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Mpeancnosune

Lienn v npyHumnbl cTaHaapTusauum B Poccuiickoli ®efepauum ycTaHoBAeHbl efiepanbHbiM 3akOHOM OT
27 neka6ps 2002 r. No 184-d3 «O TexXHU4YEeCKOM perynvpoBaHuu», a npasuia NPpUMEHEHNs HauUoHabHbIX
cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauua B Poccuiickoii ®epepauun.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 PABPABOTAH O6uiepoccuiickoin obLecTBEHHOI opraHm3aunein «Accoumaums MHXEHepoB No KOH-
TPOA0 MUKpo3arpssHeHuii» (ACUHKOM)

2 BHECEH TexHuuyeckuMmu KomuteTamu no craHgaptusaumm TK 458 «lMpaBuna npon3BoAcTBa U KOHT-
pons kayecTBa IekapCTBEHHbIX cpefcTB» 1 TK 184 «O6ecneyeHne NPoMbILLIEHHON YNCTOTbI»

3YTBEPX/EH 1 BBEJEH B IEVICTBUE Mpukasom ®efepanbHOro areHTCTBa Mo TEXHUYECKOMY pery-
nuposaHunio n metposnorum ot 21 anpens 2006 r. No 73-cT

4 BBEJEH BINEPBbIE

MHdhopmauua 06 U3MeHeHUaX K HacTosleMy CTaHAapTy Ny6aukyeTcs B eXerofHo u3faBaeMmom
MH(OPMaLMOHHOM YKa3aTe e «HalunoHabHble CTaHAapThi», @ TEKCT U3MEHEHWI U NONPABOK — B €XeMe-
CSIUHO U3AaBaeMbIX UH(POPMALMOHHBIX YKa3aTenax «HaunoHa bHble cCTaHgapThi». B ciyyas nepecMoTpa
(3aMeHBbI) MM 0T MeHbl HACTOsILLLEr0 CTaHAapTa cooTBeTCTBYIOLLee yBeJoM/eHue 6yaeT ony6/IMKOBaHO
B ©XXEMECSIYHO n34aBaemMoM MHGIOPMaLMOHHOM yKa3aTese «HaunoHanbHble cTaHgapThi». COOTBETCTBY-
loLLas MHhopMaLusl, yBeJOMIEHUS N TeKCTbl pa3MelLao T ca Takxke B MH(OopMaLMOHHO cucTeme o6LLero
MoJib30BaHUsi — Ha ohMLUManbHOM caiiTe ®efepasbHOro areH T CTBa M0 TeXHUYECKOMY PETY/TMPOBAHMIO U
MeTposiorun B ceTu HTepHeT

© CraHpgapTuHdgopm. 2006

HacTosiuii cTaHAapT He MOXEeT GbITb NO/THOCTLI0 UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kayecTBe ohuLManbHOro nsganus 6e3 paspelleHus ®efepasibHOro areHTCTBa No TEXHUYECKO-
My perysiupoBaHuio 1 MeTposiorumn
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BBepeHne

NlekapcTBeHHbIe cpeAcTBa SABAAIOTCA 0COObIM BUAOM NpoAyKuun. K HAM NpeabaBasioTCsA BbiCOKMe Tpe-
60BaHNa no 6e3onacHocTy ¥ adchekTBHOCTU, 0becneyrBaemblie Ha BCeX 3Tanax pa3paboTku, UcChbITaHUui,
Npon3BOACTBA U peanmn3amu.

Tpeb6oBaHMsA K NPON3BOACTBY IEKAPCTBEHHbLIX CPEACTB YCTAaHOBEHbI CUCTEMOOGPA3yOLWUM cTaHaap-
Tom TOCT P 52249. HacToswwmii cTaHAapT BXOAWUT B KOMM/IEKC CTaHAAPTOB, OTHOCALWMXCS K NPOU3BOACTBY
NeKkapCTBEHHbIX CPeACTB, U AeTann3upyeT TpeboBaHusa K cucteme obecneyeHns kayecTsa Ha atane nNnpous-
BOACTBA.

Ob6ecneyeHne KayecTBa ABAETCA KOMNIEKCHON 3aayeil, B KOTOPYHO BXOASAT:

- UCnonb3oBaHMe MaTepnanos, OTBEYaOLLMX 3aA4aHHbIM TPE6OBaHNAM;

- NPOM3BOACTBO MPOAYKUNM B MOMELLEHNAX N HA 060pyA0BaHUN, TapaHTUPYOLWMX BbINYCK MPOAYKLMN B
COOTBETCTBUY C 3af@aHHbIMW TPEGOBaHNAMMY;

- Hagexatias noAroToBka NPON3BOACTBA;

- COOTBETCTBUE NepcoHasna TpeboBaHnAM K NpoheccroHaibHON NoAroTOBKE, JIMYHOI TMrneHe, UCNOSHN-
TeNbHOCTW N A06POCOBECTHOCTM.

[laHHble ycnoBusa fOMXHbI ObiTb YKa3aHbl B CUCTEME JOKYMeHTauuu, cnefoBaHne KOTOPOW MO3BOAUT
rapaHTMpoBaTb ka4yecTBO NPOAYKL MW, NOATBEPANTbL €r0 NPV NPOBEAEHUN KOHTPOIS U NCKNIOUUTL peknaMaLmu.

Hapsagy co cka3aHHbIM CrieflyeT NOCTOSSHHO NMPOBOAWTbL aHanu3 criydaeB OTK/IOHEeHWI OT TpeboBaHwuii
cneundmkaunii 1 napameTpoB (onepauuii, NpoLeccoB), NPeACTaBNAAWMNX PUCK ANA CTAOUNBHOCTM Ka-
yecTBa Cc pa3paboTKoli 1 peann3auneii N1aHOB OpraHn3aLMOHHO-TEXHNYECKNX MePONpuATKiA No o6ecneve-
HWIO KayecTBa.

Mpy pa3paboTke cTaHfapTa WMCMO/Sb30BaHbl POCCUiCKMEe HOpMaTuBHble AoKyMeHTbl (TOCT P 6.30),
matepuansl BO3 n FDA CLWA [1]. [2].
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HALWOHA/NbHBLINR CTAHAAPT POCCUWNCKOWN GENLEPALUMN

MPOVN3BOACTBO /IEKAPCTBEHHbLIX CPEACTB
CVNCTEMA OBECMEYEHNA KAYECTBA

O6lwwumne TpeboBaHuA

Manufacturing of medicinal product. Quality assurance system.
General requirements

fNaTta BBegeHua — 2007—01—01

1 O6nacTb NpUMeEHeHUA

HacToawwuii ctaHgapT ycTaHasnmBaeT TpeboBaHuA K cucTeme obecrneyeHuss kadvectsa npu nNpows-
BO/ICTBE /IEKAPCTBEHHbIX CPEACTB C LieNblo NX rapaHTUPOBaHHOIO COOTBETCTBUSA TEXHUYECKUM pernaMmeHTam,
HaLMoHalbHbIM Y MEXTocyAapCTBEHHbIM CTaHAapTaM. [ocyfapcTBeHHon ®apmakonee, 4pYTMM HOPMATUB-
HbIM IOKyMEHTaM, CTaHJapTam NpeanpusaTUii u cneunanbHbiM TpeboBaHNAM, 3a4aBaeMbIM NpU perncTpauum
NeKapCTBEHHbIX CPeACTB.

CTtaHpapT gononHseTt cuctemoobpasytowmii ctangapt FOCT P 52249 u getanvsupyeT TpeboBaHus K
cucteme obecneyveHuns kayectsa. KOHKpeTHble opraHM3aUnoHHbIe Y TEXHUYeCKne TpeboBaHUA K JOKyMeHTa-
uuu, npoueccam 1 ob6opyaosaHuio (CTepunnsauns, NoAroToBka BoAbl, TEXHOOrMyeckoe o6opygosaHue, ymc-
Tble MOMELLLeHMA 1 Np.) paccMaTpusaroTCs B APYrMx cTaHgapTax.

2 HopmaTtunBHbIE CCbINKN

B HacTosLeM cTaHAapTe UCNO/b30BaHbl CChISIKM Ha criefytoLine cTaHaapThl:

FOCT P 6.30—2003 YHu(pUUUpoBaHHbIE CUCTEMbI OOKYMeHTauuu. YHuduuMpoBaHHas cuctema
opraHu3aLoHHO-pacnopsaAnTesnbHOM AOKYMeHTaunu. TpeboBaHns K 0pOpPMIEHNI0 JOKYMEHTOB

FOCT P NCO 13408-1—2000 AcenTuyeckoe Npou3BOACTBO MeAMUMHCKOW npoaykumu. YacTte 1.
O6uwue TpeboBaHNs

FOCT P MCO 14644-4—2002 4YucTble nomeLleHuUs U CBA3aHHble C HUMU KOHTPO/IMpYEeMble cpefabl.
YacTb 4. lMpoekTupoBaHne, CTPOUTENBLCTBO 1 BBO/ B 3KCNTyaTauuto

FOCT P 52249—2004 [paBuia npou3BOACTBA W KOHTPOIA KauecTBa SIekapCTBEHHbIX CpeicTB

NMpnmeuyaHune — MNpy NONL30BAHUN HACTOSALWMM CTaHAaPTOM L,es1Iecoo6pasHo NPoBepUThb AelicTBMEe CCbIIoY-
HbIX CTaHAApPTOB B WMH(OPMALMOHHOI cUcTeMe OO6LEero MoMb30BaHUsS — Ha oduunanbHOM caiite PefepasbHOro
areHTCTBa MO TEXHNUYECKOMY PerysimpoBaHuUio U MeTPOIOTUN BCeTu VIHTepPHET UM No eXeroHo n3gaBsaeMomy nHopma-
LMOHHOMY yKa3aTesto «HaumnoHanbHble CTaHAapTbi», KOTOPbIA OMy6/IMKOBAH MO COCTOSIHMIO HA 1siHBaps TeKyLero roaa, v
Nno COOTBETCTBYIOLWM eXeMeCAYHO N3jaBaeMbiM WHPOPMALMOHHbLIM yKa3aTensaM, ony6/IMKoBaHHbIM B TeKylleM roay.
Ecnu cCbINIOYHbIV fOKYMEHT 3aMeHeH (M3MeHeH), TO MpU NOSIb30BaHUUN HACTOSIWNUM CTaHAAPTOM criefyeT PyKOBOACTBO-
BaTbCA 3aMeHeHHbIM (M3MEeHEHHbIM) JOKYMEHTOM. EC/N CCbINOYHbLI JOKYMEHT OTMeHeH 6e3 3aMeHbl, TO NOJI0XeHWeE, B
KOTOPOM flaHa CCbl/IKa Ha HEero, MPMMeHsieTCsl BYacTU, He 3aTparnBatoLieli 3Ty CCblIKy.

3 TepMuHbI 1 onpeaeneHus

B HacTofALeM cTaHgapTe NpUMeHeHbl TepMuHbl nonpegenedna no FOCT P 52249, a Takxke cnegywouimne
TePMUHbI C COOTBETCTBYIOLW UMM ONpeeneHuamm:

3.1 uHdpopmauma o npeanpusaTun (focbe npeanpuaTus) (site master file): JokymeHT, cogepxatyuii
OCHOBHbI€E laHHbIEe O NPeAnpuUATUn.

N3paHne odnynansHoe
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3.2 kayecTBO IekapcTBeHHOro cpeacTaa (quality of medicinal product): CooTBeTCTBME /IeKAPCTBEHHO-
ro cpefcrtea TpeboBaHusaM cneundmkalmm, hapMakoneiHo cTaTby AW APYroro fLOKyMeHTa.

3.3cuctema obecneveHuns kavyecTtBa (quality assurance system): KoMmnnekc opraHu3aunoHHbIX Y TEXHU-
Yeckux mep. o6ecneyrBaloLLMX BbIMYCK eKapCTBEHHbIX CPeCTB B COOTBETCTBUM C 3a4aHHbIMU TPEOGOBAHNAMM.

3.4 xpuTnyecknin napametp (critical parameter): MapameTp, BAUSAIOWMIA HA KAYECTBO IeKapCTBEHHOIO
cpefcTea.

3.5ypoBeHb golicTeus (action level): 3HaueHne KOHTPOSIMPYEMOTO NapameTpa, Npu 4OCTUXKEHUN KOTO-
poro TpebyeTcsa Heme1eHHoe onpefeneHne 1 ycTpaHeHve NpuyvH BBUAY ONacHOCTM BbiXxofa napameTpa 3a
JonycTumble npegensi.

3.6 yposeHb npegynpexaeHus (alertlevel): 3HayeHne KOHTPONMPYEMOro NapameTpa, KOTopoe cBuje-
TeNbCTBYET O BO3MOXHOI TEHAEHUMM ero BbiIxoAa 3a AoNyCTUMble npefesbl, 4To TpebyeT aHannsa npuymH
U3MeHeHVsa napameTpa v, Npy He06XoAUMOCTH, NPUHATUS COOTBETCTBYOLNX Mep.

3.7 NPOMBbILWNEHHbIA pernameHT, TeXHOMOrnMyeckas WMHCTPYKUUA U MHCTPYKLMA NO ynakoBKe
(manufacturing formulae, processing and packaging instructions): JokyMeHTbl, onpeAensioLne Bce NCNo/b3y-
eMble NCXoAHble MaTepurasnbl U onepaumm No NPon3BoACTBY U yNakoBKe NPOAYKLUN.

3.8 MHCTpyKLUUA, MeToAuKa, npoueaypa (procedure, standard operating procedure — SOP): lokyMeH-
Tbl. COflepxaLllme ykazaHus rno BbINO/THEHUIO OTAE/IbHbIX BUAO0B onepauuii (HanpyrmMep, No o4ncTke, nepeojesa-
HWI0. KOHTPOJTIO OKpYXXatoLLeli cpesbl, 0TOOPY NPo6, NPOBEAEHMI0 UCMIbITAHWIA, SKCNyaTauun 060pyA0BaHNS).

NMpumeyaHune — B aHrnosAsbl4YHOW nuTepaType ucnosnb3yetcs TepmuH «Standard Operation Procedure —
SOP». [MpuMeHeHNe B PyCCKOM A3blke TepMuHa «CTaHgapTHas onepayoHHas npouegypa — COIl ». ansouLerocsa same-
HOW NaTMHCKUX BYKB KUPUNAULER, He UMeeT cofepxaTe/lbHOro cMbicna, He A06aB/sieT HOBU3HbI B 06LENPUHATbLIE OTe-
YecTBeHHble TEPMUHbI U He peKoMeHayeTcs.

3.9 npoTtokon Hacepwuio (record): JOKYMEHT, OTpaXatoLL il Xo4 NPOU3BOACTBA KaX Aol cepun Npoayk-
LMK, B T. Y. paspeLleHne Ha ee peanunsauuio, 1 Bce hakTopbl, BAUAKOLME HA KAYECTBO FOTOBOW NPOAYKLMUN.

NMpumeuaHune — BNpoOTOKON Ha cepuio crefyeT Takxke BKIOYATb JaHHble O NPOBEeAEHUN MOATOTOBUTENbHbIX
pa6oT nepej NPOU3BOACTBOM CEPUN, BIMAIOLUX HA Ka4eCTBO NPOAYKLUN (0UNCTKa U cTepuansauns obopyaoBaHns, y6op-
Ka NoMeLeHnn nnp.j.

3.10 atTtecTtayms (qualification, validation): MNoaTBepxaeHne COOTBETCTBUSA 3afaHHbIM Tpeb0oBaHMAM.

MpnmeyvaHnsa
1 Ha pa3nnuHbIx aTanax NpPoeKTUPOBaHWSA, MOHTaxa 1 BBOAA B 3KCMN/lyaTaunio 06 beKTOB NPOBOAATCS.
-aTtTtectaymnsa npoekta (DO — Design Qualification);
-aTTecTauma B NOCTpoeHHOM cocToaHuu (IQ — Installation Qualification);
-aTTecTauma B ocHaweHHoM cocTtoaHum {OQ — Operation Qualification).
-aTTecTaumsa B akcnayatmpyemom coctosHumn (PQ — Performance Qualification).
2 [ns npoBefAeHns atTectayum TpebytoTca nporpamma atrectaynm (validation masterplan) n metoankm attecra-
yumu.
«BanmagauroHHbIii MacTep niaaH» — HEePeKOMEeHAYEMblil TEPMUH.

4 CopepxaHne cuctembl obecnevyeHus KkadecTesa

4.1 Ha3HauyeHue cucTteMbl ob6ecnevyeHns kayecTsa

CucTtema obecneyeHns KayecTsa B NPOU3BOACTBE /leKapCTBEHHbIX CPEACTB AO/KHA rapaHTMpoBaTb
BbINOJ/IHEHVE OCHOBHbIX TPE60BaHMIA K BbINyCKaeMoi NpoayKLun:

- COOTBETCTBYME creundmkaumn (papmakoneiHoi cTatbe), B T. Y. OTCYTCTBME NOCTOPOHHUX BK/THOYEHWIA
hU13MYECKON, XMMNYECKON N MUKPOBMOOrMYeckol NpupoApl, BbIXOAALWMX 38 YCTAHOB/IEHHbIE Npeaesibl:

- COXpaHeHune CBOVX CBOWCTB B TeYEHMe YCTAHOB/IEHHOTO CPOKa roAHOCTY;

- Ha/IM4re NPaBW/bHON 1 YETKON MapKUPOBKU.

CyLiecTBeHHble 0CO6EHHOCTU, OT/IMYatoL e TeKapCTBEHHbIE CpeAcTBa OT MHOMUX ApPYrux BUAOB Npo-
OYKUWW. COCTOAT B C/iefytoLlem:

- CMJIOLLHOM KOHTPO/b FOTOBBIX /IEKAPCTBEHHbLIX CPeACTB Hepa3pyLlalLmMm MeToAamMm no Bcem nokasa-
TeNSAM HEBO3MOXEH, T. €. KOHTPO/1b KAYECTBA MOXET BbINONHATLCA TO/ILKO N0 BbIGOPKE onpeAeieHHoro yncna
06pasLoB 13 cepmn NPoAYKLUN.

- NoTpebuTesnib He MOXeT MPOBEPUTb KAYECTBO JIEKAPCTBEHHbIX CPEACTB, OH MOMTHOCTbLIO JOBEPSAET CONpPo-
BOAMUTENbHOW AOKYMeHTaLuy NnpomM3BoanTens.

BbI6GOpPOYHbIVi KOHTPO/Ib HE AaeT rapaHTuy Toro, Y4To AedeKTHaA NPOAYKLUNA HE OKaXeTCA Ha PblHKe.
B cBS131 C 3TVM Ka4eCcTBO JIEKAPCTBEHHOTO CPEACTBA A0/HKHO ObITh 06€CneYeHo TeXHonorneli n opraHnsauvei
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nNpon3BOACTBA Tak, YTO6bl NPOAYKLUUS, HE COOTBETCTBYOLWAsA YCTAHOB/IEHHbIM Tpe60oBaHNAM, He Morsia nos-
BUTbCA.

4.2 MpuHLMNbl 06ecnevyeHns kayecTea

Ob6ecneyeHre kayecTBa SlIekapCTBEHHbIX CPEACTB OCHOBAHO Ha CNeAyoLWwmnX NpuHLmMnax:

a) YeTkoe onpefeneHne 0653aHHOCTEN N OTBETCTBEHHOCTU PYKOBOAMTENEW N BCEX COTPYAHUKOB Npes-
npuaTKs. NMoHYMaHue BCeM KONIEKTUBOM W. B MEPBYI0 o4epeb, PyKOBOAMTENEM NPeanpuaTUs, NepBOCTENEH-
HOI ponn cucTembl 06ecneyeHnst kKayecTBa B NPOU3BOLCTBE /IEKAPCTBEHHbIX CPeACTB.

b)/JoKyMeHTasIbHOe 0hopM/IEHNE BCEX NPOLLECCOB NMPOU3BOACTBA, KOHTPO/IS KAYeCcTBa U Np. B KOHKpeT-
HOIN. ncuyepnbiBaloLLeli Y NOHATHON AN Kaxaoro paboTHka popMe ¢ geTanusaumein Kaxaon onepaumm unm
Kaxporo Tpe6oBaHuWs Tak, 4To6bI N060e AeliCTBUE BbINOHAIOCH B COOTBETCTBUM C LOKYMEHTOM U AeACTBUSA NO
YCTHOMY pacnopshKeHUI0 UK N0 NINYHOW TPaKTOBKE NCKIHYanCh.

¢) OpraHu3auus npomM3BOACTBa B COOTBETCTBUM C flOKyMEHTauuel npeanpuaTia v 4eicTBYOLWMMY HOp-
MaTUBHbIMU LOKYMEHTaMMU.

d) ObecneyeHne NpOCeXMBAEeMOCTM BCEro npoiecca Npou3BOACTBA WU KOHTPO/A KayecTBa 3a cyeT
NMOJTHOTO ;OKYMEHTUPOBAHUS BbINO/IHEHNSA BCEX ONepauuii U NoyYeHHbIX pe3ynbTatoB OT NpYeMa matepua-
OB [10 peanusaLmm npoayKLun.

€) KOHTpO/1b MCXOAHbIX Y YNaKOBOYHbIX MaTepuasnos, NPOMEeXYTOYHON 1 rOTOBOI NPOAYKLUN B NOSTHOM
COOTBETCTBUM C YCTAHOB/IEHHbIMY TPebOBaHMAMN. VICNob30BaHe MaTepuasnos, COOTBETCTBYIOLNX yCTAHOB-
NeHHbIM TpeboBaHMAM. IcknoueHne NCnoib30BaHns UHbIX MaTepuasnos.

L) BbinonHeHune tpeboBaHuin FTOCT P 52249 k nomelleHnsIM, 060pyA0BaHMIO U NpoLeccam gocturaeTcs
Ha/IMuMeM NpoekTa NPon3BOACTBA, COOTBETCTBYHLLEr0 HOPMATUBHLIM fOKYMEHTaM, 1 €ro fO/DKHOW peannsa-
Lue.

h) YkomnnekToBaHHOCTb NPON3BOACTBA MEPCOHAIOM, UMELLMM HEOBXOAMMYIO NOATOTOBKY U ANCUUN-
NVHY.

i) icnonHutenbckas gucuunanHa — o6sa3aTeNlbHOe Y TOYHOE BbIMOSTHEHVE NEPCOHANOM CBOUX 06593aH-
HOCTel, NPUKa30B, PaCNOPSHKEHWUIA U APYTUX OKYMEHTOB, a Takke MHOPMUPOBaHUE PYKOBOACTBA O CUTYaL M-
AX. CBSA3@HHbIX C HEBbINO/IHEHNEM NOPYYEHHOTO Aena. KOHTPosb BbINOSIHEHNS NEPCOHA/IOM YCTaHOB/IEHHbIX
Tpe6oBaHUiA.

j) MOCTOSAHHBIN aHanM3 kayecTBa NpoAyKLUuK, C/lydaeB OTKIOHEHMS OT cneundukalumii U NpUYnH pekna-
Mauuii; opraHusaums 0T3bIBOB NPOAYKUMM, HE COOTBETCTBYIOL e TpeboBaHNSAM; aHa/iM3 pUCKOB U onpeaere-
HMEe KpUTMYEeCKMX Touek; NpoBeAeHne CaMOVHCNEKUNN, T. €. Hannyne NOoCTOSHHOW 06paTHO CBA3W Mexay
pesynbTataMu paboThbl, C 04HOV CTOPOHbI, 1 TEXHOIOTMYECKUM NPOLLECCOM, MEePCOHaIoM, MaTepuanamm 1 gpy-
TMMK pecypcamu, ¢ pyroi.

k) KynbTypa npomssoacTBa:

- yuctoTa Ha npegnpuaTUK (TeppuTopuK, B MPOU3BOACTBE, BCMOMOraTesbHbIX, CKNafCcKNX N ObITOBbIX
nomeLLeHuii n np.);

- INYHAsA rUrMeHa, akkypaTHocTb 1 np.;

- KynbTypa B3aMMOOTHOLWEHWI (KoppekTHasa paboTa pykoBoguTenei, co3gaHue 6,1aronpmaTHOro Ncuxo-
NIOTMYECKOro MUKPOK/IMMAaTa Ha BCEX YPOBHSX).

4.3 CTpyKTypa cucteMbl obecneyeHuns kayecTsa

Cunctema obecneyeHuns KayecTBa Npu NPon3BOACTBE SIeKAPCTBEHHbIX CPEACTB COCTOUT U3 CrIeAYHLLMX
3/1IEMEHTOB.

4.3.1 NHdpopmaumsa o npeanpuaTnm

«/HdhopmaLmsa 0 npeanpuaTUN» — AOKYMEHT, COAepXallil OCHOBHbIE faHHble 0 NPeANPUATAM B COOT-
BETCTBUU C nogpassesiom 4.4,

4.3.2 PaboTa c MaTepuanamu

[aHHbIVi pasgen BkayaeT B cebs JOKYMeHTaLuMio, pernaMmeHTMpyoLLyo B3aMMOOTHOLLEHNSA € NOCTaB-
LLMKaMW UCXOAHBIX Y YNakOBOYHbIX MaTepuasios, NOPAAOK Npuema matepuasnos, otéopa Nnpod, kapaHTUHHOTO
XPaHeHUs 1 Np. OT 3aK/1K4EeHUS 4OTOBOPOB (0hOpM/IEHUS 3aKa30B Ha NOCTaBKy MaTepunasnos) 0 Bblgaun marte-
puanos B MPOU3BOACTBO B COOTBETCTBUM C pa3aeniom 5.

4.3.3 OpraHusaumna nponssoacTea

[aHHbIil pa3gen BKIOYAET BECb KOMMJEKC AOKYMEHTAaLMMW, periaMeHTUpyoLLeli NPOM3BOACTBO JIEKAPCTBEH-
HbIX CPeACTB, OT MOJlyYeHUs] UCXOAHbIX MaTEPUA/IOB Ha ckade MaTeprasioB 40 CAauv NpoAyKuUn Ha CKknag v nosy-
YeHUs paspeLLeHnsi Ha peasn3auyio roToBO NPOAYKLMM B COOTBETCTBUM C pa3gesiom 6.

4.3.4 KOHTpO/Ib KayecTBa

Paszgen cogepxuT 4oKyMeHTauuo no paboTe KOHTPO/IbHbLIX 1abopaTopuii, BKIovas KOHTPOIb MaTepua-
OB 1 rOTOBO NPOAYKLMMN B COOTBETCTBUM C pasfesnom 7.
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4.3.5 AHann3 KayecTBea

BkntoyaeT B cebs NpoBefeHne aHanm3a puckoB, C/lydaeB OTK/IOHEHNS OT cneyudmkaunii, peknamauuii n
opraHu3aLMio 0T3bIBOB NPOAYKL MM C pa3paboTkoii Mep No NOBbILLEHNVIO YPOBHSA paboTbl B COOTBETCTBUN C pas-
pgenamun 7.11.

4.3.6 Ayaunt

MpoBefeHne BHELWHEro 1 BHYTPEHHEro ayanTa no3sosisieT CBOEBPEMEHHO 0O6HapPYXNTb OTK/IOHEHNA B
NPOVU3BO/CTBE U CBA3aHHbIE C HUM (haKTOPbl OT yCTAHOBEHHbIX TPEGOBaHWI U NPUHATL HE0BX0A4MMbIE MepbI B
COOTBETCTBMM C pasgesnom 13.

4.3.7 MoprotoBka nponsBoacTea

B noHsATME «noaroToBka NPOM3BOACTBa» BXOAAT pa3paboTka npoekTa Npou3BOACTBa, CTPOUTENLCTBO,
ocHallieHne o6opyaoBaHuemM v npubopamu, paspaboTka AOKyMeHTauunm (MeToAvkK atTectauumn KpUTuyeckmx
nomeLleHuii, 060pyA0BaHNs 1 NPOLLECCOB, UHCTPYKLUIA 1 Np.), NpOoBeAEeHNe aTTecTauum c ohopMaEHNEM NPO-
TOKOJ10B, pa3paboTka ni1aHoB OpraHn3aLoOHHO-TEXHNYECKNX MePONPUATUIA No obecneyeHunto kayecTsa 1 pas-
BUTUIO MPOM3BOACTBA U Mp.

4.3.8 NMepcoHan

Pa3paboTka, peanunsaumsa u KOHTPO/Ib BbIMOSIHEHWSA TpeboBaHNii K NpotheccnoHasIbHOM NOArOTOBKE nep-
coHana, cucTeMbl 06y4eHUSA, UHCTPYKLMIA N0 NOBEAEHWIO, IMYHOM TMIMEHE NNP. BCOOTBETCTBUM C pasgenom 9.

4.3.9 Cuctema KOHTPONSA NCNOSTHEHNSA

CoAepXnUT OPOPM/IEHHbIN [OKYMEHTallbHO W peanin3oBaHHbIi OpraHu3auvoHHO MOPSA0K KOHTPOsA
NCMONHEHUS N Mepbl BO3A4eNCTBNA Ha HapyLLuuTeneii BcooTBeTCTBUM C pasgenom 10.

CTpyKTypa cuctemMbl obecneyeHuns kayecTsa npusoguTca B «VHgopmauuv o npegnpusatum». Oxa fon-
XHa 6bITb AOCTYMHOW A8 BOCNPUATAA W HATNSILHOMN, TaK Kak C/IOXKHbIe, 3anyTaHHbIE N HESICHO N3/I0XKEHHbIe
npeAmMeTbl He BOCMPUHUMAIOTCS, U KHAM. Kak NpaBuio, 0THOCATCA hopmManbHO. MNMpumep 610K-CXeMbl CTPYKTY-
pbl CMCTEMbI 06ECneyYeHns kayecTsa NpMBeeH Ha pUcyHke 1.

PucyHok! — Cuctema o6ecnevyeHuns kayectsa

4.4 WNHcopmauusa o npegnpusaTum

B «MHdopmauum o npegnpuaTum» nNpuBoaaTCa crefyloline AaHHble:
- HaumeHoBaHue 1 afpec NPeanpuUATUsS:

- HOMeHkaTypa Bbinyckaemon npogyKumu (ecnv fonycTmmo);

- JlaHHbIE 0 YNC/IEHHOM COCTaBe (ec/v AonyCcTUMO);
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- OpraHu3alnoHHas CTPYKTypa npeanpusaTus,;

- 0TBETCTBEHHOCTb pyKoBOAUTENEl CNyXObl KOHTPONA KAYeCTBa,;

- NepeyeHb OCHOBHbIX CTaHAAPTOB, Ha KOTOPbLIX OCHOBaHa cucTeMa obecneyeHuns kavecTsa:

-cucTeMaTn3MpoBaHHbI NepeyeHb OKYMEHTOB, MO KOTOPLIM BeAeTcs paboTa npeanpuaTus, nogpasgae-
NeHNii NoTAeNbHbIX UCNOSTHUTENEl, NPOBOAMTCS aTTecTalna nucnbiTaHns o6opyfoBaHns, BegeTcs 06yyeHne
nepcoHana u np.; npy 60bWOM KONNYEeCTBE JOKYMEHTOB MOTYT NPUBOANTLCA BUAbI (HAMMEHOBaHWUA rpynn)
[LOKYMEHTOB.

MpunoxeHnamu K «MHopmMaumm o npeanpuaTUN» MOryT GbiTh;

- NoOIMTVKa NPeanpuATMS B 061acTn kayecTBa (Heobs3aTe N bHbIl JOKYMEHT):

-CBOAHbI NepeyeHb BCeX LOKYMEHTOB Ha NpeAnpuaTumn (MHCTPYKLUW, METOAMUKN, MPMKasbl MNp.) ccucte-
MOl KOAWPOBaHUA [OKYMEHTOB (MpV HE06X0ANMOCTH).

KoHKpeTHOe cofepxaHue «/HchopmaLlmm o npeanpusaTumn» onpegenseTcs caMumM NpeanpusaTuem.

CopepxaHue «MHdopmauuy o npeanpuaTumn», pekomeHgyemoe BcemMypHoit opraHusaumeii 34paBoox-
paHeHus (BO3) [1]. npuBeAeHO B NpuioxeHnn A.

Ha npeanpuatum fonxHO 6bITb OnpefenieHo AnLo, OTBETCTBEHHOE 3a pa3paboTky «WHdopmauun o
npeanpuaTm». PykoBoauTenam nogpasgeneHvii cnefyeT NpuMHUMaTth akTUBHOE yyacTue B pa3paboTke
«MHhopmaLmmn o npeanpuaTUmn».

«MHhopmaLus o npeanpuaTUn» foMKHA ObITb, MO BO3MOXHOCTW, KPaTKO U HANNCAHHO B ICHOM chopme.
[JaHHbI [OKYMEHT AO/KEH OblTb NOME3HBIM 4719 COTPYAHUKOB U PyKOBOAMTE e NpeanpusaTUs 1 UCnosb30-
BaTbCSs B NPaKTUYECKO AeATeIbHOCTH.

BaXHbIM 3aNeMeHTOM ABMSETCA cucTema ynpaBneHuss AOoKymeHTauuei (B TOM yucne KOAUpoBaHus),
No3BOIAOLWANA NIErKO HAXOANTL HYXHBbIA AOKYMEHT B 3aBUCMMOCTU OT NoApasfiesieHns i npoLecca, KOHTpo-
nMpoBaTb BHeECEHME M3MeHeHWid 1 np. Cuctema ynpaBneHns AOKyMeHTauneln fomkHa onpeaensite enHble
TpeboBaHus k pa3paboTke, 060pOTYy 1 akTyanunsaumm 4okymeHToB. OHa MOXeT ObITb 0OhopMIeHa B BUAE CTaH-
hapTa npegnpusatusa (opraHusaumm).

