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MpeaucnoBue

LiennunpuHumnbl cTaHaapTrsaummn B Poccuiickoi Penepaumm yctaHoBneHb! denepanbHbiM 3aKOHOM OT
27 nekabpa 2002 r. Ne 184-93 «O TeXHNYECKOM perynmpoBaHuny, a Npaeuna NPUMeHeHNs HaLUMOHamNbHbIX
craHaaprtoB Poccuiickon Pepepaumm — FOCT P 1.0—2004 «CraHpaptm3auus B Poccuiickon ®enepaumn.
OCHOBHbIE NONOXEHUA»

CBepeHuA o cTaHaapTe

1 PASPABOTAH O6wwepoccuiickoi obLwecTBEHHOWN opraHn3aunen «Accoumaums MHKEHEPOB MO KOH-
Tponio Mukpo3arpssHeHui» (ACUMHKOM)

2 BHECEH TexHn4eckummn koMmuteTamm no ctaHaaptusaummn TK 458 «Mpasuna nponssoactea n KOHT-
pons ka4yecTBa NekapcTBeHHbIX cpeacTs» U TK 184 «ObecneveHne NPOMbILLNEHHON YNCTOTbI»

3 YTBEPXOEH W BBEOEH B AENCTBWE MNpukazom GenepanbHOro areHTCTBa Mo TEXHUYECKOMY pery-
nupoBaHunio n MeTponorum ot 21 anpensa 2006 r. Ne 73-ct

4 BBEJIEH BMEPBGIE

UHgbopmayusi 06 usmeHeRuUsiX K HacmosiueMy cmaHOapmy nybnuxkyemcsi 8 exez2o0Ho u3dasaeMoM
UHGhOPpMaYUOHHOM yKasamere «HayuoHansHbie cmaHOapmbiy, 8 mekcm U3MeHeHUl U TonpasoK — 8 exeMe-
CAYHO U30asaeMbix UHGHOPMAaUUOHHBIX ykazamensax «HayuoHanbHbie cmaHOapmbl». B ciyqae nepecmompa
(3amMeHblI) unnu ommMeHs! Hacmosiweeo cmanGapma coomeemcemeayrou,ee yeedomnerHue 6ydem onybnukoeaHo
8 eXeMecA4HHO U3dasaeMoM UHGHOPMaYUOHHOM yka3amene «HayuoHansHsie cmaHdapmei». Coomeememey-
rowas uHghopmayusi, yseAoMIeHUS U MeKCMbI pa3MeLyaromes makxe 8 UHghopMayUuoHHOU cucmeme obuje2o
none308aHust — Ha oghuluansHoM catime ®edepasibHO20 a2eHmMemea o MEeXHUHYECKOMY pPe2yriuposaHuio U
memponoauu 8 cemu iHmepHem

© CranpaptuHdopm, 2006

Hacroawmit cTaHAapT He MOXET BbITb MOMHOCTBLIO UMK YaCTUYHO BOCNPOU3BEAEH, TUPaXMPOBAH U pac-
NPOCTPaHeH B KaYeCcTBe OhNLUMANBLHOIO usaaHns 6e3 paspelleHns deaepanbHOro areHTCTBa Mo TEXHUYECKO-
MY PErynmpoBaHuio U MeTPoNormm
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BBepeHue

JlexapcTBEHHbIE CpeacTBa ABNAINTCA 0coObIM BUAOM NpoayKumn. K HUM npeabaBnsioTCA BbICOKKE Tpe-
60BaHNA No 6e30nNacHOCTU U 3AEKTUBHOCTH, OBecNeunBaeMble Ha BCEX 3Tanax paspaboTkun, CNbITaHni,
NpON3BOACTBA W peann3aLun.

TpeboBaHns K NPOMU3BOACTBY NEKAPCTBEHHbIX CPEACTB YCTAaHOBMEHbI CUCTEMOOOPA3YIOWMM CTaHAap-
ToM FOCT P 52249. Hactoawmi ctaHaapT BXOAUT B KOMMNAEKC CTaHAAPTOB, OTHOCALLMXCA K NPOU3BOACTBY
nekapcTBeHHbIX CPEACTB, M AeTanuaupyet Tpe6oBaHuA k cucteme obecneveHns ka4ecTsa Ha atane Npou3s-
BOACTBA.

O6ecneyveHne Ka4eCTBa SIBMNAETCS KOMNIMEKCHON 3aaadei, B KOTOPYIO BXOAAT:

- UCNONb3OBaHME MATEPUANOB, OTBEYAIOLLMX 3aAaHHbIM TPEGOBaHNAM,;

- NPON3BOACTEO NPOAYKLIMKM B NOMELLIEHUAX U HA 060PYAOBaHNN, rapaHTUPYIOLLIMX BbINYCK MPOAYKLWN B
COOTBETCTBUN C 3aAaHHLIMN TpeGOBaHMFIMVI;

- Hagnexallasa NoAroToBKa NPOU3BOACTBA;

- COOTBETCTBUE NEepcoHana TpeboBaHnam K npoeccuoHanbHON NOArOTOBKE, IMUYHOM MTMIMEHE, UCMOMNHK-
TENbHOCTN N fOOPOCOBECTHOCTM.

[aHHble ycnoBus A0MKHbI ObiTh YKa3aHbl B CUCTEME [OKYMEHTaUMK, criefjoBaHue KOTOPOW MO3BONUT
rapaHTUpOBaTb KA4€CTBO NPOAYKLUK, MOATBEPANTL €70 NPU NPOBEAEHNM KOHTPONS M UCKIMIOYUTb PEKNaMaumn.

Hapsgy co cka3aHHbIM cneagyeT NOCTOAHHO NPOBOAUTL aHaNU3 CNy4YaeB OTKNOHEHUI OT TpeGoBaHni
cneuncdukaunin 1 NnapameTpoB (onepauuin, NPOLECcCoB), NPeACTAaBNADLINX PUCK ANA CTaGUNbLHOCTY Ka-
YecTBa ¢ pa3paboTkoi M peanu3saunein NNaHoB OPraHM3aLNOHHO-TEXHUYECKUX MEPONPNATUI NO 0Gecnede-
HWIO Ka4eCTBa.

Mpu pa3paboTke cTaHpapTa UCMONb3OBaHbI POCCUINCKUE HOPMAaTUBHbIE AOKyMeHTbl (TOCT P 6.30),
matepuanbl BO3 n FDA CLLA [1], [2].
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HAUMWOHANBHBLIN CTAHOQOAPT POCCUMNCKOHNW OSOEONEPALMUMU

MNpou3BoaCTBO NEKapCTBEHHbIX CPEACTB
CUCTEMA OBECIMNEYEHMA KAYECTBA
O6wue TpeboBaHuA

Manufacturing of medicinal product. Quality assurance system.
General requirements

DaraBeegeHna — 2007—01—01

1 O6nacTb NnpuMeHeHUs

Hacroawmi craHaapT ycraHaBnvBaeT TPebOBaHMA K cucTeMe obecnedeHna KavyecTsa Mpu Npoms-
BOACTBE NEKAPCTBEHHbIX CPEACTB C LeNblo X rapaHTUPOBAHHOTO COOTBETCTBUA TEXHUYECKUM pernameHTam,
HAUMOHANbHLIM U MEXIOCYapCTBEHHLIM CTaHaapTaMm, FocyaapcTteeHHon dapMakonee, APYrMM HOPMAaTHB-
HbIM AOKYMEHTaM, CTaHaapTam NpeanpusTMA U cneLmanbHbIM Tpe6oBaHMAM, 3aaaBaeMbiM NPU perncTpaumm
neKapcTBEHHbIX CPEACTB.

CraHpapT gononHaeTt cuctemoobpasylowmin craHaapt FOCT P 52249 u petanuanpyet TpeGoBaHuA K
cncTteme obecneyeHmns kadyecTBa. KOHKpPETHbIE OPraHN3aLMOHHbIE U TEXHUYECKHE TpeGoBaHUA K AOKYMEHTa-
LMK, NpoLieccaM 1 060pyaoBaHuIo (CTepUnNM3aums, NOAroToBka BoAbl, TEXHOMNornieckoe obopyanosaHue, 4mc-
Thble MOMELLEHUS U MP.) pacCMaTPMBAIOTCS B APYIMX CTaHAapTax.

2 HopmaTuBHbI€ CCbINKU

B HacTosLLEM cTaHAapTe MCMONb30BaHbl CCbINKW Ha crieayowme CTaHaapThbl:

FOCT P 6.30—2003 YHUDULUMPOBAHHbIE CUCTEMbl AOKYMEHTaUMW. YHWUMUMPOBAHHaA CUCTEMaA
OpraHn3aLmMOHHO-PaCcNoPAANTENbHOM AOKYMEeHTaumun. TpeboBaHns k 0POPMIEHMI0 AOKYMEHTOB

FOCT P NCO 13408-1—2000 Acentuyeckoe NPOU3BOACTBO MEAWMLUMHCKOWM npoaykuuu. Yactb 1.
Ob6wue TpeboBaHns

FOCT P UCO 14644-4—2002 YncTble NOMeLLEHNS N CBA3AHHbIE C HUMW KOHTPONUpyemble cpeab.
YacTb 4. [poekTrpoBaHue, CTPOUTENLCTBO M BBOA B 9KCNNyaTaLuio

FOCT P 52249—2004 MMpaBunna Npon3BOACTBa M KOHTPONS Ka4E€CTBa NEKapCTBEHHbLIX CPEACTB

MpumeyaH ne— MNp1NoNb3oBaHUM HACTOSALLUM CTAHAAPTOM LleNecooBbpasHo NPOBEPUTL AENCTBUE CChINOY-
HbIX CTaHAapPTOB B MH(OPMALMOHHON cuCTeMe OBLIero Nonb3oBaHWa — Ha ouuManbHoM cante deaepanbHOro
areHTCTBa MO TEXHUHECKOMY PerynupoBaHu1I0 U METPONOrM B CETU IHTEPHET UMK NO eXeroaHO U3aaBaeMoMy UHGOpMa-
LIMOHHOMY yKa3aTento «HaunoHanbHble CTaHAapTbl», KOTOPbIA ONYBRANKOBaH MO COCTOSHMIO Ha 1 AHBaPS TEKYLLEro roaa, u
M0 COOTBETCTBYIOLMM EXEMECAYHO U3AaBaeMbIM UH(OPMALIMOHHBLIM YKa3aTenam, onyGnmuKoBaHHbIM B TEKYLLEM roay.
Ecnu CCbINOYHbIM AOKYMEHT 3aMeHeH (M3MeHEH), TO MPU NOb30BaHUN HACTOALLMM CTaHAaPTOM CheadyeT pyKoBOACTBO-
BaTbCA 3aMeHEHHbIM (M3MEHEHHBIM) AOKYMEHTOM. ECNN CCbINOYHBIM AOKYMEHT OTMEHEH 6e3 3aMeHbl, TO NONOXeEHWe, B
KOTOPOM [aHa CChINIKa Ha Hero, MPUMEHSIETCS B YACTK, He 3aTParMBaloLLein 3Ty CCbInky.

3 TepmuHbI U onpeaeneHus

B HacTosIWeM cTaHaapTe NprMeHeHbl TepMUHbI M onpeaenenns no FTOCT P 52249, a Takxe crneayolime
TEPMUHbI C COOTBETCTBYIOLLMMM ONpeaeneHNsMu:

3.1 nnchopmauma o npeanpuaTMM (Aocbe npeanpuaTun) (site master file): JokymeHT, conepxawmii
OCHOBHbI€ JaHHblE O NPeanpUATUN.

N3paHune opmumansHoe
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3.2 kavecTBO NexapcTBeHHoro cpeacTaa (quality of medicinal product): CooTeeTcTBME NEKapCTBEHHO-
ro cpeactea TpebosaHnam cneumndukammn, hapmMakonenHon CTaTby UK APYroro AOKYMEHTA.

3.3 cucrema obecneveHuns kayectBa (quality assurance system): Komnnekc opraHn3aLmMOHHbIX ¥ TEXHK-
Yecknx Mep, 06ecneymnBaloLLMX BbiNyCK NEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C 3a4aHHLIMU TPEOOBaHNAMN.

3.4 xputnyecknin napameTtp (critical parameter): MapameTp, BNMAIOWNIA HA KAYECTBO NEKapCTBEHHOrO
cpeacrea.

3.5 ypoBeHb genctBuaA (action level): 3HaueHVe KOHTPONMPYEMOTrO NapameTpa, NPy AOCTUXKEHUMN KOTO-
poro TpebyeTca HeMeAneHHOoe onpeaeneHne N yCTpaHeHne NPUHMH BBUAY ONACHOCTH BbIXxOAa napaMeTpa 3a
AonycTuMble npeaen.

3.6 ypoBeHb npeaynpexaenus (alert level): 3HaueHne KOHTpoNUpyemoro napameTpa, KoTopoe cBuae-
TENbCTBYET O BO3MOXHOM TEHASHLUMM €ro BbIxOAa 3a AONYCTUMbIE Npeaentl, 4To TpebyeT aHanu3a NPUYnH
M3MeHeHnA napameTpa un, Npum He06X0ANMOCTH, NPUHATNA COOTBETCTBYIOLLNX MEP.

3.7 NPOMBIWNEHHBIA PErNaMeHT, TEXHONOrMYECKan MHCTPYKUUA U MHCTPYKUMA MO ynakoBKe
(manufacturing formulae, processing and packaging instructions): [lokyMeHTb!, ONpeaenstoLLmne BCE UCTONb3Y-
eMble CXOAHbIe MaTepuarnb! M onepauymn No NPON3BOACTBY N YNAKOBKE NPOAYKLMNN.

3.8 MHCTpYKUMA, MeToAMKa, Npoueaypa (procedure, standard operating procedure — SOP): [lokymeH-
Thbl, COAEPXaLLME YKa3aHWS MO BbINONHEHNIO OTAENbHbLIX BUAOB ONepaumni (HanpuMep, No O4YUCTKE, Nepeoaesa-
HWI0, KOHTPOIIO OKPYXXatoLLEN cpeabl, OT6OPY NPo6, NpoBEeASHNIO NCMbITAHWIA, 3KCNNyaTauun 060pyA0BaHNS).

MpuMedaHue—B aHrNOA3LIMHON NUTepaType ucnonbsyeTtca TepmnH «Standard Operation Procedure —
SOP». MpuMeHeHWe B pycckoM A3bike TepMuHa « CTaHaapTHas onepaunoHHas npoueaypa — COMy, saensiowlerocs same-
HOW NaTUHCKMX GYKB KUpUNNULIER, HE UMeeT COAEPKaTeNbHOro CMbICNA, He A06aBNAET HOBU3HLI B O6LLENPUHATBIE OTe-
YeCTBEHHble TEPMUHbI U HE PeKOMEHAYeTCS.

3.9 npoTtokon Ha cepmio (record): [JoKyMEHT, OTpaxaloLwmi Xxoa NPON3BOACTBa KaXa0M cepym Npoayk-
LMK, B T. Y. paspeLleHne Ha ee peanuaaumio, n Bce GakTopbl, BNMAIOLLME HA KAYECTBO FOTOBOV NPOAYKLIMN.

MpunmMeyaHune—Bnpotokon Ha cepuio cneayeT Takke BKNIOYATL AaHHbIE O NPOBEASHNU NOAFOTOBUTENbHBLIX
paboT nepen NPON3BOACTBOM CEPUN, BAMSIOLLIMX HA KAa4E€CTBO NPOAYKLUMN (04UCTKa U cTepunnsauma obopyaosaHus, ybop-
Ka noMeLleHuin unp.).

3.10 aTrecTauus (qualification, validation): MoaTeepxaeHne COOTBETCTBUA 3aAaHHLIM TPEGOBaHUAM.

MpumevaHuns
1 Ha pa3nuyHbix 3Tanax NpoeKkTMpoBaHWA, MOHTaXka M BBOJIa B 9KCNnyaTaLmio 06bekToB NPOBOAATCA:
- arTecTauun npoekra (DQ — Design Qualification);
- aTTecTauusa B nocTpoeHHoM coctosiium (IQ — Installation Qualification);
- aTTecTaumMs B ocHalleHHOM cocTosiium (OQ — Operation Qualification);
- aTTecTauusa B akcnayaTtupyemom coctosiium (PQ — Performance Qualification).
2 [ns npoBeaexus aTtectauum TpebyloTcsa nporpamma atrectaumm (validation master plan) u metogukm atrecta-
uun.
«BanuaaunoHHbI MacTep NNaH» — HepekoMeHAYyeMblil TEPMUH.

4 Conep)KaHue cucTeMbl obecnevyeHus KauecTea

4.1 HazHa4yeHne cucTeMbl 06ecneyeHns Ka4yecTBa

Cucrema obecneyeHns KayecTBa B NPOU3BOACTBE NEKAPCTBEHHbIX CPEACTB [IOMKHA rapaHTUPOBaTh
BbiMOMHEHUE OCHOBHbLIX TPEOOBAHWI K BbiMyCKaeMOM NPOaYKLUMNMA:

- cooTBETCTBUE crneundukaumm (papmakoneinHomn ctatbe), B T. Y. OTCYTCTBUE NOCTOPOHHMX BKIIOYEHUN
PU3N4ECKON, XMMNHECKON M MMKPOBMONOrMYeCKOn NPUPOAbLI, BLIXOAALLMX 32 YCTAHOBMNEHHbIE Npeaens;

- COXpaHeHne CBOMX CBOWMCTB B TEYEHME YCTaHOBMNEHHOIO CPoKa rofHOCTH;

- HaNn4Mne NPaBUNbHOM 1 YETKON MaPKNPOBKN.

CylecTBeHHble 0COBGEHHOCTH, OTNMYAIOLWNE NEKAPCTBEHHbIE CPEACTBA OT MHOMMX APYrMX BMAOB Npo-
OYKLUMK, COCTOAT B CNeayioLlem:

- CMMOLUHON KOHTPOIb FOTOBbIX NEKAPCTBEHHbIX CPEACTB HEPAa3pYLUAIOLLMMN METOAAMM MO BCEM MOKa3a-
TENSAM HEBO3MOXEH, T. €. KOHTPOTb Ka4eCTBa MOXET BbINONMHATLCA TONLKO MO BbIGOPKE OnpeaeneHHoro Yicna
00pas3sLoB 13 cepun NPOAYKLNK;

-noTpebuntens He MOXET NPOBEPUTL KAYECTBO NEKAPCTBEHHLIX CPEACTB, OH MOMHOCTLIO I0BEPSET CONPO-
BOAMTENbLHOM AOKYMEHTALMWN MPOM3BOANTENSA.

BbIGOPOYHBIN KOHTPOML HE AAeT rapaHTUK TOro, YTO AedeKTHaA NPOAYKLMA HE OKAXKETCA HA PbIHKE.
B cBSA31 C 3TMM Ka4€CTBO NEKapCTBEHHOrO CPeaCcTBa A0IMKHO ObITh 06ecneyeHo TEXHONOrMeN M opraHu3aumen

2
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NPOM3BOACTBA TaK, YTOObI MPOAYKLMSA, HE COOTBETCTBYIOLLAA YCTaHOBMEHHBIM TPEGOBaHMAM, HE Morna nos-
BUTbCA.

4.2 MNpuHunnbl o6ecneyeHnA KayecTBa

Ob6ecneyeHne kavecTBa nekapCcTBEHHbIX CPEACTB OCHOBaHO Ha CreayoLLmMX NPMHLMNAX:

a) YeTkoe onpeneneHve 06A3aHHOCTEN 1 OTBETCTBEHHOCTU PYKOBOAUTENEN U BCEX COTPYAHWKOB npea-
NpuaTns. NoHMMaHne BCeM KONMEKTUBOM 1, B NePBYI0 odepeab, PyKoBoaMTENEM NPpeanpuUsTUS, NepBOCTENeH-
HOM ponn cucTemMbl obecneyeHns Ka4ecTea B NPOM3BOACTBE NEKAPCTBEHHbIX CPeACTB.

b) [lokymeHTanbHOe 0hopMneHne BCeX NPOLECCOB NPOWU3BOACTBA, KOHTPONS Ka4eCTBA U NP. B KOHKPET-
HOM, NCHEPnbIBAIOLLIEN M NOHATHOM ANA Kaxaoro paboTHWka hopme ¢ AeTanusaumen Kaxaon onepauum unm
Kaxxgoro TpeboBaHmns Tak, HTo6bl N06oe AeCTBIUE BbINONHANOCH B COOTBETCTBUM C JOKYMEHTOM M AENCTBUS NO
YCTHOMY PacnopsKEHVIO MNW NO NINYHON TPAKTOBKE UCKMIOYaNNChb.

¢) OpraHn3aums Npon3BOACTBa B COOTBETCTBUM C AOKYMEHTaLMEN NPeanpuaATUA 1 AeCTBYIOLLMMUN HOP-
MaTtuBHbIMW OKYMEHTaMWn.

d) ObecneveHne NpocnexmBaeMocT BCEro NpoLecca NPOM3BOACTBA M KOHTPOMNS Ka4yecTBa 3a CYeT
NONHOrO AOKYMEHTUPOBAHWA BbINOMHEHNA BCEX OnepaLuii U NONyYeHHbIX Pe3ynbTaToB OT MpreMa Matepua-
noB A0 peanuns3auvn npoaykunn.

€) KOoHTponb MCXoaHbIX M YNAKOBOYHbLIX MaTepUanos, NPOMEXYTOYHON N rOTOBON NPOAYKLMU B MONHOM
COOTBETCTBUM C YCTAHOBMNEHHBIMW TPE6OoBaHNAMM. icnonb3oBaHne MaTepnanos, COOTBETCTBYIOLMX YCTAHOB-
neHHbIM TPpeboBaHuAM. VcknioueHne NCnonb3oBaHNUs HbIX MaTepranos.

g) BoinonHenne Tpebosanuin FOCT P 52249 k nomeLleHnsam, 060pyaoBaHMIO M NPOLLECCaM [OCTUraeTcst
Hann4yMeM nNpoeKTa NPou3BOACTBA, COOTBETCTBYIOLLErO HOPMATUBHLIM AOKYMEHTaM, U €ro IOMKHON peanusa-
Luen.

h) YkoMnnekroBaHHOCTb NPOM3BOACTBA NEPCOHANOM, UMEIOLMM HEODX0ANMYIO NOAFOTOBKY U AUCLMI-
INUHY.

i) UcnonHntenbckaa ancumnnmia — o6a3aTenbHOe U TOYHOE BbINONHEHWE NEPCOHANOM CBOMX 00S3aH-
HOCTe1, NPUKa30B, PacnopsKeHN N APYINX AOKYMEHTOB, a TakKe MHpopMnpoBaHue pykoBoACTBa O cUTyaLu-
AX, CBA3AHHbIX C HEBbINOMTHEHMEM NOPYYEHHOro aena. KOHTpOJ‘Ib BbIMNONHEHNA NEPCOHANOM YCTAaHOBNEHHbIX
Tpe6oBaHn.

j) TIOCTOSHHbBIV aHanNn3 ka4yecTBa NPOAYKLMK, Cry4aeB OTKNOHEHUA OT cneuudukaumin u NPUYKMH pekna-
MaLui; OpraH1M3aLms OT3bIBOB NPOAYKLMN, HE COOTBETCTBYIOWEN TpeboBaHNAM; aHanu3 pUCKOB 1 onpeaene-
HVEe KPUTUYECKMX TOYEK; MPoBeAeHNe CaMOVHCNEKUMIA, T. €. HanMuue NOCTOAHHON OBpaTHOM CBA3N Mexay
peaynbTaTammn paboTbl, C OAHON CTOPOHBI, U TEXHONOTMYECKMM NPOLECCOM, NePCOHANOM, Matepuanamm napy-
rMMK pecypcamu, ¢ APYrow.

k) KynbTypa npoussofcrsa:

- YACTOTA Ha NPeaNpPUATUN (TEPPUTOPUK, B NPON3BOACTBE, BCNOMOTaTe NbHbIX, CKNafiCKUX U GbITOBbIX
noMeLeHnn n np.);

- NINYHAA MIMrMeHa, akKypaTHOCTb N NP.;

- KyNbTypa B3aMMOOTHOLLEHUI (KOpPeKTHaa paboTta pykosoanTenen, cosaaHne 6naronpuaTHOro NCUXo-
NOrNYeCcKoOro MUKPOKNMMAaTa Ha BCEeX YPOBHSAX).

4.3 CTpyxTypa cucTteMbl 06ecney4eHnn Kka4yecTBa

Cucrema obecneyeHus kauecTBa Npu NPOU3BOACTBE NEKAPCTBEHHLIX CPEACTB COCTOUT M3 CNEAYIOLLMX
3NEeMEeHTOB.

4.3.1 Unchopmaumsn o npeanpuaTun

«UNHdopmaums o npeanpuaTum» — AOKYMEHT, COAePXaLLui OCHOBHbIE AaHHbIE O NPeANPUATUN B COOT-
BETCTBUM C noapasnenom4.4.

4.3.2 Pa6ota ¢ maTepnanamm

HaHHbivi pasgen BknioyaeT B ce6a AOKYMEHTALMIO, perNaMmeHTUPYIOLLYI0 B3AUMOOTHOLLEHNA € NOCTaB-
LUMKAMM UCXOAHBIX M YNAKOBOYHLIX MaTEPUanos, NOPAAOK NpueMa MaTepnanos, otbopa npo6, KapaHTUHHOTO
XPaHEHWA 1 Np. OT 3aKNoUYEHNA AOroBOPoOB (0hOPMNEHNA 3aKa30B Ha MOCTABKY MaTepranoB) A0 BbiAayn MaTe-
pnanos B NPON3BOACTBO B COOTBETCTBUM C Pa3nenom 5.

4.3.3 OpraHusauma npou3BoaCcTBa

[NaHHbIN pa3aen BKMIOYAET BECb KOMMSEKC AOKYMEHTaLMK, pernamMeHTUpYIoLLE NPOU3BOACTBO NEKapCTBEH-
HbIX CPEACTB, OT NOMYYEHUs UICXOAHbLIX MATEPUAsoB Ha Cknaae MaTepyarnos A0 GAaYM NPOAYKLMM Ha CKaa v nony-
YEeHWA paspeLLIeHNA Ha peany3aLmio FOTOBOW NPOAYKLMN B COOTBETCTBUM C pa3fenom 6.

4.3.4 Kontponb kayecTBa

Pa3nen conepXuT AOKYMEHTALMIO N0 paboTe KOHTPONbHLIX NabopaTopuii, BKNIOYasa KOHTPONb Marepua-
NOB U roTOBOW NPOAYKLMWN B COOTBETCTBUM C Pa3fenom 7.
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4.3.5 AHanus xauecTBa

BknioyaeT B cebs npoBeaeHne aHanm3a puckoB, Cry4aeB OTKIIOHEHUS OT creumduKaLyi, peknamaumn n
OpraHn3aumio OT3bIBOB NPOAYKLMM C pa3paboTkoi Mep No NOBbILLEHWIO YPOBHA paboTbl B COOTBETCTBUM C pas3-
Aenamn 7, 11.

4.3.6 Ayaur

MpoBeaeHne BHELLHETO U BHYTPEHHENO ayAnTa NO3BONSET CBOEBPEMEHHO ODHAPYXNTb OTKNOHEHNA B
NPON3BOACTBE U CBA3AHHBIE C HUM (DAKTOPbI OT YCTAHOBSEHHbLIX TPeBGOBaHUI N NPUHATL HEOBXOAUMbIE MEPLI B
COOTBETCTBUM C pasaenom 13.

4.3.7 NMoaroToBKa NPOU3BOACTBA

B noHaTMe «NOAroToBKa NPOM3BOACTBA» BXOAAT pa3paboTka NpoekTa Npou3BoACTBa, CTPOMTENLCTBO,
ocHaleHne o6opygoBaHueM u npubopamm, paspaboTka AOKYMEHTaLUMM (METOAMK aTTecTalmm KpUTUHECKUX
nomeLleHuin, 060pyaoBaHUA 1 NPOLLECCOB, MHCTPYKLIWIA 1 Np.), NpOBEAeHUe aTTecTaLmmn ¢ opopMreHneM npo-
TOKONOB, pa3paboTka NNaHoB OPraHU3aLMOHHO-TEXHUHECKMX MEPONPUATUI NO OBeCneveHNIO KaYecTea n pas-
BUTUIO MPON3BOACTBA U NP.

4.3.8 Nepconan

Paspabotka, peannsaums n KOHTPONb BbINONHEHNA TpeboBaHUI K NpodeCCUOHaNbHOM NOAroTOBKE Nep-
COHana, cucTeMbl 06y4eHUA, UHCTPYKLUI MO NOBEAEHWNI0, NMYHOM TMIMEHE U Np. B COOTBETCTBUN C pa3aenom 9.

4.3.9 CucTtema KOHTPONA UCMOSNHEHUA

CoaepxnT OgOpMIEHHbIN AOKYMEHTANLHO U peann3oBaHHbIN OPraHN3aLUMoOHHO NOPAAOK KOHTPONSA
MCMONHEHNA N MEPbI BO3ENCTBUSA Ha HapyLUUTenen B COOTBETCTBUM ¢ pasaenom 10.

CTpykTYypa cucteMbl obecneveHns kayectsa npusoautcs B «MHgopmaumm o npegnpuatny . OHa pon-
XHa 6bITb AOCTYMHOW ANA BOCNPUATUA U HArNAAHOW, TaK KaK CMOXHbIE, 3anyTaHHbIe N HEACHO U3NOXEHHbIe
npeameTbl HE BOCMPMHMMAIOTCS, U K HUM, KaK NPaBuno, 0THOCATCA (hopManisHo. Mpumep 6nok-cxeMbl CTPYKTY-
pbl cUCTEMbI 06ecnedeHns kayecTBa NpuBeaeH Ha pUcyHke 1.

0O6ecneyeHne Npou3BoACTBaA:
- MIOArOTOBKA NepcoHana;
- KynbTypa Npon3BOACTBa;
= KOHTPONb U MOHUTOPWHT;
- TeXHU4eCckoe 06CnyxnBaH1e U PeMOHT

!

UcxoaHbie n
YNAKOBOYHLIO I'Ipo|¢|3|;onc'rso ] Kowtponb |,
MocTtaB- maTepmanbl ] rOTOBOM MNMotpe-
e pe
LMKKN npoayk- 6urtenn
KowTpons BHYTPUNPOU3BOACTBEHHbIN |, Luu
KOHTpOnb |
! T 1
1 I |
I |
-<J | |
nonmoana nNpou3BOACTBA: AHanm3s oTKNOHEeHUH 1 1
oT cneunduKaumin =] |
- NpoeKTupoBaHue; ]
- nomeLleHuns u obopyao- |
Banue; NMnaH meponpuaTIA
- aTTectaums 1Q, 0Q, PQ no o6ecne4YeHunI0 KayecTsa

PucyHok 1 — Cucrema obecneyeHus kayecTea

4.4 Uncbopmauma o npeanpuaTUm

B «UHdopmaumnm 0 npeanpuatin» NpUBOAATCA cneayiome AaHHbIe:
- HaUMEHOBaHWE N aapec NPeanpUATUN;

- HOMEHKNaTypa BbiNyckaeMOW NPoAYKLMY (€CNn AONYCTUMO);

- NAHHbIE O YNCNEHHOM cocTaBe (ecnu AONYCTUMO);
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- OPraHM3aLVoHHas CTPYKTYPa NPEanpUATKUS;

- OTBETCTBEHHOCTb PYKOBOAMTENEN CNYXObl KOHTPONSA Ka4ECTBa;

- NepeyeHb OCHOBHbIX CTAHOAPTOB, Ha KOTOPbLIX OCHOBAHa cMcTema obecneyeHns KayecTBa;

- CMCTEMATU3NPOBAHHbIN NepeveHb AOKYMEHTOB, MO KOTOPLIM BeAeTcs paboTa npeanpuatua, nogpasae-
NEeHUN M OTAEerNbHbIX UCNOMNHUTENEeN, NPOBOANTCA aTTECTaLMs U MCNbITaHna 060pyaoBaHUs, BeaeTcs obyveHne
nepcoHana n np.; Npy 60NbLLIOM KONUYECTBE AOKYMEHTOB MOTYT NPUBOANUTLCS BUALI (HAUMEHOBAHWA rpynn)
DOKYMEHTOB.

MpunoxeHunamm k «HdopMaLumm o NnpeanpPUATUAY MOFYT ObITb!

- NONMTYKA NPeanpUATMA B 06nacTu ka4ecTBa (Heoba3aTenbHbIN OKYMEHT);

- CBOAHbIN NepeYeHb BCeX AOKYMEHTOB Ha NPeANPUATUM (MHCTPYKLUW, METOAMKM, NPUKa3bl UNP.) CCUCTe-
MO KOANPOBAHWNA AOKYMEHTOB (Npn Heo6X0ANMOCTH).

KoHkpeTHOoe cofepxaHne «MHhopmaLmm o npeanpuaTimn» onpeaenseTcs Cammm npeanpusaTueMm.

Copepxanune «/MHdopmaLumm o NpeanpuaTun», pekoMeHayemoe BceMmpHoi opraHnsaumen 30paBoox-
paHeHus (BO3)[1], npuBeaeHo B Npunoxennmn A.

