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Mpeaucnoeuve

Llenuu npuHumnel cTaHgaptusaunn B Poccuiickod ®egepaunn yctaHoBneHs PegepanbHbli M 3akoHOM OT
27 nexabpa 2002 r. Ne 184-03 «O TexHU4ecKom perynuposaHdin», a Npasuna NnpuMeHeHUs HaluoHanbHbIX
craHgaptoe Poccuickon ®egepauun — FOCT P 1.0—2004 «CraHgaptusauus B Poccuiackon Gepepauunu.
OCHOBHbIE NONOXKEHUA»

CeefeHnnA 0 cTaHaapTe

1 PABPABOTAH Obwepoccuitckon oblulecTseHHOR opraHuszagnen «Accouauna MHKeHepoB No KOH-
Tpono Mukpo3aarpsasHeHuity (ACMHKOM)

2 BHECEH TexHW4eckumMu KoMmuTeTamMu no cTaHgaptusauumn TK 458 «[pasnna npou3BoacTsa U KOHT-
pons KadecTBa NekapcTBeHHbIX cpeacTte» U TK 184 «ObecnevyeHne NpoMbILLNEHHOM YUCTOTbI»

3 YTBEP>JEH W BBEAEH B IEMCTBWE MNpukasom $enepansHOro areHTCTBa No TEXHUYECKOMY pery-
nUpoBaHu N MeTponorua ot 21 anpena 2006 1. Ne 73-cT

4 EBE[EH BIrEPBbIE

UHbopmatius 06 UIMEHEHUAX K HacmoswemMy cmaHdapmy Aybnukyemcs & exe200HOo U30agaeMom
UHGOPMAULIOHHOM YKkasamene «HautioHansHbIe CMaHiapmsl», 8 MeKCM U3MEHEHUL U rIONPasoKk — & exeme-
CAYHO Li30a8aeMbiX UHHOPMAULIOHHLIX YKazamensax « HavuonansHsie cmaHGapmei». B criyyae nepecmompa
{3ameHbI) UNMU OMMeHbI HacmoAWwe:20 cmaddapma coomaememayouwiee ygedomnerue Bydem onybnuxkosaHo
8 BXEeMECAYHO U30a8acMOM UHHOPMALUOHHOM yKasamene «HauuoHanbHbie cmaHdapmsl»y. Coomeemcmay-
Howan UHOpMaLUR, y8eOOMIBHUS U ITMBKCIAI Pa3MeLaKonICs MaKKe 8 UHopMautoHHol cucmeme obueao
FOM16308aHUA — Ha ogbuuansHom calime @edepanbHOZ0 azeHmMCcmea o MexHUYECKOMY P&y nupOBaHUto U
memponoztu e cemu VIHmepHem

© CranpapTtuHdopm, 2006

Hactoawuia CTaHoapT He MOXeT BbITb NOAHOCTLI UAM YACTUYHO BOCNpoWu3BeneH, THpaxnpoeaH W pac-
NpocCTpaHeH B KadecTee OCbVILII/IaJ'II:HOFO n3gaHus 6es paspelueHns ¢e,u,epaanor0 areHTcTBa no TeXxHU4ecKo-
My perynuposaHuio 1 MeTponorim
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BeBegeHune

IlekapcTBeHHblE cpefcTBa ABNAKTCH 0CoDbLIM BUAOM Npoaykuuu. K HUM NpefbaBASIOTCH BbICOKUME Tpe-
BoeaHus no BesonacHocTU U addeKTMBHOCTH, obecnedynBaemMsle Ha BCeX 3Tanax pas3paboTk, UCNbITAHWUA,
NpPoOW3BOACTEBA U peanu3aluu.

TpeboBaHuA K NPOW3BOACTBY NEKapCTBEHHbLIX CPEACTB YCTaHOBNEHbL! cUcTeMoobpasyownm cTaHaap-
Tom TOCT P 52249. HacTosilwMiA cTaHOapT BXOAWT B KOMMNMNEKC cTaH4apTOB, OTHOCALWMWXCSH K NPOU3BOACTBY
NEeKapCTBEHHbIX CPEACTB, U AeTann3vpyeT TpeboBaHus K cucTeme obecnedeHus Ka4ecTsa Ha sTane npous-
BOACTEA.

ObecneveHune ka4ecTBa ABMNAETCH KOMNNEKCHON 3aJaqel, B KOTOPYHO BXOAAT:

- UICNONb30BaHMe MaTepUanos, OTBeYaLW X 3agaHHbIM TpeboBaHUAM;

- NPOU3BOACTBO NPOAYKUMK B NOMELLEHUAX 1M HA 0Bopy40BaHWUU, rApaHTUDYIOLUX BbIMYCK NPOAYKU WA B
COOTBETCTBUM C 3aZaHHLIMK TpeboBaHUAMN;

- Hagnexawas Nno4roToBKa Npon3BoacTBa,;

- COOTBETCTBUE NepcoHana TpeboBaHuaAM K npodeCccMoHanbLHOM NOATOTOBKE, TMHHOW TMrMeHe, MCNonNHK-
TEeNLHOCTU U 40BpOCOBECTHOCTU.

[aHHble ycnoBUs OOMKHLI ObiTh YKasaHbl B cUCTEMe JOKYMeHTauun, cnejoBaHWe KOTOPCA No3BonuT
rapaHTMpoBAaTh KAa4eCTBO NPOAYKU WA, NOATBEPAUTE Er0 NP NPOBEAEHUA KOHTPONS U MCKNIOYMUTE pernamMaiiu.

Hapsgy co ckasaHHbIM crnedyeT NOCTOSHHO NPOBOAWTL aHanus cnydaes OTKNoOHeHWA oT TpeboBaHui
cneundukauuia U1 napaMmeTpos (onepauuid, NPoUECCcoB), NPeACcTaBNAKLUX pUcK Ana cTabuneHoCTA Ka-
yecTBac pa3paboTKor U peanM3auned NnnaHoB OpraHM3aUunoHHO-TEXHNHECKUX MeponpusaTUA noobecneye-
HUK KadecTea.

Mpu paspaboTtke craHoapTa UCNOMb30BAHbI POCCUMACKME HOpMaTuBHble AokymeHTbl (TOCT P 6.30),
maTtepuans BO3 u FDA CLUA[1], [2].
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HAUMOHANBHBIA CTAHOAPT POCCUUCKOWN DEOEPALNMN

MNpounzeoacTeo NekapcTBEHHbIX CPeACTB
CUCTEMA OBECMNEYEHUA KAYECTBA

O6wwne TpeboBaHunA

Manufacturing of medicinal product. Quality assurance system.
General requirements

DataBBegeHnna — 2007—01—01

1 O6nacTb NpUMeHeHUsA

Hacroswui crangapt yctaHasnusaeT TpeboBaHUs K cucteme obecnedeHus KadecTsa Mpu npous-
BOACTBE NeKapcTBEeHHbIX CPEACTB C Lenbio UX rapaHTMpOoBaHHOro COOTBETCTBUS TEXHWYECKUM pernaMeHTam,
HaLMOHAanNbLHbIM 1 MEXTOCY4apCTBEHHbIM cTaHgapTam, FocygapcTeeHHon Papmakonee, ApyruM HOpMaTuB-
HblM AOKYMEHTaM, cTaHgapTam NpeanpuaTHE i cnelyuanbHbiv TpeboBaHuaAM, 3agaBaemblM NPWU perucTpaLun
NeKapcTBEHHbLIX CpeacTs.

Cranpapt gononHsiet cuctemoobpasylowuid ctaHgapt FOCT P 52249 u getanuanpyeT TpeboBaHug K
cucteme obecnedeHns kayectsa, KOHKpETHbIE OpraHU3alyoHHbIE U TEXHUYecKe TpeBoBaHus K JOKyMeHTa-
Luu, npoueccam 1 obopyaoBaHW {CTepunu3auuns, NoaroToBKa Bogbl, TEXHONorM4eckoe obopyaosaHue, Yuc-
Thbl€ NOMELLEHWUA 1 NP.) paccMaTpUBarTCs B APYTUX CTaHgapTax.

2 HopmaTUMBHbBIE CCbINKU

B HacTofAweM cTaHOapTe UCTONb30BaHb! CCbINKU Ha cneayowmne cTaH4apThl:

rOCT P 6.30—2003 YHuduuMpoBaHHbIE CUCTEMbI OCKYMeHTauuu. YHWPUUMpOBAHHAA cucTema
opraHu3alUoHHO-pacnopaaUTeNsHOR OoKyMeHTau . TpebosaHua K opopMNEHUO JOKYMEHTOB

roCT P MCO 13408-1—2000 Acentudeckoe Npou3BOACTBO MeOWUMHCKOA npofykuud. Yacts 1.
Ob6wue TpebosaHun

rOCT P NCO 14644-4—2002 YucTble NOMELLEHUS U CBSA3AHHbLIE C HUMWU KOHTPOINWMPYEMbIe Cpefbl.
YacTb 4. MpoekTuposaHue, CTPOUTENLCTBO U BBOA B 3KCMNyaTauuio

rOCT P 52245—2004 TlNNpaeuna npou3soacTBa M KOHTPONA KadecTsa NekapcTBeHHLIX CpeacTs

Il pUHMEdaAHHE — |-|pVI NoNe30BaAHUKU HACTOAWMWM CTaHOaPLTOM LI,EJ'IeCOOﬁpaSHO NpOBEPUHUTL OeWNCTBUE CCbINOY-
HblX CTaHOapTOB B I/IHdJOpMaLLMOHHOI?I cucteMe oBLIEro NOMb30BaHWMA — Ha OCbIIILI,I/IaJ'IbHOM caniTte CDe,qepaﬂbHoro
dlreHTCTBa No TeEXHUYeCKoMY peryniposaHio U METPONOTMA B CETU MHTepHeT WU NO eXerogHo u3gasacsMomy VIH(bOpIVIa-
LWOHHOMY yKa3aTeno «HaluWoHankeHble CTaHOapTbl», KOTOprIﬁ 0I'Iy6]'IVII{OBaH No COCTOAHUIO Ha 1 aH BapAaTekylwero roga, u
No COOTBETCTBYHLWWM eXeMeCAYHO U3faBaemMbiM I/IHCbOpMaLI,IdOHHbIM yKasaTenam, OI'Iy6J'I|/IKOBaHHbIM B TeKylwem rogy.
Ecnu coblnoyHsIin OOKYMEHT 3aMeHEH (MBMEHEH), TO NpW NONb30BaHWUW HACTOALLUM CTaHAapTOM cnefqyeT pyKOBOACTBO-
BaTbCA 3@aMEHEHHbIM (HSMEHEHHbIM) ACKYMEHTOM. Ecnn cobinodHbIi AOKYMEHT OTMEHEH 6ea 3ameHbl, TO NONOXEHWUE, B
KOTOpOM AaHa cChinka Ha Hero, NpUMeHAETCA B 4acTH, He S‘anaFMBa}DLIJ,eVI ATy CChINKY.

3 TepMHHLI U onpeaeneHna

B HacTosWeM cTaHOapTe NpUMEHEHbI TEPMUHBLI U onpefeneHus no FOCT P 52249, a Takke cnegyowune
TEPMUHbI C COOTBETCTBYHOLWLUMK OnpeaeneHUs M.

3.1 nHchopmaumna o npeanpuaTUK (Aocke NpeanpuaTua) (site master file): [JlokymeHT, cogepxalluia
OCHOBHbIE JaHHble O NpegnpuaTUu.

WapaHue ochvymansHoe
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3.2 kavecTBO NnekapcTBeHHOro cpegetia (quality of medicinal product): CooTBercTBue NnekapcTBeHHO-
ro cpegctea TpebosaHuaM cnedudmkauun, apmakonedHon CTaTbu MAWM ApYroro AoKyMeHTa.

3.3 cuctema obecneqeHnsi kavecTra {quality assurance system): Komnnekc opraH43aLMOHHbIX U TEXHW-
Yeckx Mep, 0becneMMBaLLMX BbiMyCK NEKapcTBEHHbLIX CPeACTB B COOTBETCTBUM C 3a4aHHbIMA TpebosaHuaMu.

3.4 kpuTudeckmin napameTp (critical parameter): NMapameTp, BNUAICLLIWA HA KAYECTBO NEKapCTBEHHOTo
cpencTea.

3.5 ypoBeHb gercTBMA (action level): 3Ha4yeHWe KOHTPONUPYEMOTO NapameTpa, Npy JOCTWMKEHUM KOTO-
poro TpedyeTca HeMeaneHHoe onpeaeneHne U ycTpaHeHWe NPUYMH BBUAY ONacHOCTU BbIXOA4a NapameTpa 3a
JonycTUMBble Npedens.

3.6 ypoBeHb npegynpexgeHna (alert level): 3HaueHWe KOHTpONMPYeMOro napamMmeTpa, KOToOpoe CBuae-
TEeNbCTBYET O BO3MOXHOA TEHOEHUMMW €ro BbiX04a 3a A0NYCTUMble Npedens!, 4To TpebyeT aHanu3a npuyuH
M3MEHEHWA NapameTpa u, Npy HeoBXoOUMMOCTH, MPUHATUS COOTBETCTBYIOLLIMX Mep.

3.7 NpoMbIWNEHHbIA pernaMeHT, TEXHONOrM4Yeckasd WHCTPYKUMA W WHCTPYKUWA NO YNakoBKe
{manufacturing formulae, processing and packaging instructions): [JokyMeHTbI, onpenensoLMe BCe UCNONb3Y-
eMble UCXOAHblE MaTepuarsl U onepaluu no Npou3BoaCcTBY W YNaKoBKe NPOAYKL MU,

3.8 vHCTpYKUKMA, MeToaKKa, Npoueaypa {procedure, standard operating procedure — SOP): [lokymeH-
Thl, COAepPXaLYMe yKa3aHUs No BbINOAHEHUIC OTAENbHbIX BUA0B anepayunia (HanpyumMep, No 04UCTKe, Nepeocaesa-
HWIO, KOHTPOINIO CKpYXaLWel cpedsl, oTbopy Npob, NpoBeeHWo UCMbITaHWA, 3KkcnnyaTayuu obopynosaHus).

MpumedaHne—B aHrnoAsbMHOA NUTEpaType Mcnonb3yetca TepmuH «Standard Operation Procedure —
SOP». MpumeHeHWe B pycckoMm Asblke TepmuHa « CTaHgapTHas onepauuoHHan npouenypa — COMM», aApngloweroca same-
HOWM NaTUHCKUX BYKB KMPUNIULEH, He UMeeT codepKaTenbHoro cMeicna, He goGaBnsaeT HOBU3HEI B 0GLLENpUHATEIE OTe-
4YeCTBEHHbIE TEPMUHEI U HE PEKOMEHTYETCH.

3.9 npoTtokon Ha cepwmio (record): [lokyMeHT, oTpaxaroLW i X0 NPOM3B0ACTBA KaxKA0W CEpUM Npoayk-
UMK, B T. 4. paspeLleHle Ha ee peanu3auuio, U Bce akTopbl, BNUAIOLLME Ha KA4eCTBO roTOBOW NPOAYKUMK,

MpuMmedaHUe—BNpoToKoN Ha CEpUID CNedyeT TakKe BKITOYaTL AaHHbIE O MPOBEAEHWUU NOArCTOBUTENEHbBIX
paboT nepeq Npou3BoACTEOM GEPUU, BNHUALLMX HAa KAYECTBO NPoAYKL MK (O4MCTKA M cTepUnuzalua o6opyaosaHus, ybop-
Ka noMeLeHnA M np.}).

3.10 aTrecTaums (qualification, validation): NogTBepoeHWe COOTBETCTBUA 3aJaHHbIM TpeboBaHUAM.

MpuUMmedaHnsd
1 Ha paznu4HbIX aTanax NpoekTUPOBAaHUWs, MOHTAX¥A W BBOAA B aKCNNyaTauuio 06bekToB NpoBoanaTCS:
-attectauna npoekta (DQ — Design Qualification);
-aTTecTauuns B NocTpoeHHOM cocToAHUM (IQ — Installation Qualification’);
-aTTecTaunsa B ocHaleHHoMm cocTofaHuK (OQ — Operation Qualification);
-aTTecTauWnA B 3KCNNyaTUpyeMoMm coctosiHUK (PQ — Performance Qualification).
2 [OnsnpoBegeHun attectauum TpebyioTcs nporpamma arrectaumlm (validation master plan) u metToguikn attecTa-
Luu.
«BanugauuoHHbIA MacTep NNaHy» — HepekoMeHaYyEMbIA TEPMUH.

4 Conepx{aHMe cUcTeMbl obecnevyeHUA KavyecTea

4.1 HazHaJveHWe cncTemMbl o6ecneveHU KavecTBa

Cucrema obecneyeHns Ka4yecTBa B NPOW3BOACTBE NeKapCTBeHHbIX CPpeACTB ACMKHa rapaHTMpoBaTth
BbINONMHEHWE OCHOBHLIX TpeGoBaHWA K BbINycKaeMon Npoaykuuu:

- cooTBETCTBUE cneyudukaluu (dapmakonedAHoOR cTaTse), B T. Y. OTCYTCTBUE NOCTOPOHHUX BKMKYEHUA
bU3N4ECKOA, XUMUYECKOH M MUKPOBMONOrM4eckoi NpUPoabl, BbIXOAALWMX 38 YCTAaHOBAEHHbIe Npegensl;

- COXpaHeHUWe CBOUX CBOUCTB B TeMeHWe YCTAaHOBNEHHOIo CpoKa rogHoCTU;

- HaNW4Ue NPaBUNbLHONM U YETKOA MapKUPOBKA.

CylwecTtBeHHble 0coBEeHHOCTH, OTNMYAKOLME NEKapCTBEHHbIE CPeacTBa OT MHOTUX ApPYrMX BUAOB Npo-
OYKUMU, COCTOAT B Cnegyrowem:

- CMNOLWHOW KOHTPONb FOTOBbIX NEKapCTBEHHbIX CPeACTB Hepa3pyLIALWMMU MeTo4aMK Mo BCEM NoKasa-
TENsIM HEBO3MOXKEH, T. €. KOHTPOMNb Ka4yecTBa MOXET BbINOMHATLCS TONBKO MO BbiGOpKe onpeaeneHHoro Yyicna
obpasuoB U3 cepun NPoaYKUWK;

-noTpeBuTent He MOXET NPOBEPUTL KA4eCTBO NeKapCTBEHHbIX CPeACTB, OH NONMHOCTLH A0BEPAET CoMNpo-
BOAMTENLHOW JOKYMEHTaL MW MPOU3BOAUTENS,

BbliGOpPOYHLIA KOHTPONL He AaeT rapaHTuM Toro, YTo AedekTHas NPoayKUWs He OKaXeTcs Ha pPbiHKe.
B cBA131 C 3TUM Ka4ecTBO NekapcTBEHHOro cpeacTBa A0 MKHO ObiTh 06ecnedeHo TEXHONOIMEN U opraH13auuen

2
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NpoWM3BOACTBA TakK, YToObI NPOAYKUWMS, HE COOTBETCTBYIOLIAA YCTAHOBMEHHbLIM TpeboBaHUsAM, He Morna nos-
BUTLCS.

4.2 MpuHuMnbl o6ecnevyeHUs KavyecTsa

Obecne4yeHue kKa4ecTBa NeKapCTBEHHbIX CPEACTB OCHOBAHO Ha CreayoLWMX NpuHUMnax:

a)Yetroe onpeneneHne ob6A3aHHOCTEN U OTBETCTBEHHOCTUW DYKOBOAMTENEN U BCEX COTPYOHUKOB Npesd-
npusaTust. MoHUMaHWe BcemM KOMMeKTUBOM W, B NEPBYI0 o4epelb, PYKOBOAMTENEM NpeanpuaTUs , epBocTeneH-
HOW ponKy cUcTemMbl obBecnedyeHns Ka4ecTBa B NPOU3B0OACT BE NEKapCTBEHHbIX CPeacTs.

b) [lokymeHTanbHoe odopmneHne BCex NPoLLeccoB NPOM3BOACTBA, KOHTPOMS Ka4ecTBa U Np. B KOHKpPeT-
HOW, UCYEPNbIBAKOLWEA U NOHATHOW ANA Kaxaoro paboTHWKa dbopme ¢ AeTany3auren Kaxaon onepauni unu
kaxgoro TpebosaHus Tak, 4Tobbl Nwboe AeACTBUE BbINCMHANOCH B COOTBETCTBUM CAOKYMEHTOM U JEACTBAS MO
YCTHOMY pacnopsiKeHU UMM No NUYHOA TPaKTOBKE UCKIMHOYAIUCh.

c) OpraHunsayus Npon3BoACcTBa B COOTBETCTBUM C AOKYMEHTaUWeR NpeanpuaTus U AeACTBYOLLMMU HOp-
MaTUBHLIMW JOKYMEHTAMM.

d) OBecnedyeHue NpocneXuBaeMoCTU BCEro Npolecca NpoWM3BOACTBA WM KOHTPONS KavecTBa 3a CYeT
NOMHOro AOKYMEHTUPOBAHWUS BbINOMHEHWA BCEX onepauui U Nony4eHHbIX pe3ynsTaTos OT NpMemMa matepua-
NOB 40 peann3auun npoayKumu.

€) KOHTponb MCXOOHbIX U YNAaKoBOYHbLIX MaTepyarnaos, NPoOMEeXYTOMHOR 1 rOTeBOA NPOAYKUMA B MOMHOM
COOTBETCTBWM C yCTAHOBNEHHLIMU TpeboBaHUAMU. Micnons30BaHWe MaTepUanos, COOTBETCTBYOWUX yCTaHOB-
NeHHbIM TpeboBaHuam. MicknioYyeHue enons30BaHUs UHbIX MATEpPUanos.

g) BoinonHenue Tpebosannin FTOCT P 52245 k nomeweHusam, o6 opyLoBaHUIo U NpoueccamM AoCTUraeTcs
Hanu4yvMem NpoekTa NPoOU3BOACTBA, COOTBETCTBYOLLErO HOPMATUBHBIM JOKYMEHTAM, U er0 LOTDKHOR peanuaa-
uuen.

h) YkomnnexkToBaHHOCTL NPOM3BOACTBA NEPCOHANOM, UMEOLWMM HeabXoauMyo MOAroTOBKY 1 AMCLun-
NUHY.

i) cnonHuTenbckas gucumMnnmHa — obssaTenbHoe U TOYHOE BbINONHEeHWe NepcoHanomM cBoux obasax-
HOCTEW, NPUKA30B, PACTOPSXKEHUA U ADYTMX OKYMEHTOB, a Takke MHopMUpOBaHUe PYKOBOACTBA O CUTyauu-
f1X, CBA3A@HHbIX C HEBbLINOMHEHWEM NopyYeHHOro Aena. KoHTponbs BbINONHEHWS NepPCOHaNcoM YCTaHOBMNEHHbIX
TpebosaHuA.

j) ToCTOAHHBIA aHanu3 Ka4yecTBa NPOAYKL UKW, CAYy4aeB OTKNOHeHUs oT cneuudukal i u NpudnH pekna-
MaLWiA; opraHn3alns 0T3bIBOB NpoayKUMU, He COOTBETCTBYLWern TpeboBaHWAM; aHan1M3 pUckos 1 onpegene-
HUE KPUTUYECKUX TOMEK; NPOBEAeHUe CAMOWHCMEKUWA, T. €. HAanu41Me NocTosIHHOW 0BpaTHOW CBA3U MeXay
pe3ynbTaTamu paboTbl, C 04HOWA CTOPOHbI, M TEXHONOMMYECcKMM NpoLeccomM, NepcoHanom, MaTepuanamMu u 4py-
rMMK pecypcamu, C Apyrom.

k) KynbTypa npou3ssoacrsa:

- YUCTOTA Ha NpeanpuaATAM (TeppuTopUA, B NROWU3BOACTBE, BCMIOMOraTeneHbIX, CKNaacKux U BbiTOBbIX
NOMELLEHUA 1 Np.);

- NIAYHAA TMrMeHa, akkypaTHOCTb U Np.

- KynbTypa B3aMMOOTHOLIEHMA (KoppeKkTHas paboTta pykoBoguTenen, co3gaHue BnaronpusaTHOro NcMxo-
NOrMYMEecKoro MUKPOKNUMATAa Ha BCEX YPOBHSAX).

4.3 CTpykTypa cnctemMbl obecnevyeHWA KavecTBa

Cuctema obecnedeHus Ka4ecTBa NPy NPCU3BOACTBE NEKAPCTBEHHbLIX CPEeACTB COCTOUT U3 CNedyoLLMX
3MEeMEHTOB.

4.3.1 UHpopmaLma 0 NpegnpuATHK

«WMHdpopmayua o npegnpuaTUM» — OOKYMEHT, COLEpKallMil OCHOBHbIE AaHHbIe O NpeanpuaTii B COOT-
BETCTBUM C nogpazgenom 4.4,

4.3.2 PaboTa c MaTeprnanamm

HaHHbIA pazgen BkNodaeT B cebs AoKyMeHTaUuio, pernaMmeHTUpYOLL YO B3aUMMOOTHOLLEHWS C NOCTaB-
LMKaMU UCXOOHBIX U YNaKOBOYHLIX MATeEPUAnoB, NopsaoK Nnpuema MaTepuanos, otbopa npob, KapaHTUHHOrO
XpaHeHWUs U Np. OT 3aKMNKYEHUs AoroBopoB (0 opMIeHMs 3aKka308 Ha NOCTaBKy MaTepuanos) 40 BblAaqyun MaTe-
pUanos B NPOW3BOACTBO B COOTBETCTBAN C pasaenom 5,

4.3.3 Opranuzauuna npouzeogcTea

JaHHbIA pa3gen BKNOYAET BECH KOMMNMEKC OOKYMEHTALUW, pernaMeHTURyoLEA NPOW3BOACTRO NeKapCTBEH-
HbIX CPEeACTB, OT NOMYMEeHUs UCXOOHbLIX MATEPWMAanos Ha CkNnage MaTepyanos [0 GAaqu NPoLAyKUWA Ha cKnag, 1 nomny-
YeHWs paspelleHus Ha peani3auu9io roToBoW NPOAYKL WA B COOTBETCTBUM C pasaenom 6.

4.3.4 KoHTponb KavecTBa

Paagen copepkuTt fokyMeHTauuo no paboTe KOHTpONLHBIX NabopaTopuil, BKMOYas KOHT pofs MaTepua-
NOB U rOTOBOA NPOAYKUWKW B COOTBETCTBAW C pasdenom?7.
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4.3.5 AHanu3 KavecTsBa

BkniovaeT B cebs npoBeaeHWe aHann3a pUCKoB, CNy4Yaes OTKNOHeHWA OT cnelndukauui, peknamauui u
opraHu3auUuio 0T3bIBOB NPOAYKUMM © pa3paboTkol Mep No NoBbILUEHUO YROBHSA paboThl B COOTBETCTBUM C pas-
denammn 7, 11.

4.3.6 Aygut

MpoBegeHWe BHELWHEro U BHYTREHHETO ayauTa no3sonsaeT CcBoeBpemMeHHO oBHapyKUTe OTKMOHEHWUS B
NPON3BOACTEE U CBA3aHHbIe C HUM haKTOpbl OT YCTAHOBMNEHHbLIX TpeBoBaHWUiA U NpUHATL HeoBXxogMMble Mepbl B
COOTBETCTBUU C pasgenom 13,

4.3.7 MoproToBKa NnponM3BoACTBa

B noHATUE «NoAroToBKa NPOWM3BOACTBAY» BXOAAT pa3spaboTka npoekTa Npou3BoACcTBa, CTPOUTENLCTBO,
OcHalleHWe obopynoBaHuem U npubopamu, paspaboTka 4OKYMEHTAUWKU (METOLMK aTTECTaUUK KPUTUHMECKUX
nomMeLLeHuiA, ob6opya0BaHUA U NPOLECCOB, MHCTRYKUMIA 1 Np.), NpoBefeHWe aTTecTaurun ¢ oopMmneHuemM npo-
TOKONOB, paspaboTka NNaHoB OpraHU3aLNoOHHO-TeXHUYECKUX MERCTPUATIUIA No oBecnedyeHWio Ka4ecTsa 1 pas-
BUTUIO NPOW3BOACTBA U NP,

4.3.8 NMepcoHan

PaspaboTka, peanusauunsi U KOHTPOMb BbINONHeHUs TpeboBaHWiA K npodyeccoHanbHOM NoAroToBKe Nep-
COHana, CUCTeMbl 0BYMEeHWUs, MHCTPYKLUWUIA NO NOBEAEHWIO, THMHOR FTMIMEeHe 1 Np. B COOTBETCTBIW C pasnenoms,

4.3.9 CvcTemMa KOHTPONA UCNONMHEHWA

Copepxkut 0OpMNEHHBLIA JOKYMEHTaANbHO U PEeanq30BaHHbLIA OpraHW3alMoHHO NOpsAoK KOHTpONSs
WCMOAHEHNS U Mepbl BO34eUCTBUS Ha HapylIMTenen B COOTBETCTBIUM ¢ pasgenom 10,

CrpykTypa cuctembl obecnedeHus kKadecTsa npusoauTcs B «MHdopmaumun o npegnpustun». OHa gon-
Ha BbITb AOCTYMHOW ANA BOCNPUATUSA U HArNHLHOW, TaK KAK CROXHLIE, 3anyTaHHbIE U HEACHO U3MOXKEHHbIE
NpeaMeThl He BOCNIPUHUMAIDTCH, U K HAM, KaK NpaBuno, oTHocATCs dhopmansHo. MNpumep BNok-CXembl CTRyKTY-
pbl cucTemMbl obecnedeHns KadecTea NpUBELEH Ha pucyHke 1.