«MHhopmaLuus o NpeanpuATUN» A0/MKHA OblTb OTKPbITLIM AOKYMEHTOM, AOCTYMHbIM A1 NONb30BaHUSA
(3a ucknoyeHneMm faHHbIX 415 CNYXe6HOro nosb3oBaHus).

4.5 OpraHusaunoHHaa CTpykTypa npeanpuaTtms

4.5.1 Ha3HayeHne opraHn3aLyoHHONM CTPYKTYPbl — AaTb BO3MOXHOCTb K&OKAOMY MOHATL CXEMY ynpaB/ieHus
npeanpuaTMeMm, B3avMocBs3un, NOAYNHEHHOCTb 1 CBOE MECTO B Heil.

4.5.2 OpraHu3alnoHHas CTPyKTypa npeanpuaTis uMeeT HEeCKObKO YPOBHE;

- pykoBoAWTENb NPEANPUATUS;

- 3aMecTUTeNn pykoBoauTens (rnaBHbIli MHXeEHep, 3aMecTUTeNV Mo NPOM3BOACTBY, Ka4yecTBy, KOMMeEp-
yeckoii paboTe, kKanuTasibHOMY CTPOMTENLCTBY, OOLLMM BONpPOCaM, PasBuTUO NAap.):

- HaYaNbHUKM NogpasgeneHunii (Lexos, 0TAeNoB, nabopatopuii, cnyx6 n ap.), 3aBegytoLime ckiagamm u
rnaBHble cneunanucTbl (rNaBHbI TEXHOOT, TNaBHbI MEXAHWK 1 Np.);

- CTPYKTYPHbl€ eAnHNLbI NofgpasfeneHuii (oTaensl, 610po, CeKTopbl 1 np.);

- UCNOJSTHUTENN.

OpraHun3aLMoHHas CTPYKTypa [A0/IKHA OTpaXKaTb B3aVMOCBA3N MeXAY pa3vyHbIMY YPOBHAMM yripasie-
HWA 1 nogpasgeneHvamy npeanpuatTusa. Cnegyet onpefennTb paboTHUKA (PYyKOBOAUTENS), BbINOHAOWENO
yHKLUM YNONHOMOYEHHOTO0 nua.

4.5.3 PykoBoanTenb Npeanpustms, ero 3amectuTenmn, pykoBoguTe i nogpasgesieHnii CTpYKTYpPHbIX e an-
HWL, ¥ UCNOMTHUTENUN AO0/KHbI MMETb onpefeneHHble yHKLMKM (06593aHHOCTU) M OTBETCTBEHHOCTb, KOTOPbIE
n3nararTca B AO/HKHOCTHbIX UHCTPYKLMAX, KOHTPaKTax Uy Apyrmx 4OKYMeHTax.

He gonyckaeTtca ay6nnpoBaHne OTBETCTBEHHOCTW.

4.5.4 ins noapasgeneHnii v cTpYKTYPHbIX eAUHNL, AO/TKHbI 6bITb pa3paboTaHbl NOOXEHNS, B KOTOPbIX
onpeAeneHbl CTPYKTypa, 3adaquun, PyHKLMKN, Npasa, B3aMMOOTHOLLEHWUS C APYrMMU NogpasfeneHnsiMm noTeeT-
CTBEHHOCTb.

4.5.5 OpraHn3aLoHHas CTPYKTypa U f0/MKHOCTHbIE MHCTPYKLUM onpesensitoT NoAYMHEHHOCTb Noapas-
AeneHunin n paboTHNKOB.

4.5.6 B 4O/MKHOCTHOW MHCTPYKLUMM YKa3blBalOTCA:

- HaMMeHOoBaHue JO0/MKHOCTH.

- KBanurkaunoHHble TpeboBaHns (0bpa3oBaHue, cTax paboTsl);

- NOAYNHEHHOCTb;

- (hyHKUMKM (NpaBa 1 0683aHHOCTM, BO3NaraeMble JaHHOW UHCTPYKLMEl Ha COOTBETCTBYIOLLLEE /TNLIO);

- OTBETCTBEHHOCTb.

Kaxablit paboTHUK A0MKEH BbITb 03HAKOMJIEH C [LO/HKHOCTHOW MHCTPYKLMENR Nog pacnucky.
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4.6 PyKOBOCTBO NpeanpuaTus

PykoBoAcCTBY NpeanpusaTus, B NepBylo ovyepefb NepBoMYy PYKOBOAWUTEMO. MPUHAANEXUT peluaroLas
posnb B obecnevyeHUn ka4yecTsa NPOAYKLUN.

PyKkoBoACTBO NpeanpusaTUSA oTBEYaeT 3a BbipaboTKy CTpaTernyecknx peLleHnii, opraHnsyeT UX BbINosiHe-
HVe. BblAensieT Heo6XxoANMbIe pecypchbl U OCYLLECTB/IAET KOHTPO/b peannsannmn NPUHATLIX PEeLLEHNA.

O6ecneueHne kayecTsa NPoAyKLMN — cTpaTermyeckas Lesb npeagnpuaTms.

4.7 ObecneyeHne KayecTBa u KOHTPO/b KayecTBa

Ha npegnpusatum pekomeHayeTca UMeTb nogpasgenieHus:

- obecneyeHns kayecTBa (Hanpumep, OTAeN 0becneyeHnss kKayecTsa):

- KOHTPONSA KavyecTBa (OTAE/ KOHTPO/IA KavyecTBa).

B chyHKUMM 0TAENa o6ecnevyeHns KayecTBa BXoAAT:

- paspaboTka CTPYKTYpbl CUCTEMbI 06ecneyeHns KayecTBa, KOHTPOIb ee (OYHKLMOHMPOBaHUS, BHECEHNE
U3MeHeHNii B cucteMy obecneyeHuns kayecTsa No Mepe pa3BuUTUS NPOM3BOACTBA;

- pa3paboTka OCHOBHbIX (POPM AOKYMEHTOB ¥ OCHOBHbIX 3/IEMEHTOB CUCTEMbI 06EcneyeHns kadyectsa
(oprcTpykTypa npeAnpuaTus, nepeyHn JoKyMmeHTauum n np.);

-pacnpejeneHue BCcero KoMmnaekcagokyMeHTauum no nogpasaesieHuam npeanpusaTus, KOHTPOsIb paspa-
60TKV OKYMEHTOB, UX PACNpPOCTPaHEeHNs, BHECEHNSA U3MEHEHUIA 1 UCTIONHEHWUS;

- KOHTPOJ1b 06YYEHMA 1 aTTecTauun nepcoHana,;

- KOHTPO/b pa3paboTky 1 peanusauny NPOeKTOB NPOM3BOACTBA, PEKOHCTPYKLMM NPON3BOACTBA,;

- KoopauHaLmsa paboTel No aTTecTalumn NPOEKTOB, MOMELLEHWIA, MPOLLECCOB 1 060pyA0BaHUA (OTAE/bHbIE
BWAbl aTTecTauumn MoXeT BbINOMHATL camM 0TAeN obecnevyeHns kauecTsa);

- KOHTPO/1b BbINO/IHEHUSI TPE6GOBAHWI MHCTPYKL WA, METOLMUK U APYTNX LOKYMEHTOB;

- pazpaboTka 1 KOHTPO/Ib BbINOJIHEHWS NaHa MeponpuATKiA No obecnevyeHuno COOTBETCTBUS TpeboBa-
HusaMm FTOCT P 52249 n apyrux HOpMaTuUBHbLIX JOKYMEHTOB.

OTaen obecnevyeHns kKayecTsa NOAUNHAETCSA PYKOBOAUTENIO Npeanpusatus.

OTpaen KOHTPOS kKayecTBa BK/IlOYAET B ce651 KOHTPO/bHbIE nabopaTopuu.

PykoBogutenb oTAena KOHTPOAs KayecTsa NpoAyKuuu AOMKeH 6biTb HE 3aBUCMMbIM OT pyKoBOAUTENS
npon3BoAcTBa.

4.8 Monutuka npegnpuaTMa B o61acty kayecTsa

[ns nogyepkMBaHMs NepBOCTENEHHON posim ob6ecnevyeHuss kKayecTsa U NOCTOSIHHOTO aKLEeHTUPOBaHUSA
BHMMaHWsA BCEX COTPYAHMKOB Ha ob6ecneyeHuy kayecTBa Ha NpeanpuAaTUM MOXET 6biTb NpUHATA MONUTUKA
KayecTBa, koTopas oopMmaseTcs B BUAE OTAE/bHOro AOKYMeHTa noj HassaHvem «llonutuka B 06nactu
KauyecTBa ». OTO KpaTKMii 06N AOKYMEHT, ONpeAensowmnii Leb paboTbl KONEKTUBA BOTHOLLEHMMW KAYECTBA.

[loKyMeHT Jo/KeH oTpaxaTb NpeAMeT AeATeNlbHOCTU NpeAnpuATUS, MOHUMaHWe KONeKTUBOM Npeanpu-
SATUSI CBOEW OCHOBHOI 3a/ja4n Kak BCEMEPHOE YA0B/IETBOPEHNE HYX/ NOTpebutenein, ycTaHOBKY Ha MOCTOSH-
HOe COBepLUEHCTBOBaHNE paboThl C Lie/ibio 06ecneyeHns cTabunbHOCT NokasaTeneii kauecTsa BbinyckaeMoi
npoaykuun. NMprumep AOKYMeHTa NpuBeAeH B NpUioXxeHun B.

[okyMeHT noanuceiBaeTcs pyKkoBoauTenem npeAnpuaTns, LOBOAUTCA A0 KaXA0ro paboTHUKa, NOCTOSH-
HO HaxoAuTcs B 4OCTYNHOM MecTe, Ny6/imKyeTcs B MH(OPMaLMOHHbIX Martepuanax u np.

MonuTuka npeanpusTUS B 06/11aCTU KayecTBa A0/KHA OblTb SCHOM, NOHATHOW U BOCNPUHATOM BCeMMU
paboTatowmmu. Ee uenm gomxHbl 6biTe peansHbiMy. MNpy ee hopmyMpoBaHun cnegyet nsberatb MHOroc/10-
BWSA. HUYETro He 3HavaLmx dpas n hopmanusmMa.

5 Martepuansl

Ha npegnpusaTtuu cnefyeT opraHn3oBaTh KOHTPO/Ib UCXOAHbIX W YNAKOBOYHbIX MaTepnasnos (BXOAHOM
KOHTPO/Ib), BKIOUaLWMiA B cebs oT6op npob (06pasLoB), Mx aHanu3 (McnbiTaHns) C 0OPMIEHNEM JOKYMEH-
Tauuu. NnoATBepXAalLLeli COOTBETCTBME MaTepunanos 3afaHHbIM TpeboBaHuAM (cneundmkauuid, ctaHgap-
TOB, (hapMakoneiHbIx cTarteii), U ohopmIeHne paspeLleHns Ha X UCNO/Tb30BaHNe UM OTKNIOHEHNME.

Heobxoaumo pa3paboTaTh M BBECTU B A€/ACTBME CUCTEMY, UCK/HOYAIOLLYIO WMCNOIb30BaHWe WU NOCTaB-
Ky MaTepuasnoB, KOTOpPblE He COOTBETCTBYIOT 3ajaHHbIM TpeboBaHusaM. CucTeMa fo/XHa npesycmaTpuBaTthb
CBOEBpPEMEHHOE 06HapYXXeHNe Taknx MaTepuanos.

CnepyeT opraHM3oBaTh BXOAHOW KOHTPO/Ib NeYaTHbIX M YNakoBOYHbIX MaTepPUasioB.

[oMKHbI GbITb LOKYMEHTa/IbHO 0POPM/IEHbI Y peann3oBaHbl TPeGOBaHNSA, perfnamMmeHTupyoLme:

-npuem maTepuasnos:

- KOHTPO/Ib KAYECTBA NCXOAHbIX M YNAKOBOYHbIX MAaTEPUAOB, BK/IOYas 0T60p Npo6 (06pasLoB), kapaH-
TUHHOE XpaHeHve, aHanu3 Nnpo6 uam o6pasLoB, ohopMIeHNEe paspeLlleHnst Ha NPUMeHeHe MaTeprasioB, Xpa-
HeHune npob (06pasLoB.):

6
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- TpaHCNOPTMPOBaHNe MaTeprasnios Ha NpeanpuaTUn;
- ayuT NoCTaBLLVKOB;

- othopmieHne f,0roBopoB (3aKkasos.).

PekomeHgauuy no peanusaunm JaHHbIX Tpe6oBaHWil npusefeHbl B npunoxexnun C.

6 NMpoun3soacTBO

[nsa obecneyeHns kayecTBa NpoAyKUMM B NpoLiecce Npov3BoACTBa criefyeT pa3paboTaTb U peannso-
BaTb Tpe6OBaHUsA, pernaMeHTpyoLme;

- npopaboTKy 3aka3oB (Npy HE06XOANMOCTH) B COOTBETCTBUM C NPUIOXeHUeM D;

- opraHusauuio 1 ynpassieHune NpoM3BoACTBOM B COOTBETCTBUU C YTBEPXKAEHHOW AOKYMEHTaUNeld;

-TEXHO/I0TMYeCcKne NpoLecchl;

- 3KcnayaTauuo NoMeLLeHunidi 1 060pyA0BaHuS;

- MapkupoBaHue (3TUKETUPOBAaHNE);

- BHYTPMNPON3BOACTBEHHbI KOHTPOIb;

- MaTepurasbHbIii 6anaHc;

- paboTy C OTK/IOHEHHOW NpoAyKuei;

-YCNOBUSA XpaHeHUs NpoayKunu;

- OTrPy3Ky NPOAYKLUK;

- NoAroTOBKy NepcoHana v ero paboTy B COOTBETCTBUU C pa3gesniom 9.

Bce gelicTBus, oTHOCALWMECS KOGeCcneyeHnto kayecTBa B npoLecce NPon3BoACTBa, AO/MKHbI 6bITb 0hop-
M/1EHbI JOKYMEHTA/IbHO.

PekomeHaaLmm no peanu3auun jaHHbIx TpeboBaHuii npuBeeHbl B NpunoxeHun E.

7 KOHTpONb KayecTBa M BbiMyCK FOTOBOM NPOAYKLUUK

7.1 O6wme nonoxeHuns

®YHKUMAMY OTAena KOHTPONA kavecTsa ABAATCA NPUEMKa UM OTKOHEHWE /TI0ObIX UCXOLHBIX U YakoBoY-
HbIX MaTepuasnoB, 3TUKETOK 1 FOTOBOI NPOAYKLMM MO NoKasaTesnsiM KayecTsa, a Takke corfacoBaHue JOKyMEHTOB
(MHCTPYKUWMIA, METOAVK, CrieumdnKaLnii), CBA3aHHbIX C 06ecnevyeHnem kayecTBa.

[LaHHblli oTAEN HagenseTcs Heo6XOAMMbIMW NpaBaMu Y HECET OTBETCTBEHHOCTb 3a KaUeCTBO BbIMyckaeMol
npoAyKuun. B ero doyHKLMM MOryT BXOAUTb TAKXKE PACCMOTPEHMe NPOTOKO/I0B CEPWIA, UX NPOBEpkKa 1 paccnefoBaHne
06HapYXXEHHbIX OLLMBOK (COBMECTHO C OTAe/I0M 06ecneyeHns kayecTsa).

OTAen KOHTPO/ISi Ka4ecTBa HECET OTBETCTBEHHOCTb 3a NPUEMKY U/ OTKIOHEHUE MaTeprasioB U TOTOBOM Npo-
[OYKUMW. N3rOTOB/IEHHO, NPOBEPEHHOW NN YNakoBaHHOM MO KOHTPaKTY C APYrMM NpeanpuaTieM.

B cocTaB oTfiena KOHTPOIA KayecTBa BXOAAT nabopaTopun, OCYLLECTB/IAIOLNE KOHTPOb (UCMbITaHNS),
[lonycke Npon3BOACTBO (peann3aLmnio) Uamn OTKIOHEHNE NCXOAHbIX M YNakoBOUYHbIX MaTepuasnios N ToTOBOW NPo-
aykumm.

Pa6oTa oTAena KOHTPO/IA KayecTBa pernameHTUpyeTcs MHCTPYKUMSAMUK, onpeaensiowmumm ee obasan-
HOCTW, OTBETCTBEHHOCTb U NpaBa ero CoTpPyAHUKOB.

Ha npegnpusatum AomxHbl 6bITh ONpeAeneHbl cneynanbHbIMy JOKYMEHTaMn Nopsaok paboTel ¢ pekna-
MauMAaMn Ha NPOAYKLMIO N NOPAA0K OT3bIBA NPOAYKLMM C PbIHKA.

MpuHUMNLI opraHnsaLun oTaena KOHTPois KadyecTtsa npusegeHsl B FTOCT P 52249.

7.2 KOHTpO/b KayecTBa roTOBOWN NPOAYKLMM

Kaxpas cepvsi roToBOro /1IekapCTBEHHOTO CPefCcTBa A0/HKHA NPOMATH KOHTPO/Ib NO BCEM MoKasaTesnsam,
cogepxalmmca B chapmakoneiiHoli ctatbe (cneyudukauum). He gonyckaeTcs BbIMyCK Cepuii NPOAyKUMK, He
oTBevawLmx TpeboBaHuaM cneumdukauum (hapmakoneinHoli ctaTtbn) XoTs 6bl N0 04HOMY NOKasaTesto.

MpPOTOKO/bI Pe3ynbTaToB KOHTPO/SA KayecTBa AO0/KHbI COAepXaTb BCE faHHble O MPOBEAEHWUN TECTOB Ha
COOTBETCTBME TPEOOBAHMAM cneumdrKaLuin u apyrux LOKYMEHTOB.

MeToabl oT60pa Npob (06pasL,oB) MNPOBEAEHUSA KOHTPOSISA CyKasaHNeM Yncna e 4MHuL npoayKumm, otbu-
paeMblIX U3 cepun Ana NPOBeAEHNS KOHTPOISA, AO/KHbI 6bITb NPUBEAEHbI B MeTOAMKaX (MHCTPYKUUAX).

TOYHOCTb, YyBCTBUTENBHOCTb, CNEeLM(UYHOCTb, BOCMPOU3BOAMMOCTb M ApYrne XapakTepucTukn aHanuTu-
YeCcKMX MeTOL0B KOHTPO/SI A0/KHbI ObITb YCTAaHOB/MEHbI U OChOPMIIEHBI JOKYMEHTa/IbHO. MeToAbl (MeToaunkn), He
cojepxalimecs B HOPMaTUBHbLIX AOKyMeHTax, nognexart aTtrectauum no FOCT P 52249 (npunoxenue 15).
ATTecTauusi MOXeT BbINOMHATLCA CreynanncTaMmn NpeanpuaTua WA cneyuanncTaMm He3aBnUCMMON opraHusa-
L.
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[na meTofoB, cofepxalymxca B cTaHgapTax. dapmakonee uapyrunx HOpMaTuBHbIX JOKyMeHTax, jocTa-
TOYHO NPUBECTYU CCbIJIKM Ha HUX C 06ecneyeHneM BOCMPOM3BOAUMOCTY METOAVKN B laHHOI NabopaTopun Ha
AaHHOM npubope.

7.3 BbinyCcK roTOBOI NPOAYKLUM

Bbinyck roToBOi NpoAyKuMM Ha peannsauuio OCyLLeCcTBAAETCS TObKO Nocne AOKYMEeHTaslbHOro nog-
TBEPX/AEHMNSA TOro, YTO OHA NPOU3BeeHa 1 NpoBepeHa B COOTBETCTBUMN C YCTAHOBNEHHbIMU TPE6GOBAHNAMN.

7.4 CoxpaHsieMble 06pasybl

MpepnpuaTe AO/HKHO OCTaBNATbL HA XpaHeHne 06pasLbl KaxkAol cepumn npodykummn. Ynucno obpasuos u
Bpems UX XpaHeHUs AO/KHbI ObiTb YCTAHOB/IEHBI B JOKYMEHTaL MK,

7.5 TabopaTopHbie XNBOTHbIE

COCTOSIHVE XMBOTHbIX, UCNO/b3YEMbIX 4151 KOHTPOIA UCXOLHbIX MaTepranos, NPOMEXYTOUYHON W roTo-
BOW NpoAyKuumn, cnegyeT KOHTPOIMpoBaThb.

YKvBOTHBIX cnefyeT cofepxaTb B YCNOBUSX, 06ecneynBaroLmx NPUrogHOCTb UX UCMOMb30BaHUA MO
HasHauveHuto. CrnefyeT BECTV OKYMEHTAaLMIO, OTOBpaXKatoLLyo NCTOPUIO UCMOb30BAHUSA XUBOTHBIX.

8 ObGecneveHne KkavyecTBa Ha atane NoAroToBkM NPOU3BOACTBA

8.1 O6uMe NnoNnoxeHns

KayecTBo npoAykuUun 3aknafbiBaeTcs Ha aTanax NnpoeKTMpoBaHNs NpPou3BoACTBa, Bbibopa o6opyoBa-
HUS. CTPOUTENBCTBA, MOHTaXa, NyCKoHanafo4Hblx paboT, atTecTaunm nganee obecneynsaeTcs nyTem Haa-
nexatyei akcnayaraumu.

MpoekTupoBaHne, CTPOUTENLCTBO, BBOA B 3KCMyaTaLmio 060pyA0BaHNSA U NOMELLEHWA, B TOM Yncne
nposefieHne aTTectauun, OTHOCATCA K NOArOTOBKE NPON3BOACTBA.

Mpu ux peanusaunn cnegyet pykosogcteoBaTbcs FTOCT P 52249 napyrumu ctaHgaptamu, oTpaxarLwm-
MW COBPEMEHHbI YPOBEHb PA3BUTUA TEXHUKN.

Ha kaxaom atane nofroToBku NpoM3BOACTBA CefyeT BbINO/HATL paboTbl No aTTecTauuu. Jloruka npo-
BeAeHus aTTecTalunm Ha pa3InyHbIX aTanax NogroToBkv NPOM3BOACTBA HanpaB/ieHa Ha CBOeBpeMeHHoe 06Ha-
pyXeHune ownboK N OTK/IOHEHWI OT 3afaHHbIX TpeboBaHWii, BHECEHNE HEOOXO0AVMMbIX U3MEHEHU U Lene-
HanpaB/eHHbI BbIBOA NPOM3BOACTBA Ha BbIMYCK MPOAYKLMU BCOOTBETCTBUMU C TpeboBaHusmu FOCT P 52249.

8.2 ATTecTauuma npoekra

Llenb atTectauuun npoekta — NOATBEPXAEHNE COOTBETCTBUSA MPOEKTA 3a4aHNI0 Ha NPOEKTUPOBaHNE U
[eCTBYIOLMM HOPMATUBHbLIM AOKYMEHTam. BBuay Toro, 4To NPOEKTUpoBaHWE ABNSETCA ANNTENbHLIM U L0PO-
rocTosLMM NpoLeccoM, aTTecTalMIo NpoeKkTa LesiecoobpasHo pasbuTb Ha aTarnbl:

- arTecTauus KOHUEenunn (MPUHUMUNNANbHBIX PEeLLUEeHWA);

- atTecTauusa yTeepxaaemoii yactu npoekta (basic design).

ATTecTaumio KoHLEeNuun LenecoobpasHo BbIMONHATL /15 CIOXHbIX U JOPOrOCTOSALLNX MPOEKTOB.

Mpy Heo6X0ANMOCTY MOXET BbINMO/IHATLCA arTecTauusa paboyein foKkyMeHTauny (YepTexen).

ATTecTauna fomkHa 6biTb He3aBMCUMOI. [N NepBOro atana OHa MOXEeT HOCUTb XapakTep KOHCyNbTa-
Lwuin. BTopoli aTan aBAseTcA OCHOBOW NpoekTa, U NpoBeAeHne ero artTectauym nMeeT K/1loYeBoe 3HaueHve.

ATTecTauns NpoekTa He A0/HKHA 3aMeHSATLCA IKCNEPTU30I HAA30PHbIX OPraHoB NO OTAE/NbHbIM Hanpas-
NeHnAM. CBA3aHHbIM ¢ obecneyeHnem 6e30nacHOCTH, OXpaHbl NpUpoAbl U Np. ATTecTauus npoekra AosxHa
6bITb HaNpas/ieHa Ha NOATBEPXAEHME COOTBETCTBUS NPOEKTUPYEMOro 06bekTa nokasareiiM HasHaueHnsa un
Tpe6oBaHuam NOCT P 52249.

Mpu aTTecTaunn npoekra cregyeT o6paTuTb 0co60e BHMMaHue Ha BbiI6op 060pyaoBaHus, paspaboTky
NaHVPOBOYHBIX PELLUEHWA, MOCTPOEHNE CUCTEM BEHTUAALMW, NOATOTOBKV BOAbI UAPYTUX UHXEHEPHbBIX CUCTEM
B COOTBETCTBUM C TpeboBaHnsamu TOCT P 52249.

8.3 ATTecTaunsa B NOCTPOEHHOM COCTOAHUMU

ATTecTauus B NOCTPOEHHOM (yCTaHOB/IEHHOM) COCTOSAHUW BbIMOJTHAETCA C Lie/1bio NOATBEPXAEHNS COOT-
BETCTBMA MOCTPOEHHOIO 06bEKTa M yCTaHOB/IEHHOIO 060PY40BaHNA MPOEKTY U HOPMAaTUBHbLIM AOKYMEHTaMm.
Mpy ee NnpoBefeHUN NPOBEPAIOTCS;

- KOMM/IEKTHOCTb 060pYA0BaHMA 1 €ro COOTBETCTBME 3aKasy;

- NPaBUNbHOCTb YCTAHOBKM M NOAK0YEHNs 060pyf0BaHns;

- COOTBETCTBME 3afaHHbIM Tpe6OBaHNSAM MaTepuasioB paboyrx NOBEPXHOCTEN, BCTyNatoLL X B KOHTaKTbI
C NMPOAYKTOM;

- COOTBETCTBME 3afjaHHbIM TPe6oBaHNAM KpUTMUECKoro obopyaoBaHuns (Hanpumep, CTepUIN3aTopoB.
HEPA cunbTpos).

8
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8.4 ATTecTauns B OCHaLeHHOM COCTOAHUMN

ATTecTauns B OCHalLeHHOM COCTOSIHUN BbINOIHAETCSA C Lie/1bio NOATBEPXAEHNS COOTBETCTBUS NOMeLLe-
HW1 1 060pyAOBaHNSA 3a4aHHbIM Tpe6oBaHMAM Npy paboTe nx B KOMNIeKce, HO 6e3 BbiNycka NPoAYKL UM 1 Npu
OTCYTCTBUM NepcoHasna. Mo 3aBepLUeHnn 3TOoro atana 4o/HkHa 6bITb pazpaboTaHa 1 yTBepXAeHa BCA HEOOXO0-
AvMas JoKyMeHTaums (MHCTPYKL MKW, METOANKNA U ApYTe AOKYMEHTbI Mo aKcnayaTauum).

8.5 ATTecTauns B aKCnayaTupyeMom COCTOAHUMN

[aHHblii 3Tan cCOOTBETCTBYET peasibHbIM YCNIOBUAM akcnayatauun. MNpu ero BbINOSIHEHWW NPOBOAATCSA
UCMbITaHNA BCEX TEXHOOrMYECKMX NMPOLLECCOB N 060pyA0BaHNA C BbIMYCKOM rOTOBOW NPOAYKLUW U NPU HaU-
Yny NnepcoHana.

8.6 MomeLLeHns, o060pyaoBaHne 1 npoLecchl, nognexatne arrecraymm

ATTecTauumn noanexar noMmeLyeHns, 06opyAoBaHmne v NPOLEeCcChl, MMeroL e KputTuyeckme napameTpsl. K
HVM. B NePBYI0 0Yepefb, OTHOCATCA:

-yucTble nomeLeHnsa numnctole 30Hbl (FTOCT P NICO 14644-4);

- npouecchbl cTepuansauum (NepBMYHON yNakoBKK, rOTOBON NPOAYKLMNK);

- npoLecchl CTepuansyioLei unbTpaunm B acenTuyeckom npomM3BoACTBeE;

- HEPA hnbTpbl, yCTAHOB/IEHHbIE B TEXHOIOTMYECKOM 060pyA0BaHMK,

- npouecchl Anodunansanmm;

- npoueccbl 06paboTkM (0UNCTKM) NOBEPXHOCTEN, CONPUKACaOLLMXCA C NPOAYKUMEN;

- CUCTEeMbI MOATOTOBKM BOAbI 47151 UHBEKLMIA 1 BOAbI OUULLEHHO;

- NpoLieccbl romoreHmsanun (obecneyeHnst 04HOPOAHOCTM NPOAYKLMUM), NP HEOBX0AMMOCTH.

- mpouecchbl acentuyeckoro HanonHeHus (FOCT P ICO 13408-1).

- aHanMTUYeckue MeTobl KOHTPOSISA, He cofepXallmecs B yTBEPXAEHHbIX HOPMATUBHbIX OKYMEHTax;

- CUCTEMbI C KOMMbIOTEPHBIM YNPaBAeHNeM 1 KOHTPOIEM, B TOM YMC/Ie C NCMO/Ib30BAHNEM 3NEKTPOHHbIX
nognucen.

ATTecTauuio Takxe cnegyeT NpoBOAWTL ANA APYTUX NPOLLECCOB U BUA0B 060PYA0BaHNS, BAUAIOLLNX Ha
KauyecTBO NPOAYKLMN.

Mpu nponsBoacTBe cneundryecknx nekapcTBEHHbIX CPELCTB criefyeT onpeaennuTb KpuTuyeckne napa-
MeTpbl M MPOLLECChl, a Takke NPOBECTM UX atTecTtauuto. Hanpyumep, npyu NnpovM3BoACcTBE MeAULIMHCKNX UMMYHO-
6uonormyecknx npenapartoB K KpPUTUYECKMM MpoueccaMm OTHOCATCH  BblpaliyBaHWe BUPYCOB U
MUKPOOPraHn3MoB, UX MHAKTUBaLNA, BblfeNeHne pasnyHbiX KOMMNOHEHTOB, OYNCTKA U Np.

Mopsfok NpoBeAeHNs aTTecTauumn pernaMeHTMpyeTca NporpamMmmori aTrectalum, B KOTOPOI yKasbiBatoT-
cs nomelLLeHns, 060pyL0BaHNe 1 NpoLecchl, nogexalime artectalum, ¢ ykasaHmeM COCTOAHNI NOMeLLeHuni
(nocTpoeHHoe, OCHaLLLeHHOe MW aKCnayaTupyemoe), paboT, BbIMOMHAEMbIX NPK aTTecTauun, U KOHTpoupye-
MbIX napameTpos (2], [3].

9 lMepcoHan

9.1 O6wmre NnoNoxeHus

MepcoHan ABNAETCA KPUTUYECKUM 3/1EMEHTOM B NPOU3BOACTBE, UCTOYHVMKOM OLINOGOK 1 3arps3HeHui,
npvBoAALWmX Kk 6paky. CozgaHve cucteMbl paboTbl C NepCOHaNom sBnseTcs ob6sa3aTesibHbIM YC/I0BUEM CUCTe-
Mbl 06ecneyeHuns KayecTsa.

MpegnpuaTne AOMKHO 6bITb 06ecneyeHo JOCTaTOYHBIM YAC/IOM NepcoHana Tpebyemoli ksanudukawmm
ANs Npou3BoACTBa NPOAYKLUKN, o6ecneyeHns KayecTsa u paboTbl MHXEHEPHbIX, BCNOMOraTesibHbIX U Apyrux
cnyx6. TpeboBaHus K nepcoHany npmeegeHsl B FTOCT P 52249. Hmxe gatoTcsa 4ONONHUTENbHbIE TpeboBaHus,
CBSi3aHHble C HEMOCPeACTBEHHbIM 06ecneyeHneM KauecTBa NPoaYKLUN.

O6Lwasn cxema paboTbl C NEPCOHANIOM BK/lOYAET B cebs cnefylolme afIeMeHThbl:

- pa3paboTKy 1 JOKYMeHTasibHoe ohopmMIeHne TpeboBaHWi K nepcoHany;

- nof6op v paccTaHOBKY NepcoHana;

- co3faHune cnuctembl 06yyeHns nepcoHana, BKAOYaloLLen Nnepuogmyeckyto NpoBepKy 3HaHWI;

-arTecTaumio nepcoHana;

- KOHTPO/1b BbIMO/IHEHWNA NEPCOHANOM TPE6OBAHNIA MHCTPYKLNIA:

- KOHTPOJ1b COCTOSAHMSA 3[,0POBbSA NepcoHasa (B He06X0AUMBbIX CrlyvasXx).

9.2 TpeboBaHus K nepcoHany

Kax bl pabOTHUK NpenpuATUA [O/KEH UMETb He06X0AMMYI0 KBaNUMUKaLWIO, 3HaTb CBOW AO/HKHOCT-
Hble 0653aHHOCTW 1 MOPSAAOK X BbINOAHEHNSA. [1n5 aToro cnegyeT 4OKyMeHTasilbHO ohopMuTb kBanudmkaum-
OHHble Tpeb60BaHUA K epcoHasty, orpaHMyeHns HafonycK K oTAe bHbIM BaM paboT Nno COCTOSHUIO 3[,0POBbS,
o6s3aTenbCTBa NepcoHana no HeyKoCHUTENIbHOMY BbINOJIHEHWIO Tpe6oBaHWl BHYTPEHHEro pacnopsagka v
WNHCTPYKLWUIA.
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MpaBa, 0643aHHOCTV U OTBETCTBEHHOCTb PabOTHMKA PernamMeHTUPYTCA AO0/HKHOCTHBIMU U APYTAMU
WNHCTPYKLUAMU.