Ha npeanpuatn formkHO GbiTb onpegeneHo NKULO, OTBETCTBEHHOE 3a pa3paboTky «/Hdopmauum o
npeanpuatiny. PykoBoauTensaM noapasfeneHvin cnedyeT MpUHMMaTb akTMBHOE y4vacTue B paspaboTke
«MHbopmaLmn 0 NpeanpuaTUnY.

«NHdpopMaLmsa o npeanpuaTUn» AoMKHa 6biTb, MO BO3MOXHOCTH, KPaTKON U HaNMCAHHOW B ACHOW chopMe.
[JaHHbI AOKYMEHT A0mkeH GbiTb MONe3HbIM ANA COTPYAHNKOB U pyKoBOAUTENEW NPeanpuaTMS U NCNOMb3o-
BaTbCA B NPAKTUYECKON AeATEeNbHOCTY.

BaxHbIM 3N1€MEHTOM SBNSAETCA cUCTEMa YNpaBneHUs AOKYMeHTaLumen (B TOM Yncne KogupoBaHus),
NO3BONAIOLLAA NEerko HaxoaAUTb HYXXHbI JOKYMEHT B 3aBUCUMOCTM OT NOAPasAeneHns unm npouecca, KOHTpo-
nMpoBaTb BHECEHWE U3MeHeHni n np. CucTema ynpasneHUa JOKYMeHTaumen AoMKHa onpeaensTb eavHble
Tpe6oBaHus Kk pa3paboTke, 060POTY M aKkTyanusauum AoKyMeHToB. OHa MOXeT OblTb OhopMneHa B BUAE CTaH-
AapTa npeanpusaTva (opraHnsaumn).

«MHpopmaLma 0 npeanpuaTum» AOMKHa GblTb OTKPbITEIM JOKYMEHTOM, AOCTYMHbIM ANSA NONb30BaHUA
(3a McknoYeHeM AaHHbIX ANs cnyxebHoro Nonb3oBaHns).

4.5 OpraHn3aunoHHas CTPYKTypa npeanpuATUA

4.5.1 HasHa4eHne opraHn3aLmoHHOM CTPYKTYPbl — AaTb BO3MOXKHOCTb K&KAOMY NOHATH CXEMY YNpaBneHns
npeanpuATEM, B3aMMOCBA3N, MOAYUHEHHOCTb N CBOE MECTO B HEW.

4.5.2 OpraH13aumoHHan CTPYKTYpa NpeanpuaTMa MeeT HECKONBKO YPOBHEN:

- pyKoBOoAWTENb NPEANPUATUS;

- 3aMeCTUTENN PYKOBOAWUTENA (FNaBHbIA UHXEHEP, 3aMeCTUTENN NO NPOU3BOACTBY, Ka4eCcTBY, KOMMEp-
Yeckow paboTe, KanMTanbHOMY CTPOUTENLCTBY, OOLLMM BONPOCaM, PassnTnio u ap.);

- Ha4YanbHUKN NoApPa3AeneHnn (LexoB, OTAENoB, nabopaTopui, CNYX6 n Ap.), 3aBeayloLume cKnaaaMmm n
rMaBHblE CNELMANNCTbI (FNABHBLIN TEXHOMNOT, MaBHbIA MEXaHWUK U Np.);

- CTPYKTYPHblE €AnHULLI NoapasaeneHui (otaensl, 610po, cekTopbinnp.);

- UCNOMNHUTENN.

OpraHn3aunoHHas CTPYKTYpa [oMKHA OTpaXaTbh B3aMMOCBA3W MeXAY pasnyHbIMU YPOBHAMMW ynpasne-
HUA ¥ NoapasaeneHusaMu npeanpuaTua. Cneayet onpeaenuTb paboTHUKa (PYKOBOAMTENS), BLINONHAOLWERO
(pyHKLUMM YNONHOMOYEHHOIO NNLLA.

4.5.3 PykoBoauTenb NpeanpuaThA, ero 3aMecTutenu, pyKoBoanTENN NoaApasaeneHnin CTPYKTYpHbIX eau-
HWL, M UCNOMNHUTENW AOMKHbI UMETb onpeaeneHHble PyHKUMKU (0BA3AHHOCTM) N OTBETCTBEHHOCTb, KOTOPbIE
M3NaralTcA B AOMKHOCTHBIX MHCTPYKLMAX, KOHTPAKTaX UK APYrmX AOKYMEHTaXx.

He ponyckaertca nybnupoBaHne OTBETCTBEHHOCTMH.

4.5.4 Ina nogpa3aeneHnin  CTPYKTYPHbIX €AUHWUL, AOMKHBI ObITb pa3paboTaHbl NONOXEHUS, B KOTOPbIX
onpeaeneHbl CTPYKTYpa, 3aaayn, (OYHKLMK, NPaBa, B3aMMOOTHOLLEHMSA C APYTMMU NOAPA3AeNeHNAMN N OTBET-
CTBEHHOCTb.

4.5.5 OpraHnsaumoHHas CTPYKTYPa 1 AOMMKHOCTHbIE MHCTPYKLMK OnpeaensaioT NoAYMHEHHOCTb Noapas-
AeneHnin n paboTHNKOB.

4.5.6 B n0MKHOCTHOM MHCTPYKLWW YKa3blBAIOTCA:

- HAMMEHOBaHNE AOIMKHOCTY;

- kBanuvkaumoHHble TpeboBaHus (06pasoBaHmne, CTax paboTbl);

- NOAYUHEHHOCTD;

- hyHKUMM (NpaBa 1 0693aHHOCTU, BO3NaraeMble AaHHOM MHCTPYKLMEN Ha COOTBETCTBYIOLLIEE NULO);

- OTBETCTBEHHOCTb.

Kaxabiit paboTHUK AOSMKEH ObiTb 03HAKOMIMEH C AOMKHOCTHON MHCTPYKLMEN NOA PACnUCKY.
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4.6 PyxoBoACTBO NpeAnpuUATUA

PykoBoAcCTBY NpeanpuATMA, B NEepBYIO OYepeab NepBOMYy PYKOBOAWTENIO, MPUHAANEXUT pelualowwan
ponb B 0becneyeHnn KadyecTsa NPoayKLMN.

PykoBOACTBO NpeAnpUATIA OTBEYAaET 3a BbipaboTKy CTpaTerniyeckux peLleHuin, OpraHn3yeT UX BbiNosHe-
Hue, BbliaenseT Heo6XxoaNMbIE PECYPChl M OCYLLECTBNAET KOHTPONb Ppeanv3aLym NPUHATBLIX PELIEHNIA.

O6ecneyeHune Ka4ecTsa NPOAYKLUMM — CTpaTernyeckas Lenb npeanpusaTus.

4.7 O6ecneuyeHmne Ka4ecTBa U KOHTPONDb Ka4ecTBa

Ha npeanpuaTtum pexoMeHayeTcs UMeTb NoapasaeneHns:

- obecneyeHns kayecTBa (Hanpumep, oTaen obecneyeHns ka4yecTea);

- KOHTPONA KavecTBa (OTAEN KOHTPONA Ka4eCTBa).

B ¢hyHkumM oTAENa 0becneyeHna Ka4ecTBa BXOAAT:

- pa3paboTka CTPYKTYpbl CUCTEMbI 0GecneyYeHns Ka4ecTBa, KOHTPONb ee (PYHKLMOHUPOBaHUS, BHECEHNE
M3MeHeHU B cucTeMy obecneveHns Ka4ecTsa no Mepe pa3BUTHA NPOM3BOACTBA;

- pa3paboTka OCHOBHbIX (hOPM AOKYMEHTOB Y OCHOBHbIX 3N1E€MEHTOB CUCTEMbI 0GECNEeYEeHNA Ka4ecTBa
(oprcTpykTypa NnpeanpuaTvs, nepeyHn AOKYMEHTaUMn 1 np.);

- pacnpegeneHve BCEro KOMNeKca A0KYMEHTaLMmM No noapasaeneHnaM npeanpusaTia, KOHTPOsb paspa-
6OTKM JOKYMEHTOB, UX PACNPOCTPaHEHNSA, BHECEHUSI UBMEHEHWIN M UCNIONHEHUS;

- KOHTPOMb 0DY4YEeHUA N aTTeCTaLMn NEPCOHana;

- KOHTPONb Pa3paboTkn U peannsaumm NPOEKTOB NPOU3BOACTBA, PEKOHCTPYKLMM NPON3BOACTBA;

- KOOpAMHaLMs paboTbl NO aTTeCTaLMm NPOEKTOB, MOMELLIEHWIA, NPOLLECCOB M 060pyaoBaHNA (OTAENbHbIE
BMAbI aTTECTaLMN MOXET BbIMONHATL CaMm OoTAen obecneveHuns kavecTsa);

- KOHTPONb BbINONHEHWA TPEBOBaHNIN MIHCTPYKLMIA, METOAVK U APYMMX OKYMEHTOB;

- pa3paboTka 1 KOHTPOIb BbIMONHEHUS NNaHa MeponpUATUIA No obecneyeHnio cooTeeTCTBUA Tpebosa-
HuaM FOCT P 52249 v apyrmx HOPMaTUBHbIX AOKYMEHTOB.

OT1aen o6ecneveHns kKa4ecTBa NOAYMHASTCS PYKOBOAUTENIO NPEANPUSATUA.

OTaen KOHTPONA Ka4yecTBa BKMOYaET B ce05 KOHTPONbHbLIE NabopaTtopun.

PykoBoauTtenb oTAena KOHTPONS KavecTBa NPoAyKUMKN AOMKeH BbiTb HE 3aBUCUMbIM OT PYKOBOAUTENSA
Npon3BOACTBA.

4.8 MNonutnka NnpeanpUATUA B 06nacTu Ka4yecTBa

[ns noa4epkrBaHWA NepBOCTENEHHON ponv obecneyeHns KayecTBa M NOCTOAHHOIO aKLEHTUPOBaHUS
BHMMaHWA BCEX COTPYAHMKOB Ha obecrnevyeHnn kadecTsa Ha NpeanpuaTUM MoXeT ObiTb NPUHATA NONUTUKA
KayecTBa, KOTOpan oPOpMNAETCS B BMAE OTAENbHOIO AOKYMEHTa nog HassaHueM «[lMonutuka B obnactm
KavecTBa». 3TO KpaTKM O6LLMIN AOKYMEHT, onpeaensowni Lenb paGoTbl KONMNEKTUBA B OTHOLLEHN KaYecTBa.

[loKyMeHT NOMKeH OTpaXaThb NpeaMeT AeATENbLHOCTU NPeanpPUATUS, NOHNMaHWE KONNEKTUBOM Npeanpu-
ATNSA CBOE OCHOBHOW 3aa4m Kak BceMepHOe YAOBNETBOPEHNE HYXA NOTPebutenei, yCTaHOBKY Ha NOCTOSH-
HOE COBepLUEHCTBOBaHKe paboThbl C Lienbio obecneveHnsa cTabunbHOCTU MoKa3aTene kauecTsa BbinyckaeMoi
npoaykuun. Nprmep AOKYMeHTa npuBeaeH B NpUnoxexHum B.

JlokyMeHT noanncbiBaeTcA pyKkoBOAMTENEM NPEANPUATUSA, 4OBOANTCA A0 KaXA0ro paboTHMKA, NOCTONAH-
HO HaxoamMTCA B AOCTYNHOM MecTe, NyGnukyeTcs B MHpOPMaLMOHHbIX MaTepuanax u np.

MonnTrka npeanpuaTMA B 06NacTn Ka4ecTBa AOMKHA ObiTb ACHOMW, MOHATHOM M BOCMPUHATON BCEMM
paboTatoLwmmm. Ee Lenm nomkHbl 6biTb peanbHbiMu. Mpn ee popMynmpoBaHum cnesyeT n3Gerats MHOroCno-
BUS, HUYEro He 3Ha4aLumx opas v hopmannsmMa.

5 Matepuansi

Ha npeanpuatum cneayet opraHW3oBaTh KOHTPOMb UCXOAHBIX M YNAKOBOYHbIX MaTepnanos (BXOOQHOM
KOHTPONb), BKNIoYatoLwmii B ce6s 0T6op Npob (06pasuoB), x aHanna (UCMbITaHms ) ¢ 0opMNeHNeM NOKYMEH-
Tauum, NoATBepPXAaloLLeN COOTBETCTBME MaTepnanoB 3afaHHbIM TpeGoBaHuaM (creumndmkaumin, ctaHaap-
TOB, chapMakonemnHbIX cTaTen), n ohopMneHre paspeLlleHns Ha X UCNOMNb3OBaHNE UMW OTKNOHEHWE.

Heo6xoanmo paspaboTaTb M BBECTV B AENCTBUE CUCTEMY, UCKMIOYAIOLLYIO MCMOMb30BaHMEe UMW NOCTaB-
Ky MaTepuarnoB, KOTOPble He COOTBETCTBYIOT 3aAaHHbIM TPeGoBaHMAM. CUCTeMa AOMKHA NpeayCcMaTpuBaTh
CBOEBPEeMeHHOe 0BHapyXeHNe Taknx MaTepnanos.

CnepnyeT opraHM3oBaTh BXOAHOMN KOHTPOSb NeYaTHbIX M YNAKOBOYHbIX MaTepuanos.

[omkHb! 6bITb OKYMEHTansLHO othopMIIeHbl U peann3oBaH bl TPeGOBaHWSA, pernaMeHTUpYIoLLme:

- NpMem MaTepuanos;

- KOHTPOMb Ka4yecTBa MCXOAHbIX M YNakOBOYHbLIX MaTepnanos, BKMoYas oToop Npob (06pa3LoB), kKapaH-
TUHHOE XpaHeHue, aHanu3 Npob nnm obpasLos, ohopMneHNe paspeLleHns Ha NPYMeHeHe MaTepranos, Xpa-
HeHue npob (06pa3uoB);

6
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- TPaHCMOPTUPOBaHVE MaTEPMANOB Ha NPEANPUATUN;
- ayauT NOCTaBLUMKOB;

- ochopMneHne AOroBopoB (3aKa3os.).

PekomeHaaumm no peanusauum AaHHbIX Tpe6oBaHui npuBeaeHbl B NpunoxeHnm C.

6 MNpoussoacTBO

Ina obecneveHns kayecTBa NpoAyKUMWN B NpoLiecce NPOM3BOACTBA crieayeT pa3paboTarb U peanuso-
BaTb TPEOOBaHWS, pernameHTUpyloLme:

- npopaboTKy 3aka3oB (Npy He06XO0ANMOCTM) B COOTBETCTBUM C NpUNoXxeHneM D;

- OpPraH13aumio U ynpasneHne NpoM3BOACTBOM B COOTBETCTBUM C YTBEPKAEHHOW AOKYMEHTaUMeN;

- TEXHONOMMYeCKNE NPOLIECChI;

- 3KCNNyaTaLmio NoMeLLIeHWIn 1 0GopPyAOBaHUS;

- MapKnpoBaHue (3TUKETUPOBaHUE);

- BHYTPMNPOU3BOACTBEHHBIN KOHTPONb;

- MaTepuanbHbivi 6anaHc;

- paboTy C OTKNOHEHHOM NpoAYKLMEN;

- YCNOBUA XpaHeHUA NpoayKLunn;

- OTrPY3KY NpoAayKLuK;

- NOArOTOBKY NepCcoHana u ero paboTy B COOTBETCTBUM C pa3nenom 9.

Bce pevictBuA, oTHOCALLMECS K 0BecneveHmIo KauecTBa B NpoLecce NPou3BoACcTBa, AOMKHbI ObiTb 0chop-
MfeHbl AOKYMEHTaNbHO.

PekomeHaaLmmn no peanusaumnm AaHHbIX Tpe6oBaHnii npueeaeHb! B NpunoxeHum E.

7 KoHTponb KayecTBa U BbINYCK rOTOBOW NPOAYKLMU

7.1 O6wWwKe nonoxeHnA

DYHKLMAMM OTAENA KOHTPONSA KA4ECTBa ABNAIOTCA NPUEMKa MK OTKNOHEHUE MIoBbLIX UCXOAHBIX 1 YNaKOBOY-
HbIX MaTepMarnoB, STMKETOK M FOTOBOW NPOAYKLIMM NO MoKa3aTernsaM KayecTBa, a Taloke CornacoBaHne AOKYMEHTOB
(MHCTPYKUMIA, METOAMK, CNELndUKaLIMIA), CBA3aHHbIX C 0GecneyeHMeM KauecTsa.

JaHHbI oTAeN HanenaeTcs Heo6X0aAMMbIMW NPaBaMMU U HECET OTBETCTBEHHOCTD 3a Ka4ECTBO BbiMyCKaeMOM
npoaykumm. B ero (hyHKLMM MOTyT BXOOUTB Takke PaccMOTpeHNe NPOTOKONOB CEpUiA, UX NPOBEPKa U paccneaosaHne
0BHapyKeHHbIX OLLMGOK (COBMECTHO C OTAENOM 0GecneyeHns kavyecTea).

OTaen KOHTPONS Ka4ecTBa HeCET OTBETCTBEHHOCTD 3a NMPMEMKY U OTKNOHEHUe MaTepHanos U rOTOBON NPO-
AYKLMW, U3roTOBNEHHOW, MPOBEPEHHOM UMK YNakoBaHHOM MO KOHTPaKTy ¢ ApyrM NpeanpuaTMeM.

B cocTaB oTaena KOHTPONsA KauecTBa BXOAAT NabopaTopum, OCYLLECTBANAIOLLME KOHTPOMb (UCNLITAHNSA),
[0NYyCK B NPON3BOACTBO (Peanu3aLmio ) v OTKIOHEHWE UCXOAHbIX M YNaKOBOYHbIX MaTepnanos 1 roToBOM NPo-
AyKumn.

PaboTa oTaena KOHTPONA KayecTBa pernaMeHTUPYeTCA UHCTPYKLMAMM, onpeaensiowmmm ee o6a3aH-
HOCTW, OTBETCTBEHHOCTb M NPaBa ero COTPYAHWUKOB.

Ha npennpunsaTtin gomkHbl BbiTh ONpeaeneHb! creuvansHbiMU AOKYMEHTaMW Nopsaok paboTbl ¢ pekna-
MaLMAMM Ha NPOAYKLMIO M NOPAAOK OT3bIBa NPOAYKLMM C PbIHKA.

MpuHLMNbLI OpraHu3aLmmn oTaena KOHTPONA kKavecTea npmeeaeHbl B FTOCT P 52249.

7.2 KoHTponb KayecTBa roTOBOM NPOAYKUUMN

Kaxaas cepuvsi roToBOro NekapcTBeHHOro CpeacTBa A0MKHA NPOVTU KOHTPONb MO BCEM MNokasaTenam,
cofepxawmmcs B hapmakoneiHom ctatee (cneundmkauum). He gonyckaerca Bbinyck cepyili NpoayKuMn, He
OTBeYaoLMX Tpe6oBaHNAM crneundrkaumm (hapmarkonerHon cTaTbn) XoTsa 6bl N0 OAHOMY NOKa3aTen!o.

MpoToKOmbl Pe3ynbTaToB KOHTPOMSA Ka4ecTBa AOMKHbI CoAepKaTb BCe AaHHble O NPOBEAEHUN TECTOB Ha
cooTBeTCTBUE TPeGOoBaHNAM cneumdmKaLmii n ApYMX OKYMEHTOB.

MeTogbl 0T60pa Npo6 (06pa3L0oB) M NPOBEAEHNA KOHTPONMSA C yKasaHWeM Yncna eanHnLL NPoayKLmKn, oTon-
paeMblX U3 cepumn Ans NPoBEAEHNSA KOHTPONSA, AOMXHbI OblTb NPMBEAEHBLI B METOAMKAX (MHCTPYKLIMSAX).

TOYHOCTb, YYBCTBUTENBHOCTD, CELMEUHHOCTb, BOCNPOM3BOANMOCTbL W APYrMe XapakTepucTUk aHanuTmn-
YECKNX METOA0B KOHTPONS A0MKHbI GbITb YCTAHOBNEHBI M OhOPMIEHbl AOKYMeHTansHo. MeToabl (METOAMKK), He
cogepXalumecs B HOPMaTUBHbLIX AOKYMEHTaX, nognexart atrectaumm no MOCT P 52249 (npunoxeHve 15).
ATTecTauma MOXET BbINONHATLCA CNeUnanncTamMmm NPeanpusTMs Unu cneunanMcTamm He3aBucUMON OpraHnsa-
umn.
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Ona meToaoB, cogepxalLnXca B cTaHaapTax, Papmakonee n Apyrmx HOPMaTUBHbLIX AOKYMEHTAX, AOCTa-
TOYHO NPUBECTMN CCbINKW Ha HUX C 0DecneYeHnemM BOCNPOM3BOAMMOCTU METOANKMN B AaHHON NabopaTopum Ha
AaHHOM npubope.

7.3 Bbinyck roToBOW NpoAyKunmn

Bbinyck roToBOWM NPOAYKLUMM Ha peann3aumnio OCYLLEeCTBNAETCA TONbKO NOCNe AOKYMEHTaNbHOro noa-
TBEPXKAEHNA TOTO, YTO OHa NPOM3BEAEHA U NPOBEPEHA B COOTBETCTBUM C YCTAHOBANEHHLIMN TpeGoBaHUAMMU.

7.4 CoxpansieMble 06pa3ubl

MpeanpuaTne AOMNKHO OCTABNATL Ha XpaHeHne 06pa3Lbl KaXaomn cepum npoaykumn. HYnucno o6pasuos n
BPEMA UX XPaHEHNS AOMKHbI ObITb YCTaHOBNEHBI B AOKYMEHTALMN.

7.5 Na6opaTopHble XUBOTHLIE

CoCTOSIHUE XKMBOTHbBIX, UCMONb3YEMBIX ANA KOHTPONA UCXOAHBIX MaTepManos, NPOMEXYTOYHOW U roTO-
BOW NPOAYKLMK, CrieayeT KOHTPONUpPoBaThb.

JKuBOTHLIX cneayeT coaoepXaTtb B YCNoBuaX, o6ecneunsalolmx NpurogHOCTb MX MCMOMNb30BaHUsS MO
Ha3HaueHuo. CneayeT BECTU OKYMEHTALMIO, OTOGPaXaIoLLyIo UCTOPUIO UCTIONb30BAHUSA XKMBOTHBIX.

8 OGecneuyeHUe KauecTBa Ha 3Tane NOAroTOBKU NPOU3BOACTBA

8.1 O0Owme nonoXeHnA

KauecTBO npoaykummn 3aknanbiBaeTCcA Ha 3Tanax NPoeKTMPOBaHNA NPOM3BOACTBA, Bbibopa obopyanoBa-
HWSA, CTPOMTENBLCTBA, MOHTAXa, MYyCKOHaNaaoYHbIX paboT, aTTecTaumn u ganee obecnevnBaeTca nyTem Haa-
nexaluewn akcnnyaraumn.

MpoekTpoBaHue, CTPOUTENBCTBO, BBOA B 3KCNNyaTaumnio 060pyaoBaHUA U NOMELLEHWI, B TOM Yncne
npoeeaeHne aTTecTaummn, OTHOCATCA K NOAroTOBKE NPON3BOACTBA.

Mpunx peanu3auum cneayet pykosoacteosatbcsa FTOCT P 52249 n gpyrumn ctanaapTaMmu, oTpaxatowm-
MM COBPEMEHHbIN YPOBEHb Pa3BUTUA TEXHUKN.

Ha kaxxaom aTane NoAroToBKM NPOM3BOACTBA CNEAYET BbINONHATL paboThl NO aTTecTauuu. Jlornka npo-
BeJeHWs aTTeCTauMmn Ha pasnuyiHbIX 3Tanax NoAroToBKU NPOM3BOACTBA HanpaBneHa Ha CBoOeBpeMeHHoe 0bHa-
pykeHne owmnboK N OTKINOHEHWIN OT 3aAaHHbIX TPeBoBaHWIN, BHECEHWe HEODXOAUMbBIX U3MEHEHUI U Lene-
HanpaeneHHbIM BblBOA NPOM3BOACTBA HA BbIMYCK NPOAYKLUMK B COOTBETCTBUM C TpeboBannammn TOCT P 52249,

8.2 ATTecTauma npoekrta

Llenb aTTecTauum NpoekTa — noaTBepXaeHne COOTBETCTBUA NPOEKTa 3a4aHMnI0 Ha NPOEKTMPOBaHNE K
DEeNCTBYIOLLMM HOPMATMBHLIM AOKYMEHTaM. BBuay Toro, YTo NpoeKTMpOBaHME ABNAETCA ANUTENbHLIM U A0PO-
rocTOALLMM NPOLLECCOM, aTTECTaLMIO MPOEKTa LienecoobpasHo pa3buTb Ha aTanbl:

- aTTecTaums KOHLENLUN (MPUHLMNNAnbHbIX PELLEHNI);

- aTTecTauns yTeepxaaemMon 4actn npoekTa (basic design).

ATTecTaumio KOHLENUmm LLenecoobpasHo BbINOMNHATL ANSA COXHBLIX M AOPOroCTOALLMX NPOEKTOB.

Mpn He06XOAMMOCTU MOXET BLINONHATLCA aTTECTaLUMA paboyei AOKYMEHTaLUUN (YepTexen).

ATTecTaums fomkHa ObiTb HE3aBUCMMOW. [NA NepBOro atana OHa MOXET HOCUTb XapaKTep KOHCYNbTa-
umn. BTopoi aTan ABMsSeTca OCHOBOW NPOEKTa, U NpoBeAeHNE ero aTTeCcTalmMmn MMeeT KNIoYeBoe 3HaveHne.

ATTecTaumA NPoeKTa He AOMKHa 3aMEeHATLCA KCNEPTMU3ON HaA30PHbIX OPraHoOB MO OTAENbHLIM Hanpas-
neHuAM, cBsi3aHHbIM ¢ oBecneyeHnem 6e30NacHOCTM, OXpaHbl NPUPOALI N NP. ATTECTALMS NPOEKTa AOMKHA
6bITb HanNpaBneHa Ha NoATBepXXAeHNe COOTBETCTBUA NPOEKTUPYEMOro 00beKTa NokasaTensimM HasHa4YeHNUs 1
TpeboBaHuam FOCT P 52249.

Mpu aTTecTauum npoekta cnenyet o6paTnTbL 0co60e BHMMaHUE Ha BbiGop 060pyaoBaHus, pa3paboTky
NNaHUPOBOYHbIX PELLEHUIA, MOCTPOEHNE CUCTEM BEHTUNALMMW, NOATOTOBKN BOAbI U APYTUX MHXEHEPHbLIX CUCTEM
B COOTBETCTBUM C TpeGoBaHuamMu FTOCT P 52249,

8.3 ATTecTaumAa B NOCTPOEHHOM COCTOAHUN

ATTecTaums B NOCTPOSHHOM (YCTaHOBNEHHOM) COCTOSIHUM BbIMONHAETCA C LIENbIO NOATBEPXKAEHUSA COOT-
BETCTBWS NOCTPOEHHOrO 06bekTa N YCTAaHOBNEHHOro 060pYA0BaHUS NPOEKTY U HOPMATMBHBLIM IOKYMEHTaM.
Mpw ee npoeeaeHUN MPOBEPAIOTCS:

- KOMNMEKTHOCTL 060PYAOBaHNA 1 €ro COOTBETCTBUE 3aKa3y;

- NPaBUNLHOCTL YCTAaHOBKMN Y NOAKMNIOYEHNA 060pyaoBaHuMS;

- COOTBETCTBME 3afjaHHbIM TpeboBaHUAM MaTepnanos paboumnx NOBEPXHOCTEN, BCTYNAIOLLMNX B KOHTaKTbI
C NPOAYKTOM;

- COOTBETCTBME 33aHHLIM TPebOBaHMAM KPUTMHECKOrO obopyaoBaHua (HanpMmep, CTEpUNM3aTopoB,
HEPA cwvnbtpoB).

8
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8.4 ATTecTaumsa B OCHaLEHHOM COCTOAHUM

ATTecTaums B OCHaLEHHOM COCTOSIHMW BbIMONHAETCA C LIENbIo NOATBEPXKAEHNS COOTBETCTBUA NOMeLLe-
HWIA 1 060pyA0BaHNSA 3aaaHHbIM TpeboBaHNAM Npy paboTe ux B KOMMNNEKce, Ho 6e3 Bbinycka NpoayKLum v npu
OTCYTCTBMM NepcoHana. Mo 3aBepLueHnn 3TOro 3Tana AormkHa GbiTb paspaboTaHa n yTBepXxaeHa Bcs Heobxo-
AMMas AOKYMEHTaLMS (MHCTPYKLUMKM, METOAUKU M ApYrUe AOKYMEHTbI MO SKcnnyaTaumm).

8.5 ATTecTauma B aKCnnyaTupyemMomMm COCTOAHUN

[laHHbIV 3Tan COOTBETCTBYET peanbHbIM YCNOBMAM 3KcnnyaTtaumn. MNpu ero BeINONHEHNN NPOBOASRTCA
UCTbITaHMA BCEX TEXHOMOrMYeCcknx NpoLLeccoB 1 060pyaoBaHMA C BbIMYCKOM FOTOBOW NPOAYKLUM U NPY Hanu-
4nn NepcoHana.

8.6 NMomelueHunn, o6opyaoBaHue M Npouecchl, nognexalime arrecraumm

ATTecTaumn nognexar nomeLleHuns, 06o0pyaoBaHme 1 NPOLECChl, UMeoLwne KpuTnieckme napameTpsbl. K
HWUM, B NEPBYI0 OMepeb, OTHOCATCA:

- YnCTble NOMeLLeHNA U 4ncTble 30Hb! (TOCT P UCO 14644-4);

- NPoLecchbl CTEPUNMU3aLMK (NEPBUYHON YNAKOBKM, FOTOBOW NPOAYKLMK);

- NPOLIECChI CTEPUNU3YIOLLEN DUNLTPALIMK B aCENTUHECKOM MPON3BOACTEE;

- HEPA ¢omnbTpbl, yCTaHOBMNEHHbIE B TEXHONOMMYECKOM 0GOpYA0BaHWN;

- NpoLecchbl NMounna3aLmmn;

- npoLecchl 06paboTKM (O4MCTKM) NOBEPXHOCTEN, CONPUKACAIOLLMXCS C NPOAYKLMEN;

- CUCTEMbI NOATOTOBKW BOAbI AN MHBEKLMIA U BOAbI OYULLLEHHOMN;

- NpoLiecchbl roMoreHm3auunm (o6ecneveHns 0AHOPOAHOCTY MPOAYKLMK ), NpK He06X0ANMOCTY;

- npoueccbl acentnyeckoro HanonHenns (FTOCT P NCO 13408-1);

- aHanuTH4Yeckne MeToAbl KOHTPOMS, He coAepXalumecs B YTBEPXKAEHHbIX HOPMaTMBHbIX AOKYMEHTAX;

- CUCTEMbI C KOMMbIOTEPHLIM YNPaBMEeHNEM U KOHTPOMNEM, B TOM YMCNE C UCMONb30BaHUEM INEKTPOHHbIX
noanucen.

ATTecTaumio TaKke cnegyet NPoBOAWTL ANS APYrMX NPOLECCOB Y BUAOB 060pyAOBaHUA, BANAIOLMX H3
Ka4yeCcTBO MPOAYKLNN.

Mpwv npon3soacTee cneLutn4ecknx NekapcTBEHHbIX CPEACTB CrneayeT onpeaenuTb KPUTUYECKME napa-
MeTPbl U NPOLLECCHI, a TaKXe NPoBeCTU X aTTectaumio. Hanpumep, npu Npon3BoacTBe MEANLIMHCKUX UMMYHO-
Guonornyecknx npenapaTtoB K KPUTUYECKMM MPOLECCAM OTHOCATCA BblpalluBaHWe BUPYCOB W
MMKPOOPraHM3MOB, MX UHAKTUBALMSA, BbiAENEHNE Pa3NNYHbIX KOMNOHEHTOB, O4UCTKA U Np.

Mopspok NpoBeaeHnA aTTeCTaLun PErnameHTUPYeTCA NPOrpamMmmMon aTTecTaumm, B KOTOPOM YKasbiBaloT-
€A nomeLleHns, 06opyaoBaHMe N MPOLECCHI, NoANeXalume aTTecTaumm, ¢ ykasaHUueM COCTOSHWI NOMeLLEHNIA
(nocTpoeHHOE, OCHALLLEHHOE UNK 3KCNNyaTUpyeMoe), paboT, BLINONHAEMbIX NPY aTTecTaunn, M KOHTPOnupye-
MbIX napameTpos [2], [3].

9 MNepcoHan

9.1 O6Wwme NoNoOXKeHUsA

MepcoHan aBnseTCca KPUTUHECKMM SNEMEHTOM B NPOM3BOACTBE, NCTOYHUKOM OLUMGOK M 3arpssHEHN,
npusoasALLmMX k 6paky. CosaaHmne cucteMbl paboTbl C NEPCOHaNoM ABNAETCA 06A3aTenbHbIM YCNOBMEM CUCTE-
Mbl 06ecneveHns Ka4yecTBa.