Obecneyenue npon3BOACTBA:
- NOArOTORKA NepcoHana;
- KynbTypa NpoM3BOACTBa;
- KOHTPOIb U MOHMTOPUHT;
- TEXHUHEecKoe 06GCnyKUBaHUE W PEMOHT

'

HcxoaHbie v
YNaKoBOUYHbIe *| TpouaBoacTeO »] KoHTpOns |,
Mocrag- | | maTepwanbl | roToBoi Motpe-
LMK npopyk- 6urtenn
KoHTponk BHYTPHMNPOMIBOACTBOHHbIA |, Lun
KOHTpOnb |
‘ ! .
|
I |
e |
MoaroToBKa NPOM3BOACTEA: AHaNM3 OTKNOHOHWIA |
oT cneuMUKaUmi - |
- NPOeKTUPOBAHWE, - - -
- NoMeLLeHWA 1 oGopyao- |
Banme, MnaH MeponpuaTHiA
- arrectauma 1Q, 0Q, PQ no obecneueH o KauecTea

PucyHok 1 — Cuctema ofecneyeHun ka4ecTea

4.4 Uncpopmauuna o npeanpuAaTUM

B «WMHdopmaumuy o NpeanpusaTuMy» NpyMBOLSATCS CReayowne daHHbIe;
- HAUMEHOBaHWE 1 aapec NPeanpUaTUS;

- HOMEHKNaTypa BbiNycKkaemol NpoayKLuu (ecnin OonycTUmMo);

- LaHHble O YUCNEeHHOM cocTase (ecni AonycTUMO);



rOCT P 52537—2006

- opraHusayuoHHana CTPYKTypa NpeanpuaTus;

- OTBETCTBEHHOCTL pyKoBoAUTENEN cNyXbObl KOHTPONA KA4YecTBa;

- NepeYeHb OCHOBHbLIX CTAHOAPTOB, HA KOTOPLIX OCHOBaHAa cucTema obecnedeHns kadecTea,

- CUCTEMATU3MPOBaHHbI M NepedeHb 4OKYMEHTOB, M0 KOTOPLIM BeAeTcs paboTta npeanpusTus, noapasae-
NeHWA M OTOENBHBIX UCNONHUTENER, NPOBOAUTCA aTTeCTaUWs U UCNbITaHusA obopyaoBaHug, BefeTca obydeHue
nepcoHana u np.; npy BONbLWOM KONMYecTBe LOKYMEHTOB MOryT NPUBOAMTLCH BUAbI (HAMMEHOBaHMWA rpynn)
JOKYMEHTOB.

MpunoxeHuamu K «VIHdopMau i o NpeanpuaTUmM» MoryT ObiTh:

- NONWUTUKa NpeanpuATUA B obnacTtu kavecTBa (Heoba3zaTenbHbIA JOKYMEHT);

-CBO[OHbIA NepeyeHb BCEX AOKYMEHTOB Ha NpeanpuaTAM {MHCTRYKUMA, METOAWMKA, NPUKA3bl 1 NP.) C CUCTE-
MOW KOOMPOBaHUA AOKYMEHTOB (Np HEoBX0OUMMOCTH).

KoHkpeTHoe cogepxarue «Hdopmayuu o npegnpuaTumny onpeaensaeTcs caMmuM NpeanpuaTem.

CopepxaHue «VHdopmaumu o npeanpuatuuy, pekoMmeHayemoe BcemupHoi opraHnsayuven 3paBoox-
paHeHus (BO3)[1], npMBegeHO B NPUNOXEHUH A,

Ha npeanpusatun gomkHo ObiTe ONpefeneHo NUUO, OTBETCTBEHHOE 3a pa3paboTky «WHdopmauum o
npeanpustuuy. PykoBoguTensiM nogpasgeneHuid cnefyeT NpuHUMAaTh akTUBHOe ydacTue B paspabotke
«MHopMaunuy o NpeanpUaTMn:,

«VMHdopMau s o npeonpuaTui» A0MKHA BbITh, N0 BO3MOXKHOCTW, KDATKOWA M HANMCAHHOW B ACHORA dhopme.
LaHHbIA OKYMEHT AomKeH ObiTe NONe3HbIM ANS COTPYOHWKOB U PYKOBOAMTENer NpeanpusaTUs U UCNoNbL30-
BaTbLCH B NPakTUMECKOW 4eATeNbHOCTH.

BaxHbIM aneMeHToOM fBASIETCH CUCTEMA YNpaBneHUs OoKyMeHTauued (B TOM YMcne KoOupOoBaHWs),
No3BoNAWAas NErko HaXCAWUTb HYXHbIA AOKYMEHT B 3aBUCUMOCTU OT NoApas3feneHus Uy npoLecca, KoHTpo-
NUpoBaTb BHECEHWe M3MeHeHURr 1 np. Cuctema ynpasneHns OoKyMeHTaUWedA A0MKHA onpefenaTh efvHble
TpebosaHus K paspaboTke, oBopoTy U akTyanu3auuu okymeHTos. OHa MoXeT BbITe odopMneHa B BUAE CTaH-
JapTanpeanpuatua (opraHasagum).

«HMHdpopmaya o npeanpuaTAMY AOMKHA BbiTh OTKPbITHIM OOKYMEHTOM, AOCTYMHbLIM NS NCAb30BaHUs
(3a CKNIDYEeHUEeM JaHHbIX AN cnyeBHoro nenL3oBaHus).

4.5 OpraHn3auLVOHHas CTPYKTypa npeanpuaTUs

4.5.1 HazHa4eHWe opraHU3aUMoHHON CTRYKTYPbl — AAaTh BO3MOKHOCTE KAX0MY NOHATE CXeMY ynpaBneHus
npeanpuaTUem, B3aMmMoCcBA3u1, NOSYMHEHHOCTE M CBOE MECTO B HER,

4.5.2 OpraHu3auuoHHasa CTpyKTypa npeanpuaTUsa UMeeT HECKOMNBKO YPOBHER:

- PYKOBOAWUTENb NPEANPUATUSA;

- 3aMecTUTeNn pyKoBoAMTENS (TNaBHbLIA UHXEHEP, 3aMeCcTUTENW Mo NPOW3BCACTBY, KAYECTBY, KOMMEep-
Yeckon paboTte, KanMTansHOMY CTROWTENLCTBY, 0B MM BONpocam, pasBuTU 1 AP.);

- HAYanbHUWKW NogpasneneHyi (LUexos, otaenos, nabopartopuid, cnyxé U Ap.), 3aBegyroWne cKNagamMu U
rmasHble CNeyManucTbl (FNasBHbIA TEXHOMOT, IMaBHbIA MEXaHWUK 1 Np.);

- CTRYKTYPHbIE €4WMHWUbI NogpasgeneHuii (oTaensl, 61opo, cekTopbl U Np.);

- UICMONHUTENN,

OpraH13auWoHHas CTPYKTypa A0DKHA OTPaXaTb B3aUMMOCBA3M MeXay pa3nuyHbIMU YDOBHS MU ynpasne-
HWS U NogpasgeneHusamMu npeanpuatus. CnenyeT onpenenuTe paboTHUKA (PYKOBOOUTENS ), BLIMONHAOLENO
PYHKUKWK YNoNHOMOYeHHOra nuua.

4.5.3 PykoBoguTens NpeanpusaTus, ero 3amecTUTeni, pykosoauTeny nogpasgeneHuid CTpYKTYPHbIX egu-
HWAL 1 UCNONHUTENW AOMKHBLI UMETh onpefeneHHsle yHKLMW (0653aHHOCTU) U OTBETCTBEHHOCTL, KOTOPbIE
nanaratTcs B A0MMKHOCTHbIX MHCTRYKUMAX, KOHTpaKTax MnW Apyrux AoKyMEHTax.

He nonyckaetca oybnupoeaHue oTBETCTBEHHOCTH.

4.5.4 Ins nogpa3geneHuid U CTRYKTYPHBIX 84UHALL A0OMKHLI ObiTe pa3paboTaHbl NONOXeHUs, B KOTOPbIX
onpeneneHsl CTRYKTYpa, 3agadu, yHKUMK, Npasa, B3anMOoOTHOLWEHUWS C ApyriMn nogpasgeneHusmMn 1 oTeeT-
CTBEHHOCTb.

4.5.5 OpraHusauuoHHas CTpyKTypa 1 JOMKHOCTHLIE UHCTRYKUWKW ONpedenseT Nog4MHEHHOCT Noapas-
OeneHuin n paboTHUKOB.

4.5.6 B SOMKHOCTHOW UHCTPYKL MU yKa3blBAOTCH!

- HAMMEeHOoBaHWe AOMKHOCTH;

- kBanudukauroHHble TpebosaHua (obpa3zoBaHue, cTax paboTbl);

- NOAYMHEHHOCTL;

- thyHKUMK (NpaBa 1 06A3aHHOCTW, BO3Naraemble AaHHOA UHCT pYKUWER Ha COOTBETCTBYIOWEeE NULLO);

- OTBETCTBEHHOCTL.

Kaxabld paboTHUK AomKeH BbITk 03HAKOMINEH C JOMKHOCTHON MHCTPYKUWER NOA pacrcKy.
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4.6 PyxoBoacTBO NpegnpuATHS

PykoBOACTBY NPEdNPUATUS, B NEpBYHD oMepenb NepBoMYy PYKOBOOMTENH, NPUHALNEXWUT pellatowas
ponb B obecnedeHun kauyecTsa NpoayKUun,

PykoBOACTBO NPpeanpUATAA OTBEYAaET 3a BbipaboTKy CTpaTerndeckux pelleHnin, opraHusyeT UX BbINomHe-
HWe, BblaenseT HeobxooumMble Pecypchl U OCYLLECTBNAET KOHTPOML peanu3alui NpUHATLIX pelleHui.

ObecnedeHune kadecTBa NPOAYKUMM — cTRaTerndeckas Lenb Nnpennpusatus,

4.7 O6ecneveHre KavyecTBa M KOHTPONb KavyecTBa

Ha npegnpusatiumn pekoMmeHoyeTca UMeTs NnoapasgeneHus:

- obecnedeHus KadecTsa (Hanpumep, oTaen cbecnevyeHUs Ka4ecTsa);

- KOHTRONSA KadecTBa (OTOEN KOHTPONS KadecTea).

B dyHKkUuMKM oTaena obecnevyeHns Ka4ecTBa BXOAAT:

- pa3paboTka CTpyKTYpbl CUCTEMbI 0BecnedeHns KayecTsa, KOHTPONbL ee hYHKUMOHUPOBaHWUS, BHECEHUE
N3MEHEHWI B cUcTemMy obecnedeHns Ka4ecTsa No Mepe pa3BUTUSA NPOM3BOLCTBA;

- paspaboTka OCHOBHbIX OPM JOKYMEHTOB U OCHOBHLIX 3NeMEeHTOB cucTembl obecnevyeHus kadecTsa
{oprcTpyKkTYpa NpeanpuaTAS, NepeYH JOKYMEHTAL WA U NP.);

- pacnpefeneHue BCero KOMNIeKca AoKYMEHTaL MKW No NogpasaeneHunsamM npeanpuaTis, KOHTRONL paspa-
BOTKM 4OKYMEHTOB, UX PAcNpOCTPaHEeHUs, BHECEHUA U3MEHEH WA U UCTOMHEHUS;

- KOHTpONL 0BYyYeHUWs U aTTecTauumn NnepcoHana;

- KOHTPONb pa3paboTKK 1 peanu3auumy NPOeKTOB NPOM3BOACTBA, PEKOHCTRYKUMK NPOU3BOACTBa;

- KoopAuHauua paboThl No aTTecTauMn NPoeKkTos, NoMeLWeHUA, npoueccos 1 obopynosaHus (oTaensHbIe
BWAbl aTTECTaLMW MOXET BbINONHATL cam oTaen obecneyveHus kayecTsa);

- KOHTPOMb BblNOAHEHUS TPeBoBaHWA MHCTPYKUWMA, METOOWK WU APYTUX AOKYMEHTOB;

- pa3pafoTKa U KOHTROMNE BbINOAHEHWA NNaHa MepenpUATUA No obecnedveHio cooTBeTcTBNA Tpebosa-
HusiM FTOCT P 52249 1 opyrux HOpMaTUBHbLIX [LOKYMEHTOB.

Otpen obecnedeHns kKauecTBa NOSYUHAETCA PYKOBOSUTENIO NPEeanpUaATHS.

OTaen koHTpoNsA kadecTea BKNoHMaeT B cebs KoHTpoNbHLIE NabopaTopuu.

PykosoguTens oTAena KOHTROMNS KavyecTsa NpoAyKUMKM JOMmKeH BbiTh HE 3aBUCUMbLIM OT PYKOBOSMTENS
Npou3BOACTEA.

4.8 MonvTKKa NpeanpuATUA B 0bNacTK Ka4vecTBa

Ans nogqepkMBaHWA NepsBocTeneHHol pony obecnevyeHus KadecTsa U NOCTOSIHHOTO aKLEHTUpOBaHUs
BHUMaHWS BCEX COTPYAHUKOB Ha obecredeHnn Kaq4ecTBa Ha NpeanpusaTUM MOXeT ObiTh NPUHATA NoONUTUKa
KayecTBa, KoTopas odopMnAeTca B BUAE OTOeNLHOro OOoKyMeHTa nog HassaHuem «lMonutuka B obnactu
KavyecTBa» . ITOKpaTKWA 0BLUA LOKYMEHT, ONpeaensowmniA Lens paboTsl KONNEKTUBA B OTHOLWEHUW KavecTea.

JokyMeHT LOoMKeH oTpaxaTe NpeamMeT 4esTeNsHOCTA NPEANPUATAS, NOHUMAHWE KONNeKTUBOM Npeanpu-
SITWUS CBOEW OCHOBHOW 337,344 Kak BCcemMepHoe yooBneTBopeHre Hyx noTpebuTtenei, ycTaHoBKY Ha NOCTOSH-
HOe CoBepLUeHCTBOBaHWe paboTsl ¢ uensio obecnedeHus cTabunsHOCTU NoKasaTenei KauecTsa BbiNycKaeMon
npoaykuuu, MNpumep AoKkyMeHTa NpUBEAEH B NpUNoXeH B,

AokyMeHT NognucL BAaeTCA PYKOBOOUTENEM NpeanpuaTAa, AOBOAUTCH 40 Kaxnoro paboTHWKA, NOCTOsH-
HO Haxo4MTCs B JOCTYNHOM MecTe, NybnuKyeTcs B MHPOPMAaLMOHHLIX MaTepranax unp.

MonuTuka NpeanpuaTMA B 0BNacTu KadyecTsa A0MKHA ObiTk ACHOW, NOHATHOA U BOCTPUHATOW BCEMU
paboTtatowmmn, Ee uenun gonkHsl 6biTe peansHeiMuy, Mpy ee dopmynnpoBaHuy cnegyeT n3berats MHOrocno-
BUS1, HUMErO He 3HavallMx dpas u dopmanusma.

5 Matepuansl

Ha npeanpusitTuM cneayeT opraHU3oBaTh KOHTPOMNb UCXOHLIX U YNAKOBOMHLIX MaTepuanos {BXo4HOM’
KOHTPONb), BKNKOYarLwWwnia B cebsa atbop npob (obpasyos), Mx aHanu3 {(McnbiTaHWA) ¢ ohopMAeHHeM JOKYMEH-
Tauuu, NOATBEPXKAALWEA COOTBETCTBME MaTepWanos 3afaHHbiM TpeboeaHusam (cneuudrkauuia, crtaHgap-
T0B, hapMaKkonenHbIX cTaTe), U 0 opMNEHUE PA3PELLIEHUS HA UX UCNONb30BaHWE UM OTKIIOHEHWE.,

Heobxogumo pazpaboTaTe U BBECTU B AEUCTBUE CUCTEMY, UCKMIOMAIGLLYID UCMOMNb30BAHWE UMW NOCTaB-
Ky MaTepuanos, KOTOpPbIe He COOTBETCTBYIOT 3afaHHbiM TpeboBaHusaM. CucTema AoMKHa npegycMaTpusaTth
CBOEBPEeMeHHoe 0GHapyXeHne TakMx MaTepuanos.

Cnepyet opraH430BaTh BXOAHOW KOHTPONb NEYaTHBIX U YNaKoBOYHbIX MaTeEpUanos.

JonxHb! 6bITb LOKYMEHTaNeHO 0dOpMNEHb! U peanuiosaHsl TpeGoBaHus, pernaMmeHTUpYoLWKE:

- NpMem MaTepuanos;

- KOHTPOML KAYECTBA UCXOOHLIX U YNaKkoBOMHbIX MaTepuanos, Bknovas otbop npob (06pa3uos), kapaH-
TUHHOE XpaHeHue, aHanua npob unv obpasuos, odbopMAeHUe paspelleHns Ha NPMMEHEeHe MaTepuarnos, Xpa-
HeHune npob (o6pasuos);

6
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- TpaHCNopTUROBaHWE MaTepuanos Ha NpeanpusaTUn,
- ayouT NOCTaBLUMKOB;

- ochopmMneHne J0roBopos (3aKkasos).

PekomMeHOaUuK No peanusaunin daHHbIX TpeBGoBaHWiA NpuBedeHb! B npunoxeHudun C.

6 MpouzeoacTBO

Ans obecnedeHunn kavyecTBa NpoayKkuMK B NpoLecce Npou3BoacTBa cnegyeT pa3paboTaTe M peanuso-
BaTbL TpeboBaHWUA, pernaMmeHTUpyoLW Me;

- npopatoTky 3aka3oB (Npy HeoBXo4UMOCTI) B COOTBETCTBUU C NPUNOKeHuem D,

- OpraH13aumnio 1 ynpasneHue NPoU3BoACTBOM B COOTBETCTBUMU C YTBEKASHHOW AOKYMEeHTaUMUEeN;

- TeXHONOTM4EecKUe NpoLecachl;

- IKCNnyaTayuo nomeLeHnia u obopynosaHus,

- MapKupoBaHue [3TUKeTUpoBaHue);

- BHYTPUMNPOM3BOACTBEHHbIA KOHTPONb;

- MaTepuanbHbld GanaHc,

- paBoTy ¢ OTKNOHEHHOW NpoayKUWUen;

- YCNOBUS XpaHeHWs NpoayKUMu;

- OTIPY3KY NpoayKuny;

- NOAroTOBKY NepcoHana u ero paboTy B COOTBETCTBUM € pasgenom 9,

Bce geficTaus, oTHOCAWMECH K 0BecnedeHnic KauecTsa B NPOLEcce NPOU3BOACTBa, A0MKHbI BblTh odpop-
MIEHbl oKy MEHTANBHO,

PexkomeHgauumn no peanuaaunn aaHHblx TpeboBaHuid npuBefeHsb! B NpUnoxeHun E.

7 KOHTpO.l'Ib KavyeCTBa U BbINYCK roToBoM npoaAyKUHUN

7.1 O6wWwwme nonoxeHun

DYHKUMAMIW OTOENA KOHTPOMA KAYecTBa ABNAIOTCH NpUeMKa I OTKIOHeHWE MHOBbIX UCXOOHBIX 1 YakoBoM-
HbIX MaTepUanos, 3TUKETOK U FOTOBOA NPOOYKLUMU NO NoKaszaTensM KavyecTsBa, a Talkke CornacoBaHue AOKYMEHTOB
{MHCTpYKUMA, MeTOOUK, cneludkaluia), cBs3aHHbIX ¢ obecnedeHeM KadecTsa.

HaHHbIA oToen HagenseTcs HeOBXOAUMbIMI NpaBaMU U HECET OTBETCTBEHHOCTL 3a KAYECTBO BbIMNyCKaeMOoi
npogykuun. B erc doyHKL MM MOy T BXOAWTb TAKXKe PAacCMOTPEHUE MPOTOKONOB CepUiA, X NPOBEepKa 1 paccrnefoBaHue
obHapyKeHHbIX ownBoK {(coBMECTHO ¢ oTaencoM obecnedeHus kadecTsa).

OT14en KoHTpoNs KaYecTBa HECET OTBETCTBEHHOCTL 33 NPUEMKY WU OTKINOHEHWE MaTepPMAanoBs WU rOTOBOW Npo-
OYKUWUW, U3roTOBNEHHOM, MPOBEPEHHORA UMK YNakoBaHHOW MO KOHTPaKTY € ApYTriM NpeanpusTUeM.

B cocTaB oTAena KOHTpONS KadyecTBa BXOAAT nabopaTopuu, oCyLLEeCTBNAOWME KOHTPOMNb (UCNbITAHUS),
[J0MYyCK B NPOM3BOACTBO (Peany3aunio) U OTKIOHEHMWE UCXOOHbIX U YaKoBOYHbLIX MaTep1arnos M raToBGA Npo-
OyKUMu.

Pabota oTgena KOHTpoONs KavecTBa pernaMeHTUpPYeTcs UHCTPYKUUAMK, onpedensaownMmMil ee obasan-
HOCTW, OTBETCTBEHHOCTL W NPaBa ero CoTPYAHUKOB,

Ha npegnpustun gomkHsl BbITe onpegeneHsbl cneuyanbHsIMY A0OKyMeHTamM nepsgok paboTsl ¢ pekna-
MaLUuUs M1 HA NPOAYKLMIO M NOPAA0K 0T3biBa MPOAYKLUMA C PbiHKa.

MpUHUKWN Bl OpraHW3aL K OTAeNa KOHTPONS KavecTsa npuBeaeHbl B FTOCT P 52249,

7.2 KoHTponb KavecTBa roTOBEON NpoAYKLUMK

Kaxgas cepus roTOBOTO NeKapcTBeHHOro cpeacTsa AOMKHA NPOATH KOHTPOML NO BCeM NokasaTtensam,
coepxallumcs B doapmakonedHon ctatee (cneyudukauun). He gonyckaeTcs BbIMYCK CepUA NpoayKUuu, He
oTBedawLux TpebosaHnsam cneyndpurkaumm (papMmakoneiHon cTaTeun) XoTs Bbl N0 0OHOMY NOKasaTenko.

MpoTokonbl pe3ynbTATOB KOHTPONS Ka4ecTBa AOIPKHbI COAepKaTh BCE AaHHble O NpoBedeHMU TeCTOB Ha
cooTBeTCcTBUe TpeboBaHUaM cneyrdpkalia U ApYruX [OKYMEHTOB.

MeTtoabl ot6opa npob (06pa3yuoBs) M NPoBEAEHUS KOHTPONS CyKasaHMeMYy1ucna edMH1L Npoaykuuu, otbu-
paemblX M3 CEpUK ONA NPOBEAEHNS KOHTPONSA, AOMKHbI BbiTh NPUBEAEHLI B METOAMKAX (MIHCTPYKLMAX).

TOMHOCTL, MYBCTBUTENBHOCT, CNEUUUYHOCTE, BOCTIPOU3BOAUMOCTE 1 OPYTMe XapakTepUCTUKA aHanuTu-
YeCKUX METO0B KOHTPOMNA AOMKHbI BbITh yCTaHOBNEHbI M odopMMeHbl AoKyMeHTanbsHe. MeTtogb! (MeToouKu1), He
cofepXaluecs B HOPMATUBHBLIX AOKyMeHTax, nognexar atrectauuu no FOCT P 52249 (npunoxeHue 15).
ATTecTauusa MOXKeT BbIMONMHATLCA cneluanicTamMi NpeanpusaTus UAK creuManucTaMi HesaBUCUMON opraHusa-
LK.
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[nsa meToaoB, cogepxawuxcs 8 ctaHaapTax, @apmarkonee U Apyrux HOpMaTUBHbLIX JOKYMeHTaX, focTa-
TOYHO NPUBECTU CCbIMKK Ha HMX ¢ cbecnedveHWeM BOCNPOU3BOOMMOCT METOAMKA B JaHHOW nabopaTopyun Ha
JaHHom npubope.

7.3 BoinycK roToBOM NnpogyKuumn

Bbinyck roToBOA NpoayKUMK HA peanq3auunio ocyLecTBNSAETCH TOMBKO NOCNe AOKYMEHTanbHOro noa-
TBEPHAEHUS TOrO, TG OHA NPOM3BEEHA M NPOBEepeHa B COOTBETCTBUM C YCTAHOBIEHHbIMWM TReDoBaHUSAMMU.

7.4 CoxpaHfiemble 06pa3ubl

MpennpyaTye AOMKHO OCTABNATL HA XpaHeHWe 0bpasLbl KaXaon cepumn npogykumn. Yncno obpasyos 1
BPEMSA MX XpaHEHUWA OOMKHbI BblTh YCTAHOBAEHb! B JOKYMEHTAaL1H.

7.5 NabopaTopHble XKUBOTHbIE

COoCTOsIHUE KUBOTHBIX, UCTIONB3YEMbIX AN5 KOHTPONSA UCXOAHbIX MaTepUanos, NpOMeXYTOMHOW 1 roTo-
BOW NpOAYKUMK, CriegyeT KOHTpoNMpaBaTh.

KUBOTHBIX cnenyeT cogepxaTb B YCNoBWAX, oBecneyvyrBaclux NpUrogHOCTs MX MCNONb30BaHus No
HasHa4veHuo. CnefyeT BECTW [OKYMEHTaLU W, 0TOBpakaioLLy o UCTORUHD UCNOMb30BaHWA )KUBOTHbIX.

8 ObecnevyeHMe KayecTBa Ha 3Tane NCAroTOBKU NPOU3BOACTBA

8.1 O61WKMe nonoxeHunnA

KauyecTBo npoayKkuMuK 3aknaabiBaeTcs Ha 3Tanax NpoekTMpoBaHUs NpoWM3BOACTRA, Bbibopa obopynosa-
HWS, CTPOMTENLCTBA, MOHTax)a, NyckoHanaao4YHb X paboT, atTectauumn u Janee obecnedMBaeTcs NyTemM Hag-
Nexallei akcnnyaTayuu.

MpoekTupoBaHue, CTPOUMTENBCTBO, BBOA B SKCnnyaTauuo obopyaoBaHMs M NOMELWEeHWA, B TOM YMche
npoBeLeHue aTTecTaluyy, OTHOCATCH K NOAroTOBKE NPOU3BOACTBEA.

Mpu ux peanuaauuu cnegyet pykosogcteosathca FOCT P 52248 u gpyrumun cTaHgapTamMu, oTpaxaoLu-
MW COBPEMEHHbIN YPOBEHb Pa3BUTUA TEXHMKM.

Ha kaxpom atane nogroToBKW NpoW3BoOACTBa CReAyeT BoiNoNHATL paboTel No atTectayud. Jloruka npo-
BEAEHWUs aTTecTaluK Ha pasnu4HbIX 3Tanax NoAroTOBKW NPoU3B0oACTEA HanpaBneHa Ha CBoeBpemMeHHoe obHa-
py}eHue onBoK U OTKNOHEHUA OT 3ajaHHbiX TpeboBaHWi, BHECEHWE HEODOXOAUMBIX U3MEHEHWIA U Uene-
HanpaBneHHbIA BbIBOL, NPOU3BOACTBA Ha BbINYCK NPOAYKLMW B cooTBeTCTBUN c TpebosaHuamu FTOCT P 52249,

8.2 ATTecTaumna npoekTa

Llens atTectaunn npoekta — noATBemKaeHUe COOTBETCTBUA NPoeKTa 3a4aHuI0 Ha NpoeKTUpoBaHue K
OeACTBYIOW UM HOPMATHUBHbLIM AoKyMeHTam. BBuay TOro, 4T0 NpoeKkTMpoBaHue SBNAETCA ANUTENBHBIM U A0PO-
roCTOSI LM NPOLEeCCoM, aTTecTalu NpoekTa uenecoodpasHo pa3buTe Ha aTanbl;

- arTecTayus KoHUenuun (MpUHUMNUANbHLIX peLIeHUR);

- arTecTayus yTBepxaaemoii yacTu npoekTa (basic design).