Kaxablli paboTHWK AO/MKEH AaThb NMCbMEHHOe 0693aTebCTBO BbINOHATL TPe60BaHNA fOKYMeHTaLun 1
BHYTPEHHEro pacnopsjka B COOTBETCTBMM CO CBOEWN AO/MKHOCTHOM WHCTPYKUUEN U BbiTb MUCbMEHHO npe-
aynpexgeH 06 0TBETCTBEHHOCTY 3a UX HapyLUeHwue.

Ha npeanpuaTvn cnepyet BeCcTW KOHTPO/Sb HapylleHwuii TpeboBaHWii BHYTPEHHero pacnopsgka u
WHCTPYKLMIA C pernctpaumein 3aMeyeHHbIX HapyLleHWiA.

9.3 MoArotoBKa nepcoHana

Kaxablii paboTHMK, 3aHATbIN B NPOM3BOLACTBE, CK1aCKOM X03ANCTBE, CNy)6e KOHTPONSA KauyecTBa, NHXe-
HepHbIX N BCMOMOraTefibHbIX Cyx6ax, o6ecneynBaoLL X BbINYCK NeKapCTBEHHbIX CPEACTB, AO/HKEH UMETb
Heobxofmmoe obpa3oBaHue, crneymanbHy NOArOTOBKY 1 ONbIT paboThbl.

Hapsigy co cneymanbHOi NoaroToBKol oco6oe BHUMaHue cnegyeTyaenatb 0byyeHnto nepcoHana paéo-
Te B cooTBeTCcTBMU ¢ TOCT P 52249, 3HaHWIO 1 BbIMOSTHEHWIO JO/MKHOCTHBIX U APYTUX NHCTPYKLUUIA.

O6yuyeHune paboTe B cooTBeTCTBUM C TpeboBaHnamu TOCT P 52249 nogpasgenserca Ha nepsBoHavasb-
HOe 1 NOBTOPHO-NEepMoanYecKoe.

Lienbto nepsoHayanbHOro 06yyeHns sBASeTCa NoAroToBka NnepcoHana K BbIMOSIHEHNIO 06A3aHHOCTEN B
NosIHOM 06beMe, a Takke hopMMpoBaHNe Yy KaXkA0oro paboTHUKa MOHUMAaHNSA:

- cneunduKn NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB U MX NPAMOT0 BIMAHUS Ha 6€30MacHOCTb (KW3Hb 1
3/10pOBbE)HaCceNEeHNs;

- He06X0AMMOCTH rapaHTUPOBaHUS KaYecTBa SIeKapCTBEHHbIX CPEACTB 3a CUET Hafexalleli opraHmsa-
LM 1 TEXHOIOTMN NPOM3BOACTBA.

- HE06XOAMMOCTH TOYHOTO BbINOSIHEHUSI TPEGOBAHWI MHCTPYKL WA 1 ApYTUX LOKYMEHTOB;

- INYHOTO B/IMSTHUA KaXA0ro paboTHVKA Ha Ka4eCTBO NIEKAPCTBEHHbIX CPEACTB;

- OTBETCTBEHHOCTY KaXA0ro paboTHUKa 3a Ka4eCTBO /IeKapCTBEHHbIX CPeACTB.

Llenblo NOBTOPHO-NepMoamMyecKoro o6yyeHmns SBnsieTca NOCTOSIHHOE NoAAepxaHue 1 06HOBNEeHME 3Ha-
HWI1 pabOTHUKOB.

Mpy BHeApPeHUN HOBbIX TEXHOMOMMIA, 060pyAOBaHNA, METOAMK M NP. MPOBOAUTCSA cneyunansHoe obyue-
Hue.

Mpu 06Hapy>XeHUn HecooTBETCTBUI NPOAYKLUN WX NPOLLECCOB YCTAHOB/IEHHbIM TPe60BaHNAM NPOBO-
ANTCA BHEoYepeaHoe obyyeHune.

Ha npegnpuatum cnegyeT umeTb Nnogpasgeneqne (Nnuo), oTeevalollee 3a NoAroToBKy nepcoHana, opra-
HM3aumio 0byyeHns n nposefeHne atTectauum nepcoHana. Cnegyet paspaboTtarb U LOKYMeHTabHO odop-
MWUTb CUCTEMY O0Oy4yeHWs nepcoHana, BKIOYalLylo B cebs TpeboBaHMA K pas/IMYHbIM KaTeropuam
paboTHUKOB, NPOrpamMmbl 1 rpaddnkn 06y4YeHns 1 NOpAAoK aTTecTaumm.

MporpaMmmbl 06yyeHus cnegyeT cucteMaTUyeckn nepecMatpuBaTtb ¥ 06GHOBAATL C yYeTOM pasBUTUSA
npeanpuaTHs, 0OCBOEHNSA HOBbIX BUAO0B NPOAYKLMMN, TEXHOOTMYECKMX MPOLLECCOB 1 060pyA0BaHNA U U3MEHe-
HVS1 HOPMATKBHbIX JOKYMEHTOB.

MepBOHaYasbHOE N NOBTOPHO-NEPUOAMYEcKoe 06yyeHne BbINOHAIOTCS N0 OTAE/bHbIM NporpaMMam.

O6yueHne MOXeT NPOBOAUTLCA Kak cuiammn NpeanpusaTus, Tak u ¢ NpuBaeYeHneM CTOPOHHUX OpraHu3a-
uuit. Ha npegnpusitum cnefyeT NnoAroToBUTb HECKOIbKMX COTPYAHVKOB, NPOBOAALLMX 06yYeHue no cneymanbs-
HOIl Mporpamme, cocTaB/IeHHOI ¢ yueTom TpeboBaHuii FOCT P 52249.

CTOpOHHME npenogasBaTenn U KOHCY/bTaHTbl AO/DKHbI MMEeTb Heob6XoAuMy KBanudumkaumo u onbIT
pa6oTbl. CnegyeT perncTpvpoBartb gaTy NpoBeAeHUs 3aHATUIA (KOHCYyNbTaLuii), TeMy M AaHHble 0 npenojasa-
Tesnie UNU KOHCybTaHTe (MMS. MecTo paboTbl, agpec, kBanudurkaumio).

PykoBoautenu v sBegylive cneymanncTbl 0653aHbl CUCTEMATUYECKN MOBbILLATL CBOK KBa/Mdukauuio,
umeThb 06Lyto noarotoeky no FOCT P 52249 n 3HaTb nocnegHue f0CTUXEHUSA B CBOel 061acTu.

9.4 ATTecTaunsa nepcoHana

[nsa noaTBepxaeHusa ksanudurkauum paboTHUKOB criefyeT NpoBOAMTL WX atTecTaunio (nepsoHavasb-
HYI0 1 NOBTOPHO-MEpMoANYeckyto). /inua, He npolegLume obyyeHne n atTectauuio BycTaHOBIEHHOM NOpSke,
He A0NyCcKatoTCA K BbINOSIHEHUIO PAbOT, CBA3aHHbIX C MPOM3BOACTBOM U KOHTPO/IEM KavyecTBa IekapCTBEHHbIX
cpeqacTs.

9.5 0653aHHOCTUN NnepcoHana

MepcoHan 06s3aH BbINOMHATL BO3/IOXEHHbIE HA HEro IYHKUWM B COOTBETCTBUU C AO/DKHOCTHLIMU
VHCTPYKUMAMU.

Oco60e BHVUMaHWe criefyeT yAensATb NepcoHasibHON OTBETCTBEHHOCTU COTPYAHNKOB 3a TOYHOE BbINO/I-
HeHve TpeboBaHWU MHCTPYKLUWIA, NpaBna NOBEAEHUS, MYHOW TUTMeHbl, N0 NoAAepXaHWI0 YNCTOTbl, obpaLlle-
HUI0O C TEeXHO/IOrMYecKon OfexAoi, BxoAy W BbIXOAY B MPOW3BOACTBEHHblE W ApYrMe NOMeLLeHNs.
MepepasuxeHus nepcoHana no npegnpuaTUO orpaHnynBaloTcsa npegesnamm Heo6xoanuMocTu. B unctole nome-
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LeHWA, CKNagbl, 30HbI KAPAHTUHHOIO XPaHEeHWA 1 aHaNorMyYHble NoMeLLeHVs oMYyCKalTCA TO/IbKO nua, pabo-
Tawlwme B HUX WM BbINOMHAOLNE KOHTPO/bHbIE U 06CnyXuBatowme yHKUuU. VHble nuua gonyckalTes
TO/IbKO C NMCbMEHHOTO pa3peLueHns pykoBOACTBa NpeanpuaTus.

9.6 CocTofiHMe 340pOBbA NepcoHana

JNIvua c npu3Hakamy XpoHUYeCKnx 3aboneBaHmni Umn SBHbIMU MOBPEXAEHUSMM KOXM, KOTOPbIe MOTyT OKa-
3aTb OTpULAaTeNIbHOE B/IMSAHNE HA 6€30NaCHOCTb U KauecTBO NPOAYKLMM, He AonycKalTcsa kK paboTam, CBA3aH-
HbIM C MNPAMbIM KOHTAKTOM C UCXOAHbIMW W YNakOBOYHbIMW Martepuanamu, NMpPOMeXyTOYHOW W roToBOM
npoAyKuuen [0 Nony4yeHns MeguLMHCKOro 3aKk/TlYeHs.

B cnyyae HegomoraHmsa paboTHVK 0653aH NOCTaBUTb 06 3TOM B U3BECTHOCTb PYKOBOACTBO.

10 KOHTPO/1b UCMOJTHEHUA

KOHTpOb MCNONMHEHUS IBNAETCA BaXKHON YacTbio CMCTEMbI 06ecneyeHuns kavecTsa (npunoxexue F). Mpeg-
METOM KOHTPOJIS1 UCMOSTHEHWSA ABNAIOTCA BXOAALLME JOKYMEHTbI, MPUKa3bl, PACMOPSKEHUS, NOPYYEHUS, MTPOTOKO/bI
3acefaHuii, NnaHbl OpraHN3aLMoHHO-TEXHUYEeCKX MeponpusTuii u np. (TOCT P 6.30). JaHHble OKYMEHTbI 40O/X-
Hbl ObITb JOBEAEHbI 10 CBEAEHWS BCEX UCNONHUTENE NOA Pacnucky.

KOHTPO/b MCMOMHEHUSI OKYMEHTOB, CBSI3aHHbIX C obecneyeHnem kayecTsa 1 6e30nacHOCTV NPOAYKLUH,
ob6s3aresnieH. MopsafoK KOHTPOA NPUBOAUTCA B CNeLnasibHOM JOoKyMeHTe «CucTema ynpasfieHus [OKyMeHTa-
uueii».

Kaxablli LOKYMEHT fO/XEH cofepXaTb:

-AICHOE N3/I0KEHNE NpeaMeTa, NoAsexallero KOHTPosio;

- UICMOMTHUTENSA (MCNOMHUTENEN, COUCNONHUTENEN) C yKa3aHeM CTPYKTYPHbIX NogpasaeneHuii;

- CPOK UCNOSTHEHUS;

-AaHHble 0 e (NogpasfeneHnm), Ha KOTOpoe Bo3araeTcsl KOHTPO/1b UCMOTHEHNS;

- faHHble 0 nue (noapasAeneHnm), CHUMatoLLLEeM JOKYMEHT C KOHTPONS UCMOSTHEHUS;

- hopmy oTueTa 06 UCMONHEHUMN (PACCMOTPEHME Ha CeayloLemM 3acejaHnn v AMcneT4epckom cosella-
HWW, fOKNaAHas 3anmcka n np.).

McnonHuTenu MoryT 6bITb yKa3aHbl B pe30oLun Ha [JOKYMeEHTe.

Yka3aHHble JOKYMEHTbl 06pa3ytoT CMPaBOYHO-MH(OPMALIMOHHbIV 6aHK AaHHbLIX N0 KOHTPOMPYEMbIM OKY-
MeHTaMm.

11 AHann3 PUCKOB B KPUTUYECKUX TOYKaX

11.1 O6wme NonoxXeHUsA

OCHOBHOW Lieniblo obecneyeHunss kavyecTBa ABAAETCA NpedynpexieHne HecoOTBETCTBMA MNPOAYKLUM
3aiaHHbIM Tpe6oBaHMSAM U peknamaLmini Ha Hee. SPeKTUBHBIM METOA0M peLIeHNs 3Tol 3ajaun siBnseTcs
aHa M3 p1CKoB.

Mop aHan“3oM pUCKOB MOHUMAETCA METO[, OLEHKN U BIUAHUSA KPUTUYECKMX NapaMeTpoB 060pya0BaHNs
1 TEXHO/IOTMYECKMX NPOLECCOB Ha Ka4eCTBO NPOAYKL .

AHasM3 pUCKOB B KPUTUYECKMX TOUKaX (KPUTMUYECKMX KOHTPOJIbHbIX TOUKax) NO3BO/SISIET CBOEBPEMEHHO
BbISIBNATH Y3KMe MecTa B NPOU3BOACTBE U HEHAEXHbIE 3N1IEMEHTbI B 060pyj0BaHNN.

11.2 OCHOBHble 3Tanbl aHann3a pMCcKoB

CyuiecTByeT CEMb 3TanoB NPOBELEHNS aHanm3a puckos [4]:

1 BbINONHeHWe npefBapuTenbHbIX 4eCTBUIA;

- yCTaHOB/IEHME HANNYMA NOTEHLMaNbHON OMacHOCTH B KaKoi-nnbo 30He (Touke);

- OL,eHKa BEPOATHOCTY HACTYMN/IeHNS OMacHOi cuTyaumm (Ka4eCcTBEHHO);

- NpeAoxeHne MeToA0B NpeAoTBpaLLeHNs ONacHoi cutyauum.

2 OnpegeneHne KpUTUYECKUX TOUYEK OKpyXatolleli cpefbl (4eicTBUA nepcoHana, cTagum TEXHOMOTU-
4yeckoro npouecca), ganee — HalTu KpUTUYECKMe TOUKU, Ha KOTopble criegyeT o6paTtuTb BHUMaHve, YToobbI
YMEHbLINTb ONACHOCTb.

3 YcTaHoBneHWe AONYCTUMbIX 3HAYEHUIA NapaMeTpoB, NpUBEAEHNe B COOTBETCTBME KOTOPbIM YMEHb-
LUNT PUCK A0 NPYEeMIEMOrO YPOBHSI.

4 OpraHusauusa KOHTPO/s napaMeTpoB B TOUKAaX pUcCKa C onpeaesieHHON NepuogMYHOCTbIO, NO3BOSAIO-
eV oueHnBaTb ahheKTUBHOCTb NPUHATLIX Mep 1 NpedynpexaTb ONacHOCTb.

5 PaspaboTtka nopsgka AelicTBuUiA Ha C/lyyaii BbIxoAa napaMeTpoB B KPUTUYECKON TOUKe 3a 40NyCTUMbIE npe-
[enbl. 06ecneunTb BO3MOXHOCTb peaninsauumn aTux encTeuii (nepcoHanom, matepuanamm n 06opyaoBaHem).

6 OueHka athPeKTMBHOCTM NPUHATBIX Mep.

7 [okymeHTanbHOe odhopMeHne BCex NepeyncneHHblx 4eCTBUIA U NOYYEHHbIX Pe3y/bTaToB.
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Pa6oTy no aHanu3y puckoB v NPeAOTBPALLEHUI0 ONACHbIX CUTYauuii cnefyeTt HauMHaTb C «HaUXYALLUX
CNy4YaeB» U «HaUXYALNX TOUEK», Tak Kak YMEHbLUEHUE pUCKa B HUX JACT HAMBObLWNIA 1 3pUMbIA 3DAEKT.

AHaNM3 PUCKOB HOCUT LIMKINYECKUNIi XapaKTep, HanpaBeHHbIi Ha CUCTEMATUYeCKOe NOBbILLEHNE HAJEX-
HOCTM Bceli NPOU3BOACTBEHHOI Lenu. Cxema paboTbl NPUBEAEHA HA PUCYHKE 2.

PucyHok 2 — Cxema paboTbl NO aHanM3y pUckos

11.3 YpoBHM 3HAYEeHU1 NnapamMeTpoB

B HOpMaTVBHO 1 TEXHUYECKOI JOKyMEHTaL M/ 3aat0Tcsa NpeaebHO AOMYyCTUMbIE 3HAUEHNS NapamMmeTpoB U
npeaernbl X M3MeHeHus. [1115 CBoeBpeMeHHOro 06HapyeH1sl TeHAEHLMN BbIXOAa MapaMeTpoB 3a40MyCTUMbIE 3Hauye-
HUS 1 NpefynpexaeHnst onacHo cuTyaummn LieniecoobpasHo YCTaHOBUTL [iBa AOMOHUTESbHBIX YPOBHSI 3HAYEHWI
napameTpoB:

- YPOBeHb npeaynpexaeHns:

- YPOBEHb TPEBOIN.

B KpuTUUYecknx Toukax cnegyeT KOHTPONNPOBaTh NapaMeTpbl MO 060MM YPOBHSIM.

KOHTpONb MOXET 6bITb NEPUOANYECKNM NN HEMPEPbLIBHbLIM.

[nsa nepuoamMyeckoro KOHTPoNs crefyeT YCTaHOBUTb NEPUOANYHOCTb U METO/bl ero NpoBedeHus 1 npes-
YyCMOTpeTb Nopsok ochopMieHns chakta NpoBeAEeHNS KOHTPOIS U NOJTyYeHHbIX 3HAYEHMWI napamMeTpoB.

[lns HenpepbIBHOrO KOHTPOA C/edyeT onpeaesivTb NOPsAA0K PerncTpaLumn n XxpaHeHus nosyyeHHbIX 3Have-
HWI1 NapamMeTpoB.

CnepyeT npeaycMoTpeTb Mepbl, NPUHMMaeMble B C/lyyae BbiXO4a napameTpoB 3a npefesibl ypoBHeN
npeaynpexaeHus u AeicTBns.

12 lMopsaok BHeAPEHUs CUCTEMbI 0becneyeHnst kKavyecTa

BHeapeHve cuctembl obecneveHunss kayectsa B cootBeTcTBuM ¢ FOCT P 52249 TpebyeT opraHu3aumoH-
HO-TEXHWNYECKOW NOAroTOBKW, 06yYeHns nepcoHana 1 anpobawmm co3gaHHol cuctembl. 3Ty paboTy cnedyeT npo-
BOAWTL Tak. YToObl OHa Gblna afeKkBaTHO BOCNPUHATA KOMIEKTUBOM NPeAnpuaTAA U He Hocuna hopmanbHOro
Xapakrepa.

BHefpeHune cuctembl o6ecneyeHns kayecTsa Ha NpoV3BOACTBE ABNAETCS A/IMTENbHbBIM NPOLLEccoM, Tpeby-
IOLLMM NPUBELEHMNS BCETO KOMMeKca 060pyA0BaHWs, NOMeLLEeHUA, AOKYMeHTaLun, paboTbl NepcoHana B COOTBET-
ctBue ¢ FOCT P 52249. 3ta paboTa MOXeT 6bITb pa3buTa Ha aTanbl, UICX0As 13 TOT0, YTO BHeAPEHVEe opraHm3aLm-
OHHbIX MEp Ha NepBOM 3Tane He TpebyeT 3HAUNTENbHbIX KanuTasIoB/I0XEHNI N MOXET GbITb PeaM30BaHo B Cxa-
Tble CpoKM. Ha BTOpOM 3Tane MOXeT ObiTb MpefycMOTPEHO KOMIMJIEKCHOE TEXHUYECKOE MNepeBoopyXeHune
npou3BOACTBA.

PekomeHayeMble 3Tanbl CO34aHus CUCTEMbI 06ecneyeHns kKadecTsa NprBeAeHbl B Npunoxerun G.

12



FOCT P 52537—2006

13 AyanTt n ndcnekymun

WHcnekummn (MHcnekTupoBaHue) BbIMO/THATCA HaA30PHbIMU OpraHamu € Liesbio NMpoBepKn COOTBETCTBUSA
npoussBogcTea TpebosaHuam FOCT P 52249 n gpyrux HOpMaTuBHbIX JOKYMEHTOB.

AyauT — 3TOo NpoBepka Npou3BoACTBa Ha cooTeeTcTBME TpebosaHusam TOCT P 52249 n gpyrum HopmaTtue-
HbIM JOKyMeHTaM, BbINOIHAEMas caMUM MpeanpuAaTUEM WAV HE3aBMCUMOW opraHu3aunein. AyauT HanpasnieH Ha
JeTasbHbIli aHa/IM3 BCEX CTOPOH [eATefIbHOCTU NPeAnpuaTus, BXoAaLMX B NpegMeT ayauTa.

PasnunuyaeTcs BHELWHWIA 1 BHYTPEHHWI ayanT.

BHeLHW1 ayAnT BbINMONHAETCA HE3aBMCUMOL opraHm3auueii. Pesynbtartbl ayfnTa MOXHO NCNOb30BaTh
npu NpoBeAeHnn nHcnekuuii. Ero npoBeseHve LenecoobpasHo Takxe npyu NoAroToBke NPeanpuaTUs K UHCNEK-
UMM 1 MONYYEHUN HEe3aBUCUMOI OLLEHKM OpraHu3auuy NpPoM3BOACTBA, TEXHOMOMMN U CUCTEMbI KOHTPONS Ka-
yecTsa.

BHYTPEHHW ayauT (CaMOMHCNEKLMS) BbINOHAETCA CaMUM NPeAnpuUATUEM C Lie/ibio NPOBEPKY BbINOIHE-
HuA Tpe6oBaHnin FTOCT P 52249. apyrnx HOPMaTUBHbIX JOKYMEHTOB U MPUHATUA HEO6XOAVMBIX MEp Mo ycTpa-
HEHWIO BbISIB/IEHHbIX HEJOCTATKOB.

AyanT MOXET BbINOIHATLCA OpraHamu no cepTudmkalmmn B npegenax nx o061acTv akkpegurtaumm ¢ npu-
B/IeYeHMeM. Npu HeobX04MMOCTH, aKKpeAMTOBaHHbIX VcnbiTaTe ibHbIX 1abopaTopuii A5 NPOBEPKN COOTBET-
CTBMWSA YCTAHOBNEHHbIM TpebOBaHNAM (aTTecTalmmn) 060pyA0BaHNA, YNCTbIX MOMELLEHWI 1 NPOLIeCCOB.

Pe3ynbTatbl ayanta f0/mKHbI 6biTb 0CDOPMIIEHbI AOKYyMEHTasIbHO. [10 pe3ynbTatam ayauTta cnegyer pas-
paboTaTb NporpamMmmy OpraH1u3aLuoHHO-TEXHUYECKUX MEPONPUATHI CyKadaHNeM CPOKOB BbINO/IHEHNS NOTBET-
CTBEHHbIX 1L, M0 KaX0MYy MepornpusaTurio. lNocsne ycTpaHeHUs BbISIB/IEHHbIX HEAOCTATKOB 0hopMIsAeTcs CooT-
BETCTBYIOLLWI MPOTOKOSI.

PekomeHgauuu no npoBeAeHNIo ayamTa U MHCNeKL BcooTBeTCcTBUM ¢ PykoBoacTeoMm BO3 [1] npusege-
Hbl B NpuioxeHun H. Mpn noArotoske KayauTy U MHCNEKLUN PEKOMEHAYETCA UCMOJ1b30BaTb KOHTPOJIbHBIE BOM-
POCbI COr/TACHO MPUIOXEHUIO .
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MpunoxeHue A
(cnpaBo4yHOe)

WHhopmaLms o npegnpustun

«MHdopmaLms o npegnpuaTUn» — AOKYMEHT, NOArOTOB/IEHHbIVi MPON3BOAMTENEM M COAEPXaLLnii faHHble O Npo-
M3BOACTBE U (M1N) KOHTPOJIE JIeKapCTBEHHbIX CPeACTB Ha NPeAnpusaTAM (MTPOM3BOACTBE), @ Takxke 0 /I6bIX CBA3aHHbIX C
HUMK onepauunsax, BbIMNOSIHAEMbIX B COCEAHUX UM 6un3nexawnx 3gaHuax. Ecny B 4aHHOM MecTe BbINOJIHAETCS TO/IbKO
YacTb onepayuii, To B«/IHopmMayuno npeanpuaTum» cneayeT NpMBoOAMTL TO/TBKO 3TU onepauun, Hanpumep, NnpoBegeHne
aHasun3a, ynakoska v np. J1J.

«/IHhopMaLmsa o NnpeanpusTUN» f0/KHA GbITb KpaTKo (06bemMoM He 6onee 25 cTpaHuL).

A.1 Ob6uwas nHdopmauynsa

A.11 KpaTkasa nHdopmalmsa o KoMnaHum (NpeanpusaTmv), BKIOYas ero HasgaHue 1 agapec, B3aMMOOTHOLLEHMSA C APYTMU
npeanpuATUAMU 1 faHHble O BbINMyCKaeMoW NpoAyKLnK.

A.1.2 CocTtaB pyKoBOACTBa NpeanpusaTmns.

A.1.3 MNpeameT AeATeNbHOCTU NPeANPUATUA B COOTBETCTBUW C /INLEH3NEN HA NPOU3BOACTBO, BbIAAHHOW Hauuo-
Ha/lbHbIM OpPraHoM.

A.1.4 TepeyeHb BCEXAPYTNX BUAOB AeATENbHOCTU, BbINO/IHAEMbIX HA NPON3BOACTBEHHON Naowaake.

A.1.5 HasBaHue nagpec Nnpon3BoACTBEHHOW naowaaku, TenedoH, hakc 1 KpyrocyToUHbI TenedoH.

A.1.6 HomeHknatypa npoayKkuuu, BblNyCKaemMor Ha Npou3BOACTBEHHOW niowaake. MHdopmaums o Bcex TOKCUY-
HbIX UM ONaCHbIX BelecTBax C ykazaHneM ocobeHHocTel paboTbl CHUMM (B CneLyMasibHO BblAe/IeHHbIX MOMeLLeHnAX, 34a-
HUAX. 060pyAO0BaHUN NN C pa3fefieHNeM LMKI0B NPOM3BOACTBA BO BPEMEHN).

A.1.7 KpaTkoe onucaHue nNjowWagku: ee naowasb, MECTO PacnoIOXeHUs, HeNocpeACTBEHHOE OKpPYXeHune (cuTya-
LMOHHbBIN NNaH), Hannune Apyrux NnpoM3BoACTB Ha Nowaake.

A.1.8 Yucno paboTHMKOB, 3aHATbIX B NPOM3BOACTBE, KOHTPOJIE Ka4yecTBa, CK/1afACKOM X035ACTBE 1 peanmn3auunn.

A.1.9 [laHHble 0 NONyYaeMblX CO CTOPOHbI yC/lyrax Hay4Horo, aHa/IMTU4eCKOro Ui TeEXHUYEeCKOro xapakrepa, OTHO-
CALWMXCA KNPON3BOACTBY M NPOBEEHNIO aHaIN30B.

A.1.10 KpaTkoe onucaHue cuctembl ob6ecrnevyeHuns kayecTBa.

A.2 NepcoHan

A.2.1 OpraHu3auymnmoHHas CTPyKTypa, Ha KOTOpoi 6bian 6bl NOKa3aHbl B3aMMOCBA3M B NsiaHe 06ecnevyeHns KayecTBa,
B TOM YMC/ie NPOU3BOACTBO 1 KOHTPO/Ib KayecTBa.

A.2.2 [laHHble 0 KBanMduKauum, onbiTe paboTbl U OTBETCTBEHHOCTN OCHOBHOrO NepcoHana.

A.2.3 OCHOBHble flaHHble O NepBOHaYaslbHOM UM NMOBTOPHOM O6Yy4YeHUM MepcoHana v BefeHUU AOKYyMeHTauuu no
0byyeHuto.

A.2.4 TpeboBaHMA K COCTOSAHWIO 340POBbSA MPOM3BOACTBEHHOrIO NepcoHana.

A.2.5 TpeboBaHVA KrurneHe nepcoHasia nero ogexae.

A.3 MNomeweHns nobopyposaHune

A.3.1 MNomeweHns

A.3.1.1 YnpoujeHHas NiaHWpOBKa WA ON1caHne NPOon3BO/ACTBEHHbIX 30H C YKa3aHneM maclutaba (CTpouTenbHble
HEePTEXUN N YEPTEXN KOMMYHUKaUni He TpebytoTcs).

A.3.1.2 Tvn CTPOUTENbHbIX KOHCTPYKLUWUIA N OTAENOUYHBIX MaTepUanos.

A.3.1.3 KpaTkoe onucaHue cucTem BEHTUAAUUM C 60see AeTaNbHbIMU PEIEeHNAMUANA KPUTUYECKUX 30H, o6ecne-
YMBaKOLWMMM 3aWNTY OT 3arpsASHEHWNI, cofepxaluxcs B Bo3ayxe (peKoMeHAyeTCcs NpUBOAUTbL NPUHLMNNAIbHbIE CXEMbI
BEHTUIALUN N KOHAULMOHUPOBaHWS).

[ina npoussoAcTBa CTEPU/IbHbIX SIEKAPCTBEHHbIX CPeACTB criefyeT ykasblBaTb knaccudukaumio nomMeleHnii no
ynucToTe.

A.3.1.4 30HbI, rge o6paljaloTca BbICOKOTOKCUYHbIE. ONACHble U CEHCMGUIM3NPYIOLLNe BelecTBa.

A.3.1.5 KpaTkoe onucaHue cucTem NOArOTOBKM BOAbI (Kesate/ibHbl MPUHLMNMAIbHbIE CXEMbI) C yKa3aHUeM MeTo-
[,0B 06paboTKu.

A.3.1.6 [JaHHble 0 NOpsiAKe NJ1AHOBOr0 TEXHNYECKOI0 06CYXMBaHUSA NOMELLeHN N BeAeHUS AOKYMEHTaLNUM Mo Tex-
HUYEeCKOMY 06CNYXNBaHWIO.

A.3.2 O6opypoBaHue

A.3.2.1 KpaTkue gaHHble 06 OCHOBHOM 060py0BaHNM, MICNO/Ib3yEMOM B MPON3BOACTBE 1 KOHTPO/IbHbIX NabopaTto-
pusax (nepeveHb 060pyAOBaHUA He TpebyeTcs).

A.3.2.2 [laHHble 0 NopsjkKe NJ1aHOBOTO TEXHNYECKOro 06CnyxunBaHus o6opyJoBaHnsa U BeeHNs JOKyMeHTaunm no
TeXHNYECKOMY OGC/TYXKMNBAHUIO.
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A.3.2.3 lMopspgokaTTecTaummn nKannbposky (NTOBEPKK), B TOM Yncsie ohopMIIeHNe AaHHbIX U BejeH1e MPOTOKO/I0B.
A.3.3 Y6opka (0o6paboTka)

A.3.3.1 Hanuume NUCbMEHHbIX MHCTPYKLNI No y6opke (06pa6GoTKke) NPON3BOACTBEHHbIX MOMELLEHMI no6opyaoBa-
HUS.

A.4 [lokymeHTaums

A.4.1 Mopsifok pa3paboTku, NepecMoTpa 1 pacnpocTpaHeHnst He06X0AMMON AOKYMEHTaUUN 4151 NPOM3BOACTBA.
A 4.2 Jobas apyras AOKYMeHTauusl, OTHOCSILLAACS K Ka4ecTBY NPOAyKUWM, HE YNOMsiHyTas B ApYrMx pasgesnax
(HanpuMep, N0 MUKPOGMONOTUUECKOMY KOHTPO/II0 BO3AyXa U BOAbl).

A.5 TpounsBoacTBO

A.5.1 KpaTkoe onucaHue nNpoun3BOACTBEHHbIX Oonepaynii C NCNoNbL30BaHWEM, NO BO3MOXHOCTU, CXEM C yKaszaHMem
NOTOKOB MaTepuasnoB 1 Mp. JaHHbIX 0 Hanbosee BaxHbIX NapaMeTpax.

A.5.2 MopsapokobpaleHns ¢ CXOAHbIMU 1 YNakoBOYHbLIMW MaTepuanamMmn, HepacdacoBaHmasa nNpoayKLums 1 roto-
Basi NPoAyKUMA, BK/IOYas 0T60p Npo6, KapaHTUHHOE XpaHeHne, BbIMYCK MPOAYKLUN N XpPaHeHMe.

A.5.3 lMopagoko6paleHns ¢ OTKIIOHEHHbIMW MaTepuanaMmu n NpoayKumen.

A.5.4 KpaTkue gaHHble 0 nopajke aTTecTalm TeEXHONO0TMYecknx NpoLeccos.

A.6 KoHTponb KayecTBa

A.6.1 OnucaHue CUCTEMbI KOHTPO/IA KayecTBa NP YHKLMIA OTAea KOHTPOISA KavyecTBa.