Mpennpuatne noMKHO BbITL 06ecneYeHO AOCTAaTOYHBIM YUCNOM NEpcoHana TpebyemMoi kBanudbukaunm
AN NPOM3BOACTBA NPOAYKLMK, obecneveHnsn ka4ecTsa U paboTbl MHKEHEPHbIX, BCMOMOraTenbHbIX U APYrnx
cnyx6. TpeboBaHns k nepcoHany npuseaeHbl B FOCT P 52249. Huxke paloTca AononHuTenbHbIe TPeOoBaHUA,
CBA3aHHblE C HENOCPeACTBEHHbIM O6ecneyYeHeM Ka4ecTsa NPoAYKLMN.

O6Lwasn cxema paboTbl C NepcoHanoM BKIiovaeT B ceba cneayiowme anemMeHTbI:

- pa3paboTKy 1 AOKYMeHTanbHoe oopmneHne TpeboBaHnii K nepcoHany;

- noa6op 1 pacCcTaHOBKY NepcoHana;

- co3aaHue cUcTeMbl 0By4eHns NepcoHana, BKNIoYaloLLen Nepnoanyeckyio NpoBEPKY 3HaHWUI;

- aTTecTauuio NnepcoHana;

- KOHTPOSb BbINONHEHNS MEPCOHANOM TPe6OBaHNIN MHCTPYKLIMIA

- KOHTPOSb COCTOSHUSA 3A0POBbA NepcoHana (B He0O6X0ANMbIX Cry4asnXx).

9.2 Tpe6oBaHuA K nepconany

Kaxabin paboTHUK NpeanpuATMS AOMKEH MMETb HEOBXOAUMYIO KBAaNUMUKALIMIO, 3HATb CBON AOMKHOCT-
Hble 0653aHHOCTM M MOPAAOK UX BBINONHEHWA. [N 3TOro cneayeT AOKYMEHTanbHO 0hOPMUTL KBanugukaLm-
OHHble TPeGOoBaHNA K NePCoHaNy, OrpaHNYeHNs Ha A0NYCK KOTAENbHLIM BUAAM paGoT NO COCTOSIHMIO 300POBbS,
00a3aTenbCcTBa NepcoHana no HeYKOCHUTENLHOMY BbINOMHEHUIO TPeGOBaHWIN BHYTPEHHEro pacnopaaka u
MHCTPYKLMIA.
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MpaBa, 0653aHHOCTN N OTBETCTBEHHOCTb paboTHMKA pernamMeHTPYIOTCA AOMKHOCTHBIMUA U OPYrMMK
WHCTPYKLMAMM.

Kaxabli paGoTHMK AOMKEH AaTb MMCbMEHHOE 06513aTENbCTBO BLINONHATL TPEOOBaHNA AOKYMEHTALMN 1
BHYTPEHHEro pacnopsaka B COOTBETCTBUM CO CBOEW AOMMKHOCTHOWM MHCTPYKLUMEN U GblTb MUCbMEHHO npe-
aynpexaeH 06 0TBETCTBEHHOCTY 33 UX HApYLLEHWE.

Ha npeanpusatvn cnenyeT BECTU KOHTPOMb HapylueHWn TpeGoBaHWI BHYTPEHHEro pacnopagka w
MHCTPYKLMIA C perncTpaumein 3aMme4eHHbIX HapyLLeHWUA.

9.3 MoaroToBKka nepcoHana

Kaxgblit paboTHWK, 3aHATHIN B NPOU3BOACTBE, CKINAACKOM XO3aMCTBE, CNYXGe KOHTPONS KauecTBa, NHXe-
HepHbIX 1 BCNOMoraTenbHbix cnyx6ax, o6ecneumnBalolumx BbiyckK NeKapcTBEHHbIX CPEACTB, AOMKEH UMETb
HeobxoanMoe 06pa3oBaHue, cneumanbHyio NOArOTOBKY M ONbIT paboTh!.

Hapsay co cneLyanbHoi NoaroToskon 0coboe BHUMaHue cneayeT yaenaTb 06y4eHunio nepcoHana pabo-
Te B cootBeTcTBUM ¢ TOCT P 52249, 3HaHMI0 M BLINOMHEHMNIO AOIMKHOCTHBIX Y APYIMX MHCTPYKLUMN.

OGy4eHne paboTe B cooTBeTcTBMM C TpeboBannamm FOCT P 52249 nogpaspenseTca Ha nepBoHaYvanb-
HOE 1 NOBTOPHO-NEPNOANYECKOE.

Llenbio nepeoHa4yanbHOro 06y4eHna aBnaeTca NoAroToBKa NepCcoHana K BbINONHEHWIO 06A3aHHOCTEN B
NonHoOM 06beMe, a Takke opMUPOBaHUE Y KAXXA0ro paboTHUKA MOHMMaHUS:

- cneumdmKM NPON3BOACTBA NEKAPCTBEHHBIX CPEACTB M MX NPAMOro BANAHUA Ha 6€30NacHOCTb ((KU3Hb U
300POBbE) HaceneHus;

- HEO6GXOANMOCTM FaPaHTUPOBAHNA Ka4YeCTBA NEKAPCTBEHHBIX CPEACTB 3a CHET HaaneXxallen opraHnsa-
LMW 1 TEXHONOMMM NPOU3BOACTBA;

- He06XOANMOCTU TOYHOTO BbINONHEHUA TPEBOBaHNI UHCTPYKLMIA U APYTNX AOKYMEHTOB;

- NMMYHOTO BNUAHNSA KaXA0ro paboTHWKa Ha KAYECTBO NEKAPCTBEHHbIX CPEACTB;

- OTBETCTBEHHOCTU KaXXaoro paboTHWKa 3a Ka4eCTBO NEKapCTBEHHbIX CPEACTB.

Llenbio NoBTOpHO-NEpoOaNYecKoro oby4eHns ABNAeTCA NOCTOAHHOE NoaaepKaHne n 0GHOBNEHWE 3Ha-
HWI pabOTHWKOB.

Mpwn BHEApPEeHUM HOBbLIX TEXHONOMMIA, 0GOPYAOBaHNA, METOAMK N NP. NPOBOAUTCA cneumnansHoe obyye-
Hue.

Mpwn 0GHapy>eHN HECOOTBETCTBUIA NPOAYKLMN MNN NPOLIECCOB YCTaHOBMNEHHBIM TPe6oBaHWAM NPOBO-
OUTCs BHeoUYepeaHoe oby4yeHve.

Hanpeanpuatuv cneayeT uMeTh noapasaeneHne (NUL), oTBevaloLLiee 3a NoAroToBKY NepcoHana, opra-
Hu3auuio 06yyYeHns 1 NpoBeaeHne aTTectTaumm nepcoHana. Cneagyet pa3paboTatb U JOKYMEHTanbHO odop-
MWUTb cucTeMy OByveHuss mepcoHana, Bkniovalwyl B cebs TpeboBaHMA K pPasnMuUHbIM KaTeropusam
paboTHVKOB, NporpaMMbl 1 rpadprkun 06y4eHVsa N NOPAOOK aTTECTALMM.

Mporpammbl 06y4eHMs criegyeT cMcTeMaTU4eckn nepecMaTpuBaTb M OBHOBNATL C Y4ETOM pa3BUTUNA
NpeanpusaTVS, OCBOEHMS HOBbIX BUAOB NPOAYKLMU, TEXHOMOMMUYECKUX NPOLIECCOB U 060PYAOBaHUA U M3MEHE-
HWS HOPMETUBHbIX AOKYMEHTOB.

MepBoHaYansHOe M NOBTOPHO-NEproanyeckoe 0by4eHne BbINOMHAOTCA NO OTAENbHLIM NPOrPaMMan.

OByueHne MOXET NPOBOAMTLCA Kak CUnaMu NpeanpusaT!a, Tak 1 ¢ NpMBneYeHneM CTOPOHHUX OPraHn3a-
LmMin. Ha npeanpraTim cneayeT NOArOTOBUTL HECKOMNBKUX COTPYAHWUKOB, NPOBOAALLMX 06y4eHne No cneumans-
HOI NporpaMMe, COCTaBNeHHOW ¢ y4eToM TpeboBanuii FTOCT P 52249,

CTOpOHHME NpenoaaBaTeny U KOHCYNbTaHTbl AOMKHbI MMETb HEOBX0aAMMYIO KBANNUKALMIO U ONbIT
pabotkl. CnefyeT perucTpmpoBaTh AaTy NPOBEAEHUS 3aHATUI (KOHCYNbTaLMI), TEMY U AaHHbIE O NpenoaaBa-
Tene UNn KOHCYNbTaHTe (MMA, MecTo paboThl, agpec, KBanudrKkaumio).

PykoBoautenu u Begylume cneumanvctbl 06583aHbl CUCTEMaTUYECKM MOBLILLIATL CBO KBanudUKaumio,
nmeTb 06wyto noarotoeky no FOCT P 52249 n 3HaTb nocnefHne AOCTUXKEHWS B CBOE oGnacTu.

9.4 ATTecTaumnA nepcoHana

Ons noaTBepxxaeHus kBanuvkaumm paboTHUKOB cneayeT NPoBOAUTbL UX aTTecTaumio (NepBoHavanb-
HY0 ¥ NOBTOPHO-Nepuoanyeckyio). Jinua, He npoluealmne o6yveHne 1 aTTecTaumio B yCTAHOBNEHHOM MopsiakKe,
He [OMYCKalOTCA K BbINONHEHWIO PaboT, CBA3AHHbIX C NPOM3BOACTBOM U KOHTPONEM KaYeCTBa NeKapCTBEHHbIX
cpeacTs.

9.5 O6a3aHHOCTN NepcoHana

MepcoHan 0653aH BLINOMHATL BO3MNOXEHHbIE HA HEro (OYHKUMM B COOTBETCTBMMU C AOMKHOCTHLIMM
MHCTPYKLMAMM.

Ocoboe BHUMaHKe cneayeT yaensaTb NepCcoHanbHON OTBETCTBEHHOCTM COTPYAHWUKOB 3@ TOHHOE BbIMOn-
HeHune TpeboBaHW MHCTPYKLWIA, NPaBUN NOBEAEHUA, NUYHOW TMIMeHbl, N0 NOAAEPXKAHMIO YACTOTLI, OBpaLle-
HWI0O C TEXHOMOrMYEeCKOM OAEeXOOW, BXOO4Y W BbIXOAY B MNPOU3BOACTBEHHble W Apyrne MOMELLEeHNUs.
MepenBwxeHNs NepcoHana no NPeanpPUATYIC OrPaHNYMBAIOTCS NpeaenamMmm HeobxoaMMocTU. B unctble nome-
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LeHWs, CKnaabl, 30HbI KAPaHTUHHOTO XPaHEHWA N aHANOMMYHbIE NOMELLIEHNS AOMNYCKaTCSA TONbKO Nuua, pato-
Tallwme B HUX UNW BbINONHSAIOLIME KOHTPONbHbIE U o6cnyxuBatolime yHKUMN. VHble nuua aonyckaTces
TONLKO C MMCbMEHHOrO pPaspeLLeHns PYKOBOACTBA NPEANnpUATUS.

9.6 CocToAAHME 340POBbA NEepcoHana

JNnua c npr3aHakaMmn XpoHUYECKUX 3860NEBAHNIA NN SBHLIMU NOBPEXOEHUAMM KOXM, KOTOPbIE MOTYT OKa-
3aTb OTPULATENbHOE BNNAHNE Ha 6€30NacHOCTb M Ka4eCTBO NPOAYKLMN, He AOMNYCKaTCA K paboTam, CBA3aH-
HbIM C MPSAMbIM KOHTAKTOM C WUCXOAHbIMWM W YNaKOBOYHbIMU MaTepvanamu, NPOMEXYTOYHOW M roTOBOM
npoaykunemn Ao nonyYeHns MeanLMHCKOTO 3aKNioYeHNs.

B cnyyae HeaoMoraHms paboTHWK 06A3aH NOCTaBUTL 06 3TOM B M3BECTHOCTb PYKOBOACTEO.

10 KOHTPONb UCNONHEHUA

KoHTponb NCMONHEHNs SBNAETCSA BAXXHOW 4acTbio cMcTeMbl obecnedeHs kadecTsa (npunoxerue F). Mpen-
METOM KOHTPOINS UCNONHEHUSA ABNAIOTCA BXOAALLME [IOKYMEHTbI, NPYKa3bl, PAcNopsiXeHNs, NOPYYEHNs], NPOTOKONbI
3aceAaHui, NNaHbl OPraHM3aLMOHHO-TEXHUYeCkMX MeponprsaTui n np. (FOCT P 6.30). [laHHble AOKYMEHTbI AOSTK-
Hbl GbITb AOBEAEHbI 40 CBEAEHUS BCEX UCTIONHMTENEN N0 PAchnCKy.

KoHTponb UCMONHeHNs [OKYMEHTOB, CBA3aHHbIX C obecneveHreM KkayecTBa n 6e30nacHOCTH NpoayKLUmK,
obsasateneH. Mopaaok KOHTPONA NPUBOAMUTCA B CrieLumManbHOM AokyMeHTe «CucTema ynpaBneHns AOKYMEHTa-
umemn».

KaxapIi AOKYMEHT [OmKeH coaepXaTb:

- ICHOE M3NOXeHNe NpeaMeTa, NoANEeXallero KOHTPONIo;

- UCMIONHUTENSA (MCMONHUTENEN, CONCMNONHUTENEN) C YKa3aHNeM CTPYKTYPHbIX Noapa3aeneHumit;

- CPOK UCMOSHEHNS;

- aHHble 0 NuLie (noapasaeneHnm), Ha KOTOPOe BO3NAraeTCA KOHTPOSb UCTIONHEHNS;

- AaHHble O NWLe (NoapasaeneHnn), CHUMaIOLLIEM IOKYMEHT C KOHTPONS UCTIONHEHNS;

- chopmy oTHeTa 06 MCMONHEHWN (PACCMOTPEHME Ha CrienyioLeM 3aceaHnn N AUCTIETYEPCKOM COBELLa-
HWW, AOKNaAHasA 3anmcka u np. ).

VicnonHutenu MoryT ObITb YKa3aHbl B PE30MIOLMN HA AOKYMEHTE.

Yka3aHHble OKYMEeHTbl 06pa3ytoT CnpaBoMHO-MH(POPMALIMOHHBIN 6aHK AaHHBLIX NO KOHTPONUPYEMbIM JOKY-
MeHTaM.

11 AHanu3 pUCKOB B KPUTUYECKUX TOUYKaX

11.1 O6wme nonoxeHuna

OcHOBHOM Lienbio o6ecneyeHns KayecTBa SABNAETCA NpeaynpexaeHne HecOOTBETCTBUA MPOAYKLMK
3afaHHbIM TpeboBaHUAM U peknamaumin Ha Hee. JEKTVBHLIM METOAOM PELLUEHNA ITOW 3aAaqn ABNAETCS
aHanus3 puckoB.

Moa aHan“3oM pMCKOB MOHMMAaETCA METO/ OLLEHKM U BNUSIHUA KPUTUYECKNX NapaMeTpoB 06opyaoBaHus
N TEXHOMNOrMYECKNX NPOLIECCOB HAa Ka4eCTBO MPOAYKLMM,

AHanun3 pMcKoB B KPUTUHECKMX TOYKAX (KPUTUHECKUX KOHTPOMbHBIX TOYKaxX) NO3BONSAET CBOEBPEMEHHO
BbIABNATH Y3KNE MECTa B NPOM3BOACTBE U HEHAAEXHbIE 3NEeMEHTLI B 060pyA0BaHUN.

11.2 OcHOBHbIe 3Tanbl aHanNn3a puckoB

CyllecTByeT CeMb 3TanoB NPOBEAEHNA aHanNn3a pUcKoB [4]:

1 BbINonHeHWe NpeaBapUTEnbHbIX AEVCTBUI:

- YCTaHOBMNEHME HanM4YKsa NOTeHUMaNbHOM ONAacHOCTU B KaKOW-NNGO 30He (Touke);

- OLeHKa BEPOATHOCTUN HACTYNNEHNS ONacHOW CUTYaLMK (Ka4eCTBEHHO);

- NpeanoXeHne MeToA0B NPeAOTBPaLLEHNA ONAcHOW CUTYaLMN.

2 OnpepeneHne KPUTUHECKMUX TOYEK OKpYXatoLLei cpeabl (AecTBUA NepcoHana, cTagnn TeXHONoru-
4YeCcKOro npouecca), Aanee — HaWTh KpUTMYECKNe TOYKM, Ha KOTOpble crneayeT obpaTtnTb BHUMaHWe, 4To6bl
YMEHbLUUTb ONaCHOCTb.

3 YcraHoBneHwe AONyCTUMbIX 3HA4YE€HWI NapaMeTpoB, NPUBEAEHNE B COOTBETCTBMNE KOTOPLIM YMEHb-
LUMT PMCK 4O NPUEMIIEMOro YPOBHS.

4 OpraHu3aums KOHTPONS NapaMeTPOB B TOUKAX PUCKa € OnpeaeneHHON NepPUOANYHOCTLIO, NO3BONSIO-
Liem oueHnBaTb 3PPEeKTUBHOCTb MPUHATLIX MEP U NpeaynpeXaaTh ONacHOCTb.

5 PaspaboTka nopsiaka AeMCTBWI Ha Cryyali BbIXoAa NapaMeTpoB B KPUTMHECKOM TOYKe 3a AOMNYCTHUMbIE Npe-
Aenbl, 06ecneynTb BO3MOXHOCTb peanuaaLmm 3Tux AeMCTBUIN (NepcoHarnoM, Matepranammn n 06opynoBaHmem).

6 OueHka athheKTMBHOCTN MPUHATLIX MEP.

7 [OokymeHTanbHOe ohopMneHne BCEX NEPEUNCNEHHbIX AENCTBWIA M NOMNYYEHHbIX Pe3ynbTaToB.
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PaboTy no aHannay p1MckoB 1 NPeaoTBPaLLEHNIO ONACHbIX CUTYyaLMI creayeT Ha4YMHaTb C «HanXyaLmnX
crny4yaeB» N «HanXyALLIMX TOYEK», TaK Kak yMEHbLUEHVE PUCKa B HUX A3CT HanbonbLUMI 1 3pMMBbIiA AP deKT.

AHanun3 puckoB HOCUT LIMKNUYECKNIA XapaKTep, HanpaBneHHbI Ha CUCTEMaTUYECKOE NOBbILLEHNE HaOexX-
HOCTV BCel NPoM3BOACTBEHHOW Lienn. CxeMa paboTbl npuBeaeHa Ha pUCYHKe 2.

YcTaHOBMTL OnacHocTh
(puck)

v

Onpen,enwrb NMPU4YUHbI ONACHOCTU

> W HAMTN KpUTMYECKHEe
TOYKM
MpUHATL MepbI YcTaHOBUTL AONYCTUMbIE
no ycTpaHeHuio 3HaYeHUs NapaMeTpoB.
unm OpraHu3oBaTb KOHTpOnb
YMEHbLLEHUI0 pucka napameTpoB
] ]
| OueHuTb 3dhheKTMBHOCTb NPUHATBLIX Mep |
Y L]
MpuHATLIE MepbLI MpuunHa onacHocTH
He 3thpeKTUBHBbI ycTpaHeHa
Y Y
| OchopmuTh oTHET |

PucyHok 2 — Cxema pa6oThbl N0 aHan13y puckos

11.3 YpOBHM 3Ha4eHUI napamMeTpoB

B HOpMaTVBHOW 1 TEXHUYECKOI AOKYMEHTALMM 3aA30TCA NpeaenbHO A0MYCTUMbIE 3Ha4YeHVS NapameTpos nnn
npeaenbl X n3ameHeHns. [ina CBOeBPeMEHHOro OGHaPYKEHNS TeHASHLIMM BbIXOAa NapaMeTPoB 3a AONYCTUMbIE 3HaYe-
HYS U NpegynpexaeHns onacHoM CUTyaLmW LienecoobpasHo YCTaHOBWTL ABa AOMONMHUTENBLHLIX YPOBHA 3HAYEHU
napaMeTpoB:

- YpOBEHb NpeaynpexaeHns;

- YPOBEHb TPEBOTM.

B kpuTHYECKnX TOYKax cneayeT KOHTPONMPOBAaThL NapaMeTpbl N0 060MM YPOBHSAM.

KoHTponb MoxeT 6bITb NEPUOANHECKNM UMW HENPEPBIBHBLIM.

NS neprvoan4eckoro KOHTPONA cneayert YCTaHOBUTL NePUOANYHOCTL U METOAbI €r0 NPOBEAEHUA U Npes-
YCMOTpETb NOPAAOK OhopMNeHMs hakTa NpoBeAEHNA KOHTPOMNSA M NOMYYEHHbIX 3HaYEHNI NapamMeTpoB.

[ns HenpepbIBHOrO KOHTPONSA CredyeT onpeaenvTb NOPSA0K PErMCTPaLMM M XpaHeHUS MOMY4EHHbIX 3HaYe-
HWi1 NapameTpoB.

CnepnyeT npeaycMOTpeTb Mepbl, MPUHMMAaEMbIE B Crydae BbixoAa NapameTpoB 3a npeaentl YPOBHEN
npeaynpexaeHnsa n AencTems.

12 Mopsaok BHeQpeHUA cUCTeMbl 06ecnevyeHUs KauecTBa

BHenpeHvie cuctembl obecneveHuns kadectsa B cootBeTctBum ¢ FTOCT P 52249 TpebyeT opraHm3aumoH-
HO-TEXHUYECKOW NOAroTOBKW, 00y4eHNsa NnepcoHana n anpoGaLmmn co3aaHHow cuctemsbl. 3Ty paboTy cneayert npo-
BOOUTL Tak, YToObl OHa Bbina agekBaTHO BOCMPUHATA KOMMEKTMBOM NPeanpuaTia U He Hocuna hopmarbHOro
XapakTepa.

BHeapeHvie cncteMbl obecneveHns kKavecTBa Ha NPOU3BOACTBE ABMNAETCA ANUTENBHbLIM MPOLIECCOM, TPeDY-
IOLLIMM NMPUBEJEHNA BCEro KOMMNnekca 060pya0BaHNS, MOMELLEHUI, JOKyMeHTaLuK, paboTbl NepCcoHana B COOTBET-
ctere cFOCT P 52249. 3t1a paboTta MoXeT BblTb pa3buTa Ha 3Tanbl, UCXOAs U3 TOFO, YTO BHEAPEHWE OPraHn3aum-
OHHbIX Mep Ha NepBOM 3Tane He TPEOYET 3HaUMTENbHbLIX KANUTANOBNOXEHWUI U MOXET GblTb Peanu3oBaHo B CKa-
Tble cpokn. Ha BTOpPOM 3Tane MoxeT ObiTb MPedyCMOTPEHO KOMMMEKCHOE TEXHUYECKOEe NEPEBOOPYXEHNE
NpousBOACTEa.

PexomeHayeMble 3Tanbl co3aaHns cUcTeMbl 0becneyeHns KavyecTsa NpyeeaeHb! B NpuroxeHum G.
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13 AyauT v uHcneKuuun

VHcnekummn (MHCNEKTMPOBaHUE ) BbINOMHAIOTCA HaA30PHBIMW OPraHaMu € Lierbio NPOBEPKM COOTBETCTBUA
npounssoacTea Tpe6osanuam FOCT P 52249 n apyrmx HOPMaTUBHbIX OKYMEHTOB.

Ayaut — 310 NpoBepKa NPoN3BOACTBa Ha cooTeeTcTBME TpebosaHuam FOCT P 52249 n apyrvm HopMaTvBe-
HbIM JOKYMEHTaM, BbINONHAEMAaA CaMMM NpeanpuMaTMEM Uu HE3aBMCYMOW OpraHn3aLmen. AyauT HanpasneH Ha
JeTarnbHblil aHann3 BCex CTOPOH AeATENbHOCTY NPeANPUATUA, BXOAALLMX B NPpeaMET ayauTa.

Pa3nnyaeTcs BHELWHWN N BHYTPEHHUI ayauT.

BHeLUHWUIA ayauT BLINONHAETCA HE3aBMCUMON OpraHn3aumeii. PeaynbTaThl ayanTa MOXHO MCNONb30BaTh
npv NpoBeAeHWN MHCNekuui. Ero npoeeaeHmne LenecoobpasHo Takke Npy NOAroToBKE NPeAnpUATUA K UHCMEK-
LMK U NONYyYEHUN HE3ABUCUMOW OLLEHKM OpraHn3aLmy Npou3BoACTBa, TEXHONOMMY U CUCTEMbI KOHTPONA Ka-
YyecTBa.

BHYTpeHHWi ayanT (CamMOMHCNEKLMSA) BINMOMHAETCA CAMUM NPEANPUATEM C LeNblo NPOBEPKUN BbINOMHE-
HnA TpeboBannii TOCT P 52249, npyrnx HOPMaTUBHLIX JOKYMEHTOB M NPUHATUA HEOOXOANMBIX Mep Mo yCTpa-
HEHWIO BbISIBNEHHbIX HEA0CTaTKOB.

AyaunT MOXeT BbINOMHATLCA OpraHamm Mo cepTndmkaummn B npeaenax nx obnactn akkpeautaumm ¢ npu-
BneYeHveMm, Npn HeobXoaNMOCTH, aKKPEANTOBaHHbLIX VcnbiTaTenbHbix NnabopaTopuii ANA NPOBEPKU COOTBET-
CTBM1S YCTAHOBNEHHbIM TpeboBaHNAM (aTTecTaummn) 060pya0BaHNS, YNCTbIX NOMELLIEHNI N NPOLLECCOB.

Pe3ynbTaTbl ayauta AOoMmkHbI 6b1Tb 0hOPMNeH bl AOKYMeHTanbHo. o pe3ynbTaTam ayauTta cneayert pas-
paboTtaTtb NporpaMmMy opraH13aLMOHHO-TEXHUYECKMX MEPONPUATUI C YKa3aHNEM CPOKOB BbIMOMHEHNS Y OTBET-
CTBEHHbIX NNL, NO KaXXAOMY MePOnpUATHIO. Mocne ycTpaHeHns BbIABNEHHbIX HEA0CTaTKOB 0hOpMNAETCA COOT-
BETCTBYIOLLMIA NPOTOKON.

PekoMeHaaLum no npoBeaeHNIO ayanTa U MHCnekumn B cootBeTcTBum ¢ PykoBoacteom BO3 [1] npuBeae-
Hb! B IpunoxeHnn H. Mpy noarotToeke K ayanTty M MHCNEKUMM pEKOMEHAYETCA NCNONb30BaTb KOHTPOSbHbIE BOM-
POCbl COrNacHO NPUNOXeHWIo |.
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Mpunoxexue A
(cnpaBouHoe)

Undopmaumna o npegnpuatnm

«MNHdopmauma o npeanpuaTUUY — AOKYMEHT, NOAFOTOBIIEHHbI NPOU3BOANTENEM U COAEPKaLLMIA AaHHbIE O NPO-
M3BOACTBE U (UNN) KOHTPONE rNieKapCTBEHHbIX CPEACTB Ha NpeanpuaTMM (NPOM3BOACTBE), a Takcke O NIoBbIX CBA3AHHBIX C
HUMM onepaumsaX, BLINOMHAEMbIX B cOceAHUX Unu 6nusnexawmx 3paHmuax. Ecnu 8 AaHHOM MecCTe BLINONHAETCA TONbKO
YyacTb onepaumin, To B « MIHbopmaLm o npeanpuATUN» crieayeT NPMBOAUTL TONLKO 3TU ONepaunn, HanpuMep, NposeaeHne
aHanusa, ynakoska n np. [1].

«UNHdbopmauua o npeanpuaTumn» aomkHa 6biTh kpaTkoin (06beMoM He Gonee 25 cTpanuy).

A.1 O6wan uadopmaumn

A.1.1 KpaTkas uHdropmaLms 0 kKomnaHum (MpeanpusiTui), BKNoYast 7o Ha3saHWe W aapec, B3aMMOOTHOLLEHUS C APYTUMN
NpeanpuUATUAMA N AaHHbIE O BbiMyCcKaeMOoi MPOoAYKLIMMA.

A.1.2 CocTtas pykoBOACTBa NpeAnpUsiTUSI.

A.1.3 MpeameT AeATENbHOCTU NPEANPUATUA B COOTBETCTBUM C NULEH3NEN HA NPOU3BOACTBO, BbIAAHHON HaLMo-
HanbHbIM OPraHoM.

A.1.4 MepeyeHb BCcex APYrMX BUAOB AEATENLHOCTU, BLIMONHAEMbIX Ha NPOM3BOACTBEHHON MNoLaake.

A.1.5 HaseaHue n agpec npon3BoACTBEHHON NNOLWLAAKK, TenedoH, hake U KpYrNOCYTOUHbIN TeNeoH.

A.1.6 HomeHknaTypa npoaykuun, BbiyckaeMomn Ha NPOM3BOACTBEHHOIN nnowaake. NHdopmaLumsa o BceX TOKCUY-
HbIX UNW ONacHbLIX BELLECTBaX C ykazaHuem ocobeHHocTeln paboThl C HUMK (B CneuunanbHO BbiAeNeHHbIX MOMeLLeHUsIX, 3aa-
HUAX, 06opyAOBaHUM UNK C pasaeneHueM LUKIOB NPOU3BOACTBA BO BPEMEHN).

A.1.7 KpaTkoe onvcaHune nnoLaaku: ee nnowanb, MeCTO pacnonoXeHus, HeNOCpPeACTBEHHOE OKpYXeHue (cuTya-
LIMOHHBIM NNaH), Hanudne Apyrux NPOM3BOACTB Ha NNOLWaaKe.

A.1.8 Yncno paboTHUKOB, 3aHATHLIX B NPOM3BOACTBE, KOHTPONE KaYyecTBa, CKNaaCkoM XO3ANCTBE U peanusauun.

A.1.9 [aHHble 0 noNyYaeMbIX CO CTOPOHbI YCNYrax Hay4yHOro, aHaNUTUYECKOro UNN TEXHUYECKOro XxapakTepa, OTHO-
CALUUXCA K NPOU3BOACTBY Y NPOBEAESHUIO aHaNM30B.

A.1.10 KpaTkoe onucaHue cuctemol obecneyeHuns kauecTea.

A2 MMepcoHan

A.2.1 OpraHusaLunoHHasa CTPYKTypa, Ha KoTOopoM 6binK Gbl NoKasaHbl B3aMMOCBA3U B NaHe obecneveHns kavecTsa,
B TOM YMCNe NPOM3BOACTBO U KOHTPONb KavecTsa.

A.2.2 [aHHble o kBanudukaumm, onbite paboTbl U OTBETCTBEHHOCTU OCHOBHOTO NepcoHana.

A.2.3 OcHoBHble AaHHble O NepBOHaYanbHOM M MOBTOPHOM OOy4YeHMM nepcoHana U BeAeHUn AOKYMEHTaLum no
oby4deHnto.

A.2.4 TpeboBaHuWsA K COCTOSIHMIO 300POBbLSA NPOM3BOACTBEHHOIO NEpcoHana.

A.2.5 TpeboBaHus Kk rMrneHe nepcoHana u ero ogexae.

A.3 MomelueHunn un o6opynosaHue

A.3.1 MNomelweHunsa

A.3.1.1 YnpoLueHHaa NnaHMpoBKa UK onMcaHue NPOU3BOACTBEHHbIX 30H C yKa3aHueM maclutada (CTpouTenbHble
YepTeEXN N HEePTEXN KOMMYHUKaLMIA He TpebyloTcs).

A.3.1.2 Tun cTpoUTENBLHBIX KOHCTPYKLUIA M OTAENOYHbIX MaTepUarnos.

A.3.1.3 KpaTtkoe onucanune cuctem sBeHTUNALUUM ¢ Sonee AeTanbHbIMU PELLeHUAMM ANsl KPUTUHECKUX 30H, 0becne-
YMBAIOLWMMM 3ALUUTY OT 3arpsi3HeHUin, coaepKalLmxcs B Bo3ayxe (pekoMeHAYeTCA NPUBOAUTL NPMHLMNWanNbHbIE CXEMb
BEHTUNALMU U KOHAULMOHUPOBaHUS ).

Iinsa npouseoACTBa CTEPUNbHBLIX NEKAPCTBEHHBIX CPEACTB CneayeT ykabiBaTb knaccudukaumio noMetleHuin no
4ucrore.

A.3.1.4 3oHbl, rae o6pallaloTcs BEICOKOTOKCUYHbBIE, ONacHble N CEHCUBUNU3NpYLLIWe BellecTsa.

A.3.1.5 KpaTtkoe onucaHue cuctem noAroToBKU BOAL! (3kenatenbHbl MPUHLMNNanbHbIE CXEMbI) C yKasaHUeM MeTo-
noe 06paboTku.

A.3.1.6 [1aHHble 0 NopsAake NNaHOBOro TEXHUYECKOTo 00CNYyXMBaAHUA NOMeLLeHNI N BeaeHUs AOKYMEHTaLMM No Tex-
HUYECKOMY 0DCNyXMBaHWUIO.

A3.2 O6opynosaHue

A3.2.1 KpaTtkue paHHble 06 o0cCHOBHOM 060pyA0BaHUM, UCMIONBL3YEMOM B NPOM3BOACTBE U KOHTPONbHBLIX Nnaboparo-
pusx (nepeyeHb 06opyaoBaHUs He TpebyeTcs).

