB 3a IPEICITBI
criennuKanmii, aHaIM3a peKJIaMaruii;

- 11 OPMUPOBAHUS CBSI3€H 1O aHAIM3y PUCKOB U Pa3pabOTKH MEp B OTHOIICHUH
CYIIECTBEHHBIX I€(PEKTOB MPOTYKIINH, KOHTAKTOB C HAA30PHBIMH OpraHaMu | TIp.

IIpoBenenne MHCNIEKINI U AyANTOB

Jlns ompenesneHus NEPUOJUYHOCTH U 00beMa ayJUTOB (BHEIIHMX U BHYTPEHHHX)
ClIelyeT Y4eCTb:

e JleiicTByroIrEe HOPMATUBHBIE U MIPABOBBIE IOKYMEHTHI,

e OO0mue JaHHBIE O COOTBETCTBUM HPEANPHUSATHS WIN MPOU3BOACTBA YCTaHOBIICH-
HBIM TPeOOBaHUSAM U UCTOPHIO MPEAIPUSITHUS;

® D(PeKTUBHOCTH pabOTHI 110 aHATHN3y PUCKOB;

e (CH0XHOCTb MTPOU3BOJICTBA;

e CHOXXHOCTh TEXHOJIOTHUYECKUX MPOIIECCOB;

e CnoXXHOCTB MPOYKIMH U €€ TepareBTHUECKOM 3((HEeKTUBHOCTH;

e Yucio u TsKecTh Ae(PEeKTOB KauecTBa;

e Pe3ynbraThl NpeAbIAYIINX UHCIIEKIIUI/ayUTOB;
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e OCHOBHBIC M3MCHEHUS B 3[]aHUH, 00OPYJOBAHUH, MPOIIECCAX, KIFOUEBOM IMEPCO-
HaJIe;

e OmbIT MPOU3BOJICTBA MPOAYKTa (HAPUMEP, YacTOTa BBITYCKAa CEpUil MPOAYKTa,
UX pa3Mep, YUCIIO CEpUii);

e PesynbraThl HCIBITaHUH, TPOBOJUMBIX AKKPEIUTOBAHHBIMU KOHTPOJILHBIMU Jia-
OopaTtopusiMH.

Iepuoguveckuii aHau3:

- 71 BBIOOpA, OIICHKM M WHTEPIIPETAIIMU PE3yJIbTaTOB M3YUYEHUsS TEHICHIUU TPHU
aHaJIM3€ KaueCcTBa MPOYKTa;

- U MHTEPIIPETAIIMN JAHHBIX KOHTPOJIS, HAIPUMED, IJIs ONpeaesieHuss HEOOX0 IH-
MOCTH TIPOBECHUS IOBTOPHOM aTTeCTAMK (BaIUAAIlMN) UM BHECCHUS U3MEHEHUN B Me-
TOABI OTOOpa TPOO.

IlnanupoBanne U3MEHEHU M KOHTPOJIb M3MEHEHHI:

- JUTA TUTAHMPOBAHMS U3MEHEHUI Ha OCHOBE MH(OpMAIINH, ITOJTYYEHHON B XO/€ TPO-
W3BOJICTBA M pa3BUTHUs (papMarmu;

- IS OLICHKH BJIMSIHUSI MU3MEHEHUHN Ha TOTOBBIN MPOAYKT;

- JUIA OLICHKW BIIUSHUS W3MEHEHWW B TOMEIICHHUSAX, 00OpYJOBaHWUHU, MaTepuaiax,
MPOU3BOJICTBEHHOM MPOLECCE U BHEPEHUN HOBOM TEXHUKMU;

- A ONpENEeNICHUs ACWCTBUM, MPEAIIECTBYIOINX BHECEHUIO MU3MEHCHUMW, HaIlpU-
MEp, JOTIOJTHUTENbHBIC UCIBITAHUS, IOBTOPHAS aTTECTALUS WM B3aUMOJICMCTBUE C HAM-
30pHBIMH OpTraHaMH.