ATTECTauUK KCoHUENU MW UenecoobpasHo BeINOMHATEL AN CAOXHbLIX U A0POroCTOS WUX NPOeKToB.

Mpu HeCBX0AMMOCTW MOKET BbINOMNHATHCH aTTecTal WA paboden JokyMeHTal My (HepTexen).

ATTecTauus gomkHa 6biTe He3aBUCUMONR. [1NsA NepBoro atana oHa MOXET HOCUTE XapakTep KOHCynbTa-
uWiA. Bropoi atan aensieTcs OCHOBOW NpOEKTa, U NPOBEAEHWe ero aTTecTauun UMeeT KNIOYeB0e 3HaYeH e,

ATTecTauus NpoeKkTa He JOMKHa 3aMeHATLCH SKCNepTU30A HaA30PHbLIX OpraHoB No OTAENbLHLIM Hanpase-
NeHnsIM, CBA3aHHbIM ¢ 0BecnedeHem Be30nNacHOCTH, OXpaHbl NPUPoabl U NE. ATTecTauus NpoekTa 4oMkHa
BbITb HanpasneHa Ha NOATBEPHKAEeHWe COOTBETCTBUS NPoeKTMpyemMore obbekTa nokasaTensam HasHavYeH1s 1
Tpebosanuam FOCT P 52249,

Mpu aTtTectaunn npoekta cneayet obpatuTh ocoboe BHUMaHWe Ha Bbibop obopynoBaHus, pa3paboTky
NAaHWPOBOYHLIX PELUEHWIA, NOCTPOEHWUE CUCTEM BEHTUNSALWA, NOATOTOBKU BOAb! U A PYTUX UHKEHEPHbBIX CUCTEM
B cooTBeTcTBUK C TpebosaHnamun TOCT P 52248,

8.3 ATrecTauunna B NOCTPOEHHOM COCTOSSHUN

ATTecTauus B NOCTPOEHHOM (YCTAHOBNEHHCGM) COCTOSIHUM BbINCNHAESTCA C LeNb NOATBEPKAEHUS COOT-
BETCTBWS NOCTPOEHHOro obbekTa U ycTaHoBNeHHoroe obopy0BaHUA NPOeKTY U HOPMAaTUBHBIM JOKYMEHTaM.
Mpu ee NnpoBeaeHAU NPOBEPATCA:

- KOMNAEeKTHOCTL 0BopyAoBaHWUA U erc COOTBETCTBME 3aKasy;

- NIPaBWMNbLHOCTL YCTAaHOBKWU U NOAKNH4eHUA obopyaoBaHus

- COOTBETCTBUE 3aaHHbLIM TpeboBaHuAM MaTepuanos paboqux NOBEPXHOCTEN, BCTYNAKLWUX B KOHTaKTbI
C MPOOYKTOM;

- cooOTBeTCTBUE 3adaHHbIM TpeboBaHusaM kpuTudeckoro obopyaoeaHus (HanpumMep, cTepUn3aTopos,
HEPA dunsTpos).

8
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8.4 ATTecTauma B OCHALEHHOM COCTOSAIHMM

ATTecTauus B OCHaLLEHHOM COCTOSIHUM BbINOMNHAETCH C LENbIo NoATBEPHOEHUS COOTBETCTBUA NOMELLE-
HWiA U oBopyaoBaHUA 3a8aHHbIM TpeboBaHuaAM Npr paboTe UX B KOMNMNEKCce, HO Bea Bbinycka NpoaykumMy U npu
OTCYTCTBUK NepcoHana. No 3aseplUeHU 3TOro 3Tana AomkHa BbiTh paspaboTaHa W yTBepxaeHa Bcs Heobxo-
OUmas AoKyMeHTaUWUs (MHCTPYKUUA, METOAUKA U APYTME OOKYMEHTbI NO IKCNnyaTauuu).

8.5 ATTecTauus B 3KCNNyaTMpyeMOM COCTOSHUN

JaHHbIA 3Tan cooTBETCTBYET peankHbIM YCNoBUsM 3Kcnnyatayuun. [Npy ero BbiNoAHEHWUW NPOBOAATCS
MCMNbITAHUS BCEX TEXHOMOMMMECKUX NPOLUECcCcoB U 0BopyL0BaHWUA C BbINYCKOM roTOBOM NPOAYKL MW U NPW HANW-
4K NepcoHana.

8.6 NomeweHnn, 06opyaoBaHWe U Npouecchl, Nognexalwme aTrecTauum

ATTecTauuu nognexar nomeLleH4 s, 0bopyaosaHve U NpoLecehl, MMetoL e KpUTMdeckie napaMeTpsl. K
HWM, B NEPBYHO OMepes, OTHOCATCS !

- YMCTble NomelleHus 1 YucTblie 3oHbl (TOCT P NCO 14644-4);

- Npouecchl CTepUnn3auun (NepBUMHON YNAaKoBKW, rOTOBOW NPOAYKUWUK);

- Npouecchl cTepunnsytollen GunsTpauuM B acenTUHeckom Npou3BoacTse;

- HEPA duneTpbl, yCTAHOBNEHHbIE B TEXHOMOrMYeCcKoMm obopyaoBaHUu;

- Npouecch! nModunuaaunu;

- npouecchl 06paboTKK (CYUCTKK ) NOBEPXHOCTER, CONPUKAcaoLWMXCH C NPOaYKUWER;

- CUCTEeMb| NOATOTOBKA BCAb! ANA UHBEKUWA U BOAbI OMWULLEHHORA;

- Npouecchl romoreHu3auuu (obecneMeHus ogHOPOAHOCTY NPOSYKUMA), NP HEOBXOOMMOCTH;

- npeuecckl acentudeckora HanonHeHus {(FOCT P MCO 13408-1);

- aHaNUMTUYECKUE METCAbl KGHTPONSA, He COOepPXaLlMecs B yTBEDKAEHHbIX HOPMATUBHbIX AOKYMEHTAX,;

- CUCTEMBbI C KOMMNBIOTEPHBLIM YNPaBAEHUEM 1 KOHTPOMNEM, B TGM HYUCHE C UCMONb30BaHWEM 3NEKTPOHHbIX
noanucen.

ATTecTauuio TaKke cnefyeT NpoBoAUTE ANS ApYruX NpoUeccos U BuAoB obopyaoBaHWs, BAUAICLLUX Ha
Ka4ecTBO NPOOYKLUM.

Mpu npoussoacTee cneyndrdeckux NeKapCTBEHHbIX CPeaCcTB cnedyeT onpeaeniTe KpUTUYECKUe napa-
MeTpPbl M NPOLECChI, a TAKCKe NPOBECTU MX aTTecTayunio. Hanpumep, npu Nnpon3BoacTBe MEAULMHCKMX MMMYHO-
BuonorMdecknx npenapaTtoB K KpUTMMECKMM NpoueccaMm OTHOCHATCS BblpallMBaHAe BUPYCOB U
MUWKPOCPRraHW3MOB, UX MHAKTMBaLUWUS, BblAENEHWE PA3NUHbIX KOMNOHEHTOB, OM1CTKa 1 Np.

Mops Aok NpoBeaeHUs aTTecTalu pernaMmeHTUpyeTCs NporpaMMoin aTtTecTal i, B KOTOPOR yKka3blBatoT-
cs nomelleHuns1, obopyaoBaHWe U NpoUeccsl, NoANexalle aTTectauuu, ¢ ykazaHUem COCTOSIHUA NoMeLLeHIA
{nocTpoeHHOoE, OCHaLWEHHOE UNKW 3KCMNyaTUpyemMoe), paboT, BINOMHAEMbIX NpU aTTecTaluu, U KOHTpoONUpye-
MbIX NapameTpos [2], [3].

9 MepcoHan

9.1 O61WKMe nonoxeHUnA

MepcoHan ABRAETCH KPUTUHNECKAM 3NEMEHTOM B NPOU3BOACTBE, MCTOMHUMKOM OWWBOK U 3arpa3HeHun,
npusogsawux Kk bpaky. CozgaHue cuctemsl paboTel ¢ NepcoHanom aenseTcs obaA3aTensHbIM yCNoBUEM CUCTE-
Mbl obecrnedeHus kadecTsa.

MpegnpuaTue fonxkHo beiTe 0becnedeHo 4OCTAaTOMHBLIM MUCNOM NepcoHana Tpebyemoid ksanudukauum
ONA NPon3BoACTBa Npoaykuun, obecneveHns KadecTsa u paboTbl MHAKEHEPHbIX, BCNOMOraTenbHbIX U APYriX
cnyx6. TpebosaHus K nepcoHany npusegeHsl B FTOCT P 52249, Huxke naotca AonoNHUTENBHBIE TpeboBaHus,
CBfI3aHHbIe C HeNnocpeacTBeHHbIM obecneyeHeM Ka4ecTBa NPoaYKLMK.

Obuwan cxema paboTsl € NepcoHanom BknovaeT B ceba cnegyolue sneMeHTb:

- paspaboTky U gokyMeHTanesHoe opopmneHve TpeboBaHui K nepcoHany;

-noabop 1 paccTaHOBKY NepcoHana;

- co3gaHue cucTeMsl obyveHns nepcoHana, BKNYaLL el Nepruogru4ecKyo NpeBepKy 3HaHUA;

- aTTecTayuio nepcoHana;

- KOHTPONbL BbINONHEHWA NepcaoHanomM TpeboBaHUA MHCTPYKUWA,

- KOHTPONb COCTOSHWA 300P0BbLA NepcoHana (B HeoBXoaMMbIX CRy4anx).

9.2 TpeboBaHWA K nepcoHany

Kaxabld paBoTHUK NpeanpuaTUs AOMKeH UMeTs Heobxoaumyro kKeanudukauuio, 3HaTe CBOW JOMKHOCT-
Hble 06R3aHHOCTK U NOPSA0K WX BbiNonHeHns . [lna atore cnegyeTt 4OKYMeHTansHo oopMUTL KBanudnkaum-
OHHble TpeboBaHWA K NepcoHany, orpaHUeHUs Ha A0NYCK K OTAeNbHbIM BuaM paboT No COCTOS HUK 3000BbS,
obga3zaTenscTBa nepcoHana no HeyKoCHUTENbLHOMY BbiNONHeHWo TpeboBaHUA BHYTPEHHEro pacrnopsagka u
WHCTPYKUUHA.
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Mpaea, 0653aHHOCTA U OTBETCTBEHHOCTL paBoTHUKA pernaMmeHTUPYOTCH AOMAKHOCTHBIMKA U ApyrimMu
MHCTRYKLAAMA,

Kax bl paboTHUK JOMKeH 4aTk NMCbMeHHoe 0053aTenbCTBO BoINONHATL TpeboBaHua LoKyMeHTaUuK 1
BHYTPEHHEro pacrnopsaika B COOTBETCTBUM CO CBOEW AOMKHOCTHOW MHCTPYKUMER 1 ObliTt MUCEMEHHO npe-
JynpexzeH ob oTBeTCTBEHHOCTU 3a UX HapyLUEeHKe,

Ha npennpusaTM crnefyeT BECTWM KOHTPOMbL HapylweHWA TpeboBaHWMI BHYTPEHHEro pacnopsgka u
WHCTRYKUMA C perncTpaumnein 3aMedeHHbIX HapyLeHn i,

9.3 MogroToBKa nepcoHana

Kam bl paBoTHUK, 3aHATLIA B NPOM3BOLCTBE, CKNAACKOM X0358ACTBE, CNyKBe KOHT pons KavyecTsa, UHKe-
HEepHLIX U BCMomMoraTensHbix cnyxbax, obecneynsarolux BoINycK NeKkapcTBeHHbIX CPeACTB, AOMKEH UMETL
HeobxooMmoe obpasoBaHne, cnelyMansHy NoAroTOBKY 1 onbiT paboThl,

Hapagy co cneuynansHoid NoaroToBkoid ocoboe BHUMaHUe cnegyert yaenats obydeHuno nepcoHana pabo-
Te B cootBeTcTBUNA C [TOCT P 52249, 3HaHWIO 1 BbINONHEHWIO AOMMKHOCTHBIX U APYTUMX UHCTPYKU WA,

O6y4erune pabore B cooTseTcTBUU © TpeboBaHusMmn FTOCT P 52249 nogpasznenseTcs Ha nepeoHaYanb-
HOE 1 NOBTOPHO-NepMoguYeckoe,

Llensto nepBoHayansHore obyveHUs SBRAETCA NOAMGTOBKA NepcoHana K BolNOMHEeHWIo 0bs3aHHOCTER B
nonHomM obbemMe, a Takke GopMUpPOBaHKe Y Kaxaoro paboTHUKa NOHUMaHKS

- cneyrd KM NPOM3BOLACTBa NEKapCTBEHHbIX CREACTB U UX NPAMOro BNWSHWUA Ha 6e30MacHOCTL (3KU3Hb 1
300p0BbLE) HACENEHUs |

- HeoDX0OMMOCTW rapaHTMROBaHKWA KAa4ecTBa NekapcTBEeHHLIX CPeACcTB 3a CYeT Haanexallen opraH1aa-
U1K U TEXHONOTUW NPOU3BOACTBA,

- He0BXOAMMOCTI TOYHOTO BbINONHEHWs TpeBoBaHUA MHCTPYKUMIA U APYMX JOKYMEHTOB;

- IMYHOT O BAWSAHWA Kaxaoro paboTHWKA Ha KA4eCTBO NeKapCTBEHHLIX CPeacTs;

- OTBETCTBEHHOCTU Kaxaoro paGoTHUKa 3a Ka4eCTBO NeKapCTBEHHbIX CPeacTB.

Llenso NoBTOpHO-NEePMoaMHEecKoro obyYeHWs ABRSETCA NOCTOSHHOE NogaepKaHne 1 obHoBneHWe 3Ha-
HWA PabOTHUKOB.

Mpy BHEAPEHWUW HOBbLIX TEXHONOMMA, 0O0OPYLOBaHUS, METOZWK U NP, NPOBOAMTCH cneluansHoe obyde-
HUe.

Mpu oBHapyKeHUU HECOOTBETCTBUA NPOLYKUAM UM NPOLECCOB YCTaHOBNEHHbLIM TpeboBaHWsM NpoBo-
JuTCcs BHeovepesHoe obydeHue,

Ha npeanpuatuu cnegyeT uMeTh NnogpasgeneHue (NMUo), OTBeYaroLlee 3a NOLroTOBKY NepcoHana, opra-
HU3auuio oGydeHuns U NpoBeaeHWe aTTecTayuu nepcoHana. Cnegyet paspa6oTarth U JokyMeHTansHo odop-
MATL cucTeMmy oBydeHus nepcoHana, sBknwodawwylo B cebs TpeboBaHWs K pasnU4HbIM  KaTeropusim
paboTHMKEB, NporpaMmmbl U rpadduk obyYeHWs 1 NOpALOK aTTecTaynu.

Mporpammbl obydeHus cnegyet cUcTeMaTUYecku nepecMaTpuBath U 0GHOBRATL C yYETOM pas3BUTKUS
NpeanpusTs, OCBOEHUS HOBbIX BUAOB NPOAYKLMKA, TEXHONOTMMECKWX NPOLECCOoB U 06opyaoBaHAS U U3MEHEe-
HWA HOPMATUBHbIX JOKYMEHTOB,

MepBoHavanbHOE M NOBTORHO-NEepUoauyeckoe obyYeHre BbINGAHADTCA N0 OTAEMLHbLIM NporpamMmman.

OBy4eHne MOXET NPOBOONTLCH Kak CUMamMin NPeanpusaTUs, Tak U C NPUBNEYEHUEM CTOPOHHWX OpraH13a-
uui. Ha npegnpusiTun cnegyeT NoAroToBUTE HECKONbKUX COTPYLHUKOB, NPOBOAAWMX 06y4eHne no cneumans-
HOW NporpamMmMe, COCTaBNEHHOW ¢ ydeToM TpebosaHun TOCT P 52249,

CTopoHHWe NpenogasaTeni U KOHCYNbTaHTbl ACMKHb UMETb HeOBXOoUMYH KBanuduKaUWio W onbiT
pabotel. CnegyeT perucTpupoBaTth AaTy NPOBELEeHUA 3aHSATURA (KOHCYNbTalUKMiA), TeMY W JaHHble o npenodasa-
Tene Unu KoHcyneTaHTe (Mma, mecTo paboTtbl, agpec, KBanudukaunio).,

PykoBoguTenu u segylide cnelnanuctsl 065a3aHbl cucTeMaTUNECKU NOBLILWATL CBOH KBanMdguKaLuo,
umeTk 0By nogrotoeky no FTOCT P 52248 1 3HaTk nocnegHWe OOCTUXEHUWS B CBOER 0BnacTu.

9.4 ATTecTaumsa nepcoHana

Ans nogteepkaeHns kBanudukaum paboTHUKOB CrienyeT NPOBOAMTE UX atTecTtauunio (nepBoHaYanb-
HY0 U MOBTORHO-Nepuoguyeckyto). Niuua, He npoweguue obydeHe N aTTecTaluio B yCTaHOBNEHHOM NopsiaKke,
He JOMNYCcKaTCa K BbINOAHEHUO paboT, CBA3AHHbLIX C NPOU3BOACTBOM U KOHTPOMEM KavecTBa NeKapcTBEeHHbIX
cpeacTs.

9.5 O6A3aHHOCTH NepcoHana

MepcoHan obs3aH BbINOAHATL BO3NOXKEHHbIE Ha Hero YyHKUMM B COOTBETCTBUM C OOMKHOCTHLIMU
MHCTRYKLUAMA,

Ocoboe BHUMaHWe cneayeT yaensTb NepcoHansHoN 0TBETCTBEHHOCTM COTPYAHWKOB 38 TOMHOE BbINon-
HeHue TpeBoBaHWA UHCTPYKUWA, NpaBln NoBeAeHUs , MTMYHOA TUrMeHs!, No NoaaepKaHUe YUCTOThI, obpalle-
HWIO C TEXHOMNMOrM4ecKoW OfeXOW, BXO4Yy W BbiXOAy B MNPOW3BOACTBEHHbIE W OpYyrue MNoMeLeHus .
MepeasuWKeHUs NepcoHana no npeanpuaTUio orpaHUdMBalnTCs npedenamMi HeoBxoguMocTu. B YncTbie nome-
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L EeHWUA, CKnagbl, 30HbI KAPaHTUHHOMO XpaHeHUs M aHanorMdHbIe NOMELLEH WS ONYCKaTCs TOMNLKO N1y a, pabo-
TaloLWMe B HAX N BbINOMHAOWME KOHTRONbHbIe U obenyxuBawowme dyHKuuA, MHble nuua gonyckarTcs
TOMNLKO C NMCbMEHHOTO paspelleHUs pyKoBOOCTBA NpeanpuaTUs,

9.6 CocTofiHWe 340pOBLA NepcoHana

INuua c npusHakamu xpoHuyeckux 3abonesaHuil UMK ABHLIMA NOBPEXAEHUAMMU KOXKMW, KOTOPbLIE MOTYT oka-
3aTb OTpUUATENbHOE BNUsIHWE Ha 6830NacHOCTb M KaYECTBO NPOAYKUUK, HE AonycKatoTcs K paboTam, cBA3aH-
HblM C MPAMbLIM KOHTAKTOM C WCXOOHLIMA W YNakoBOMHbIMKM Marepuanamd, NpomMeXyTouYHOA W roTOBOM
NpoayKUMen 4o NonyYeHns MeauUMHCKOrC 3aKmnioHeHus,

B cny4ae HepgomoraHus paboTHUk 06a3aH NocTaBuTe 00 3TOM B U3BECTHOCTL PYKOBOACTBO.

10 KoHTponk ncnonHeHuns

KoHTponke UCNonHeHUs SABMAETCH BaXHOW YacTbH cUCTeEMbI 0BecnedeHus kKayecTsa (npunoxeHue F). Mpea-
METOM KOHTPONS UCTIONMHEHWUS BMAKTCH BXOAAWLMWE AOKYMEHTbI, NPUKA3bl, pacnopseHus, NopyeHus!, NpoTOoKONb
3acefjaHuyi, NnaHbl OpraHW3aUuMoHHO-TexHUYeckux meponpuaTuid u np. (FTOCT P 6.30). [laHHbIe AOKYMEHTbI JOMK-
Hbl BbITe OBEAEHb! 00 CBEAEHWA BCEX MCTIONHATENEN NoA, PacrcKy.

KoHTpone UCNONHEHUA [OKYMEHTOB, CBA3aHHLIX ¢ obecneveHUeM KavecTBa W 6e30nacHOCTY NpoayKUuu,
obnsateneH. MNopsaok KOHTPONS NPWMBOAMTCH B CneuuansHoM AokymeHdTte «CucTema ynpasneHus JoKymeHTa-
umrenr.

KaxabIii 4OKYMEHT JONXEH codepXaTh!

- fiCHOE W3NOKeHWe NpeaMeTa, NOANEeXallero KOHT PO,

- UCNOAHUTENS (MCONHUTENER, COUCTIONHATENEN) C YKa3aHUEM CTRYKTYPHbBIX NoApa3neneHui;

- CPOK UCTIONHEHUS;

- AaHHble o nuue {noapasneneHyi), Ha KOTOPCoE BO3MNaraeTcs KOHTPOMb MCNOMHEHNS;

- AaHHble o nuue (nogpasgeneHni), CHUMAaKLLEM JOKYMEHT C KOHTPOMNA UCTIONHEHWS;

- thopmy oT4eTa ob UCNONHEHUN (pacCMOTPeHWE Ha criedytollleM 3ace aHuu UN AUCNeTYepCKOM COBELLa-
HW1UW, JOKNagHAasA 3an1cka 1 np.).

WecnonHuTenu MoryT BbiTh yKa3aHbl B pe3oniolui Ha JOKYMEHTE.

YkasaHHble JOKYMeHTsI 00pasyoT cnpaBodHo-MHgepMaLMOHHBIA BaHK AaHHBIX MO KOHTPOMUPYEMbBIM JOKY-
MEHTaM.

11 AHanu3 pUCKOB B KPUTUYECKMUX TOUKaX

11.1 O6wwme nonoxeHnA

OcHoeHoW uenso obecnedeHUs KadecTBa ABMAETCA NpenynpexXieHWe HeCOCTBETCTBUS NpoayKUUU
3agaHHbIM TpeboBaHUAM U peknamauuia Ha Hee. 3D dEKTUBHBIM METOLOM PELLUEHUA ITOA 3adaqu SBNAeTCs
aHanu3 pUCKOB.

Mon aHanM3oM pUCKOB NOHUMAETCH MeTO/, OLIEHKM U BIMSIHUA KPUTUHECKWX NapameTpos obopyaoBaHus
1 TEXHOMOTMMECKUX NPOLIECCOB Ha KAMeCTBO NPOOYKLNK.

AHANU3 PUCKOB B KPUTUYECKUX TOUYKaX (KPUTUYMECKUX KOHTPOMBHBIX TOMKaX) NO3BONSAET CBOEBPEMEHHO
BbIAIBMNATE Y3KWUE MECTA B NPOU3BOACTBE U HEHAOEXHbIE 3NEMEHTLI B 0bopya0BaHUN.

11.2 OcHOBHbIe 3Tanbl aHanW3a pUucKoB

CyulecTByeT ceMb 3TanoB NPOBEAEHWA aHanu13a puckos [4]:

1 BbinonHeHue npeasapuTenbHbiX AeACTBUA;

- YCTaHOBIEHWE HANW41us NoTeHUMansHoW 0nacHoCTM B Kakon-nubo 3oHe (Touke);

- OLleHKa BePOATHOCTI HACTYNNEHUs ONacHOW CUTyau MK (Ka4ecTBEHHO);

- NpeANoXeHWe MeTOA0B NPeA0TBRALLEeHUs ONacHOW CUTyaLuK.

2 OnpepeneHue KpUTUHECKUX TOMEK OKpyXatLwed cpefbl (AeACTBUS nepcoHana, ctagyMu TeEXHONOoru-
Jyeckoro npouecca), Janee — HaluTU KPUTUMECKAE TOMKW, HA KOTOpble cneayeT o6paTuTe BHUMAaHWe, YTobbI
YMEHbLWWTEL ONAacHOCTh.

3 YcraHoBneHue gonycTUMbIX 3HAYEHWIA NapaMeTpos, NPUBEAEHWEe B COOTBETCTBME KOTODLIM YMEHb-
LWIWT PUCK [0 NPUEMIIEMOr0 YPOBHS.

4 OpraHazauWs KOHTPONS NapamMeTPoB B TOMKAaX PUCKA C onpeaeneHHoN NepruogMyHOCTLH, NO3BONA K-
Wei oueHUBaTs 3P EKTUBHOCTE NPUHATLIX MEP U NMPEayNPeXaaTs OnacHoCTb.

5 Paspabortka nopsaka AelcTBuUiA Ha cNy4ai BbIXo4a NapamMeTpoB B KpUTUHECKOA TOUKE 3a JA0NyCTUMbIe Npe-
Oenbl, obecneqnTs BO3MOXHOCTL peaniaal i 3Tux JedcTBUiA (NepcoHanoM, Matepuanami 1 obopynosaHuem).

6 OueHka 3¢ deKTUBHOCTU MPUHATLIX Mep.

7 [okymeHTansHoe opopMIeHUe BCeX NeperUCneHHbIX AeACTBUA U NONyMeHHbIX pe3yneTaToB.
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PaGoTy No aHanuay pUCKOB U NpeAoTBpaLlleHUo OnacHbIX CUTYaUWiA credyeT HaduHaTh C « Hauxyawux
CMyMaeB» U «HaUXy4WUX TOHEK», TaK Kak YMEHbLUEHUE PUCKA B HUX 4acT HauBoNbLWWiA 1 3pumMbii addexT.

AHAaNU3 PUCKOB HOCUT LIUKNUMECKUIA XapaKkTep, HanpasneHHbI A Ha CUCTeMaTUYeCcKoe NoBbI LIeHWe HAadekK-
HOCTW BCEX Npon3BoaAcTBEHHOM Luenu. Cxema paboTbl NpuBeaeHa Ha pUCYHKe 2.

YCTAaHOBHUTL ONACHOCTDL
{pnck)

¥

OnpegennTbL NPU4MHBI ONACHOCTH

- M HaWTU KPUTUYBCKNe
TOYKM
MpWHATL Mephl YeraHoBUTL fONYCTUMbIS
No YCTPAHOHUIO 3HaYeHUA NapameTpoB.
unm OpraHu3oBaTh KOHTPONb
YMBHBLIBHMWIO PUCKA napameTpoR
L] L
| OULBHUTL 3ththOKTMBHOCTL NPUHATLIX MEP |
] ]
MpuHATEIC MEpPLI MpuunHa onacHocTH
He 2¢hpeKTHBHII ycTpaHeHa
1 1
I OchopMmuTE OTHET I

PucyHok 2 — Cxema paBoThl N0 aHanu3y pUCcKoB

11.3 YpoOBHMW 3HAa4eHWW NnapaMeTpoR

B HOpMAaTWBHOM M TEXHWYECKOA AOKYMEHTALMK 334a0TCH NPEnensHE A0MYCTMMBIE 3HAYEHWS MapaMeTpos U
npeaens! UX u3MeHeHus . [lnsa cBoeBpeMeHHoro obHapy:eHus TeHASHLMW BbIX0Aa NapamMmeTpoB 3a A0NYCTUMBIE 3Haqe-
HWS 1 NPeayNpeXJeHns onacHo cUTyauuKu UenecoobpasHo yCTaHoBUTL [8a AOMOMHUTENBHLIX YPOBHS 3HAYEHWA
napameTpoB!

- YPOBeHb NpeaynpekaeHus;

- YPOBEHbL TREBOT M.

B KpuTU4eckuX ToHKax cnefyeT KOHTPONMPOBaTh NapamMeTpbl N0 060UM YPOBHSM.

KoHTpone MOXeT 6bITb NEpUOOUYECKIM UM HENPEPLIBHBLIM.

[ns nepvogMYecKoro KOHTPONs cnegyeT YCTaHOBUTh NEPUOAUYHOCTS U MeTodbl ere NpoBedeHus 1 npeg-
YCMOTpPeTb Nopsaack odhopmneHns dakta NPoBeOeHWs KOHTPOMS U NONYYeHHbIX 3Ha4eHWA NapamMeTpoB.

[ns HenpepbIBHOTO KOHTPONS CNeayeT onpefennTs NoPsAoK perucTpaui U XpaHeHUs NoNy4eHHbIX 3Haqe-
HWA NapaMmeTpoB.

Cnepyet npegycMoTpeTh Mepbl, NPMHUMAeEMbIe B Clydae BbiXCo4a NapameTpos 3a Npefensl YPoBHEN
npeaynpeXxaeHus u OeACTBUS .