A3.2.2 [laHHble 0 NOpAAKe NNaHOBOro TeXHUYecKoro obcnyxmeaHua 06opyaosaHna n seaeHUs AOKyMeHTauum no
TEXHUYECKOMY OOCNY>XMBAHMIO.
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A.3.2.3 MopsigokaTTecTaunm mkannbposkmn (ToBepKU), B TOM Yncne oopMneHne AaHHbIX U BeAeHNe NPOTOKOSOB.

A.3.3 Y6opka (o6paboTka)

A.3.3.1 Hanunune nucbMeHHbIX MHCTPYKLMIA No yGopke (06paboTke) npon3BoaACTBEHHBLIX MOMeLLEeHMit 1 o6opyaoBa-
HUS.

A4 [okymeHTauus

A.4.1 TMopspok paspaboTku, NepecMoTpa 1 pacnpocTpaHeHust He0GX0AUMON AOKYMEHTaLMM ANS NPOU3BOACTBA.
A4.2 Nobas apyras AOKYMEHTaLUUsl, OTHOCALLASACA K KauecTBy NPOAYKLWW, He YNOMsIHyTas B APYrux pasaenax
(HanpumMep, No MUKPOBMONOrMYeCKOMY KOHTPONIO BO3AYXa U BOAI).

A.5 MpoussoacTeo

A.5.1 KpaTkoe onuncaHue NpoU3BOACTBEHHbLIX OnepaLuii ¢ UCNONbL30BAHUEM, MO BO3MOXHOCTU, CXEM C YKazaHnem
NOTOKOB MaTepuanos 1 np. AaHHbIX 0 Hanbonee BaXHbIX NapaMeTpax.

A.5.2 Mopsagok obpalleHns ¢ UCXOAHBIMU 1 YNakOBOYHBIMU MaTepuanamm, HepacacosaHHas NPoAYKUMS 1 roTo-
Basi NpOAYKLUWSA, BKNoYaa 0T6op Npob, kapaHTUHHOE XpaHeHUe, BbiMyCcK NPOAYKLMN U XpaHEHWE.

A.5.3 lMopagok o6palleHnst ¢ OTKNOHEHHbIMW MaTepyuanamMmm u NpoayKuUnen.

A.5.4 KpaTkne naHHble O Nopaake aTTecTaLmm TEXHONOrMYECKUX NpOoLLeCCoB.

A.6 KoHTponb kauectBa

A.6.1 OnucaHne CUCTEMbI KOHTPONS KavecTBa U (PYHKLMIA OTAENa KOHTPONSA KavecTea.

A.7 PafoTa no koHTpaKTam Ha Npou3BOACTBO NPOAYKLMM U NPOBeieHne aHanNU30B

A.7.1 [OaHHble o nopsaake npoBeaeHns oueHkn cootBeTcTBUSA TpeboBaHusam MOCT P 52249 co cTopoHbI 3aKkasymka.
A.8 Peanusauus, peknamauum v oT3bIB NPOAYKLUN

A.8.1 Mopsaok peanusaunum n cuctema AoKyMeHTaLum.
A.8.2 WHCTpyKUMA, onpeaensoLwas nopsaok AeNCTBUA NpY NOCTYMNEHUN peknaMaLmin.
A.8.3 WHcTpykums, onpeaensowas nopaaok AeANCTBUN NPpU OT3bIBE NPOAYKLIMA.

A.9 BHyTpeHHWI ayauT
A.9.1 KpaTkoe onucaHune cuctembl BHyTPEHHEro ayauTa (CaMoUHCNEKLniA).

MpunoxexHune B
(cnpaBouHOe)

Monutuka B o6nactu kauecTBa
(NMpumep)

Llenb Halwweit paBoTbl — rapaHTMpoBaTb CTabuUrbHOE KavyeCcTBO BbiNyCKaeMblX HaMW NeKapCTBEHHbLIX CPeAcTs,
HanpasWTb yCUNUs BCEX HALLMX COTPYAHUKOB Ha AOCTUKEHMe 3TOi 0BLLel LIienu 3a cHeT BbINONHeHWA TpeGoBaHuii Mpasun
MPOM3BOACTBA W KOHTPONS Ka4ecTBa NekapcTBeHHbIX cpeacTs (GMP), BbICOKOH MCMONHUTENLCKOM ANCLMNNUHLI, COBEP-
LUEHCTBOBaHMSA NPOU3BOACTBA W KBANUMUKALMU NepcoHana, NOCTOSIHHOTO aHaNKU3a BbINYCKaemMoi NPOAYKLMM N TEXHONO-
rMYeCKMX NPOLIEeCCOB.

FeHepanbHbI AUpeKTop o.N.0.
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MpunoxexHue C
(cnpaBoy4Hoe)

MaTtepuanbl

C.1 Mpuem matepnanos

C.1.1 Mpu npueme maTepranos cnegyeT NpoBEPATh:

- COOTBETCTBUE (DaKTUYECKN MOCTABNEHHOro MaTepuana HaknaaHon,

- COOTBETCTBME HaknagHo 4oroBopy (3akasy, cneLudukalmm);

- LeNoCTHOCTb Tapbl (YNakoBKu) U NNomb (Mpu nx Hanuumm);

- NpaBWUNbHOCTb MapKUPOBKMU;

- CPOKM roaHOCTU (XpaHeHWsa matepuana).

C.1.2 Mpuem maTepnanoB 0popMnAeTCst AOKYMEHTOM, B KOTOPOM yKa3bIBAETCS, Kak MUHUMYM, CneayloLlee:

- HaumeHoBaHWe MaTepuana;

- koj maTepuana (Npu Heo6XxoaAMMOCTH);

- HOMep Cepuu M3roTOBUTENA MaTepuana;

- MOCTaBLLUMK U 3roTOBUTENb MaTepuana;

- pata npuemku;

- KONW4ecTBO MaTepuana;

- COOTBETCTBME NOCTaBNEHHOro MaTepunana HaknaaHom u AoroBopy (Mpy 06HapyXeHM HeCOOTBETCTBMUSI COCTaBNSA-
€TCA aKT);

- COCTOSIHWE YNaKoBKW (LLeNOCTHOCTb).

C.1.3 Mocne nprema Ha Kaxxayt ynakoBaHHY eANHULY MaTepnana HaHOCUTCSA BHYTPUNPOU3BOACTBEHHANA STUKET-
Ka, coaepallas:

- HaumMeHoBaHWe MaTepuana;

- kop maTepuana (Npu Heo6xoaAMMOCTH);

- paTy npuema;

- HOMep eAnHULbI Tapbl U obLLee YNCNOo eauHUL;

- KOnNn4ecTBO MaTepnanos B eAUHULIE Tapbl,

- noanucb NpMeMLLuKa;

- HOMep cepuu;

- cTaTyc maTepuana (MoxeT 0603Ha4aTbCs LIBETOM 3TUKETKN).

HonyckaeTca HaHeCeHue WTPUXOBOIo KOAA Ha 3TUKETKY.

C.1.4 MNpunocTaBke HECKONMbKUX CEPUIn OQHOMO U TOr0 XXe MaTepuana kaxaas cepus NPUHUMaeTCA OTAENBHO € Npu-
CBOEHMEM el UHANBUAYaNLHOrO HOMEpa, Nocne Yero NPOBOAUTCA OTOOP NPOG, UCNBITAHWUA U BLIAAETCSA pa3peLleHne Ha
ncnonb3oBaHue (MU pelleHne 06 OTKNOHEHUN).

C.1.5 K panbHetiwen paboTte aonyckaloTcs TONLKO MaTepuansl, COOTBETCTBYIOWME 3aka3y 1 cneumduKkaumsam, ¢
HenoBpeXAeHHON YNakoBKOW, YeTKOW HeHapyLLUEeHHOW MapkupoBKON n yaosneTeopsaiowwme TpeboBaHWAM K Cpokam xpaHe-
HUA. B npOTUBHOM CNy4Yae maTepuanbl U3ONMPYIOTCS A0 NPUHATUA PELLEHWUS B OTHOLLEHUN UX.

C.1.6 He ponyckaeTcsanpuem MaTepyanos noA OTKpbITbIM HEGOM 1 B CKNaaCKUX NOMELLIEHUSX, rae CYLLeCTBYET BO3-
MOXXHOCTb NepenyThiIBaHUA N 3aMeHbl MaTepUanoB, NEPEKPECTHOro 3arpA3HEHNUs 1 np.

C.2 KoHTponb kauecTBa MCXOAHLIX M YNAKOBOYHbIX MaTepuanos

C.2.1 Or6op npob (o6pasuoB)

Mepconan, sBeiNoNHAIOWMIA 0T6Op Npob, AomkeH 6biTb 06yyeH n atTectoBaH. OTGOp NP6 BhINONHAETCA B COOTBET-
CTBUMN C UHCTPYKLMEN (METOAUKOI), yTBEPKAESHHOM B YCTAHOBNEHHOM nopsiake. MaeHTMYHOCTL Npobbl (COOTBETCTBUE NPO-
6b1 foroBopy, 3akasy unu cneumdmrkaLm) AOIKHA, Kak NPaBuno, NPOBEPATLCA AN KaXAon eAnHULLI Tapbl.

OT160p Npob BEINONHAETCSA, KaK NPaBUNO, B BbiAeneHHbIX 30Hax. Mpu ot6ope Npob B cknaackux 3oHax cneayeT npu-
HUMaTb cneymanbHble Mepbl NPOTUB NPSIMOrO U NEPEKPECTHOrO 3arpsi3HEeHUs MaTepuaros; Npu HeoGXoANMOCTU — MepbI
no 3awumTe nepcoHana. ATU Mepbl MOTYT BKINOYATL UCNONb30BaHUE YNCTBIX NN U30NUPOBaHHbLIX 30H.

Nopspokot6opa npob 8 cooTBeTcTBUM CTOCT P 52249 (noapasaensi 6.11—6.14) cneayeT UsnoXuTb B UHCTPYKLMK,
KOTOpas onpeaenseT:

- MeTopa oT6opa NPoS UnNK CChiNkKy Ha CYLLIECTBYIOLLYIO METOAMKY;

- Tapy (KOHTenHepbl), B KOTOPYIO OTGUpaloT NPo6bI;

- KONWU4YeCTBEHHbIE XapaKTepUCTUKM NPO6bI;

- o6opyaoBaHue n nHBeHTapb Ans otéopa npo6;

- NOPAAOK MaPKUPOBAHWUSI KOHTEWHEPOB C Npobamu;

- NOPAAOK TPAaHCMOPTUPOBAHWUSA U YCNOBUS XpaHeHus nNpob;

- MeToAabl ouncTku (06paboTkM) KOHTeHepoB, 060pyaOBaHUS M MHBEHTapA AnsA oT6opa Npob;
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- cneumanbHble TpeboBaHus.

MapkupoBka (BHYTPUNPON3BOACTBEHHaA STUKETKA) Ha KOHTeHepe ¢ npobammn AonXHa coaepXaTb, Kak MUHUMYM,
CcneayLLy MHDOPMaLMIo:

- HauMeHoBaHWe MaTepuana v ero kop;

- YKasaHue U3roToBuTensa matepuana;

- HOMep cepuu;

- paty otbopa npob;

- noanuchb Nuua, oTéupasLuero npoody.

C.2.2 KapaHTMHHOEe XpaHeHWe

B nepvoa npoBeAeHUs NCMLITAHUI UCXOAHbIE MaTepuansbl AOMKHbI HAXOAUTLCA B KAPAHTUHHOM XpaHeHuw. Mpu
HeoBX0ANMOCTU MOXET NPpeaycMaTpUBaTLCA XPaHeHWe pasnuyHbLIX Cepuil MaTepuanos B pa3aenbHbiX 3oHax. Pasaene-
Hue MoxeT ObITb 06ecneyeHo Takke OpraHU3aLMOHHBIMKU MepaMm NpU yCnoBum obecneyeHus 3alumThbl OT NepenyTbiBaHWUs
1 3arpAsHeHns. [locTyn B 30HbI XpaHeHns MaTepuanos aomkeH obiTe orpaHuyeH [FOCT P 52249 (noapaspen 3.21)).

McxoaHble MaTepuanbl HAXOAATCS B KAPaHTUHE A0 NONYyYeHUA pa3pelueHUs Ha UX UCNONb30BaHNE UNN AOKYMEH-
TanbHOro ohopMneHunsi OTKNOHEHWs C onpeaeneHMeM AeiCTBUIA B OTHOLLEHUMN AaHHbIX MaTepuanos (BO3BpaT NocTasLwu-
Ky, yTUnm3auus n np.).

C.2.3 UcnbiTaHunsa (aHanu3 npo6 nnmn o6pasuos)

Nopsinok npoeaeHus ucneitaHuin — no FCOCT P 52249 (noapasaenst 6.15—6.22).

Mpu ncnbiTaHUAX NpoBEpPAETCA COOTBETCTBME MaTepuanos cneundukaLmsamM no MeToaukaMm, CopepKallMMcs B HOp-
MaTUBHBIX AOKYyMeHTaX (CTaHaapTax, (hapMakoneiHbIX CTaTbAX U Ap. ), NPUUX OTCYTCTBUN — MO MeToAUKaM, paspaboTtaH-
HbIM NPOM3BOAUTENEM UMW APYIMMUN KOMNETEHTHLIMU OpraHn3aLmnaMu.

Mpw HecoOTBETCTBUM pe3ynbTaToB UCTMLITAHWUN 3aaaHHbIM TpeboBaHUAM cneayeT NPoBECTU paccneaoBaHune (aHa-
NX3) NPUYUH OTKINOHEHWI (HU3KOE KayeCTBO MaTepuana, ownbkn Npy UcnbITaHUAX u ap.).

PesynbTaTthl ucneitaHuin n otbopa Bcex npod, B TOM Yucne pesynbTaTtbl NPUYNH OTKNOHEHUA (NpYU Hanu4un), odop-
MASOTCA AOKYMEHTaMu (HanpuMep, NPOTOKONamu, 3anonHAEMbIMU PYKOMUCHBIM CMOCOGOM UNK C MPUMEHEHNEM TEXHU-
YeCcKux CpeacTs).

C.2.4 PaspelueHue Ha NpuMeHeHUe MaTepuanos

MpunonoxuTenbHbIX pe3ynbTaTax UCTIbITAHNIA OTAEN KOHTPONSA KaYeCcTBa BbiAaeT paspeLleHue Ha UX NpUMeHeHue.

B cny4yae oTpuLatenbHOro pesynbtata ucfbiTaHni OTAEN KOHTPONS KayecTBa OhOPMASIET pelueHne 06 OTKNoOHeHUN
MaTepuana c nocneayLmMM yseoMNEHneM NOCTaBLLUMKa, NPOBOAUT aHANMU3 NPUYNH OTKNOHEHUA u paspabaTbiBaeT Mepbl
no NpeaoTBpaLLEHUIO MOBTOPHBIX OTKNOHEHUIA.

C.2.5 XpaHeHue npo6 (o6pa3uoB)

Yueno otobpaHHbIX NpoB, TpeGoBaHMsA K yCNOBUSIM XpaHEHUS, CPOKaM XpaHeHUs, yTUnnsaLmm no UCTeHeHUm cpoka xpa-
HeHWs AOSKHbI GbITb OnpeaeneHbl MHCTPYKLMEi.

CnepyeT XpaHWUTb AOCTaTOYHOE Yucro Npob, HeobGxoaMMoe AN BbINONHEHUS NONHOTO 06beMa UCMbITaHWIn ucxoa-
HbIX MaTepuanoB, B Te4eHNe YCTaHOBNEHHOTO CpoKa UX roaHoCcTu nnio¢ oauH ropg [FOCT P 52249—2004 (nopgpasnen
6.14)]. Ycnosus XxpaHeHNsa He OOMKHbI A0MYCKaTh YXyALLEHUsI CBOMCTB MaTEPUanoB B TEHEHUE BCErO CPOKa XpaHEHUs.

MomeLLeHMA ANA XpaHeHUs AOIMKHbI COOTBETCTBOBATL YCTAHOBNEHHBIM TpeGoBaHusaM. [lonyck B HUX paspeluaeTcs
TONbKO OnpeaeneHHbIM Nuuam.

C.3 XpaHeHune maTepnanos

Ycnosus xpaHeHus matepuanos — no NOCT P 52249. CneayeT KOHTPONMPOBaTh CPOK rOAHOCTU MaTepuanos. B
Cny4ae ero npesbILLEHNA MaTepuan crneayeT NoMeLaTh B KapaHTMHHOE XpaHeHue ¢ HaHeCEHUEM MapPKUPOBKU, OTpaXalo-
Len ero cTaTyc.

He ponyckaeTca xpaHeHue maTepuanos Ha nony. MaTtepuansl pasnuyHbIX cepuii AOMKHBI ObITb pasaeneHsb.

Bblaaya MaTepuranos B NPOU3BOACTBO OCYLLECTBNAETCSA NOCNe NoNyyYeHus paspelleHus 0Taena KOHTPOns kavecTsa
(cydyeTom cpoka roaHocTu). Mpu BbiAaYe MaTepyana B Npou3BOACTBO CrieayeT NpoBepsTh o COOTBETCTBUE TpeboBaHWAM
creundukaLni, CpoK roaHOCTU U cobnioaeHne NPUHLMNA «nNepBbIM NPULLING — NEPBbLIM YLUIO».

CnepyeT BeCTU NOCEPUIAHBIN yUET pacxoda MaTepranoB ¢ permcTpauveit Aatbl (BpemMeHn) Hauyana v OKOHYaHus pac-
XOA0BaHWUsA cepun.

PekomeHayeTCA yCTAHOBUTL HOPMY HECHWKaEMOro (MMHMManbHOro) 3anaca Kaxaoro Buaa Matepmanos U opraHu-
30BaTh yYEeT MaTepmnanoBs Ha cknagax v nopsiaok UX Bblaayun.

OTKNOHEHHbIE UCXOAHBIE MaTepuanbl CNeayeT U3ONUPOBaTD.

C.4 TpaHcnopTMpoBaHue MaTepuanoB Ha NpeanpPUATUU

TpaHCnopTMpPOBaHWEe MaTepUanos BLINONMHAETC B COOTBETCTBUM C MHCTPYKLMER, onpeaensiowen cpeacTea un
MeTOAbl TPaHCMOPTUPOBaHUS, ¢ cobnioaeHnemM TpefosaHUi COXpaHHOCTU MaTepuanos U 6esonacHocTi. Cneayert onpe-
AenUTb MapLUpy Tl TPaHCNOPTUPOBAHNA MaTepUanos 1 NuL.

C.5 AyauTnocTaBlLUMKOB

Ha npeanpuaTum cnepyeT MMeTb yTBePXAEHHBIN NepeyeHb NOCTaBLUMKOB BCEX NCNONb3yeMbIX MaTepuanos. Mpu-
ofipeTeHne MaTepnanoB y NOCTaBLUMKOB, HE BHECEHHbIX B AaHHbIN NepeyeHb B yCTaHOBNEHHOM NOPSAKE, He AOMNYCKaeTCs.
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AyANT NOCTaBLUMKA ABNAETCA BAXHBLIM U 3 (EKTUBHBIM CPEACTBOM 06ecneHeHNs KauecTBa UCXOAHBIX U YNaKoBOY-
HbIX MaTepuanos. CneayeT yaensTb 0co60e BHUMaHWe ayauTy NOCTABLUNKOB, KOTOPbIE HE UMEIT MHOTONETHEro CTaxa
6e3ynpeuHoi pa6oTbl. MepeveHb NOCTABLMKOB COCTABMSAETCA U YTBEPXAAETCA N0 pe3ynbTataM ayauTa.

Mpu npoeeaexHun ayanTa cneagyeT NPOBECTU aHanNM3 NPOM3BOACTBA Y MOCTaBLUMKA U UCMONb3YeMbIX UM MaTepua-
noe.

CnepyeT pa3spaboTaTb NOAMTUKY B3aMMOOTHOLIEHWI C NOCTABLLMKAMM, B TOM YUCNE HANOXEHWe Ha HUX MaTepuanb-
HbIX CaHKLIMN B CRyuae NOCTABKN HENPUIOAHBLIX MaTepManoB, 3aMeHy NOCTABLLMKOB U Np.

B cnyyae OTKNOHEHWS W BO3BpaTa MOCTaBNEHHbIX MaTepManos cneayet MONYYUTb MHCOPMALMIO O NPUUMHAX,
BbI3BABLUMX OTKMOHEHUE, N MePaX, NPUHATBLIX AN UX YCTPaHEHMS.

MNpumeuyaHune— CuctemaTmyeckunii yueT kadectsa paboTsl MOCTaBLLMKOB CReayeT OpraHn3osaTh Takke npu
oKasaHUM UMK pasnUUHbIX YCNYr, HanpuMep, No CTUPKe 0AeXabl, PEMOHTY 060pya0BaHUA 1 Np.

C.6 Noroeopbl

MocTaBka UCXOAHBIX M YNaKOBOYHBIX MaTepuanos opopmnseTcs AOrOBOPOM (KOHTPaKTOM), B KOTOPOM cCneayeT YeT-
KO U3NOXUTbL TpeGoBaHUA kK MaTepuanam Co CChINKON Ha COOTBETCTBYIOLNIA HOPMaTUBHBIN AOKYMEHT. CneayeT AOKYMEH-
TanbHO OMPOPMUTL MOPAAOK NOArOTOBKM AOroBOpa € YKazaHUeM COrnacoBbiBAOWMX NUL, U NOCNEAOBATENbHOCTU
CornacoBaHus, a Takke NpeaycMoTpeTh NOPSA0K BHECEHNSI U3MEHEHWIA B JOrOBOP.

Mopsaok NoAroToBKM M NOANNCaHUA AOrOBOPOB AOMKEH pernaMeHTUpOBaTbLCA OTASNLHON UHCTPYKLUMEN, B KOTOPOMN
YKa3blBaKTCA:

- nepeYeHb BUAOB 3akNoHaeMbiX AOrOBOPOB (NOCTaBka, yCnyrm u np.);

- MH(OpMaLMs O TOM, Kakne AOroBOPbI FOTOBUT 3aKa34umnk, kakue — NOCTaBLUMK;

- npuMepHble hopMbl (06pasLbl) AoroBopos;

- nvua, OTBETCTBEHHbIE 32 MOArOTOBKY AOrOBOPOB;

- nuua, OTBETCTBEHHbIE 3a CornacosaHue Aorosopos N NOCNeA0BaTENLHOCTL COrNacoBaHus;

- nuua, noanucbiBaroLL e A0roBopbl;

- NOpsiAOK BHECEHWUS UBMEHEHWIA B AOTOBOPSI;

- CpPOKM NOAroTOBKW U NOANUCaHUA AOTOBOPOB;

- MOPSAOK XpaHeHNs1 AOrOBOPOB;

- NOPSAOK KOHTPONSA BLINONHEHUA AOTOBOPOB.

B poroBope nocTaBku cneayeT npeaycMaTpusaTth 06533aHHOCTL U OTBETCTBEHHOCTL NOCTaBLUMKA O HeMEANEHHOM
MHOPMUPOBaHUM 3aKa3unka O NOObIX N3MEeHEHUAX, CBA3AHHBIX C NPOM3BOACTBOM MaTepuanos, B TOM Yucne o6 nsmeHe-
HUAX XapakTepUCTUK NCNONb3YEMOro ChipbS.

3akasunk gomkeH CBOeBpeMEeHHO MH(POPMUPOBaTbL MOCTaBLMKa O NpeanonaraeMblix U3MeHeHnax TpebosaHuin n
noBbIX NpeTEH3UAX K MaTepuanam, UX ynakoBke u ycTaHaBnumpaTth cneuuansHole TpebosaHmns k MaTepmanam n MetToaam ux
KOHTPONSA, COrnacoBaBs UX C MOCTaBLLMKOM.

Mpy HeOBXOAMMOCTU BO3MOXHA OPraHM3auma KOHTPONSA MaTepuanos NpeacTaBuTeneM 3akasyuka Ha npeanpus-
TUU-NOCTaBLUMKE.

B poroeope cnenyeT ykasbiBaTb:

- HanMeHOBaHMWEe, YUCIO U BMA Tapbl M YNaKOBKN NOCTaBNSEMbIX MaTepuarnos;

M3roTOBUTENS U NOCTaBLUMKa MaTepUanos (€CNu AOroBOp 3aKNI0YaeTCs He C U3roToBUTENEM MaTepUanos);
- AOKYMeHT, TpeboBaHMsIM KOTOPOro MaTepuan AoMKEH COOTBETCTBOBATD;

TpebosaHusa 6esonacHoOCTY;

- BO3MOXHOCTb NpoBeaeHUda ayauTta y nocTaeLlinka,

- CaHKUMK, NPUMEHSIEMbIE K NOCTAaBLLMKY NPU HEBBLINONHEHUN UM 06A3aTENLCTB.
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Mpunoxexune D
(cnpaBouHoe)

MpopaboTxa 3aka3oB M OpraHM3aLmuA UX BbINONHEHUA

D.1 PekoMeHayeTcs, Npu HeoOX0AUMOCTH, onpeaenuTb (PopMy 3asiBKM Ha NOCTaBKY MPOAYKLMK, 3aNONHAEMYIO
nokynatenem, u (oopMy AOroBopa (3akasa) nocTaBku.

Mpu npopaboTke 3akasa cneayeT OLLEHUTL BO3MOXHOCTb BbINONHEHUs 3akasa B TpebyeMblit cpok. C 3TOM Lenbo
npeaycMaTpuBaeTcs npoBepka:

- Hanuuus TpebyeMoit NpoayKLUMM B HOMEHKNAType NpeanpusTus;

- d)aKTW-IeCKOﬁ BO3MOXXHOCTU BbINONHEHUA 3aKa3a B TpeﬁyeMble CpPOKU;

- Hanu4uus TpebyeMoit npoayKLMM Ha CKnaje u B NPOU3BOACTEE;

- ofecneyeHHOCTN UCXOAHBIMU U YNAKOBOYHBIMU MaTepuanamu (Mpyu OTCYTCTBAM NPOAYKUMW Ha CKNaae) unu Bo3-
MOXHOCTM AaHHOro oGecneyeHus;

- AOCTaTOMHOCTM MPOU3BOACTBEHHbBIX U CKNAACKUX MOLHOCTEMN;

- rotToBHOCTU 060pyAOBaHUS (Hanuyuue UNU NOATBEPKAEHUE CTaTyCa «aTTEeCTOBAHO» ANA BCEX KPUTUHECKUX TEXHO-
NOrMYecKnx NPOLLeCCoB M 060pyA0BaHUS);

- NOCTYNNeHWs peknamauuii Ha 3asiBnAeMbli BUA NPoAYKUUN, Heo6X0ANMOCTM YCTAHOBNEHUA U YCTPaHEHUS NpU-
4uH Opaka oo BO30OHOBNEHMSA NPON3BOACTBA.

D.2 Mpu HeoBxoammocTn moxeT ObITL onNpeaeneH NUCT COrNacoBaHusA, 3anonHAeMbli noapasaeneHusaMm npea-
NpUATUA NPU PAaCCMOTPEHUU 3aKasa.

maeHas uenb Npn npopaboTke 3aka3a — NOATBEPXAEHUE BO3MOXHOCTHN BbINONHEHWUS 3aKa3a B YCTaHOBMEHHbIE
Cpoku ¢ TpebyeMbIM Ka4eCTBOM.

D.3 PekomeHayeTca paspaboTtaTb U HarnaaHO NPEACTaBUTb CXEMY WUCMONHEHWUA 3akas3a OT ero MonyyeHns Ao
oTrpysku. Mpumep cxembl npuBeaeH Ha pucyHke D.1.

3aknioueHue
Mony4eHwe 3aka OTKa 3 >
onyyeHue 33 Mpopabotka 3akasa foroBopa
\
MarotoBneHue npoaykuum _ BkrioyeHue 3akasa
cornacHo 3akasy - B NnaH NpousBoACTBa

KoHTponb ¢aKkTMyeckoro UCronHeHms
3akasa

PucyHok D.1 — Cxema ncnonHeHus sakasa

OTan 3aknYeHns Aorosopa MOXeT He BKN4aTbCA BO BHYTpMI'IpOMSBO,nCTBeHHbIVI AopaAaoK paﬁOTbI.
MoxxeT 6bITb npeaycMoTpeH KOHTPONbHbIN NUCT UCNONHEHWA 3aKasa, B KOTOPOM OTpaxarTCA BCe 3Tanbl ero Bbinon-
HEeHUA.
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MpunoxeHue E
(cnpaBouHOEe)

OpraHusauua npounssoacTtea

E.1 JokymeHTauuna

E.1.2 Cneuudurkaummn Ha ICX0AHbIE U YNakoBOYHbIE MaTepuansl, NPOMEXYyTOUHYIO U FOTOBYHO MPOAYKLMIO U Np. pas-
pabaTbiBatoTcA B cooTBETCTBUM C TpeboBaHuamu FTOCT P 52249 n apyrnx HopMaTUBHBLIX JOKYMEHTOB.

E.1.3 MpounsBoacTBeHHaA U TeXHONOrM4Yeckas AOKyMeHTaLmA

HasHayeHWeM AaHHbIX BUAOB AOKYMEHTaLMm aBnseTcs obecneyeHune Bbinycka npoaykLMmn B CTPOroM COOTBETCTBUM
€O creundnkaLmamMn.

B cocTae npon3BoACTBEHHON U TEXHONOrMYECKON AOKYMEHTALIUN BXOAAT MPOMbILLNEHHbIE pernaMeHTbl, TEXHONorn-
Yeckne MHCTPYKLUUM WU UHCTPYKLMM Mo ynakoBke. TpeGoBaHUA K MPOMBILUNEHHLIM pernameHTam, TeXHONMOrmyecKum
MHCTPYKLMAM U MHCTPYKLMAM Nno ynakoeke npueeaeHbl B FTOCT P 52249 n apyrnx HopMaTUBHBIX AOKYMEHTaX.

E.1.4 MpoTokonbl Ha cepuio NpoayKLUn

Ha kaxayto cepuio NpoAyKLMM COCTaBNAETCA NPOTOKON C AaHHLIMM O NOArOTOBKE M XOA€e NPOU3BOACTBA 3TON cepun,
haKTUYECKNX 3HAYEHNAX NapaMeTpPOB TEXHONOMMYECKOro NpoLecca n okpyxatoLlen cpeabl (B TOM YMCNE AaHHbIE MOHUTO-
puHra), BoIABNEHHbIX OTKNOHEHUAX U paspeLLeHnn Ha peanmn3aLuio NpoayKLnA.

MpoTokonkl coaep:kaT AaHHble 0 FOTOBHOCTU MOMeLLeHUI M 060pyAOBaHMWs K NPOBEAEHUI0 TEXHONOMMYECKOro npovecca,
ero hakTM4eCKOM BbINONHEHNN, 3HAYEHUAX KOHTPONMpYyeMbIX NapaMeTpos 1 np. MNpoTokonbl coaepKaT MCTOPUIO U3roToBne-
HWUSA Cepumn NPOAYKLMN U UCTIONb3YIOTCS B KaYecTBe AoKa3aTenbHOro MaTepuana B cnyyae peknamauumn, npyu aHanuse NpuyunH
OTKNOHEHWIA, NPOBEAEHNN aHann3a pucKos v np.

Ha Bcex aTanax BeAeHMs NpOTOKONa crneayeT NpoBepATb NPaBUNbHOCTb €ro COCTaBNEHUs, Hanuune noanucen
OTBETCTBEHHbIX NUL, U paboTHNKOB OTAENa KOHTPONA kaYecTaa.

Mopsaok BeaeHWUNA 1 NPOBEPKM NPOTOKONA Ha CepUIo NPOAYKLUM AoMmKeH ObITL onpeaeneH cneumanbHbiM AOKYMeH-
TOM C YKa3aHNeM OTBETCTBEHHbIX NuL,.

CpoK XxpaHeHUsA NPOTOKONOB — He MeHee 0AHOro rofa NOCNe OKOHYaHWUA Cpoka roAHOCTU NPOAYKLMK, ECNU He YCTa-
HOBMNEHO UHoe.

E.2 MomelyeHusn, obopyaoBaHue U TeXHONOrM4eckue Npouecchl

E.2.1 MomelleHnsi, o6opyaoBaHne U TEXHONOrMHeCKUe NPOLIECCh! AOMKHBI COOTBETCTBOBATL CBOEMY Ha3HaYEHMUIO,
TpebosaHuam FOCT P 52249 n apyrmx HOpMaTUBHBIX AOKYMEHTOB. MomelueHus, 06opyaosaHne nNpoLeccbl, CBsA3aHHbIE CKpU-
TUYECKMMUN NapaMeTpamu, NoANexaT aTTecTaunm, KoTopas NPOBOAUTCA KaK Ha dTane NOAroTOBKW NPOU3BOACTBA (CM. pas-
Aen 8), Tak U B 3KcnnyaTauum (NOBTOPHAas aTTectaums nocne BHECEHWUS N3MEHEHNI, CBA3AHHBIX C KpUTUHECKUMU NapameTpamu,
ANUTENbHLIMW NepepbiBammn B paboTe, 3HaUUTENBHBIMU OTKNOHEHNAMM OT YCNOBUIA 3KCNNyaTauMnn T. A.).

E.2.2 Hanpeanpuatum cnenyeT opraHn3oBaTh 3KCNNyaTaumio n TeXHU4eckoe obcnyxmsaHue noMeweHui nobopy-
[0BaHUs C BeAeHUEM rpankos 1 XXypHaNoOB TEXHUYECKOro ob6cnyxusanns.