HenpepbiBHOE COBEPIIEHCTBOBAHME
3akirtoyaeTcs B HEMPEPHIBHOM COBEPIICHCTBOBAHUH TPOIIECCOB B TCUCHHE JKU3HCH-
HOTO ITUKJIA MTPOJYKTA.

1.2 AHanu3 pucKoOB KaK 4acTh padoThl HAI30PHBIX OPraHOB
AHaJIN3 PUCKOB MOXET UCIIOJIH30BATHCS B CIACAYIONINX CIydasix:

HNHcnekTHpoBaHHE U OLIEHKA COOTBETCTBHA:

- JUI OmpejesieHus HeoOXOAMMBIX PECypcoB, HalpuMep, MpU IUIAHUPOBAHUU HH-
CHEKIINN, UX IEPUOTUIHOCTH B 00beMa (cM. pasznen «Ayaut» B mpmwiokennn 11.1;

- JUIS OLIEHKM 3HAYMMOCTH, Hampumep, 1e(eKTOB KauecTBa, BO3MOXKHBIX OT3HIBOB
OPOAYKIIMHU U 0OHAPYKEHHBIX P MPOBEICHNH WHCIEKIIUH HEJOCTATKOB;

- JUIS IPUHATHUS PEIICHUH 10 pe3ybTaTaM IpOBeICHUS HHCIICKIINY;

- JUIS OLIEHKU JaHHBIX, IPEJCTABISEMBIX MPEANPUATUIME, BKIIOYas JaHHbBIE O pa3-
BUTHH,

- JUIS OLIGHKH BIIMSTHUSI ITPEII0KEHHBIX U3MEHECHMIA;

- IIpU OTIpeNieIeHnU (PaKTOPOB PUCKA, B OTHOIIECHUH KOTOPBIX JAOJDKEH OBITh OOMEH
uHpopManuel MeXIy MHCIEKIHMEH M dKCIepTaMu sl Jy4llIero MOHUMaHHs TOro, Kak
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PHUCK MOET OBITh IPEAYNPEXACH (HapuUMep, AJs BBITYCKA MPOAYKIMH 10 MapaMeTpaM,
nprMEHCHHH METOI0B aHain3a npoiieccoB — Process Analytical Technology, PAT).

11.3 AHa1u3 pucKOB KaK 4acTh NMpoiecca pa3BUTHSA

AHaU3 PUCKOB MOXET HCIOIB30BATHCS C LEIBIO:

- pa3paboOTKu MPOYKTa BHICOKOTO KAYeCTBAa M MPOU3BOACTBEHHOrO MPOIECCa IS
obecrieyeH s HETPEPHIBHOTO COOTBETCTBHUS MPOIYKTa CBOEMY HA3HAYCHUIO,

- pacuMpeHue 3HAaHUH O XapaKTEPUCTUKAX MPOLYKIIUH C IIOMOIIBIO Pa3IMYHBIX I10-
Kaszaresnell (HampuMep, pacrlpe/eieHneM YacTHIl [0 pa3MepaM, COAEPKaHUeM BIIarH, Te-
Ky4eCTH), TApaMeTPOB TEXHOJIOTHIECKOTO MPOIECCa M BAPHAHTAX €ro pealn3alluy;,

- OIIEHKH KPUTHYECKUX CBOMCTB UCXOHBIX MAaTEPHAJIOB, PACTBOPUTENIEH, aKTHBHBIX
(apMarieBTHUECKUX CYyOCTaHIIMI, HAIOJHHUTEICH M YITAKOBOYHBIX MATEPUAIIOB;