12 I'Iopﬂ.qox BHeApeHnA CUCTeMbl obecneyeHnA KayecTBa

BHeppeHue cuctembl obecnedeHus kadectea B cooTBeTcTBun ¢ TOCT P 52248 tpebyeT opraHu3aulnoH-
HO-TEXHWYECKOW NOAroTOBKU, 0DYYeHUA NepcoHana W anpobal MM co3gaHHon cuctembl. 3Ty paboTy cnegyeT npo-
BOOUTE TaK, 4T0DbI OHa Bbina aaeKBaTHO BOCMPUHATA KOMNEeKTUBOM NpeAnpusaTua U He Hocuna dpopmMansHoro
XapakTepa.

BHeapeHue cucTembl obecnedyeHns KadecTsa Ha NPOU3BCACTBE ABNSETCH ANUTErNbHLIM npoueccom, Tpeby-
FOLLIMM NPUBELEHUS BCETO KOMMNeKca 0BopyL0BaHUs, NoMELLEHUA, JOKYMEHTaUMKW, paBoThbl nepcoHana B cooTBeT-
crene cFOCT P 52249, Ota pabota moxeT ObiTh pasbuTa Ha 3Tanbl, ICXOAA U3 TOMO, YTO BHEAPEHUE OpraHn3anun-
OHHbIX Mep Ha NepBoM 3Tane He TpedyeT 3HaYUTENbHbLIX KanWUTanoBNoXeHWA 1 MOXeT OblTh pEanM30BaHO B CKa-
Tble cpokW. Ha BTopom stane mMoxeT ObiTb NpedyCcMOTPEHO KOMMMEKCHOE TEXHWYECKDE NepeBoopyKeHue
NpPOU3B0ACTEAa.

PekomeHayeMble 3Tanbl co37aHuA cucTeMsl obecnedyeHns KadecTsa NpueeeHs! B NpUnoxeHn G.
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13 AyanT N HCNeKuuun

MHcnekummn (MHCneKkTUpoBaHue) BbINONHA TCA HAA30PHBI MU 0PraHaMu C LIEMNbO NPOBEPKA COOTBETCTBUS
npoussogactea TpebosaHuam FNOCT P 52249 1 opyrnx HOpPMaTUBHbIX OKYMEHTOB.

AyOouT — 3TO NpoBepka NPoU3BoACTBA Ha cooTeeTcTBre TpebosaHuam TOCT P 52249 u opyruM HopmMaTuB-
HbIM OOKYMEHTaM, BbINOMHAEMAas CAMUM MpennpusTUeM UMM HEe3aBUCMMOR opraHu3auuMed. AyauUT HanpaeneH Ha
JeTanbHbIA aHaNM3 BCEX CTOPOH AeATENHOCTA NPeanpUATIS, BXOAALLWX B NpeaMeT ayauTa.

Paanu4aeTtcs BHEWHWA U BHYTREHHWIA ayauT.

BHelWHWA ayauT BbINONHAETCH HE3ABUCMMONW opraHu3auuven. PesynesTathl ayauTa MOXHO UCNONB30BaTh
npu nposeaeHun MHcneku i, Ero nposegeHue uenecoodpasHo Takke Npuy NogroToBKe NPeanpUaATURA K UHCNEK-
UWU 1 NONYyYeHUA HE3ABUCUMOR CLIEHKA OpraHu3auqdy Npou3BoacTBa, TEXHONONMW M CMCTeMbl KOHTPONA Ka-
YecTBa.

BHyTpeHHWA ayauT (CAaMOUHCNEKLUS) BbIMOMHAETCH CAMUM NPEeAnpUATUEM C LIEMBIO NPOBEPKX BbINOMHE-
Hua TpebosaHuid TOCT P 52249, ApyruX HOPMaTUBHLIX JOKYMEHTOB U NPUHATUA HEOBXOAMMbIX Mep Nno ycTpa-
HEHWIO BbIABNEHHbLIX HEOOCTATKOB.

AyOuT MOXET BbINMOMHATLCA opraHamu no cepTudpMkauny B npefenax ux obnacry akkpeaurayum ¢ npu-
BRneveHuem, Npu HeoHX04UMOCT U, aKKpeauToBaHHbIX MicnbiTaTensHbiX nabopaTtopuii Ng NpoBepKkd COOTBET-
CTBUS YCTaHOBNEHHbIM TpeboBaHuam {aTTecTtauny) obopyaoBaHWs, HACTbIX NOMELLEeHWIA U NPOLUEeCCoB.

PeayneTaTtsl ayauta AormkHbl bbiTe 0dbopMneHsbl AOKYMeHTanNsHO. o pe3yneTatam ayaura crefyerT pas-
paboTaTbnporpamMmmy opraHn3aLUuoHHO-TEXHUMECKMX MEePONPUATHIA C yka3aHWeM CPOKOB BbiMONHEeHWs U OTBET-
CTBEHHbIX ML NO KaxaoMy Meponpuatuio. Mocne ycTpaHeHWs BbIABNEHHBIX HE40CTATKOB 0hopMANsAeTCs CooT-
BETCTBYIOLLWIA NPOTOKOM.

PekomMeHOauuM No NpoBeAEHWIO ayanTa M MHCNeKUU B cOOTBETCTBUUM ¢ Pykosoacteom BO3 [ 1] npusene-
Hbl B npunoxeHud H. Tpu noaroToBke K ayanTy M MHCNEKUWK PeKoMEHOYETCH MCNONL30BaThk KOHTPOMBHbIE BOM-
POChI COrNacHO NPUNOKEHND |
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MpunoxeHne A
(cnpaBo4Hoe)

UHdropmauma o npegnpuaTUN

«MHdopmaLmng o NpeanpUATUM» — OOKYMEHT, NOAroTOBMNEHHLIA NPOU3BOJMTENEM U COAEPKALLMIA QaHHbIe 0 Npo-
W3BOACTBE U (MW} KOHTPONE NeKapCcTBEHHBIX CPEACTR Ha NpeanpuATUM (Npon3BOACTBE ), @ TaKkke o NoBLIX CBA3AHHBIX C
HUMW Onepaumnax, BbINONHAEMbIX B COCEAHMX UNK Bnuanexawmx againax. Ecnv B AaHHOM MecTe BbINOMHAETCH TONbLKO
yacTk onepaunia, To B «MHchopMaumn o npegnpuaTUAY cnegyeT NPUBCOUTL TOMLKO 3TU ONepauyu, Hanpumep, NpoBeAeHUE
aHanuaa, ynakoska unp. [1].

«Mndopmauma o npegnpuaTumy gonxkHa GelTe kKpaTkol {06bemMom He Bonee 25 cTpanuy).

A.1 O6wan nHgopmauma

A.1.1 Kpatkas uHdopmaLria o KoMnaHuK (NpeanpruaTir), BKITHOYEA ero HazeaHue M aapec, B3aUMOOTHOLIEHWUA C OPYTUMM
NpeanpUATAAMA U JaHHBIE O BRIMYCKAEMONA NPOaYKLAW.

A.1.2 CocTae pyKoBoacTBa NpeanpuaTUa.

A1.3 MpeameT AeATENEHOCTH NPEANPUATUA B COOTBETCTBMM C NMLEH3MEA Ha NPOM3BOACTBO, BbAAHHOW HaLMo-
HanbHBIM OpraHoM.

A1.4 MepeueHb BCEX OPYTAX BUOOR ASATENLHOCTU, BEINOMHASMbIX Ha NPOM3BOACTEBEHHOA NNowaake.

A.1.5 HaseaHWe M agpec NpoU3BOACTBEHHOA NNowankn, TenedoH, dpakc M KpyrnocyTOUHbIA TenedhoH.

A.1.6 HomeHknaTypa NpoayKLWu, BeINYCKaeMOiAd Ha NpOoM3BOACTBEHHON Nnowagke. MHcopmauns o Bcex TOKCHY-
HbIX UM ONMACHBIX BELLECTBAX C ykazaHWeM 0coBeHHoCTel paboThl G HUMK (B CnelMansHo BbIAENEHHBIX NOMELLEHWAX, 30a-
HUsX, 0B0pyAOBaHWMA UNK C pazaeneHuem LMKNOB NPoU3BOACTBa BO BPEMEHU ).

A1.7 KpaTkoe onucaHue nnowagkn: ee nnowans, MecTo pacnooKeHUs, HENOCPEACTBEHHOE OKPYKEHUWE (CUTYa-
UMOHHBIA NNaH), Hanuuue gpyrux NpoMaBoAcTB Ha Niowanke.

A1.8 Yucno paBoTHUKOB, 3aHATLIX B NPOM3BOACTBE, KOHTPOJIE Ka4ecTBa, CKINaackoM X03AMCTBE U peanusaumu.

A1.9 JaHHble 0 Nony4aeMbix CO CTOPOHbI YCIyrax Hay4Horo, aHanMTUYECKOTO UMM TEXHMYECKOTO XapakTepa, OTHO-
CALMXCH K NPOW3BOACTBY U NPOBEAEH UIC AHATNM30B.

A.1.10 KpaTkoe onucaHue cUCTeMEbl 0GecneveH s KavecTea.

A2 MepcoHan

A2.1 OpraHuzayMoHHaA CTPYKTypa, Ha KoTopo il Gbinn Gbl NOKa3aH bl B3aUMOCBA3M B NNaHe ofecnevyeHna kKa4ecTea,
B TOM YAGCNE NPOU3BOACTBO U KOHTPOML KaYecTRa.

A.2.2 [NaHHble o ksanudukaLluu, onbiTe paboThl U OTBETCTBEHHOCTW OCHOBHOMO NepcoHana.

A.2.3 OcHoBHble JaHHbLIE O NEPBOHAYANLHOM W NOBTOPHOM 06YY4EHWM NepcoHana U BeAeHWW OOKYMEHTaUMW no
0GyYeHuUI0.

A.2.4 TpebBoBaHWA K COCTOAHMIO 300POBLA NPOU3BOACTBEHHOID NepcoHana.

A2.5 TpeBoBaHWA K rTUrMeHe NepcoHana u erc ogexae.

A3 MomeweHna n oGopyaoBaHne

A3.1 MNomeweHun

A.3.1.1 ¥YnpolweHHasa nNaHUpoBKa UMK cNUcaHue NPOU3BOACTBEHHLIX 30H C yKa3zaHueM macwTaba (CTpouTeNnsHble
YepTEXM U HePTEKM KOMMYHWUKALKWA He TpebyloTcA).

A3.1.2 Tun cTPOUTENEHBIX KOHCTPYKLMIA M 0TOENOYHbIX MaTEPHaNOB.

A.3.1.3 KpaTkoe onucaHue cucTeM BEHTUNALMU ¢ Bonee geTanbHbIMUA pelueHUAMU ONA KPUTUYECKUX 30H, oBecne-
YABA LMK 3ALMTY OT 3arpA3HeHUA, COOepXKaLMXCA B BO3AyXe (pekoMeHQyeTCA NPUBOAUTE NPUHLMNMANLHLIE CXeMbI
BEHTUNALWK U KOHAWLMOHWPOBAHMA).

[nsa npou3ecAcTBa CTEPUINBHBIX NEKAPCTBEHHBIX CPEACTB CnedyeT ykasbleaTh kKnaccudukaumio nomeLeHuin no
yacToTE.

A.3.1.4 30Hbl, rge oGpalalnTcy BEICOKOTOKCHMHEIE, ONACHBIE U CEHCUBUNUIUPYIOLWE BELLeCTRA.

A.3.1.5 KpaTkoe onncaHue CUCTEM NOArOTOBKWA BOALI ((kenaTenkbHbl NPUHUMNUANEHLIE CXEMLI) C YKa3zaHMeM MeTo-
JoB oGpaBoTKK.

A.3.1.6 AaHHble o nopAgKe NNaHOBOro TEXHUYeCKoro oBCcnyKUeaH s NoMeLeHWA M Be AeHWA OKYMEHTALUM N TEX-
HUYECKOMY OBCITYKMBaHUIO.

A.3.2 ObopypoBaHue

A3.21 KpaTkne gaHHble o6 ocHoBHOM 060pyQ0BaHUM, UCNICNB3YEMOM B NPOU3BOACTBE U KOHTPOMEHBIX NabopaTto-
pusx (nepeveHt oGopyaoBaHua He TpebyeTcsA).

A.3.2.2 AaHHble o nopadke NNaHOBOMo TEXHWYECKOro obenyKueaHua o6opyaosaHua U BeAeHWs JOKYMEHTaL MK No
TeXHUYeCKOMY 0BCMyKUBAHUIO.
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A3.2.3 MNopsapokarTectauuu nkanubposku (NoBepkn}, B TOM Yncne ochopMneHUe OaHHbIX U BEAEHUE NPOTOKOMNCB.

A3.3 YBopka (cbpaboTka)

A.3.3.1 Hanuume nuCbMEHHbIX MHCTPYKLMIA NO yoopke (06paboTke )} NpOM3BOACTBEHHBIX NOMELLeHWA M 0BopyaoBa-
HUA.

A4 OokymeHTauus

A.4.1 Mopraok pazpaboTkn, nepecMoTpa U pacnpocTpaHeHus HeoGxoAUMONR OOKYMEHTAL MM 0118 NPON3BOACTEA.
A4.2 NoGas gpyras OOKyMeHTauus, OTHOCALWEAACH K KAYECTBY NpoAyKLWW, HE YNOMAHYTas B OPYrix pazgenax
(Hanpumep, No MUKpOGUONOTMMECKOMY KOHTPOID BO3AYXa U BOAbI).

A5 Mpounzeoacteo

A5.1 KpaTkoe onucaHue nNpou3BOACTEEHHBIX ONEepaLuii ¢ UCNOMB30BAHWMEM, N0 BO3MOXKHOCTU, CXEM G YKaszaHWem
NOTOKOB MaTepuarnos U Np. AaHHLIX 0 Haubonee BaXHbIX NapaMeTpax.

A5.2 Mopagok ofpalleHra G UCXOQHBIMW M YMAKOBOYHEIMKA MaTepuanamu, HepaccacosaHHasa NpogyKLuMs M roto-
BasA NPoAyKLUMWA, BKNoUan oTHop Npod, KapaHTUHHOE XpaHeHue, BLIMNYCK NPOAYKLMUA U XpaHeHHe.

A5.3 Mopsgok obpalleHns C OTKNOHEHHBIMWA MaTepuanamu i NpoayKunei.

A5.4 KpaTkue gaHHble 0 nopagke aTTecTal i TEXHONOTMYECKUX NPOLECCOB.

A6 KoHTponb KayectBa

AB.1 OnucaHue cucTeMbI KOHTpPONA kavecTBa M hyHKLMA OTAENa KOHTPONA KAYECTBA.

A7 PaBoTa no KOHTpaKTaMm Ha Npou3BOACTEO NPOAYKUUM U NPpOBeAgHNe AHANN30R

A.7.1 OanHble o nopRgke NpoBegeHUR OLEHKN cooTBEeTCTBUA TpeboeaHuam FOCT P 52249 co cTopoHbl 3akazyunka.
A8 Peanunzauws, peknamauniu M oT3bIB NpoayKUUK

A.8.1 Mopagok peanyzali U CUCTEMA OKYMEHTALHK.
A8.2 UHcTpykuusa, onpegensiowas nopagok AeACTBUA Npy NOCTYNNEH UM PEKNaMaL i,
A8.3 WHcTpykuusa, onpegensaiowan nopagok AeACTBUMA NPy 0T3bIBE NPOOYKLUMN.

A9 BHyTpeHHWA ayanT

A.9.1 KpaTkoe onucaHWe CUCTEMBI BHYTPEHHEro ayguTa (CaMOoUHCNeKL M ).

MpunoxeHne B
{cnpaBo4Hoe)

MonuTuka B 06nacTy Ka4vecTBa

(Mpumep)

Lens Hawel paBoTsl — rapaHTupoBaTh cTABUNBEHOE KAYeCTBO BLINMYCKAEMBIX HAMW NEKaApCTBEHHLIX CPeAcTs,
HanpaBWTb YCUNUA BCEX HALLMX COTPYAHMKOB Ha AOCTUXKEHWE 3TO 0Bl Lenn 3a cHeT BeINoNHeHUA TpebosaHunii Mpasun
NPOMU3BOACTBA M KOHTPONA KavecTBa ekapcTBeHHbIX cpeacTs (GMP), BBICOKOR UCNOMHUTENLCKOR AUCUWMIUHEL, COBEpP-
LIEHCTBOBaHMA NPOM3BOACTEA WU KBanMdUKaL MM nepcoHana, NOCTOAHHOIO aHarnuvz2a BelMyckaeMoi NpoayKL MM U TEXHOO-
TMHECKMX MPOLECCOB.

[eHepanbHLIN AUpeKTOp ©.1.0.
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MpunoxeHune C
{cnpaBo4HoOe)

MaTepuansi

C.1 MNpuem marepnancs

C.1.1Mpu npueme maTepuanos criegyeT NPoBEpATL:

- cooTBeTCTBME (hakTUYECKU NOCTABMNEHHOrO MaTepUana HaknagHou;

- COOTBETCTBME HaknagHoW [oroeopy (3akasy, cneundurkannm);

- LUenocTHOCTE Tapbl (YNakoBKW} M NAomMO (NpKH MX HANU4MK);

- NMpaBUNEHOCTE MAPKUPOBKU;

- CPOKW rogHOCTH (XpaHeHus MaTepuanay).

C.1.2 MNpuemmaTepuanos ochopMIAETCA JOKYMEHTOM, B KOTOPOM YKa3bIBAETCH, KAK MUHUMYM, cnefytoLlee:

- HAaUMEeHOBaHWE MaTepuana;

- koA maTepuana (npy HeoGxoaumocTn),;

- HOMEP CEPUM N3FOTOBUTENA MaTepuana;

- MOCTaBLUMK M M3roTOBUTENEL MaTepuana;

- Jara npuemMKu;

- KONMUWYEecTBO MaTepuana;

- COOTBETCTBME NOCTABNEHHOrO MaTepuana HaknagHoi M 4oroBopy (NP oGHapYyKeHUA HeCOOTBETCTBUA COCTaBMA-
eTCA akT);

- COCTOAIHWE YNakoBKkK (LenoCTHOCTb ).

C.1.3 Nocnenpuema Ha KaXKaylo ynakoBaHHy0 eQUHULY MaTepuana HaHOCUTGH BHYTPMNPOM3BOACTBEHHAA OTUKET-
Ka, cogepxalan:

- HAaUMEeHOBaHWE MaTepuana;

- koA maTepuana (Npy HeoGxoauMocTu),

- Jarty npuvema;

- HOMEP eguHULBI Tapsl v oBLlee YUCNO egUHNL;

- KONUYECTBO MaTepUanoB B €AWHULE Taphbl;

- NoAnMch NPUEMLLIMKE;

- HOMEp cepuu;

- cTaTyc MmaTepuana (MoxeT 06o3HaqaThCH LBETOM 3TUKETKM).

JonyckaeTca HaHeceHWe LWITPUXOBOro Koda Ha aTUKETKY.

C.1.4 MNpunocTaBke HEGKONBKUX GEPUI 0QHOMO M TOMO 3Ke MaTepuana kaxaan cepys NpuHUMaeTcs OTAENEHO G Npy-
CBOEHWEM el MHAWBUAYaNLHOro HoMepa, Nocne Yero NPoROAUTCA 0TGop NPoG, UCNBITAHWA U BLIAAETCA pazpelleHne Ha
Mcnonb3oBaHuWe (UK peweHue o6 oTKNoHeH UK}

C.1.5 K gancHeAwei paboTe ONyckaTCA TOMNBKO MaTeprantl, COOTBETCTBYIOWMWE 3aKkasy U cneludukayam, ¢
HenoBpeXAeHHOW YNaKOBKOM, YETKON HeHapyWeHHOW MapKMPOBKOIM U yAOBNETBOPAtoWMe TpeGoBaHNAM K CpoKkaM xpaHe-
HUA. B npoTUBHOM cnyyae MmaTepuarnbl M30NUMPYIOTCA 00 NPUHATUA PELIEH UA B OTHOLUEHUM MX.

C.1.6 HeponyckaeTcsa npuem MaTepmManos Nog OTKPbITEIM HEBOM M B CKNaAckUx NoMeLLeHUAX, TOE CYLLEeCTBYET BO3-
MOXKHOCTb NePenyThIBAHUA U 3aMeHbl MaTepUanoB, NePeKPecTHOro 3arpa3HeHua u np.

C.2 KOHTpOJ'II: KavdecTBa ICXOOHbLIX N YNaKOBOYHbLIX MaTepHanoB

C.2.1 OrGop npot (o6pasuoB)

Mepconan, BeinonHAw WA oTéop Npo, gomkeH GeITs 06ydueH U atTecToBaH. OT160p Npo6 BHINONHAETCH B COOTBET-
CTBUW C UHCTPYKUMEN (METOOUKON }, yTBEP¥KAEHHON B yCTaHOBNEHHOM nopagke. iaeHTniHocTs npo6bl (COOTBETCTBUE NpO-
Obl JOroBOpPY, 3akasy MNu cneuudukaL M) AomKHa, Kak NPaBMno, NPOBEPATLECA ANA KaKAOH eQUHULEI Tapkl.

O160p npo6 BeINONHAETCA, KAK NPaBUIIO, B BblAENeHHbIX 30HaXx. Mpu oTBope npo B cknagckux 3oHax cnegyeT Npu-
HUMaTb creLnaneHeIe Mepbl NPOTUB NPAMOTO M NePEKPECTHOo 3arpa3HeH s MaTepranos; NpyM HeoBXogMMOGCTH — MepkI
no zalWuTe NepcoHana. 3TW Mepbl MOTYT BKMIOYATE UCNOMB30BaHWE YACTBIX UMK U30NUPOBAHHBLIX 30H.

MopagokoTdopa npod B cooTBeTcTBMMCITOCT P 52249 (nogpazgensl 6.11—6.14)cneqyeT M3N0KUTE B MHCTPYKL MK,
KOTOpas anpedenseT:

- MeTopg oToopa NpoG MKW CChIKY Ha CYLLECTBYIOLWYIO METOQUKY;

- Tapy (koHTelHepbl), B kKOTOpPYIo oTGUpaloT npoGel;

- KONWYECTBEHHbIE XapaKkTepucTUKA NpoGhl;

- oBopygoBaHve M MHBEHTApL AnA oT6opa npob;

- NopsgoK MapKUpOBaHMWA KOHTEWHEPOB ¢ npoBamu;

- NopsA8oK TPaHCNOPTUPOBAHWUSA U YCIIOBUA XpaHeHua npob;

- meTofbl oMMcTkU (06paBoTkn) koHTelMHepoB, oBopyaoBaHuA U MHBEHTapA AndA oT6opa npob;
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- cneuuvansHble TpeGoBaHUA.

MapkupoBKa (BHYTPUMNPOU3BOACTBEHHAA 3TUKETKA} HA KOHTeWHepe ¢ NpofamMun JonkHa cogepkaTh, Kak MUHUMYM,
cnedyoLwyio uHcdopmaumio:

- HaumeHoBaHUWe MaTepuarna v ero Koa;

- yKasaHWe U3roTOBUTENA Matepuana;

HOMEP CEePUU;

- paTy otbopa npob;

- nognuek nuua, oTéupaswero npoby.

C.2.2 KapaHTWHHOe XpaHeHuWe

B nepuog npoBeAeHUA UCMBITAHWIA UCXoAHbIe MaTepyanbl JOMKHbBI HAXoOUTECA B KapaHTMHHOM XpaHeHuu. Mpu
HeoGXoOUMMOCTU MOXKET NpeaycMaTpUBaTECA XpaHeHUe pa3nyMyHbBIX CEPUI MaTepyUanos B pasgensHblx 3o0Hax. Pasnene-
HUWEe MOXeT GhbITe 0GecneyeHo Takke OpraHu3aLMoHHBIMU MepaMu Npu yCnosuKn obecneyeHus 3aLnTeI 0T NnepenyThlBaHuA
W 3arpAzHeH ua. locTyn B 30HLI XpaHEH WA MaTepManoBs gomKeH ObiTe orpaHuyed [TOCT P 52249 (nogpasgen 3.21)).

WexogHele MaTepuanel HaX0AATCA B KapaHTUHE A0 NOMyYEHUA pa3spelleHns Ha X UCNOoNb30BaHWe UM OOKYMeEH-
TaneHoro ohopmMneHus OTKNOHEHWA G onpeaeneHem AeACTBIUA B OTHOLUEHWI AaHHbIX MaTeprManos (BO3BpaT NOCTaBLIM-
Ky, YTUNM3aLMa unp.}.

C.2.3 UenbiTaHnAa (aHanKz npod nuv obpasuoB)

Mopagok NpoeedeHUa ucnbITaHuil — no FOCT P 52249 (noapasgensi 6.15—6.22).

MpuuCNBITAHUAX NPOBEPAETCA COOTBETCTBUE MATEpUanoB cneyudukaluam no MeToaMKam, CoOe paLuMcH B HOp-
MaTWUBHbIX JOKYMeHTax (cTaHgapTax, hapmMakonelHbIX CTaThAX U AP.), NPKU UX OTCYTCTBUM — MO MeToguKkam, pazpaboTaH-
HbIM NPOW3BOAMTENEM UNKW OPYTMMM KOMNETEHTHBIMW OPraHU3aLUAMU.

Mpu HECOOTBETCTBUM PE3YNLTATOB UCNBITAHWA 3adaHHbLIM TPeboBaHUAM cnedyeT NPoBECTH paccnegoBaHue (aHa-
N3} NPUYKUH OTKNOHEHUA (HU3KoE KAYECTBO MaTepmnana, oWMnBKA NPy UCNBITaHUAX 1 ap.).

PezynbTaTbl UCNBITAHMWIA M OTOOPa BCeX NPo6, B TOM YMCHE pe3yneTaThl MPUYMH OTKNOHEHKWIA (NpKU HanK4uu), odop-
MMATCA AOKYMEHTaMU (HANpUMEP, NPOTOKONAMM, 3aNCHAEMBIMU PYKOMUCHBIM CNocoGoM MU ¢ NpUMeEHEHUEM TEXHU-
4YecKWUX cpeacTBs).

C.2.4 PazpelleHKe Ha NpUMEHEeHWe MaTepranoB

MpunonoKUTENBHBIX pe3yneTaTax MCNLITaHWA OTAEN KOHTPONA KA4ECTBA BhlAaeT pa3pelleH Ue Ha UX MPUMEHEHHE.

B cnyyae oTpULaTeNbHOro pe3ynbTaTa UCNBITaHWA 0TAEN KOHTpoN s kavecTsa ochopMnAeT pelueHue 06 OTKNOHEH UK
maTepuanacnocnegyowuMyseqoMIeH MeM NOCTaBLWMKE, TPOBOAUT aHanMa NPUUMH OTKIOHEHUA U paspabaTbiBaeT Mephbl
no NpeAoTBpAaLLUEHUIC MOBTOPHbBIX OTKIOHEHWA.

C.2.5 XpaHeHue npob (cbpa3uoB)

“Yucno oToGpaHHbIX Npod, TpeGoBaHUA KYCIIOBUAM XPaHEHWUS, CPOKAM XPaHEH WS, YTUNU3aLMA N0 UCTEHEH UM CPOKa XPpa-
HEHWA AOImKHEI GbITe ONpeaeneHbl MHCTPYKUMENA.

CneayeT XpaHWTL gocTaTouHoe YUeno npod, HeobxoaMMoe ans BEINONHEHWSA NONHOro 06bema UCbITaHWiA Moxoa-
HbIX MaTepuanoB, B Te4eHWE YCTAHOBMNEHHOTO CpoKa UX rogHocTu nnioc ogui rog [FTOCT P 522492004 (nogpasgen
6.14}]. YcnoBu1A XpaHeHWA He JONKHBI OMNYCKaTh yXyOWeHWA CBOWCTB MaTepHanoB B TEMEHME BCErO CPOKa XPaHEeHKA.

MomeLweHna Ana XxpaHeHWa OMKHEI COOTBETCTBOBATE YCTAHOBMNEHHBIM TpeBosaHuam. Jonyck B HUX paspeaeTca
TONbKO onpegeneHHbBIM MULamM.

C.3 XpaHeHWe maTepuanoe

Yecnoeua xpaHeHua matepuanos — no FOCT P 52249, CnegyeT KOHTPONMPOBATL CPOK rOAHOCTA MaTepuanos. B
cry4ae ero NpeBbILUEHUS MaTepuan cregyeT NoMeLaTh B KApaH TMHHOE XpaHeHWe © HaH eCeHUEM MapPKUPOBKM, OTPaKalo-
Ler ero cTaTyc.

He pnonyckaeTcs xpaHeHue MaTepuanos Ha nony. Matepuansl paznuuHbix cepuil QomkHbl BbITH pasfaeneHbl.