E.2.3 CnepyeT npeaycmoTpeTh NEPUOANYECKUA NN HENPEPLIBHBIN KOHTPONb KpUTMYECKNX NapameTpos obopyao-
BaHUA, TEXHONOMMYECKNX NPOLIECCOB N OKpYXaloLLen cpeabl C yCTaHOBNEHWEM YpOoBHEN npeaynpexaeHns n AeNCTBUNA.

E.2.4 TMpoeeaeHune o6paboTkm (04nCTkU, Ae3nHdeKuUn, cTepunusaummn) nomelleHuii 1 obopyaoBaHus cneayeT
hukenposaThb B XXypHanax, kaptax unu Apyrux ydeTHbiX AOKYMEHTaxX C ykasaHnem AaTthl M BpeMeHun nposeaeHust o6pabot-
KW, HAUMEHOBaHNA N HOMEpa Cepun NPoAYKLUM (Npu BbiNycke ABYX unu 6onee BMAOB NPOAYKLIMK), NOCNe NPOU3BOACTBA
KOTOpOW NpoBeaeHa obpaboTka.

3anucu B xxypHane AoMxHbI UMETb ABe noanucu: paboTHnka, BLHINONHAOLWeEro 06paboTKy, U KOHTPONUPYOLLLEro
nuua. XXypHan cneayeT BeCTU B XPOHONOrMHECKOM Nopsiake.

DanHble 06 06paboTke KpUTUHECKOro 000pyAOBaHNUA cneayeT NPUBOAUTL B MPOTOKONE CEPUM NPOAYKLUK.

E.3 MapkupoBaHue (BHyTpeHHee 3TMKeTUpOBaHUE) B NpoLecce NPOU3BOACTBA

E.3.1 Hanpeanpuatum aonkeH 6biTb yCTaHOBNEH NOPAAOK 0OpaLLeHns BHYTPUNPOU3BOACTBEHHBIX 3TUKETOK U KOH-
TPONb 32 HUMMU.

E.3.2 Ha atane nponssoacTsa ynakoska (MPOM3BOACTBEHHAA Tapa) C MaTepuanamm, NPOMEXYTOUYHbIMY UKW FOTO-
BbIMW NPOAYKTaMM1 AOMKHA UMETb ABA BMAA BHYTPUNPOU3BOACTBEHHON MapKUPOBKMN (MOXET HAHOCUTLCS Ha OAHY UNN pas-
Hble 3TUKETKU) CNEAYIOLLIEro COAePXKaHNS:

- 0603Ha4eHne unu naeHTMdUKaLMIO MaTepuana unu NPoaykTa (MAEHTUMUKALMOHHasA STUKETKA);

- cTaTyc Matepuana unn NpoaykTa 8 NPOU3BOACTBEHHOMN Lienn (3TUKETKa cTaTyca).

B naeHTMNKaLMOHHON 3TUKETKE YKA3bIBAIOTCS:
HanmeHoBaHue (Koa) MaTepuana unu NpoaykTa;
HOMep cepun;
- AaTta HaHeCeHUA 3TUKETKN (MapKUPOBKM);
noaNUChL.
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OTuKeTka cTaTyca coAaepXUT UHPOPMAaLMIO O TOM, rAe HaxXOAUTCA MaTepyan (NPOAYKT) UKW KaKyto CTaauio B Npous-
BOJCTBEHHOIA Lienu OH NpoLuen (HanpumMep, «HaxoAUTCS Ha KapaHTUHHOM XpaHeHUN» , «NpoLLIen KapaHTUHHOE XpaHeHue»
nT. A.). Ha Hell Takxe cnepyeT ykasbiBaTb HauMeHOBaHUe (koA) MaTepuana, HoMep cepun u aarty.

NHdbopmaums o cTaTyce moxeT ObiThb BblAeneHa LiBeTOM 3TUKeTKW (HanpuMep, 3eneHblii — «onyLieH K ucnonb3o-
BaHUIO», KeNTbIn — «HaxoauTca B KapaHTUHHOM XpaHeHNU», KPacHbIN — «OTKINOHEH» ).

E.3.3 OTukeTkn 060Mx BMAOB AOMKHBI HAHOCUTBLCA Ha KaXA Yo YNakoBOYHYH e AnHULLY. OHM AOMKHbI ObITb ACHBIMU U
OAHO3HAYHbLIMU ANS NOHUMAaHUS.

JaHHble 06 naeHTMdMKaLMn MaTepuana (NpoayKTa) n ero cratyce MoryT 6bITb HAHECEHBI Ha OAHY U Ty e STUKETKY.

E.3.4 CnepyeTopraHnsoBatb y4eT BHYTPUNPON3BOACTBEHHbLIX 3TUKETOK U UX XpaHeHUe Tak, 4ToObl u3bexats nepe-
NyTbIBaHWA 1 OLWIMBOYHOro HaHeceHWs. CneayeT AOKYMEeHTanbHO onpeaenvTb NOPAAOK HaHeCeHWs 3TUKETOK U L, OTBET-
CTBEHHbIX 3a NpoBeeHNe AaHHO onepaLun.

E.3.5 OTukeTkn nepep ncnonb3osaHneM crnegyeT NpoBepUTh Ha MPeAMET UX COOTBETCTBUS Ha3HaAYEHNIO.

E.3.6 HennoTHo npuneratowme n noBpexaeHHbIe 3TUKETKU CneayeT yAansaTh U 3aMeHATb Ha HOBbLIE.

E.3.7 HaynakoBky (Tapy) C KpbILUKO 3TUKETKa HAGHOCUTCS TONBbKO Ha KOPMYC YNakoBKM (He Ha KPbILKY).

E.4 BHyTpMnpou3BoACTBEHHbLIA KOHTPONb

Lienbto BHYTpUNPOU3BOACTBEHHOMO KOHTPONSA ABNAETCHA NPOBepKa COOTBETCTBUA KPUTUYECKMX NapamMeTpoB TEXHO-
NorMyeckoro npoLecca 1 nokasaTtenei NPoMeKyTOYHOro NPOAYKTa, HAXOAALWEroca Ha CTaaun NPOU3BOACTBA, TpeGoBaHu-
AIM AOKyMeHTauumn. [laHHbIN KOHTPONb BbINONHAETCSA NPOU3BOACTBEHHBIM NOApa3AeNeHnemM U NO3BONSET CBOEBPEMEHHO
NPeAnpUHATL KOPPEKTUPYIOLLIME AENCTBUA B NpoLecce NPOU3BOACTBA.

[ina npoBeeHNs BHYTPUNPOU3BOACTBEHHOrO KOHTPONA cNeayeT NpeaycMoTpeTb HeobXxoanmble NOMeLLEHNs, nep-
coHan n obopyaoBaHue.

CnepyeT AOKyMEHTanbHO onpeAenuTb TpeboBaHUA K KOHTPONMPYEMbIM NapameTpaM U Mepbl, NPUHUMaeMble Npu
OTKNOHEHUN OT AONYCTUMBIX 3HAYEHUIA.

WNHCTpykumm (MeToankn) no NpoBEAEHNIO BHYTPUNPON3BOACTBEHHOTO KOHTPONA COrNacoBLIBAIOTCA OTASNOM KOH-
TpONs KavecTsa.

[JaHHble BHYTPUNPON3BOACTBEHHOIO KOHTPONS UCMONBL3YIOTCA MPU aHanu3e PUCKoB 1 pa3paboTke MeponpuaTUiA No
obecneyeHunto cTabunbHOro kauecTBa NPoOAYKLMN.

E.5 MeuaTHble maTepuanbi

E.5.1 Beuay ux kntoveBoin ponu B obecneyeHnn noaTBepXXAeHUS MAEHTUYHOCTU NeKapCTBEHHbIX CPeACTB cneayeT
obBecneunTb HapexHoe n 6e3onacHoe XxpaHeHue, a Takke y4eT ABMKEHUA nevaTHbIx maTepuanos [FOCT P 52249 (noapas-
Aen 3.25)].

E.5.2 Mo y4eTy ABMXKEHUA YNAKOBOHHBLIX MATEPUANOB, B TOM YUCNE NPOMaPKUPOBAHHBIX, HA NPEANPUATUN AOMKEH
6bITb pazpaboTaH OTAENbHbLIN AOKYMEHT, B KOTOPOM OTpaXkaeTcs NOPAAOK Nepeaaqm ynakoBOYHbLIX MaTepuanos Ha BCex
3Tanax NPon3BOACTBa C YkazaHNeM OTBETCTBEHHbIX Nuu. Jlula, OTBETCTBEHHbIE 3a yuYeT ABWKEHUA 3TUX MaTepuanos,
Ha3Ha4aTCcA Npuka3oM PykosoauTens.

E.5.3 Cnepyet nposepsTh 6anaHc 1mucna NonyYeHHbIX, MICMONb30BaHHBLIX U BO3BPALLEHHbIX 3TUKETOK ANA rOTOBOW
npoaykuum n 6anaHc UCnonb3oBaHHbIX 3TUKETOK U YMCNa roTOBLIX €ANHUL, Npoaykumn. CneayeTt aHann3nuposaTh U paccne-
[0BaTb MPUYNHBI PaCXOXKAEHUA MexAay NONYYEHHBIMU AAHHBIMU.

BanaHc MOXeT He NpoBOAUTLCA ANA PYNOHHLIX UK paspe3HbIX 3TUKETOK, €CNN NPeayCMOTPEH aBTOMaTUHeCKUn
100 %-Hbl KOHTPONb NPaBUNBHOCTN HAHECEHUA 3TUKETOK.

Heucnonb3oBaHHble 3TUKETKU, COAEPKaLLUe HOMep Cepum roTOBON NPOAYKLIMMN, AOMKHBI YHUHTOXATLCA C COCTaBne-
HUeM npoToKona.

E.6 MartepuanbHbiin 6anaHc

Mocne 3aBepLUEeHNs NPOU3BOACTEBA U YNaKOBKU Cepun NPOAYKLUN BbINONHAETCS CONOCTaBNeHne TeopeTMyecKoro n
haKkTMYEeCKOro BbiIxoga NpoaykKunn. ConocTaeneHne BbINONHAETCA Apon3BOACTBEHHbIM NoapasaeneHuem. Mocnepyio-
e NpoBepKn NPoBOAATCA, Kak NpaBuno, 0TAeNOM KOHTpONA Ka4YecTea.

E.7 PaboTa ¢ OTKNOHEeHHbIMW MaTepuanamMu (npoayxLumnen)

E.7.1 Mpu4mnHbl NtoGOro OTKNOHEHWA crieayeT paccrnenoBaTb U paspabaTbiBaTb MEPONPUATUA NO NpeaoTBpaLLie-
HUIO €ro NOBTOPEHUS.

E.7.2 PaboTa C OTKNOHeHHbIMW MaTepuanamm (Npoaykumein) AonxHa GbiTb OTpaxeHa B crneuuanbHON MHCTPYKLMK,
B KOTOPOW YKa3bIBaKTCA:

- KpUTepun OTKNOHEHNA NpoaYKUNU UNK CCbINKa Ha 3TN KpUTEPUN;

- MOpsAOK NPUHATUSA PeLleHNs B OTHOLLEHUN OTKNOHEHHBbIX MaTepuanos (NPoayKLum);

- nuua, NpuHUMarLme pelleHne o6 OTKNOHEHUN;

- DeNCTBUA C OTKNOHEHHBIMU MaTepuanamu (Nnpoaykuueit) (s03spaT nocTaBLMKy, NOBTOpHaA nepepaboTka, yTunu-
3aums, Nony4yeHne paspelleHns Ha UICNonb3oBaHue U np.);

- MapKMpOBaHMWe N MeCTO XPaHEeHUs TakUX MaTepranos (NpoayKLmMK).
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E.7.3 VIHCTpYyKUMS N0 AeMCTBUAM NepcoHana B crnyyae obHapyXeHust HeCOOTBETCTBUIA AOMKHA CoAepXKaTb:

- NOPSAAOK perncTpaLun HeCooTBETCTBUN;

- NOpAA0K UHDOPMUPOBAHUA BLILLECTOSALLIUX NNL;

- Mepbl N0 ofecneyeHnio CooTBETCTBUA NepepabaTbiBaeMoit cepum 3aaaHHbIM TpeGoBaHNSM.

MepepaboTka OTKNOHEHHBLIX CEPUIA AOMYCKAETCA TONBKO NO pa3peLleHnio OTAena KOHTPONS Ka4yeCTBa COrnacHo CooTBET-
CTBYIOLLEN A0KYMEHTaLMN U C NPUHATUEM MeP, 0BecneumnBaloLLmMX COOTBETCTBUE NepepabaTbiBaemoii cepum 3afaHHbIM Tpebo-
BaHUSIM.

JonxHbl 6bITb CCHOPMYNUPOBaHBI YCIIOBUS, MPU KOTOPbLIX AoNyCKaeTcs nepepaboTka NpoayKLumn.

E.7.4 [nsa xpaHeHUs OTKNOHEeHHbIX MaTepuanos (MPoAayKUUK) ACIKHBI GbIT NPeAyCMOTpPEHbI cneumnanbHble noMe-
weHnsa (30Hbl). [Ins HarNsAHOCTN UX cneayeT BbiAenUTb (Hanpumep, UBETOM) U NPUHATL Mepbl MPeaoCTOPOXHOCTU OT
HECaHKLMOHUPOBAHHOro AOCTYNA B HUX.

E.7.5 DokyMmeHTauuto no paGoTe C OTKNOHEHHLIMM MaTepruanamu U NpoayKLmeil creflyeT XpaHuTb B TeYeHUe ycTa-
HOBNEHHOrO Nepnoaa BpemMeHu, onpeaeneHHoro CUCTEMON yrpasneHUs AOKYMeHTaLmei, AeiCTBYIOWEN Ha NpeAnPUATUN.

E.8 XpaHeHue npoayxuuun

CnepyeT paspaboTaTb Tpe6oBaHNA K XpaHeHMIO NPOAYKLIMM B COOTBETCTBUMU C hapMaKkonenHoMn CTaTbel, B TOM YUC-
ne TpeboBaHus:

- KHanpaeneHuio B KapaHTUHHOE XpaHeHne A0 MoNy4YeHUs paspeLleHns Ha peannsaumio;

- K YCNoBusM XpaHeHus, NnapameTpaM MUKPOKNUMATa, OCBELEHHOCTU U NP., NPU KOTOPLIX rapaHTUPYEeTCA COXpaH-
HOCTb NpOAYKLMK 6e3 yXyALeHUs ee CBOWCTB.

Opyrue Tpe6osanns — no FOCT P 52249.
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MpunoxeHune F
(cnpaBouHoe)

Mopsapok opraHU3aLmMm KOHTPONA UCNONHEHNA

F.1 KoHTponb MCNonHeHust AOKYMEHTOB NOBLILLAET YPOBEHb OTBETCTBEHHOCTU 3a BbINOMNHsieMyio paboTy 1 HanpasreH
Ha CBOEBpEMEHHOE U HaanexXalliee UCTIONHEHWE AOKYMEHTOB, MOCTYNAIOLWMX Ha NPeANPUATHE 1 paspaboTaHHbIX CaMuM npea-
npusituem.

OTCyTCTBUE AOIDKHOIO KOHTPONS UCTIONHEHNS NPUBOAUT K CNeAyoLLemMy:

- yTepe AOKYMEHTOB;

- HEUCMONHEHNIO AOKYMEHTOB B CPOK UINM HEMCTIONHEHUIO UX BOOOLLE;

- HeopraHusoBaHHoI paboTe ucrnonHuTenei, B OCHOBHOM MO METOAY «YCTPaHEHUA OTKNOHEHUN» C ANEeMEeHTaMmn cny-
YaHOCTN U XaOTUHHOCTY;

- NpaKTU4ECKON HEBO3MOXKHOCTU BOCCTAHOBUTL UCTOPUIO paboThl C AOKYMEHTaMM U PONb KaXA0ro N3 UCNONHUTENEN.

F.2 KoHTponb ucnonHeHust MOXeT ObiTb CMNOLLHLIM UMK BbIGOPOYHBIM.

Ecnu Ha npeanpysATAM He NPeayCMOTPEH CNMOLLUHOW KOHTPONb, TO AoImkeH ObiTh yTBEpXAEH NepeyeHb AOKYMEHTOB,
MCMONHEHUE KOTOPLIX NOANEXKUT KOHTPORIO.

F.3 OTtBeTCTBEHHbIM 3a MCMONHEHUE AOKYMEHTa (OTBETCTBEHHBLIM UCMIONHUTENEM) SIBINAETCA NULIO, YKa3aHHOE B nepeyHe
ucnonHuTenen (pesonioLumn Ha BXoAsLLIEM NOKYMeHTe) nepBbiM. OTBETCTBEHHOMY MCTIONHUTENIO MPEAOCTABNRETCA NPaBo Co3bl-
Ba COMCMNONHUTENEN.

CoucnonHuTenu o6a3aHbl NPeaoCTaBUTb OTBETCTBEHHOMY MUCMONHUTENIO 38 YCTAHOBNEHHDI MM NepUos BpemeHn A0
MCTeYeHUs Cpoka UCTIONHEHUs AoKYMeHTa BCce MaTepuars! Ans 06006LueHns n NoaroToBku NpoekTa COOTBETCTBYHOLLETO A0KY-
MeHTa.

CovcrnonHUTenn HecyT paBHYIO C UCTIONHUTENEM OTBETCTBEHHOCTb 3a CBOEBPEMEHHOE U Haanexallee UcnornHeHwe
DOKyMeHTa.

F.4 cnonHeHne aokymeHTa MOXeT ObITb pa3aeneHo Ha 3Tanbl U COCTaBNeH NnaH-rpaduk, BKnioyaroLmii B cebs Hau-
MeHOBaHWA 3TanoB, UICNONHUTENEN N CPOKU UCToNHeHUs. MNnaH-rpaduk COCTaBNAETCA UCNONHUTENEM U YTBEPXKAAETCA NULIOM,
KOHTPONUPYIOLLUM UCTIONHEHNE.,

F.5 Ha npeanpuatumn AonXHO ObiTh HA3HaYEHO HE3ABMCMMOE NNLIO NN CTPYKTYPHOE noapasaenexune, ocyLecTensio-
Liee y4eT UCMONHEHNS N NOAYUHAIOLEECH HEMOCPEACTBEHHO PYKOBOAUTENIO CRYXObl AeNOonpou3BOACTBA (PYKOBOAUTENIO
MHOPMaLIMOHHOM CyGbl), pykoBOAUTENIO CNy:xGbl Ka4ecTsa UNu Pykosoautento npeanpusaTtus. Ha npeanpustsax c HeGonb-
LUMM OO BLEMOM AOKYMEHTAL MM 3TN (DYHKLIMM MOTYT GbITh BO3NOXKEHbI Ha CeKpeTapst Unu Apyroe NULo, CBA3aHHOE C AeNonpouns-
BOACTBOM.

B 06s3aHHOCTU AaHHOro NuLa (Noapas3aeneHns) BXOAUT cneayioLliee:

- MOCTaHOBKa AOKYMEHTa Ha KOHTPOnb;

- MpoBepKa CBOEBPEeMEHHOro AOBEAESHNA AOKYMEHTa A0 UCMoNHUTENEW;

- npepBapuTensHaa NpoBepKa U perynuposaHue NPOoLEcca NCNONHEHNS;

- OLieHKa KOHTponsA (HabnraeHne) 3a NpoLEeccoM UCMONHEHNSA AOKYMEHTa;

- CHATWE AOKYMEHTa C KOHTPONA B YCTaHOBINEHHOM NOPAAKe;

- aHanusucnonHUTENbLCKON ANCLMNIMHLI OTAENbHBIX MWL, NoApa3saeneHui v NpeanpUATUS B LENOM, a Taloke NOAroToB-
Ka COOTBETCTBYIOLLMX MaTePUanoB ANs PYKOBOACTBA C LIENbo NPUHATUA peLLEHNIA MO YNpaBneHuio YpoOBHEM AUCLMMNUHDI;

- npeacTaBneHne Aoknaaa pykoBOACTBY 00 MCMONHEHNN AOKYMEHTa.

JanHoe nuuo (noapasaeneHue) paboTaeT COBMECTHO C NUL@MM, OTBETCTBEHHBIMU 38 AENONPOU3BOACTEO B APYrvX Noa-
pasfeneHnsx opraHnsaumm.

F.6 CnepyeT pasnuuyaTb y4eT UCMONHEHUS U KOHTPONb ucnonHerus. Mpu y4yeTe UCNONHEHUA He OLEHWBaeTCs,
DEeNCTBUTENbHO NN AOKYMEHT UCMONHEH, a NyLWb cucTeMaTuanpyeTcst paboTa no y4eTy UCMONHEHUS U MPOBEPSETCA npa-
BUNbHOCTb OHOPMNEHNA AOKYMEHTOB.

KoHTpOoNb MCMONHEHNA OCYLLIECTBRSIETCS NULOM (NoapasaeneHnemM), CocoBHBIM OLeHUTL BbINOSHEHWE TpebGoBaHuii
[OKyMeHTa B NoNHOM o6beme. B oTAenbHbIX criyydasx hyHKLMK y4eTa 1 KOHTPONA UCNONHEHUSA MOTYT GbITb COBMeLLEHbI U BO3-
NoXeHbl Ha NULO (Noapa3aeneHne), OCyLLECTBNSAIOLLEE KOHTPOIb UCTIONHEHWS,

F.7 Konun aokyMeHTOB, noanexaLumx KOHTPONto, A0MKHbI ObITb CBOEBPEMEHHO BbiAaHb! MOA Pacrnmcky BCem UCMONHKU-
Tensam u nuuam (NoapasaeneHunio), OCYLLECTBNSIOLLMM KOHTPOIb U YHET UCTIONHEHUS.

F.8 Cpoku ucnonHeHna AoKyMeHTa UCHMCNAITCA B KanieHAapHbIX AHAX OT AaThl NOCTYNNeHUs A0KYMeHTa Ha npeanpus-
The UNK OT AaThbl NOANNCAHNA BHYTPEHHEro AOKYMEHTA, 3a UCKIoHEHNEM CnyYaes, OrOBOPEHHbIX 3aKOHOAATENBLCTBOM I HOP-
MaTUBHO-NPaBOBbIMU akTaMu. Cpokv UCMONHEHWS ykasbIBaloTcA PyKOBOAWUTENEM B PE30ONIOLMN Ha MOCTYNatoLweM (BHELLUHEM)
JOKYMEHTE NGO B TEKCTE BHYTPEHHEro AOKYMEHTa.

F.9 Ha pokymeHTax Ans KOHTpONsA npocTaBnseTcs wramn « KOHTponb» B NPaBOM BEpXHeM none.

F.10 MocTaBneHHbIE Ha KOHTPOb AOKYMEHThI BHOCATCA B 6a3y AaHHbIX MO KOHTPONH AOKYMEHTOB.
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F.11 EcnmHEeBo3MOXHO UCMIONHUTL AOKYMEHT, TO UCMIONHUTENb AOITKEH 3a6naroBpemMeHHO 06paTUTLCA C IMCbMEHHON
npocb60#1 0 NPOANEHUN CPoKa UCTIONHEHNA K PYKOBOANTENIO, YCTaHABNUBAIOLLIEMY CPOK UCTIONHEHUS!, KOTOPbIN 1 NPUHUMaeT
peLueHue 06 USMEHEHUM CPOKa UCTIONHEHWA.

N3ameHeHne cpoka NCnonHeHusa opopmMnaeTcs AOKYMeHTanbHO, 3aHocuTCs B 6a3y AaHHBIX KOHTPONSA AOKYMEHTOB U CTa-
BUTCS Ha yYeT.

F.12 MNpunocTtaHoBUTL NCMONHEHWE AOKYMEHTA, @ Takke OTMEHUTb ero MOXET TONbKO pyKoBOAMTENb (OpraH), noanucae-
UKW AaHHBIA AOKYMEHT, Nb0o BhILLECTOALLMI PykosoauTEND.

F.13 Cnepyet pa3paboTaTb TEXHONOIMK KOHTPONSA, MO3BONSAIOLLYIO HArMSAHO OTCNEXUBaTb MPOLECC UCMONHEHUSA
DOKYMEHTOB.

MoryT ucnonb3oBaTbcs cneayloLLmne cUcTeMbl KOHTpoONA [5], npeaycMaTtpuBaloLme BeaeHne:

- XypHana KOHTpons;

- KOHTPONbHbIX KAPTOUEK MO KaXAOMY OTASNBHOMY AOKYMEHTY;

- KOHTPONbHOM KapTOTekN, KoTopas hopMUpYeTCA 13 6asbl AaHHLIX U COAEPXKUT ABa pa3aena: KOHTPONUPYeMbIii MaccuB u
NCMONHEHHbIE AOKYMEHTbI.

Mpu BeAeHUN KOHTPONBLHOMN KaPTOTEKN €€ NepBbIi pasaen AenuTca Ha 31 AYeiiky No YUCNy AHeN MecsiLLa, Ha AoNoN-
HUTENbHbIE AYENKU ANA AOKYMEHTOB, CPOK UCMONHEHUA KOTOPLIX HACTYNUT B CNEAYIOLWUX MeCcALax, U SHeiiku Ans AOKYMeH-
TOB, CPOK UCMONHEHWUS KOTOPbIX UCTEK.

B s4eiikn MOryT BkNaabiBaTbCA KOHTPONbHbLIE KAPThl, B KOTOPLIX YKa3bIBAKOTCA HAMMEHOBaHWE AOKYMEHTA, ero AaTa
1 HOMEP, NCMONHUTENN, NNLLO, OTBETCTBEHHOE 3@ KOHTPOIb, CPOK UCNIONHEHUA N OTMETKN 00 ucnonHeHun. BTopoii paspen
KapTOTEeKU COAEPXKUT cBeaeHNA 06 NCNONHEHHbIX AOKYMEHTax.

3 dhekTMBHON GOPMOI KOHTPONA ABNAETCA KOMMLIOTEPHBIN YHET UCNONHEHNUS AOKYMEHTOB. Mpn 3TOM HaNnoMUHa-
HWUA UCNONHUTENAM MOYT HANPaBNATLCA NO ANEKTPOHHOMN NouyTe.

KomMnbloTepusaums KOHTPONbHbLIX ONepaLuii NO3BONSET 3HAUYMTENbHO YBENUHUTL 0GBbEM KOHTPONS.

Ansa HarnsgHocTn MoxeT ObiTb 0hopMNEH CTeHA, OTpaXaloLWwmii UCNONHUTENBCKYID AUCLMNNUHY, NGO, Npu Ha-
NNYNN KOMMBIOTEPHON CETU, CO3AaETCA COOTBETCTBYIOLLAA NPOrpaMmMa, AOCTYNHAA BCEM NONb30BaTENAM AaHHOrO npeAa-
npusTUN.

F.14 Jnuuo, OTBETCTBEHHOE 3a Y4eT UCMOMNHEHUsA, B TeUeHue Tpex-NATU AHen A0 UCTeUeHUs Cpoka HanpasnseT
MCNONHUTENIO U3BELLEHNE-HaNnoOMNHaHKe.

F.15 Mocne ncnonHeHns AOKYMEHT CHUMAETCA C KOHTpONSA. PellieHue 0 CHATUM NPUHUMAETCA NULIOM, Ha KOTOpOE BO3-
NOXeH KOHTpoNb. PelueHne ohopMnsieTcs oTAENbHBIM A0KYMEHTOM (MPOTOKONOM U Np.), @ Takcke AenaeTcs NOANUCH Ha KOH-
TPONbHOM KapTe UT. A.

B npaBoM BepxHeM yriny AOKyMeHTa CTaBuUTCA LWTamn « AICNONHEHO» , BHOCATCA COOTBETCTRYIOWME N3SMEHEHUA B KApTO-
TeKy NN B KOMMNbIOTEPHYIO 6a3y AaHHBIX, UINW NPOCTaBNAOTCA OTMETKU HA KOHTPONBLHOM KapTe. Mocne 3Toro AOKYMEHT OTNpas-
NAETCA Ha XpaHeHue.

F.16 WcnonHeHHble AOKYMEHTHI U AaHHble 06 NX UCNONHEHNN AOMKHBI XPAHUTLCA B TeHEHNE YCTaHOBNEHHOrO Cpoka.
Cpok XxpaHeH!s yCTaHaBnNMBaeTCs NpeanpusaTUEM, HO He MOXeT ObITb MEHbLLIE CPOKa XpaHeHNA AOKYMEHTaLMN Ha CEpUIo Npo-
AYKUMW, BEINYLLIEHHON B TOT e Nepvop BpemMeHu.

CoxpaHsemMble AOKYMEHTbI MOTYT UCMONb30BATLCA NPY aHaNM3e PUCKOB B NPOU3BOACTBE, peknamaLnii u np.

JonyckaeTcs xpaHeHue AOKYMEHTOB Ha 3NEKTPOHHLIX HocUTensx ¢ cobnioaeHnem Mep no obecneveHuio Ux coxpaH-
HOCTW.

KoHTponb no cywecTBy AaeT OLIeHKY, HACKONBbKO NPaBUNBLHO U MONHO peLleHa 3anava.

KoHTponb cpokos ucnonHeHust BeaeT cnyxba aenonponssoacTea. OCHOBHOE HasHayeHWe AAHHOrO BUAA KOHTPO-
NS — onepaTneHoe 0BHapyKeHWe nepBbiX MPU3HaKoB CPbiBa UCMONHEHUA AOKYMEHTA, CBOeBpeMeHHoe MHbopMupoBaHue 06
3TOM PYKOBOAUTENA U, TEM CaMbiM, CO3aaHWe YCNoBuin ANA NPUHATUA Haanexalumx mep no NpeAoTBpaLLEeHNIO CpbiBa Ha-
MEYEHHbIX MEPONPUATUIA.
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ATtanbl co3aaHUA cUCTeMbl 06ecneuyeHnn KavyecTBa

MpunoxexHue G
(cnpaBoy4Hoe)

Tabnuya G.1— Jtanbl co3aaHns cuctembl obecneyeHns KayecTea

rOCT P 52537—2006

HanmeHoBaHWe 3Tana

WcnonHuTens

KoHTponupytowuia otaen (nuuo)

1.1 MNpuHATHE pelleHVa O BBeaeHUM cucTe-
Mbl 06ecneyerHmns kayectsa. 3paHve npukasa

1.2 ®opmuposaHue Coseta GMP (kommccum,
pabouelt rpynnel) NO MOAroTOBKE K BBEAEHWIO
cuctembl obecnedverns kadectea. VsgaHue npu-
Kasa

1 Oprauusauuouuble Mepbl N0 BHEAPEHUIO CUCTEMbI obecneveHus KayecTBa

PyKOBO,CMTeJ'Ib npeanpuatTna

1.3 PaspaboTtka nnaHa-rpadomka noaroToBku
K BBEAEHUIO CUCTEMbI oBecneveHus kadyecTaa.
YTtBepaeHve nnaHa-rpadmka

CoseT GMP.

PykoBoauTens Npeanpuatus

Pykosoautens
npuATUA

npep-

1.4 ®opmynuposaHue nonuTKM B obnactu
KaJvecTBa.

ObcyxaeHne NonNUTUKM U NnaHa-rpaduka B
Konnektuse (nogpasaeneHunsx).

YTBEpXaeHUe NonuTukM B 0BNacTu kadecTsa

CoeeT GMP.
Pykoeoautenu nogpasaeneHuin.