- pa3paboTku criennUKALUi, B KOTOPBIX YKa3bIBAIOTCS KPUTHYECKHE ITAPAMETPHI
mpolecca U yCTAHABIUBAETCS MOPSIOK KOHTPOJIS TPH MPOU3BOJICTBE (HAIPHMED, C HC-
TI0JIB30BAHUEM JaHHBIX O Pa3paboTKe MPOAYKTa B IUIAHE 3HAYMMOCTH MMOKa3aTeNeil Kade-
CTBA JUIS KJIMHUYECKOW 3(P(PEKTHBHOCTH MPOAYKTA W BO3MOXKHOCTH HMX KOHTPOJIS IPH
MIPOM3BO/ICTBE);

- YMEHBIIIEHHs pa3dpoca CBOMCTB KayecTsa:

e COKpaIleHus 1ePEKTOB MPOAYKTa ¥ MaTEPUAJIOB;
® COKpaIleHHs TePEKTOB B POM3BOICTBE;

- OLICHKH HEOOXOIMMOCTH JaIbHEHIIEro aHanu3a (HarpuMep, OHO3KBUBAIIEHTHOCTH,
CTaOMIIHOCTH) C YYETOM PACIIMPEHUS TPOU3BOICTBA M BHEAPEHUS HOBBIX TEXHOJIOTHIA;

- HWCIOJIb30BAHUS TMPHHIIUIA «IPOSKTHPYEMOro IMpocTpaHcTBa» - “design space”

(ICH Q8).

11.4 Ananu3 pHUCKOB NoOMelleHHi, 000Py/10BaHHNA, TEXHOJOTHYECKHX Cpel U
HHKEHEPHBIX ceTel

Ananuz PUCKOB MOKCT UCITIOJIL30BATHCA B CIICAYIOIUX CIIydasix:

IIpoekT (KOHCTPYKLMSA) MOMelIeHHid 1 000Py/IOBAHUS:
- JJ1s1 BbIJIEJIEHHSI HEOOXOAMMBIX IPU POEKTUPOBAHUM 3JaHUHN U TIOMEILEHUHN C YUETOM:
" [I0TOKOB MaTE€pHajoB U IEPCOHAA,
* MUHHUMU3AIHIH 3aTPA3HEHUH,
® QOpHOBI C HACEKOMBIMHU,
" [pPeJOTBPAILECHMS NEPEMYThIBAHNUS,
® HCHOJb30BaHUS OTKPBITHIX U 3aKPBITHIX CUCTEM,
® YUCTHIX IOMELIEHUN U U30JITOPOB,
" CHEUUATU3UPOBAHHBIX WM U30JUPOBAHHBIX (OTIEJIIEHHBIX) MOMEUIeHU 1 000-
pyAoBaHus,
- 7S ONpEIENIeHHs BHAA MaTepUaTIOB OOOPYIOBaHMS, BCTYMAIOLUIUX B KOHTAaKT C
IIPOJIYKTOM Y NIEPBUYHON YIIAKOBKOM,
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- ISl OTpefieNieHns] HeOOXOIUMBIX TEXHOJOTHYECKUX Cpel M MHXKEHEPHBIX ceTei
(mampumep, nap, rasbl, Boja, CKaTblil BO3yX, MCTOYHUKH SHEPTHH, CUCTEMbI OTOILIICHHUS,
BEHTWISILIMM U KOHJUIIMOHUPOBAHHS);

- TUTAHUPOBAHHME MPEIYNPEAUTEITHLHOTO TEXHUYECKOTO0 OOCITyXHBaHUS 000pyHOBa-
HUs, HallpUMEp, THBEHTAPU3ALIMH 3al1aCHbIX YaCTEH.

Yucrora 000py10BaHNS:

- JUIS 3alUTHI MPOAYKTA OT BJIMSHUS BHEIIHUX (DAKTOPOB, BKJIIOYAS XHUMHYECKHUE,
MHUKPOOHOJIOTHYECKHE U (PU3nUYecKue 3arps3HeHus: (OMMacHOCTH), HaIpuMep, pa3padoTka
TpeOOBaHUH K OJIeXK/I€, OPSAIKY MEPEOIeBaAHUS, TUTUEHE);

- IS 3aIUTHI OKpYXKAIoIIeW cpeapl (Hampumep, nepcoHania, 0ObEKTOB, YyBCTBH-
TEBHBIX K MEPEKPECTHBIM 3arpsS3HEHHSIM) OT OMACHOCTEH, CBSA3aHHBIX C MPOU3BOJICTBOM
JAHHOTO MPOJIYKTa.