Brligaya maTepuanos B NPOM3BOACTBO OCYLECTRBNAETCA NOCME NOMYYEHUS pa3peLleH s 0TAeNa KOHTPOA KayecTsa
(cy4veTomcpoka rogHocTu). [puy BEIgave MaTepuana B npoM3BOACTBO CriedyeT NPOBEPATL Er0 COOTBETCTBUE TpeboBaHuAM
cneundukalnit, cpok rogHocT M cobniofgeHme NpUHLMNE €NepPBLIM NPULLIC — NEPBLIM YLUNO».

CnepgyeT BECTW NOCEPUIAHBIA Y4E T pacxofa MaTepyanos ¢ perucTpaleid AaTel (BpeMeHn) Hauarna v OKoHYaHusA pac-
XO[OBAHUA CEPUK.

PekomMeHOyeTCA yCTaHOBUTE HOPMY HECHUMXAEMOTO (MUHWUMAaNBHOTO) 3anaca kaxaoro Buga MaTtepMuanos 1 opraHu-
30BaTb YYET MaTepWasioB Ha ckradax U NopAJ0oK UX BEIOauK.

OTKNOHEHHBIE UCXOAHBIE MaTEpUanbl CredysT M30NMPOBaTh.

C.4 TpaHcnopTUMpoBaHWe MaTepuanoB Ha Npean pUATUN

TpaHCI‘IOpTVIpOB‘aHVIe MaTepuanoB BLINOMHASTCA B COOTBETCTBUM C VIHCprKLI,VIeﬁ, onpe,qenmou.l,eﬁ cpefcTtBa U
METOObI TPAaHCNOPTUPOBAHWA, C cobngeHuem TpeﬁOBaH WiA COXPaHHOCTU MaTepuarnos 1 ©e30nacHoCTH. Cne,qyeT onpe-
AENUTb MapLUPYTBI TPaHCNOPTUPOBAHWA MaTepKanos U NL.

C.5 AyauT nocraBlivkKoB

Ha npeanpuAaATUKd cnegyeT UMeTh yTBep}K,D,eHHbIFI nepevyeHb NOCTABLWMKOB BCEX UCMONb3YEMbIX MaTepuanoB. an-
OGPETEH Me MaTepuanoBy noCTaBWWUKOB, HE BHECEH HbIX B,EIaHHbIﬁ nepeyveHb B YCTAHOBNEHHOM NOPAQKE, HE OONYCKAETCA.
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AyOunT NOCTaBLYMKA ABNAETCH BAKHLIM M ohheKTUBHLIM CPeACTBOM 06eCnNeveHna KauecTBa MCXOAHBIX M YNAKOBOY-
HbiX MaTepuanos. CregyeT yoenaTs ocofoe BHUMAaHWE ayquTy NOCTABLIMKOB, KOTOPLIE HE UMEIOT MHOTOMNETHEro CTaXa
BesynpeyHoi paboThl. MepeueHb NOCTABLMKOE COCTABNASTCA U YTBEPKAAETCA N0 pe3ynbTaTam ayauTa.

Mpu NpoBegeHAN ayquTa criegyeT NpaBecTi aHanna NpousBoacTBa Y NOCTABLMKA U UCMONL3YEMBIX UM MaTepua-
TOB.

Cnepyet pazpaGoTaTe NOMUTUKY B3AUMOOTHOLLEH MIA C NOCTABLMKAMMA, B TOM HYUCME HANOXKEHUE Ha HAX MaTepUans-
HbIX CAHKLMIA B CIIy4ae NOCTABKM HENPUrOAHbLIX MATEPUATIOB, 3aMEHY NOCTABLLUKOB U Mp.

B cny4ae OTKNOHEHMA M BO3BPATa MOCTABNEHHLIX MATEPHANOB CregyeT Nomy4uTs MHAOPMALUI0 O NpUMMHaX,
BbI3BABLUMX OTKINOHEHHE, U Mepax, MPUHATLIX ONA UX YCTPAHEH Hs.

Mpumeuanue— CUCTEMATUHECKUIA Y4ET KavecTsa paboTel NOCTABLMKOB CEAYeT OpraHn30BaThE TAKKE Npu
OKa3aHWUKM UMK PAZNUYHBIX YCITYT, HanpUmMep, No CTUPKE OOk, PEMOHTY 060PYAOBaHUA 1 Np.

C.6 NoroBopsbl

MocTaBka MCXOAHBIX M YNaKOBOUHBIX MaTepuanos ohapMIAeTcA 4OroBOPOM (KOHTPaKTOM), B KOTOPOM cnedyeT 4eT-
KO M3NOXKUTE TpeBoBaHUsA K MaTepuanam co CChINKON Ha COOTBETCTBYIOLWMA HOPMATUBHBIA AOKYMeHT. CnegyeT OOKYMEH-
TaneHo oOpPMWUTE MOPAAOK MOATOTOBKWM OOrOBOPa C YKazaHMeM COrMacoBbIBAWMX NHML M NOCNEQoBaTENbHOCTH
COrnacoBaHWs, a Takke NpedycMoTpeTk NOPAAOK BHECEHUA M3MEHEHWIA B AOTOBOP.

MopsAcK NOArOTORKA M NOANUCAHWA AOrOBOPOB AOJKEH PEFNAMEeHTUPOBATLCH OTAENEHON MHCTPYKUMEN, B KOTOPON
YKa3bIBAIOTCA:

- nepeYeHb BUOCE 3aKo4aeMblxX JOrOBOPOB (NOCTaBKaA, YOIy U np.);

- uHcbopMauuUa o TOM, KaKUe AOTOBOPEI FOTOBUT 3aKA34MK, Kake — NOCTaBLUMK;

- npumepHble hopmbl (0Gpasubl) AOrOBOPOBE;

- nnua, oTBETCTBEHHbLIE 3@ NOArOTOBKY AOrOBOPOB;

- nnua, OTBETCTBEHHbIE 3@ COMNacoBaHue JOroBOPOR U NOC1eACBaTENsHOCTL CONACOBaHUS;

- nnua, noAnuceIBaLWMe OOroBOphI;

- NOpsgoK BHECEHWS U3MEHEHMIA B 4Or0BOPSI;

- GPOKW NOAroTOBKW U NOANMCaHWA JOroBOpOB;

- NOpAZoK XpaHeH s 4OroBOPOE;

- NOPAZOK KOHTPONSA BBINOMHEHUA JOrOBOPOB.

B gcroeope noctaBku cnegyeT npedycMaTpuBaTh 06A3aHHOCTE M OTBETCTBEHHOCTE NOCTABLMKA O HEMEANEHHOM
MHDOPMUPCBAHNA 33 Ka34MKa O NIoBLIX M3MEHEHUAX, CBA3AHHBIX C NPOU3BOACTBOM MaTepUarnos, B ToM Yucne of usmere-
HUAX XapaKTEePUCTUK UCNONb3YEMOrQ ChIPbS.

3akazvuk fomKeH cBoeBpeMeHHo MHOPMUPOBATE NOCTABLLMKA O NPeanonaragmMblX U3MeHeHUAX TpeGoBaHui n
nNioBbIX NpeTeH3NAX K MaTepuanam, Ux ynakoske M ycTaHaBIMBaTk CNeuuaneHele TpeboBaHua Kk MaTepianam n MeTogam ux
KOHTPOIIA, COrNacoBaB UX C NOCTABLUMKOM.

Mpu HeoBX0AMMOCTH BO3MOMKHA OpPraHU3aLma KOHTPONs MaTepuanoB NpeacTaBUTENEM 3aKasquka Ha npegnpua-
TUH-NOCTaBLUMKE.

B poroeope cnegyeT yKkasblBaTh:

- HauMeHOBaHWE, YUCMO W BUA Tapbl M YNaKoBKK NOCTaBNAEMbIX MATEPUAOB;

- M3rOTOBWTENA M NOCTABLMKA MaTEpUANOoB (eCNyY QOTOBOp 3aKNioYaeTCA HE C M3rOTCBUTENEM MaTeEpUanos);

- OOKYMeHT, TpeBoBaHWAM KOTOPOTro MaTepuar QOMKEH COOTBETCTEOBATE;

- TpeboeaHua Ge3onacHocTy;

- BO3MOXHOCTh NPOBEAEHUA ayauTa Y NOCTaBLUMKA;

- CaHKL MW, NPUMEHAEMBIE K NOCTABLYMKY NPU HEBBINOMHEHWA UM 0BA3aTENLCTE.
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NpunoxeHue D
{(cnpaBo4Hoe)

I'IpopaGOTKa 3aKa3oB W opraHn3auynAa UX BbINONMHEeHWA

D.1 PekomeHgyeTcs, npu HeoGxoouMocTu, onpedennuTs hopMy 3afBKM HA NOCTABKY NpoAyKLUM, 3aM0NHAEMYIO
nokynatenem, U hopmy Oorosopa (3akasa) NoCTaBKu.

Mpw npopaBoTke 3akaza cnegyeT OLEHUTE BO3MOXKHOCTb BhINOMHEHUA 3akaza B TpeGyembiil cpok. C aTol uensio
npegycmaTpuUBaeTcA NpoBepKa:

- Hanuuua TpebyeMoil NpoAYKLWM B HOMEHKNATYPE NpennpusaTUa;

- chakTM4ecKoi BO3MOXKHOCTUW BHINOSTHEHUWA 3aka3a B Tpebyemble CPOKK;

- Hanuuua Tpebyemoil NpoayKLM1 HA CKNaae U B NPOU3BOACTBE;

- oBecnev4eHHOCTH MCXOOHBIMK 1 YTAKOBOYHBIMW Matepuanamu (Mpu oTCYyTCTBUM NPoAdyKLAW Ha GKNage) uin Bo3-
MOXHOCTM AaHHoro obecrnedeHun;

- AOCTaTOUHOGTM NPOU3BOOGTBEHHbIX U CKNAaACKUX MOLHOCTEH];

- TOTOBHOCTW 060pyA0BaHUA (HANMYME UMW NOATREPXKASHUE CTATYCA «aTTECTORAHOY ANA BCEX KPUTUHECKUX TEXHO-
NOrMYecKUX NpoLeccoB U 0bopyaoBaHUA);

- NOCTYMJIEHWA peknamMaunii Ha 3aABNAEMblid BUO NPOAYKLMMA, HEOBXOQUMOCTU YCTAHOBNEHWA U YCTPaHEHUA Mpu-
4KH Bpaka 0o BO306HOBNEHUA NPOM3BOACTRA.

D.2 Mpu HeoBxoaMMocTU MoXeT BbITe onpegeneH NUCT COMMACOBAHUSA, 3anonHAEMbIA NogpaszaeneHusMy npea-
NPUATUA NPU PACCMOTPEHUN 3aKasa.

FmasHasA uens npy npopaboTke 3akasa — NOATEEPKOEHWE BO3MOXHOCTW BLINONHEHWSA 3aKa3a B YCTAHOBMEHHLIE
cpoku ¢ TpebyembIM KaYeCTBOM.

D.3 PekomenayeTcs pazpaboTaTh W HArnggHo NPeAcTABUTL CXEMY WUCTMOMHEHUWS 3aKkasa OT ero NonydeHus o
OTrpy3ku. Mpumep cxembl NpuBedeH Ha pucyHke D.1.

3aknoueHue
MonyveHue 3akasa »] [NpopaboTka 3akasa o forosopa
WaroToRneHme npoayKum . BrnioveHue aakaaa
COIM&acHo 3akasy - B NSiaH NpoU3BoOACTBa

KOHTpDJ'II: chau‘rmecxoro NCNONHeHWA
JaKaaa

Pucynok D.1 — Cxema ucnonHeHus 3akaza

3Tan 3akni4eHun Jorceopa MoXeT He EKNIoYaTRECA BO BHyTpVII'IpOVIsBO,ElCTBEHHbIﬁ nopAaoK p‘a6OTbI.
MoeT BbITh npeaycMmoTpeH KOHTpOJ'IbeIIﬁ JTACT UCNONHEeHUA 3akasa, B KOTOPOM OTpaXKakTCH BCe 3Tanbl €ro BbINON-
HEHWUA.
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Mpunoxenne E
{(cnpaBo4Hoe)

OpraHM:;au,Mﬂ npouw3soacTtea

E.1 OokymeHTauusa

E.1.2 Cneumndcpukauuu Ha UCXodHbIE U YNaKOBOMHbIE MaTepUanbl, MPOMEXYTOMHYIO M TOTOBYIO NPOAYKLMIO MNP, pas-
paGaTbiBaloTcA B cOOTBETCTBUM C TpebosaHuamu FTOCT P 52249 u gpyrux HOpMaTUBHBIX JOKYMEHTOB.

E.1.3 MNpouzBoacTBeHHaA N TeXHONOrM4YecKas AOKYMEHTaUusa

HaznayeHuem AaHHbBIX BUOOB AOKYMEHTaL MK ABnAeTcA cbecneveHue BeINycka Npoay KL MM B CTPOrOM COOTBETCTBUM
co cnelucbnkanamu.

B cocTas Nnpon3soAcTBEHHON M TEXHONOrMYECKON QOKYMEHTAL MM BXOAAT NPOMbILLINEHHbIE pErMaMeHThH, TEXHONOTU-
YeCKUE WHCTPYKLUMM WM MHCTPYKUMKW No ynakoeke. TpeGoeaHWA K NPOMBILNEHHBIM pernameHTam, TexXHONOrMYecKUm
WHCTPYKUMAM U MHCTPYKLMAM No ynakoeke npueegeHsl B FTOCT P 52249 u apyrux HOpMaTUBHbIX JOKYMEHTAX.

E.1.4 MNpoTokonkl Ha ceputo NpoayKUUK

Ha kaxpy'o cepuio NpoAYKL MM COCTaBNAETCA NPOTOKON € AaHHBIMW © NOArOTOBKE M XOAE NPOU3BOACTEA 3TON Cepuy,
thakTMyeCKnX 3HaYEHNAX NapaMeTPOB TEXHOMOMMYECKOTO NPoLEcca U OKpy>KatoLLei cpeabl (B TOM Y4Cne AaHHbIE MOHWUTO-
pUHra), BEIABNEHHBIX OTKNOHEHWUAX W pa3peLleHUH Ha peanuaaLuio NpoaykLMu.

MpoTokonbsl cogepKaT AaHHBIE O rOTOBHOCTH NOMELLEHWIA M 0GOPYA0BaHUA K NPOBEAEHUIO TEXHOMOMMUECKOTO NPoLecea,
ero (hakTMYecKomM BLINOMHEHUW, 3HAYEHUAX KOHTPONUPYEMEIX NapaMeTpos U Np. MpoTokonsl coaepkaT UCTOPUID U3roToBNe-
HUA CEPUA NPOAYKLMM MU MCMNONL3YIOTCH B KAYECTBE AoKasaTenkLHOro MaTepuana B Cnyyae peknamaluid, Npu aHanuse npuymH
OTKIMOHEHWIA, NPOBEAEHWA 2HANU3a PUCKOB W1 Np.

Ha Bcex aTanax BegeHus npoTokona crnegyeT NPOBEPATL NPaBUMNBHOCTE &r0 COCTABMNEHWA, HANW4Me noanucei
OTBETCTBEHHBIX NTUL, U paBoTHUKOR OTAENa KOHTPONSA KadecTsa.

Mopadok BedeHUA U NPOBEPKU NPOTOKONE HA CEPUI0 NPOOYKLAWM AOMKEH ObITh oNpedengH cneluanbHbiM JOKYMeH-
TOM C YKa3aHUeM OTBETCTBEHHbIX AL,

CpoK xpaHeHWs NpoToKONOB — HE MEH&E OIHOMD rofa Nocne oKoHYaHWA CPoKa rofHOCTU NPOAYKLUWW, ECNU He yCTa-
HOBNEHO UHOE.

E.2 MNMomeweHun, cGopynoBaHie M TEXHONOINMYECKWe NpoLecehl

E.2.1 MNomewenua, oBopyaosaHue v TEXHONOMMYECKUE NpoUEcchl JOMKHBI COOTBETCTBOBATL CBOEMY HA3HAUYEHMIO,
TpetosaHuaM FOCT P 52249 u gpyrux HOpMaTUBHbIX AOKYMEHTOB. MoMelleHus, 06opyaoBaHKUE U NPOLECCHI, CBA3AHHLIE C KpU-
TUYECKUMU NapaMeTpamMu, NoANeXaT aTTecTal My, KOTopas NPOBOAUTCA Kak HA 3Tane noAroToBKM NPOU3BOACTBa (CM. pas-
Aen 8}, Tak v B akcnnyaTauuy (NoBTOPHASA aTTECTAUMA NOCNe BHECEHUA U3MEHEHW A, CBA3AHHBIX C KpUTUUECKUMU NapaMeTpamMu,
ONuUTEnLHBIMKU NepepsIBaMU B paBoTe, 3HaUUTEMNBHBLIMUW OTKIOHEHWSMU OT YCINOBUIA SKCNyaTauM M T. a4.).

E.2.2 HanpepgnpuaTuucneQyeT OpraHM30BaTh akCNNyaTalumrio M TexH4eckoe 06CnyKMBaHWe NOMeLLEH WA n oBopy-
O0OBaHWA C BegeHWem rpachuKkoB v KypHaNoB TeXHUYECKOro 0BCryKMBaHNA.

E.2.3 CnegyeTnpedycMoTpeTb NePUOANYECKUIA UMK HENPEPBIBHLIA KOHTPOME KPUTUUECKUX NapameTpos obopyao-
BaHWA, TEXHONOTMUYECKUX NPOLECCOB M OKPY:KaloW el cpedlbl ¢ YCTaHOBNEHWeM YPOBHEN NpedynpexaeHns U Ae ACTBHIA.

E.2.4 MposeaeHne obpaboTkn (O4ACTKM, Oe3nHdekunmn, cTepunMsaymn) noMeweHnii 1 obopynosaHua cnegyet
dmkecupoBaTh B XKypHanax, kapTax unu Apyrux y4eTHBIX JOKYMEHTAX C yKka3aHuem OaTthbl U BpeMeH U NpoBsegeHus obpaboT-
KW, HAUMEHOBAHUA U HOMepa Cepuu NPodyKL MK (MPUW BbINYCKe ABYX UNK Bonee BMAOR NPodyKL WK}, Nocne NPOM3BOACTRA
KOTOpoiA npoBedeHa cbpaboTka.

3anucK B XKypHane AoMmKHbl UMeThL ABe Noanucu: paboTHUKE, BeINONHAKLWEro o6paboTKy, M KOHTpONUpYoLWero
nuua. XypHan cnegyeT BECTU B XPOHONOMMYECKOM NOPAAKE.

JaHHble 06 06paboTke kKpUTUHECKOro 0BopyAOBaHUA cneayeT NPUBOAWUTE B NPOTOKONE CepUM NPOOYKLMK.

E.3 MapkupoBaHue (BHYTpeHHee 3TUKETUpOBaHWe) B Npolecce NPoM3BOACTBA

E.3.1 Hanpegnpuatuv gomkeH GuITh ycTaHOBNEH NOpAgok o6palleHns BHYTpUNPOUMZBOACTBEHH bIX 3TUKETOK M KOH-
TPOMNb 33 HAMM.

E.3.2 HaaTtane npouaeoacTsa yNakoBka (NPOM3BOACTBEHHANA Tapa) ¢ MaTepuanamu, NpPoMeXKyTOUHbIMIM UKW roTo-
BbIMW NPOAYKTAMU OOITKHA UMETE ABA BUAA BHYTPUNPOU3BCACTBEHHO W MAPKUPOBKM (MOXKET HAHOCUTLCH HA O HY UMW pas-
HblE 3TUKETKW) CNeyloLLero coaepxKaHua:

- oBo3HaueHWe UNu uaeHTUUKaLMIO MaTepuana unu npoaykTa (MaeHTUUKALMOHHAS STUKETKA);

- cTatyc maTepuana unu npogykTa 8 NpoU3BOACTBEHHOW Lenu (3TUKeTKa cTaTyca).

B ngeHTUMKALMOHHON 3TUKETKE YKa3bIBAOTCA:

- HauwmeHoBaHWe (Kog)} MaTepuana unu NpoaykTa;

- HOMEp Cepuu;

- [AaTa HAHECEHWUS STUKETKU (MapKUPOBKU);

- MOAMUCh.
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3TukeTKa cTaTyca cogepXuT MHopMaL Mo 0 TOM, TAe HaX0AUTCA MaTepuan (MpodyKT} UK Kakylo cTaguio B NpOUs-
BOACTEEHHOM Lenu oH Npolen (HanpuMep, «HaXxoguTCa Ha KAPaHTUHHOM XpaHEH UMy, «MpoLUen KapaHTUHHOE XpaHeHue»
1 T.a.). Ha He Takke cnegyeT ykasblBaTh HAMMEHOBaHKWE (Kod) MaTepuana, Homep cepun U aaTy.

Whdopmaumns o ctatyce MmoxeT GbITh BoleneHa LBETOM 3TUKETKM (HANpUMEp, 3eneHbld — «JonylleH kK ucnonb3o-
BAHMION, XKeNThll — «HaxogQuTcA B KApAHTUHHOM XpaHeHUn» , KpacHbll — «OTKNOHEH»).

E.3.3 3TUKEeTKM 0BOUX BUAOB JOMKHBI HAHOCUTLCA Ha KEXKAYH YNAKOBOYHY eguMHULY. OHU BONKHBI GbITe ACHBIMMA U
OAHO3HAYHBIMW AMA TOHUMAHUA.

HaHHble 06 uaeHTUdMKa LU MaTeprana (NpogykTa) M ero cTaTyce MoryT BbITe HAHECEHBI Ha OOHY U Ty 3K 3TUKETKY.

E.3.4 CnenyeT opraHn3cBaTh y4eT BHYTPUNPOU3BOACTBEHHBIX STUKETOK U UX XpaHeHue Tak, 4Tobsl n3bexaTts nepe-
NyTBIBaH MA 1 OLWIMGOYHOro HaHeceHWA. CnedyeT QOKYMEHTanbHO OnpeasenyTh NOPAAOK HAHECEHWA aTUKETOK U UL, OTBET-
CTBEHHbIX 3@ NPOBEAEHUE AaHHOW ONepauuu.

E.3.5 3TukeTku Nnepeg UcnonbaoBaHWeM cnegyeT NpoBepUTL Ha NpeaMeT UX COOTBETCTBMA HA3HAUYEHHI0.

E.3.6 HennoTHo npuneraiwLwmne U NoBpexaeHHbIe 3TUKETKA cnegyeT yaanaTh U 3aMeHATb Ha HOBbIE.

E.3.7 HaynakoBky (Tapy)} € KpbILUKONA 3TUKETKA HAHOCUTCA TOMBKO HA KOPNYC YNAKOBKW (HE Ha KPBILIKY ).

E.4 BHyTpunpou3BocAcTBeHHLIA KOHTpONL

Lensio BHYTPUNPOWM3BOACTBEHHOTO KOHTPOMA ABNASTCA NPOBEPKA COOTBETCTBUA KPUTUYECKUX MAPamMeTpoB TEXHO-
TOTMYECKOro NpoLUecca M NokazaTenei NpoMEKyTOMHOTO NPoAyKTa, HaXOAALErocs Ha cTafuu Npou3BoACcTRa, TpeGoBaHu-
AM gOKYMeHTaLuW. JaHHbIA KOHTPONb BLINONHASTSA NPOU3BOACTBEHH bIM NoApasaeneHuem U No3BoNSET CBOEBPEMEHHD
NpennpUHATE KOPPEKTUPYIOWME AEACTBUA B MPOLECCE NPOWM3BOACTRA.

Ana nposedeHUsA BHYTPUNPOU3BOACTBEHHOMO KOHTPOMSA cneayeT NPeaycMoTpeTs HeoBXoaumble NOMELLIEH WA, Nep-
coHan u obopyaoBaHue.

CnepyeT OOKYMeHTaNbHO OnpeaenuTes TpeGoBaHnaA K KOHTPONMPYEMbIM NapaMeTpam v Mepbl, MpUHUMAasMble Npyu
OTKNOHEHWM OT JOMYCTUMBIX 3HAYEHWHA.

WHCTpYKU MK (MeTOOMKW) NO NPOBESASHWIC BHYTPUMNPOU3BOACTBEHHOMO KOHTPONA COMMACOBLIBATCA OTAENOM KOH-
TpOnsA kauecTea.

JaHHble BHYTPUNPOMIBOACTBEHHOTO KOHTPONA UCMNONL3YIOTCA NPU aHANW3E PUCKOB U pazpaBoTke MepOnNpUATUI No
oBecneyeHnio cTabWUNBHOTO KAYECTRA NPOOYKLMAN.

E.5 MNevaTHble maTepuan.!

E.5.1 Beugy ux kniouesoil ponv B obecnedeHny noaTBEPKOEH U MOEHTUMHOCTU NIEKapCTBEHHBIX CPEGTE creayeT
ofecnevnTs HaaexHoe M Be30nNacHoe XpaHeHne, a TakKe y4eT ABUKEH A NeYaTHeIX MaTepuanos [FTOCT P 52249 (nogpas-
nen 3.25)].

E.5.2 Mo y4yeTy ABWKEHMWS YNAKOBOYHBIX MaTEPUANORB, B TOM YUCE NPOMaPKUPOBAHHBIX, HA NPEANPUATUNA OOITKEH
6biTh pazpaboTaH oTAeNBHBIA AOKYMEHT, B KOTCPOM OTPaXAEeTCA NOPAAOK NepeAaqy ynakoBoUYHbIX MATEPUANOB Ha BCeX
aTanax Npov3BOACTBaA C YKA3aHWEM OTBETCTBEHHbIX Muu. Jluua, oTBETCTREHHEIE 33 yYeT ABWMKEHUA 3TUX MATEPUANCB,
HazHa4valTCA NpUKasom PykoBoguTens.

E.5.3 CnegyeT nposepaTh 6anaHc YMcna nonydeHHbIX, CNONB30BAHHBIX M BO3BPALUEHHBIX 2TUKETOK ANA rOTOBONA
npoaykuum u 6anaHc Mcnofib30BaHHbIX STMKETOK M UMCNa roTOBLIX eQMHUL Npoaykuui. CnegyeT aHannsnMposaTh M paccne-
AOBaTh NPUYMHLI PACXOKASHWUA MEXOY NONYYEHHBIMKA JaHHBIMM.

BanaHc MoXeT He NpoBOAUTLCA ANA PYNOHHBIX UMW Pa3peaHbiX 3TUKETOK, ECNA NPeaycMOTPEH aBTOMAaTUYECKUNA
100 %-HbliA KOHTPONE NPABUMEHOCTU HAHECEHWUA ITUKETOK.

HewucnonbaoBaHHble STUKETKA, COAE PXALLME HOMED CEPUKM TOTOBOW NPOAYKL MW, OOMKH bl YHUMTOXATHCA C COCTABMNE-
HWEeM NpoToKona.

E.6 MarepwnankHouIil GanaHc

Mocne 3aBEpLUEHUA NpOoN3BOACTEE U YNAKOBKW CEepU NpoayKUuK BRINONHASTCA CONOCTaBNEeHNUE TEOPETUHECKOIO U
(bal('l'l’lquKOFO BblXOoOa NpoayKuKnn. ConocTasneH1e BHINONHASTCA NPOU3BOACTBEHHBIM NogpasfgeneHuem. I'Iocne,qyro—
W1e NpOBEPKN NPOBOOATCA, KAK NPAEBUNO, OTOENOM KOHTpPONA Ka4YEeCTEA.

E.7 PaGoTa c oTKNOHEeHHLIMUW MaTepuanamu (npoayKunein)

E.7.1 MpuuuHbl NioGoro oTKNOHEHWA criefqyeT paccneqosaTs M pazpabaTbiBaTs MeponpuATUA No NpegoTBpalle-
HWID ero NOBTOPEHUA.

E.7.2 PaboTa Cc OTKNOHEHHbIMK MaTeprManami (NpoaykuMed} AomkHa ObiTe OTpaXKeHa B cneLluansHOl MHCTPYKLLMK,
B KOTOPOM YKazbIBAKOTCA:

- KPWUTEPHW OTKIOHEHUA NPOAYKLMM UITN CCHINKA Ha STU KPUTEPUM;

- NOPSAAOK NPUHATAA PELUEHUS B OTHOLUIEHWU OTKNOHEHHBIX MaTEpPUanoB (Npogykuun);

- nMua, NpUHUMatoLMe peleHune of OTKNOHEHWM;

- AeMCTBWA C OTKITOHEHHBIMM MaTepUanamu (NpoaykuMeid) (Bo3epat NocTaBLWMKY, NOBTOpHaA NnepepaboTka, yTUnu-
3auusA, NonyyYeHUe paapelleHus Ha UCNoNb30oBaHne U Np.);

- MapKMpOBaHWE U MECTO XPAHEHUS TAKUX MAaTEpPUANOR (NpoaykLmMn).
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E.7.3 WHcTpykuwa no aedcTBASAM nepcoHana B criydae oGHapyeHWa HeCoOTBETCTBUIA OOMKHA COAEPXaTh!