A.7 Pa6oTa No KOHTpakTam Ha NpovM3BOACTBO NPOAYKLUMN U NPOBeeHNe aHaln30B

A.7.1 [aHHble 0 NopsigKe NPOBeAEHNs OLEHKM COOTBETCTBUSA TpeboBaHnam TOCT P 52249 co cTOpPOHbI 3aKa3uuka.
A.8 Peanusauyus, pekiamaynn n oT3biB NPOAYKLNN

A.8.1 TMopsapgok peanusaunm n cuctema OKyMeHTaunu.
A.8.2 VHCTpyKuus, onpegenstolan nopsifok AeiCTBUI Npy NOCTYNAeHUN peknamauymnii.
A.8.3 VHcTpyKuusa, onpegensiolan nopsifiok A4ecTBUii Npy 0T3biBe NPOAYKLUN.

A.9 BHYTpeHHUI aygmT

A.9.1 KpaTkoe onucaHue CUCTEMbl BHYTPEHHErO ayAnTa (CAaMOUHCMEKLMiA).

MpunoxeHne B
(cnpaBo4HOe)

Monntnka B 061acTn KavyecTsa

(Mpumep)

Lenb Hawei pa6oTbl — rapaHTpoBaTb CTabW/bHOE KauyecTBO BblIMyCKAaeMbIX HaMW /IeKapCTBEHHbIX CPeACTB,
HanpaBuUTb YCUINA BCEX HALLNX COTPYAHNKOB Ha lOCTUXEHWE 3TOW 06LLel Lienn 3a cueT BbINO/HeHWS Tpe6oBaHuii Mpasun
NpPon3BOACTBa U KOHTPOJIS KaYecTBa JleKapCTBeHHbIX cpeAcTB (GMP). BbICOKOW NCMOMHNUTEIbCKOI ANCLUM/INHBI, COBep-
LIEHCTBOBAHMSA NPOU3BOACTBA U KBaMUKaLMm nepcoHana, NocTOAHHOro aHasin3a Bblnyckaemoli MpoAyKUuM 1 TeXHONO-
rmyecknx NpoLEeccoB.

FeHepanbHbI AnpekTop ».N.0.
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MpunnoxeHne C
(cnpaBou4HOE)

Matepuansi

C.1 Npuem maTtepuanos

C.1.1 MNpu npueme matepunanoB crenyeT NpoBepsATb:

- COOTBeTCTBME (haKTUYECKN NOCTAaBNIEHHOrO MaTepunana HaknaaHom:

- COOTBETCTBME Hak/aAHOl AoroBopy (3akasy, cneundukaymm):

LLeNI0OCTHOCTb Tapbl (yNakoBKM) U NA0M6 (NpY UX HaANn4nm);

NpaBuUIbHOCTb MapKNPOBKY;

CPOKW rOAHOCTUN (XpaHeHUa maTtepuana).

C.1.2 Mpuem matepmnanoB ohoOpmMAAETCA JOKYMEHTOM, B KOTOPOM YKa3blBaeTCs, Kak MUHUMYM, cnegytolee:
HanmeHoBaHue maTepuana;

ko4 matepuana (npy Heo6xoAUMOCTH):

HOMep Cepun N3roToBuTeNa matepuana.

nocTaBLMK N U3rOTOBUTE b MaTepuana;

Aarta npuemMKu;

KONM4YeCcTBO MaTtepuana;

COOTBETCTBME NOCTaB/IEHHOro MaTepuana HaknaaHol n aorosopy (Npu o6HapyXeHnn HeCoOTBETCTBUSA COCTaBNA-
eTCA aKT);

- COCTOSIHME YNaKoBKM (LLeNNI0CTHOCTB).

C.1.3 locne nprvema Ha Kaxayto yrnakoBaHHYI eiNHMLY MaTepuasna HaHOCUTCSA BHYTPUMNPON3BOACTBEHHASA 3TUKET-
Ka. cogepxaLlias:

- HauMeHOBaHue maTepuana.
koA MaTepuana (Npy HeO6X0AMMOCTH);
patynpuvema;

HOMep eAuHULbI Tapbl W O6LLEE YNCO eauHNL;

KO/IMYeCTBO MaTepuasioB BeAnHuLE Tapbl;

noanuCh NpuemLLmKa.

HOMep cepuu;

cTaTyc matepuana (MoxeT 0603Ha4YaTbCA LLBETOM 3TUKETKM).

JlonyckaeTcs HaHeCeHue WTPUXOBOrO KOAA Ha 3TUKETKY.

C.1.4 Tpu nocTaBKe HECKO/IbKUX CEPU O4HOrO 1 TOr0 XXe MmaTepuana Kaxaas cepua NpUHMMaeTCcs OTAe/IbHO C Npu-
CBOEHVEM eli MTHAMBUAYaNbHOro HoOMepa, Noc/e Yero NPoBoAUTCA OTGOP NPO6, UCMbITAHWS U BblAaeTCs paspelleHne Ha
ncnonb3oBaHue (MU pelleHne 06 OTKIOHEHUN).

C.1.5 KpanbHeiiweii paboTe AoONycKalTCA TOMLKO MaTepuasnbl, COOTBETCTBYHOLWME 3aka3dy 1 cneyudukaymsam, c
HenoBpexX/eHHOW ynakoBKOW’, YeTKOW HeHapyLeHHON MapKUpOBKOW 1 yaoBneTBopsatoLWmne TpeboBaHNAM KCpokaM XpaHe-
HUA. BnpoTuBHOM cnydae matepuasbl M30IMPYIOTCA 4,0 NPUHATUSA PELIeHNS BOTHOWEHUN UX.

C.1.6 He pgonyckaeTca npvem maTepuasnioB Nof OTKPbITbIM HE6GOM 1 B CK1aACKUX MOMELLEeHNAX, FAe CYLecTByeT BO3-
MOXHOCTb NepenyTbiBaHWS U 3aMeHbl MaTepuanoB, MePeKPeCcTHOro 3arpsa3HeHns nnp.

C.2 KOHTpO/sb KayecTBa NCXOAHbIX M YNaKOBOYHbIX MaTepnanos

C.2.1 OT60p npob6 (o6pa3uoB)

MepcoHan, BbINoAHALLWMIA 0T60p NPO6, A0MKEH 6bITb 06yUeH n aTTecToBaH. OT60pP NPO6 BbINO/IHAETCA & COOTBET-
CTBUW C HCTPYKLMEN (MeTOANKON), yTBEPXAEHHOW B yCTaHOB/IEHHOM nopsigke. I AeHTUYHOCTb Npo6bl (COOTBETCTBME NPO-
6bl JOrOBOPY, 3aKa3y unm cneymndunkaLmm) 40/KHa, KaknpaBuio. NPOBEPATLCA A1 KaXA0l eANHNLbI Tapbl.

OT60p NPO6 BLINOHAETCSA, Kak NpaBuo, B BbleeHHbIX 30Hax. Mpy oT60pe NPob6 B CKNaACKMX 30Hax cneayet npu-
HMMaTb cnelnasnbHble Mepbl MPOTUB NPSAMOroO U NepeKPecTHOro 3arpA3HeHNs Mmatepuasios; Npu Heo6xoAMMOCTU — Mepbl
no 3awute nepcoHana. AT Mepbl MOTYT BK/1HOHYATb UCNOJ/Ib30BaHNE YNCTbIX U1 N30/TUPOBAaHHbIX 30H.

Mopsagok oT6opa npo6 BcooTBeTcTBMM ¢ TOCT P 52249 (nogpasgensl 6.11—6.14) cnegyeT U3NOXKUTb BUHCTPYKLUK,
KOTOpas onpepenseT:
meToA oT60pa NPo6 UM CCbINIKY Ha CYLeCTBYIOLLYIO MEeTOANKY;

Tapy (KOHTelHepbl), B KOTOPYI OTOGUpaloT Npoobbl;

KO/IN4eCTBEHHbIE XapakTepPUCTUKN NPo6bl;

o6opyAoBaHue N MHBEHTapb A1 0T60pa nNpoo;

nopsAo0K MapKMpoBaHUA KOHTeliHepoB ¢ npobamu;

nopsaAo0K TPaHCNOPTUPOBAHUA N YCNIOBUA XpaHEHUs Npob.

MeToAbl 0UNCTKN (06PaBOTKN) KOHTEIHEPOB, 060PYAOBAHNA U MHBEHTapPA 415 oT60pa nNpob;
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- cneymnanbHble Tpe6oBaHUA.

MapkupoBka (BHYTPUNPON3BOACTBEHHAA 3TUKETKA) HA KOHTEelHepe ¢ Nnpo6amu fo/mKHa cogepXaTb, Kak MUHUMYM,
cnepyoLwyo nHopmMmauuio:

- HaMMeHOBaHMWe mMaTepuana v ero Kof.

- yKasaHue U3rotoBuTeNs Matepuana:

HOMep cepuu;
Aaty otéopa npob:
nognuce nuua, otémpasLuero npoby.

C.2.2 KapaHTUHHOE XpaHeHue

B nepvoa npoBefeHUs UCMbITaHU UCXOAHble MaTepuasbl JO/HKHbI HAXOAUTLCA B KAPaHTUHHOM XpaHeHuu. Mpu
HEo6X0ANMOCTN MOXeT NpeAycMaTpuBaTbCs XpaHeHne pas/InyHbIX cepuii matepnanos B pasfefibHbIX 30Hax. Pasgene-
H1Ee MOXET ObITb 06ecneyeHo TakxKe OpraHM3alMoOHHbIMU MepamMu Npu yc/ioBrUmn o6ecneyeHmns 3aWnTbl OT NepenyTbieaHns
1 3arpsAA3HeHns. [locTyne 30Hbl XpaHeEHNA MaTepunasioB A0J/DKeH 6biTb orpaHuyeH [FOCT P 52249 (nogpasgen 3.21)].

McxofHble MaTeprasibl HAXOASATCA B KApaHTUHE A0 NOyYeHUst paspeLlleHns Ha UX UCNoIb30BaHMe AN LOKYMEH-
TasSIbHOTo 0ChOPMJIEHMSA OTK/IOHEHUS C ONpejesieHneM AeliCTBUIl BOTHOLWEHUN AaHHbIX MaTepranos (Bo3BpaT NocTaBLym-
Ky. yTununsaumsa v np.).

C.2.3 VicnbiTaHnsa (aHan1M3 Npo6 nnmn o6pasuyos)

Mopsagok npoBefeHns ncnbitaHnii — no FOCT P 52249 (nogpa3gensl 6.15— 6.22).

Mpy ncnbiTaHVAX NPOBepsieTCs COOTBETCTBME MaTepuasnos crneyndukaLnsmM no MeTogmkam, CoAepXalluMcst B HOp-
MaTUBHbIX JOKYMEHTax (CTaHAapTax, hapmakoneiiHbix CTaTbsIX U A4P.), TPU UX OTCYTCTBUM — MO MeTOoAMKaM, paspaboTaH-
HbIM NPOU3BOAMTENEM UMW APYTVMU KOMNETEHTHbIMW OpraHn3aunsaMu.

Mpy HECOOTBETCTBUM Pe3y/IbTATOB UCMbITAHUI 3afaHHbIM TPE6GOBaHUAM C/iefyeT NPOBECTN paccrefoBaHue (aHa-
NN3) NPUYNH OTKIOHEHWIE (HM3KOoe KauecTBO MaTepuana, olWnGKN NPy NCMbITAHUAX U A4P.).

Pe3ynbTaTbl UCNbITaHWA 1 0OT6Opa BCeX NPo6, B TOM Yncsie pesybTaTbl MPUYNH OTKIOHEHUT (MpY Hanu4uun), odop-
MASAOTCA AOKyMeHTaMu (HanpvmMep, NPOTOKOMaMWu, 3aM0/IHAeMbIMU PYKOMUCHBIM CMOCOGOM UM C NPUMEHEHNEM TeXHU-
YeCKMX CpeacTB).

C.2.4 Pa3speweHne Ha NPUMeHeHWe mMaTepunason

Mpy NONOXNTENBHBIX pe3y/ibTaTax UCMNbITaHWi OTAes1 KOHTPO/Isi KauecTBa BblAaeT pa3pelleHne Ha X MPUMeHeHNe.

B cnyyae oTpuLatenibHOro pe3ysibTara UcnbiTaHW OTAeN KOHTPOA KauyecTBa 0hOPMSAET pelieHne 060TK/TIOHEHUN
MaTepuana cnocseAyolwmmM yBeAoMIEHNEM NOCTaBLiNKa, NPOBOANT aHa/IN3 NPUUYNH OTK/IOHEHMS 1 pa3pabaTbiBaeT Mepbl
no NpeAoTBPALLEHNIO NOBTOPHbIX OTK/TOHEHWA.

C.2.5 XpaHeHue npo6 (06pa3yo.)

Yncno oTo6paHHbIX NPO6, TPe60BaHUSA KYCIOBUAM XPaHeHWs, Cpokam XpaHeHUs!, yTUIM3aLum no ncTeyeHn cpoka xpa-
HEHWA [O/MKHbI ObITb ONpeAesieHbl UHCTPYKLMEN.

CnepfyeT XpaHUTb 4,0CTaTOYHOE YAC/IO NPO6, HEO6X04MMOe 151 BbINOIHEHNS NOTHOTO 06beMa UCMbITaHWii ncxopa-
HbIX MaTepuanoB, B TeYeHWe YyCTaHOBJ/IEHHOIO CpoOKa WX rogHocTu ntc oaunH rog [FOCT P 52249—2004 (nogpasgen
6.14)]. YcnoBua xpaHeHNA He A0/KHbI A0MNYyCKaTb YXy/LIEeHNA CBOCTB MaTepranoB BTeUYeHe BCEro CpoKa XpaHeHus.

MomeleHns AN XpaHeHUs A0/DKHbI COOTBETCTBOBATb YyCTaHOB/IEHHbIM Tpe6oBaHMAM. [Jonyck B HUX pa3peluaeTcsa
TONbKO onpejesieHHbIM Nuuam.

C.3 XpaHeHue maTtepuanos

Ycnosusa xpaHeHnsa matepuanos — no FOCT P 52249. CnegyeT KOHTPO/IMpoOBaTb CPOK rOAHOCTM maTepuasios. 8
cnyyae ero npeBblWEHUss MaTepuan creayeT NnomeljaTb B KapaHTUHHOE XpPaHeHNe C HaHECEHWEM MapKUPOBKW, OTpaxato-
uieli ero cratyc.

He ponyckaeTcs xpaHeHWe maTtepuanos Ha nony. MaTepuasnbl pas/MyHbIX cepuii AO/MKHbI 6bITb pa3AeseHbl.

Bbigaya MaTepuanos BMNpoON3BOACTBO OCYLECTBAETCA NOC/Ie NONyYeHNs paspeLlleHns oTaena KOHTPOs kayecTBa
(cyuyeToM cpokarogHocTu). Mpu Bblgaye maTepurana BnponsBoAcTBO criefyeT NPoBepPsATb ero COOTBeTCTBME TpeboBaHNAM
cneyndmkaynin, Cpok rogHOCTM 1 cob6Nt0AeHMEe NPUHLMNA «NePBbIM MPULLIO-NEPBbLIM YLIIO0».

CnepyeT BecTV NocepuiiHblii yyeT pacxofa MaTepuasioB c perucrpauueli aTebl (BpeMeHN) Havana u OKOHYaHus pac-
X0[0BaHUA cepun.

PekomeH/yeTCs yCTaHOBUTb HOPMY HECHMXaAeMOro (MMHUMasIbHOT0) 3anaca Kaxjoro Buja matepuanos v opraHu-
30BaTb y4yeT MatepuasioB Ha cknagax u nopsAokK nx Bblgadn.

OTK/IOHEHHbIE NCXOAHble MaTepuasnbl cneayet U301MpoBaThb.

C.4 TpaHcnopTupoBaHWe maTepuasioB Ha NnpeanpuaTNn

TpaHcnopTMpoBaHme MaTepuasnoB BbINOJIHSETCS B COOTBETCTBUM C WHCTPYKUMWEl, onpegensiioweii cpeacrsa u
MEeTOAbl TPAHCMOPTUPOBaHUS, C COGMI0AEeHEM Tpe6GoBaHMWIi COXpaHHOCTM MaTepuanos U 6e3onacHocTu. CneayeTt onpe-
AeNNTb MapLIpyTbl TPAHCMOPTUPOBAaHNUS MaTepuasnos v nuu,.

C.5 AyauT nocTtaBLMKOB

Ha npeanpusTtun cneayet MMeTb YTBEPXKAEHHbIN NepeyeHb NOCTaBLMKOB BCEX UCMOMb3YEMbIX MaTepuanos. Mpu-
o6peTeHne maTeprasioB ynocTaBLMKOB, He BHECEHHbIXB AaHHbIi NnepeyeHb B yCTAHOB/IEHHOM NOPSAAKe, He 0Ny CKaeTCs.
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AyauT NocTaBLyMKa ABNSETCS BAKHLIM U 3 EKTUBHBLIM CPEACTBOM 06eCneyeHnst Ka4ecTBa NCXOAHbIX 1 yNaKoBOY-
HbIX MaTepuanos. CnefyeT yAenaTb 0ocob60e BHUMaHWe ayAnTy NOCTaBLMKOB, KOTOPble HE UMEIOT MHOrO/IeTHEro cTaxa
6e3ynpeyHoil paboTbl. MepeyeHb NOCTABLMKOB COCTaBAseTCSA U yTBepXAaeTcs Mo pesynbTaTaMm ayauTa.

Mpn npoBefeHUn ayanTa cnegyeTt NpoBecTu aHas M3 NPON3BOACTBA Y NOCTaBLLMKA U UCNOMb3yeMbIX UM MaTepua-
nos.

Cnepyet paspaboTaTb MO/IMTUKY B3aUMOOTHOLLEHWIA C NOCTaBLYMKaMM, B TOM Y/C/le Ha/IOXEeHVe Ha HUX MaTepurab-
HbIX CaHKLWIi B C/lydae NOCTaBKN HEMPUTOAHbIX MaTepuasios, 3aMeHy NOCTaBLNKOB 1 Mp.

B cnydyae OTK/IOHEHMS U BO3BpaTta NOCTaB/IEHHbIX MaTepuasoB crefyeT MONyyuTb MHopMaLMIO O NPUYUUHAX,
BbI3BaBLUMX OTK/IOHEHWE, U Mepax, NPUHATBLIX 4151 UX YCTPaHeHNs.

MpnumMmeyaHune — CucTemaTUdeckunii yueT kayecTBa paboTbl NOCTaBLIUKOB C/efyeT opraHn3oBaTh Takxe npu
oKasaHWM UMW PasfIMyHbIX YCNYT, HANpUMep, No CTUPKE OAEeXbl, PEMOHTY 060pyA0oBaHuMsA 1 Np.

C.6 Norosopbl

MocTaBKa NCXOAHbIX U YNaKOBOYHbIX MaTepunanos oopmMasaeTca 4OroBopoM (KOHTPaKTOM), B KOTOPOM cieayeT yeT-
KO N3/T0XUTb TPe60BaHUA K MaTtepuasnam CO CCbIJIKOl Ha COOTBETCTBYIOLWNIA HOPMATVBHbIN OKYMeHT. CneayeT AOKYMeH-
TanbHO O(OpMUTL MNOPSAOK NOATOTOBKM [0OroBopa C yKas3aHWeM COr/1lacoBbiBAOWNX ML, U MOCNeA0BaTelbHOCTU
cornacoBaHus, a Takxke NpejycMoTpeTb NOPAAOK BHECEHUS U3MEHEHWIA B ,OroBOP.

MopaaoK NoAroTOBKM M NOANUCaHUSA 4OrOBOPOB A0/HKEH PeriaMeHTUpoBaTbCs OTAE/IbHOW MHCTPYKLMe, B KOTOPOWA
yKa3blBaloTCA:

- nepeyeHb BMUOB 3aK/1l04aeMbIX JOrOBOPOB (NOCTaBKa, yCayrm u np.):

- MHOpMaLMA O TOM. Kakue [OoroBopbl rOTOBUT 3aKa3uuK, Kakne — NoCTaBLLNK:
npumMepHble hopMbl (06pasLibl) 4OrOBOPOB:
nuua, OTBETCTBEHHbIE 3a NOArOTOBKY Or0OBOPOB;

- nmua, OTBETCTBEHHbIE 3a COor/lacoBaHune J0roBoOpPoB 1 NOC/1e0BaTe/IbHOCTbL COM/lTacoBaHUA:
nvua, noAgnucbiBaloLne AOroBopbl:

- NOpAAO0K BHECEHNSA U3MEHEHWIT B/OrOBOPbI;

CPOKM NOAroTOBKM M NOANVUCAHNS AOTOBOPOB:

nopsaAoK XpaHeHUs [0rosopos.

- NOpPAAOKKOHTPO/S BbINO/IHEHUSA AOTOBOPOB.

B goroBope noctasku cnegyeT npegycMmarpusartb 06583aHHOCTb M OTBETCTBEHHOCTb NOCTaBL KA O HEMEANEHHOM
MHOPMMPOBaHNK 3aKa3unka 0 NI06bIX N3MEHEHUAX, CBA3aHHbIX C MPOU3BOACTBOM MaTtepuasos, B TOM Yncsie 06 n3MeHe-
HUAX XapaKTepUCTUK UCMOSIb3YEMOrO CbIpbS.

3aka3unk A0/KeH CBOEBPEMEHHO MH(OPMMPOBaTb MOCTaBLWMuKa 0 npegnosaraemblix U3MeHeHUsIX Tpe6oBaHuii 1
N06bIX NPETEH3UAX K MaTepunanam, Ux ynakoBke nycraHaBnBaTh creyunanbHble Tpe6oBaHNA KMaTepuanam n meTogam ux
KOHTPO/1S, COrNacoBaB UX C NOCTaBLUKOM.

Mpn Heo6xXoAMMOCTN BO3MOXHA OpraHu3aumsa KOHTPONAs MaTepuanoB npejcTaBuTeneM 3akasuuka Ha npeanpus-
TUN-NOCTaBLUKE.

Bpaorosope cneayert ykasbiBaTtb:

- HauMeHOBaHWe, YNCJ/I0 1 BUA Tapbl 1 YNakoBKM NOCTaB/IAEMbIX MaTepnanos;

M3roToBMTENA 1 NOCTaBLMKa MaTepnanos (€C/M AOrOBOP 3ak/1l04yaeTca He C U3roToBUTeNIeM MaTepuanos);
[OKYMEHT, TpeboBaHNAM KOTOPOro matepuasn [oJ/1)KeH COOTBETCTBOBATb;

Tpe6oBaHUA 6e30NacHOCTU:

BO3MOXHOCTb NPOBEAEHNA ayanTa y NOCTaBLMKa,;

CaHKLUK, NpUMeHsieMble K NOCTaBLYUKY NPY HEBbINMO/THEHUN UM 06A3aTeNbCTB.
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Mpunoxexune O
(cnpaBo4HOE)

MpopaboTka 3aKka3oB N opraHusayust X BbIMOSTHEHUS

D.1 PekomeHayeTcs, Npu HEO6XOA4MMOCTM, onpefeninTb (DOPMy 3asBKM Ha MOCTaBKY NPOAYKLUW, 3anO/IHAEMYIO
nokynarenem, n oopmy gorosopa (3akasa) NnocTaBKu.

Mpu npopa6boTke 3aka3a CneAyeT OLEHUTb BO3MOXHOCTbL BbIMOJIHEHUA 3aKa3a B Tpebyemblli cpok. C 3Toi uenbio
npegycMmaTpuBaeTcs NpoBepkKa:

- Hanmuusa Tpebyemoli NPoAYKLMN B HOMEHKATYpe NPeanpuaTus;

- hakTnyeckoi BO3MOXHOCTMN BbINOMNHEHNS 3aKa3a B TpebyeMble CPOKH;

- Hanmuusa TpebyemMon NpoAyKUUW Ha CKNaje v B Npou3BoACTBe,

- o6ecnevyeHHOCTN UCXOAHBLIMM 1 YNaKOBOYHbIMU MaTepuanamm (Npu oTCyTCTBMU NPOAYKUUN Ha CKnafe) uan BO3-
MOXXHOCTM JaHHOro 06ecneyeHuns;

- [40CTaTOYHOCTW NPOU3BOACTBEHHbIX U CK1aACKNX MOLLHOCTEN;

- TOTOBHOCTV 060pyA0BaHusA (Hannune v NoATBePXAEHNE cTaTyca «aTTeCTOBaHO» /1 BCeX KPUTUYECKNX TEXHO-
NOrMYyecKnx NpoL,eccoB 1 o6opyaoBaHus);

- NOCTYM/IeHNA peKknamauuii Ha 3aaBnsiemMblii BUA NPOAYKLMN, HEO6XOAMMOCTN YCTAHOBJIEHUA U YCTPaHEHUs npu-
4MH 6paka 40 BO306GHOBNEHNS MPOM3BOACTBA.

D.2 Mpu He06X0AMMOCTU MOXET 6bITb ONpeAeneH JINCT COorlacoBaHusA, 3anoJHAEMbIl noapasaeneHnamu npej-
npuATUS NPU PpacCMOTPEHMN 3aKasa.

MnaBHasa uenb Npu npopaboTke 3aka3a — NOATBEPXAEHNE BO3MOXHOCTU BbINOMIHEHUA 3aKa3a B YCTaHOBJ/IEHHbIE
CPOKM C TpebyeMbIM Ka4eCTBOM.

D.3 PekomeHgyeTca pa3paboTaTb W HarnsafHoO NpejcTaBUTb CXeMY WCMOJIHEHWUA 3aka3a OT ero nosiyyeHus Ao
oTrpy3ku. Npumep cxembl NpuBeaeH Ha pucyHke 0.1.

PucyHok D 1 — Cxema MCnosiHeHNsA 3akasa

JTan 3akniYeHns JOroBOpa MOXET He BK/THOHYATbCSl BO BHYTPUNPOU3BOACTBEHHbIN NOPSAA0K paGoThl.
MoxeT 6bITb MPeAyCMOTPEH KOHTPO/IbHbIA JIMCT UCMOJTHEHUSA 3aKa3a, B KOTOPOM OTpaXatTCs BCe 3Tarbl ero BbIMomn-
HeHus.

19



FOCT P 52537—2006

MpunoxeHue E
(cnpaBo4YHOE)

OpraHusaumns npoussoacTea

E.1 [OokymeHTauus

E.1.2 Cneundukaymm Ha UCXOAHbIE N YNaKOBOYHbIe MaTepuasbl, MPOMEXYTOUYHYIO U TOTOBYIO NPOAYKLMIO 1 MpP. pas3-
pabaTbiBalOTCA B COOTBETCTBUN C TpeboBaHuaMU TOCT P 52249 n aopyrnx HOpMaTUBHbIX JOKYMEHTOB.

E.1.3 MNpounssogcTBeHHas UTeXHOJIOTMYecKkas fOKyMeHTaums

Ha3HauyeHneM gaHHbIX BUAOB JOKyMeHTauun sensietTca o6ecneyeHne Bbinycka NnpoayKUnmn B CTDOFOM COOTBETCTBUN
co cneyngukaynamm.

B cocTaB Npon3BOACTBEHHO 1 TEXHOMOTMYECKOM AOKYMEHTaLUN BXOAAT MPOMBbILL/IEHHbIE PerslaMeHTbl, TEXHOI0I -
yeckme WHCTPYKUMW M MHCTPYKUMM NO ynakoBke. Tpe6oBaHWA K NPOMbIW/IEHHbIM perfiameHTamM, TeXHONOrmyeckum
VHCTPYKLUMAM M UHCTPYKLUUAM MO ynakoBke npuBedeHbl B FTOCT P 52249 n Apyrux HopMaTUBHbIX JOKYMeHTax.

E.1.4 TMpOTOKO/Ibl Ha CEPUIO NPOAYKLUN

Ha kaxayto cepuio NpoayKuum coctTaBnseTcs NPOTOKO/ CAAHHBIMU O NOAroTOBKE 1 X04e NPON3BOACTBA 3TOI cepuu,
(hakTMUeCKnx 3Ha4YeHNsAX NnapameTpoB TEXHONOIMYECKOro npoLecca 1 okKpyxatlLien cpebl (B TOM Yncne gaHHble MOHUTO-
pVHra), BbISAB/IEHHbIX OTK/IOHEHUAX U paspelleHnn Ha peanmn3auunto npoayKuun.

MpoTOKO/NbI COAepKaT AaHHbIE O TOTOBHOCTW MNOMELLLEHU W 060PYAOBaHUSA KNPOBEAEHMIO TEXHONOMMYECKOro npotecca,
ero hakTM4eCcKoM BbINOSIHEHUWN, 3HAYEHUAX KOHTPOSIMPYEMbIX NapameTpoB 1 np. MPOTOKO/bI CoAepXaT UCTOPUIO U3rOTOBJIe-
HUSA cepumn NPOAYKLMN 1 NCMO/b3YIOTCA B Ka4ecTBe A0Ka3aTeIbHOro Martepuana B cayyae pekniamauunii, npy aHannse npuymnH
OTK/IOHEHWA, NPOBeAEHUN aHanIn3a pUCcKoB U Np.

Ha Bcex aTtanax BefeHWs NpoOToKona creAyeT NPOBEPATb NPaBUILHOCTb €ro CoCTaB/IeHUs, HanuuymMe nognucei
OTBETCTBEHHbIX UL, U paGOTHNKOB OTAeNa KOHTPO/S KayecTBa.

Mopsaok BefeHNsA 1 NPOBEPKM NPOTOKO/1a Ha CEPUI0 NPOAYKLMN A0/KEH GbITb OnpeaesieH cneymasbHbIM AOKYMeH-
TOM C yKaszaHuem OTBETCTBEHHbIX NuL,.

CpOK XpaHeHnsa NPoTOKO/I0B — He MeHee OHOro roja nocsie OKOH4YaHWA CpokKa roAHOCTU NPOAYKLMU, ECIN He yCTa-
HOBJ/IEHO MHOE.

E.2 MNomeweHns, o6opyaoBaHne N TEXHONOIMYeCcKne npouecchbl

E.2.1 MNomeweHuns, o6opyfoBaHne 1 TeXHOMOrMYyeckne NpoLecchbl AO/MKHbI COOTBETCTBOBATb CBOEMY Ha3HaueHwuIo,
Tpe6oBaHnAM FOCT P 52249 napyrnx HOpMaTMBHbIX LlOKYMEHTOB. NMomelleHns, 060pya0BaHNE U NPOLECCHI, CBA3aHHbIE C KpU-
TUYECKMMMW napameTpamu, Nosexar aTTecTtauumn, Kotopas NpoBOAUTCS Kak Ha 3Tane noAroTOBKW NPOM3BOACTBA (CM. pas-
Aene), Tak U B aKcnyaTauum (NOBTOPHasA aTTecTal s Noc/ie BHECEHWUSI USMEHEHWI, CBA3aHHbIXC KpUTUYECKUM nnapamMeTpamu,
ONUTENbHBIMU NepepbiBaMy a paboTe, 3HaYMTeIbHbIMU OTK/IOHEHUSIMY OT YC/I0BWIA 3KCMlyaTaumum nT. 4.).

E.2.2 Hanpegnpustumn cnegyeTt opraHn3oBaTth aKCnayaTaLmio U TeXHUYeckoe 06CnyXxmBaHue nomelleHunii n o6opy-
[0BaHUA C BeJeHNeM rpaKoB 1 KypHaNoB TEXHUYECKOro 06CNyXnBaHus.

E.2.3 CnepyeT npefycMOTpeTb NEPUOANYECKUI NN HENPEPbIBHbIW KOHTPO/Ib KPUTUYECKNX NapaMeTpoB o60pyao-
BaHWA. TEXHOMOTMYEeCKMX NPOLLECCOB U OKpYyXatoLeli cpefbl C yCTaHOB/IEHUEM YPOBHel npeaynpexaeHnsa n oeicTBuii.

E.2.4 MpoBepeHne o06paboTkn (OUNCTKU, AE3NHMEKLUN, CTEPUIN3ALNM) NOMELEHNA N 06OpyAOBaHUA crneayet
bMKcMpoBaTh BXXypHasax, kKapTax Uamn gpyrnx y4eTHbIX JlOKYMeHTax C ykazaHMeMm AaTbl U BpeMeHU npoBeseHns o6pa6oT-
KW. HAMMEHOBaHMA 1 HOMepa cepuu NpoayKuun (Npv BbiMycke ABYX unn 6onee BUAOB NPOAYyKLUK), MOC/e NPOM3BOACTBA
KOTOpOIi NnpoBefeHa o6paboTka.

3anvcu B XypHasne JO/DKHbl UMEeTb ABe Moanucu: pa6oTHUKA, BbINOMHALOLWEro 06paboTKy, U KOHTPONMPYIOLLEro
nvua. XypHan crnefyeTt BECTU B XPOHONOMMYECKOM MopsifKe.

[aHHble 06 06paboTKe KPUTUYECKOro ob6opyoBaHUA criefyeT NPUBOAUTL B MPOTOKO/IE CEPUM MPOAYKLMUN.

E.3 MapkupoBaHue (BHyTpeHHee 3TUKeTMpPOBaH1e) B MpoLecce NpoM3BoACTBa

E.3.1 HanpegnpusiTum f0/XeH 6biTb YCTAHOB/IEH NOPSAA0KOGpaLLEHNS BHYTPUNPON3BOACTBEHHbIX 3TUKETOKUN KOH-
TPOJIb 3@ HUMMK.