ATTecTalusi MOMelIeHNi, 000pPy10BaHHUs, TEXHOJIOTHYECKUX Cpell M HHKeHep-
HBIX CeTeM:

BeimonHsercs 1is onpeneneHus paMoK U o0bemMa padoT Mo aTTecTally MOoMellle-
HUH, 31aHWi, MPOU3BOJCTBEHHOTO0 OOOPYAOBaHHS W/MIM J1aOOPAaTOPHBIX MPUOOPOB,
BKJIFOYAsi TOBEPKY (KaTUOPOBKY).

O4ucTka 000py10BaHHMA U KOHTPOJIb OKPYKalouieil cpeabl:

- U1 pa3lieNeHus AeMCTBUM U pellieHni, OCHOBBIBAsCh HA MOKA3aTeNAX Ha3HAYEHUS
o0opynoBaHus (HalpUMep, YHUBEPCAJIbHOE U CIEUUATU3UPOBAHHOE, IIPOU3BOJCTBO CE-
pUSMU U HENPEPBIBHOE IPOU3BOJICTBO);

- JUId OlNpezeNieHUsl MPEJesIoB MPUEMIIEMOCTH (3a/laHHbIX MPEJENIOB) MPHU aTTecTa-
LMY [TPOLIECCOB OYUCTKH.

IHoBepka (kaanOpPoBKa) M TEXHUYECKOE 00CTyKMBAHHE
Hcnone3yercst npu pa3padoTke rpaduKoB MOBEPKU (KaTMOPOBKH) U TEXHUYECKOTO
00CITy>)KMBaHUS.

KomnbioTepHble cMCTEMbI M KOMIIBIOTEPHOE KOHTPOJILHOE 000pPy/10BaHue:
- 17151 BBIOOpa KOMIIbIOTEPA U MIPOrPaMMHOI0 obecreyeHus (MOIyJIbHOE, CTPYKTYpH-
pOBaHHOE, YCTOMUMBOE K OTKa3aM);
- ISl OTPEJICNIEHUs] MPOJIOJKUTEIIBHOCTH U COJAEPKaHUsl aTTeCTalluK (BaJMIaIim ),
HanpuMep:
® YCTaHOBJIEHUE KPUTHUUYECKUX MapaMEeTPOB,
e 3a/1aHUA TpeOOBaHUM U BBIOOpA KOHCTPYKIIUH,
® [IEPECMOTpP CHUCTEMbI KOJUPOBAHMUS;
® JUIMTEIBHOCTb UCIIBITAHUN U BRIOOP METOJIOB UCTIBITAHUM;

® HaJEKHOCTEU 3JIEKTPOHHBIX 3aMKUCEN U AIEKTPOHHBIX KOJIOB.
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1.5 AHa/1u3 pUCKOB KaK 4acTh padoThl ¢ MATEPUATAMH
AHaJIN3 PUCKOB MOXET UCIIONIH30BATHCS B CAEAYIONIUX CIyYasx:

AHAJIN3 ¥ OL€HKA NMOCTABIIMKOB M UCIIOJHUTEJIEH, PAG0TAIOIINX N0 KOHTPAKTY:

BelmonHsiercs st o0ecredeH sl OJHOTh MH(QOPMAMKA ¥ 000OCHOBAHHOCTH OLICHKH
MOCTABIIMKOB M UCIIOJHUTENCH, padOTAIONUX 110 KOHTPAKTy (HampuMep, MPOBEACHHUE ay-
JTIUTOB, 3aKJIFOYCHHUE COTJIAIICHHUH C MTOCTABIIMKAMU 00 00eCTIeYeHUN KauecTBa).