- NOPAZOK PErMcTpaLMi HECOOTBETCTBHA;

- NopAgoK MHOPMUPOBAHKUA BbILLECTOALIMX AL

- Mepbl N0 0becneveH o COOTBETCTBUA NepepabaTeliBaeMoin cepii 3adaHHBIM TpeBoBaHuAM.

MepepaboTka OTKNOHEHHBIX CEPUIA ONYCKaeTCA TONBKO MO paspeLleHuio oT4ena KOHTPONA Kav4ecTBa CorMacHo CooOTBET-
CTBYIOLLEN AOKYMEHTALMMN 1 G NTPUHATUEM Mep, obecneumBaloLLIMX COOTBETCTBME NepepabaTbiBaeMoi CepuMi 3adaHHbIM Tpebo-
BaHWAM.

JonxHel BbITe chOpMYNUPOBaHbI YCIIOBKS, NPKU KOTOPLIX AonycKkaeTes NepepaboTka NPoay KL M.

E.7.4 naxpaHeHWs OTKNOHEHHBIX MaTepHanos (NpogyKuu} GOMKHEI BbITe NPeaycMOTPEHEl CelnankbHble NoMe-
WeHUA (30HbIY. Ana HarnagHOCTWU UX cneayeT BLIQENUTE (HanpuMep, LBETOM} U NPUHATE Mepbl NPEfoCTOPGKHOCTU OT
HEeCaHKLMOHWMPOBAHHOMO JOCTYNA B HUX.

E.7.5 DokymeHTauuio no paboTe ¢ 0OTKNOHEHHBIMW MaTepyanamMy U NpodykuUed cneqyeT XpaHuTs B TEHEHWE yCTa-
HOBNEHHOro NepUoaa BpEMEH U, ONpedeneHHOro CUCTEMON YNpaBneHUs AoOKyMeHTaUWen, AeACTBYIOLLER HA NPeanpUATUM.

E.8 XpaHeHuWe npoaykuun

CnenyeT pazpaboTaTe TpeboBaHMA K XpaHeH U NpoayKLMK B COOTBETCTBMN C hapmMakoneMHon cTaTeel, B TOM YMC-
ne TpebosaHus:

- KHanpasneHWio B KAPaHTUHHOE XpaHeHue A0 NoNYyYeHUA paspelleHns Ha peanu3auuio;

- KYCNOBWAM XpaHeHUWd, NapameTpam MUKPOKIMMaTa, OGBELLEHHOCTM W NP, NPU KOTOPbIX rapaHTUPYeTCA COXpaH-
HOCTE NpoayKuMK 6e3 yxyaweHns ee CBOACTB.

Opyrue Tpeboarua — no FOCT P 52249,

22



rOCT P 52537—2006

NpunoxeHne F
{(cnpaBo4Hoe)

I'Iopﬂ,qox OpraHn3auvi KOHTpond NCNOonHeHWA

F.1 KoHTpone MCnonHeHWA AOKYMEHTOB NOBLILIAET YPOBEHb OTBETCTBEHHOCTH 3a BhINONHASMYID paboTy U HanpaeneH
Ha CBOEBPEMEHHOE W HaANexKalee UCNONHEHNE OOKYMEHTOR, NOCTYNAIOLMX HA NpeanpUATUE U pazpaBoTaHHbIX CaMUM Npega-
NpUATUEM.

OTCYTCTBME [OMKHOI KOHTPOMA MCNONMHEHWA NPUBOOMUT K CReayowemy:

- yTepe QOKYMEHTOB;

- HEWCNOMNHEHUD AOKYMEHTOB B CPOK UINM HEUCMOMHEHMIO UX BOOGLUE;

- HeOopraHM3oBaHHOW paboTe UCNoNHMTENel, B OCHOBHOM NO METOQY «YCTPAHEHWA OTKNOHEHWA» C ANeMEHTaMK Crly-
YaAHOCTW M XaOTHUUHOCTH;

- NpakTU4ECKOM HEBO3MOXKHOCTA BOCCTAHOBUTE UCTOPUIO paBoThl ¢ JOKYMEHTAMW U PONb KAXO0M0 U3 UCNONHUTENENA.

F.2 KoHTponb MCNONHEHHA MOXET ObITh CMNOLWHBIM UMW BEIGOPOYHLIM.

Ecnu Ha npegnpuAaTAM He NpeaycMOTPeH CMNOLWHOA KOHTPONb, TO AOMKEH ObiTh YTBEPXOEH NepeyveHb AOKYMEHTOB,
WCMOMNHEHWE KOTOPbIX NOANEXMT KOHTPOIIO.

F.3 OTteeTcTBEHHBIM 33 UCNONHEHUE OOKYMEHTA (OTBETCTBEHHBIM UCTIONTHUTENEM ) ARNAETCA NULLO, YKA3aHHOE B NepeYHe
WCNonHUTENeR (pe3oniouyn Ha BXodsaLeM AokyMeHTe) nepBaiM. OTBETCTBEHHOMY UCTIONHUTENIO NPEAOCTARNASTCA NPABO0 CO3bl-
Ba COMCMOMHATENSIA.

CoucnonHuTenn obazaHbl NpeaocTaBuTe OTBETCTBEHHOMY MCNOSHUTENH 38 YCTAHOBNEHHBIA UM Nepuog BpeMeH 4o
WCTEYEHNA CpOKa UCMONHEHWA AOKYMeHTa Bce MaTepuansl Ana o6obweHun U NnogroToBKA NPOEKTa COOTRETCTBYIOWEND AOKY-
MeHTa.

CoucnonHUTENM HECYT PaBHYIO € UCTIONHUTENEM OTBETCTREHHOCTE 33 CBOEBPEMEHHOE U HaONekKallee UCNONHEHVE
OOKYMeHTa.

F.4 cnonHeHWe pokymMeHTa MOXET ObITh pasgeneHo Ha aTansbl M CocTaBneH NnaH-rpaduk, BKIKYaWMWIA B ceba Hau-
MEHOBAH WA STAMNOB, UCNOMHUTENEH U CpokM ucnonHeHus. MnaH-rpaduk cocTagNAETCA UCNONHUTENEM U YTBEPKOAETCA MULOM,
KOHTPONMMPYHOLLMM UCNOMNHEHME.

F.5 Ha npeanpuaTui gomkHo GbITs HA3HAYEHO HE33BUCUMOE NULO UMW CTPYKTYPHOE NoApasgeneHue, ocyLWEecTBAIO-
Lee y4eT UCMOMHEHUA U NOQUMHAILWEECA HENOCPeACTBEHHO PYKOBOOUTENK CNY:KOLI Oenonpou3BOACTBa (PYKOBOAMTEND
WHhopMaLMOHHON CITyKGbI), PYKOBOOUTEN O CIYHO b KavecTBa N Pykosogutenta npegnpuaTia. Ha npegnpuaTiax c Hebonb-
LM 0D BEMOM JOKYMEHTALUMA 3TU OYHKLMM MOTYT ObITh BO3MNOKEHbI HA CeKpeTapsa MK Opyroe NMiuo, CBA3AHHOE C ASNONpoMn3-
BOOCTBOM.

B ofs3aHH0oCcTM gaHHoro nuua (NnogpazgeneHusn} BXoAuT cregylollee:

- MOCTaHOBKA QOKYMEHTA Ha KOHTPOMb,

- MpOBEpKa CBOEBPEMEHHOM AOBEAEHMA AOKYMEHTE 00 UCMONMHUTENER;

- NpeaBapuTenbHAA NPOBEPKA U pErYNMPOBAHUE NPOLECCa UCNONHEHUS;

- OUeHKa KOHTponsa (HabnogeHWe ) 3a NPoLecCoM UCMONHEHUA OKYMEHTA;

- CHATWE OOKYMEHTA C KOHTPOSA B YCTAHOBNEHHOM NOpAOKe:;

- aHanu3UCNomNHUTENLCKON QUCLUNNUHBI OTAENBHBIX UL, NoApasaeneH Wil M NpeanpuUATUA B LENOM, a TAKKe NOAroToB-
Ka COOTBETCTBYHOLUMX MaTeplalios ANA PYKOBOOCTBA C LeNki NPUHATUA peLUueHiA No YNpaBneHno YposHEM QUCLUMIIMHL;

- NpegcTaeneHne ooKnaaa pykoeoacTey 06 MCNOMHEHMM JOKYMeEHTA.

AanHoe nuuo (nogpasgeneque) paoTaeT COBMECTHO € NULAMMW, OTBETCTBEHHbIMM 33 AEN0NPOM3BOACTBO B APYriX Nod-
pasgeneHusx opraHu3aLuu.

F.6 CneayeT pasnuyaTth y4eT UCNONHEHWA W KOHTPOSE MCNonHeHuA. Mpu yueTe MCNOMHEHWA He oUeHWBaeTCH,
OeNCTBUTENEHO MU JOKYMEHT UCNONHEH, a NUWL CUCTEMAaTU3UpYyeTCcA patoTa no ydeTy UCNONHEHUA W NPOBEPAETCA Mpa-
BMNEHOCTE OhopMMEHUA GOKYMEHTOB.

KoHTponb UcnonHeHWA ocyLIECTBNASTCA MUUOM (nogpasgeneHuem), cnocoBHbIM oLEeHUTE BeinonHeHue TpebosaHui
JOKYMEHTA B NONHOM ofbeme. B oToenbHbIX cnydasx dyHKUMW YHETA U KOHTPONSA UCMONHEHUA MOTYT GbITh COBMELLIEHbI M BO3-
NOXeHbl Ha NALO (NogpasaeneHne), OCyLWEeCTBIALWES KOHTPONL UCNOMHEHUSA.

F.7 Konuu gokymeHTOR, NoanexalMx KoHTPonio, OomkHb! GbITs CBOEBPEMEHHO BblgaHbl NoQ pacnucKy BCEM UCNOMHKU-
TenAM 1 niuam (noapazgeneHdio}, OCyLUeCTBNALWMM KOHTPOSb U YUET UCMONHEHUA.

F.8 Cpoku ucnonHeHus QOKYMEHTA MCHUCTIAIOTCA B KaneHdapHbIX OHAX OT AaTkl NOCTYNNEHWUA OOKYMEHTa HA Npeanpus-
The UNK OT AaThl NOGNUCaH WA BHYTPEHHEr0 JOKYMEHTA, 38 UCKITHOMEHUEM CITyUaeB, OroBOPEHHbIX 3aKOHOAATENECTBOM UMK HOP-
MaTMBHO-NPaBOBLIMW akTami. CpoKkA UCNONHEHMA YKasbiBaTcA PykosoguTenem B pe3oniolMi Ha NocTynatowem (BHelHeM)
OOKyMeHTE NGO B TEKCTE BHYTPEHHEND OOKYMEHTA.

F.9 Ha pokymeHTax ons kKOHTPONA NPOCTABNASTCA WTamMn « KOHTpOnby B NPaBOM BEPXHEM MOMe.

F.10 MocTaBneHHble HA KOHTPONE JOKYMEHTHI BHOCATCA B §a3y OaHHBIX NO KOHTPOIIO AOKYMEHTOB.
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F.11 Ecnuv HeBO3MOMXKHO UCMOMHWATL AOKYMEHT, TO UCMOMHWATENL QOMKeH 3a6naroBpeMeHHo 06paTtuTsCA ¢ NUCEMEHHON
npocsBoi O NpoaneHUM Cpoka UCNONHEHUA K PYKOBOOUTENIO, YCTAHABINMBAIOLLIEMY CPOK UCNOTNHEHUS, KOTOPLIA M NPpUHUMAET
pelueHue 0f UZMEHEHUA GPOKA UCTIONTHEHWS.

W3meHeHMe cpoka UcnonHeHWA ohopMIASTCA AOKYMEHTarNLHO, 3aHOCUTCA B 6a3y AaHHBIX KOHTPONA AOKYMEHTOB 1 CTa-
BUTCH Ha y4eT.

F.12 TMpuocTaHOBWUTL MCNONHEHME OQOKYMEHTA, & TAKGKE OTMEHUTL Ero MOXET TONBKO PYKOBOAMTEN L (OpraH), NoAnucas-
LUMIA AaHHBIA OOKYMEHT, NB0 BhILLECTOAWMIA PykoBoguTens.

F.13 CrnepyeT pazpaboTaTb TEXHOMOMMIO KOHTPOMA, MO3BONALYID HArMAQHO OTCNEXKMBATE NPOLECC UCMNONMHEHWA
JOKYMEHTOB.

MoryT ucnons3oBaThCH CreaytoLmMe CUCTEMBI KOHTPONS [5], NpeaycMaTpUBaloLLMe BEOEHWE:

- KypHana KoHTpons;

- KOHTPOMbHBIX KAPTOMEK MO KAXKOAOMY OTAENBHOMY OOKYMEHTY;

- KOHTPOMLHOW KapToTeku, kKoTopas chopMupyeTcs U3 6aabl AaHHBIX MCOAEPKUT ABA pazaena: KeHTPONMPYEMbIA MacCUB 1
UCTIOMHEHHBIE AOKYMEHTbI.

MpW BegeHWUWA KOHTPOMLHOW KAPTOTEKM ee NepBblid pasaen Aenutcd Ha 31 aueiky No Ydcny gHel mecAua, Ha aonon-
HUTEINEHbIE AMEKN ANA NOKYMEHTOR, CPOK MCNONHEHWS KOTOPLIX HACTYMWT B CEAYIOLLINX MeCALAX, U AYENKN ANA OKYMEH-
TOB, GPOK MCNOMNHEHWUA KOTOPbIX UCTEK.

B Aueikn MOTYT BKNagbiBaTLCA KOHTPOMbHBIE KAPTHI, B KOTOPLIX YKa3bIBaIOTCA HAUMMEHOBAHWE AOKYMEHTA, ero gara
WHOMEP, UCTIONHWUTENM, ML, OTBETGTBEHHOE 38 KOHTPOIb, CPOK UCNIONTHEHWA U OTMETKM 06 McnonHeHun. BTopoid pasgen
KAPTOTEKW COAEPXUT cBeaeHUA 06 NCNONHEHHBIX AOKYMEHTAX.

AhpekTBHOR hOPMOIA KOHTPONA ABNASTCA KOMNEHTEPHLIA YUeT UCNONHEHWA OOKYMEHTORB. [pK aTOM HaNOMMUHa-
HUS UCNOMHATENSAM MOMYT HANPABNATLCH N0 ANEKTPOHHOM NoYTe.

KomMnbioTepuaaLn s KOHTPONbHBIX ONEPaLWMIA NO3BONAET 3HAYMTENLHO YBENUYUTE 0GBEM KOHTpONA.

Ana HarnagHocTu MoeT GelTh ochopMneH cTeHd, OTPaXaLWAA UCNONHUTENLCKYID UCUMNIUHY, Nubo, nNpu Ha-
TNM4MM KOMMNBIOTEPHON CETH, CO3AaeTCA COOTBETCTRYIOLANA NpOrpaMma, 4oCTYNHasA BCeM NoMb30BaTeNsaM qaHHoro npea-
NpUATHA.

F.14 Nuuo, 0TBETCTBEHHOE 33 YYET MCMOSHEHWA, B TEYEHUE TPEX-NATH AHEH A0 UCTEYEHWUA CPOKa HanpaenAsT
WCMOSTHUTEND MU3BELLEHUE-HANOMUHaHKe.

F.15 Mocne UcnonHeHWs qoKyMeHT CHUMAETGCA C KOHTPOSA. PelleHue 0 CHATMW NPUHUMAETGA NTULOM, Ha KOTOpoe BO3-
ToXeH KOHTpoIb. PelueHne ohopMnaeTca oTASNEHBIM JOKYMEHTOM (MPOTOKOMOM W Mp.), @ Taioke AenasTcq Nognuck Ha KoH-
TPONBHOW KAPTE U T. A,

B npaBom BepxHeM YTy AOKYMEHTa CTABUTCA LUTaMN «CNONHeHo», BHOGATCA COOTBETCTEBYIOWME U3MEHEHUWA B KAPTO-
TEKY UMW B KOMNBIOTEPHYO 6a3Y AaHHBIX, UMW NPOCTARNAIOTCA OTMETKM Ha KOHTPONbHOM KapTe. Mocne aToro AoKyMeHT oTnpas-
TNABTCA Ha XpaHeHue.

F.16 WcnonHeHHble DOKYMEHTbI W AaHHBIE 06 UX UCMONHEHUW OOIMKHBI XPAHUTLCA B TEYEHWE YCTAHOBNEHHOTO CPOKa.
CpoK xpaHeHUA ycTaHaBNMBAETCA NPEANPUATUEM, HO HE MOXET BbITh MEHbLUE CPOKa XPaHEHWA AOKYMEHTALWMMU Ha CEpUI0 NPo-
AYKL MUK, BEINYLLEHHON B TOT e Nepuog BpEMEHU.

CoxpaHsaeMble AOKYMEHTH! MOTYT UCNOSB30BaTLCA NPU aHanM3e PUCKOB B NPOM3BOACTBE, peKnamMaLMid u np.

[JonyckaeTcA XpaHeHWe QOKYMEHTOB Ha 3MNEKTPOHHbIX HOCUTENAX ¢ cobriogeHem Mep no oBecneveH o MX coxXpaH-
HOCTH.

KoHTpOoMb No CyLIeCTRY A3ET OLEHKY, HACKOBKO NPaBUIBHO M MOMHO pelleHa 3adau4a.

KoHTponb CpoKOB WCMonHeHWws BeneT cnyxba genonpouwssopcTea. OCHOBHOE Ha3HadYeHWe OAHHOTO BUMOA KOHTPO-
A — onepatueHoe 0GHapPYKeHWE NEePBLIX NPU3HAKOB CPbIBa UCMONMHEHUA JOKYMEHTA, CBOEBPeMeHHoe MHopMUpoRaHue of
3TOM PYKOBOOMUTENA W, TEM CAMbIM, CO30AHWUE YCMOBWIA AN NPUHATUA HAANSKaLMX Mep No NpeqoTBpaLLeHNo CpbiBa Ha-
MEYEHHBIX MEPOTPUATUIA.
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NpunoxeHne G
{(cnpaBo4Hoe)

Tabnuya G.1— 3Tanbl co3gaHuA CUCTEMbI 00eCNeYeHUA KauecTea
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HaumeHoeaHue aTana

MenonHuTens

KeHTponupyiowmi otgen {(nuue)

1.1 MNpUHATHE pelleHUs O BBEAEHWUM CUCTE-
Mbl oBecneyeHus kauectea. Magarue npukaaa

1.2 dopmuposanue Coseta GMP (komuccuu,
pabo4eil rpynnel} No NoAroTOBKE K BBEASHUIO
cucTembl oBecnedeHns kadecTra. ManaHue npu-
Kaza

1 OpraHn3auMoHHbLIe Mepbl N0 BHeAPeHW CUCTeMbl oBecnedyeHUA KavyecTBa

PykoBoguTenb NpeanpusTis

1.3 Paspa6oTka nnaHa-rpacduka nogroTosku
K BBEOEHWIO cUcTeMbl oBecnedeHns KavecTBa.
YTBepxaeHue nnaHa-rpacuka

CogeT GMP.

PykoBoOWTENb NPEANPUATHS

PykoBoguTens
NpUATUA

npeg-

1.4 dopmynuMpoBaHMe nNONMTAKA B 0Gnactu
KauecTBa.

O6cykgeHWe NONWTUKA WM Nnava-rpacguka B
KONNekTuee (NogpasgensHuax).

YTeEpKOeHUe NonuTUkM B oBnacTyu kadecTea

CoseT GMP.
PykoeoguTenu nogpazaeneHuia,

PykoBoguTenb NpeanpusTis

1.5 PaszpafboTka (ochopmneHue) opraHuza-
LMOHHOMA CTPYKTYPbI MPegnpusaTHA

OTaen obecnedeHnn KadecTsa

Coeetr GMP

1.6 PaspaboTka (cBepka) TEXHONOTMYECKMX
pernaMmeHToOR W BCEA TEXHOMOrMYMECKOW OOKy-
MeHTaLum

OT,EIEJ'I FMaBHOro TexHonora

1.7 Paspa6oTka (cBepka} Bcero Kommnnekca
MHCTPYKLWIA U MeToaUK

PykosoguTenu nogpasgeneHun

1.8 OTpaboTka nopAgka BepeHWA NpOTO-
KOMOB cepuid NpodykuMu (MapLIpyTHBIX KapT}

MpoK3BOACTBEHHLIA OTOEN

Otnen  obecne4veHun

KayecTea

1.9 MNopgroToBka PykoBOACTBA NO KAYECTBY.
YTeEp#OeHue PykosoAcTEa Mo KauecTsy

OTnen obecnedeHnn KauecTBa.
PykosoguTens NpeanpuaTua

Coeetr GMP

1.10 BeeneHue cuctembl KOHTpORA WChon-
HEeHWA

Otnen  obecne4veHun

KayecTea

1.11 JokymeHTanbHoe odopMneHne cuc-
TeMbl CaMOWHCNEKUWA (BHYTPeHHero ayguTa)

OT1pen obecneyeHns KauecTea

CoseT GMP

1.12 O6yuyenue nepcoHana. OcBoeHue nep-
COHanoM KOMMNMeKca JOKYMEHTaUUMM WM OpYrux
anemenToe GMP

OThen noAroToBKM nepcoHana
(0ByyeHun)}

Otnen  obecne4veHun

KavyecTtea

2.1 ®opMynMpoBaH1Me 330aHMA Ha Nepeso-
OpYXeHWE MPOM3BOACTBA (334aHWsA HA NpOEk-
TUpOBaHWE)

2 KomnnekcHoe TeXHWYecKOe NepeBoopy:KeHUe Npon3BoacTBa

2.2 PaspaGoTka npoekTa

2.3 ATTecTauMa W KOPPEKTUPOBKA NpoekTa
(NpK HeOBXOOAUMOCTH)

2.4 Peanusayua npoekra

PykoBogcTBo
npUATHA

npeg-

2.5 ATTecTauus Npou3BoACTBa WU ero ane-
MEHTOB B NMOCTPOSHHOM, OCHALLIEHHOM U OKCNNya-
TUPYEMOM COCTOAHUAX

Otpoen  obecneyeHun

KavecTBa
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Oxotdanue mabnuuysr G. 1

HanmeHosaHne atana

MenonHutens

KeHTponupylowmn otaen (nuue)

3 Ayawvt 1 noaroToBKa K MHCNeKTUpPOBaHWUIO

3.1 BHewHuin aygut cuctemel obecnedeHun
kayecTea

Hezasucumasn opraHu3auua

Otpen  ofBecnedeHus
KavyecTsa

3.2 KoppekTupoBka No pezynsTaTtam ayauta

Otpen ofbecneyeHUA KavecTsa,
BCE NnoppasfeneHus

Coeet GMP

3.3 Ceptudmkauma nNpou3BoAcTBa Ha COOT-
BeTCTBME TpeboeaHuam MOCT P 52249

Opran no ceptucbukaunm

Otpen  ofBecnedeHus
KavecTsa

3.4 MpeacTtaesneHne Cuctembl oBecneyeHUA
KayecTBa HaA30pHOMY OpraHy (MHCNeKLuK)

MpumedyaHnue—Npeaceparens Coseta GMP — pykoBoautens npeanpuaTtua. 3amecTuTens npegcedaTens
CoBeTa — 3amMecTUTeNkb PyKOBOAWTENA NPednpuAaTWA Mo kavecTsy (QMpeKkTop no kadecTsy). 3acegaHns nNposoguT
npeacegatens CoBeTa, B UCKNIOYMTENBHBIX CMYYanX — ero 3amMecTUTENb.
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NpunoxeHne H
{(cnpaBo4Hoe)

PexomeHgauvn no npoBegeHVio ayauTa (MHCNEKU W)
Ha cooTBeTcTBME TpeboBaHuam NOCT P 52249

JaHHble pekomeHgaumMu cooTeeTcTByOT PykoeoacTey BO3 no uHcnekTupoBaHuio NnpeanpuaTuil — npouseoguTe-
nel nekapcTReHHbBIX cpeacTs [1], Lenbo KOTOpOro ABNAETCA rapMOHM3a UM NOPAAKA NPOBEASHUA MHCMEKLMA B CTpaHax —
uneHax BO3 n koTopoe Tawke pacnpocTpaHAaeTcs Ha cneaylolue Buabl ayauTa:

- aygMT, BEINOMHASMBIA He3aBMCUMOIA OpraHu13aLneid UM NULOM AN OLeHKU cucTembl oBecneueHuns kavecTsa (B
TOoMYKCNe NP cepTudnKalumn Ha CooTBeTCTBUE TpebosaHuaMm MQCT P 52249);

- BHYTPEHHWIA ayauT (CaMOWHCNEKLMA) NPeanpUATUA UMW €ro YacTu, NPoBoduMMble paBoTHUKaMKU camoro npeg-
NpUATUA;

- ayaMT NocTaBLMKA MO NOpyYeHUID 3akaauuka (noTpebutens).

PekomeHgauuMm MOTyT CNyXUTbe METOOMYECKOW OCHCBOW NpM NOArOTOBKE NpednpuATWA K NpoBedeHUID ayauTa
(MHCNEeKuMA).

B npunoxeHuax H 1 | BMecTo TEPMUHOB «ayguT (MHCNEKLMMA)}» NPUMEHAETCA TEPMUH «ayauT», ecni nanaraemoii
MaTepUan OTHOCUTCA KaK K ayguTy, TaK v K MHCNEKLMW.

H.1 3apavaayauTta

LlensoayanTta ABnAeTcA NpeAcTaBneHue geTanbHOro 0T4ETa 0 COOTBETCTEUM MPOM3BOACTRA U KOHTPONA KayecTsa
TpeBoRaHUAM CTaHAAPTOB C y4eTOM cneLu KM BoIMyCKaeMOR NPOaYKLMN. AYOUT HE A0KEH CBOOQUTHCA K COCTaBNEHWID
nepeqHA HegOCTaTKOB, HAPYLIEHWIA M HECOOTBETCTBMWIA. Mo pesynsTatam ayauTta credyeT AaTh OGHOBHbIE NPenIcKeHUA
NO COBEPLUEHCTBOBAHUIO NPOM3BOACTRA, cobniogas Npy aTOM YCroBMe koHhUAEHLMANbHOCTH.

AyaouT paccmaTpuBaeTCcs Kak NoMolb B paboTe U CTUMYN ONA NPOU3BOAMTENA COOTBETCTBOBATL TpeboBaHMAM
FOCT P 52249 nycTpaHATe UMELWMECA HEQOCTaTKN.

H.2 Mpouecc ayauTta

CneayeT onpegennTh NNaH NnpoeedeHUs ayauTa u opMy oT4eTa. B 2aBMCUMOCTH OT Lienu ayanT MoXeT ObITh pas-
TMYHBIM.

H.2.1 AygwuT B nonHom oGbeme

AyOuT BEINONHAETCA B NONHOM 0GHEMeE NO BCEM 3NEMEHTaM, UMELMM OTHowWweHne kK FTOCT P 52249 u nuueH3nN.
Mpu aTom credyeT ykasblBaThb:

- AIBNSETCA N NPOU3BOACTBO HOBBIM;

- TpebyeTtca nunpogneHue (0GHOBNEHWE) UMY BbIA4a HOBOW NULIEH3WU;

- BBEOEHbl M HOBbIE M3MEHEHUWA B NPOLLecchl NPOU3BOACTEA, KOHCTPYKLMN NOMELLEHWIA, TeXHONorM4eckoe oGopy-
JoBaHWe, cocTae nepcoHana v np.;

- oBHapyxeHHble HecooTBeTCTBMA Tpeborannam GMP;

- Jaty nocnegHero ayauTa;

- YCTpaHeHbl T 3aMeyaHns No pesynsTaTtamM npegsigyLero ayaura.

H.2.2 AyouTB coKpalleHHOM oBLeme

AyauT B cokpaweHHoM ofbeme npoBogUTCH ANA NMPOW3BOACTB, B KOTOPLIX NOCTOAHHOE COOTBETCTBUE TpeBoBa-
Huam TOCT P 52249 nogTeepxaeHo npedplgylimu aygutamu. MNpu aTomM oueHUBaeTcA cooTBeTcTBUE TpeBoRaHuAmM
FOCT P 52249, exogawWnm B NpeAMeT ayauTa, U CYLLeCTBEHHLIE U3MEHEHWUS, NOABUBLUMECA NOCHe NocnegHero ayguTa. Mo
Nony4eHHEIM peaynbTaTamM onpedenaeTca oTHOLWEHWE NPeanpUATUA Kk obecneveHuto kavecTea. Mpu obHapy:KeHU Heco-
0TBeTCTBUA TpebosaHuam MTOCT P 52249 nporognTca Gonee AeTansHbBIA ayanT.