E.3.2 Ha atane npou3BoAcTBa ynakoBka (Npov3BOACTBEHHAS Tapa) C MaTepuanamu, NPOMexyTOUHbIMU UK FoTo-
BbIMV NPOAYKTaMu fO/KHA MMETb Ba BUAA BHYTPVUNPOM3BOACTBEHHON MapKUPOBKMU (MOXET HAHOCUTLCS Ha O4HY UM pas-
Hble 3TUKETKMN) C/IeAYIOLLETO COAEPXKAHUSA:

- 0603HaYeHMe NN AEHTUMMKALMUIO MaTepuana uin npoaykra (MAeHTUMMKALNOHHAA 3TUKETKA):

- cTaTyc maTepuasna wiv NnpoAyKTa B NPON3BOACTBEHHO Lenu (3TUKeTKa cTatyca).

B nAeHTUUKALNOHHOM 3TUKETKE YKa3bIBAKTCS:

- HaMMeHOBaHMWe (KoA) MaTepuana unv nNpoayKTa;

- HOMep cepuu:

- [aTa HaHeCEHWS 3TUKETKN (MapKNMPOBKM);

- nognuce.
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3TuKeTKa cTaTyca COAepXUT MHhopMaLmio 0 TOM. rae HaxoauTca matepuan (MPoAYKT) UK Kakyto CTaauto a npous-
BO/ACTBEHHO Lienu oH npowen (HanpumMep, «HaxoAUTCA Ha KAPaHTUHHOM XpPaHeHUN», «NpoLen KapaHTUHHOE XpPaHEeHne»
M T. A4.). Ha Heli Takxe cneayeT ykasbiBaTb HaMMeHOBaHue (KoJ) maTepuana, HoOMep cepun u aarty.

WHhopmauumsa o ctaTyce MOXeT ObITb BblesieHa LLBETOM 3TUKETKM (Hanpumep, 3e/ieHbli — «[onyweH KUCnosnbL30-
BaHWIO». XeNTbli — «HaxoAnTCs B KAPAHTUHHOM XPaHeHUWU*, KpacHbli — «OTKIOHEH»).

E.3.3 3TukeTKkn 060UX BUAOB AO/IKHbI HAHOCUTBCA Ha KaXAyto YNakoBOUHY egnHULY. OHU A0/MKHbI 6bITb ACHBIMU 1
OAHO3HaYHbIMU AN NOHUMaHUSA.

[aHHble 06 ngeHTUMKaunn mateprana (NPOAYKTa) 1 ero cTatyce MoryT 6bITb HAHECEHbI HA OAHY U TY X€e 3TUKETKY.

E.3.4 CnepyeTopraHn3oBaTtb y4eT BHYTPUNPOM3BOACTBEHHbIX 3TUKETOK MUX XPaHeHne Tak. YyTobbl n3bexarbnepe-
NyTbIBaHUA 1 OWMBOYHOro HaHeceHus. CnegyeT AOKYMEHTalbHO onpeaesinTb NopsA0K HAaHECEHUSA STUKETOK U NnL,. OTBeT-
CTBEHHBbIX 3@ NpoBeJeHNe faHHON onepayuun.

E.3.S 3TukeTKu nepes ncnosib3oBaHWeEM crieflyeT NPOBEPUTL HA NpeAMeT NX COOTBETCTBUSA Ha3HAUYEHUIO.

E.3.6 HennoTHO npunerawLmne n NnoBpexaeHHble 3TUKETKN cneadyeT yAanaTb U 3aMeHATb Ha HOBbIE.

E.3.7 Ha ynakoBKy (Tapy)C KPbILLUKOW 3TUKeTKa HAHOCUTCA TO/IbKO Ha KOPNyC yNakoBKK (He Ha KPbILLKY).

E.4 BHYTPMNPOW3BOACTBEHHbI KOHTPO/b

Lienblo BHYTPUNPON3BOACTBEHHOrO KOHTPONS AIB/ISleTCS NpOBepKa COOTBETCTBUS KPUTUUECKMX MapaMeTpoB TeXHO-
NOTUYECKOro npoLecca nnokasaTtesieli NPOMeXyTOYHOTo NPOAYKTa, HAX0AsILLerocs Ha cTagun NpPov3BOACTBa, TPe6GoBaHu-
AIM AOKyMeHTauun. laHHbllii KOHTPO/b BbIMOIHAETCA NPOM3BOACTBEHHbLIM NojapasjesieHNeM 1 No3BOJISET CBOEBPEMEHHO
npeAnpUHATL KOPPEKTUPYHOLWME AeliCTBUS B MPOLECCe NPOM3BOACTBA.

[na npoBefeHUst BHYTPUNPOU3BOACTBEHHOIO KOHTPO/IS CefyeT NpeAyCcMOTpeTb He06X0AUMbIE NOMeELLeHUs, nep-
coHan v o6opyaoBaHue.

CnepyeT AOKYMeHTaNbHO onpeaenMTb Tpe6oBaHUs K KOHTPOIMPYeMbIM NapamMmeTpam U Mepbl, MPUHUMaeMble Npu
OTK/IOHEHWUW OT AONYCTUMbIX 3HAUYEHUA.

WNHCTPYKLMKN (METOAMNKN) NO NPOBEAEHNI0 BHYTPUMPOU3BOACTBEHHOTO KOHTPOJISi COr/1acoOBbIBAOTCA OTAE/IOM KOH-
Tpons KayecTBa.

[laHHble BHYTPMNPON3BOACTBEHHOTO KOHTPOJIA UCMOMb3YIOTCS NMPY aHaM3e PUCKOB 1 pa3paboTke MeponpuaTuii no
o6ecneyeHunto cTabubHOTo kKavyecTsa NPOAYKLMN.

E.5 lMeuaTHble maTepuasbl

E.5.1 BBuay ux kno4eBOi ponn B o6ecneyeHny NoATBEPXKAEHNS MAEHTUYHOCTN IeKapCTBEHHbIX CPefCcTB cneayeT
obecneunTb HaAeXHoe N be3onacHoe XxpaHeHne, a Takxe yyeT ABMKEHUs nevaTHbix MaTepunanoB (TOCT P 52249 (nogpas-
nen 3.25)).

E.5.2 To yueTy ABMXEHNS YNaKOBOYHbIX MaTepnasioB, B TOM YNCe MPOMapPKMPOBaHHbIX, HA NPeANPUATUN AOJIKEH
6bITb pa3paboTaH OTAENbHbIV 4OKYMEHT, B KOTOPOM OTpaxaeTCcs MOPAAOK Nepefayn ynakoBOYHbIX MaTepuasnioB Ha BCex
aTanax NpPou3BOACTBa C yKa3aHWEM OTBETCTBEHHbIX NuL. J/lnua, OTBETCTBEHHbIE 3a YUYeT ABUXKEHUA 3TUX MaTtepuanos,
Ha3HavalTCA Npukasom PykoBoanutens.

E.5.3 CnepgyeT npoBepATb 6asaHC Ynucna nosyyYeHHbIX, UCMOb30BaHHbLIX U BO3BpPALLEHHbIX 3TUKETOK A1 TOTOBOM
npoAyKuMn n 6anaHc UCNoNb30BaHHbIX 3TUKETOK M YMcna rotToBbIX e4UHUL, NpoayKumun. CneayeT aHann3mposaTb U paccre-
[,0BaTb NMPUYMNHbBI PACXOXAEHUSA MEXAY NOSTyHYEeHHbIMU JaHHbIMU.

6anaHc MOXeT He NPOBOANTLCA AN PYNOHHbLIX AN pa3pe3HbliX 3TUKETOK, eCNN NPeAyCMOTPeH aBTOMaTUYecKnin
100 %-Hblli KOHTPO/Ib NPaBUILHOCTU HAHECEHUSA 3TUKETOK.

Heuncnonb3oBaHHble 3TUKETKU, COAepXallne HOMep cepum roToOBOW NPOAYKLMU, O/MKHBI YHUUTOXAaTbCA ccocTaBe-
HVeM npoTokona.

E.6 MaTepuanbHblii 6anaHc

Mocne 3aBepLUIEHUA NPON3BOACTBA N YNAaKOBKU CEpUY NPOAYKLUW BbINOIHAETCSH CONOCTaB/IeHNEe TEOPETUYECKOTO U
(hakTMUecKoro BbixoZda NpoAykuuu. ConocTaBfieHNe BbINOJIHSAETCA NPOU3BOACTBEHHLIM Nogpa3aenieHuem. Mocnegyto-
Lme NPoBepPKM NPOBOAATCSA, Kak NpaBuIo, OTAE/IOM KOHTPOSA KayecTBa.

E.7 Pa6oTa c OTK/IOHEHHbIMUW MaTepunanamu (Nnpoaykumei)

E.7.1 MpuynHbl N106GOro OTKNOHEHNS cnedyeT pacc/iiefoBaTb U pa3pabaTbiBaTb MeponpuaTUSA Mo nNpegoTBpallye-
HUIO ero NoBTOPEHUS.

E.7.2 Pa6oTa Cc OTK/IOHEeHHbIMW MaTepuanamu (Mpoaykuneit) fo/kHa 6bITb OTpaXKeHa B cneunanbHOl MHCTPYKLUNK,
B KOTOPOW yKa3blBalOTCA:

- KPUTEPUU OTK/IOHEHUS NPOAYKLMMN NN CChIJIKa Ha 3TN KpUTepuu;

- NOPAAOK NPUHATUS PelleHns B OTHOLIEHUN OTK/IOHEHHbIX MaTepuanos (MpoAyKunumn);

- vua, NpYHMMaloLLMe pelweHne 06 OTKNOHEeHNN:

- AeicTBUS C OTK/IOHEHHbIMWU MaTepranamMu (Nnpoaykuueii) (Bo3BpaT NOCTaBLMKY, NOBTOPHas nepepaboTka, yTuim-
3auuMa. NonyyveHve paspelleHns Ha MCNosib3oBaHue 1 p.).

- MapKMpoOBaHME U MeCTO XpaHeHUsi Takux MaTepranos (MPoAyKuum).
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E.7.3 VIHCTpyKLMA MO AeicTBMAM NepcoHana B ciiyvae o6HapyXeHUs HeCOOTBETCTBUI fO/KHA CoAepXaTb:

- NopAAoK perncTpaymm HecooTBeTCTBUIA;

- NopAA0K UHOPMUPOBAHWSA BbILECTOALMUX NINLL;

- Mepbl No o6ecneyeHno COOTBETCTBMA NepepabaTbiBaemMoii cepun 3aaHHbIM Tpe6oBaHUAM.

Mepepab0TKa OTK/IOHEHHbIX Cepuii 4oNycKaeTCs TOMIbLKO MO pa3peLleHnto o0TAeNa KOHTPO/IS Ka4ecTBa CorlacHoO COOTBET-
CTBYIOLLEN AOKYMEHTALMNM 1 C MPUHATUEM Mep. ob6ecneynBaloLLnX COOTBETCTBME NepepabaTbiBaeMoii cepun 3afaHHbIM Tpe6o-
BaHUAM.

[lonxHbl 6bITb CHOPMYNNPOBaHBI YCI0BUS, MPU KOTOPbIX JONyckaeTcs nepepaboTka npoayKLumu.

E.7.4 [lns xpaHeHUs OTK/IOHEHHbIX MaTepnanos (MPOoAYKLMMN) AOMKHbI 6bITh NPeAyCMOTPEHbI creynasibHblie NoMe-
WeHUst (30Hbl). N5 HarNsAHOCTY UX cnefyeT BblAeUTb (Hanpumep, LBETOM) U MPUHATb Mepbl NPefoCTOPOXHOCTU OT
HeCcaHKLMOHNPOBaHHOI0 A0CTYMa B HUX.

E.7.5 [loKkymeHTaLuto no paboTe C OTK/IOHEHHbIMU MaTepranamMmu n Nnpoaykunei cnegyet XpaHuTb B TeUeHune ycTa-
HOBJIEHHOTO NepunoAaBpeMeHn.onpeAeIeHMOrocMCTEMON ynpaBieHns JOKyMeHTal e, AelicTByOW el Ha NpeanpUATUN.

E.8 XpaHeHue npoaykumuun

CnepyeT pa3paboTaTb Tpe60BaHNS K XpPaHEHUO NPOAYKLMM B COOTBETCTBMM C (hapMakoneiiHoi cTaTbeil, B TOM Ync-
ne TpeboBaHus;

- KHanpaB/IeHUI0 B KAPAHTUHHOE XpaHeHVe A0 NoJlyYeHns pa3peLlleHns Ha peann3aunio;

- K YC/IOBUSAIM XpPaHeHUs, napameTpamMm MUKPOKIMMATA, OCBELWEHHOCTM U NP.. MPU KOTOPbIX rapaHTUPYyeTCs COXPaH-
HOCTb NPOAYKLUMM 6€3 yXyALWEHNsI ee CBOWCTB.

Opyrue Tpe6oBaHus — no FOCT P 52249.
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MpunoxeHne F
(cnpaBoyHOE)

MopAfokK opraHu3aunm KOHTPOAA UCMONHEHUSA

F.1 KOHTPO/ib UCMOJTHEHNS AOKYMEHTOB MOBbILLAET YPOBEHb OTBETCTBEHHOCTU 3a BbINOJIHAEMYIO PaGOTY M HanpassieH
Ha CBOeBPEMeHHOe 1 Haj/1exallee NCMNoJIHeHNe OKYMEHTOB, NOCTynatoLWyx Ha NpeAnpusaTue 1 paspaboTaHHbIX camMmyUM Npes-
npusiTUeM.

OTCyTCTBME [AO/HKHOTO KOHTPO/IA UCMOJTHEHNS NPUBOAUT K ClieAytoLemy.

- yTepe [OKYMEHTOB;

- HENCNOJIHEHWIO JOKYMEHTOB B CPOK /1M HEVCMNOTHEHUIO X BOOGLLE;

- HeopraHn3oBaHHOW pa6oTe NCMOMTHUTE e, B OCHOBHOM MO MeTOAy «yCTPaHeHUsl OTK/IOHEHWU» C afieMeHTaMu cny-
YalHOCTM U XaOTUYHOCTH;

- MpaKTUYeckoii HeBO3MOXHOCTU BOCCTAHOBUTb UCTOPUIO PaboTbl C JOKYMEHTaMU 1 PO/ib KaX/J0ro U3 CnosiHuTenei.

F.2 KOHTPOs/ib NCMOSTHEHNS MOXET ObITb CM/IOWHbLIM UK BbIGOPOUHbIM.

Ecnu Ha npeanpuaTMM He NpeAyCcMOTPEH CJIOLWHOM KOHTPO/Ib, TO JO/MKEeH GbiTb YTBEPXAEH NepeyeHb JOKYMEHTOB,
MCMOJTHEHME KOTOPbIX MOAEXUT KOHTPOJIIO.

F.3 OTBeTCTBEHHbIM 3a UCMOJIHEHWNE AOKYMEHTa (OTBETCTBEHHbIM UCMOTHUTENIeM) AB/ISETCS /IMLO, yKasaHHOe B nepeyHe
MCnonHnTeNne (pe3onoLmn Ha BXOAALEM AO0KYMeHTe) nepBbiM. OTBETCTBEHHOMY UCMOTHUTENIO NPeaoCcTaB/IseTCs NpaBo Co3bl-
Ba COMCTMONHUTeNeN.

CouncnosiHnTenmn 06s3aHbl NPefoCTaBUTb OTBETCTBEHHOMY UCMO/THUTENIO 3@ YCTAHOBJ/IEHHBI UM Nepuos BpeMeHun A0
NCTEeYEHUsi CPOKA MUCMOJTHEHNS JO0KyMeHTa BCe MaTepuasbl 4151 0606LeHNs 1 NOArOTOBKU NPOeKTa COOTBETCTBYIOLLETO AOKY-
MeHTa.

COWCMNONTHUTENN HECYT paBHYIO C UCMOJIHUTE/IeM OTBETCTBEHHOCTb 3a CBOEBPEMEHHOEe U Haj/iexaliee UCNosIHeHne
[OKyMeHTa.

F.4 VcnonHeHne foKyMeHTa MOXeT 6bITb pa3fesieHo Ha 3Tanbl 1 COoCTaB/IeH NnaH-rpaduk, BKIOYaowWwmi B cebs Haun-
MeHOBaHVA 3Tano., NCNOIHUTesNel NCPOKK NCNOHeHNA. MNaH-rpark cCocTaBNSeTCA NCMOMHNTENIeM 1 yTBEPXAAETCA /TMLIOM,
KOHTPOIMPYIOLWMUM UCNOSTHEHME.

F.5 Ha npeagnpusATUn AO/KHO 6bITh HA3HAYEHO He3aBUCUMOE NNL0 UK CTPYKTYPHOE noapasjesieHune, OCyLecTBAsIo-
ljee yyeT UCMNOSTHEHUA U MOAUYMHSOLLEeCs HENOCPeACTBEHHO PYKOBOAUTE/O CYXG6bl 4e/10MNpon3BOACTBa (PYKOBOAUTENIO
MNHOPMaLMOHHO CYX6bl), PYKOBOAWUTENIO CYX6bl KauecTBa niv PykosoavTento npeanpuatus Ha npegnpusatusx c He6ob-
LM 06 bEMOM [OKYMEHTALMMN 3TU (PYHKLMN MOTYT 6bITb BO3/IOXEHbI HA CEKpeTaps Uav Apyroe nuuo, CBsA3aHHOe C Ae/10Mnpons-
BO/ICTBOM.

B 06513aHHOCTM AaHHOro nnua (noapasaeneHns) BXOAUT criefytollee:

NocTaHOBKa JOKYMeHTa Ha KOHTPO/b.

npoBepka CBOEBPEMEHHOIO 0BE/JeHNS JOKYMEHTA [10 UCMOJTHUTENENR;

- npeaBapuTenbHas NpoBepka 1 perynnpoBaHune npoecca NCnosiHeHus;
oueHKa KOHTPOos (HabntofeHne) 3a NPoLLECCOM MCMOJTHEHNSA [OKYMEHTa,;

- CHATME JOKYMEHTa C KOHTPO/Isi B YCTAHOB/IEHHOM MOPSAAKE;

- aHasIM3 NCNOJTHUTENBCKOW ANCLMNINHBI OTAeNbHbIX UL, NOApPa3/Ae/leHNIA N NpeAnpUATUS a Lle/IOM. & Takxe NojroTos-
Ka COOTBETCTBYIOLLMX MaTeprasioB A/ PyKOBOACTBA C Lie/1blo MPUHATUA PELLIEHNI N0 yNpaB/ieHUo YPOBHEM ANCLMM/INHDI

- npepjcTaBfieHne f0KNaja PyKOBOACTBY 06 NCMOMHEHUN JOKYMeHTa.

[aHHoe nuuo (NnogpasgeneHne)paboTaeT COBMECTHO C INLAMM, OTBETCTBEHHbI MV 38 1€/T0NPOU3BOACTBO BAPYrX Noj-
pas/ieneHunsix opraHmsauum.

F.6 CnepyeT pas3nuyatb y4YeT WUCMOJIHEHUS U KOHTPO/Ib MCNOJIHEHUA. MNpu yyeTe UCMOJSIHEHUSA He OLeHuBaeTCs,
[eACTBUTENIbHO NN JOKYMEHT UCMOJIHEH, a NINllb crucTemaTusmpyeTca paboTta no yueTy UCMOSTHEHUS W NpoBepsieTcs npa-
BUIbHOCTb OCYOPM/IEHNS JOKYMEHTOB

KOHTpO/b NCNOMHEHUA ocylecTBAseTCA NMUoM (noapasfeneHnem), Cnoco6HbIM OLEHUTL BbINOMHEHME TpeboBaHui
[OKyMEHTa B MO/THOM 06beMe. B oTAeNbHbIX CyHasx PyHKLMN yHeTa 1 KOHTPOIS MCNOTHEHWNA MOTYT GbITb COBMeLLeHbl 1 BO3-
NOXeHbl Ha /Lo (NogpaszenieHre), ocyLLecTBSOLEee KOHTPO b UCNOSTHEHUS.

F.7 Konuu foKyMeHTOB, MO/ 1eXallnx KOHTPOJIIO, A0/KHbI OblITb CBOEBPEMEHHO BblAaHbl NMOJ, PacnncKy BCEM UCMOSTHU-
TensiMm uvuam (NogpaszfenieHnto), OCyLLeCTBASOWMM KOHTPOb U YUET NCMNOSTHEHUS .

F.8 CpoOKM NCMOJTHEHMS JOKYMEHTa UCHUCIAIOTCA B KasleHJapHbIX JHAX OT AaTbl NOCTYN/IEHUS JOKyMeHTa Ha npeanpus-
TVE UK OT AaTbl MOANUCAHUS BHYTPEHHETO JOKYMEHTa, 3a UCK/II0UYeHEM C/lyHaeB, OrOBOPEHHbIX 3aKOHOAaTeIbCTBOM WV HOP-
MaTMBHO-MPaBOBbIMU akTamu. CPOKM MCMOJTHEHNA YKa3blBaloTC PykoBoAuTesleM B Pe30/IioLMn Ha nocTynatolem (BHeLHeMm)
[OKyMeHTe /IGO0 B TEKCTE BHYTPEHHEr 0 J0KyMeHTa.

F.9 Ha pgokymeHTax A5 KOHTPO/IA NpocTaBAseTcs wraMn «KOHTPOsb» B NPaBOM BepxHeM Mose.

F.10 MNocTaBfieHHble Ha KOHTPO/1b JOKYMEHTbl BHOCATCS B 623y aHHbIX MO KOHTPOJTI0 OKYMEHTOB.
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F.11 Ecnv HeBO3MOXHO UCMOIHUTb AOKYMEHT, TO UCNONHNUTENb A,0/KeH 3a61aroBpeMeHHO 06paTUTBLCA C MMCbMEHHOW
npocb60oii 0 NPOAIeHNN CPOKa UCMOMHEHUS K PyKOBOAUTESNIO, yCTaHaB/IMBalOLLEMY CPOK MCMOTHEHUS, KOTOPLIA U NPUHUMaEeT
peweHne 06 N3MEeHeHUN CPoKa UCMOJTHEHUS.

M3meHeHMne cpoka UCMoNHeHUst othopmMaseTcs JOKYMEHTaIbHO, 3aHOCUTCS B 6a3y JaHHbIX KOHTPO/IS JOKYMEHTOB 1 CTa-
BUTCA Ha y4eT.

F.12 [puoCTaHOBUTb UCMOJTHEHVE JOKYMEHTA, & Tak)Ke OTMEHUTb ero MOXeT TO/IbKO PyKoBOAUTE b (OpraH), nognucas-
WKW AaHHbIN AOKYMEHT, 60 BbilwecTosAWwmii PykoBoauTenb.

F.13 CnepyeT pa3paboTaTb TEXHO/IOTMIO KOHTPO/SA, NMO3BOMAIOLWYIO HarnsgHoO oTcnexusaTb NPOLEeCcC UCMNOSTHEHUA
AOKYMEHTOB.

MoryT ncnonb3oBaTbCA Criefytolne cMcTeMbl KOHTPOAA [5). NpegycmaTpuBaioLLne BefeHNe:

- )ypHasia KOHTPOnS.

- KOHTPOJIbHbIX KAPTOUeK MO KaXA0MY OTAe/IbHOMY [JOKYMEHTY;

- KOHTPOJ/IbHOI KapToTeku, koTopas hopmupyeTcs 13 6asbl JaHHbIX 1 COAEPXUT ABa pasfena: KOHTPO/IMpYeMblii MaccuB 1
MCMOSTHEHHbIE JOKYMEHTbI.

Mpun BeAeHUN KOHTPO/IbHOV KapTOTeKN ee NepBblit pasgen Aenntca Ha 31 a4veliky no uicny gHei mecsiua, Ha A40NO-
HUTeNbHble AUelikn ANA JOKYMEHTOB, CPOK MCMOJTHEHUS KOTOPbIX HACTYNUT B CeAYOWNX MecsLax, u A4eiikn ANs JOKYMeH-
TOB, CPOK MCMOJ/THEHNS KOTOPbIX NCTEK.

B sivelikn MOryT BK/1afblBaTbCA KOHTPO/IbHbIE KapThbl, B KOTOPbIX yKa3blBalOTCA HaVlMeHOBaHVe JO0KYMeHTa, ero gata
VHOMeEP, UCMOJTHUTENN, TNLLO, OTBETCTBEHHOE 3a KOHTPO/1b, CPOK UCMOJTHEHUSA M OTMETKM 06 ncnosHeHnn. BTopoii pasaen
KapTOTeKu COAEePXNUT CBeAeHUSI 06 NCMNOJSTHEHHbIX [JOKYMeHTax.

AhhekTNBHOI HOPMOIi KOHTPONSA ABNSAETCHA KOMMbIOTEPHbIV yUeT NCMO/THEHUS JOKYMeHTOB. [pn 3TOM HanoMuHa-
HWSA UCNONTHUTENIAAIM MOTYT HanNPaBAATbLCSA MO 3/1eKTPOHHOI nouyTe.

KomnbloTeprsayma KOHTPO/IbHbIX OMepaLunii N03BOAET 3HAYNTE/TbHO YBEINUNTL 06bEM KOHTPONA.

[Nns HarnsigHOCTM MOXeT ObiTb OCHOPMIIEH CTEH/[, OTPaXarLWwmnii NCMOTHUTENBbCKYI AUCUUNANHY, 16O, Npu Ha-
NINYMN KOMMNBIOTEPHO ceTu, co3faeTca COOTBeTCTBYlOWAsA Nporpamma, AOCTynHas BCEM MO/b30BaTeNIAM AaHHOIO Npej-
npuaTus.

F.14 Nluuo, oTBETCTBEHHOE 3a Y4YeT UCMOJIHEHUA, B TeyeHue Tpex-NATU JHell A0 UCTeYeHNA CPpoKa HamnpasnseT
VCNOHUTENIO N3BeLLeHNe-HanoMmnHaHue.

F.15 T[locne UCNosTHeHNA JOKYMEHT CHUMAETCS C KOHTPO/ISA. PelleHne O CHATUMN NPUHNMAaeTCa INLOM, Ha KOTOpoe BO3-
JIOXEH KOHTPO/b. PelleHne othopM/isieTCcst OTAeNbHbIM JOKYMEHTOM (MPOTOKOMIOM 1 Np.), @ Takxe AesiaeTcs NOANNCh Ha KOH-
TPO/ILHOW KapTe U T. 4.

B npaBom BepxHeM Yr/y JOKyMeHTa CTaBUTCSA LTamn «/ICNosIHEHO», BHOCATCA COOTBETCTBYHOLME U3MEHEHUS B KapTo-
TeKy WK B KOMMNbIOTEPHYHO 6a3y AaHHbIX, UV MPOCTaBAAOTCA OTMETKMN Ha KOHTPOJ/ILHOW KapTe. Moc/ie 3Toro 4oKyMeHT OTnpas-
NISIETCA Ha XPaHeHue.

F.16 VicnonHeHHble JOKYMEHTbI U jaHHble 06 UX NCMOMTHEHUW AO/MKHbI XPaHUTLCA B TeYEHWe yCTaHOB/IEHHOTO CPOoKa.
CPpOK XpaHeHus ycTaHaB/iMBaeTCsi NPeAnpuUsiTUEM, HO He MOXET 6bITb MeHbLLIE CPOKA XPaHEHUS OKyMeHTaLUM Ha Ceputo npo-
AYKUWW. BbIMYLEHHOW a TOT )e Nepuo/ BPeEMEHU.

CoxpaHsieMble OKYMEHTbI MOTYT MCMOMb30BaTbCA NPU aHa/1M3e PUCKOB B NPOU3BOACTBE, peknamMaumii u np.

JlonyckaeTcsl XxpaHeHWe JOKYMEHTOB Ha 3/1eKTPOHHbIX HOCUTENAX C CO6/10AeHNEM Mep MO 06ecneyeHnto Nx CoxXpaH-
HoCTW.

KOHTpOsb Mo CyLiecTBY AaeT OLeHKY, HAaCKO/IbKO NpaBu/ibHOl MOJSHO pelleHa 3ajava.

KOHTponb CpokoB WCNosHeHWs BedeT cnyxba fgenonpoussBoacTtBa. OCHOBHOe HasHauyeHWe AaHHOTO BMAA KOHTPO-
N — onepaTnBHOe OGHapyXeHWe NepBbIX NPU3HAKOB CPbIBa UCMOIHEHUS JOKYMEHTa, CBOeBPeMeHHOe nHhopmrpoBaHne 06
3TOM pyKOBOAMTENS U. TEM CaMbIM, CO3JaHUe YCNOBWi AN NPUHATMSA HaA/exalimx Mep Mo npeAoTBpaLleHnto CpbiBa Ha-
MeUeHHbIX MeponpuATHiA.

24



FOCT P 52537—2006

Mpunoxexue G
(cnpaBoyHOE)

OTanbl co3gaHnsa cucTeMbl obecnevyeHnsa kayecTea
Tab6nwnya G.1 — 3Tanbl co3gaHns cUcCTeMbl obecnevyeHns KayecTsa
KoHTponvpytowpii otaen (muo)

HavveHoBaHWe aTana Vcnonnutens

1 OpraHu3ayuoOHHblIe Mepbl MO BHEAPEHUIO cucTeMbl obecnevyeHnsa KayecTBa

1.1 MpuHATMe peweHna O BBeAEHUU CucTe-
Mbl 06ecneyeHnsn KadecTBa. M3gaHne npukasa

1.2 ®opmuposaHue Coseta GMP (komuccuu,
pa6oyeli rpynnbl) N0 MOAFOTOBKE K BBEAEHWIO
cucTeMbl o6ecrneveHns kadvecTsa. V3gaHue npu-
Kasa

1.3 Paspa6oTka nnaHa-rpaguka noarotoBKu
K BBEZIEHWNIO CUCTEMbI 06ecnevyeHns KayecTsa.
YTBEpXAaeHue nnaHa-rpadumka

1.4 dopmynvMpoBaHue MOAUTUKM B 0651aCTN
KauecTBa.

O6cyxaeHne NoOUTUKM U NnaHa-rpaduka B
Konnektuee (NogpasgeneHunsx).

YTBEpXAeHWe NOMTUKN B 06/1aCTU KayecTBa

1.5 Paspab6oTka (othopmsieHne) opraHusa-
LMOHHOW CTPYKTYpbl NpeanpusaTus

1.6 PaspaboTka (CBepka) TeXHONOTMYECKMNX
pernameHToB W BCeil TeXHO/OrM4Yeckoi [fOoKy-
MeHTaummn

1.7 PaspaboTka (cBepka) BCero Komrmniekca
VHCTPYKLUIA 1 MeToanK

1.8 OTpaboTka nopsigka BeAeHUs NpoTo-
KOMOB Cepuii NPOAYKUNN (MapLUPYTHbIX KapT)

1.9 NoparotoBka PykoBogcTBa Mo KavecTBy.

YTBEpXAeHne PykoBoACTBa MO Ka4yecTBy

1.10 BBegeHne CUCTEMbI KOHTPONA WCMNON-
HeHus

1.11 [JokymeHTasibHOe OOpPM/IEHNE CUC-
TEMbl caMOUHCNeKUnii (BHyTPeHHero ayauTa)

1.12 O6yuyeHue nepcoHana. OcBoeHue nep-
COHa/IOM KOMMJeKca [OKyMeHTauuuM u [pyrux
anemeHToB GMP

PykoBoANTENb NPeAnpUsaTUs

CoseT GMP.

PykoBoAuTeNb NpeanpusTus

CoBeT GMP.
PykoBoauTenu noapasaeneHuii.

PykoBoAWUTENb NPEANPUATUS

OTaen obecneyeHnsa kayecTsa

OTaen rnaBHOro TexHonora

PykoBoauTenu nogpasgeneHuii

Mpou3BOACTBEHHBIN OTAEN

OTpen obGecrevyeHns KayecTsa.