Hcxonnbie maTepuadbl:
BrinonnsieTcs aisg OLEHKU pa3auyuidl U BO3MOXKHBIX PUCKOB JJIsl KQUeCTBa, CBSI3aH-

HBIX C pa30pOCOM XapaKTEPHUCTHUK MCXOHBIX MAaTEPHUAIOB (HAIIPUMEp, 3a CUET CTapeHUs,
METOJ/IOB CHHTE3a).

HUcnonb3oBaHue MaTepHAJIOB:

Brmmonusercs mis:

- OIpeJEeeHUs] BO3MOKHOCTH HMCIOJb30BaHUsl MaTepuasia, HaXOoJsAIerocs B KapaH-
TUHHOM XpaHEHUH (HaIpUMep, B TaHHOM POU3BOICTBE);

- OIpeeIeHNs TPUTOAHOCTH K TiepepaboTKe M MCIIOIb30BAHMS BO3BPAIICHHBIX Ma-
TEpPHUAJIOB.

Xpanenue, paéoTa CKJIa10B U YCJIOBHS pacrnpeaeeHus:

Brmmonusercs mis:

- OIICHKH COOTBETCTBHS yCIIOBUM XpaHEHHUS M TPAHCTIOPTUPOBAHUS (HAIPUMED, TEM-
nepaTyphbl, BI&KHOCTH, KOHCTPYKITUU YITAKOBKH) 3aJaHHBIM TPEOOBAHUSM;

- OTpeIeTICHUS BIMSHUS HAPYIICHUH B XpaHCHUH WJIM TPAHCTIOPTUPOBAHUH (HAIIPH-
Mep, TIPU OPTaHU3aIMH XOJI0I0BOM IIeTH) ¢ y4eToM pykoBoacTB ICH;

- moaaepKaHus MHPPACTPYKTYPHI (HapuMep, cocoOHOCTH obecrednBaTh TpeOo-
BaHUA K OTTPY3Ke, MPOMEKYTOUHOTO XPAHECHHUS, OOpAICHNS C OTIACHBIMU MaTepHUaJaMu U
TPeOYIOMMMH KOHTPOJISI CyOCTaHIIMSIMH, TAMOKCHHON OYUCTKE);

- o0ecnieueHns HHPOPMAIUEH B OTHOIIEHUH JOCTYITHOCTH JICKAPCTBEHHBIX CPE/ICTB,
HaIpuMep, ¢ UCTIOJIb30BaHUEM PAaH)KHUPOBAHKS PUCKOB B IICTIH ITOCTABKH ).

11.6 AHaTu3 PUCKOB KaK 4acTh MPOU3BOACTBA

Ananuz PHUCKOB MOXKCT UCIIOJIb30BATHCA B CICAYIOMUX ClIydadax:

ATtTecTanus (MCILITAHUSA):

Brimonnsiercs nns:

- YCTaHOBJICHUS NPEJENoB (paMOK) U 00beMa aTTecTaluy (HarmpuMmep, aHaJIuTHYe-
CKHX METOJIOB, MPOIECCOB, 000PYI0BAHHUS, METOJOB OUYUCTKH);

- onpezenieHus: o0beMa MOCIeAYIOIUX AeUCTBUN (HanpuMep, oroopa mpood, KOHTPO-
7151, IOBTOPHOM aTTecTalim);

- YCTAQHOBJICHMSI Pa3IUuUil MEXIy KPUTHUECKMMH U HEKPUTHYECKUMHU dSTaramMu
nporecca s IPOBEJICHHS UCCIEA0BAHMIM MTPH aTTEeCTAIlMH (BaTUIALIH).
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BHyTpuUnpou3BOACTBEHHBbIH 0TOOP NPOO M KOHTPOJIb