PykoBoauTens npeanpustus

1.5 PaspaboTtka (odopmneHue) opraHusa-
LIMOHHOM CTPYKTYpPbl MpeanpuaTUs

Otaen obecneyeHns kavecTea

CoseT GMP

1.6 PaspaboTtka (cBepka) TEXHONOrM4eckux
pernaMeHToB U BCEW TEXHOMOTUYECKON AOKY-
MeHTaLum

Otaen raBHOro TexHonora

1.7 PaspaboTtka (cBepka) BCEro KoMmnekca
MHCTPYKLMIA N METOAMK

PykoBoauTenu noapasaeneHun

1.8 OTtpaGoTka nopsaka BegeHUst NpPOTO-
KONOB Cepuii NPOoAYKLMM (MapLUPYTHLIX KapT)

Mpon3soACTBEHHLIN OTAEN

Otpen  ofecneyeHus

KavecTtea

1.9 Moarotoska PykoBoacTBa Mo Ka4ecTsy.
YTBepxaeHue PykoBoacTBa no kayecTBy

Otaen obecneyeHns kayecTea.
PykoBoauTtens npeanpuaTus

Coset GMP

1.10 BBepeHne cuctembl KOHTpONs wucrnon-
HeHuns

Otaen  ofecnevyeHns

KadvecTtBa

1.11 JokymMeHTanbHoe odopMneHue cuc-
TeMbl CaMOMHCNEKLWI (BHYTPEHHEro ayauTa)

Otpen obecneyeHus kayecTesa

Coset GMP

1.12 O6ydyeHue nepcoHana. OcBoeHue nep-
COHanoM KoMmnnekca AOKYMEHTauun u Apyrmx
anemeHToB GMP

OTaen noaroToBkM MepcoHana

(oByueHnus)

Otnen obecneveHuns

KadvecTBa

2.1 ®opMynupoBaHue 3aAaHUs Ha nepeso-
OopyXeHne Npou3BOACTBa (3a4aHusA Ha npoek-
TUpOBaHue)

2 KomnnekcHoe TeXHU4ECKOe NepeBoopyXeHue NPoM3BOACTBA

2.2 PaspaboTtka npoekTa

2.3 ATTecTaumsl 1 KOppeKTMPOBKa MpoeKTa
(npu HeobxoammOCTH)

2.4 Peanusauus npoekTa

PykosoacTteBo
npusATHA

npen-

2.5 AttecTtauma npoussBoAcTBa M €ro ane-
MEHTOB B NOCTPOEHHOM, OCHALLEHHOM 1 3Kcnnya-
TUPYEMOM COCTORHMUAX

OTtaen  ofecneveHuns

KadecTBa
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OxkonH4aHue mabnuys! G.1

HaunmeHoBaHuWe aTana

WcnonHutens

KoHTponupytoLmit oTaen (nuuo)

3.1 BHewHui ayauT cuctemebl obecneveHus
KayecTtea

3 Ayaut 1 noAroToBKa K MHCMIEKTUPOBAHMIO

HesaBucumas opraHusauma

Otpen  obecneveHus
KavecTtsa

3.2 KoppekTtupoBka no pesynstatam ayauta

Otaen obecneyeHust Ka4ecTsa,
BCe noapaspeneHns

Cosetr GMP

3.3 Ceptudumkaumsa npousBoACcTBa Ha COOT-
BeTcTeue TpebosaHuam MOCT P 52249

OpraH no cepTucukauum

Otnen  ofecneveHns
KayecTBa

3.4 NpeacrasneHne Cuctemebl obecneveHuns
Ka4ecTBa HaA30pHOMY OpraHy (MHCneKuuu)

Npumeyanune—Tlpeacenatens Coseta GMP — pykoBoauTens NpeanpuaTUA. 3aMecTuTens npeaceaaTens
CoseTa — 3amMecTUTENb PyKOBOAUTENS MPEANnpUATMA NO KayecTBy (AUPEKTOp NO kadecTey). 3acepaHus npoBoawuT
npeacepatens CoeeTa, B UCKNIOHUTENBHbBIX CIYHAAX — ero 3aMecTUTEnNb.
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MpunoxeHne H
(cnpaBou4HOE)

PexoMeHaaumm no nposeaeHUIO ayanTa (MHCNeKUMi)
Ha cooTBeTCcTBME TpeboBaHuam FOCT P 52249

[JaHHble pekomeHaauum cooTBeTCTBYOT PykoBoactey BO3 no nHcnekTMpoBaHuio NpeanpuaTii — npoussoauTe-
nei NekapcTBeHHbIX CPeACTE [1], Lenbio KOTOPOro ABNAETCA rapMOHU3aLMS NopsaaKka NpoBeAeHNA MHCNEKLMI B CTpaHax —
yneHax BO3 1 koTopoe Takke pacnpoCcTpaHseTcs Ha cneayowwme Buabl ayauTta:

- ayauT, BbINONHAEMbI HE3aBUCUMOI OpraHn3aumen unu NULOM ANs oLeHKU cucTeMbl oGecnedeHns kavecTsa (B
TOM Yncne nNpu cepTudukaummn Ha cooteeTcTeue TpebosaHusaMm FOCT P 52249);

- BHYTPEHHWI ayauT (CamMOMHCMeKUnsa) NpeanpusTua Unu ero Yactu, NnposoammMble paboTHUKaMK camoro npea-
NpUATUS;

- ayauT NocTaBLUMKa Mo NOpyYeHuWto 3akasynka (noTpedutens).

PekoMeHaaLmMn MOryT CnyxuTb MeTOAMYECKON OCHOBOW NPWU MOAroTOBKEe MpeanpuATUiA K NPOBEAEHUIO ayauTa
(vHcnekuui).

B npunoxeHusix H n | BMeCcTo TEpMUHOB «ayauT (MHCNEKUUN)» NPUMEHSAETCS TEPMUH «ayAUT», €CNN N3naraembiii
MaTepuan OTHOCUTCA KaK K ayanTy, Tak U K UHCTIEKLN.

H.1 3apavaayauTta

Llenbto ayauTa aBnseTcs npeacTaBneHne AetanbHOro oT4eTa 0 COOTBETCTBUM NPOM3BOACTBA U KOHTPONA KayecTea
TpeboBaHMsAM CTaHAAPTOB C yHETOM CreLUdMKM BbiMyckaeMon NpoayKLMn. AyauT He AOMKEH CBOAUTLCH K COCTaBNEeHUIO
nepeyHs HeAOCTaTKOB, HapyLUeHWUn N HeCOOTBETCTBUI. [0 pesynbTaTaM ayauta cnelyeT AaTb OCHOBHbIE NPeANOXeHUs
no CoBEpPLLEHCTBOBaHMIO NPOU3BOACTBA, cobntoaas npy 3STOM YCNoBUE KOHDUAEHLMANbHOCTU.

AyanT paccmaTpuBaeTCca kak nomMolls B paboTe u CTUMYN ANSA NPoM3BOAMTENA COOTBETCTBOBaTL TpeboBaHuaM
FOCT P 52249 n ycTpaHaTb UMeloLmMecs HeaoCcTaTku.

H.2 Mpouecc ayauta

CnepyeT onpeaenuTb NNaH NpoBeaeHus ayauTta u opmy otdeTa. B 3aBUCMMOCTM OT Lienu ayauT MoXeT GbiTh pas-
TNUYHBIM.

H.2.1 AyauTtBnonHom o6beme

AyauT BbINONHAETCS B MONHOM 06beme No BceM anieMeHTaM, umerowmnm otHoweHne kK FOCT P 52249 n nuueHsun.
Mpn 3TOM cneayeT ykasbiBaTb:

- AIBNSIETCA N NPOM3BOACTBO HOBLIM;

- TpebyeTca nunpoanexHue (06HOBNEeHWE) UNK Bbia4a HOBOW NULIEH3NN;

- BB€JeHbl NI HOBble M3MEHEHUSA B MPOLIECCHI NPOU3BOACTBA, KOHCTPYKLMK NOMELLEHMIA, TEXHONOrMYeckoe o6opy-
JoBaHue, COCTaB NepcoHana unp.;

- obHapyxeHHble HecooTBeTCTBUA TpeboBaHuam GMP;

- AaTy nocneaHero ayavTa;

- yCTpaHeHbl N1 3aMey4aHus No pesynbTaTam npeabiayLLero ayaura.

H.2.2 AyauT B cokpalleHHOM o6beme

AyauT B cokpalleHHOM of6beMe NpoBOAUTCS ANs NMPOUM3BOACTB, B KOTOPbIX MOCTOSIHHOE COOTBETCTBUE TpeboBa-
Huam FOCT P 52249 nopTtBepxaeHo npeabiaywmmn ayautamu. Npu 3Tom oueHuBaeTc CooTBeTCTBUE TpeboBaHnAM
FOCT P 52249, BxoasiLumM B NpeaMeT ayauTa, U CyLLIeCTBEHHbIE U3MEHEHUs, NOABMBLUMECA NocNe nocneaHero ayauTa. Mo
nonyyYeHHbIM pe3ynbTaTam onpeaensieTcs OTHoWeHue npeanpusaTus kK oGecneveHuio kadecTsa. Mpu o6HapyxeHUn HeCo-
oTtBeTCcTBUI TpebosaHusamM MOCT P 52249 nposoautcs 6onee AeTanbHbIN ayauT.

H.2.3 KoHTponb no pesynbtatam ayauta

Lienbio KOHTPONS NO pesynbTaTaM ayauTa SBNSAETCs NpoBepKa yCcTpaHeHus 0OHapyxeHHbIX HegocTaTkoB. Kak npa-
BWUNO, KOHTPONb BbINONHAETCA B NepUOA OT LLECTU HeAeNb 0 HECKOMNbKUX MECALEB NOoCcne ayauTa B 3aBUCMMOCTU OT Xapak-
Tepa BbIABNEHHbIX HEAOCTATKOB WU BLIMNONHEHUs pa3paboTaHHbIX MeponpUATHIA MO UuX YyCTpaHeHuto. KoHTponb
orpaHuymBaeTcs cneymduydeckummn Tpebosannsammn MOCT P 52249, koTopble 661Ny HapyLueHbl UNW He BLIMOMHANMUCH.

H.2.4 CneumanbHbIi ayauT

CneumanbHbIi ayauT NpoBOAUTCA ANA KOHTPONS NPOM3BOACTBA OTAENbHLIX NleKapCTBEHHbIX CPpeACTB U3-3a pekna-
MaLuit UNU OT3bIBOB NMPOAYKLMKN, CBA3AHHBIX C BO3MOXHbLIMU AedekTtamn. MHdopmMaumsa o HebnaronpusTHoON peakumm
Yyernoeeka Ha AeCTBME NeKapCTBEHHbIX CPEACTB Takke MOXET YKasblBaTb Ha Hannume BO3MOXHbLIX HeaocTaTkoB. Takomn
ayauT MOXET NPOBOAUTLCA TONbKO ANSA OTAENLHOrO NPOAYKTa, rpynMnbl B3auMOCBA3aHHbLIX MPOAYKTOB UNKN OTAENbHbLIX One-
paumii, Hanpumep, CMeLLMBaHUs, CTepUnM3aLym Unu MapkMpoBaHus.

CneumanbHbI ayauT MOXET NPOBOAUTLCS ANA OLEHKU NpoLiecca NpoM3BoACTBa OTAENLHOrO NPOAYKTAa.
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Ewwe oaHoM NpUHYnHOM ANs Takoro ayanta MoxeT ObiTb c6op cneumduyeckoin MHopmMaumnm unv aHanns 0TAenNbHbIX
onepauuii Ans BbipaboTKN pekoMeHAaLIWIA N0 BbINONHEHUIO NPOU3BOAUTENEM YCTaHOBMNEHHbIX TPpeGoBaHWiA.

H.2.5 MepnoANYHOCTL U NPOAOMKUTENBLHOCTL NPOBEAeHUA ayaAUTa

MepnoanMyHOCTb U NPOACIKUTENBHOCTL NPOBEAEHNA ayauTa 3aBUCAT OT BUAA MHCNEKUMKN, 06bema paboTel M uncna
ayauTopos.

AyauT pekomeHAyeTCsl NPOBOAUTL PErynspHoO, B uaeanbHOM criydae — exeroaHo. [insa kpynHbIX NpeanpuaTuii ¢
60onbLION HOMEHKNATYPOW NPOAYKLUMN ayAUT MOXET NPOBOAUTLCA B BUAE HECKONBKUX NOCeLeHnit B TedeHue Gonee anu-
TenbHOro Nepnoaa BpeMeHu, Hanpumep MNATW NEeT, eCNN OH paBeH CPOKY ASVWCTBUS NULIEH3UN UNn cepTudmkaTa Ha cooT-
BeTcTBUE TpebosaHuam FTOCT P 52249.

MpopgomxkMTenbHOCTL NPOBEAEHNS ayauTa 3aBUCUT OT pasmMepoB NpeanpuAaTust (NPOU3BOACTBA) U LienNn ayauTa.
AyanT MOXeT ANUTLCA OT HECKONbKWX AHel A0 ABYX 1 6onee Heaenb. K ayanTy npyn HEOGX0ANMOCTU MOrYT NpUBRNEKaTLCS
crneunanucTbl pasnnMyHoro npoguns.

H.2.6 MoarotoBka Kk ayauTy

MposeaeHWe ayanMTa Ha4YMHaETCA C pacCMOTPEHNA AOKYMEHTOB NpeaAnpuaTys. B nx coctas MoryT BXoaAuUTb:

- NULEH3MsA Ha NPON3BOACTBO;

- perncTpaumoHHoe AoChE;

- MHpopMaLMsa O NpeanpUaTUK;

- AOKYMEHTbI O peknamauusx u 0T3blBax NpoayKLUMK, pe3ynbTaThbl UCMbITaHUA U OTYETHI O NPpeAbIAYLINX ayAnTax.

LieHHBbIMM CTOYHMKaMMN MHAPOPMaLM MOTyT ObITb exxerogHble 0THeThl AN aKLMOHepOoB, AaHHbIe O peknamMauusx,
OTYeThl 0 NpoBeAeHUN BHYTPEHHEro ayauta. BosmoxxHOCTb NpeacTaBneHns AaHHbIX AOKYMEHTOB onpeaenseTcs cCaMum
npeanpuaTueM. B HekoTopbIX CnyYasx npeanpusATUE NPeaAcTaBNseT ayaAuTopy OTHETHI 0 NPOBEAEHUN BHYTPEHHEro ayauTa
Ans obuen nHdopmaLum nocne Toro, Kak oH 3aBepLunT CBOIN CoBCTBEHHLIN oTHeT. Kak MUHUMYM, cneayeT nposepuTh
nepuoanYHOCTb NPOBEAEHUS BHYTPEHHErO ayanTa 1 nepeyveHb 06bekToB Ha NpeanpUAaTUM, Ha KOTOPbLIX OH NPOBOAUNCS.

H.2.7 MpoBeaeHue ayauta

AyanT MoXKeT NPOBOAUTLCA ANSA OLLEHKN HOBbIX NPeANPUSATUIA U HOBLIX MPOM3BOACTBEHHBLIX NIMHUIA, A TaKKe ANS Npyu-
HATUA peLleHns O NpoAneHun (0 BO30GHOBNEHUN AencTBUA) nuueH3un. O npoBeaeHUn NNaHOBOro ayauTta npeanpusaTne
npenynpexnaeTcsa 3apaHee.

AyauT MOXeT NPOBOAUTLCA B COKpaLLeHHOM 0Gbeme Npu NpoBeAeHUN MHCMEKLMOHHOMO KOHTPONSA NO pe3ynbTaTtam
npeabiayLero ayauTa u B cneluanbHeIX cnyyvasnx.

MpoBeneHue ayamTa Ha4YMHAETCA CO BCTPEYM ayAUTOPOB C pYKOBOACTBOM NPEeANPUATUA U NULAMU, OTBETCTBEHHbI-
MW 3a BbINYCK NPOAYKLMU Ha AaHHOM y4acTke. CneayeT NpeAbaBnATL AOKYMEHTHI, yAOCTOBEPSIOWMNE NONHOMOMME NPUCYT-
CTBYIOLLUX NULL, U u3NaraTthb Lienb NpoBeAeHns ayauTa.

XenaTenbHo, 4To6bI C ayauTOpamMm NoCToAHHO paboTan, No kpanHen Mepe, OAUH NpeAcTaBUTenNb, HENOCPeACTBEH-
HO Y4acTBYIOLUMI B NPOM3BOACTBE NPOAYKLMM Ha MHCNEKTUPpYeMOM yyacTke. OH AomieH 3HaTb cucTemy obecneyeHust
Ka4yecTBa NpeanpuAaTUA U yHacTBOBaTb B NPOBEAEHUN BHYTPEHHMX ayAUTOB.

Mocne aTOro ayauTop MOXET NPOBOAUTL aHann3 AOKYMEHTOB MU OCMOTP NpeanpusiTUs, UNu U To 1 apyroe. 3To
no3BONUT eMy BbipaboTaTb OKOHYaTENbHbLIN MNaH NpoBeaeHUs ayauta. PekoMeHayeTcs, 4ToObl ayaAuTOp NoAroTaBnueBan n
peanunsoBsbiBan 3TOT MNaH no CBOEMY YCMOTPEHMIO, @ He CneaoBan NnaHy pykoBOACTBa NPEANPUATUS.

[na npoBeaeHus ayanTa cylecTByeT HECKONbKO oOLLMX npasun.

a) AyauT fofmkeH NpoBOAUTLCA B COOTBETCTBUM C NepBOHaYanbHbLIM MNAHOM, HACKONBLKO 3TO BO3MOXHO. Cneuudu-
Yeckue Ans AaHHOro NPOV3BOACTBA AENCTBUSA, HAanpuMep BHYTPUNPOU3BOACTBEHHBIN KOHTPONb 1 paboyasa AoKyMeHTa-
LS, MOTYT NPOBEPATHCA B MECTE UX BbiNOoNHeHus. CneayeT 06paTtuTb BHUMaHUe Ha Takue BOnpochl, Kak MOAroToBKa BOAbI,
XpaHeHue o6pa3LoB n aTTecTauus.

b) PekomeHpyeTcsA npocneauTs NpoLiecc NpouM3BOACTBa OT NpUeMa UCXOAHbIX MaTepuanos A0 OTIPY3KU roTOBOW
npoaykuun. Cneayert TulaTtenbHO 3adMKCUpOBaTh HacTOTY OT3bIBOB U BO3BpaTa NpoAYyKLUN.

c) TpebyeTca aHanNU3 TakUx AOKYMEHTOB, Kak NPOMbILLNEHHbIA pernaMeHT, MeTOAUKU UCTILITaHUA, UHCTPYKLUA,
NPOTOKONbI CEPUIA (BKINIOHAA NPOTOKONbI NPOBEAEHUS aHanu3oB, AOKYMEHTbI MO KOHTPOMIO NevaTHbIX MaTepuanos 1 one-
pauuii MapKMpoBKM U Np. ).

AyamTop MOXET NOoNb30BaTLCA KPaTKUM KOHTPONbHBIM NMCTOM, YTOObI NpoBEpUTL BCe HEO6XxoanMble BONPOCHI.
MoapoOHbIe KOHTPONbHLIE NUCTLI C BLICOKOW CTENEHbIo AeTanu3auum, paspabotaHHble Ha ocHoBe TOCT P 52249, ucnonb-
3yloTca AnsA o6yyeHus ayanTopos. OnbiT NOKasbIBaeT, YTO KeCTKOe CreAoBaHMe CNULLKOM NOAPOOHBIM KOHTPONbHBLIM NNC-
TaM MOXeT NMPUMBECTU K NPOMYCKYy CYLUEeCTBEHHbIX HeQoCTaTKoB cUcTeMbl obecneyeHus kayecTBa, OTHOCALLMXCS K
cneuuduyeckomy HanpasneHuio paboTel NpeanpuATUA. [INA ONLITHOrO ayaMTopa 3HaHue cnabbiX MecT NpeanpuATUs u
MHTYULMA nomoraioT 6onblue, YeM KOHTPONbHble NUCTLL. PekomeHayemble KOHTPOIbHbIE NUCTHI NpUBeAeHbl B Tabnu-
uax|1.7,1.8 (npunoxenue ).

H.2.8 MNMporpamma ucnbiTaHM Ha CTabUNBHOCTL (MPOBepKa CTabUNBLHOCTH)

CnepyeT y6eauTbCA, 4TO CyLLECTBYET NporpaMMa perynspHoro otéopa npo6 Bcex BuaoBs NpoaykLum ¢ Npouseoa-
CTBEHHOrO y4acTKa Ans UCnbITaHWi Ha cTabunbHOCTL. MeToaMKa UCNbITaHUA Ha CTabUNbLHOCTL A0IKHA NpeaycMaTpuBaTh
Takue CTpeccoBble 3Ha4eHUA TemnepaTypbl N OCBELLEHHOCTU M aHanMTUYeckue MeTobl OLleHKU CTabunbHOCTU, KOTOpble
NoO3BONAT cAeNnaTh BLIBOA O CTabUNbHOCTM NPOAYKLMK B TeYeHNe YCTaHOBNEHHOro Cpoka XxpaHeHus. [NporpaMma AomkHa
npeaycmaTpuBaTth NOBTOPHYIO OLEHKY cTabunbHOCTM nocne niobbix UsMeHeHuii B npoLecce NPOM3BOACTBA UMK coCTaBe
NeKapCcTBEHHOro cpeacTea.
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CnepyeT perucTpupoBaTh CyLLECTBEHHBIE U3MEHEHUA B MOMELLIEHUsIX, 060pyaOBaHUM, NPOAYKLMM U PYKOBOAALLEM
nepcoHane nocne NpPoBeAeHUst NocneaHero ayauta. 3Tm U3MeHeHUst MOryT NPUBECTU K OTKINIOHEHUIO OT YCTaHOBNEHHbIX
TpeboBaHuitnHecooTBeTcTBUIO FOCT P 52249. Hanpumep, HoBoe 060pyAOBaHWe MOXeT NoTpeboBaTh paspaboTk HOBLIX
MHCTPYKLMI, HOBasi TEXHONOMMYECKas NMHUS MoXeT noTpeboBaTb NnepepaboTkM AOKYMEHTaLMKU Ha MPOAYKUMIO, NPUXOA
HOBOTO pyKOBOAUTENS OTAENAa KOHTPONS KavyecTBa MOXeT U3MEHUTL CTUNb U MeToAbI paboThl.

Llenecoo6pasHo npeaycMaTpuBaTh BO3MOXHOCTL BbINONHEHWUSA BUAEOCHEMKM NPU NPOBEAEHUM ayauTa ANS Nony-
YeHWsA AOKYMEHTaNbHOro CBMAETENLCTBA O COCTOSTHUM NPOU3BOACTBEHHbIX MOMELLIEHWI unu nabopaTopuii.

CUTYaUMOHHLI NNaH, @ B HEKOTOPLIX CNy4Yasix — MaTepuansl a3podoTOCLEMKMN, BO3MOXHO C OXBaTOM npunerao-
e TeppuTopUmn, MOryT GbiTb NONYHEHL! OT NPEANPUATUA COBMECTHO C APYTMMU MaTepuanamm, BKINioYaeMbIMU B OTHeT.

H.2.9 OT6op npob

O6bIuHOM NpakTMKON MHcnekTUupoBaHus [1] sBnseTtca ot6op Npob AnA npoBeAeHUs UCNBITaHW B oULUanNbHO
aKKpeaAUTOBaHHOM KOHTpONbHOM NabopaTtopun. Kak npasuno, npotbl (06pasLibl) oToMpaloT U3 BbINyLLIEHHON B peanusauuio
npoayKuumM, Hanpumep CO Cknaaa rotosom npoaykummn. MoryT Taicke oTéupaTbes Npobbl MICXOAHBLIX MaTepUanos Mnu NPo-
MEXYTOYHOW NpoayKumMK. [ins coxpaHeHusi LenocTHOCTM Npoby oToMpaloT B COOTBETCTBUM C MeToauKon oT6opa npobbl n
ee aHanu3a. Mo pesynbTatam oT60pa 0OpPMNSIOT AOKYMEHT, B KOTOPOM YKa3biBAETCA cneayiollee:

- HaumeHoBaHne npoaykuun, Npobbl (06pasLbl) KOTOPOI B3siThl ANsl aHanNU3a, Homepa cepuii, AaTa, MecTo oTbopa
npo6, umcno npob n aaHHble 06 ynakoBke N YCNOBUSX XpaHEeHUs!;

- conyTcTayowme hakTopsbl U yCNoBUs, Hanpumep, Npeanonaraembie AedekTbl, TEKyLIUI aHanu3, NpoBepka CooT-
BeTcTBUA Tpeboanuam MOCT P 52249;

- yKasaHus no NNomOupoBaHuio KoOHTeNHepoe. ¢ Npobamu;

- NMUCbMEHHOe NoATBEpPXAeHWe NpuemMa Npob ayaUTOpPOM (BO3MOXHO, C CEpTU(MKATOM NPOM3BOAUTENS C AaHHBIMW
aHanusa v gpyrumMmn OKyMeHTamm).

MpenpcTaButenio NpeanpuATUA, CONPOBOXAAIOLLEMY ayauTOopa, cneayeT oTOMpaTh AyonupyioLmye npodbl n3 Ton e
cepun ANs NpoBeaeHUs UCNbITaHni B 3aBOACKON nabopaTtopun Ha cnyyai BO3MOXHbIX BOMPOCOB.

H.3 OTtuer

PekomeHayeTca pasaenutb OTUET Ha YeThipe YacTu: 06Lwan nHgopmaums o0 KoMNaHWM U NPOU3BOACTBEHHbLIX NOMe-
LleHUAX, onncaHne NpoBeaeHns ayanTa, caenaHHble 3ameyvanns, Bbisoabl. BcnomoratenbHble AaHHbIE MOTYT ObiTb NOMe-
LeHbl B NpUNoXeHue (HOMEHkNaTypa BbiNyckaeMoi NpoAyKLWW, OpraHU3aLMOHHas CXeMa, rofloBoi oT4eT o paboTe
npeanpuaTuA, potorpaconm nnp.).

[ns 3koHOMUN BpeMeHU NepBas YacTb MoXeT ObITb NpeacTaBNeHa npeanpusTUem 3apaHee. AyAUTOpP, HAXOAACH Ha
npeanpuaTUN, NPOBEPSRET NPaBUNbHOCTb 3TUX AaHHbIX.

Bo BTOpoi1 HacTu oT4HeTa cneayeT AaTb NoapobHoe 1 nocneaoBaTenbHOE ONUCaHWE NPOBEAEHUA ayauTa C ykasa-
H1UeM NpoBEpPeEHHbLIX NoapasaeneHuii (cknaabl, NabopaTopun) 1 paccMOTpPeHHbLIX AOKYMEHTOB NPeanpuaTUs (MPOTOKONbI U
np.), a TaKke NPMBECTN AaHHbIE 06 0TOGPaHHbLIX NPoSax M NoNy4eHHbIX pe3ynbTaTax.

B TpeTbei 4acTu NpMBoAsTCA 3aMeyaHus. CneayeT oTpasuTb U3MEHEHWs, YNyYLLEHWUs UK NPUMEPbI YXYALLIEHUS,
npousoLLeaLlne Nocne npeablayLlero ayauTa.

MonoxuTeneHele HabnoaeHUs AOMKHbI GbITh NPeACTaBNEHbI B BUAE ONMUCAHUS NPOLIECCOB, KOTOPbIE BLIMONHAKTCA
npeanpuaTeM 0CoBGeHHO XOPOLLIO U MOTYT CRYXWTb MPUMepamMu yCneLLHoro cneaosanusa Tpedoearnmnam FOCT P 52249.

Mpu onucaHun oTpuLaTeNbHBIX (HaKTOB (3aMeYaHWitl) cneayeT NPOBOAWTL pasnuune, SBNSETCS N HEAOCTaToK
CBOWCTBOM CamMOi CUCTEMbI UNN OH ABNAETCS CNEeACTBUEM HEBBINONHEHUS TpeBoBaHWit, NPeayCMOTPEeHHbIX CUCTEMOMN.
Hanpumep, ecnn o6HapyxeHa HeyaoBneTBopuTenbHas yGopka (0UMCTKa), TO BAXKHO YCTAHOBUTL, COAEPXUT N OLWNGKM
VHCTPYKLMS MO Y6opKe (M CYLLIeCTBYET N OHa) UNu CYLLECTBYIOLIAS MHCTPYKUNA HE BbINONHAETCS.

B 3aBepLualoLLiet YacTn OTHeTa cneayeT NPUBECTM NepeYeHb 3amMeyaHunil, HeoCTaTKOB U Np. B NopsaAke yGbiBaHUA
UX 3HA4YMMOCTH, AaTb PeKOMEHAaLMN MO COBEPLLEHCTBOBAHMIO PaboThbl M YCTPaHEHUIO HeAoCTaTKoB. TpeTbaA U YeTBepTas
YacTU AOMKHBI BbIT PACCMOTPEHbI C PYKOBOACTBOM NPEANPUATUS U OTBETCTBEHHBIMM PAaBOTHUKaMU Ha 3aKNIUYNTENBHOM
BCTpeYe Mo pesynbTaTtaM NpoBeAeHUs ayauTa.

Konus Bcero oTueTa ¢ yTBepxatoLLein NOANUCHIO PYKOBOACTBA COBMECTHO C CONPOBOAUTE NbHLIM MMCbMOM Hanpas-
NAeTca pyKOBOACTBY MpeanpuaTns. PekomMeHpaumm no yCTpaHeHWUo HeAOCTaTKOB U CPOKM YCTPaHEHUA AOMKHbI ObiTb
fAoBefeHbl 0 PYKOBOACTBA NPeAnpUATUS.

[lo oTbesna ayautopa pekoMeHAYeTCA MPOBECTM 3aKMIUUTENbHYKD BCTPEYY C PYKOBOACTBOM MNPeanpuATUS.
AyauTopy cneayeT U3NoXUTL pesynbTaThl cBoel paboThl, ykasdaTb 06HapyKEeHHble HapYLUEHWUs UNu ApYrve AaHHbIe.
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Mpunoxexuel
(cnpaBou4HoOe)

KoHTponbHble Bonpochl Npu ayauTe (NPOBeAGHUM MHCNEKUMM) NPON3BOACTB

KoHTponbHble BONPOCHI NpY ayauTe NPOU3BOACTB Ha cooTBeTCTBUE TpebosaHuam FOCT P 52249 nenaTtcsa Ha ocHOB-
Hble U AOMONHUTENBHbBIE.

OCHOBHbIE KOHTPOSbHbIE BOMPOCHI, COOTBETCTBYOLWMNE HOBOMY noaxoay FDA CLUA [2], npuBeaeHbl B Tabnuuax
1.1 — 1.6, pononHuTenbHble Bonpocbl — B Tabnuuax 1.7 — 1.8.

Ta6nuya I.1 — Cucrema obecneyeHuns kavectea

OueHka
Ne n/n KoHTponbHebIiA BOnpoc 3amevaHus
Oa Het

1 BoanoxeHa nNn Ha OTAEN KOHTPONsA KayecTBa OTBETCTBEHHOCTL 3a
paccMoTpeHne N cornacosaHnue BCeX AOKYMEHTOB MO BbINYCKY NpoAyK-
LUK, KOHTPONK U obecneueHno kayecTBa C Lenbo rapaHTMpoBaHnAa
COOTBETCTBUA NPOAYKLUUN CBOEMY HasHauYeHU?

2 BoanoxeHa N Ha OTAEN KOHTPONS KayecTBa OTBETCTBEHHOCTb 3a
paccMOTPeHne U CornacoBaHne BCex AOKYMEHTOB, OTHOCALUMXCA K Npo-
TOKONam Ha cepuio?

CyluecTByeT N1 UHCTPYKLUS MO aHanuay npoaykuumn?

BreINoNHAETCA N aHanus NPOU3BOACTB He pexXe OAHOro pasa B roa?

BbINONHAETCS NW NpW OLEHKE MPOAYKLUMA aHanus TeHASHUMA Mnu
APYroit UHOPMALMMN O CEPUSIX KaXKaoro BrUAa BbiNyCKaeMon NPOAYKLMN?

6 CyLLleCTByeT NN NHCTPYKUUA NO aHanu3y Kavyectsa n paCCMOTPEHUIO
peknamauunn?
7 BoinonHAeTC NUM OuEHKa, Hackonbko noapobHO Beaetcs paccne-

AOBaHWe U COOTBETCTBYIOLlEee AOKYMeHTanbHoe odopMieHue pekna-
MaLmii ¢ ydeToM cbakTopa BpemeHU?

8 BuaHo nu npu paccMoOTpeHun peknamaLmin, HacKonbko 3PeKTUBHBLI
KOppeKTUpYyoLue AeicTBus?

9 CyLI.leCTByeT N1 UHCTPYKUUA, NO3BONAKLIAA BbIABNATbL HECOOT-
BETCTBUA U HApyLUEHUA B NpoLecce Npou3BoacTea, BKn4yas TpeﬁOBaHVIﬂ
K AOKYMEHTanbHOMY O(POpMNeHunio, OLIEHKE U paccneloBaHUIo C yHeTOM
dhaKkTopa BpeMeHU, a TakKke BbINONHEHNIO KOPPEKTUPYIOLLNX AeNCTBUN 1
oLieHke nx 3P PEKTMBHOCTU?

10 CylecTByeT Nu afekBaTHasi CUCTEMA KOHTPONS U3MeHeHui B Npo-
Liecce NPoU3BOACTBA UMK COCTaBe NEKapCTBEHHOTO CPeACTBa, KoTopas
rapaHTUpyeT, YTO U3MEHEHUs1 OOPMNAIOTCA AOKYMEHTanbHO, OLeHW-
BalOTCA Haanexawmm obpasom (Bknioyasi, NpuM HeobXoAMMOCTHU, Mpo-
BefieHue NMOBTOPHON aTTecTauum) U UX cornacosaHue (yTeepxaeHue)?

1 CyuiecTByeT N UHCTPYKUMA N0 BHECEHUIO U3MEHEHUIN?
12 CylwecTByeT Nn UHCTPYKLMA No nepepaboTke npoaykuun?
13 PernameHTupyeT N MHCTPYKLMSA MO nepepaboTke npoayKLun:

- OLeHKY NpoAayKuuun, noanexallei nepepaboTke;

- OUEHKY U3MEeHeHUs1 CTabUNbHOCTM MPOAYKLMM U HEOBXOAMMOCTU
npoBeaeHUsl aTTecTauum;

- paccMoTpeHMe W COrmacoBaHuWe nporpaMMbl  nepepaboTku
NPOAYKLWUM U OLLEHKWN pe3ynbTaToB?