PykoBoAWTENb NPEAnpUATUS

OTgen obecrneyeHns kayecTsa

OTgen NOAroTOBKM MepcoHana

(obyueHus)

Pykosoautenb
npuaTna

npea-

CoBeT GMP

OTpen o6ecneyeHus

KadyecTBa

CoseT GMP

Otaen o6ecneyeHusi

KayecTBa

CoBeT GMP

OTaen obecneyeHns

KayecTBa

2 KomnsiekcHOe TeXHU4yeckoe nepeBoOOpYyXeHne Npon3BoACcTBa

2.1 ®dopmynupoBaHue 3afaHuUA Ha MepeBoO-
OpyXeHWe npou3BoACTBa (3afaHUs Ha Mpoek-

TUpoBaHue)
2.2 PaspaboTka npoekra

2.3 ATTecTauusi MU KOPpeKTMpOBKa MpoekTa
(Npn Heo6xo0AMMOCTKN)

2.4 Peanusauusa npoekra

2.5 ATTecTauusa npousBoAcTBa W ero ane-
MEHTOB B MOCTPOEHHOM, OCHAaLWEeHHOM ¥ 3KChya-
TUPYEMOM COCTOSIHUSIX

PykoBoacTtso
npusTns

npea-

OTgen o6ecneyeHus

KadyecTBa
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OkoH4YyaHue Tabnuubl G. 1

HavmeHoBaHve aTana Vcnonnutens

3 AyauT 1 NoAroToBKa K UHCMEKTUPOBAHUIO

3.1 BHewHwui ayaonTt CUcCTeMbl obecneyeHus He3aBucumasn opraHu3auusa
KayecTBa
3.2 KoppekTuposka no pesynbTaram aygurta OTpen obecneyeHus KadvecTBa,

BCe nogpasgeneHvs

3.3 CepTudukaymss npoMsBoacTBa Ha COOT- OpraH no cepTudmkaunumn
BeTCcTBMe TpeboBaHusam FOCT P 52249

3.4 NMpepacTtaBneHne Cuctembl obecneveHns
KayecTBa HaJ30pHOMY OpraHy (MHCMeKLum)

KoHTponvpytowmii otaen (nvuo)

OTpen ob6ecneyeHns
KavecTBa

CoBeT GMP

OTgen obGecrneyeHuns
KauecTBa

MpunmeyaHune — lMNMpeacegarens Coeta GMP — pykoBoguTtesnb Npeanpuatusa. 3amecTuTeNib npejcegarens
CoBeTa — 3amMecTuTe/lb PYKOBOAWUTENS NPeanpuAaTUSA Mo KadyecTBY (AMPEKTOp MO KayecTBy). 3acefaHus npoBoauT

npegcenarens CoseTta, B UCK/TIOUNTENbHBIX C/lyYasX — ero 3aMecTuTeslb.
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MpunoxeHne H
(cnpaBoyHOE)

PekomeHgauun no npoBedeHnio ayanta (MHCNeKUWiA)
Ha cooTBeTcTBME TpeboBaHuam NOCT P 52249

[laHHble pekoMeHAaunm cooTBeTCTBYOT PykoBoacTBy BO3 No MHCNEKTUPOBaHMIO NpeanpuaTuii — npoussoguTte-
nei nekapCcTBEHHbIX cpeAcTB (1), Lenbio KOTOPOro ABAAETCSA rapMOHU3aLNsA Nopsifika NPoBeAeHNA MHCMNEeKUUA BCTpaHax —
yneHax BO3 1 KOTOpoe Takxe pacnpocTpaHseTcs Ha crnefylolme BUabl ayanTa:

- ay[uT, BbINO/HAEMbIi HE3aBMCUMOIi opraHn3aumnein unn NMUom 415 OLeHKN cucteMbl obecneveHns kavectsa (B
TOM yuncne Npu cepTudurkaumm Ha cootTseTcTBme TpeboaHMam TOCT P 52249):

- BHYTPEHHWIH ayAuT (CaMOMHCeKLMa) NpeanpusaTuS AN ero 4acTu, NpoBoAMMble paGoTHMKaMKU CaMoro npej-
npusaTUs;

- ayAuT nocTaBLliMKa No MOpyYeHuto 3akasunka (noTpebutens).

PekomMeHAaLMM MOryT CNyxuTb MeTOAMYECKO OCHOBOI MpU MOArOTOBKE NPeAnpuSATUA K NpoBeAeHUI0 ayauTa
(MHcneKkynit).

B npunoxeHusax H 1 | BMECTO TEPMUHOB «ayAuT (MHCMEKLMN)» NPUMEHSIeTCA TePMUH «ayAuT», ec/iv usnaraemblii
mMaTepuan OTHOCUTCA Kak K ayAuTy, Tak 1 K MHCNEeKLUN.

H.1 3apgava ayguta

Llenbto ayanTa siBnseTca npeacraB/ieHne AeTaslbHOro oT4eTa 0 COOTBETCTBMY NPOU3BOACTBA M KOHTPO/ISA KavyecTBa
Tpe6oBaHMAM CTaHAAPTOB C YY4ETOM cneynd KM BbiNyckaeMoi NpoAyKumMn. AyauT He A0/KEH CBOAUTLCS K COCTaB/IEHUIO
rnepeyHsl HeOCTaTKOB, HapyLIeHWA U HeCOOTBETCTBUIA. Mo pe3ysibTataMm ayauTa criefyeT AaTb OCHOBHbIE MPeaoXeHNs
Mo COBEpPLIEHCTBOBAHMIO MPON3BOACTBA, CO6t0AaA NPV 3TOM yCN10BUE KOH(PUAEHLNANBHOCTH.

AyauT paccmaTtpuBaeTcsa Kak nomolwb B pa6oTe U CTUMYN ANS NPOM3BOAUTENS COOTBETCTBOBATb TpebGoBaHUAM
FOCT P 52249 nycTtpaHaTb UMeloLWMecs HeJ0CTaTKN.

H.2 Mpouyecc ayguTta

CnepnyeT onpeAenvTb NiaH NpoBeAeHUsA ayanTa u popMy oTyeTa. B 3aBUCUMOCTUN OT Lenn ayaAnT MOXeT 6bITb pas-
NINYHBIM.

H.2.1 AyauT BNnosiHOM o6beme

AyauT BbINOMHAETCA B NO/IHOM 06bEMeE Mo BCeM 3/ieMeHTaM, UMeoLWnmM oTHoweHne K TOCT P 52249 n nuueH3un.
Mpwn aTOM cneayeT yKasblBaTb:

- ABNSAETCA NI NPOM3BOACTBO HOBbIM:

- TpebyeTcs nu npoasieHne (06HOBMEHME) UW Bblgaya HOBOW NNLEH3UN;

- BBEfeHbl 1N HOBble U3MEHEHMSI B NPOLLECChl MPOU3BOACTBA, KOHCTPYKLMM NOMeLLeHN, TEXHONOIMYecKoe o6opy-
foBaHue. cocTas nepcoHana u np.;

- 0b6HapyXeHHble HecooTBeTCTBUA TpeboBaHnaMm GMP;

- JaTy nocnefHero ayauTa;

- yCTpaHeHbl 1 3amMmeyvaHus Nno pesysbTataMm nNpeabiayLwero aygmra.

H.2.2 AyauTe cokpaueHHOM o6beme

AyauT B COKpaleHHOM 06beMe NpoBOAUTCA ANA NPOU3BOACTB, B KOTOPbIX MOCTOSAHHOE COOTBeTCTBUEe TpeboBa-
HuaAM FTOCT P 52249 nopTBepXAeHO npeablaywumMy ayautamu. MNpu 3TOM oueHMBaeTCs COOTBETCTBME TpebGoBaHMAM
FOCT P 52249. BxogsawWwmum B npegmMeT ayamnTa, N CywecTBEHHbIe N3MEHEHUSA, MOABUBLLUNECSA NOC/IE Noc/eaHero ayauTa. o
NoslyYeHHbIM pe3ysibTatam onpeaesnisieTca oTHOWeHWe NpeanpuaTua K o6ecneyeHunto kayectsa. Mpyn o6HapyXeHnn Heco-
oTBeTCTBUIA Tpe6oBaHuaM TOCT P 52249 npoBoantcsa 6osiee AeTanbHblii ayanT.

H.2.3 KoHTponb no pe3ynbTatam ayguta

Llenbto KOHTPONA No pesynbTatam ayguTa ABNAeTCA NpoBepka ycTpaHeHNs 06Hapy>XeHHbIX HefoCcTaTKoB. Kak npa-
BWJ/10. KOHTPO/Ib BbINOJIHSETCS BNEPUOA OT LIECTU HeAe b A0 HECKO/IbKMX MECSLLEB NOC/e ayAnTa B3aBUCUMOCTM OT Xapak-
Tepa BbIAB/AEHHbIX HEAOCTATKOB W BbINOMIHEHUA pa3paboTaHHbIX MeponpuATUii No ux ycTpaHeHuto. KOHTposnb
orpaHuuymBaeTtcs cneuudmyeckumn Tpe6osaHuammn FOCT P 52249. koTopble 6blin HapyLlweHbl U He BbINOMHANUCH.

H.2.4 CneuwnanbHblii aygnt

CneuvnanbeHblii ay AT NPOBOANTCA ANA KOHTPONA NPOM3BOACTBA OTAE/bHbIX JIeKAPCTBEHHbLIX CPeACTB N3-3a pekna-
Mauuii nNn OT3bIBOB MPOAYKUUKN, CBA3AHHbIX C BO3MOXHbIMU AedekTamu. VIHpopmaumna o He6naronpusaTHOW peakuumm
YyenoBeKa Ha AeiCTBME NeKapCTBEHHbIX CPEACTB Takke MOXEeT yKa3blBaTb Ha Ha/lMume BO3MOXHbIX HeOoCTaTkoB. Takol
ayAnT MOXeT NPOBOAUTBLCA TOMLKO A1 OTAE/IbHOT0 NPOAYKTa, Fpynbl B3aMOCBA3aHHbIX MPOAYKTOB NN OTAE/bHbIX One-
pauuii. HanpumMmep, CMeLlWnBaHUA, CTeEpUIN3aLn NN MapKMpoBaHuS.

CneuunanbHblii ayAUT MOXeET NPOBOAUTBLCA A5 OLEHKM NpoLecca NpoM3BoACTBa OTAENIbHOTO NPoAyKTa.
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Ewe oAHOV NpUYnHO AN TaKOro ayanTa MoxXeT 6bITb c60p cneumnduyeckon nHopmaLm nan aHanns oTaeNbHbIX
onepauuii ana BblpaboTkM pekoMeHAaumnii No BbINO/THEHUIO NPON3BOAUTENIEM YCTAHOBEHHbIX Tpe6oBaHWNA.

H.2.5 MepnoaNYHOCTb M NPOAO/IKNTENBHOCTL NPOBeAEHNA ayanTa

MeproANYHOCTb N NPOLOKNTENBHOCTL NPOBEAEHNS ayanTa 3aBUCAT OT BUAA UHCMEKLUN, o6 bema paboTbl 1uncna
ayAnToOpoB.

AyanT peKkomeHAyeTCsi NPoBOAWUTb PErynsipHo, B UAeaslbHOM Crlydae — eXerogHo. [ns KpynHbiX NpeanpuaTuii ¢
60/bLON HOMEHKATYPOW NPOAYKLUN ayAnT MOXeT NPOBOAUTLCA B BUAe HECKO/IbKUX NOCelleHnii B Te4eHne 6onee gnu-
TeNbHOro nepnoja BpeMeHun, Hanpymep MATU NeT. eC/IN OH PaBeH CPOKY AeliCTBUSA INLLEH3UN UK cepTudmnkara Ha cooT-
BeTcTBUe TpeboBaHuam NOCT P 52249.

MpoAoMKNTENBHOCTL NMPOBEAEHNs ayauTa 3aBUCUT OT pa3mMepoB NpeanpuaThs (Npou3BoACTBa) U Lenn ayauTta.
AyauT MOXeT AINTbCA OT HEeCKO/IbKUX [HeW A0 ABYX 1 60n1ee Hedenb. KayauTy Npu Heo6X0A4MMOCTN MOTYT NPUBJIEKATLCS
cneumanncTbl PpasnNYyHOro npouns.

H.2.6 lMoprotoBka KayauTty

MpoBeaeHne ayanTa HaYMHAETCA C PACCMOTPEHMA AOKYMEHTOB NPeAnpuAaTUs. B nx coctaBs MoryT BXOAUTb:

- JINLEH3MA Ha NPOU3BOACTBO;

- perncrtpauMoHHOe A0oCbe:

- MHopMauusa o npeanpuaTUn.

- [AOKYMEHTbl O peknamaumnax n oT3biBax NpoAyKUUn, pesynbTaTbl UCNbITAHWI U OTHETbI O NPeAblAyLWnX aygmTax.

LIeHHBbIMM MCTOYHUKAMWN UHOPMaLMK MOTYT GbITb €XerofjHble oT4eTbl A1 aKUMOHEePOoB, laHHble O peknamauunax.
OTYeTbl O NPOBEAEHNN BHYTPEHHEro ayanta. Bo3amMOXHOCTb NpeAcTaBNeHUs AaHHbIX JOKYMEHTOB onpejenseTcsa camum
npeanpuaTMEM. 8 HEKOTOPbIXCyYasax npeanpuaTue npeacrtas/isieT ayAUToOpPY OTUYETbI O NPOBeeHNN BHYTPEHHEero ayamra
ANA o6leil nHopmauum nocse Toro, kKak OH 3aBepLUINT CBOW COGCTBEHHbIN OTYeT. Kak MUHMMYM, crieayeT NpoBepuUTb
nepuoAnYHOCTb NPOBeeHNA BHYTPEHHEro ayanTa n nepeyeHb 06 bEKTOB Ha NPeAnpusaTUn, Ha KOTOPbIX OH NPOBOAW/ICA.

H.2.7 NpoeBepgeHune ayauTa

AyAnT MOXeT NPOBOANTLCA A1 OLEHKM HOBbIX NPEeANPUATUIA U HOBbIX MPON3BOACTBEHHbIX SIMHWUIA, a Takxe AN npu-
HATUA pelleHna 0 NpoAasieHnn (0 BO306HOBNEHNM AelicTBMSA) nuueH3nn. O NpoBeAeHM N1aHOBOrO ayauTa npegnpusatue
npegynpexpaaeTcs sapaHee.

AyauT MOXeT NPOBOAUTLCS B COKPALLEHHOM 06beMe Npu NPOBeAEHNN NHCMEKLMOHHOTO KOHTPO/IA NO pe3dy/ibTaTtam
npeabiayluiero ayamTa u B cneyuasnbHbIX Caydasx.

MpoBeaeHne ayanTa Ha4YMHaAeTCA CO BCTPeUun ayAUTOPOB C PyKOBOACTBOM NPeAnpUATAS UANLAMUN, OTBETCTBEHHbI-
MU 3a BbIMYCKNPOAYKUMM Ha JaHHOM ydacTke. CneayeTt npeAbaB/iaTh JOKYMEHTbI, yA0CTOBEPSAOLWME NOTHOMOYNE NPUCYT-
CTBYOLWMX NNL,. U U3naratb Lefb NpoBeAeHUs ayauTa.

XenatenbHO, 4TOGbLI C ayAnTOPaMun NOCTOSAAHHO paboTar, No KpaHen mepe, O4MH NpeAcTaBUTe b, HENOCPEACTBEH-
HO y4acTBYOLWMIi B NPOM3BOACTBE MPOAYKUUN HA MHCMEKTMPYeMOM y4dacTke. OH A0/XeH 3HaTb cucTemy obecrneyeHus
KayecTBa NpeAnpuATUA U yyacTBOBaTb B NPOBEAEHUN BHYTPEHHUX ayAUTOB.

Mocne aToro aygMtop MOXeT NPOBOANTb aHa/n3 JOKYMEHTOB WM OCMOTP NpeAnpuaTus, Wam 1 To u gpyroe. 310
no3BosIMTeMy BblpaboTaTb OKOHYaTE/IbHbIV NNaH NpoBeeHns ayauta. PekoMeHayeTcs, UTobbl ayAnTop NoArotaBinsan n
peann3oBbIBas 3TOT N/1aH MO CBOEMY YCMOTPEHUIO, a He C/lief0Bas naaHy pykoBoAcTBa NpeanpusaTus.

[nsa npoBefieHns ayauTa CyLecTBYeT HECKO/IbKO 06X npasu.

a) AyAuT AOJIKEeH NPOBOAUTLCA BCOOTBETCTBUM C NepBOHaYasIbHbIM M1aHOM, HACKO/IbKO 3TO BO3MOXHO. Cneundu-
Yeckue ANA [aHHOTo NPoV3BOACTBa AeNCTBUA, HaNpUMep BHYTPUNPOU3BOACTBEHHbIN KOHTPO/b 1 paboyas AOKyMeHTa-
LS. MOTyT NPOBEPATLCA B MeCTe UX BbINOSIHEHUA. CneAyeT 06paTuTb BHUMaHMe Ha Takme BONPOChI, Kak NO4roToBKa Bo/bl,
XpaHeHune o6pa3LoB nartrectTayus.

b) PekomeHAayeTcs nNpocneAuTb Npouecc Npov3BoACTBa OT NprveMa UCXOAHbIX MaTtepuanos A0 OTrPy3ku rotoBoi
npoaykunn. Cneayert TujaTeIbHO 3addMKCMPOBaTbLYaCcTOTY OT3bIBOB 1 BO3BpaTta NpoayKuuu.

c) TpebyeTcsa aHann3 Taknx AOKYMEHTOB, KakK MPOMbIL/IEHHbI perfiaMeHT, MeTOAUKA WUCMbITaHWUA, NHCTPYKLMK,
NPOTOKO/bI cepuii (BKOYas NPOTOKO/IbI NPOBEAEHNSA aHaIN30B, JOKYMEHTbI M0 KOHTPOJIKO NeYaTHbIX MatepuasioB norne-
pauuii MapKnpoBKM N Np).

AyanTOp MOXEeT NOoJIb30BaTbCA KPATKUM KOHTPOJIbHLIM SIMCTOM, YTO6bI NPOBEPUTL BCe HEOBXOAVMble BOMPOCHI.
NoApo6HbIe KOHTPO/IbHbIE INCTbI C BbICOKOW CTEMEHbI0 geTanmsaumnm, paspaboTaHHble Ha ocHoBe FTOCT P 52249. ncnonb-
3yl0TCA ANA 06yveHnsa ayanTopoB. OnbIT NOKa3biBAET, YTO XKECTKOe C/ieJoBaHne CAINKOM NOAPOBGHbLIM KOHTPO/IbHbIM 1nC-
TaM MOXeT MPMBECTU K MPOMYyCKy CyLWeCTBEHHbIX HeAOCTaTKOB CUCTEMbl O6GecrneyeHUs KauyecTBa, OTHOCALIMXCA K
cneuynuryeckomy HanpasieHno paboTbl NPeaAnpuUATUA. NS ONbITHOrO ayauTopa 3HaHue cflabblXx MecT NpeAnpuaTUSa v
MHTYMLMA nomoratoT 60/blie, YeM KOHTPOJIbHbIe JINCTbl. PEeKOMeHAyeMble KOHTPO/IbHble JIMCTbl NpuBefeHbl B Tabnu-
uax 1.7,1.8 (npunoxeHwue ).

H.2.8 Mporpamma ncnbiTaHWt Ha cTabuNbHOCTL (NpoBepKa cTabuibHOCTH)

Cnepyet y6eaAnTbCs, 4TO CylWecTByeT nNporpaMmma perynsapHoro otéopa npo6 scex BUA0B NpoayKuuu ¢ NponsBoj-
CTBEHHOTO yyacTka A1 UCNbITaHWUii HecTabnnbHOCTb. MeToAMKa UCNbITAHWIA HAa CTabUIbHOCTbL A0/TXHa NpegycMaTpuBaTb
Takme CTPeCCOBble 3HAaYEHUA TemnepaTypbl Y OCBELEHHOCTN 1 aHaIMTUYECKNEe MeTOAbl OLEHKN CTabUNbHOCTH, KOTOpble
no3BO/IAT cAeNnaTth BbiBOA O CTa6M/IbHOCTV NPOAYKLMN BTeUeHNe YCTaHOB/IEHHOTO CPOKa XpaHeHus. NporpammMa Jo/mkHa
npegycmaTpusaTthb NOBTOPHYHO OLEHKY CTabu/IbHOCTKU Mocie No6biX U3MEHEHUI B NpoLecce Npon3BoOACTBa UK cocTaBe
nekapcTBEHHOro cpeacTBa.
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CnepyeT permcTpupoBaTh CyLeCTBEHHbIe N3MEHEeHUS B NOMeLLeHNsAX, 060pyA0BaHNM, NPOAYKLUN N PYKOBOASALLEM
nepcoHane nocne NpoBefeHns nocnegHero ayauTta. 3Tm N3MeHEeHUsA MOryT NMPUBECTU K OTK/IOHEHWIO OT YCTaHOB/IEHHbIX
Tpe6oBaHuii nHecooTBeTcTBUIO TOCT P 52249. Hanpumep, HoBoe o60pyAoBaHne MoxeT noTpe6oBaTb pa3paboTkn HOBbIX
WHCTPYKLUMWIA, HOBas TEXHOMIOTNYECKan IMHNA MOXeT noTpeboBaTb nepepaboTKu AOKYMEHTaLMM Ha NPOAYKLMIO, NpUxos
HOBOTO PyKOBOAMTENS OTAes1a KOHTPO/S Ka4ecTBa MOXeT NU3MEHUTb CTU/Ib U MeTOAbl pa6oThl.

Llenecoo6pa3Ho npegycmatpmBaTb BO3MOXHOCTb BbINOMIHEHNS BUAEOCHEMKM NPU NpOBeAeHUN ayauTa Ans nony-
YEHUS OKYMEHTa/IbHOrO CBUAETE/IbCTBA O COCTOSAHUN MPON3BOACTBEHHbIX MOMELeHUA nan nabopaTopuii.

CuTyalMOHHbIN NaH, a B HEKOTOPbIX Cayvyasax — MaTepuanbl aapodoToCbeMKn, BO3MOXHOE 0XBaTOM npuaerato-
weli TeppmuTOPUM, MOFYT BbITh MOMYYEHbI OT NPEANPUATUS COBMECTHO C/APYrMMMU MaTepuanamMmu, BK/loYaeMbIM1 B OTYET.

H.2.9 OT60p Npob

OG6bIYHOI NPaKTUKOW MHCNekTUpoBaHus [1] AaBnsieTcsa oT60p NPo6 ANA NPOBEAEHUS MCNbITaHU B odhuumansHoO
aKKpeAnTOBaHHO KOHTPO/bHO nabopatopuun. Kak npaBuno, npobbl (06pasLbl)oT6MpatoT U3 BbiNyLEHHOM B peanmsanuio
npoAyKuun, HanpuMep Co CKaja rotToBov NpoAyKuMn. MoryT Takke oT61MpaTbca Npobbl MCXOAHbIX MaTepuanos Uan nNpo-
MeXyTOYHOW npoayKumn. ns coxpaHeHMs LenoCTHOCTM Npo6y oTéuparoT B COOTBETCTBUN C MeTOANKON oT6opa Nnpobbl 1
ee aHanusa. Mo pesynbTaram oT60pa 0OHOPMNAIT AOKYMEHT, B KOTOPOM yKa3blBaeTCa cneaytollee:

- HaMMeHoBaHWe NpoAyKLun, Npo6bl (06pasLbl) KOTOPOW B3SITLI 418 aHanu3a, Homepa cepuii, gata, MecTo oT6opa
npo6, uncno npob n aaHHble 06 YyNakoBKe 1 YC/IOBUAX XPaHEHUA:

- conyTcTBytoLlMe akTopbl U yCNOBUSA, Hanpumep, npegnonaraemMble geekTbl, TEKYLWNA aHaNn3, NpoBepKa cCooT-
BeTCcTBMA TpeboBaHusam NOCT P 52249;

- yKasaHus no nJ1oM61poBaHNIO0 KOHTeHepoB € Nnpo6amu:

- NMUCbMEHHOE NoATBepXAeHne npuema NnpobayAMTopom (BO3MOXHO, C cepTumkaTom NponssoauTensiejaHHbiMu
aHannsa v gpyrumm oKymeHTamm).

MpeacTaBuTeNO NpeanpuATUS, CONPOBOXAalOWeMy ayautopa, cnegyert oTéupartb y6avpytome npobbl U3 TONM Xe
cepuu ona NpoBeAeHNA UCMNbITaHUI B 3aBOACKO Nabopatopun Ha ciy4vait BO3MOXHbIX BONPOCOB

H.3 Ortuer

PekomeHpyeTcs pa3fennTb OTHET Ha YeTbIpe YacTu: o6uan nHopmaLms 0 KOMNaHUM N NPON3BOACTBEHHLIX NOMe-
LeHNAX. onucaHne NpoBeJeHns ayanTa, caenlaHHble 3aMmevyaHns, BbiBOAbl. BcrnomorarenbHble aHHble MOryT 6bITb NoMe-
LleHbl B MPUIOXeHNe (HOMeHKNaTypa BbilyckaeMoil NpoAyKuuu, opraHusauuoHHas cxema, rofosoi otyeT o paboTe
npeanpuaTus, hotorpadumn nnp.).

[ns aKoHOMUKM BpeMeHn nepBas 4acTb MOXeT 6bITb NpefcTaBieHa NpeanpuaTuem 3apaHee. AyanTop, HaxoAach Ha
npeagnpuaTUM, NpoBepseT NPaBUIbLHOCTb 3TUX AaHHbIX.

Bo BTOpoOi1 YacTn oTueTa cneayeTt AaTb Nogpo6HOE U NocnefoBaTe/lbHOe onNucaHe NPoBeAeHNs ayanTa C ykasa-
HVeM NPOBePeHHbIX Nogpasaenennii (cknagbl, 1abopaTopun) M pacCMOTPEHHbIX AOKYMEHTOB NpeAnpusaTus (NMPOTOKO/bI U
np.). a Takxe NpMBECTU AaHHble 06 0TO6pPaHHbIX NPO6ax N NoyYeHHbIX pe3yibTaTax.

B TpeTbeil YacTn NpMBOAATCA 3amedaHus. CneayeTt oTpasnuTb U3MEHEHUS, YYULWEHNUA U NPUMEPbI YXYALEHNS,
npousolwejwne nocne npejblayLiero aygmra.

MonoxutenbHble Ha6OAEHUA A0/MKHbI GbITh NPeACcTaBeHbl B BUAE ONUCaHNS NPOLLECCOB, KOTOPbIE BbINO/THATCA
npeanpuATMEM 0CO6EHHO XOPOLLO U MOTYT CYXUTb NpUMepamMun ycnewHoro cnegosanunsa tpe6osaHnam FOCT P 52249,

Mpu onucaHun oTpuuaTesbHbIX (akToB (3amevaHuii) cnegyeT NPoOBOAUTHL pas3nuyune, ABASIETCA NN HeA0CTaTOK
CBOICTBOM CaMOW CUCTEMbI WM OH AABNSIETCA CNeACcTBMEM HeBbINOSIHEHUS TpeboBaHWMi, NpefyCMOTPEHHbIX CUCTEMOIA.
Hanpumep, ecnun o6HapyxeHa HeyAoB/ieTBOpUTeNbHas ybopka (0O4YNCTKa), TO BaXHO YyCTaHOBUTb, COAEPXUT /1 OWNOKMN
MNHCTPYKLMA MO y6opKe (U CywecTBYeT /i OHA) UK CyLecTBYoWas UHCTPYKLMA HE BbIMOTHAETCA.

B 3aBepluatoleil 4yacTu oTyeTa crefyeT NPUBECTU NepeyeHb 3amMmeyvaHnii, HeoCTaTKOB U Mp. B Nopsiake y6biBaHUSA
MX 3HAYMMOCTK, aTb PEKOMEHAAaL MmN No COBEPLIEHCTBOBAHMIO paboTbl N YCTPaHEHMIO HEA0CTAaTKOB. TpeTbsa 1 YeTBepTas
4acTW JO/KHbI GbITb PACCMOTPEHbI C PYKOBOACTBOM NPeAnpuUATAS U OTBETCTBEHHbIMU PaGOTHMUKaMM Ha 3aK/1t04NTeNIbHOM
BCTpeye No pe3ysibTaTam NpoBejeHns aygmTa.

Konus Bcero otueTta cyTBepx/jatoLieit NoANMCbI0 PyKOBO/CTBa COBMECTHO C COMPOBOANTE/IbHBIM MMCLMOM Hanpas-
naeTcs pykoBOACTBY Npeanpusatvs. PekoMeHaauuu no yCTpPaHEeHWI0 HeAoCTaTKOB M CPOKM YyCTPaHeHUs [0/KHbl ObiTb
[oBe/leHbl 10 PYKOBO/ACTBaA NpeanpuaTus.

[o oTbe3ga ayauTopa peKOMeHAyeTCss NPOBECTU 3aK/I0UNTesIbHYK0 BCTpPedyy C PyKOBOACTBOM MpeAnpuaTUs.
AyauTopy cnepyeTt U3NoxuTb pesynbTaTbl CBOel paboThbl, yka3aTb O6HapyXeHHble HapyLeHUs U Apyrue AaHHble.
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MpunoxeHwne |
(cnpaBo4YHOE)

KOHTpOoNbHbIE BONPOCKI Npu ayauTte (NPOBeAEHNU UHCNEKLUN) NPOU3BOACTB

KOHTpObHble BONPOCHI Npu ayAnTe Npon3BOACTB Ha coOTBeTCTBUE TpeboBaHusamM FTOCT P 52249 nensATca Ha OCHOB-
Hble 1 JONOJTHUTENbHbIE.

OCHOBHble KOHTPOJIbHblEe BOMPOCbLI, COOTBETCTBYlOWMEe HOBOMY noaxoay FDA CLUA (2|. npuBegeHbl B Tabnuuax
11— 1.6. gonosiHUTeNnbHble BONpocbl — BTabnunyax!.7 — 1.8.

Ta6nuuya 11— Cuctema obecnevyeHns kadyecTsa

OueHka
W MM KoH|ponbHbIii Bonpoc 3ameyaHvis

Ja Hert

1 Bo3/10XKeHa /M Ha OTAEN KOHTPOJS KayecTBa OTBETCTBEHHOCTb 3a
paccMoTpeHune ¥ corfiacoBaHue BCEX [OKYMEHTOB MO BbIMyCKy NPOAYyK-
LMW. KOHTPO/IIO M OGECMEeYEeHUIO KayecTBa C LEe/bi0 rapaHTUpoBaHus
COOTBETCTBUSI NPOAYKLMM CBOEMY Ha3HAYeHU0?

2 Bo3fnioxeHa M Ha OTAEeN KOHTPO/A KayecTBa OTBETCTBEHHOCTb 3a
paccMoTpeHune ¥ cornacoBaHne BCeX JOKYMEHTOB, OTHOCALMXCSA K Npo-
TOKOJ1IaM Ha ceputo?

3 CyuwecTByeT M MHCTPYKLMS NO aHanv3y npoaykumm?
4 BbinonHseTcs Nv aHann3 Npou3BOACTB He pexe O4HOro pasa B roa?
5 BbINoNHSeTCA NN NpU OLEeHKe NPOAYKUUW aHanv3 TeHAeHUWA unm

APYroii nHchopMaLMmn 0 cepusax Kaxaoro Bmaa Bbinyckaemoi npoaykumm?

6 CylecTByeT I UHCTPYKLMS MO aHa/IM3y KayecTBa M PaCCMOTPEHUIO
peknamaunii?
7 BbINoNHsieTCA NN OLEHKa, HAaCKONbKO MNOoApPOGHO BeAeTcsi paccre-

[OBaHWe N COOTBETCTBYlOUlee AOKYMeHTaslbHOe OopM/ieHne pekna-
Mauuii cyuetom cdhaktopa BpeMeHun?

8 BrAHO Nn Npy paccCMOTPeHUU peknamaumnii, HackosbKo adhheKTUBHbI
KOppeKTupyloLlme aeictena?

9 CyuwiecTByeT /M WHCTPYKUUS, NO3BOMAIOWAA BbIABAATL HECOOT-
BETCTBMSA W HapyLUeHWUs B NpoLecce Npon3BoACTBa, BK/IoYas Tpe6oBaHusA
K [lOKyMeHTa/IbHOMY OChOPMJIEHUNIO, OLiEHKE U pacc/iefjoBaHnNio C y4eTom
chakTOopa BPeMEHU, a TakxXe BbINO/IHEHVIO KOPPEKTUPYIOLWUX AeAcTBUIA 1
oueHKe nx 3P HeKTUBHOCTN?

10 CyuiecTByeT M ajekBaTHas cucTeMa KOHTPOSS U3MEHeHWi B npo-
Lecce Npou3BOACTBa WIN COCTaBe JIeKapCTBEHHOro cpejcTBa, koTopas
rapaHTMpyeT, 4YTO W3MeHeHWsi ODOPMISIIOTCA AOKYMEHTaslIbHO, OLEHU-
BalOTCsA Hajfexawum obpasom (BkIvas, Npyu Heo6xoAUMOCTHU, Npo-
BefleHne NOBTOPHON aTTecTauumn) n nx cornacosaHue (yreepxaeHue)?

11 CyLecTBYyeT /IM MHCTPYKLUMSA MO BHECEHUIO U3MEHEHUIA?
12 CyuiecTByeT M UHCTPYKLMSA Mo nepepaboTke Nnpoaykunn?
13 PernameHTMpyeT NN MHCTPYKLMA NO nepepaboTke NpoAyKLMun:

- OLEHKY npoaykuuun, noasnexaliei nepepaboTke;

- OUEHKY M3MeHeHUs cTabunbHOCTU MPOAYKLMM U HEeo6XoAUMOCTU
npoBefeHns atTecTaunm;

- paccMOTpeHWe U1 coOrjlacoBaHvWe MNporpamMmbl  NepepaboTKn
NpoAyKUMN U OLLeHKN pe3ynibTaToB?

14 CyuiecTBYeT /I MHCTPYKLMA MO OT3bIBY MPOAYKLUWM C PbIHKA 1 pa6oTe
C peknamaymnamn?
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OKkoHyaHune Tabnunybl 11

Ne r/n

15

16

17

18

19

20

21

22

KOHTpO/bHbIi BOMpoc

OueHMBAaIOT /IN NPU BO3BpaTe WM CMaceHun MNpPoAyKUUM COCTOSIHME
NPOAYKLMA 1 NPUUMHBI 3TOr0?

PaccnepytoTcsi M Hagnexawmm o6pa3om cryvau Bo3Bparta npo-
AYKUMU 1 NPVHUMAIOTCS N NPU HEO6XOAMMOCTM KOPPEeKTupytowmne u
npegynpeautenbHble Mepbl?

CyliecTBYeT i1 MHCTPYKUUS, TpebyloLasi NpoBeAeHNs paccnefoBa-
HUS M MPUHSITUS KOPPEKTUPYIOWMX W MpeaynpeanTesibHbIX Mep npv
HapyLlleHny cTabunbHOCTU NPOAYKUMN?

CyliecTBYeT /i1 UHCTPYKLUUSA, pernamMeHTupyiowas, Korga cneayet
NOMECTUTb NPOAYKLUMIO B KAPAHTUH, Kak ee KOHTPO/MIMPOBaTb, U UHCTPYK-
uus. onpegensiowas MeCTO XpaHeHUs NPOAYKLUW, NpefHa3HauYeHHoN K
BbINYCKy WN OTK/IOHEHUIO?