Beinonnsercs ais:

- OINpeJieNIeHUs] IEPUOIUYHOCTU U 00BbEMA BHIIIOJHEHUS! BHYTPUIIPOU3BOICTBEHHOTO
KOHTpoJIsl (Hampumep, 0OOCHOBAHMSI CHUKEHHOI'O 00beMa KOHTPOJISI ONPEJECIIEHHBIX YC-
JIOBUSIX);

- OLICHKH ¥ 0OOCHOBaHUS UCIOJIb30BaHUS METOI0B aHAJIN3a MPOILIECCOB B COUCTAHUU
C BBIIIYCKOM MPOAYKIIMHU [0 TapaMeTpaM U B PEaIbHOM BPEMEHHU.

HﬂaanOBa}me MMpoMn3BOACTBA

HpCILy'CManI/IBaCT COOTBCTCTBYIOIINEC MCTOAbI IIJIAHUPOBAHUS (HaHpI/IMCp, BBILICIIC-
HHUC IMPOU3BOACTBA, ITPOU3BOACTBO KAMIIAHUAMHU WJIA COBIIAAAOIIMMU ITOCJICIOBATCIIBHO-
CTsAMU HpOI/ISBO,Z[CTBa).

1.7 AHanu3 pPUCKOB KaK 4acTh Ja0OPaATOPHOI0 KOHTPOJS M KOHTPOJIS CTa-
OMJIBHOCTH

Ananuz PHUCKOB MOXXET UCIIOJIb30BATHCA B CICAYIOIIUX CIIydasax:

Brixona 3a npenean! cnenupukanmia
BrImtonHsAETCSA UIsI YCTAHOBJICHUS BO3MOXKHBIX HMCXOIHBIX MPUYMH M Pa3pabOTKH
KOPPEKTUPYIOIINX JESHCTBHUH MPH aHAIIN3€E CIIyYacB BbIXO/1a 3a MPEACIIBI CIIeIA(DHKAIIHA.

KoHTpoJis1 nepuogMYHOCTH NOBTOPHBIX HCNIBITAHUI H CPOKA FOAHOCTH
BrinosiHsieTCs 1151 OIEHKN PaBUJIBHOCTH XPAHEHHUS U UCIIBITAHUM MCXOIHBIX MaTe-
pHAJIOB, HAIOJHUTENIEH U IPOMEKYTOUHOU MPOTYKIUH.

11.8 Anam3 PHCKOB KakK 9aCTb IPOUECCOB YIIAKOBKHA H MAPDKHPOBKHA

Ananuz PUCKOB MOKCT UCITIOJIL30BATHCS JJIA:

KoHcTpykuun ynakoBku

BoimonHsieTcst Aji1 KOHCTPYUPOBAHUSI BTOPUYHOM YIAKOBKH C II€JIbIO 3aIIUTHI MPO-
JyKTa B IEPBUYHOM yNaKoBKe (Hampumep, IJsl TOTO, YTOOBI YAOCTOBEPUTHCS B MOAJIUH-
HOCTHU MPOJYKTa, YUTAEMOCTH MaPKUPOBKH).

Bbi160op cucTeMbl YKyNOPUBaHUSA
Brimonusiercs a1 onpeieneHusi KpUTUYECKUX apaMeTpOB CUCTEMbI YKYIIOPUBaHUS
KOHTEIHEPOB (MEpPBUYHON YIAaKOBKH).

KoHTpoJb MapKHpPOBKH

Brimonssiercs npu pa3paboTke MHCTPYKLMN IO KOHTPOJIIO, OCHOBBIBAsICh HAa BO3-
MO>KHOCTH IE€pENyThIBAaHUS U3-3a HENPABWIHLHOIO HAHECEHUSI MAPKUPOBKH WJIM M3-3a He-
IIPaBUJIbHBIX BAPUAHTOB OJHOW U TOM K€ MapKUPOBKH.
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