14 CyLwuecTByeT NN MHCTPYKLUUS NO OT3bIBY NPOAYKLMM C pbiHKa U paboTte
¢ peknamauusamn?
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OkonyvaHue mabnuyst 1.1

OueHka
Ne n/n KOHTpOnbHLIA BONPOC 3amevaHua
na Het
15 OueHnBaloT N NpU BO3BPaTE UMM CNaceHnn NPOAYKLUMN COCTOAHUE
APOAYKUUM U NPUYNHBI 3TOrO?
16 Paccneaytotca nu Hagnexawum obpasom crnyyau BosspaTta npo-
AyKUMM U NPUHUMAIOTCA NN NpU HEODXOAUMOCTU KOppexTUpywWwme n
npeaynpeauTenbHblie Mepbl?
17 CylectByeT Nu UHCTPYKUUA, Tpebylollas nposeaeHns paccnenosa-
HUA N MNPUHATUA KOPPEKTUPYIOLIMX U MpeaynpeauTenbHbiX Mep npu
HapyweHun cTabunbHOCTU NPOAYKLMN?
18 CyliecTByeT Nu UHCTPYKUUA, pernaMeHTupylowas, koraa cneayer
NOMECTUTL NPOAYKLMIO B KAPAHTUH, KaK ee KOHTPONUPOBaTb, U UHCTPYK-
UuMs, oNpeaensiowas MecTo XpaHeHus! MpoAyKUMK, NpeaHa3Ha4YeHHON K
BbINYCKY NN OTKNOHEHUIO?
19 CyliectByeT nu cneumancHO BbiAeNeHHan 30Ha ANA KapaHTUHHOrO
XpaHeHUsi maTepuanos, NPOMEXYTOYHON 1 rOTOBOW NPOAYKLMN?
20 CylwecTByeT N yTBEPXXAEHHbIN MNaH aTtTectauumn oGopyaoBaHus,
noMeLleHuin, BCNoMoraTenbHbIX CUCTEM, NPOLIeCcCcoB, NabopaTopHbIX Me-
TOAOB N CUCTEM C KOMNBIOTEPHBIM YNpaBneHnem?
21 CylecTByeT N CUCTEMa KOHTPONS NpoBeAeHUn aTtTectauum ¢ npu-
CBOEHUEM CTaTyca COOTBETCTBYIOLIEMY INEMEHTY (Hanpumep, aTTecto-
BaHO, MOBTOPHO aTTECTOBAHO, NOANEXUT NOBTOPHOMN aTTecTaumm n np.)?
22 CywectByeT nu cuctema (nporpamma) obydeHns u artTectaumm
nepcoHana oTAenoe ofecneyeHUs kadecTsa U KOHTPONA KavecTea B
COOTBETCTBUM C YCTAHOBNIEHHBIMU KPUTEPUAMNT?
O6wwume BbIBOALI MO pe3ynbTaTam NpoBepku pasaena «Cuctema obecneyeHust KauecTeay:
Tabnuya .2 —MNomeweHua n obopyaosaHne
OueHka
Ne n/n KOHTporbHbIi BONpoc 3amevaHus
ha Het

1 CyLuecTBYIOT N1 NNaHbl MOMELLEHWIA C HaHeceHnem obopyaoBaHus,
yKasaHuem 4YUCTbIX 30H, MOTOKOB MaTtepuanos, nepcoHana, NpoMexy-
TOYHOW 1 FOTOBOW NPOAYKLMN?

2 Cyu.leCTByPOT nn npuHUUNnanbHble CXeMbl BEHTUNALUM N KOHAOW-
LUOHUPOBaHNA BO3AyXa C yKa3aHMeM pacxoaoB BO3Qyxa Ana Kaxaoro
nomMmeLlieHnd, nepenanos gaBneHUA, KnacCoB YNCTOTbI U I'Ipl?

3 ObecneunsatoT Nn ANaHUPOBO4HbIE PeLLEHNA N CUCTeMa BEHTUNALNN
N KOHANLUMOHUpOBaHNA BO3ayXa TpeﬁOBaHMH OTCYTCTBUNA NEPEeKPEeCTHbIX

3arpasHeHuin 1 nepenyTeiBaHUA?

4 CoO0TBETCTBYIOT NN YCTAHOBNEHHbIM TPEGOBAHWAM CUCTEMBbI MOAro-
TOBKM BOJbl, CKaTOro BO3AyXa U APYr1MX TEXHONOrMYECKX cpen?
5 CoOoTBETCTBYIOT NN YCTaHOBNEHHLIM TpeGoBaHUSAM:
- ocBellgHUe;

- NnTbeBana BOAa;

- KOMHaTbl TMrMeHbl U TyaneThbl;
- ?
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OxoHvaHue mabnuypi 1.2

OueHka
Ne n/n KoHTponbHbliA Bonpoc 3amMeyvaHus
Oa Het

6 CywecTByeT N cucTeMa OOMycka K MPUMEHEHWUO W KOHTPON
CPeACTB MPOTUB IPbI3YHOB, (MYHMUUMAOB, MHCEKTULMAOB, MOKLUUX U
Ae3NHPULMPYIOLLMX CPEAaCTB?

7 CylecTsytoT nu TpeboBaHWA K atTecTaumnu oGopyaoBaHus B MocT-
POEHHOM U OCHALLEHHOM COCTOSHUAX?

8 CooTeeTcTBYET N 0BOpyAOBaHWe, ero pasMepbl U pacrnonoxeHve
MPOeKTY U yCTaHOBNEHHbIM TPeGOBaHNAM?

9 CoOoTBeTCTBYIOT NN MOBEPXHOCTM OOOPYAOBaHMA YCTAHOBMEHHbIM
TpeboBaHWsAM (MO PeaKkTUBHOCTM, aaaAuTMBHbIM U abcopbupyrowmm

CBONCTBaM)?

10 CywiecTsyeT nuM cuctema Aonycka K MPUMEHEeHWI0 U KOHTpons
CMa30YHbIX MaTepuanos, XWAKOCTEN AN CUCTeM OXNaxaeHus wu
3amMopaxvBaHua?

11 CylLecTBYOT NN UHCTPYKUMM U rpadumkm oumcTkn (ob6paboTkun) u
TEXHWUYECKOro obcnyxmBaHWsa noMeLlernii n obopyaoBaHns?

12 ATTecToBaHbl N MeToAbl OYUCTKM O0GOpYAOBaHWA ANA NpoBepku
yAaneHus ocTaTKOB MaTepuanoB U HeabcopBupoBaHUs MOKLLMX

cpeancts?

13 BuinonHeHa nu aTTecTauusi, KanubpoBka W OPraHM3oBaHO fu
TeXHUYeckoe OBCNYKMBaHWE XOMOAWNBHUKOB, XOSIOAHLIX KOMHAT U

MOPO3UINBbHUKOB?

14 BeinonHeHa nu aTtTecTauus CUCTEM C KOMMNBIOTEPHBLIM YNpaBneHueM,
CBAA3aHHbIX C XONOAUNbHUKAMN U MOPO3UNbHUKAMKU, B TOM YuChe CUC-
Tembl obecneyeHns 6e3onacHocTn?

15 CyLLleCTByeT nn cuctemMma KOHTpons M3MEHeHUA B Oﬁopy,qOBaHMM,
nposeaeHue I'IOBTOpHOl‘/'I atTectauumn?

16 CyuwiecTByeT nun cuctema obyyeHust n aTTecTaumm nepcoHana (B TOM
yncne paboTarowero no goroBopam), 3aHAToro ybopkoi (obpaboTkoit)
nomelLLeHnin 1 00OpyaOBaHUSA, TEXHUYECKUM OGCNyKMBaAHMEM U aTTec-

Tauuen?
17 BeinonHsanack nu aTTectauusi npoekTa?
18 OTKOppeKTUPOBaH N NPOEKT Mo pesynbTatam aTrectaummu?
19 EcTb nu nepeveHsb kputnyeckoro o60pyaoBaHus, npoLeccos?
20 CyluecTByeT nu nporpamMmMa attectauum nomeLleHunin, obopyaosaHus

1 npoLeccoB?

21 I'Ipoao,qmnaCb nn atrectaumsi NoMeLLeHUi, oﬁopy,qoaaHml n npo-
LeccoB B NOCTPOEHHOM, OCHaLWEeHHOM U 3KCNNyaTUpyemMom COCTOSIHUAX?

CnepyeT nposepaTb NPOTOKONbI aTTecTaumnn, obpaas ocoboe BHUMaHue Ha cneaylollee: KTo, Koraa, no Kakum
NOKYMeHTaM (MHCTPYKUMAM, CTaHAapTaM 1 np.) NpoBOAUN aTTecTauumio, kakue npubopbl n 06opyaoBaHue UCNoNb3oBa-
FIMCb, COOTBETCTBYIOT N A@HHbIE MPOTOKONOB peansHOoMy 060pyA0BaHMIo, HET N NPOTUBOPEYNI B CamMMX NPOTOKONAX.

O6Lwwme BbIBOABI MO pesynbTaTaM nposepku pasagena «MomelleHus n o6opyaoBaHue»:
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Ne n/n

KOHTporbHbIA BONpoC

OueHka

Oa

Het

3ameuaHus

BbinonHAeTCA N Haanexallas MapkMpoBka BCEX UCXOAHbIX MaTe-
puanoBs, ynakoBOYHbIX MaTepuanos, NPOMEXYTOYHOW U FOTOBOW MpO-
OyKUMN C HaHeceHWeM HavMeHoBaHWsa (koaa), HoMepa cepun, Cpoka
roaHOCTU U cTaTyca (B NnaHe kadectsa)?

CyluecTByeT N1 cucTema ydeTta U pacrnpeaeneHus Bcex MaTepmanos
(BKNIOYAA YNAKOBOYHBIE MaTepuansbl, YKynopoyHble cpeactsa u np.), B
TOM 4YMCNE  KOHTPOMNb MO MPUHUWMY: «MNEPBbLIM MPULLNO — NEepPBbIM
yLino»?

COOTBETCTBYIOT NU YCNOBUSA XpaHEHUs YCTAHOBNEHHbIM Tpebo-
BaHUAM?

OpraHmsoBaHo nn KapaHTUHHOE XpaHeHne MaTepuanoB A0 NPOXoX-
AeHNA NMN KOHTpONA Ao BbII'IyCKa?

BrinonHseTca nu otbop npeactaBuTenbHbIX Npob ANs nNpoeeAeHus
KOHTpONs?

BbinonHsieTca nM xota Obl 0aMH cneuunuyecknin  aeHTUdMKa-
LMOHHBIA TECT ANA KaXXA0W cepvmn MmaTepuanos (KOMMNOHEHTOB)?

BbInonHseTcA N NONHOE UCCneaoBaHMe OTKNOHEHHbIX Cepui maTe-
puanoB, B TOM YWUCNE YMNakOBOYHbIX W YKYMOPOYHLIX MaTepuanos, u
NPUHUMAKTCA NU, NpU HeoOBXOAUMOCTU, KOppeKTUpyLWwue 1 npeay-
npexaatowime aencTens?

CymeCTByeT nn cuctemMa arrectauum n KOHTponsa NOCTaBLLMKOB?

BbinonHAeTCcA NM NOAroToBKa BCMOMOraTenbHbIX Matepunanoe "
TEXHONOMM4YeCcKknx cpeacts (Hanpmmep, BOAbI, a30Ta, CXaToro BO3,ElyX6)
npasunbHO pa3p860TaHHbIMVI, NOCTPOEHHbIMMN U aTTeCTOBaHHbIMU CUC-
TeMaMn, UMELWNUMN CUCTEMY TEXHUYECKOTO OﬁCJ'Iy)Kl/IBaHl/Iﬂ'.7

10

McnbiTaHbl (aTTeCTOBaHbI) nn AoJKHbIM 06pa30M ynakoBO4YHbIE U
YKYNOpOoO4Hble MaTepuanbl Ha npeaMeT OTCYTCTBUA UX PEakKTUBHOCTW,
aganTUBHbIX N a6cop6mpy|ou.|,mx CBOWCTB NO OTHOLUEHWUIO K ﬂpO,quLLMM?

11

CylwiecTByeT N cucteMa KOHTPONS M3MEHEHWI MOCTaBLUUKOB Ma-
Tepunanos, kadecTea U obpalleHus maTepuanos (MeToaoB TPaHCMNOpTU-
pOBaHUA U XpaHeHWs)?

12

Be,EleTCFI nn AokyMeHTauua Ha peanusauuto roToBOM npoaykuun ¢
ykasaHuem HOMepoB cepumn?

13

CylwectByeT nn cuctema obydeHus n aTTectauun nepcoHana,
3aHATOro B ob6palleHnn matepmnanos?

O6Lume BbIBOABI MO pesynbTaTaM npoeepku pasgena «Martepuanbi»:
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Tabnuya .4 — Mponssoactso

OueHka
Ne n/n KOHTpOfbHbIN BONPOC 3amevaHus
Oa Het

1 CywiecTByeT N cuUcTemMa BHECEHUS W3MEHEHWI, UX KOHTpONs u
aTrecTtauum?

2 ObecneunBaeTcA NN OOMKHBIA KOHTPONb MOCTYNNEHUs B Mpous-
BOJCTBO TOJIbKO CNeunuLNpOBaHHbIX MaTepuanos?

3 OencTBUTENBHO N pacyeTHbIN N (hakTUYECKUI pacxoabl MaTepuanos
B npousBoacTBe coBnaaatoT Ha 100 %?

4 BbinonHeHa nu AomkHas waeHTUdMKaums oGopyaoBaHuss B OT-
HOLLEHUM CoaEepKaHUs, HOMEPOB Cepuii U cTaTyca Kavectsa?

5 MposoauTcs Nu atTecTtauus NpoLeccoB MOMKW, cTepunusauum n
AennporeHn3aLmmn nepBUYHbIX YNakoBOK U YKYMOPOUHbIX Marepuanos?

6 CyuwecTtBytoT nu ofpasubl NPOTOKOMNOB MPOM3BOACTBA U KOHTPONS
cepuii ANst BCeX BbiMyCKaeMblX BUAOB NPOAYKUUU?

7 MpoBoaWTCs NN CONOCTaBMNEHNE OXMAAEMOro (pac4eTHOro) u dak-
TUYecKoro o6beMOB NPOU3BEAEHHOW MPOAYKUMM C AOKYMEHTanbHbIM
odpopmneHnem?

8 MposoanTCca NU paccneaoBaHue U yCTpaHeHWe HeCOOTBETCTBUN B
BbIXOAe NpoayKLuMM (OXXnaaemMom n hakTmHeckoMm obbemax npoaykLmn)?

9 CocTaBnsaoTcs NN NPOTOKONbI NPOM3BOACTBA U KOHTPOMNSA Ha KAy
cepuio NPoAyKLMnN?

10 CywectByeT nu BpeMeHHas Auarpamma AN NO3TanHoro
BbIMOJIHEHWS TEXHONOrMYeCKoro npouecca?

11 MpoBoauTca nm BHYTPUNPON3BOACTBEHHbIN KOHTPOMNb n
0POpPMNATCA NU ero pe3ynbTaThl?

12 CyuwecTtByeT Ny npoLeaypa AoBeAeHUA nokasatenen Ao TpebosaHui
cneundmrKaumii Ha NPOMEXYTOUHYHO U FOTOBYHO NPOAYKLUNIO?

13 MpeaycMoTpeHbl N Mepbl N0 NPeAoTBPALLEHNI0 HANUYMs Hexena-
TenNbHbIX MUKPOOPraHU3MOB B HECTEPUNBHOM NPOAYKLMN?

14 TpebyeTca Nu BbINONHEHNE NOArOTOBUTENbLHBIX MEPONPUATUN Nepen
Ha4yanom Npou3BoAcTBa (MpoBepKa 1 NoarotToska obopyaoBaHus)?

15 BenyTca nu skypHanbl Q4UCTKM U SKCrnyaTaumm o6opyaoBaHus?

16 BbinonHeHa nu aTTecTauus NpoLeccoB n 060pyaoBaHus, B TOM YMcne
CUCTEM C KOMMbIOTEPHLIM YNpaBneHWeM U CpeacTs aBToMaTusaummn?

17 CylwecteyeT N B NPOU3BOACTBE MOPSAOK BHECEHUS U3MEHEHWI, npe-
AycMaTp1BaloLLMI NpoBeaeHWE NOBTOPHOM aTtTecTaummn?

18 PaccnenyloTca M yCTpaHsIlOTCA Ny NPOTUBOPEYNA U OTKIIOHEHUS B
npouecce npouseoacTsa?

19 CooTBeTCTBYET NU NPOU3BOACTBEHHLIN MepcoHan TpeboBaHUAM K
BHELLHeMY BuAY, NMUYHON MMrMeHbl, NOBEASHWIO 1 np.?

20 Mpotuen nn Npon3BoACTBEHHDIN NepcoHan ouLnansHO NpeaycMmoT-
PEeHHYI0 MOAroTOBKY W aTTecTauuio ANA BbINONHEHUs CBOUX 06s3aH-
HOCTEen?

O6Lwme BbIBOALI MO pe3ynsTaTaM NpoBepku pasaena «MponssoacTBO»:
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Ne n/n

KoHTponbHbI Bonpoc

OueHka

Ha

Het

3amevaHus

BuinonHseTca nn npoBepkKa NpaBUNbHOCTU MHCprKLlMVI no ynakoBke n
MapKuUpoBke A0 Ha4Yana ﬂpOVI3BO,ElCTBa?

CyLLleCTByeT nn cuctema NpoBepKn TOro, YTO NpU ynakoBke n map-
KNPOBKE NCNONb3yeTCA HYXXHaA cepuna Hy>KHOro MaTepmana?

I'Ipe,qycmanMBaemﬂ N KOHTPONb NOCTYyNnarLwnx 3TUKETOK?

CyLLleCTByeT NN cucTema KOHTPONA M3MEHEHU B MaTepwanax ans
YNakoBKN N MapKI/lpOBKI/I?

CyLuecTByeT N cucTeMa KOHTPONS M3MeHEHMIA MpoLecca ynakoBKu 1
MapKMpOBKW, NpeaycMaTpuBaeT N OHa NpoBeAeHWe NMOBTOPHON aTTec-
Taumum?

CyuwectByeT N1 Heobxoaumas 30Ha ¢ HeobxoaMMbIMK Mepamu 6e3o-
NacHOCTU ANA XpaHeHWs! MPUHATBLIX U OTKNOHEHHbIX 3TUKETOK U MaTe-
pranos AN MapkUpoBKU?

CyLLleCTBYET nn cuctemMa Bo3BpaTta N KOHTpoONA HeENCNONb30BaHHbIX
MaTepuanos Ana ynakoBKU, 3TUKETOK U MaTepuanos Ans MapKl/IpOBKl/I'.7

CyLuecTByeT N1 NopsAAaoK, UCKMIoYaLWMin nepenyTbiBaHNe 3TUKETOK,
KOTOpble MOryT UMeTb Gnm3kue pasmepsbl, OpMy U LBET?

Ecnu paspesHble 3TUKETKM AN pasHbiX BUAOB FOTOBOW NPOAYKLMK
noxoxu, 1o npeaycmotpeH N 100 %-Hbll KOHTPONb 3NEKTPOHHBIMU
cpeAacTBaMu, aTTeCTOBaHHOM CUCTEMOMN KOHTPONSA UMW C NOMOLLIbIO NUHWIA
cneumnanbHoro obopyaoBaHnsa?

10

CywiectsyeT nu 3anpeT Ha rpynrosyto nevaTb A0 TeX fop, noka pas-
nnuKs pasMepoB, POPMbl MK LiBeTa He ByayT ACHBIMU?

11

CyLLleCTByeT nn cuctemMa KOHTpona u M,quTMC*)MKaLLMVI YyNakoBOK
(KOHTeVIHepOB), HE UMERLLNX MapKUPOBKKU, KOTOPbIE MapKMPYKTCA NO3Xe
Unn MMerT MHOXXEeCTBEHHbIE nHAnBMAyanbHbIe 3TUKETKN?

12

CocraBnsoTca nu APOTOKONbl YNAaKOBKN C NPUNOXEHNEM K HUM 06-
pasyoB BCEX NCNONb30BaHHbIX 3TUKETOK?

13

CyLLleCTByeT nn cuctemMa N3roToBneHnUA 3TUKeTOK, NPOBEPKN NOTOBbLIX
3TMKETOK M CONOCTABMNEHUSI UX HANWU4YUSA U UCMONBb3OBaHUS?

14

BbINONHAETCA NN KOHTPOMb MapKUPOBaHHOW FOTOBON NPOAYKLMN?

15

CyLUeCTBYeT N HaAEXKHBIN KOHTPONb HOMEPOB CEpPUIA, B TOM uuUCne
YHUUTOXEHUE NIMLLIHUX 3TUKETOK C HAHECEHHBIMWN HOMEPaMU Cepuin?

16

JoctaTouHo nu mandeckoe (MPOCTPaHCTBEHHOE) pasaeneHne Mex-
AY PpasnuuHbiMU NIMHUAMU 3TUKETOK M YNakoBKW, YTOObLI WUCKNIKYUTL
nepenyTbiBaHWe (B TOM YMCNe pasaeneHne NakeTos ¢ AOKyMeHTauuemn)?

17

BbinonHseTca nu KOHTPONb nevaTtawwero OﬁOPyAOBaHMFl Ha npea-
MeT NOCTOSIHCTBA KayecTBa nevaTu B Xxoae BCero Lmkna nevatn?

18

MpoBoaATca nNu NonHble NPOBEPKU NPOLLECCOB C HaaneXaLumMm AoKy-
MeHTanbHbIM OhopMNeHnem?

19

CyLLleCTByeT nn rapaHTa Toro, 4To CpPOKU rogHoCTun onpeaeneHbl
npaBuUNbHO U NPpaBUNbHO HaHECEHbI Ha ITUKETKN?

20

BbinonHsoTca nu TpeﬁOBaHMFl no 3awuTte ynakoBkn OT BCKprTMFl?

21

MpoeeaeHa nNu aTTecTauWsl NPOLECCOB YNaKoBKM U MapKUPOBKU, B
TOM Y1Cne aTTecTaums BLINONHeHNs TpeboBaHuin 6e30NacHOCTN CUCTEM
C KOMMbIOTEPHBIM YpaBneHnem?
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OkoHuaHue mabnuypi 1.5

OueHka
Ne n/n KOHTponbHbIN BONPOC 3amevaHus
Oa Het
22 PaccnenytoTcs U YCTPAHAIOTCA N NPOTUMBOPEYUA N OTKNOHEHWA B
npouecce NpoM3BOACTBA M YNAKOBKM WU MPUHUMAIOTCA NN KOPpekK-
TUpyloWwWe 1 npeaynpeauTensHble Mepbl?
23 MpoLuen nu nepcoHan ouunansHO NpeayCcMOTPEHHYIO NOAroTOBKY U
aTTecTaumio ANs BbINONHEHUs CBOMX 06sA3aHHOCTEN?
O6Lwwme BbIBOABI NO pe3ynbTaTam NpoBepKu pasgena «YnakoBka U MapKMpoBka»:
Tabnwuuya 1.6 — KoHTponb paboTkl nabopaTtopuit
OueHka
Ne n/n KoHTponbHbliA BOnpoc 3amMeyvaHus
Oa HeTt
1 Pa6oTaeT nu nabopatopus Hagnexawum oGpasom (cneayeT npo-
BEpUTb NOPAACK NPOBEAEHNA KOHTPONA UCXOAHBLIX MaTepuanos, BHYTPU-
NPOU3BOACTBEHHOIO KOHTPONS, FOTOBOWM NPOAYKLUMM, KOHTPONSA cTabunb-
HoCTW, o6bem MpoBepsieMbiX Cepwuii, BedeHWe AOKYMEeHTauuu, Konmu-
YeCTBO TECTOB ANS OAHON Cepun, OPraHN3aLUOHHYIO CTPYKTYpPY U np.)?
2 CooTBeTCTBYIOT N NOMelUeHna u obopyaoBaHWe CBOEMY HasHa-
YEHU?
3 CooTBETCTBYET NU MOPAROK TEXHUYECKOro obcnyxuBaHus U kanub-
poBku NpubopoB 1 060pyaOBaHNUA YCTAHOBNEHHbIM TpeboBaHNsAM?
4 BbinonHeHa nu aTTecTaumsa CUCTEM C KOMMBLIOTEPHBLIM yrpaBneHueM n
aBTOMaTU3NMpPOBaHHOro o6opyaosaHna?
5 EcTb nu B Hann4mmn Heo6xoauMble CTaHAAPTLI; BLINOMHAIOTCSA NN Tec-
Tbl B COOTBETCTBUM C ASUCTBYIOLMMU CTaHaapTaMn?
6 BbinonHseTca nu aTrectauns MeToaos xpomartorpacgpumn?
Ucnonb3yloTca nu cooTBeTCTBYIOWME TpeGoBaHusm cneLudukaumm n
CTaHAapTbl ANA OLEHKU NPUEMNEMOCTU pe3ynbTaToB?
8 CooteeTcTByeT nu nnaH otbopa npo6 yctaHoBneHHbiM Tpebo-
BaHUAM?
9 CywecTBytloT nM cnocobbl aHanu3a yTBep>XXAEHHbIX AOKYMEHTOB W
pPeanu3ytoTCa N OHU B ASNCTBUTENBHOCTU?
10 CywecTByeT N NOpAAOK NpoBEASHUS aTTecTauun aHanuTUYEeCKUX
MeToaoB?
11 CywiecTsyeT N1 cucTemMa KOHTPONA nNpeanaraembix U yTBEPXKAEHHbIX
nsmeHeHunii B pabote nabopartopun?
12 Bce nu TecThbl BLINONHAOTCA Ha NpaBuUNbHO 0ToGpaHHbIX Npo6ax?
13 PaccneayloTc 1 yCTPaHAIOTCA N NPOTUBOPEYUSA N OTKNOHEHUSA W
NPUHMMAIOTCA NN KOPPEKTUPYIOLWUE U NpeaynpeanTernbHbie Mepbl?
14 ABNAKOTCA MU aHanNUTUYECKUe NPOTOKONbI NPOBeAeHUs TeCcTOB W

BbIBOAbI MO HAM NONHBIMU?
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OKoH4aHue mabnuuypi 1.6

OueHka
Ne n/n KOHTpoOrbHbIA BONPoC 3amevaHus
na Het
15 XpaHATca N1 AaHHble B CUCTEMaTU3MPOBaHHOM M akkypaTHOM BUAE N
NerkoBoCcnpon3BoanMmMoii oopme?
16 Co0TBEeTCTBYHOT N BbIBOABI MO pe3ynbTaTam KOHTPONA NepBUYHBIM
OaHHbIM?
17 CyLuecTByeT N1 MHCTPYKLMS MO aHanu3y pesynbTaTos, BbIXOAALLMX 38
TpeboBaHua cneuuduKaLnii 1 CBOEBPEMEHHO NN BbLINOMHSAIOTCA pac-
cnenosaHna?
18 CoxpaHaTca nu o6pasLbl Ans apOUTpax)HOro n Np. KOHTponA?
19 OchopMnseTcs N COOTBETCTBYIOWMM OOpasoM AOKYMEHTauua Ha
UCNbITAHUA COXpaHAeMbIx 06pa3LoB?
20 CyLecTByeT N1 npyemMnemas nporpaMma TecToB Ha cTabunbHOCTL?
21 CnocofHa nu natopaTtopua nokasaTb, YTO METOAbI KOHTpONs CTa-

BUNbHOCTM AEMCTBUTENBHO MPOBEPAIOT CTaGUNBHOCTL?

O6Lume BbIBOABI MO pe3ynbTaTaM npoeepku pasaena «KoHTponb paboTbl nabopaTtopuin»

KoHTponbHble BONpochl ANA OTAENbHbIX yYacTKOB

B tabnuuax 1.7 n 1.8 npusoaguTtcs npumMep o6LLMUX M KOHTPONbHbLIX BOMPOCOB AN OTAENbHLIX YYaCTKOB.

OnA KOHKPETHOro NPOM3BOACTBa pekoMeHayeTcst paspabaTbiBaTh aHANOrUuHbIE BONPOCHI, KOTOPbIE MOTYT 6bITh
MCNONb30BaHbI NPU BHYTPEHHEM ayauTe (CaMONHCMEKLIUN).

CneayeT NpoBepuUTb HanUune n cogepraHue:

- TEeXHOMNOrM4YeckuUx pernaMeHToB Ha Kaxabli NpoLecc n hakTUYeckoe Nx BbINoNHEHNe B NPOU3BOACTBE MO OCHOB-
HbIM Onepaumnsam, akTuHeckoe COOTBETCTBUE NoMeLLieHUIA, 060pYAOBaHMUSA, KOHTPONbHO-U3MepPUTENbHBLIX NPMGOPOB, Nep-
coHana (no keanuukaLumm n YUCNEHHOCTU) U T. A.;

- cneuumdukauuin n CooTBETCTBUE (DAKTUHECKN UCTIONb3YEeMbIX MaTepuanos cneundukaumsam (Boi6opoyHo);

- WHCTPYKLWIA, BO3MOXHOCTb peann3aumn ykasaHHbIX B MHCTPYKLMKM ASNCTBUIA (MaTepuanamu, obopyaosaHuem,
06y4eHHbIM nepcoHanom);

- HOpM pacxofa Ae3cpencTs, 0Aexabl 1 np.;

- COOTBETCTBUSA pacxoaa Ae3CpeacTB, oaexabl no Gyxrantepumn n HopMam (MHCTPYKLUAM);

- BbINONHEHUA OTAeNbHbLIX paboT NO KOHTPakTam (HanpuMep, CTUPKU U CTEPUNU3aLMM OAEXKABI) — CNOCOBHOCTL
noapsAYMKa BbINONHWUTL 3TU paboThbl U hakTUHECKoe NX BLINONHEHNE No goroBopam (Gyxrantepus).

Tabnwuuya |.7 — KoHTPONbHbIA NUCT AN NPOU3BOACTBEHHOTO y4acTka 1 ydacTka (acoBkm

OueHka
Ne n/n KoHTponbHIiA BONpoc 3amevaHua
Na Het

MepcoHan. O6yuyeHne

1 CyLuecTByeT NK cneumansHo NoAroToBNEHHasA ANA NPOU3BOACTBA U
yTBepxaeHHas nporpamma oby4YeHuns nepcoHana?
Mpepctaeutb Nnad Ha 200__ roa, Hanuyne TEKCTOB Nekuui

2 Yka3aHo N1 YMCcno nepcoxana, B TOM Yncne:
- WHXXEHEepHO-TEXHWUYEeCcKkne paboTHUKK;
- paboune?
3 ViMeeTcss Nn AOKYMEHT, B KOTOPOM yka3aH HOMEHKNaTypHbIi nepe-

YeHb BbIMyCKaeMON NPOAYKLMN C yKka3aHMeM akTUBHbIX CyGCTaHLMIA?
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lpodomkeHue mabnuusi 1.7

Ne n/n

OueHka

KoHTponbHbliA Bonpoc

Ha

Het

3ameuaHus

NmeeTca nn B HanuumMmn NonoxeHne o NPOU3BOACTBEHHOM noapasae-
NeHWn 1 ero B3auMoAEeNCTBUN C ApYrMMK noapasaeneHusaMmn npeanpus-
T™ma?

MimetoTca Nu B HANUYMK AOSKHOCTHBIE MHCTPYKLMM U MHCTPYKLMK MO
pabounm mectam?

ViMeeTcs Nn B HanNUUMM AOKYMEHTUPOBAHHLIA NOPSAOK MNOBEAEHUS
nepcoHana (B TOM 4uicne noceTwuTenei) Ha NpousBoacTBe (MOPSAOK
BXOAa-BbIX0Aa, NEPeoaeBaHus, rmrueHsl U np.)?

O6ecneveH N1 TeXHONOMMYECKON 0AeXA0N NPOU3BOACTBEHHbIN Nep-
coHan?

MiMeeTcs N AOKYMEHTUPOBAHHBIN N yTBEPKAEHHbIM NOPAA0K MCMONb-
30BaHUSA TEXHONOMMYECKOW oaeXabl B 3aBUCUMOCTU OT MpOM3BOACT-
BEHHbIX 30H?

NmeeTca Nu AOKYMEHTUMPOBaHHBLIA NOPSAOK MNOATOTOBKM U CTUPKW
cneuodexapl, a Takke NepuoaNYHOCTb ee 3aMeHbI?

10

JlokyMeHTMpyeTCs nu npoBeaeHne o0byyeHnst u kakum obpasom?

11

KoHTponupyeTca nu ycBoeHWe 3HaHuin? C Kakoi NepuoanyHOCTbIO?
NmetoTca nu AOKYMEHTbI, NOATBEpKAatLWMe nposeaeHue obyyeHns?

12

Mposoautca nu obyyeHne NO WHCTPYKUUAM, MeToAaukam, npo-
Lueaypam? Kak aTo AOKymMeHTupyeTca?

13

MpoBOAUTCA NN UHCTPYKTaX MO TEeXHUKe Ge30nacHoCTW, UX perynsp-
HOCTb W HanMune NPOTOKONOB?

14

YKOMMNNEKTOBAHO N NPOU3BOACTBO NEPCOHANOM COOTBETCTBYIOLLIETO
YPOBHSI NpotheCCnoHanbHOM NOAroTOBKN?

15

MpoxoAnMT N Becb MNepcoHan MeauuMHckoe ofcnenoBaHWe npu
nocTynneHun Ha paboTy n perynsipHble MeauLUHCKME OCMOTPbI B MPO-
uecce paboTbl?