H.2.3 KoHTponb no peaynbTatam ayauTta

Llenkto koOHTpoON#A No pe3ynsTaTam ayguTa ABNAeTCA NpoBepka yeTpaHeHUs oBHapyKeHHbIX HegocTaTkoBs. Kak npa-
BWMO, KOHTPOM b BLINONHAETCA B NEPUOA OT LECTU HEAENL A0 HECKONBKUX MECALLEB NOCIE ayQUTa B 3aBUCUMOCTM OT Xapak-
Tepa BbIABMEHHbIX HEOOCTATKOB W BbINOMHEHWs pazpaboTaHHbIX MEpOnpUATUA Mo WX ycTpaHeHuwn. KoHTponk
orpaHuqusaeTca cneyucudeckumn tpebopanuamu FOCT P 52249, koTopble 661N HAPYLWEHBI UMW HE BBINCIHANUCE.

H.2.4 CneunancHbIA ayauT

CneunansHbli ayauT NpoBCAUTCH ONA KOHTPOMNA NPOM3BOACTEA OTAENBHbIX NEKAPCTBEHH bIX CPEACTE U3-3a peKkna-
MaLMiA N OT3bIBOB NPOAYKLMKW, CBA3AHHBLIX C BO3MOXHbIMK AedekTamun. UHbopmauus o HebnaronpuaTHON peakuuu
YyenoBeKka Ha AeWCTBME NekapCcTBEHHLIX CPeacTB TakKe MOXKET YKa3bIiBaTh Ha HANUYUE BO3MOXHbBIX HEJOCTaTKOB. Takon
ayguT MOoKeT NPOBROAUTLCH TOMLKO ANA 0TAeNbHOr0 NPoAyKTa, rpynnbl B3aUMOGCBA3aHHBIX MPOAYKTOB UM OTAEMEHBLIX One-
pauuiil, HanpuMep, CMeLUMBaHUA, CTEPUNU3ALUM UM M3PKUPOBaHUA.

CneumnanksHbli ayauT MOXEeT NpoBOAUTLECH AMNA OLEHKUW NMpoLEecca NPOU3BOACTRA OTAENBLHOMO NPOAYKTA.
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Ewe ogHol npuyaMHOiA gnA Takoro ayanta moxeT GbiTe cGop cneundbnueckoi nHcdopmanm Uy ananus oTAenbHbIX
onepauuii ons BeipaBoTkM pekoMeHdaL WA Mo BHINOMTHEH WO NPOU3BOAUTENEM YCTAHOBNEHHBIX TpeBoBaH Ui,

H.2.5 Mepuogn4HOCTE N NPOROMKUTENLHOCTL NPOBEASHNS ayanTa

MepUoanM4HOCTE U NPOACIKUTENBHOCTE NPOBEAEHUA aYAUTA 3aBUCAT OT BUA MHCNeKL MU, 06bema paboTsl M Yucna
ayauTopos.

AyauT pekomMeHOyeTcA NPOBOAWTL PErynsapHO, B MaeansHOM cnyvae — exerogHo. [na KpynHbulx npegnpusTuil ¢
GoNbLWOR HOMEHKNATYPOA NPOOYKLMMA ayauT MOXKET MPOBOOUTLCH B BUAS HECKONMBKUX NOCELLEHUIA B TeueHue Bonee anu-
TenbHOro NepUoaa BPEMEHMW, HANPUMEpP MATU NET, €CNM OH PaBEH CPOKY ASHCTBUA MULLEH3MW UM cepTucbMKaTa Ha CooT-
BeTcTBUE TpeGoaHuam TOCT P 52249,

MpoacKATENBHOCTE NPOBEAEHUA ayanTa 3aBUCUT OT pasMepoB NpeanpuATAA (MPoM3BOACTBA) U Lenu ayauTa.
AyOuT MOXKET ANUTLCA OT HECKONEKWMX AHel A0 ABYX U Gonee Hepgenb. K ayquTy npyM HeoBX0aMMOCT MOTYT NPUBIEKATLCH
cneuuanucTel pasnuyHoro npoduns.

H.2.6 MNMoaroToBKa K ayauty

MpoeegeHWe ayguTa Ha4MHaeTCa G PACCMOTPEHUA ACKYMEHTOB NPEAnpUATHA. B Ux cocTas MOTryT BXOOWTE:

- NUUEH3WA Ha NPOU3BOACTRO;

- PercTpauloHHOE A0CkE;

- wHdhopmaumMa o NpeanpuaTUK;

- AOKYMEHTHI O PeKnamMaLMsx U 0T3bIBax NPCAYKLUMK, Pe3yNbTaThl UCMBITAHUA M OTUETHI O NPEALIAYLLIAX ayauTax.

LleHHbIMU UCTOUHMKAMMA UHDOPMaLMKA MOTYT BbITh eXXerogHble OTYETHI ANA aKLMOHEPOR, OaHHbIE O PEKNaMaluaAx,
OTYETHI O NPOBEAEHUW BHYTpEHHero ayauta. BoamoxXHOCTE NpeacTaBneH s AaHHBIX AOKYMEHTOB ONpeaenAeTca camum
npeanpuaTUeM. B HEKOTOpbIX CNy4asx NpeanpusiTUE NpeacTaBNAET ayquMTOpy OTYETbI O NPOBEAEHUM BHYTPEHHEIO ayanuTa
ansa obweit nicpopmMal M nocne Toro, Kak OH 3aBepLUIMT CBOW COGCTREHHBIA OTHeT. Kak MUHUMYM, CNEdYET NPOBEPUTE
NepUOAMUHOCTE MPOBEAEHWA BHYTPEHHEIO ayauTa M nepeyeHb 0GLEKTOR Ha NPEANPUATHI, Ha KOTOPLIX OH MPOBOAMIGCA.

H.2.7 MpoBegeHue ayauta

AyauT MOXeT NPOBOAUTLCH ANA OLEHKW HOBLIX NPEeOnpUATUA U HOBbIX MPOU3BRCACTBEHH bIX TMHUIA, 2 TAKKE OMA NpU-
HATHUA peLleHns o NpoaneHud (o Bo30BHOBNEHUM AeACTEUA) NULeHauM. O NpoBedeHUW NNAHOBOTO ayauTa npeanpusaTie
npegynpexaaeTca 3apaHee.

AyauT MOXKET NPOBOOMTLCA B COKpaLLeHHOM 0fbemMe Npu NpoBeAEHUA UHCMEKLMOHHOTO KOHTPOA NO pezynsTatam
npegbIayLWwero ayauTa u B crneluanbHblX cryvasx.

MpoeegeHWe ayguTa Ha4uHaeTcA GO BCTPEYM ayOQUTOPOB ¢ PYKOBOACTBOM NPEANPUATHA M NULAMM, OTBETCTBEHHbI-
MW 33 BbINYCK NPOAYKLWMW Ha AaHHoM y4acTke. CnenyeT NpeabsABMATE JOKYMEHTHI, YOOCTOBE PAIOLLME NOJHOMOYME NPUCYT-
CTBYHOLWMX AL, U U3Narath LUens NpoBeAeHUA ayauTa.

XenaTtenkeHo, 4To6eI Cc ayauTopaMu nocTosaHHo paBoTan, no kpainHed Mepe, 0AWH NPeaCcTaBUTENb, HENOCPEACTBEH-
HO Y4aCTBYIOLMA B NPOW3BOACTRE MPOAYKLMU Ha MHCNEKTUPYeMOM yyacTke. OH AOMKEH 3HATL CUCTEMY OBEecneYeHus
KayecTBa NpeAnpUATAA U YYaCTBOBATL B NPOREAEHUU BHYTPEHHUX 2YAUTOB.

Mocne aToro ayguTop MOXKET NPOBCAWUTE aHANKWA AOKYMEHTOR UMM OCMOTP NPEANPUSATUA, UMK U TO U gpyroe. 3To
NO3BOMNUT MY BRIPABOTATL OKOHYATENLHBIA NNaH NpoBeAeHus ayauTa. PekomeHgyeTcs, 4TobbI ayauTop NoaroTasnyMeanu
peanuaoBbIBAN STOT NMaH No CBOEMY YCMOTPEHUIO, & HE CNedoBan NnaHy pyKoBOACTEa NPeanpuUsaTUs.

[na npoeeaeHAsA ayquTa CyLLIeCTBYET HECKONBKO OB LLMX MpaBusl.

a) AyauT gomKeH NpOBROAUTLCH B COOTBETCTBUM C NEPBOHAYANEHBIM NNAHOM, HACKONLKO 370 BO3MOXHO. Cneundu-
yeckue ANfA AaHHOTO NPOM3BOACTRA ASMCTBUA, HANPUMEpP BHYTPUMPOWM3BOACTBEHHLIA KOHTPONL U pabovan AoKyMeHTa-
UMA, MOrYT NPOBEPHATLCA B MECTE UX BhINonHeHus. CnegyeT o6paTuTe BHAMAHUE HA TAKWE BONPOCHI, KAk MO rOTORKA BOAb,
XpaHeHue oBpa3lUoB WM aTTecTauuma.

b) PekomengyeTcA npocneawnTs NpoLece NpOM3BoACTBa OT NPUEMa UCXOAHBIX MaTEepUAanoB A0 OTrPYaku roTOBOM
npogykumu. Cnegyet TwaTensHo 3aMKCMpOBaThL 4aCTOTY OT3bIBOB M BO3BPATa NPOAYKLMM.

c) TpebyeTcs aHanu3 Takux JOKYMEHTOB, KAK MPOMBIWMEHHBIA pernaMeHT, METOOUKW UCTIBITAHUA, UHCTPYKLMA,
NpOTOKONE! CEPUI (BKMIOYARA NPOTCKOMLI NPOBEAEHAS aHANNIO0B, AOKYMEHTHI N0 KOHTPOMIO NEYATHLIX MaTEPUANOB U one-
paLMil MapKUPORKU U Np. ).

AyauTop MOXET NoNb30BaTLCA KPATKUM KOHTPONBHBIM NUCTOM, Y4TOBbI NpOBEpPUTE BCE HEOBXOAUMBIE BOMPOCH.
MoapoGHble KOHTPOSEHBIE NACTLI C BLICOKOM CTEMNEH b0 AeTannaaluu, pazpadoTaHHele Ha ocHoee TOCT P 52249, ucnons-
3ytoTcA AnsA obyueH ua ayguTtopor. OnbIT NOKa3bIBAET, YTO KECTKOE CNEAOBaHUE CITMILKOM NOAPOGHBIM KOHTPOIBH bIM UG-
Tam MOXET MPUBECTH K MPOMYCKY CYLIECTBEHHbIX HEOOCTATKOB CMCTEMbI 0DecnevyeHWA KauvecTBa, OTHOCALUMXCA K
cneyunduyeckoMmy HanpasneHuo paboTel NpegnpuaTUA. ANg onbITHOrO ayauTopa 3HaHue cnabbix MecT NpeanpusaTUA 1
WHTYWMLMA NomoralT BonkLle, Yem KOHTPOnbHblE MUCTHl. PekomMeHayeMble KOHTPOSbHBIE NMCTHI NpUBEeAgHbl B Tabnu-
uax 1.7, 1.8 {(npunoxerue l}).

H.2.8 Mporpamma UCNbITaAHWMIA Ha cTaBUMNBHOCTL (NPOBEPKa cTabUNBEHOCTH)

CnepyeT ybeauThcA, YTO CYLWECTBYET NporpamMma perynapHoro otéopa npob Bcex BUAOB NPOAYKLAM C NPOU3Boa-
CTBEHHOTO Y4aCTKa ANA UCNbITaHWA Ha cTabunesHocTs. MeToguka ucnuiTaHuil Ha cTaBUNBHOCTE ACMKHA NpegycMaTpuBaTh
TaKWEe CTPECCOBRLIE 3HAYEHUS TEMNEPATYPH M OCBELUEHHOCTU U aHANUTUYeCKMe MeToakl OLEHKU CTaBUNBHOCTU, KOTOpLIE
No3BONAT cAenaTh BeIBOA O cTaBUNLEHOCTM NPOAYKLMMW B TEYEHUE YCTAHOBNEHHOTO CpOKa XxpaHeHus. Mporpamma nomkHa
npegycMaTpuBaTh NOBTOPHYIO OLEHKY cTABUNEHOCTW nocne NioBbix U3aMeHeHWH B Npolecce NPOUIBOACTEA UMW COCTABE
nNeKapcTBEHHOTO CPeacTRa.
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CnedyeT perMcTpMpoBaTh CYLWECTBEHHBIE MBMEHEHWA B NOMeLLEHNAX, 0BopyaoBaHUU, NPOAYKLUA U PYKOBOAALLEM
nepcoHane nocne NpoBegeHuA nocnegHero ayauTta. 3TW U3MeHeHUs MOTyT NPUBECTHU K OTKIIOHEHUIO OT YCTAHOBNEHHbIX
TpebosaHWil MHecooTBeTCTBMIO TOCT P52249. Hanpumep, HoBoe 060opyaoBaHWe MOXKET NOTpeboBaTh pa3paboTkM HOBLIX
WHCTPYKLMIA, HOBasA TEXHOMOrMYeckan NuHWA MoXeT noTpebosaTe NepepaboTki JOKYMEHTaUWM Ha NpodykuMio, Npuxog
HOBOTO PYKOBOAWTENA OTAENA KOHTPOMA Ka4ecTBa MOXKET M3MEHUTE CTUIb U MeTOAL! paboThl.

LienecoobpasHo npeaycMaTpMBaTh BO3MOXKHOCTb BbINONHEH WA BUGEOCHEMKM NPH NPOBEAEHUW ayauTa ans nony-
YeHUA AOKYMEHTaNbHOro CBUAETENECTBA O COCTOAHMIM NPOM3BOACTBEHHbIX NOMeLLEHWIA UM NatopaTopuii.

CUTyauMOoHHBIA NNaH, a8 B HEKOTOPLIX CryYanx — MaTepuansl a3podhoTOCHEMKM, BO3MOXKHO C OXBATOM NpUNeralo-
W el TepPUTOPUM, MOTYT BbITE NONYYEHBI OT NPeANpUATUA COBMECTHO G APYTMMW MaTepuanamiu, BKIYaeMbIMK B OTHET.

H.2.9 OT16op npob

OO6bLIMHOMA NPaKTUKOA MHCNekTMpoBaHuA [1] AsnaeTcAa oTbop npob AnA npoBeOeHHMA UCNbITaHWA B oduLManbHO
aKKpeaUTOoBaHHOW KoHTponbHOM NabopaTopuu. Kak npasuno, npo6bl (06paszub} oT6upaloT U3 BeINYLLUEHHON B peanv3auuio
NpoAyKLMK, HANPUMEP CO CKNaaa roToBoi npoaykuun. MoryT Takke oTéupaThcs NpoGsl MCXOAHBIX MaTEPUAN0oB UMW Npo-
MEXCYTOMHOM Npogykuvin. AnA coxpaHeHnua LenocTHOCTU NpoBy oT6upaloT B COOTBETCTBMM ¢ METOAUKON 0TBOopa NpoGbl u
ee aHanuaa. Mo pesynsTatam oTGopa ohopMaADT OOKYMEHT, B KOTOPOM yKa3blBaeTcH clegyiollee:

- HaumeHoBaHWe Npodykuuu, NnpoGel (0Gpasys} KOTOpOM B3ATH ANA aHANU3a, HOMepa Cepwit, AaTta, mecTo oTéopa
npo6, yucno npo6 U AaHHble 06 yNakoBKe U YCNOBUAX XpaHEHWS;

- conyTcTBylowWMe chakTopel M YCNOBWA, HANpUMep, npeanonaraemele gedekTbl, TEKYLLUA aHanu3, Nposepka cooT-
BeTcTBUA TpeGosaHuam FTOCT P 52249;

- yKazaHua no nnomGupoBaHuio KOHTERHePOB ¢ NpaBamu;

- NUCbMeEHHOe NoaTBEPXKAeHUE NpUema Npob ayquTopoM (BO3MOXHO, ¢ cepTudMKaTOM Npon3BoaUTENA C AaHHBIMW
aHanu3a v gpyruamm JoKyMeHTamu).

MpeacTaBUTENIO NPEANPUATHA, CONPOBOXKAIOLWEMY ayauTopa, cnedyeTt oTéUpaTe AyGnupytowme npobkl M3 Toi xe
cepuu ANA NpoBegeHUa UCNbITaHWIA B 3aBOACKOI NabopaTopuu Ha cnyYaid BO3MOXHBIX BOMPOCOB.

H.3 Oryer

PekomeHgyeTcA pa3genuTb OTYET Ha YeThIpe YacTu: obwana nHcopmaL s 0 KOMNaHuu U NPOM3BOACTBEHHbIX NOME-
L EHUAX, ONUCAHUE NPOBEOEHUA ayAWTa, COENaHHbIe 3aMmedaH s, Boleogbl. BcnoMoraTeneHble AaHHele MoryT ObITe NoMe-
WeHbl B MPUNOXKEHUE (HOMEHKNaTypa BbIMYCKAaeMOW NpoayKUMKW, OpraHMzalMoHHan cxema, rogoBod oTveT o paboTe
npegnpuaTuA, potorpachumn np.}.

AnA aKkoHOMUM BpEMEHW NEPBanA YacTh MOXeT BbITh NpeAcTaBneHa npeanpuATUEM aapaHee. AyauTop, HaxoOsack Ha
NpeanpuATAU, MPOBEPAET NPABUITEHOCTL 3TUX AaHHbIX.

Bo BTOpOM yacTu oTyeTa crnegyeT AaTth nogpobHoe U NocrnefoBaTenbHoe oNMcaHue NpoBeAeHUs ayguTa ¢ ykasa-
HWeM NPOBEPEHHBIX NoApasasneHuil (cknagel, nabopaTopun) M pPacGMOTPEHHBIX OKYMEHTOB NpeanpuaATAA (MPOTOKONE 1
Mnp.), & TAKKe NPUBECTM AaHHble 06 oToBpaHHeIX NpoBax U NoNyYeHHbIX peaynbTaTax.

B TpeTbei YacTu npueogATcA 3amedaHud. CnegyeT oTpasuTh M3MEHEHWRA, YNYYLUIEHUA UMK NMPUMEpPBI YXyOLWeHUs,
NpoMU30LWeIUIME NOCNe NpeabayLero ayamTa.

MonokutensHble HabniAeHWA 4OMKHbBI BbITE NPeAcTaBNeHbI B BUAES ONMGAHWA NPOLECCOB, KOTOPBIE BEINONMHAKTCA
npeanpuaTUem ocoBeHHO XOPOLIO U MOTYT CIYUTE NPUMepaMK yocnewHoro cnegosaHua Tpebosainam FTOCT P 52249,

Mpu onucanun oTpuuaTensHbix hakToB (3amedaHniA} crnegyeT NpoBOAMTL paznuuune, ABNAETCA N HEAOCTaTOK
CBOWGTBOM CaMOM CUCTEMBI UM OH ABNASTCHA CNeACTBUEM HEBBINONHEHUA TpeBoBaHWA, NPpeayCMOTPEHHBIX CUCTEMOM.
Hanpumep, ecnu obHapykeHa HeyaoBneTBopuTENbHan yBopka (OMUCTKA), TO BaXKHO YCTAHOBUTL, COAEMKAT MU oWnGKA
WHCTPYKLUA No yBopke (M CyLLecTBYET N OHA) UK CYLLECTBYIOLAA MHCTPYKLWA HE BLINOMHASTCA.

B zagepluatollei 4acTu oT4eTa criegyeT NpUBECTU NepeMeHt 3aMedaHuii, HedoCTATKOB U Np. B nopsgke yBbuieaHuA
WX 3HAYUMOCTH, aThb PEKOMEHAA LW NO COBEPLUEHCTBOBAHWMIO paBoThl U YCTPaHEHWUID HEQOCTaTKOB. TPETLA M YETBEPTaA
4acTu gomkHbl GbITh PACCMOTPEHBI C PYKOBOACTROM NPEAnpUATAA M OTBETCTBEHHBIMW paBoTHUKAMW HA 3aKNIOMUTENEHONA
BCTPEME Mo peaynsTaTtam NpoBEASHUA ayauTa.

Konua Bcero oT4eTa ¢ yTBEPXKAALWE N NOANUCEI PYKOBOACTBE COBMECTHO C GOMPOBOAWTENBHLIM MACBEMOM Hanpas-
NAeTCcs PYKCBOACTBY NpeanpuaTud. PekomeHaauum no ycTpaHeHUo HeJoCTATKOB M CPOKM YCTPaHeHUs AomKHbI BbiTh
JoBefeHbl 00 PYKOBOACTRA NpeanpusaTUs.

Ao oTbezga ayauTopa pekoMeHOYeTcs MPOBECTU 3aKMYUTENBHYIO BCTPEYY C PYKOBOACTBOM MpednpuUATHA.
AyauTopy crnegyeT UanoxuTe pes3ynbTaTel cBoel paBGoThl, ykasaTs oGHapy#eHHbIe HAPYLWEHUA UMW APYryMe AaHHbIe.
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Npunoxexue |
{(cnpaBo4Hoe)

KOHTpOHbeIe BONpoOChLI NpK ayanTte (ﬂpOBEAEHMM VIHCHEKU,VIVI) npon3BoacTse

KoHTponkHblE BONpOCH NpUayauTe NPOU3BOACTE HA cooTBeTcTBUE TpeGoraHuam TOCT P 52249 penaTtca Ha OCHOB-
Hble U AOMNONHUTENEHbIE.

OCHOBHBIE KOHTPONbHBIE BOMPOCHI, COOTBETCTBYIOWMWE HoBoMy noaxcdy FDA CLUA [2], npueegeHsl B TaBnuuax
.1 — 1.8, gononHuTentHele Bonpockl — B Tabnuuax 1.7 — 1.8.

Tatonuuya I.1 — Cuctema obecnedeHus KauecTea

COueHka
Ne n/n KOHTpONBHLIN BONPOC 3amedaHus
Ha Het

1 BoznoxkeHa nu Ha oTaen KOHTpONA Ka4Y4eCTBa OTEETCTBEHHOCTbL 3a
pacCcMOTpeEHUE U COrMacoBaHWE BCEX OOKYMEHTOB MO BbIMYCKY NpOoayk-
UMK, KOHTPOND W ofecneyeHU0 KauyecTsa C LENbl rapaHTUpOoBaHWUA
COQOTBETCTBUA NpoayKUHUK CBOEMY HazHa4eHuw?

2 BoznoxkeHa nu Ha oTaen KOHTpONA Ka4Y4eCTBa OTEETCTBEHHOCTbL 3a
pacCcMOTpeHUE U COMMacoBaHWe BCEX OOKYMEHTOB, OTHOCALLMXCA K Npo-
TOKONam Ha cepmm?

CyLWecTBYET N UHCTPYKUMA MO aHanuay npoaykun?

4 BrINONHASTCA N aHanu3 NPOU3BOACTE HE peXe OOHOro paza B I'O,El?

BHINONHASTCA W NPU OLEHKEe NPOOYyKLMA aHanua TeHOaeHUMA unu
Apyroi MHGHOPMALUU 0 CEPUSAX KRKOOTO BUAA BLINYCKAEMOR NPogyKLMU?

6 CyLLecTBYET NW MHCTPYKUMA NO aHanu3y KayecTBa U paccMOTPEHUIO
peknamauuin?
7 BrinonHseTcs NWM oueHKka, Hackoneko nogpofHo BepeTca paccne-

JOBaHWe W COOTBETCTBYlOWEE AOKyMeHTansHoe ochopmneHue pekna-
MaLuid ¢ y4eToM hakTopa BpeMeHn?

8 BuagHo nu npy paccMoTpeHUn peknamMaliid, Hackonsko achdekTUBHEI
KOppeKTUpYoWME ASHCTBAA?

9 CylecTByeT NM MHCTPYKUWS, NO3BOMAKLIAA BLIABNATE HECOOT-
BETCTBWA W HAPYLIEHWA B NPOLECCEe NPOWM3BOACTBA, BKNoUan TpebosaHuA
K JOoKyMeHTansHoMy ochOpMIIEHWIO, OLEHKE M paccnefoBaHuio ¢ y4eTom
chakTopa BpPeMEHN, a TakKe BhINONHEHWUO KOPPEKTUPYIOWMX ASACTBHIA 1
oLUeHke ux achchekTUBHOCTU?

10 CyluecTByeT N agekBaTHanA CUCTEMA KOHTPONA W3MEHEHWA B npo-
Lecce NpoM3BOACTEa MM COCTABE NEeKapCTBEHHOMO CpefcTBa, KoTopas
rapaHTMpyeT, YTO MaMeHeHUA ohopMNAITCA OOKYMEHTANbHO, OUEHH-
BalOTCA Haanexawum oGpa3om (BKMoYasd, NpM HeobXogUMOCTH, Mpo-
BEAEHMWE NOBTOPHON aTTecTaunn) M UX cornacosaHue (yTeepxaeHue)?

11 CylecTByYET N UHCTPYKUUA NO BHECEHUIO U3MEHEHWNA?
12 CyLUecTBYET N MHCTPYKUMA No nepepaboTke npoaykumm?
13 PernameHTUpyeT NU UHCTPYKUMA No NepepaboTke NpogyKuuu:

- OUEHKY NPoAYKLMU, Nognexalled nepepaboTke;

- OUEHKY M3MeHeHUA cTaBunbHOCTWM NpoAYKUMM U HeoBXooUMOCTU
npoeedeHus aTTecTaluu;

- paccMOTpeHWe W COrnacoBaHWe nporpammel  nepepaboTku
NPOAYKLMAM U OUEHKA pPe3ynbTaToB?

14 CyllecTBYET NI MHCTPYKLMWA NO OT3BIBY NPOAYKLMMW C phiHKka U paboTe
€ peknamauuamu’?
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Oxonvanue mabnuuesr 1.1

OueHka
Ne n/n KGHTPONBHLIA BONPOC 3amevaHus
Ha Het
15 OueHuBalOT NW NpY BO3BPATE WUINK CNACEHUM NPOAYKLMU COCTORHUE
npoayKUMu U NpU4UHbBI 3TOro?
16 PaccnegyloTcs Ny Hagnexawum ofpasom cnydau Bo3spaTa npo-
OyKUMM U NPpUHUMALOTCA MU NpU HeoBXoAWMOCTU KOPpPeKTUpYloWwue 1
npegynpeguTensHele Mepbl?
17 CylwecTsyeT N1 UHCTPYKUMA, Tpebylolasa nposefeHUA paccnegosa-
HAS U NPUHATUA KOPPEKTUPYIOWMX W npegynpeauTencHblX Mep npu
HapylweHU cTabunbHOCTM NpoayKLumM?
18 CywecTByeT N WMHCTPYKUMA, pernaMeHTUpyloWas, korga cnegyet
NOMECTUTb NPOAYKUMIO B KAPAHTUH, KK €€ KOHTPONWUPOBAThL, U UHCTPYK-
LA, onpegenslowan MecTo XpaHeHus NpogykuMu, npeaHazHaueHHo! K
BbIMYCKY WU OTKNOHEHUID?
19 CywecTsyeT N cneuMansHO BbliAENEHHasa 30Ha ANs KapaHTUHHOro
XpaHeHUs MaTepuancs, NPOMEXKyTOUHOW U rOTOROW Npoaykuun?
20 CywecTsyeT N1 yTBEPXKOEHHLIA NNaH aTtrecTauMn obopygoBaHusA,
nomMeLleHWi, BCNoMoraTensHelX CUCTEM, NpoLeccoB, NaGopaTopHbIX Me-
TOAOB U CUCTEM C KOMMbIOTEPHBIM YNpaBneHuem?
21 CylwecTByeT NWU cUCTEMa KOHTPONA NpoBEAeHUA aTTecTaluu ¢ npu-
CBOEHMWEM CTaTyca COOTBETCTBYIOLWEMY 2NEMEHTY (HanpumMep, aTTecTo-
BaHO, NOBTOPHO ATTECTORAHO, NOANEXKUT NOBTOPHOW aTTecTayun u np.)?
22 CylwecTtsyeT nu cucTema (nporpamma) obyydyeHus W aTTecTauuu
nepcoHana oTAenos obecnedeHUs KavecTBa WM KOHTPONS KadecTsa B
COOTBETCTBUMW C YCTAHOBNEHHBIMUW KPUTEPUAMU?
O6wuMe BbIBOALI NO pe3ynsTaTam NpoBepkn pasgena «Cuctema obecneyvyeHnn kKadecTeay:
Tabtnuya .2 —MNomeweHna u obopyaosaHue
OueHka
Ne n/n KGHTPONBHLIA BONPOC 3amevaHus
Ha Het

1 CylecTByloT N NNaHbl NOMeWEeHWA ¢ HaHeceHem oBGopyoBaHug,
yKazaHWeMm YUCTLIX 30H, NOTOKOB MaTepuanos, NepcoHana, NpoMexy-
TOYHOM U rOTOBOW NPOOYKUMK?