CyliecTByeT N1 cneunasnbHO BblAesieHHas 30Ha AN1A KapaHTUHHOro
XpaHeHWs MaTepurasioB, NPOMEXYTOYHOW U rOTOBOW NpoAyKUunmn?

CyuiecTByeT N1 YTBEPXAEHHbIA NfaH aTtTectauuum obopyaoBaHus,
NnoMeLLEeHN, BCMOMOraTeibHbIX CUCTEM, NPOLLECCOB, /1a60PaTOPHbIX Me-
TOAOB U CUCTEM C KOMMbIOTEPHBLIM ynpaB/ieHnem?

CyuiecTByeT /IM cMCTeMa KOHTPONSA NMPOBEAEHUSA aTTecTauum c npu-
CBOEHMEM cTaTyca COOTBETCTBYHOLLIEMY 3/M1EMEHTY (Hanpumep, aTTecTo-
BaHO, MOBTOPHO aTTECTOBAHO, MOAMNEXUT NOBTOPHON aTTecTaunm nnp.)?

CyuwecTByeT sim cuctema (nporpamma) obyyeHusa u arrecTauumn
nepcoHana OTAeNOB oGecneyeHWss KayecTBa W KOHTPONSA KayecTBa B
COOTBETCTBMMU C YCTAHOBJ/IEHHBIMU KPUTEPUAMUN?

FOCT P 52537—2006

OueHka

Ja Het

O6LwWue BbIBOAbI NO pe3ynbTaTaM NpPoBepku pasgena «Cuctema o6ecneyeHmns KayecTBar»:

Ta6nwunuya 1.2 — MNomeweHna n obopygoBaHue

Ne n/n

KOHTpO/IbHbIN BONpoc

CyLecTBYIOT /M NNaHbl NOMelLeHnli ¢ HaHeceHneM o6opyaoBaHus,
yKasaHMeM 4UCTbIX 30H. MOTOKOB MaTepuanoB, nepcoHasna, NpoMexy-
TOYHOU 1 rOTOBOW NPOAYKUUN?

CylecTBYIOT /i1 NPUHUUNWASIbHBIE CXEMbl BEHTUASLMW U KOHAW-
LUMOHMPOBaHUSI BO3Ayxa C yKa3aHWeM pacxofoB BO3dyxa A1l KaXoro
nomMeleHusi, nepenagoB AaB/EHUS], KNACCOB YNCTOTbI U Np.?

O6ecneunBaloT M NIAHUPOBOYHbIE PELIEeHNsT UCUCTEMA BEHTUNALUN
M KOHAMLMOHMPOBAHUSI BO3AyXa TpeGoBaHWA OTCYTCTBUSI NepeKpecTHbIX
3arpsisHeHWi 1 NepenyTbiBaHUA?

COOTBETCTBYIOT /I YCTAHOBJ/IEHHbIM Tpe60BaHWAM CUCTEMbI MOArO-
TOBKM BO/bl, CXATOro BO3ayxa 1 ApYrux TEXHO/IOTUYECKNX cpen?

COOTBETCTBYIOT /N YCTAHOB/IEHHbIM TPe6GOBaHNAM:
- ocBelleHue:

- nNuUTbeBas BOAa;

- KOMHaTbl TUIMEHbI U TyaneThbl;

OueHka

la Har

3ameyvaHus

3ameyvaHua
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OkoH4YaHne Tabnuubl 1.2

OueHka
Ne r/n KOHTpO/bHbI BONpoc 3ameyaHuist

Oa Het
6 CyuwecTByeT NM cuctema [onycka K MNPUMEHEHUIO U KOHTPOSO

CPEeACTB MNPOTUB TPbI3YHOB, (YHIMUWAOB, WMHCEKTULWMAOB, MOIOLWMX 1
Ae3NHUUNPYIOLWNX CPeacTB?

7 CylecTBytoT 1 Tpe6oBaHus K aTTectayum o60pyfOBaHUsi B MOCT-
POEHHOM 1 OCHALLEHHOM COCTOSIHUAX?

8 CooTBeTCcTBYeT /M 060pyA0OBaHue, ero pasMepbl W PacrnosioxXeHue
NPOEKTY W YyCTaHOBJIEHHbIM TPe60oBaHUSAM?

9 CoOTBETCTBYIOT /11 NOBEPXHOCTU 06OPYAO0BAHUS YCTAHOB/IEHHbIM
Tpe6oBaHUAM (MO peakTUBHOCTW, aAAUTUBHbIM UK abcop6upyroLWwmm
cBoiicTBam)?

10 CyuiecTByeT NM cucTemMa [Jonycka K MPYMeHeHW0 U KOHTpons
CMaso4YHbIX MaTepuasioB, >XWAKOCTE AN CUCTEM OXaxAeHus u
3aMopaxmBaHna?

11 CywwecTBYOT M UHCTPYKUMM U rpaddmku ounctkn (o06paboTku) un

TEXHUYECKOT0 06CY)XMBaHWUSI MOMeLLeHnii 1 060pyAoBaHNA?

12 ATTecTOBaHbl NN MeTOoAbl OYMCTKM 0GOPYAOBaHUA AN NPOBEPKU
yfaneHus oOcTaTKOB MaTepuasnioB U MeabcopGUPOBaHUA  MOOLLNX
cpeacTtB?

13 BbinonHeHa v aTTecTauus, KanvbpoBka W OpraHW3oBaHO /v
TexXHU4Yeckoe O06CMYXMBaHNE XOMOAW/IBHUKOB, XOMOAHbIX KOMHAT U
MOPO3UbHUKOB?

14 BbinosiHeHa M aTTecTauns CUCTEM C KOMMbIOTEPHbLIM YNpaB/ieHNEM,

CBsi3aHHbIX C XON0AU/IbHUKAMW U MOPO3U/IbHUKaMW, B TOM 4Yucfe cuc-
TeMbl ob6ecneyeHnn 6esonacHoCTN?

15 CylecTBYeT /i1 cCUCTeMa KOHTPO/sS W3MEHeHWli B 060pyAoBaHun,
npoBeAeHNe NOBTOPHON arTecTaymnm?

16 CyliecTByeT M cucteMa o6yyeHus n aTTecTauum nepcoHana (B Tom
yncne pa6oTalliero No AOroBopam), 3aHSTOro y6opkoli (06paboTkoit)
nomeleHnii n obopyaoBaHnsa, TEXHUYECKUM O6CnyXnBaHnem n aTtec-

Tayuein?
17 BbIinonHanacb v attectaumsa npoekra?
18 OTKOpPpPEKTUPOBAaH /11 MPOEKT Mo pe3ynbTaram arrectayum?
19 ECTb 1 NnepeyeHb KPUTUYHECKOro 060pyA0BaHMs, NPoLEeccoB?
20 CyliecTByeT /In NporpamMmma aTTectauum nomMeweHnii, o6opygoBaHms

v npoueccos?

21 MpoBogunace N arTectauusi NOMeLWeHni, 060pyA0BaHNs 1 Npo-
LLeCCOB B MOCTPOEHHOM, OCHALLEHHOM 1 3KCMIyaTUPYyeMOM COCTOSIHUSIX?

CrieflyeT NpoBepsiTb MPOTOKO/bI arTectauny, obpauiasi 0co60e BHUMaHWe Ha Crefylolee: KTo. KOraa, rno Kakum
LOKYMeHTaM (MHCTPYKUMUAM, CTaHgapTam U fip.) NPOBOAU aTTecTauyuio, Kakve npubopbl 1 060pyAoBaHne UCMosib3oBa-
JINCb. COOTBETCTBYIOT /I JAHHbIE MPOTOKO/IOB PeasibHOMY 060PYA0BaHNIO, HET NI MPOTUBOPEUUNIA B CAMUX MPOTOKOIAX.

O6wWue BbIBOAbLI MO pe3ysibTaTam NpoBepky pasgena «MoMeweHns n o60pyaoBaHue*:
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Ta6bnuuya 13— Martepuanbl

OueHka

N» n/n KOHTponbHbI Bonpoc 3ameuaHns

1 BbINOMHSIETCS NI Hag/iexallasi MapkvpoBKa BCEX WCXOAHbIX marte-
puanoB. ynakoBOYHbIX MaTepuasioB, MPOMEXYTOUYHON W rOTOBOW Npo-
OYKUMW C HaHeceHWeM HavMmeHoBaHusa (Koga), HOMepa Ccepuu, cpoka
roAHOCTW 1 cTaTtyca (B n/aHe KayecTsBa)?

2 CyuiecTByeT /i CUCTEMA Y4YeTa 1 pacnpeeneHnsi BCeX Marepuasnos
(BK/IIOUAA yMakoBOYHbIE MaTepuasibl, YKyNnopouHble cpegctsa v np.). B
TOM uuC/le  KOHTPO/Ib MO MPVHUMMNY: OMEpBbIM MPULIO — NEPBbIM

ywno»?

3 COOTBETCTBYIOT /M YC/IOBUA XpaHeHWs YCTaHOB/IEHHbIM Tpeb6o-
BaHUAM?

4 OpraHn3oBaHO N KapaHTUHHOE XpaHeHwe MaTepuanosB A0 MPOXOX-

AEHUS UMW KOHTPOAS A0 Bblnycka?

5 BbInosiHsAeTca M oT60p NpeacTaBUTe/IbHbIX NPo6 ANS NpoBeAeHus
KOHTpONA?
6 BbINonHaeTcs M XoTa 6bl OAMH chneuuduyecknini naeHTuduka-

LMOHHbIN TECT ANA KaXAol cepun matepuanos (KOMMNOHEHTOB)?

7 BbINnonHsAeTcA M NoNHOE UccnefoBaHNE OTKNOHEHHbIX cepuii Mmate-
pvanoB. a TOM 4KC/e YNaKOBOYHbLIX W YKYMOPOYHbIX MaTepuanos, U
NpUHUMAOTCA NN. NPU HEo6GXOAMMOCTU, KOPPEeKTMpyolwme u npeay-
npexgatwouwme gencrena?

8 CyuiecTByeT /I cucTemMa aTTectauuy U KOHTPOS NoCTaBLMKOB?

9 BbINONHSAETCA /M MNOAroTOBKa BCMNOMOraTesibHbIX MaTepuasoB U
TEXHOJIOTMYECKUX CPeACcTB (Hanpumep, BOAbl, a30Ta, CXaToro BO3AyXa)
npaBW/IbHO pa3paboTaHHbIMK, MOCTPOEHHLIMU U aTTECTOBAHHbLIMU CUC-
TeMaMu. UMEKLWNMI CUCTEMY TEXHUYECKOTO 0GC/TYXUBaHNA?

10 UcnbiTaHbl (aTTecToBaHbl) M AO/KHBIM 06Pa3oM YMNakoBOYHbIE U
YKYNOpOUYHble MaTepuasibl Ha npeameT OTCYTCTBMS UX PeaKTUBHOCTHU,
aAAUTUBHBIX M a6COPBMPYIOLLNX CBONCTB MO OTHOLIEHWIO K MPOAYKLUN?

11 CylecTBYeT /i1 CUCTEMA KOHTPO/ISi U3MEHEHWI NOCTaBLMKOB Ma-
Tepuanos. KauecTBa u obpalieHns martepuanos (MeTo40B TPaHCMopTu-

pPOBaHUsA 1N XpPaHeHUs)?

12 BegeTcsi M [OKYMEHTauuWsi Ha peasn3auyuio roToBOW NPOAYKLUW C
yKasaHuem HOMepoB cepum?

13 CylecTByeT N1 cucTeMa OBYyYeHUs M aTTecTauumm nepcoHana,

3aHATOro B o6palleHnn maTtepmanos?

O6wue BbIBOAbI NO pe3ynbTaTaM NPOBEPKU pasfaena «Matepuanbi»:
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Ta6nuya 14— MNponsBoaCcTBO

Ne n/n

10

11

12

13

14

15
16

17

18

19

20

KOHTpO/bHbIN BOMpoC

CyuiecTByeT /M CUCTEMA BHECEHUS W3MEeHeHWW, WX KOHTpona wu
aTtrectauun?

O6ecneunBaeTcsi /M AO/DKHbIA KOHTPO/b MOCTYN/IEHUS B MPOU3-
BOACTBO TOJIbKO CMEeuMpULMPOBaHHbIX MaTepmanos?

[AelicTBUTENbLHO NN pacyeTHbI 1 hakTUYECKNi pacxoabl MaTtepranos
B Npou3BoAcTBe coBnagatoT Ha 100 %?

BbINonHEHA N JOJSKHas MAeHTUdMKauma o6opyfoBaHusi a oT-
HOLIEHUN coAepXaHusl, HOMEPOB Cepuit 1 cTatyca kayecTBa?

MpoBoauTcsi N aTTecTayMs NPOLECCOB MOWKMW, CTepuauMsaumm u
AennporeHn3aLmmn NepBrYHbIX YNakoBOK U YKYMOPOUHbIX MaTepManoB?

CyuiecTByloT N 06pasibl MPOTOKO/IOB MPOM3BO/ACTBA W KOHTpONSA
cepuii Ansi Bcex BbiMyCKaeMbIX BUAOB NPOAYKUMN?

MpoBoauTCsA M conocTaB/ieHNe 0XWAaeMoro (pacyeTHOro) u chak-
TNYEeCKOro 06BLEMOB MPOW3BEJEHHON MNPOAYKUMN C [JOKYMEHTaslbHbIM
ocopmneHnem?

MpoBoaunTCA N paccnefoBaHue U ycTpaHeHWe HecOOTBETCTBUIW B
BbIX0O/le NPOAYKUMM (OXnAaeMOM ¥ haKkTMyeckom o6 bemax NpoayKLmMmn)?

CoCTaBnATCSA /N NPOTOKO/IbI NMPOU3BOACTBA U KOHTPOS Ha KaxAayto
cepuio NpoayKuumn?

CywecTByeT /v  BpeMeHHasa Auarpamma Ans  Nno3TtanHoro
BbINOJ/IHEHNS TEXHOI0TUYECKOro npouecca?

MNposogutcs nm BHYTPVNPON3BOACTBEHHbI KOHTPO/b "
ochopmNATCSA NN ero pesysnbTarbl?

CyuiecTByeT /M Npoueaypa JoBefeHna nokasateneii o Tpe6oBaHuii
crneyndurkalmnii Ha NPOMEXYTOUHYO U FOTOBYIO NMPOAYKLMIO?

MpeaycMoOTpeHbl /11 Mepbl MO NPefOTBPAaLEeHNI0 HaNnuns Hexena-
TeNbHbIX MUKPOOPTaHU3MOB B HECTEPU/IbHOI NpoAyKUUN?

TpebyeTcs N BbINO/HEHNE NOATOTOBUTENbHBIX MEPONPUATUI Nepes
Havasiom Npou3BOACTBa (MpoBepka 1 NoArotToska o6opyaosaHus)?

BeayTcs M XypHasIbl OYUCTKIN 1 IKCTlyaTaumm 060pyA0BaHus?

BbinonHeHa N aTTecTalmsa nNpoLeccos 1 060pyA0BaHNs, B TOM Yucne
CUCTEM C KOMMbIOTEPHbLIM yrNpaB/ieHNneM U cpeAcTB aBTomaTusaumm?

CyliecTByeT /i1 B NPOU3BOACTBE MOPAAOK BHECEHUS W3MeHeHul, npe-
AycmaTpuBaloLmii npoBeAeHne NOBTOPHOM aTTectaumn?

PaccnefdyloTcs 1 YCTPaHAIOTCA /1M MPOTUBOPEUUS U OTK/IOHEHUS B
npouecce npousBoacTBa?

CoOTBeTCTBYET /M MPOM3BOACTBEHHbIV MepcoHan TpeGoBaHUSIM K
BHELHEMY BuAy, JIMYHON TUTYeHbl, MOBEAEHUIO 1 Np.?

Mpolwen N1 NpoM3BOACTBEHHbI NepcoHan ouunanbHO NpesycmoT-
PEHHYIO MOArOTOBKY W aTTecTauuio ANA BbINOSIHEHUA CBOMX 06A3aH-
HOCTeli?

O6L e BbIBOABI MO pe3ysibTatam NpoBepku pasgena «[ponsBoacTBO»:
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Ja

OueHka

Het

3amevaHusi



Tab6nunuya 15— YnakoBka v MapKnposka

Kr n/n

10

11

12

13

14

15

16

17

18

19

20
21

KOHTpO/bHbIi BOMpOC

BbINOHAETCS M NPOBEPKa NPaBUIbHOCTU UHCTPYKLUIA MO yNakoBKe 1
MapKMpOBKe A0 Ha4asna Npou3BOACTBa?

CyuiecTBYeT /i cucTemMa NPOBEPKM TOTO, YTO MPU YNakoBKe U Map-
KMPOBKE MCMO/MIb3YETCsl HYXHas Cepusi HyXXHOro matepuana?

MpegycMaTpuBaeTcsi I KOHTPO/Ib MOCTYNAKLWNX STUKETOK?

CyuiecTBYeT /i1 CUCTEMA KOHTPO/S U3MEHEHWI B MaTepuanax gns
YMakoBKN 1 MapKUPOBKN?

CyljecTByeT /i CUCTEeMa KOHTPOISA M3MEHEHWU npouecca ynakoBku 1
MapKUpOBKW, NpegycmatpuBaeT /I OHa NpPoBejeHNe NOBTOPHOW aTTec-
Tayun?

CyuiecTByeT /in Heo6Xxo4MMasa 30Ha C Heo6xoANUMbIMU MepamMn 6e30-
NacHOCTU ANA XpPaHeHUs MPUHATbIX U OTK/IOHEHHbIX 3TUKETOK U maTe-
pvanoB A5 MapKMpoBKu?

CyuiecTByeT /i1 cucTema BO3BpaTa W KOHTPO/A HEUCNO/Ib30BaHHbIX
MaTepuanos AN yNakoBKW, 3TUKETOK U MaTepuanoB A/t MapKUPOBKU?

CyuiecTByeT /M NMOPSAOK, UCK/OYAoWMi nepenyTbiBaHWe 3TUKETOK,
KOTOpble MOTyT UMeTb 6/1M3K1e pa3mepbl, (POPMyY U LBET?

Ecnn paspesHble 3TUKETKM A/1 pasHbIX BUAOB OTOBOW MpoAyKLUun
NOXOXW, TO MpeAycMoTpeH M 100 %-Hblli KOHTPO/b 3/1EKTPOHHBLIMU
cpeAcTBaMu, aTTeCTOBaHHO CUCTEMOi KOHTPO/IA UM C MOMOLLbIO JTMHWUIA
cneuunanbHOro o6opyAoBaHnsa?

CyuiecTBYeT /I 3anpeT Ha rpynnoBylo MeyaTb A0 TEX Nop. noka pas-
Nuusi paamepos, PopMbl UK LBeTa He ByayT SACHLIMN?

CyuwiecTByeT /M CUCTEMA KOHTPONSE U WAEHTU(UKALUM YNAKOBOK
(KOHTeiHepoB), He NMeLUX MapPKMPOBKM, KOTOPbIE MapKMPYOTCS NO3Xe
VI UMEIOT MHOXECTBEHHbIE UHAMBUAYA/IbHbIE STUKETKA?

CocTaBNATCA /1N NPOTOKO/Ibl YNakoOBKW C MPUIOXKEHMNEM K HUM 06-
pasLoB BCEX UCMNOJIb30BaHHbIX 3TUKETOK?

CyuiecTByeT /I CUCTeMa U3roTOB/IEHUS 3TUKETOK, NPOBEPKN FOTOBbIX
3TUKETOK MU COMNOCTaBIEHNA UX HAIMUYUA N UCNOSb30BaHNA?

BbINO/THAETCA /1N KOHTPO/Ib MAapKUPOBAHHOW roToBOI NPOAYKLUN?

CyuiecTBYeT NI HafeXHbI KOHTPO/Ib HOMEPOB Cepwuii, B TOM uucne
YHUUTOXEHMNE JINLIHUX 3TUKETOK C HaHeCEHHbIMN HOMepaMun cepuii?

[locTaTouHo M hmanyeckoe (MPOCTPAHCTBEHHOE) pasAesieHne Mex-
Ay PasfIMuHbIMU JIMHUAMU 3TUKETOK W YNaKOBKW, 4TO6bl MWCKIHOUYATL
nepenyTbiBaHve (B TOM 4YMc/ie pasfesieHne NakeToB C JOKYMEeHTaluunei)?

BbINOMHAETCA NI KOHTPO/b NevaTtalrolero o6opyAoBaHnA Ha npej-
MeT MOCTOSIHCTBA KayecTBa Mevyatu B Xofe BCEro Uukia neyatun?

MpoBOASTCA NV NOJIHbIE MPOBEPKU MPOLLECCOB C HAAMeXaLlNM [OKY-
MEHTa/IbHbIM 0DOPMIEHNEM?

CyuiecTByeT N1 rapaHTusi TOro, 4YTO CPOKM FOAHOCTU onpegeneHbl
npaBuU/IbHO Y NPaBWIbHO HAHECEHbI HA 3TUKETKN?

BbIinonHawTca 1n TpeﬁOBaHI/IH no 3awjuTe ynakoBKU OT BCKpPbITUA?

MpoBefeHa M atTecTauus MPOLECCOB YMNakOBKM W MapKUpPOBKW, B
TOM uucne aTTecTauna BbINONHeHNs Tpe6oBaHWii 6e30NacHOCTU cucTem
C KOMMbIOTEPHbIM yrnpaBiieHnem?

Aa

FOCT P 52537—2006

OueHka

Het

3ameyaHus
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OKoHyaHue Tabnuubl 1.5

Ne r/n

22

23

KOHTpO/bHbIN BOMpoC

PaccnepyloTca v yCcTpaHsIlOTCA /i1 NPOTMBOPEYUS U OTK/IOHEHWS B
npowuecce nNpPou3BOACTBA WM YNaKOBKM W MNPUHUMAKTCA NN KOPPEK-
TUpyloLWre 1 npeaynpeautesibHble Mepbi?

Mpowen nv nepcoHan ouULNaNbLHO NPesyCMOTPEHHYO MOATOTOBKY U
aTTecTauuio 4ns BbINOSIHEHUS CBOMX 06513aHHOCTER?

O6L e BbIBOAbI MO pe3ynibTaTam NPoOBEPKU pasaena «YnakoBKa v MapKupoBKa*:

Ta6nuuya 16— KoHTponb paboTbl nabopatopuii

Ne n/n

36

10

1

12

13

14

KOHTpOsbHbIN BOMpoC

Pa6oTaeT nn nabopatopusa Hagnexawum obpasom (cnegyeT npo-
BEPUTb NOPSAAOK NPOBEAEHUSA «OHTPOMS UCXOAHbIX MaTtepuanos, BHYTPU-
NPoOV3BO/ACTBEHHOrO KOHTPOMS. TOTOBOW MPOAYKLWW, KOHTPONSA cTabunb-
HOCTW. 06beM MpoBepsieMbIX Cepwuii, BefeHWe AOKyMeHTauuu, Konu-
4eCcTBO TECTOB A1 OAHOI Cepun, OpraHN3aLMOHHYI0 CTPYKTYpY U Np.)?

CoOTBETCTBYIOT N1 MNOMeELWEHNs N obopyAoBaHWe CBOEMY HasHa-
YeHnto?

CooTBeTCTBYeT I NOPAAOK TEXHNYECKOTO 06CNYXMBaHUSA W Kanu6-
poBKV NPUGOPOB N 060PYAOBAHUS YCTAHOB/IEHHbIM TPeGOBaHUAM?

BbinonHeHa N aTTecTauus CUCTEM C KOMMbIOTEPHbLIM yNpaB/eHNEM U
aBTOMaTM3UMPOBAHHOro 06OPYA0BaHUNA?

ECTb /11 B HA/IMUMM HEOBXOAMMbIE CTAHAAPTbI; BbIMOJHATCS /M TeC-
Tbl B COOTBETCTBUM C AEACTBYIOWUMY CTaHAapTamun?

BbINonHsieTCA v aTTecTalms MeToAoB xpomMartorpacum?

Mcnonb3yoTcst NN COOTBETCTBYOLWMNE TPEGOBAHUSAM CreuduKaumnm n
cTaHAapTbl 4/1 OLEHKU NPUEMIEMOCTU pe3yibTaTtoB?

CooTBeTCTBYeT NuM njaH o0T6opa npob YyCcTaHOBMEHHbIM Tpe6o-
BaHUAM?

CyLiecTBYlOT M crnocobbl aHanmM3a yTBEePXAEHHbIX JOKYMEHTOB W
peannsyoTca N1 OHW B AeliCTBUTENIbHOCTU?

CyuiecTByeT /M MOPSAAOK NPOBeAeHWUA aTtTecTauum aHauTUYecKux
mMeToA0B?

CyliecTBYyeT /i1 CUCTEMA KOHTPONA NpeanaraeMbiX U yTBEPXAEHHbIX
n3MeHeHWin B paboTe na6opatopun?

Bce nu TecTbl BbINO/HAKOTCA Ha NPaBU/IbHO OTO6PaHHbIX Npobax?

PaccnefnyloTcs ¥ yCTPaHSAOTCA /i1 NPOTMBOPEUUS U OTK/IOHEHUSI 1
NPVHUMAOTCA /M KOPPEKTUPYIOLME U NpeaynpeauTenibHble Mepbl?

ABNAKOTCA /M aHa/IMTUYECKNE MPOTOKOJ/IblI MNPOBEAEHUA TECTOB U
BbIBOAbI MO HUM NOSHBIMUN?

OueHka
3amevaHusa

Ja Het

OueHka
3ameyvaHusa

Aa Het
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OKoHyaHune Tabnuuybl 1.6

OueHka

Ne rmn KOHTpOsbHbI Bonpoc 3ameyvaHus
Oa Het

15 XpaHATCA /M faHHble B CUCTEMATM3MPOBaHHOM 1 akKkypaTHOM Bue 1
nerkosocnpounssoanmoli oopme?

16 COOTBETCTBYIOT /I BbIBOAbI MO pe3ysibTataMm KOHTPO/S NepBUYHbIM
AaHHbIM?

17 CyLlecTByeT I MHCTPYKLUUS N0 aHann3y pesynbTaToB, BbIXOAALWMNX 3a
TpeboBaHuna cneundmkaunii 1 CBOEBPEMEHHO M BbINOMHAKTCA pac-
cnefoBaHnA?

18 CoxpaHsaTca M 06pasubl AN apOUTPaKHOro 1 Np. KOHTpoNA?

19 OdopmnaeTcs nM COOTBETCTBYIOLWMM 06pasoM [AOKYMeHTauusa Ha
VCNbITaHNS COXpaHsieMbix 06pa3LoB?

20 CyuiecTByeT N1 npuemsiemas nporpaMmma TeCTOB Ha CTabubHOCTb?

21 Cnoco6Ha sim nabopatopusa nokasaTb, YTO MeTOAbl KOHTpPONAsA cTa-

6UNBHOCTM AENCTBUTENBHO NPOBEPSAIOT CTA6UIBLHOCTL?

O6wWwure BbIBOAbLI NO pe3ybTaTam NpoBepku pasgena «KoHTponb paboTbl nabopatopuii»

KOHTpONbHble BONPOCHI AN OTAENbHbIX Y4acTKOB

B ta6nuuax 1.7 n 1.8 npuBognTCS NpUMep 06X U KOHTPO/IbHbIX BOMPOCOB A151 OTAE/IbHbIX YHaCTKOB.

[ns KOHKPeTHOro NPouM3BOACTBa PeKoMeHAyeTcs paspabaTbiBaTb aHa/OrM4YHble BOMPOCHI, KOTOPble MOryT 6bITb
MCNOo/Ib30BaHbl NPY BHYTPEHHEM ayAnTe (CaMOMHCNEKLMN).

CnepyeT NPOBEPUTL HANIMYMeE U cofepXaHue:

- TEXHOJIOTUYECKNX PernamMeHTOB Ha KaxApblii npouecc 1 hakTuieckoe nx BbINMOSIHEHNE B MPOU3BOACTBE MO OCHOB-
HbIM Onepaunsim, hakTuyeckoe COOTBETCTBME NOMeLLEHN, 060pyA0BaHNS, KOHTPO/IbHO-U3MEPUTENbHbLIX NPUGOPOB, Nep-
coHana (no ksanuukaumum ¥ HACNEHHOCTU) U T. 4,.;

- cneyndurkaumini n cooTBeTCTBUE (haKTUUHECKN NCNOMNb3yeMbIX MaTepuanos crneundukaymsamMm (BbIGOPOUHO);

- WHCTPYKLUU, BO3MOXHOCTb peasim3aunmn ykasaHHbIX B MHCTPYKUMW AeicTBUiA (MaTeprnanamu, o6opyAoBaHuem,
06y4YeHHbIM NepcoHasiom):

- HOpM pacxoja Ae3cpeacTB, oAexXabl 1 p.;

- COOTBETCTBUS pacxoa Ae3CpeAcTB, oAexAbl No 6yxrantepun n HopmMam (MHCTPYKLMAM);

- BbINOJ/IHEHNA OTAENbHbIX Pa6oT NO KOHTPakTam (Hanpumep, CTUPKU 1 CTEPUIM3aLUN OfexAbl) — CMOCO6HOCTb
noapsAyMKa BbINOHUTL 3TW paboTbl U hakTUUeCcKoe UX BbINOSTHEHME NO AoroBopam (6yxrantepus).

Ta6nuya 17— KOHTPO/bHBIA NUCT AN NPOU3BOACTBEHHOIO y4acTKa U yuyacTka qpacoBKu

OueHka

Ne n/n KOHTPO/bHb I BOMpOC 3ameyaHus
Ja Het

MepcoHan. Ob6yyeHune

1 CyuiecTByeT M creunanbHO NOAFOTOB/IEHHAs A1t MPOU3BOACTBA U
yTBepxXAeHHasi nporpamma o6yueHus rnepcoHana?
MpeactaBuTb NaaH Ha 200__ rof. Ha/iMuve TEKCTOB NeKuuit

2 YKasaHo N1 Yncrio nepcoHana, B TOM Yucne:
- WHXEHEepPHO-TeXHUYECKNE PaBGOTHUKN;
- paboune?

3 NMeeTca v JOKYMEHT, B KOTOPOM YyKa3aH HOMEHKNaTypHblii nepe-

YeHb BbIMyCKaeMol NPOAYKLUUN C YKa3aHWeM aKTUBHbIX CyOGCTaHLuii?
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MpoaomkeHne Tabnnubl 1.7

Ne nin

38

10

11

12

13

14

15

16

17

18

19

KOHTpO/bHbIN BOMpoc

MMeeTcs M1 B HA/IMUMM NONOXEHWe O NPOM3BOACTBEHHOM Noapasje-
NIEHVMM U ero B3aumoAeiicTBuu ¢ ApyruMu nogpasgeneHusiMy npegnpus-
™ma?

VIMelTCsi NN B HA/IMYUKN AO/HKHOCTHBLIE UHCTPYKUUM U UHCTPYKLMUN MO
pa6oumm mectam?

VimeeTca N1 B HaAMYUN LOKYMEHTMPOBAHHbI MOpsSA0OK noBeaeHus
nepcoHana (B TOM u4ucne noceTuTesnieil) Ha npousBoAcTBe (NOPSAOK
BXOJ4a-BbiX0oAa, NepeoaeBaHusi, rurmeHbl u np.)?

O6ecneyeH M TEXHONIOTNYECKON OAEXA0M NPOM3BOACTBEHHbIN nep-
coHan?

MMeeTcs M OKYMEHTUPOBAHHbIN 1 yTBEPXAEHHbI NOPAA0K UCTONb-
30BaHWsi TEXHOJ/IOTMYECKOW ofexabl B 3aBUCMMOCTU OT NpPOM3BOACT-
BEHHbIX 30H?

NMeeTcsi M [OKYMEHTUPOBAHHbIN MOPAAOK NOATOTOBKA W CTUPKU
crneuofexabl, a Takke NepUoANYHOCTb ee 3aMeHbI?

[OKYMEHTVPYETCS NN NPOBEAeHNE 06YUEHUSI U KaKUM 06pasom?

KoHTponupyetca nn yceBoeHwe 3HaHUii? C Kakoli NepnognyHOCTbIO?
MmeloTca NN 4OKYMeHTbI, NoATBepXatolne nposeaeHne o6y4eHnsa?

MpoBoanTca /M 06yuveHMe Mo WHCTPYKUMAM, MeToauKam, Mpo-
ueaypam? Kak aTo JOKyMeHTupyeTca?

MpoBOAUTCA NN NHCTPYKTaX MO TEXHUKE 6e3onacHOCTU, UX perynsap-
HOCTb 1 Ha/In4yne NpPoTOKOs10B?

YKOMMN/IeKTOBAHO /1 NPOM3BOACTBO NEPCOHA/IOM COOTBETCTBYHOLLErO
YPOBHSA NpochecCcnoHasibHON NoAroTOBKN?

MpoxoanMT N Becb NepcoHas MeauuuHCcKkoe o6GcnefoBaHue npu
NOCTYyn/eHNMN Ha PaGoTy U perynsipHbie MeAULUHCKME OCMOTPbI B NpPO-
uecce paboTbI?

BbINOJIHAIOTCA /N NpaBuia U NpeAnnucaHnus No JSINYHOW TUTneHe n
opraHusauun nuTaHua?