16

BLINONHAKTCA NM NpasBuna WM NPeanucaHnsl Mo NIMYHON rurueHe un
opraHu3aLum NUTaHNs?

17

CBeAeHuA 0 NPOM3BOACTBEHHbIX MOMELLEHNAX

VMeeTca nu cxema pacrnonoXeHus noMelleHUn ¢ YyKasaHuem
KJ'IaCCI/leMLlI/lpyeMbIX n KOHTpOJ‘lMpyeMbIX? MmeeTca nu yeTkas MapKun-
poBKa NoOMeLLeHUA?

18

VMcnonb3yloTca N NOMELUEHUA UCKMIYUTENBHO B COOTBETCTBUU C
npeaycMoTpeHHbIMN uensaMu? Mckniouaetcs Ny MCnonb3oBaHue npons-
BOACTBEHHbIX MOMELLEeHUn n oﬁopy,qoaaHMﬂ npeanpuaTna ana npous-
BOACTBA HENEKapCTBEHHbIX CpeﬂCTB?

19

38

ObecneunBaeT N1 NNaHNMPOBKa NPOU3BOACTBEHHBIX MOMELLIEHUIA:

- MOTOYHOCTL MNpoLecca ¢ KpaTyanmmm paccTOSHUAMMU Mexay Bce-
MW TEXHONOMYECKU CBA3aHHBIMN NOMELLEHUAMU;

- UCKNIKYEHWe B3aMmMonepeceveHns nyTeil cneaosaHus nepcoHana,
a TaKke nepeceyeHnst TEXHONOTMMYECKUX NOTOKOB M NepcoHana;

- MaKCMManbHyH rpynnMpoBKy NOMeLEeHNUI ¢ OANHAKOBOM CTeNeHbIo
YUCTOTHI;

- pauMoHanbHoe pasmelleHue oBopyaoBaHUA M MaTepuanos Ans
NpeaoTBpaLleHns CMeLIMBaHUS PasfnMYHbIX BUAOB U Cepuil UCXOAHOIo
CbIpbs, YMaKOBOUHLIX MaTepuanos, NONynpoayKTOB U FOTOBLIX NeKapcT-
BEHHbIX CPEACTB;

- nonHoe cobGniaeHne YCNOBWIA CaHUTAPHO-TUIMEHWNYECKOrO pe-
KUMa;
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OueHka
Ne n/n KOHTpOnbHbIA BONpoc 3ameyvaHua
Oa Het

- UCKIYEHME UCMONBb30BaHNA NPOU3BOACTBEHHbLIX M CAHUTaPHO- Obl-
TOBbIX MOMeLLEeHUI AN Npoxoaa nepcoHana, He paboTatowero B HUX;

- 3aWUTy UCXOAHOTO ChIPbs, YNAKOBOYHbLIX U MapKUPOBOYHBLIX MaTe-
puanos, NONyNPOAYKTOB U FOTOBbLIX NEKAPCTBEHHbLIX CPEACTB OT 3arpsis-
HEHWs NpuY NepeMeLLeHUN BHYTPU 30aHUS;

- cobniogeHne HOpM U MpaBun TEXHUKM §Ee30NacHOCTM U MOXapHOWN
6e3onacHocTn?

20 CooTBETCTBYET NU HOpPMaM:

- OCBelleHne;

- OTOMNNEHUE;

- BEHTMRAUUS,;

- CHabeHue 3NeKTpo3Hepruein, Boaon?

21 MpoBegeHa nu CoOTBETCTBYIOWMM 00pasom MapkupoBka Tpy6o-
npoBoaoB? YkasaHo Ny HanpaeneHue noTokoB? MpoBoauTcs Ny caHu-
TapHas obpaboTka?

22 CooTBeTCTBYET NN CUCTEMA BEHTUNALUN U KOHAWLMOHUPOBAHUA
BO3ayXa npeabasnsieMbiM TpeGoBaHAM?

MpoBoaATCA N perynsipHbie NpoBepkn 3EKTUBHOCTU paboThbl
BO3AYLHbIX unbTpoB? Bepetca ydveT 3ameHbl unbTpos? Kakumm
NOKyMeHTaMu oopmnseTcs?

23 0O6ocobneHo Ny NnomMelleHe ANa NpoBeAeHNs B3BELUNBAHWUIAY

CBeaeHUA 0 TEXHONMOIrMYEeCKOM 060pyaAoBaHUM

24 ViMeeTca nNu OOKYMEHT, B KOTOPOM YyKasaH nepeYeHb TeXHOMoru-
Yeckoro o6opyaoBaHus ¢ ykazaHMeM 3aBOACKUX HOMEPOB?

25 CooTBeTcTBYET NN 0GOpPYAOBaHME 3aAaHHbBIM Lensam?

26 ViMewoTca Nu perucTpaumoHHble AOKYMEHTbI Ha Kakayw eauHuuy
obopynoBaHua?

27 TexHunyeckoe obcnyxmBanve 06o0pyaoBaHNUA NPOBOAUTCSA:

- Ha NPOU3BOACTBEHHON TEPPUTOPUN;

- BHE MPOM3BOACTBEHHON TEppUTOpUA?

28 ViMeroTea N HCTPYKUMK, pernaMeHTupytoLme:

- NopsAoK aKkcnnyaTauum obopyaoBaHus;

- nopsaok obcnyxvBaHust 06opyaoBaHUs;

- MopAA0cK o4nCTKM o6opyaoBaHus?

29 VimetoTca N AOKYMeHThI, NOATBEpKAALLVE NpoBeaeHMe:

- ouncTKM obopyaoBaHUs;

- MOAroTOBKM K NPOU3BOACTBEHHOMY NpPOLEccy;

- NpouNakTuku;

- pemoHTa?

30 MmMetoTca nu rpadvkn U MHCTPYKUMU MO TEXHUYECKOMY 0OCnyxXu-
BaHWIO?

31 OcyuwectBnaeTca Ny yuctka o6opyaoBaHNA MO OKOHYaHUM Npous-
BOACTBEHHOIO NpoLiecca B COOTBETCTBUM ¢ TpeboBaHnaMU?

JenaeTcsa nu 3anvck 06 ouncTke ob6opyaoBaHUA Npu nepexoae:

- OT OOHON Cepuu K Apyron;

- OT OQHOro NPOAYKTa K Apyromy?

32 Kakoi MeToa npuMeHsieTcs AN KOHTPONS YUCTOThI:

- XUMUYECKUIA;

- MuUKpoBUonorn4ecknin?

33 OcyuwectBnseTca nu ybopka NOMELLEHW B COOTBETCTBUM C npea-

nmcaHmamMm?

39
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Ne n/n

KOHTpOsbHbIN BONpoc

OueHka

Ha

Het

3ameuaHus

34

Kak APOBOAATCA MEPONpPUATUA NO npeaynpexaeHu noAaBneHuA
FPbI3YHOB U HaCeKOMbIX? OcyLLleCTBJ'IFIeTCFl nn perncTpauusa AaHHbIX?

35

MpoBOAUTCA NN MOHUTOPUHT MUKPOBUONOIMYECKON YNCTOThI MPOMN3-
BOACTBEHHOMN Cpeapl?

36

OcyLuecTBNAETCA NU KOHTPONb BOAbI:
- NMUTLEBOW;
- OYULLIEHHOW?

37

COOTBeTCTByeT nm TpeﬁOBaHMﬂM cuctema VI,EleHTMCf.)VIKaLLMM n Mapku-
poBKK OﬁOpyﬂOBaHMﬂ 3TUKETKaMUN CTaTyCG?

38

MpoBoAUTCA NN KOHTPONb NapaMeTpos paboTel 0G0PYAOBaHUS B NPO-
Liecce NPou3BoACTBa (BHYTPUMPOU3BOACTBEHHBIN KOHTPONb)?

39

Mpn6opbl

NmeeTca nu rpadomk noBepkn cpeacTs usmepeHnin’?

40

MmetoTca N MHCTPYKLUUK NO YXOAY U TEXHUHECKOMY 0BCNyXMBaHMIO
npubopos? HaxoasaTcs nn oHn okono npubopos?

41

PernameHTmpyeT NN MHCTPYKLUKNA cneayrlmne acnekTbl:

- NepuoanyHOCTb NPOBEPKU;

- cnocob u nepnoanyHOCTbL NpoBeaASHUA KaJ'IMﬁpOBKM;

- AaHHble O cneynannucTe, nposoadllem KanMﬁpOBKy;

- npeanncaHna Nno AOKYMEHTUPOBaHUKD KaJ'IM6pOBKM;

- AaHHble O NapamMeTpax, noagnexalinx npoBepke,

- AaHHble O TeCTOBbIX MaTepuanax, Ncnonb3yemMblxX NpU NpoBepKe;
- pencrteus, npuHMMaemMbie Npu BbiABNEHUNU HECOOTBETCTBUA?

42

MmetoTeca nn AOKYMEHTbI, noATBepXaawwne nposegeHne Kanuo-
poBKU?

43

PernctpupytoTcsa nn B xypHane TeXHUYeckoro o6CnyuBaHus:
- (hakTbl noBpexaeHus/HemcnpasHoCcTH Npubopa;

- MPOLECC MCMOoNb30BaHUsA U TexoBenyxusaHna NpuGopos;

- AaHHble Mo 0653aTenbHOMY KOHTPONH;

- OLIeHKa TEXHUYECKOro COCTOosIHMSA npubopa?

44

WmetoTca nu cpeacTBa NoXapoTyLUeHna?

45

HdokymeHTaums

MmetoTca nNn B HanuyMm TexHONOrMYeckne pernameHTbl, TeXHONo-
rMYecKne MHCTPYKLUK, APYrne UHCTPYKLMN N METOANKN MO BCEN BbiMycC-
KaemoW NpoayKumn?

46

40

NmetoTes N AOKYMEHTbI, yCTaHaBNMUBaKLME:

- NOpPSiAOK NPOBEAEHUSI OCHOBHbBIX TEXHONOMMYECKNX CTaauiA;

- (hOpMbI perncTpaummn (AoKyMeHTUPOBaHUS) NPOBEAEHUSI OCHOBHbIX
cTaauii TEXHOMNOMMYECKOro npoLecca;

- NOpsSAoK M YOpMbl  JOKYMEHTUPOBAHUA NPOBEAEHUS BCMOMO-
raTenbHbIX TEXHONOMMYECKUX CTaaui;

- AOKYMEHTMPOBaHHbI MOPAAOK NpoBeAeHUs caHuTapHou obpa-
©0TKM NoMeLLEeHUIA;

- hopMbl perucTpauum npoeaeHns yoopku NoMeLleHus;

- MOPAAOK MPOBEAEHUSA MEeXOMepaLMoOHHOro WNM NoCTaguiHoOro
KOHTpONS;

- hOpMbl AOKYMEHTMPOBaHUS (perucTpauun) NpoBeaeHust BHYTpU-
NPOU3BOACTBEHHOMO KOHTPONS;

- NOPSAOK NPOBEAEHUS MOHUTOPUHIA COCTOSIHUS MPON3BOACTBEHHBLIX
NOMeLLEHUNIA;

- hopMbI perucTpauum (A0KYMeHTUPOBaHUS) NPOLLECCa MOHUTOPUHTA
NPOV3BOACTBEHHBIX MOMELLIEHUIA;
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OueHka
Ne n/n KOHTpOrbHbIA BONpoC 3amevaHus
Na Het

- NOPAAOK NPeabABNEHNS HAa KOHTPOSb NONYNPOAYKTa U rOTOBOrO
npoAayKTa;

- [OKYMEHTUPOBaHHbIN MOPSAOK COCTABMEHMS U NpeabsBneHns Ha
KOHTPONb MPOTOKONA Ha BbIMNYCKAEMYyK) CEpUI0 Cbipbsi, MaTepuanos w
roToBOM MNPOAYKLMN?

47 MmetoTca nv B Hanuiuu AOKYMEHTHI, yCTaHaBnuearwLwne nopaaok
o60o3HaveHus, MapKUPOBKN 3TUKETKaMn ctatyca, UHBeHTapmusauun npum-

6opos 1 obopyaosaHua?

48 CyLuecTBYyeT N1 NOPSAOK NPUCBOEHWUS 0GOPYAOBaHUID NPOU3BOACT-
BEHHbIX HOMEPOB U PErMCTpaLms MPUCBOEHHLIX HOMEPOB?
49 Paspa6oTaH nu Ans HECOOTBETCTBYIOLLMX MO KauecTBy MaTepuanos:
- MOPAZJOK BLIICHEHUSI MPUYUH HECOOTBETCTBUS MaTtepuana u ero
[OKYMEHTUPOBaHWE;

- NOpAA0K 1 Npasuna no panbHenwen nepepaﬁoTKe nnn ytmnmsauum
MaTepuanos, npasuna cKknaackoro KapaHTVIHa?

50 Kakum obpasom odopmnseTca npeanucaHne no uuctke obopy-
AoBaHWA, NPMOOPOB N MHBIX TEXHUYECKUX CPeACTB?

51 MmMetoTca nu MHCTpYKUMKM no y6opke, caHuTapHol obpaboTke? Kakos
nopsiAoK AOKYMEHTMPOBAHUS NPOLLEeccoB y6opkn?

52 MmeeTcss nn kapTa WUCMONb30BaHUSA AE3UHMULMPYIOLIMX CPEacTs,
NpoOBOAUTCA N AOKYMEHTUPOBaHWE PerynsipHOCTU CMeHbl Ae3nH(U-
Luupyowmx cpeacts?

53 MoAaroToBNEH NU OT4YET O MPOU3BOACTBE U HOPMUPOBAHUN CepUmn
roTOBOW NPOAYKLMKN, COAEPKaLLMW:

- onucaHue Bcero npouecca ynakoBKW B COOTBETCTBUM C UHCTPYK-
LMein No ynakoske;

- HavMeHoBaHue U PopMy NpPeaCTaBNeHUS;

- [aTy U3roTOBNEHUs;

- HOMEP Cepumn roToBON NPOAYKLNN;

- 4YUCNO eAMHWL, yNakoBaHHOWM NPOAYKLMN;

- 3anucy O KOHTPONe npoLecca YNakoBKW U ero pesynbTtaTtax;

- pes3ynbTaTbl KOHTPONSA U HanuuMe paspelueHuss OTAena KOHTpons
KayecTBa Ha KaXayk KpUTUYECKYIO onepaumio B TEXHONMOrMYeCckoM npo-
Lecce;

- 0po6peHHbIlt 06GpaseL yNnakoBKM U MapKUPOBKY;

- noanuchb nNuua, OTBETCTBEHHOrO 3a MPOU3BOACTBO, C yKasaHueM
naThbl;

- MOIHbI OTYET O pesynbTaTax aHanm3a;

- 3anucb O BO3MOXHOCTM BbiMycka AaHHON Cepum roToBow Npoaykumum
B cBO60AHOE 0OpalleHne?

54 PaspafoTaHa nu nporpamMMa MUKpOOMONOrMHYECKOr0 MOHWUTOPUHra
4YNCTOThbI npOI/ISBO,qCTBa? YcTaHoBneH nu nopsAAoK ,qoxymeHTmpoaaHm?
HameueHbl nn MeponpuaTna B cnydae nonyy4yeHnsa HeCoOTBETCTBYHOLNX
pesynbTaTtoB?

55 VimeeTca nn AOKYMEHTMPOBaHHLIN Nopsaok oTéopa npob (o6pasLos)
BHYTPUM NpONU3BOACTBA N NOPAAOK UX 4OCTaBKN Ha MECTO OﬁcneAOBaHMH?

56 CyLuecTByeT NU perncTpaums pesynsTaToB UccneaoBaHns obpasuos
B naGopartopuu, NopsAoK nepenadn u AOKYMEHTUPOBaHUS pe3ynbTaTos
aHanusa?

57 OcyluecTBNAeTca N NpoLecc NpoM3BOACTBA B CTPOrOM COOTBETCT-
BUW C TEXHONOMMYECKUM PErNaMeHToM?

58 CobGnioaaTca N COOTBETCTBYIOLME CaHUTapHbIE U MMIrMeHnYeckme
HOpMbl, @ Takke TexHuka OesonacHocTW npwu npoBeaeHun paboTt ¢
cbipbem?

41
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Ne n/n

KoHTponbHblii Bonpoc

OueHka

Ha

Het

3ameuaHus

59

MmeeTcst nn B Hanu4um WUHCTPYKUNA U cobnopaeTcs nu nopsAaoK Bbl-
Aayn Cblpba Ha Nponu3BoACTBO Ha OCHOBaHUU COOTBeTCTByIOLLleVI AOKy-
MEeHTaLun n paspeleHna otaena KoHTpona kavectea?

60

CobniopaeTca N ovepeaHOCTb UCMONb30BaHNSA ChipbA?

61

ObecneunBaroTcsa nu Mepbl I'IpO(*)MJ'IaKTI/IKM BTOPUYHOroO 3arpA3HeHnsa
B MpoLecce AOCTaBKN CbiPpbs Ha MPON3BOACTBEHHbIN y‘-iaCTOK?

62

MoaeepraoTcaA NU NpoBepke Ha MUKPOOHYK 3arpsa3HEeHHOCTb BCe
KOMMNOHEHTbI, BXOoAdAwMe B COCTaB HEeCTepUNbHbIX nNeKapCTBEHHbIX
cpencte?

63

Wmetotca nn WHCTPYKLUUN NO oﬁpau.leHmo C Martepunanamm I'IepBMLIHOl;I
YNakoBKW, rapaHTupyrwwmne Tpe6yeMbu71 ypoBE€Hb UX YUCTOTbI NO MeXa-

HUYEeCKOMY U MVIKpOﬁHOMy 3arp9|3HeHmo’?

64

MpeaycMoTpeHbl N crieuuansHble ycTpoicTea (npucnocobneHus,
KOHTEMHEPbI), UCKNIYaKLIMe BO3MOXHOCTb BTOPUYHOTO 3arpsas3HeHUs
WU CMeLUMBAHWS NOArOTOBMEHHbIX MaTepuanos NepBUYHOI YNaKoBKM
Mp1 UX TPAHCMOPTUPOBAHNM M3 OAHOTO NOMELLEHUs B Apyroe?

65

I'Iposo,qwrcn nn Ha npou3BoacTee MoaepHusauna U CoBepLUEeHCT-
BOBaHue npouecca ﬂpOM3BOLlCTBa?

66

PerncTpupytoTcs N Ha NPOM3BOACTBE NOOLIE U3MEHEHUSI B TEXHO-
NOrnYeckoM npoLecce 1 nobble OTKNOHEHUS B XOAe NpoBeAeHNs NPoun3-
BOACTBEHHOI onepauun?

67

CocTaBnseTcss NN MPOTOKON Ha Kax/ayl CEepur roToBOro nekapcT-
BEHHOro cpeacTea?

68

MmeeTtca nu Ha npon3BoACTBE YeTKada pernameHTaunda ncnonb3o-
BaHUA OCTaTKOB NpoAyKTa OT Cepun, BKNKHEHUA UX B nocnegywiimne
cepun?

69

MpoeoauTcs nu nepepaboTka 3abpakoBaHHOro npoaykta? Odopm-
nNAeTCcs NU paspelleHne oTAena KOHTPONs kadecTBa? Kak AOKYMeHTu-
pyeTcs nepepaboTka 3abpakoBaHHOro npoaykta?

70

BepeTcsa N NUCbMEHHBINA YYeT U KOHTPOMb 3a NPOMapKUPOBaHHbIMK
ynakoBOYHbIMWM MaTepuanamu (C HaHeceHHbIM Homepom cepum)? Kak
KOHTPONUPYETCS U AOKYMEHTUPYETCA COOTHOLLEHWE M3PacX0A0BaHHOIO
YyNakoBOYHOro Matepuana n umcna eauHuL, BbinyLweHHOro npo,quTa? Kak
BbIACHAETCA NPUYNHA PpacxoXxgeHna Takoro COOTHOLWEHUA U NpoBOANTCA
aHanus?

71

ATtTecTauus

MmetoTest N MHCTPYKLUMK MO aTTecTauum TeXHONOrM4Yeckux npouec-
COB W MPOLECCOB OYUCTKU, @ Takke MPOTOKOMbI MPOBEAEHHBIX aTTecTa-
umn?

72

NmMetoTca nu AOKYMeHTbI (MHCTPYKLMKW, METOAMKW), YCTaHaBNMBalo-
wue:

- MOpsAoK NpoBeAeHUs npolecca arTectauum o6opyaoBaHus;

- MOPAAOK NpoBeAeHUs aTTecTaLum TEXHONOrMYeCKNX NpoLeccoB?

73

WmetoTca nu  AoKyMeHTbl, MOATBepKAalolWMe MNpoBeaeHue Beex
3TanoB aTTecTaLun TEXHONOTUYECKOro U UHXEHEPHOro obopyaoBaHus,
yyacTByloLero B Npou3BoAcTBe unu ofecneumBalolime ero, a Takke
aTTecTauum YMCTbIX NomMeLleHun (npotokonsl 1Q, OQ, PQ)?

74

ViMetoTcs Nn AOKYMeHTbI (MPOTOKONbI), MOATBEPKAALWME NPOBe-
AeHWe aTTecTaumm KpUTUYECKUX NPoLECcCoB NPOM3BOACTBa?

42
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OueHka
Ne n/n KOHTpOnbHbIA BONpoc 3amevaHus
Oa Het
Opyrve Bonpochkl
75 MocTynanun nu Ha NPoM3BEAEHHYI0 NPOAYKLNIO:
- peknamaumun Co CTOPOHbI NoTpebutenei;
- MpeTeH3Un agMUHUCTPATUBHLIX U HAA30PHbIX OPraHoB;
- TpeboBaHMA NO €€ U3BATU CO CTOPOHbI FOCYAapCTBEHHbIX
OpraHos;
- 0TKasbl B NpoBedeHun obasaTenbHol cepTudukaLmm no NpuYnHe
HECOOTBETCTBUS Ka4ecTBa?
76 Mocne npoBeneHHOro BHYTPeHHero ayauTa (camomnHcnekumm) 6uinm
NN NPUHATBEE Mepbl U NPOBEAEHbLI KOppeKTUpYloLme MeponpusaTua no
YCTPaHeHuo 3aMeYaHunin?
PykoBoauTenb rpynnbl BHyTPEHHEro ayauTa: O3HAKOMIEH

YneHbl koMUccUn:

PykoBOAUTENbL KOHTPONUPYEMOTO

noppasneneHus:
T a6nuua 1.8 — KoHTponbHbIA NUCT ANA cknana
OueHka
Ne n/n KOHTponbHbIA BONpoC 3amevaHus
Aa Het
OpraHu3aumn, CTpykTypa
1 CyuiectsyeT N cXxema OpraHUsaLMOHHOW CTPYKTYpbI?
2 MmetoTca nu B Hanu4uMm MHAMBMAYanNbHbIE AOMKHOCTHBIE UHCTPYKLIMK
Ha Kaxporo crneuuanucta C ykasaHuem o00sA3aHHOCTEW U OTBETCT-
BEHHOCTMN COTPYAHUKOB?
3 MmeeTcs nu cnncok n obpasubl noANUcei COTPYAHUKOB?
JlocTaToyHoe Nu KONMYECTBO NepcoHana Ha Bcex onepauusax (rae n
CKONbKO He xBaTaeT)? Bbinu N U3MeHeHUs B NUHHOM CocTase?
5 CyL1eCTBYIOT NN MHCTPYKLMK, pEFNAMEHTUPYIOLLME UHAUBUAYANbLHYIO
rMrMeHy, Npasuna no NoaaepXaHut YncToThl? OTBeaeHbI N MecTa Ans
npuemMa nuLLm, KypeHus?
6 Vcnonb3ayloTcs nu cpeacTBa MHAMBUAYaNBHOW 3aLmUTHI?
7 MpoBoanTcA N MEAULMHCKUMIA OCMOTP NepcoHana C TOYKW 3peHus
npurogHocTn Kk pabote? lMpuHuManucL N Mepbl B ChNyYae HeyaoB-
NneTBOpUTENbHbIX pe3yanaTOB?
O6yueHne
8 MmMeeTca nu B HanuM4uumn yTBepXaeHHas roaosas nporpamma obyde-
HWA, B TOM Yncne no sonpocam Tpe6osannii FOCT P 522497
9 WmetoTca nu nucTbl yyeta uHauMBMAyanbHOro obyueHusa coTtpya-
HUKOB?
10 KoHTponupyeTcs nu ycBoeHue 3HaHuin? C kakon NepuoanHHOCTbI0?
11 MpoBoauTC N MHCTPYKTaX No TexHuke GesonacHocTu? C kakoi
perynspHocTbio? VIMEIoTCst N NpOTOKONbI?

43
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COOTBETCTBUN C YCTAaHOBNEHHBbIMU TpeﬁOBaHMHMM?

Wmetotca nu o6ocobneHHble nomelleHus (30Hbl) ¢ obecneveHnem
TpeboBaHuit YNCTOTEI?

MimeeTcs nu YeTkas MapkumpoBka nomeu.leHmZ?

MpoBoanTCA NK B CPOK 3amMeHa (unsTpos?

JokyMeHTMpyeTCa Nu 3ameHa hunbTPoB?

OueHka
Ne n/n KOHTpOfbHbIN BONPOC 3amMeyvaHus
Oa HeTt
MomelleHUA cKkNaacKnX 30H, odopyanoBaHue, NpudopbI

12 WmetoTca nu Ha npeanpusiTum cknaackue 3oHbl, obGecnevnsaioLime
cnevuuanbHble YCNOBUSA XpaHeHus (TemnepaTypy, BNaXHOCTb)?

13 MpoBOAUTCA N MOHUTOPUHI YCNOBWUIA CKNAACKOro XpaHeHusa (Tem-
nepaTypHOro pexuma, BNnaxxHoCT1 Bo3ayxa)?

14 VimetoTcs Ny B HaNU4Mm nsMepuTenbHble cpeacTea, npubopsl, BeChl?

Kakum o6pa3oM ocyLlecTBNAeTCS NOPSAOK KOHTPONs, kanubpoBku,
TEeXHUYEeCKoro obGCcnyXnBaHus:

- 00o3HauyeHneM, 3TMKETUPOBAHMEM, MOPAAKOM MPUCBOEHUA HO-
mepa;

- CMUCTEMOI HyMepauuu Ha cknaae;

- BeAeHMeM XypHanoe NnpubopoB 1 M3MepuTenbHbIX CpeacTs?

WmeeTca nu nporpaMma TexHUYeckoro obcnyXuBaHWS: roaoBble,
exeMecsiuHble, exxeHeaenbHble, exxeaHeBHOe TexobcnyxnuBaHme?

HokymeHTUpyeTCa Ny BCe Haanexalmm obpasom?

15 WmetoTca nu cknaackue MHCTpyKUMM no patoTe cknaaos, BkNO4Yasi
cxeMy cknagupoBaHust U obpalueHus matepuana? PaspaboTaH nu no-
psaok obpaleHusa ¢ HUMU? Hagnexawmm nu o6pasom XpaHATCs WH-
CTpyKUMN?

Kakum oGpasom BegeTca cknaackomn yyeT:

- Ha nucTax yyeta;

- B KOMMbIOTEPHON cucTeme?

Hapnexawum nn o6pa3om XpaHATCA AOKYMEHTbI?

ViMeeTcAa N MHCTPYKUUA NO TPAHCNOPTUPOBKE MaTepuanos?

OcyLlecTBnsieTc NN AOKYMEHTMPOBAHUE NOCTYMNEHUS U ABWKEHUS
NpoAYyKLMN 1 YNakoBOYHbIX MaTepuanos?

VmMetoTca Ny 3anucy oTaena KOHTPONSA KavecTBa O MpoBepKe COoT-
BETCTBUS Cbipbs, NonycdabpnkaToB 1 yNakoBOYHbIX MaTepuanos nepej
Bblaayel B NponsBoACTBO?

BeneTcs N NUCbMEHHbLIN yYeT NPoAYKLUW, MaTepruanos, YNnakoBku 1
3TUKETUPOBaHWs (BblAaya U BO3BpaT OCTaTKOB)?

VimetoTcst N B Hanuymm BCe aHanuTU4eckne NucThl, macnopTa u cep-
TUpMKaTbl COOTBETCTBUSA Ha 0CBODOXKAEHHbIE NekapCTBEHHbIE CPEACTBa,
Chblpbe, YNakoBO4YHble MaTepuans!?

PaspaboTaH nu nopsiaok AoKyMeHTUpoBaHust 0T6opa o6pasLoB BHYT-
pu cknapa, yyeT obpasLoB, AOKYMEHTUpPOBaHUe?

OcyluecTBnsieTca N AOKYMEHTUPOBaHWe pesynbtatoB obcneno-
BaHW 1 NpeanncaHnin?

16 CobniopaeTtca nu Nnopsaok yOopKn CKNaackux NoMeLLeHnn?

OcyluecTBnsieTca N AOKYMEHTUPOBaHWe YyOOpKM B COOTBETCTBUM C
WHCTPYKLUMSMK, BeAeHWe XypHana yoopku n aesnHgpekumn?

MposoaaTcs nn aesnHpekumn?

MmeeTcs Nu CcnMcok Ae3uHMULMPYIOLMX CpeacTs?

Paspa6oTaHa N1 MHCTPYKLMSA N0 MEPONPUATUSAM NOocne NnpoBeaeHus
Ae3nHpeKkLuMn?

MpoBoAUTCS NN YHUUTOXEHMWE TPLISYHOB?

CBeaeHnA 0 NoOMeLleHUsAX
17 BrinonHsieTca nv ot6op npo6 (06pasuoB) NpoayKLMM U MaTepuanos B
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OxkonyvaHue mabnuyst 1.8

OueHka
Ne n/n KoHTponbHeIh BONpoc 3amevaHus
Oa Het

18 Mcnonb3yloTca N NOMELLEHNS UCKNIOYUTENbHO B COOTBETCTBUU C
nNpeaycMOTPEeHHbIMKY LeNnsIMnU?

MmetoTcs nu BbiaeNeHHbIE 30HbI:

- npuema nONyNpPOAYKTOB M YNakoBOYHbIX MaTepuanoB C BO3-
MOXHOCTBIO OUUCTKN BHELLIHEN YMAKOBKN,

- XpaHeHuUs NonNynpoAyKTOB;

- XpaHeHWUs roToBoN NPOAYKLIMKN, HaXOAALWENCS B KapaHTUHE,;

- XpaHeHus oaobpeHHO roToBoN NPOAYKLUN;

- XpaHeHUs YNaKkoBOYHLIX MaTepuanos, cHabxeHHbIX Tunorpad-
CKUMM HAANUCAMU, APYrMX ByMaxHbIX MaTepuanos (U30NMPOBaHHbLIX OT
AOCTYNa NOCTOPOHHNX NNLL);

- XpaHeHUs oTOpakoBaHHON, BO3BPALUEHHON UNWU OTO3BaAHHON NPO-
Aykumn?

CoOTBETCTBYIOT NN YCNOBUA XPaHEHWUS YCTaHOBNEHHbIM Tpebo-
BaHWAM?

19 CobnioaaloTca nu Mepbl Mo TurMeHe:

- OTCYTCTBME 3aNblfieHHbIX NOBEPXHOCTEN;

- Hanuune MaeHTUMUKALIMOHHBIX KOHTENHepoB ANA cGopa 0TX0A0B 1
Mycopa;

- OTCYTCTBME HACEKOMbIX;

- Hanu4ne WHCTPYKUWI NO CaHUTapUK U rurnexHe?

20 CooTBeTcTBYET NN HOPMATUBHBIM TpeGoBaHNAM:

- ocBelleHune;

- OTOMNEHue;

- BEHTUNALMWSA;

- cHabeHue 3neKkTposHepruemn, BOAOW;

- TemnepaTtypa, BNaXHOCTb?

Kak npoBOAUTCA KOHTpONb BOAbI, B TOM 4ucne, MMKpOGMO—
norudeckuin?

21 Kakum obpasom ocyllecTBnseTca uaeHTUdMKauma n npucsoeHne
CKNaackoro Homepa:

- HanuyMem 4YeTKOW MapKMPOBKW Cbipbsi, MaTtepuanoB U FOTOBOMN
npoAaykuuu;

- UCMONb3OBaHMEeM ITUKETKM cTaTyca, 0bOo3Havallen KauvecTBo
npoaykumn n ee oceoboxaeHne (LBeTHble CTUKepb)?

'Ae 1 keMm ocyluecTBnseTCA «oaodpeHne» npoaykumn?

MpoBoAAT N1 MapKMPOBKY CKNaACKUX y4acTKoB?

Mpouune ceeaeHun

22 OcyuwiectBnsinack nu atrectaums? Mimeetcs N AOKYMEHT?

23 Mposoaunucbe N BeAOMCTBEHHbIE KOHTPOMNBHLIE MPOBEPKN, BHYT-
peHHne npoeepkn?

MimeeTcs nn npoTOKON MPOBEPKN B PacnopskeHnn pykoBoauTens
cknapa?

MpoBoannUCL N KOPPEKTUPYIOLLYE MEPONPUATUA NO NPOTOKONY?

PykoBoauTenb rpynnbl BHYTPEHHero ayauTa: O3HAKOMIIEH

UrieHbl KOMUCCUN: PykosoanTenb KOHTPONUPYEMOTO
noapasaeneHust:
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