CBefileHNss 0 NPOU3BOACTBEHHbIX MOMELLeHUS K

NMeeTcss N cxema pacrosiokeHUst MOMeWweHnii C  ykasaHuem
KNaccuguLMpyeMbIX N KOHTPOSIMPYEMbIX? VIMeeTCcs M YeTkas Mapku-

poBKa NOMeLLeHWNn?

Mcnonb3yloTcs /M NMOMEeLEHNs1 UCK/IOYNTENIbHO B COOTBETCTBUM C
nNpesycMOTPEHHbIMU LeNsamMn? Vicknlo4vaeTcs M NCnosib3oBaHne npowus-
BOACTBEHHbIX MOMELEHNA 1 060pyAOBaHUST NPeANnpUsaTAA A4S NpPou3-
BO/CTBA HefleKapCTBEHHbIX CPeACTB?

O6ecneunBaeT M NNaHNPOBKA NPON3BO/CTBEHHbIX MOMELLEHNA:

- MOTOYHOCTb MpoLecca ¢ KpaTyannmMmn paccToSHUSIMU MexXAay Bce-
MW TEXHOJIOTMYECKN CBA3aHHBLIMU NMOMELLEHUSAMU;

- WCK/OYeHWe B3avMorepeceyeHus NyTeil crie0BaHNA nNepcoHana,
a Takxe rnepeceyvyeHns TeXHO/IOTMYECKUX MOTOKOB U NepcoHana;

- MaKCUMaslbHy0 rpynnupoBKY MOMELLEHUIA C O MHAKOBOW CTeneHbto
YNCTOThI,

- pauuoHanbHOe pasmelleHve 060pyJOBaHUS U MaTepuasoB A/s
npefoTBpalieHnss CMeLIMBaHUSA Pas/IMyHbIX BUAOB U Cepuii MCXOAHOro
CbIpbs, YNakOBOYHbIX MaTepunasioB, NOMYNPOAYKTOB M FOTOBbIX JIeKapCT-
BEHHbIX CPeACTB:

- nonHoe co6naeHne YcnoBuii CaHUTAPHO-TUTMEHUYECKOro pe-
Xnma.

Aa

OueHka

Het

3amevaHusi
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Kr n/n
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KOHTpO/bHbIi BOMpOC

- WCKJ/1I0YeHVe NCNOJb30BaHNsA NMPON3BOACTBEHHbIX U CAHUTaPHO- Obl-
TOBbIX MOMeELLEHWI AN NpoxoAa nepcoHana, He paboTaloLwero B HUX;

- 3alMTy UCXOAHOrO CbIPbS, YNaKOBOYHbIX U MapKMPOBOYHbIX MaTe-
puanoB. NosynpoAykToB U rOTOBbIX SIeKAPCTBEHHbIX CPEACTB OT 3arpss-
HEHUS MPU NepeMelLeHNN BHYTPU 3JaHUS;

- cobniogeHvie HOPM Y NpaBusl TEXHWKN 6€30NacHOCTU U NOXapHOW
6e3onacHocTn?

CooTBeTCTBYET /I HOPMaM:

- ocBelleHue;

- oTonsieHue.

- BEHTUNAUUS;

- CHabXeHue 3/1eKTpo3aHeprue, Bogon?

MpoBeAeHa NM COOTBETCTBYWOLWMM 06pa3oM MapkupoBka Tpy6o-
npoBOAOB? YKa3aHO /1M Hanpas/lieHMe MoToKoB? [MpoBOAUTCA NN CaHU-

TapHas o6pa6oTka?

CooTBeTCTBYeT /M cucTeMa BEHTUNALUM WU KOHAULWOHMPOBAHUSA
BO3Ayxa npeabasiseMbiM Tpe6oBaHnAM?

MpoBogAaTCcA NN perynsipHble NpoBepkn 3peKTMBHOCTM paboTbl
BO3AYyWHbIX (DuUnbTpoB? BepeTcsa yuyeT 3aMeHbl (uabTpoB? Kakumu
AOKyMeHTamun ochopmnsaeTca?

O60co6n1eHO N1 NomeleHne 418 NpoBeAeHNs B3BelIMBaHWA?

CBe/leHNs 0 TeEXHOJIOTMYECKOM 060pYy/A0BaHbl

NMeeTcsi N [OKYMEHT, B KOTOPOM YKasaH MepeveHb TEXHO0Mu-
4ecKoro 060pyA0BaHUs C yKazaHMeM 3aBOACKUX HOMEpPOB?

CooTBeTCTBYET /i1 060pyAOBaHMe 3afaHHbIM LesisaMm?

MMetoTcss /M perncTpaumoHHble AOKYMEHTbl Ha KaxAyl eguHuLly
obopynoBaHunA?

TexHn4yeckoe o6cnyxmBaHne o60pyA0BaHNA NPOBOANTCA:
- Ha NpPou3BO/ACTBEHHOW TeppuTOpUN;
- BHe NPOV3BO/CTBEHHOI TeppuTopUN?

MIMetoTCst M MHCTPYKLMK, pernameHTupytoLme:
- MOPSAAOK 3KCnyaTtaumm o60pyaoBaHus;

- NOpPsIAOK 06CNYXMBaHUS 060pyA0BaHMS;

- NopsA0K OYMCTKM 060pyaoBaHUs?

MmetoTca nn fOoKyMeHTbI, NoATBEpXAaloLe nposeeHune.
0UYUCTKM 060pyA0BaHUSA;

- NoAroTOBKM K NPON3BOACTBEHHOMY NPOLECCY;
nponNakTuKun.

pemMoHTa?

MmMetoTcss NN rpachukn Y MHCTPYKLMKN MO TEXHUYECKOMY O6CNyXu-
BaHu0?

OcylecTBASETCS /M YMCTKA 060pyA0BaHMSA MO OKOHYAHUN MPOU3-
BO/CTBEHHOIO MpoLecca B COOTBETCTBUU C Tpe6oBaHUAMU?

[lenaetcsa nv 3anucb 06 OUNCTKE 060PYAOBAHUSI MPU Nepexoae:

- OT OAHOW cepun K Apyron.

- OT OAHOrO NPoAyKTa K ApYromy?

Kakoii MeTof npumeHsieTcst ANSt KOHTPO/IA YUCTOTbI:
- XUMUYECKUNA.
- MUKpobuonornyecknin?

OcyliecTBnsieTcss N1 y6opka NOMELLEHUIH B COOTBETCTBUM C npesa-
nucaHnaAMn?

FOCT P 52537—2006

OueHka
3ameyaHus
Oa Het
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Ne n/n
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46

KOHTpO/bHbIN BOMpoc

Kae npoBoAATCA MeponpuAaTUA MO nNpeaynpexaeHnto NosiBieHns
rPbI3yHOB 1 HacekoMbIx? OCYyLeCcTB/ISAETCA /I perncTpauns faHHbIX?

MpoBOAMTCS /M MOHWUTOPUHI MUKPOGUOIOTMUYECKOR UYNCTOTbI NPOU3-
BO/CTBEHHOI cpeabl?

OcyLiecTBNAETCS I KOHTPO/b BOAbI:
- NUTbEBOWA:
- OYMLLEeHHOR?

COOTBETCTBYET NI TPEGOBAHUSIM CUCTEMA UAEHTUUKALUM U MapKu-
POBKU 060PYyA0BaHUSI ITUKETKAMM cTaTtyca?

MNMpoBoAMTCS NN KOHTPO/b NapamMeTpoB paboTbl 060PYA0BAHUS B MPO-
Lecce Npov3BoACTBa (BHYTPMNPOU3BOACTBEHHbI KOHTPO/Ib)?

Mpn6opbl
MmeeTcs nu rpadhmk NOBEPKN CPeACTB U3MEPEHUIA?

MMetoTcs NN MHCTPYKLUU MO YXOAY U TEXHUYECKOMY O6CNYyXMBaHNIO
npu6opoB? HaxoaAaTcsa N1 OHW OKOM0 NpU6opoB?

PernameHTUpyeT M MHCTPYKLUSI CNefyoLme acnekTbl.

- NepuoAnYHOCTb NPOBEPKU.

- Cnoco6 v NeprmoanNYHOCTb NPOBEAEHUsI KATMBPOBKY;

[aHHble O creuunanucTe, NPOBOASLLIEM KaIMBPOBKY;

- NpeanucaHns Mo AOKYMEHTMPOBAHUIO Ka/IMGPOBKUY;

AaHHble 0 napameTpax, NoAMexalnux npoBepke.

- [aHHble O TECTOBbIX MaTepuanax, Ucnosib3yemMbix npu NpoBepkKe.
- AeicTBYA, NPUHMMAEMbIe MPY BbISIB/IEHNN HECOOTBETCTBUIA?

MMetloTca v AOKYMeHTbl, NoATBepXjawolive npoBeAeHVe Kanno-
poBKnN?

PerncTpupyoTca nn B XypHasie TEXHUYECKOTo 06C/yXUBaHUS:
- (hakTbl MOBpexAeHUsi/HemcnpaBHOCTN Npubopa;

- NpPOLECC UCMOMNb30BaHNSA U TEXOGCNYXNBaHUS NPUGOPOB.

- AaHHble no 06s3aTefIbHOMY KOHTPOJIHO.

- OLEeHKa TeXHWYeckoro COCTOsIHUA npueopa?

MmetoTca nn cpeacTBa NoXapoTylweHna?
JokymeHTauns

MiMeloTca N B Ha/MUMM TEXHOJSIOTMYECKME perflaMeHTbl, TEXHOsO0-
rmyeckne MHCTPYKUWUW, ApYrne WMHCTPYKUMU U MEeTOAUKU MO BCeW BbiMyc-
KaeMoi npoaykunn?

MmelTcst N1 [OKYMeHTbI, yCTaHaBnnBatoume.

- MopAAoK NPoBeAeHNA OCHOBHbIX TEXHOMOMMYECKNX CTagunii;

- hopmbl pernctpauumn (4OKYMEHTMPOBaHUSA) NPOBEAEHNA OCHOBHbIX
cTafuii TeXHO/IOTMYECcKOro npowecca;

- Nopsifok u opMbl AOKYMEHTUPOBAHUSA MNpoOBeeHUs BCMOMO-
ratefibHbIX TEXHOMOMMYECKUX CTaAWiA;

- [OKYMEHTMPOBaHHbIA NOPSAOK MNpoBeAeHUA caHuTapHoW o6pa-
60TKM MOMELLEHWNIA.

- hopmbl pernctpauymn npoBefeHna y6opkyu nomeLeHns:

- NOpAAOK NPOBefEeHNss MeXOonepaumoHHOro WM nocTaguiiHoro
KOHTpO/S;

- hopMbl AOKYMEHTMPOBaHUA (perncrpauuu) npoBeAeHUs BHYTPU-
Npon3BOACTBEHHOIO KOHTPO/S;

- NopsiAOK NPOBeeHNs MOHUTOPMHIA COCTOSIHUSI NPOU3BOACTBEHHbIX
nomMeLeHuii:

- hopMbI pernctpaumm (4OKyMeHTMPOBaHUA) NpoLecca MOHUTOPUHTa
NPON3BOACTBEHHbIX MOMELLEHWI;

OueHka
3amevaHusa
Ha Het
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Ne n/n
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KOHTpO/bHbIi BOMpoc

- NopAAokK NpeAbAB/EHNS HA KOHTPO/b MOJYyNPOAYKTa UK rOTOBOrO
npoaykra,

- [OKYMEHTUPOBaHHbIN MOPAAOK COCTaB/IEHNA U NpeAbsBAEHUS Ha
KOHTPO/Ib MPOTOKO/Ia Ha BbIMyCKAaEMYO CEPUIO CbIpbsi, MaTepuasioB u
roToBoOli NpoayKunn?

MMetoTcss N B HanMuum AOKYMEHTbl, yCTaHaB/nuBalolme MNopsifoK
0603HayYeHNs, MapKMPOBKN 3TUKETKaMW cTaTyca, MHBEHTapmusauum npu-
60poB 1 060pyaoBaHNA?

CyliecTByeT /i1 NOPSLOK MPYCBOEHUsi 060PYA0BaHNI0 MPOU3BOACT-
BEHHbIX HOMEPOB Y PerncTpayms NPUCBOEHHbIX HOMEPOB?

Pa3pa6oTaH /in 4/ HECOOTBETCTBYIOLWMX MO KAYECTBY MaTepuasnos:

- NOPSAOK BbISICHEHMS MPUYMH HECOOTBETCTBUS MaTepuana v ero
[OKYMeHTUPOBaHWe;

- MOPSIAOK M NpaBuna no ganbHeliwei nepepaboTke UM yTuamnsaumm
MaTepuasnoB, NpaBuIa CKNaACKOro KapaHTMHa?

KakuM 06pa3om odopMaseTcs npeanucaHve Mo 4YucTke 060py-
[0BaHUA. MPUGOPOB U MHbIX TEXHUYECKUX CPeACcTB?

MMeloTcsA NN UHCTPYKUMKU Mo y6opke, caHUTapHoli o6pa6oTke? KakoB
nopaAoK AOKYMEHTUPOBAHNA NPOLLECCOB Y60PKN?

MMeeTcs M KapTa MCNO/Mb30BaHWA Ae3UHMULUPYIOWNX CPeAacTB,
NpoOBOANTCA NI AOKYMEHTUPOBAHWE PEry/IIPHOCTU CMeHbl Ae3UHpU-
LMpytoLmnx cpescTe?

MoparoTtoBneH N oT4yeT O NPOM3BOACTBE W (DOPMUPOBAHUMN CepUn
roToBOli NPOAYKLMU, COAepXalLnii;

- onucaHWe BCeEro npolecca ynakoBK/M B COOTBETCTBMU C WMHCTPYK-
umeil No ynakoBke;

- HauMeHoBaHuve 1 hopMy nNpeacTaBlEHNS;

- [aTy U3roToB/eHNs:

- HOMep cepuun roToBOI NpoAyKUMK,

- YMCO efMHUL, yNnakoBaHHON NPoAyKLnUN:

- 3anMcu 0 KOHTpOJie MpoLecca ynakoBKW U ero pesysibTaTax.

- pe3ynibTaTbl KOHTPOMA U Ha/M4uve paspelleHns oThesnia KOHTpons
KayecTBa Ha KaXAylo KPUTUYECKYlO onepauuio B TEXHOIOTMYECKOM Npo-
uecce:

- 0A06peHHbIli o6paseL, ynakoBKA U MapKUPOBKW;

- noAnuck Nuua, OTBETCTBEHHOrO 3a NPOM3BOACTBO, C YyKasaHueMm
Aatbl;

- MNOMHbIV OTYeT O pe3y/nbTaTax aHa/n3a;

- 3anMcb 0 BO3MOXHOCTU BbiNycKa JlaHHO cepun roToBOW NpoayKuum
a cBoboaHOe obpalieHne?

Paspa6oTaHa /M nporpamMa MWKPOGUOMOTMYECKOTO MOHUTOPUHra
YNCTOTbI NMPOM3BO/ACTBA? YCTAHOB/IEH N MNOPSAAO0K AOKYMEHTUPOBAHUA?
HameueHbl M MeponpuaTAS B Criyvyae MOJTyYeHUs HECOOTBETCTBYHOLUX
pe3ynbtartos?

VimeeTcs M AOKYMEHTUPOBaHHbI NopsiaoK oT6opa npo6 (06pasuos)
BHYTPY NPON3BOACTBA U NOPSAO0K X OCTAaBKM Ha MECTO 06C/iefoBaHmA?

CyliecTByeT N peructpauns pesysibTaToB uccnefoBaHms 06pas3uos
a naboparopuu, NOpsioOK Nepefavn n AOKYMEHTMPOBaHUSA pe3y/ibTaTtoB
aHannsa?

OcyuiecTBNs€TCA NN NpoLecc Npou3BoACTBa B CTPOrOM COOTBETCT-
BUM C TEXHOIOTUYECKUM perfiameHTom?

Co6nt04at0TCA /I COOTBETCTBYIOLIME CaHUTaPHbIE U TUTMeHNYeckne
HOpPMbI, a Takxke TexHuka 6e30macHOCTW npu npoBefeHMn paboT c
Ccbipbem?

Ja

FOCT P 52537—2006

OueHka

Het

3ameyvaHus
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Ne n/n
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KOHTpO/bHbIN BOMpoC

MIMeeTcs N1 B HA/IMUYUM MHCTPYKUNUS 1 CO610AaeTCs I NOPSAOK Bbl-
[aun Cbipbs Ha NPOM3BOACTBO HAa OCHOBAHMU COOTBETCTBYHOLWEN AOKY-
MEHTaLUMN U pas3peLleHns oTAeNa KOHTPOIA KayecTsa?

Co6ntogaetca M o4epefHOCTb UCMNONb30BaHUA CbIPbA?

O6ecneunBalTCs NN MePbI NPOMUNAKTUKA BTOPUYHOTO 3arpsi3HeHust
B MPOLECCe AOCTaBKM Cbipbsi HA MPOU3BOACTBEHHbIN Y4acTOK?

MopaBepraloTCA /M NPOBEepPKe Ha MUKPOGHYI 3arps3HEHHOCTb BCe
KOMMOHEHTbI, BXOAfALMEe B COCTaB HECTepU/ibHbIX JleKapCTBEHHbIX
cpeacTs?

MIMetoTCsA M MHCTPYKLUMU MO 06paLLeHmnio ¢ MateprasaMy nepBuYHoii
ynakoBKW, rapaHtupytoue Tpebyemblii ypoBeHb UX YUCTOTbI MO MeXa-
HUYECKOMY U MUKPOGHOMY 3arpsi3HeHu0?

MpeAycMOTpeHbl Ny crneynanbHble ycTpoicTBa (MpUcrnocobneHus,
KOHTeHepbl), UCK/loYaloWmne BO3MOXHOCTb BTOPUYHOTO 3arps3HeHus
WM CMELNBAHNSA MOATOTOB/IEHHbIX MaTepuasoB MEPBUYHON YNakoBKW
npy UX TPAHCMOPTUPOBAHUUN M3 OAHOTO MOMeLLeHUs B Apyroe?

MpoBOAUTCA /M HA MPOW3BOACTBE MOAEPHU3ALUS U COBEPLUEHCT-
BOBaHue npouecca npov3soacTea?

Pernctpupytotca nM Ha Npou3BOACTBE N0Oble M3MEHEHWS a TEXHO-
nlornyeckom npouecce U nto6ble OTKIOHEHUS B XO4e NPOBeAeHUs Npouns-
BO/ZCTBEHHOW onepaunn?

CocTaBnsieTCsl /1 NPOTOKO/T Ha KaxAyl Cepuio roToBOro siekapcT-
BEHHOro cpejcTaa?

MmeeTcs N Ha NPOU3BOACTBE YeTKasi persameHTauusi MCMosb30-
BaHWA OCTaTKOB NpPOAyKTa OT Cepuu, BK/OUEHUS UX B nocrnegyouine
cepun?

MpoBoauTcst N1 nepepa6oTka 3abpakoBaHHOro npoaykra? Ochopm-
nseTcs N paspelleHne oTAena KOHTPONA kadecTBa? Kak AOKYMEHTU-
pyeTcs nepepaboTka 3a6pakoBaHHOro npoaykra?

BefeTcsa NI MUCbMEHHbIN YYeT U KOHTPO/Ib 32 NPOMapKMPOBaHHbIMU
yNakoBOYHbIMW MaTepuanaMu (C HaHeCeHHbIM HoMepoMm cepuun)? Kak
KOHTPONIMPYETCS U AOKYMEHTUPYETCS COOTHOLIEHME M3PacXofoBaHHOrO
ynakoBOYHOro MaTepuana u yucna eguHuL, BbiNyweHHOro npoaykra? Kak
BbISICHAETCSA NPUUYNHA PACXOXAEHUS TAKOrO COOTHOLLEHUSI U NPOBOAMTCS
aHanus?

ATTecTauusa

MMelTca NN MHCTPYKLUMK NOo aTTecTauumn TEXHOSIOrMYECKUX npouec-
COB 1 MPOLLECCOB OYUCTKM, @ TakKXe MPOTOKO/bl NMPOBEAEHHbIX aTTecTa-
umin?

MmeloTcs M [OKYMeHTbl (MHCTPYKLUKU, METOAUKW), YCTaHaB/IMBalo-
wue:

- NopsAoK NpoBeAeHUst Npouecca artTecTauny 060pyA0BaHNS;

- MOpsAOK MPOBeAEeHUst aTTecTauny TEXHOTOMMYECKMX MPOLEeCcCoB?

MmMetloTcsi M AOKYMEHTbl, NOATBEepXAawline nNpoBeAeHNe BceX
3TanoB aTTecTaunmn TEeXHOJIOTMYECKOTOo U UHXEHEPHOTo 060opyAoBaHus,
yyacTBYIOLEro B MPOM3BOACTBE WM OGecrneunBalwline ero. a TakKxe
aTTecTauMm YNCTbIX NoMeleHnii (Npotokonbl 1Q. OQ. PO)?

MmetoTcs M foKyMeHTbl (MPOTOKO/bI), NOATBepxjatoline npose-
JeHune aTTecTaymy KpUTUYECKUX MPOoLLeCCOB NPON3BOACTBA?

Ja

OueHka

3ameyaHus
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OueHka
Kr n/n KOHTPO/bHBbIA BONpoC 3amevaHuns
Oa Het
[Opyrve Bonpochbl
75 MocTynanu nn Ha NPon3BeAEeHHYI0 NPOAYKLUIO:
- pekiamaummn co CTOpPOHbI NoTpebuTeneii:
- MpeTeH3nn agMUHUCTPATUBHbLIX N HAA30PHbIX OPraHoB;
- Tpe6oBaHMA MO €ee W3BATUIO CO CTOPOHbI TOCYAAPCTBEHHbIX
OpraHoB;
- OTKasbl B NpoBeAeHUN 06sA3aTeNlbHOW cepTudMKauum no npuynHe
HECOOTBETCTBMA KayecTBa?
76 Mocne npoBefeHHOro BHYTPeHHero ayaurta (camouHcnekyuun) 6binu
NN MPUHATbI Mepbl U MNpoOBefeHbl KOPPeKTUpylouwmne MeponpuatTus no
yCTpaHeHnto 3aMeyvaHunii?
PykoBoauTenb rpynnbl BHYyTPEHHEroO ayamnTa. O3HAKOMNEH
YneHbl KoMuccun: PykoBoAuTeNb KOHTPONNPYEMOTO
nogpasaeneHus:
T a6nuuya 1.8— KOHTPO/bHbIA NIUCT ANA cknaga
OueHka
Kr n/n KOHTpO/bHBIA BONpoc 3ameuaHuns
fa Het
OpraHn3saumna.cTpyktypa
1 CyuiecTByeT /I CXema OpraHu3aLuoHHOW CTPYKTypbI?
2 MMeloTCs 1 B HA/IMHYUN MHAMBUAYaNbHbIE AO/HKHOCTHbIE MHCTPYKLUMKN
Ha KaXAoro cneuymanucta C ykasaHuem o6s3aHHOCTeid U OTBeETCT-
BEHHOCTU COTPYAHUKOB?
3 NmeeTcst M cnvcok n o6pasubl nognuceli COTPYAHUKOB?
4 JlocTaToyHOe NI KO/IMYeCTBO MepcoHana Ha Bcex onepauusx (rae v
CKOJMIbKO He XBaTtaeT)? Bbiin M M3MeHeHnUs B IMYHOM cocTase?
5 CyLwecTBYIOT I UHCTPYKLMW, PErNamMeHTUpyoLmne NHANBUAYallbHYO
rMrveHy, npaBuaa no noggepxXaHuio YuctoTbl? OTBeAeHbl M MecTa Ans
npuemMa nuin, KypeHua?
6 Mcnonb3yloTca v cpeacTBa MHAMBUAYaNbHOW 3awunTbl?
7 MpoBoauTCA N MEAULMHCKUIA OCMOTP MepcoHasia C TOYKU 3peHus
npurogHoctTn Kk pa6ote? [lpuHMManNUCb /M Mepbl B C/lyYae HeyaoB-
NeTBOPUTE/NbHbIX Pe3y/bTatoB?
Ob6yyeHune
8 MmeeTca nn B Hannumm yTBepXAeHHas rogosas nporpamMmma obyue-
HUA. a TOM 4yucne no Bonpocam Tpe6oBaHuii TOCT P 522497
9 MMeloTcA nNu NUCTbl yyeTa WHAMBUAYaSIbHOTO O6y4veHUst coTpya-
HUKOB?
10 KoHTponupyeTtca nu ycBoeHne 3HaHuii? C Kakoli NepnognyHoCcTbo?
11 MpoBoAUTCA N MHCTPYKTaX MO TexHuke 6e3onacHocTn? C Kakoi

perynapHocTbio? ViMerTcs M NPOTOKO/bI?

43
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OueHka
bf nin KOHTpO/bHb I BONpoC
Ja Het

MomelieHna ckNajckux 30H, obopyaosaHue, npné opbl

12 MmeloTca M Ha NpeanpusiTUM cknafAckue 30HbI, oGecneuyvBatoLne
crneunanbHble YC/IOBUSA XpaHeHWs (TemnepaTypy, BNaXHOCTb)?

13 MpoBOAUTCS 1M MOHWUTOPUHT YCNOBWIA CKNAACKOTO XpaHeHus (Tem-
nepaTypHoOro pexuma, BAaxHOCTM BO34yxa)?

14 VMimetoTca v B HA/IMUUM n3MepuTeNbHbIE CPeACcTBa, NPUGopkI, BeCbI?
Kaknum o6pa3omM ocylecTBASETCSA MOPSLO0K KOHTPONS, KannGpoBku,
TeXHNYECKOro 06CyXnBaHUs:
- 0603HayeHUeM, 3TUKeTUPOBaAHWEM, MOPAAKOM MPUCBOEHNA HO-
mepa:
- CUCTEMOW Hymepauuu Ha cknage:
- BefleHneM XypHasioB Npu6opoB 1 N3MepUTesbHbIX CPeACTB?
MMeeTca num nporpaMma TEXHUYECKOro OGCAYXWBaHWA: rofoBble.
exeMmecsiuHble, exeHeaeNbHble, eXeHeBHOe TexobcnyxusaHue?
JlokyMeHTupyeTCs Nn BCe Hagnexawmnm ob6pasom?

15 MMeloTcsa Nn cKNafjckue MHCTPYKUUKM no paboTe ck1afos, BKAOYas
cXeMy cknagmpoBaHua n obpaleHus maTepuana? PaspaboTaH nu no-
pAfoK o6palweHus ¢ HUMK? Hagnexawmm nm o6pasom XpaHATCH WH-
CTPyKUnn?

Kaknum o6pa3om BefeTcs CKNafCcKkol yyer:

- Ha mMcTax yyeta;

- B KOMNbIOTEPHOl cucteme?

Hagnexawmm nv o6pa3om XpaHATCSA [OKYMEHTbI?

MmeeTca NN MHCTPYKLMSA MO TPaHCNOPTUPOBKE MaTepuanos?

OcyuecTBNAeTCA /M AOKYMEHTUPOBaHMEe MOCTYNNEHUS U OABUXEHUA
NpoAyKUMM 1 yNnakoBOYHbIX MaTepuanos?

MmMetloTca nn 3anucu oTaena KOHTPOsSA KayecTBa O NMPoOBepke COOT-
BETCTBMSA CbIpbs, NonydabprukaToB M YyNakoBOYHbLIX MaTepuanosB nepeg
BblJayeii B Npon3BoACcTBO?

BegeTtca v NUCbMEHHBIN yyeT NpoayKuun, Matepunanos, ynakoBku u
3TMKeTUpoBaHMsA (Bblgaya 1 BO3BpaT OCTaTKOB)?

VIMeloTca N1 B HaIMYMM BCE aHaNUTUYeCKne NNCThbI, nacnoprta n cep-
TUhrKaTbl COOTBETCTBUSA HA OCBOBGOXAEHHbIE /IeKapCTBEHHbIE CPeACcTBa,
Cblpbe, yNakoBO4YHble MaTepuasnibl?

Pa3pab6oTaH N1 NOpsafoK AOKYMEHTUPOBaHUA oT6opa o6pa3LoB BHYT-
pu cknaga, ydyeT o6pasuoB, A4OKYMEHTUPOBaHMe?

OcyuwecTBnsieTca Nn [OKYMeHTMpOBaHWe pe3ynbTatoB o6cnepo-
BaHWn 1 NnpeanucaHnin?

16 Co6ntogaetcs M NopsgokK Y60opKu ckagckux noMeLweHnii?
OcyliecTBnsAeTca N1 AOKYMEHTMpOBaHWe y60pks B COOTBETCTBUM C
MHCTPYKLMAMU, BefeHre XypHana yoopku 1 aes3vHpekuun?
MpoBogsaTca nu Ae3nHdekunn?
MmeeTca nu cnucok Ae3nHpuunpyowmx cpeacts?
Paspa6oTaHa /M MHCTPYKUUS MO MeponpuATUSIM Nocsie NpoBefeHns
ne3nHdekunmn?
MpoBOAUTCA /I YHUUTOXEHUE TPbI3YyHOB?

CBefeHuns 0 NOMeLWeHnsax

17 BbinonHsaeTcsa nn otéop npo6 (06pasLoB) NpoAyKLMM 1 MaTepuanos B
COOTBETCTBUM C YCTAHOBJ/IEHHbIMMN TpeboBaHNAMN?
MmetoTca nn 060cobeHHble NomelleHns (30Hbl) ¢ obGecneyeHnem
Tpe6oBaHU YNCTOTbI?
MmeeTca nu yeTKas MapkMpoBKa MOMeLLeHNA?
MpoBoANTCA NN B CPOK 3aMeHa hunbTPoOB?
[oKymeHTMpyeTCsa M1 3ameHa puibTPOB?
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OueHka
M nmn KOHTPO/bHBbIA BONpoC 3ameyvaHusa
Oa Het

18 Mcnonb3yloTcsa Nn NoOMeLeHUs UCKIKYUTENIbHO B COOTBETCTBUU C
npeAyCcMOTPEHHbIMU LenaMm?
MMetoTca Nn BblAeNeHHble 30HbI:
- npvema nonynpoAykToB U YMNaKOBOYHbIX MaTepuasioB C BO3-
MOXHOCTbIO OUYUCTKM BHELUHEl ynakoBKU.
- XpaHeHus NonynpoayKToB:
- XpaHeHus roTOBOW MPOAYKLUMW, HAXOAsIWENCS B KapaHTUHE;
XpaHeHUs ofo06peHHOl roToBOI NpoAyKuuN;

- XpaHeHWs YMNakoBOYHbIX MaTepuanoB, CHabGXeHHbIX Tunorpad-
CKMMUN HaANUCSAMU, APYTUX BYMaXHbIX MaTepuanoB (M30/1MPOBaHHbIX OT
[0CTyna NOCTOPOHHUX NNLL);

- XpaHeHus oT6pakoBaHHON, BO3BpPALLEHHOW MM OTO3BAHHOW MNpo-
AyKumMn?

COOTBETCTBYIOT /1M YC/IOBUS XpaHEHWs YCTaHOB/IEHHbIM Tpeb6o-
BaHUAM?

19 Co6n0AalTCA M Mepbl MO FTUTUEHE:!
- OTCYTCTBME 3ambl/IEHHbIX MOBEPXHOCTEN;
- Hanuuve NAeHTU(MUKALVOHHBIX KOHTEHEPOB A1 c60pa OTX0L40B U
Mycopa;
- OTCYTCTBME HACEKOMbIX.
- Ha/MuMe VHCTPYKLMIA NO CAHUTapUK U TUTUEHE?

20 CooTBeTCTBYET /I HOPMATUBHbLIM TPeGOBaHUAM:
- OoCBelleHue;
oTOoM/eHNe.
- BEHTUNAUMS;
CcHab)xeHne 3M1eKTpoaHeprueii, BOAOW;
Temneparypa, BaxXHOCTb?
Kak npoBoAWTCA KOHTPO/b BOAbl, B TOM 4UC/le, MUKPOGUO-
nornyeckmii?

21 Kakum 06pa3oM OCyWecTBASAETCA WAEHTU(UKALUSA W NPUCBOEHME

CKMafiCKOro Homepa:

- Ha/iMuMem 4YeTKOM MapKUPOBKW CbIpbsl, MaTepuasoB W roToBOW
npoayKumu;

- UCMOMb30BaHVWEM 3TUKETKM CcTatyca, 0603Havawloleli KauyecTBO
NpoAYyKLUMK N ee 0CBOGOXAEHVE (LBETHbIE CTUKEPbI)?

Iae 1 KeM OCyLecTBNAETCA «0A06peHne» NpoayKuum?

MpoBOAAT N MAPKMPOBKY CKMNAACKMX y4acTKOB?

Mpouve ceBepeHns
22 OcyulecTBasifiacb N arrectauma? Nmeertcs v AOKYyMeHT?

23 MpoBoAuINCL NN BeAOMCTBEHHbIE KOHTPOJIbHbIE MPOBEPKU, BHYT-
pPeHHMe NpoBepkn?
MmeeTcsi N1 NPOTOKOJ/I NMPOBEpPKM B PacnopshKeHUW PYyKOBOAWUTENS
cknapa?
MpoBoAUNNCE N KOPPEKTUPYIOLWME MEPONPUATUS MO NPOTOKONY?

PykoBoauTe b rpynrbl BHyTPEHHEro ayanTa. O3HAKOM/EH

YneHbl KOMUCCUN: PyKoBOAUTETb KOHTPOSIMPYEMOTO
nogpasgeneHus:
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