2 CyLIJ,eCTByI-OT N NpUHUUNHWanbHblE CXeMbl BEHTUNALWA WM KOHOWU-
UHOHUPOBaHWUA BO3Ayxa C YKa3aHWeM pacxXodoB BO3AyxXa ANA Kaxaoro
noMelwleHuA, nepenagoe daBneHWA, Knaccos YUCTOThI U np’?

3 O6ecneyMBaloT M NNAHWPOBOYHEIE PELUEHUA M CUCTEMAE BEHTUIALUN
W KOHOWLMOHWpOBAHUA BO3Oyxa TpeBoBaHUA OTCYTCTBUS NEPEKPECTHLIX
3arpAZHEHUA U NepenyTLIBAHWA?

4 COOTBeTCTByI-DT JIKH YCTaHOBIIEHHBIM TpeSOBaHMﬂM CUCTEeMbBI NOQro-
TOBKW BOAbI, CKATONo BO3QyxXa U Pyrux TEXHONOrMHECKNX cpe,q‘?
5 COOTBeTCTByI-OT N YCTAaHOBNEHHBIM TpeﬁOBaHHﬂM:
- OCBelleHKE;

- NMUATbEBaAA BOOA,

- KOMHaThbl TMTMEHBI U TYANEThI;
- ?
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Oxotyanue mabnuusr 1.2

OueHka
Ne n/n KoHTpONBHEIN BOMPOC 3amedaHus
Ha Het

6 CyllecTByeT NU cUCTEMA [MAOMNYCKA K NPUMEHEHUID M KOHTPOIO
CpeacTB NPOTUB IPLI3YHOB, BYHMMUMOOB, WHCEKTMLWAOB, MOKOLWMX W
AesuHruMpyiowMx cpencTs?

7 CywecTByOT N1 TpeGoBaHUA K aTTecTauMM obopydoBaHWs B NocT-
POEHHOM U OCHALLEHHOM COCTOAHUAX?

8 CooTBeTcTBYET N1 06opyaoBaHue, ero pasMepbl U pacnonokeHue
NPOEKTY W YCTAHOBMNEHHBIM TpeBoBaHWuaAM?

9 CoOTBETCTBYIOT MM MNOBEPXHOCTA 0BOPYAOBaHWA YCTaHOBNEHHBIM
TpeGoraHuaM (N0 PpeakTUBHOCTW, apauTuBHbIM W abcopBupylowum
cBoAcTRam)?

10 CywlecTByeT U cucTema Jorycka K MPUMEHEHUIO M KOHTpONS
CME304HbIX MaTepuanos, XWOKOCTEA ONS CUCTEM OXNEKOEHUA W
3aMOpPEKUBAHUAT

11 CyLUeCcTBYIOT M MHCTPYKLUMKM KW rpadpukn O4UCTKM (0GpaboTkU) K
TexHuyeckoro oBcny:kMBaHMA NomeLleHuii u oGopygosaHua?

12 ATTecToRaHbl MM MeTodbl OYACTKM OBOPYAOBaHWA ONA NPOBEPKW
yhaneHus OCTaTKoB MaTepuanoeR W HeabcopOUPOBaHWA  MOLOLLMX
cpedcTs?

13 BeinonHeHa nu  aTTecTauus, KaJ'IMGpOBI{a M OpraHM30BaHO 1A
TEXHUYECKDE OGCHWKMBEHHE XonogWnbHUKOB, XOnoAaHbIX KOMHAT W
MOpOQMJ’IbHMI{OB?

14 BrINONHEHa N aTTECTALMUSA CUCTEM C KOMMNEIOTEPHBIM YNpaBNEHUEM,
CBA3AHHBLIX C XONOAWNBHUKAMMW U MOPO3UMEHUKAMUW, B TOM YACHE CUC-
Tembl oBecnedeHns GesonacHocTU?

15 CyWecTBYeT M CUCTEMA KOHTPOMA M3MeHEeHWA B 0BOpYAcBaHMM,
npoBeAeHWe NOBTOPHOM aTTecTauun?

16 CylecTeyeT N1 cucTema obydeHUs U aTTecTalum nepcoHana (B8 ToM
4yucne padoTarlero no gorosopam), 3aHAatoro ybopkoi (06paboTkoi)
nomeLleHUid u oBopyaoBaHus, TeEXHUYECKUM oBCnyKMBaHUEM U aTTec-

Tauuen?
17 BeinonHanace nu atTectauma npoekTa?
18 OTKOpPPEKTUPOBAH NU NPOEKT NO pe3ynbTaTtamM aTTecTauun?
19 EcTb nu nepeyeHb kpuTudeckoro ofopygosaHua, NpoLECcoB?
20 CylwecTByeT N1 NporpaMma aTTecTaunuy noMeLleHnia, obopyaosaHus

W npoueccos?

21 I'Ipoao,qwnacn: nu aTrectaumsa NoMeLleHWiA, OGOpy,D,OBaHVIﬂ n npo-
LUeCCcoB B NOCTPOEHHOM, OCHALWEHHOM WU JKCNNyaTUpyemMmom COCTORAHUAX?

CnepyeT NpoBepsATL NPOTOKONBI aTTecTanun, obpalan ocoboe BHUMaHWE Ha cnegdytollee: KTo, Korga, no kakum
JOKYMEHTaM (MHCTPYKUMAM, CTAHOAPTAM W Np.} NpCBOOUN aTTecTauuio, kakue npubopbl M o6opyaoBaHue UCNONL30BAa-
TUCh, COOTBETCTBYIOT NM AaHHbIe NPOTOKONOB peankHoMY 060pyacBaHMI0, HET MM MPOTUBOPEUMI B CaMUX NPOTOKONAX.

Q6w Me BeIBOALI N0 pes3ynsTaTaM NpoBepku pasaena «MomelweHus u o6opyaosaHues:
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Ne n/n

KeHTponbHbIM BONpPoc

OueHka

Ha

Het

3amevaHus

BuinonHaeTca N Hagnexawas MapkupoBKa BCEX MCXOOHLIX MaTe-
pUanoB, ynakoBOYHLIX MATEPUANOB, NMPOMEXYTOUHOA W FOTOBOA Npo-
OYKUMM € HAHECEHWEeM HauMeHOBaHWs (kogda), HOMepa CepuM, cpoka
rogHoCTM U cTaTyca (B nnaHe kavecTsa)?

CyliecTByeT N cUCTEMA Y4eTa U pacnpefeneHus BCeX MaTepuanos
(BKNOMaA yNaKoBOUHbLIE MATEpWanbl, YKYNOPOUHble CPEAcTsa M np.}, B
TOM YMCNE  KOHTPONb MO MPUHLWNY: «NEepBbIM MpULINO — NEPBLIM
yLnox»?

COOTBETCTEBYIOT 1M YCMOBWMA XPaHeHWA YCTAaHOBMEHHbIM Tpebo-
BaHUAM?

OpraHuaoaaHo N KapaHTUHHOEe XpaHeHWe MaTepuanoB OO0 NpoxXoxX-
ASHUA UMW KOHTpONA Ao BbII'IyCI{a?

BrinonHaeTcA NM oTOOp NpeacTaBUTENbHLIX Npo6 Ans npoeeaeHWs
KOHTpONA?

BeinonHaeTca nu XoTA 6bl oguvH cneuudmueckuit waeHtuduka-
LMOHHBIA TECT ANA KAOKO0A CepUM MaTepuanos (KOMNOHEHTOB)?

BeINONHASTCA MU NONHOE UCCNeqoBaHUE OTKMOHEHHBIX CEpU MaTe-
pUanoB, B TOM YUCNE YNAaKOBOYHLIX WM YKYMOPOYHBLIX MaTepuancs, U
NPUHUMAIDTCA N, NpU HeOBXOOUMOCTHU, KOpPPEKTUPYIOLME W npeny-
npexgarowmne AencTBAAT

CyLIJ,ECTBVET N cucTtema atTecrtayui U KOHTponA I'IOCT‘aBLLlVIKOB?

BeINONHASTCA N NOOroTOBKA BCNOMOraTenbHbIX MaTepuanoe W
TexHonorMyeckdx cpeacTte (Hanpmvlep, BOObl, a30Ta, cXaToro Bosp,yxa)
npasyunbHO paSpaﬁOTaHHbIMM, NOCTPOEeHHBIMW WU aTTECTOBAHHBIMWA CUC-
Temamu, UMeLWUMA CUCTEMY TEXHUYECKOTO OGCﬂyH{MBaHMH?

10

McnblTanel (aTTecToBaHbl}) NUM JOMPKHBIM 0GpazoM YNakoBOYHbIE W
YKYNopodHble MaTepuansl Ha npegmeT OTCYTCTBMA MX PeakTUBHOCTW,
agauTUBHLIX 1 abcopOUpPyHOWUX CBONCTB NO OTHOLIEHWIO K NPOAYKLMK?

11

CylectByeT NM CUCTEMA KOHTPONSA W3MEHEHWA MOCTaBLUMKOB Ma-
Tepuanos, kayecTsa W obpalleHna MaTepuanos (MeTOO0B TPaHCMopPTU-
POBaHWA U XpaHeHWRA)?

12

BeneTcA N AOKYMEHTAUMA Ha peanuaaluio roTOBOW Npoaykuuu ¢
yKazaHMem HOMEPOB CepUn?

13

CyLIJ,ECTBVET n1 cuctema OﬁyLIEHHH n arrectayMn nepcoHana,
3aHATOM B oﬁpameHum MaTepuanoa?

O61Me BLIBOABI N0 pe3ynbTaTaM NpoBepku pasaena «MaTtepuansls:
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Ta6énuuya |4 —MNpouseoacTeo

PEeHHYI NOAroTOBKY W aTTecTauuio ANA BbINONHEHWA CBoux 06AzaH-
HOCTEN?

CueHka
Ne n/n KoHTpONBHEIN BOMPOC 3amedaHus
Ha Het

1 CywecTByeT N1 cUCTEMA BHECEHWA WU3MEHEHWH, WX KOHTPOMA W
atrecTauun’?

2 OGecneynMeaeTcd NM OOMKHBIA KOHTPOMb MNOCTYNNEHUA B MPOM3-
BOACTBO TONBKO cneundMUMpoBaHHbIX MaTepuanos?

3 AeAcTBUTENLHO NU pacyeTHLIA U hakTUHMECKIA pacxopl MaTepuanos
B Npou3BoAcTBe coenapaloT Ha 100 %7

4 BeinonHeHa nuv gomkHasa uaeHTUduMkauna obopydoBaHMA B OT-
HOLWIEHWK CodepKaH UA, HOMEPOB CEPMIA U cTaTyca KavecTsa?

5 MpoBoAUTCA N aTTecTauMA NPOUEccoB MOWKW, CTEPUNM3auMn K
AenUMporeHu3aLmu NepBUYHBIX YNAKoBOK U YKYNOPOYHLIX MaTepUancs?

6 CyuwecTByloT nu ofpasyupl NpOTOKONOB NPOM3BOACTBA W KOHTPONA
cepuid ANA BCeX BbiNycKaeMblX BUOOB NpogyKLUU?

7 MpoeoauTCA NU conocTaBneHne oxuaaemoro (pacyeTHoro} U cak-
TUdeckoro of6bemMoB NPoOU3BEOEHHON MPOAYKUMM ¢ OOKYMEHTaNbHBIM
ochopMmneHuem?

8 MpoeoAUTCA N paccnefoBaHWe W yocTpaHeHWe HEeCOOTBETCTBMA B
BbIXOAE NPOAYKLMM (OMOaeMoM 1 hakTUueckom oGbemax Nnpoaykum)?

9 CocTaBnAwTCA NIM NPOTOKOMEI NPOM3BOACTBA W KOHTPOMA Ha KaKadyHo
cepuio npogyKkumuu?

10 CywecTeyeT nu BpemeHHas pguarpaMma Aans  noatanHoro
BBINOMHEHUA TEXHONOMMYECKOTO Npougecca?

11 MpoeroguTca nu BHYTPUMNPOU3BOACTBEHHBIA  KOHTPONbE W
ochopMNAIOTCA MU ero pesynbTaTthl?

12 CyluecTByeT NK NpoLuedypa AoBedeHUA Nokazatenei oo TpeGoBaHuia
cneundukauMil Ha NPOMEXYTOYHYIO U FTOTOBYIO NPOAYKLUIO?

13 MpeaycMoTpeHbl M Mepbl Mo NpeAcTBpAWEHUI0 HAMUYUA Hexena-
TenbHbIX MAKPOOPraHU3MOB B HECTEPUNEHON NPOOYKLAN?

14 TpebGyeTca Ny BeINONHEHUE NOArOTOBUTENBHBIX MEPONPUATANA Neped
Ha4anom nNpoM3BOACTBa (NpoBepka W NogroToeka obopyaoBaHna)?

15 BenyTca nu skypHANbI 04UCTKM W akcnnyaTauwm ofopyaosaHua?

16 BeInonHeHa nu aTTecTauma NpoLeccos U oGopyAoBaHUeA, B TOM Y4Mcne
CUCTEM C KOMMLIOTEPHBIM YNPaBNeHUEM U CPeOcTB aBTOMaTU3auumn?

17 CyllecTBYeT N B NPOU3BOOCTBE NOPAACK BHECEHUA WU3MEHEHWA, npe-
OyCMaTpUBAIOLLIMA NpOBEOEHUE NOBTOPHON aTTecTaumumn?

18 PaccnenyloTcs U ycTpaHAIOTCH A NPCTUBOPEYMA U OTKMNOHEHWA B
npouecce Npou3eodcTsa?

19 CooTBeTCTBYET N NPOU3BOACTBEHHLIA NepcoHan TpebosaHuam K
BHeLHeMy BMAY, MUYHOMA MMIUeHbl, NOBEOEHWIO 1 Np.7

20 Mpowwen N1 NpoW3BOACTBEHHLIA NepcoHan ocuUMansHO NpeaycMoT-

Q6w Ke BIBOABI NO pesynbTaTaM NpoBepkU pazgena «MpouasoacTBO»:
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Ne n/n

KGHTPONBHLIA BONPOC

OueHka

Ha

Het

3ameqanus

BeinonHASTCA K npoBepka NnpaBUNbEHOCTH VIHCprKLI,MIﬁ No yNakoEKE U
MapkKUpOBKe 00 Ha4ana I'IpOI/ISBO,ElCTBa?

CylLecTBYET MU CUCTEMA MPOBEPKU TOTO, YTO NMPM YNAKOBKE U Map-
KMPOBKE UCMNONL3YETCA HYKHAA CepUs HYXKHOTO matepuana?

HpenyCManMBaETCﬂ N KOHTpONbE NOCTYNaWwmnx STUKETOK?

CylwecTBYeT M CUCTEMA KOHTPOMA W3MEeHEHUA B MaTepuanax ans
YNAKOBKA U MAPKUPOBKU?

CyLIJ,eCTByeT N CUCTEMa KOHTponA N3MEHEHMWIA npouecca ynakoBki U
MapKUpOBKU, NpedyCcMaTpUBaEeT N OHA NpoBeaeHne I'IOBTOpHOVI aTtrec-

TauMn?

CyuwecTsyeT nu HeoBxogumas 2oHa ¢ HeoBxoguMbIMU Mepamu Gezo-
MACHOCTA ONA XPaAHEHUS MPUHATBIX M OTKNOHEHHbIX STUKETOK U MaTe-
pyAanoR ANA MapKUpoBKU?

CyLIJ,eCTByeT N CUCTEMA BO3BpATa M KOHTPONA HEWCNOMb30BaHHBIX
MaTEPUANoB ANA YNakoBKW, 3TUKETOK U MAaTEpUANoB anAa MapKVIpOBKVI?

CywecTeyeT Ny NopAacK, UCKITHOMAIWMKA NepenyThlBaHue ATUKETOK,
KOTOPEIE MOTYT UMETh BriMaKne pasmepsl, hopmy U UBET?

Ecnv pazpe3Hble 3TUKETKW AN pasHblX BUOOE FOTOBOA NpOOYKLMM
noxoxu, To npedycmoTpeH N 100 %-Hblid KOHTPOMb SNEKTPOHHBIMMW
CpencTBamMu, aTTeCTORAHHOW CUCTEMO KOHTPOINS U € NOMOLLLIO MAHUWIA

cneuuansHoro oGopygosaHua?

10

CylecTByeT Ny 3anpeT Ha rpynnosylo NeYaTs Jo Tex Nop, Noka pas-
TM4UA pasmepoB, hopMbl UMK LBETA He GyayT ACHLIMKU?

11

CywecTByeT N cuUCTEME KOHTPOMA W UOEHTUUKALMW YNaKkoBoK
(KOHTEAHEPOER), He UMEIDLLIMX MaPKUPOBKM, KOTOPBIE MaPKUPYIOTCA NO3Ke
UM UMEIOT MHOXECTBEHHBLIE MHANBUAYATLHBIE STUKSTKA?

12

CocTaBnAaTCA 1M NPOTOKONEl YNAKOBKA C NPUNOKEHUEM K HAM 06-
pasLoB BCEX MCMOMb30BAHHBIX ATUKETOK?

13

CyllecTBYET 1M CUCTEMA U3MOTOBNEHNA STUKETOK, NPOBEPKU MOTOBLIX
3TUKETOK M CONOCTABSIEHUA MX HANMYMA WU UCMONb30BaHWUA?

14

BbINONHASTCA NN KOHTPOSb MapKUPOBaHHOW MOTOBOM NPpOOyYKLMA?

15

CyWecTBYeT N HAOEXKHBIA KOHTPONb HOMEPOE CEPUIA, B TOM YUCne
YHUUTOXKEHUE NTULHUX 3TUKETOK G HAHECEHHBIMU HOMEpamMu CEPUA?

16

HocTtaToqHo M ranyeckoe (NPOCTPaAHCTBEHHOE) pasaeneHue mex-
Oy pasnuiHbIMW NUHUAMM 3TUKETOK WM YMAKOBKW, Y4TOOBI WMCKMHOYMTL
nepenyThiBaHWe (B TOM YACne paszgeneHue NakeToR ¢ AoKyMeHTauuein)?

17

BbINONHASTCA NK KOHTpONk nedaTatloLwero 060py,EIOBaHVIF| Ha npen-
MET MOCTOAHCTBA Ka4eCcTBa NeYaTu B Xo4e BCEro LMKMA nedatu?

18

MpoBOAATCA NW NONHbIE NPOBEPKA NPOLECCOB G HAANEKALMM JOKY-
MeHTaneHeIM ocopMneHUeM?

19

CyLIJ,eCTBVET N rapaHTuAa TorQ, YTO CPOKWU rgHOCTU onpeaeneHbl
npasyuneHO U NpaBUNbHO HAHECEHBI HA ITUKETKM?

20

BeINONHATCA N TPE6OBEHMF| no 3awuTe ynakoBkU OT BCKprTVIﬂ?

21

MpoBedeHa NW aTTecTauua NpOLECCOB YNAKOBKM M MAPKMPOBKM, B
TOM UdCNe aTTecTauMs BEINONHEHUsA TpeboBaHWA BE30NacHOCTH CUCTEM
C KOMMLIOTEPHBIM YNpaBneHuem?
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Oxotyanue mabnuusr 1.5

OueHka
Ne n/n KOHTpONBHLIN BONPOC 3amedaHus
Ha Het
22 PaccnepyoTca UM ycTpaHAOTCA N NPOTUBOPEYUS U OTKIOHEHWA B
npouecce MPCU3BOACTBA WM YNAKOBKM W MPUHWUMAIOTCA N KOppek-
TUPYIOLWME W NpeRynpeauTensHbIe Mepbl?
23 Mpowen N1 nepcoHan ochulyMansHo NPeayCMOTPEHHY NOAroTOBKY W
aTrecTaunio Ans BeINOMHEHUA CBOWX 0GA3aHHOCTER?
O6wue BoIBOABI N0 pe3yNLTaTaM NPOBEPKU pazfdena «YnakoBka u MapKupoBka »:
Ta6énuuya 1.6 — Kontpons paboTel NnaGopatopuit
CueHka
Ne n/n KoHTponbHbIA BONPOC 3amedannsa
Ha Het
1 PaboTaeT nu nabopatopua Hagnexawmum obpasom (cnegyeT npo-
BEPUTL NOPAROK NPOBEOAEHNA KOHTPOMA UCXOAHLIX MaTepUanos, BHYTPH-
NPOU3BOACTBEHHOTO KOHTPONA, TOTOBOA NPOAYKLMWU, KOHTpONA cTabuns-
HOCTW, 0GbEM NpoBEpPAEMbLIX CEPUIA, BedgHWEe OOKYMEHTaUMW, KOmW-
4ecTBO TECTOB ANA OOHON CEPWUN, OPraHU3aLMOHHYIO CTPYKTYPY W Np.)?
2 CooTBeTCTBYIOT MM MomelleHns W obopynoeaHWe CBOEMY HasHa-
qyeHu?
3 CoOTBETCTBYET MW NOPAACK TEXHWYECKOro 0GCnyXKUBaHUA 1 Kanwb-
poBku NpuBopoB 1 oGopyaoBaHus yCcTaHOBMNEHHBIM TpeGoBaHuam?
4 BeInonHeHa nu atTecTauus CUCTEM C KOMMNBIOTEPHBIM YNPaBneHueM 1
aBTOMaTU3WpoBaHHOro ofopyfosaHuA?
5 EcTb N1 B HanUMuuM HeoGXogUMbIE CTaHAAPTEI; BEINONHAKCTCA NK Tec-
Tbl B COOTBETCTEBWM C AEACTBYIOWMMIW CTaAHAAPTaMU?
6 BeinonHaeTcA N attrectauMa MeTodoB xpomaTtorpadpun?
7 WcnonbayloTcs nu cooTeeTCTRYOWME TpebosaHusam cnelncukaumn n
cTaHAapTel NS OUEHKA NPUEMIEMOCTH Pe3ynbLTaToB?
8 CooTBeTcTRYET N nnaH oTBopa npo6 ycTaHoBneHHbIM Tpebo-
BaHWUAM?
9 CywecTsyloT nu cnocoBbl aHanusa yTBEpPXAEHHLIX ACKYMEHTOBR W
peanu3yloTca N OHW B A€ ACTBUTENBHOCTU?
10 CylecTsyeT N Nopsgok NpoBefeHWA aTTecTauun aHanuTUIECKUX
MeToadoB?
11 CyluecTsyeT N cucTeMa KOHTPOMNA Npeanaraemblx U yTBEPKOSHHbIX
M3MeHeHWiA B paboTe nadopatopun?
12 Bce nu TecTbl BRINCNHAIOTCA HA NpaBunbHO oTobBpaHHbIx npoGax?
13 PaccnenyoTca U yCTpaHAIOTCA N NPOTUBOPEYUS M OTKITOHEHMA W
NPUHUMAICTCA M KOPPEKTUPYIOLWE U NpedynpeauTentsHbLIe Mepbl?
14 FABnAIOTCA NW aHanuTUdeckMe NPOTOKOMbl MPOBEAEHUA TECTOB W

BEIEQOObLI MO HUM NOMHBIMW?
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Oxonvarue mabnuusr .6

OueHka
Ne n/n KoHTpONEHEIM BONPOC 3amevaHunsa
Ha Het
15 XpaHATcA N1 JaHHLIE B CUCTEMaTU3MPOBAHHOM W aKKypaTHOM BMOE U
nerkoeocnpon3sogumoi dopme?
16 CoOoTBETCTBYIOT NU BLIBOALI N0 pe3ynbTaTam KOHTPONA NEPBUMHBIM
OaHHBIM?
17 CylwecTsyeT N UHCTPYKLMA NO aHanNU3y peaynbTaToB, BbIXOAALWMX 33
TpeboBaHus cneuudukaumii 1 CBOEBPEMEHHO NU BBINOMHAIOTCA pac-
cnenoBaHua?
18 CoxpaHaoTca N obpasubl 4nA apGUTPaiKHOMO M Np. KOHTPONA?
19 OdbopmnaeTcAa N cocTBeTCTBYlOWUM oBpasom JoKymMeHTauus Ha
WCNBITaHWA coxpaHaemblx oBpasuos?
20 CylwecTByeT N1 NpMeMnemMas nporpaMmMa TecToB Ha ctabunsHocTh?
21 CnocoBHa nu naGopatopus Noka3aTbh, YTO MeTodbl KOHTpOnA cTa-

OUNEHOCTU OeNCTBMTENBHO NPOBEPADT CTABUNEHOCTL?

O6wme BoIBOALI N0 pe3ynsTaTaM NpoBepky pasgena «KoHTpone patoTel nabopaTtopuits

KoHTponbHbIe Bonpockl ANA oTAENbHbIX YHAacTKOB

B Tabnuuax .7 1 1.8 npueoguTCA NpUMep 0GLLMX U KOHTPOMBHBIX BOMPOCOR ANA 0TAeNbHBIX YY4aCTKOB.

AnA koHKpeTHOro NPoW3BOACTEE PekoMeHayeTca paspabaTeiBaTe aHanoruiHbIe BONPOCH!, KOTOPLIE MOMYT GbITh
WCMNONb30BaHbI NPU BHYTPEHHEM ayauTe (CAMOUHCNEKLMN).

CnepgyeT NpoBepWTh HANUYUE U CORJEPXKaHUE:

- TEXHOMOTMYECKMX PErNaMeHTOB Ha KaxKaLIi Npouece U hakTU4ecKoe UX BLINOMHEHWE B NPOU3BOACTBE NO OCHOB-
HbIM onepauusam, hakTUHECKOE COOTBETCTBUE NOMeLLeHWIA, 060pyAOBaHWUSA, KOHTPONEHO-U3MEPUTENEHBIX NPUGOPOB, Nep-
coHana (no ksanuprkayn 1 YACNEHHOCTU) U T. 4.}

- cneuudukayin n cocTBETCTBME haKTUYECKM UCNONb3yeMbIX MaTepuancs cneuudukaumam (BoiGopoyHo);

- WHCTPYKLUMIA, BO3MOXHOCTE Peanu3aunmn yYKa3aHHbIX B MHCTPYKLUMK AEACTBUA (MaTepuanamu, oGopygosaHuem,
oGyyYeHHbIM NepcoHanomy;

- HOpM pacxofa Ae3cpefcTs, 0Aexabl U np.;

- COOTBETCTBUS pacxoa Ae3cpencTB, ogexabl no Byxrantepui U HOpMam (MHCTPYKLMAMY);

- BLINOMHEHWA OTAENBHEIX PABOT NO KOHTPaKTaM (Hanpumep, CTUPKA U CTEPUNU3ALMKA 0AeXabl) — CNOCoBHOCTL
NoApPAAYMKE BEINCNHWTE 3TW paboThl M chakTUYECKOE UX BRINCNHEHWE No forosopam (Byxrantepun).

Tabnwuuya L.7— KoHTponbHbIA NUCT ONA NPOU3BOACTBEHHOMO Y4aCTKa U ydacTka hacoBku

OueHka

Ne n/n KoHTpONEHEIM BONPOC 3amevaHunsa
Ha Het

MepcoHan. OByyeHue

1 CylecteyeT Nn cneuuansHo NOAroTORNEHHAR ANA NPOU3BOACTEA U
YTBEPXKOEHHaA nporpamma obyJeHWs nepcoHana’?
MpepcTaenTe Nnad Ha 200 rof, HanM4Yue TEKCTOB NeKL Ui

2 YKazaHo N1 YUCIo NepcoHana, B TOM Yicne:
- WHXEHEePHO-TEXHUUYECKNE PabOTHUKK;
- pabouue?
3 MIMeeTca MU QOKYMEHT, B KOTOPOM YKazaH HOMEHKMaTYpHLBIA nepe-

YeHb BbINYCKAEMON NpodyKLUMK C YKazaHWEM aKTUBHbIX CyGCTaHUMA?
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lMpodormxenue mabnuupt 1.7

Ne n/n

OueHka

KOHTpOMNBHBIA BCNPOC

Ha

Het

3amevanus

MMeeTCs N B HANMYMM NONOXKEHUE 0 NPOM3BOACTBEHHOM Noapasae-
NEHWU U 70 B3AUMOAEHCTRUM C APYTMMU NoApaznensHUsMU Npeanpus-
T™A?

ViMeroTCA N B HANW4UKM JOBKHOGTHEIE MHCTPYKLMMW U MHGTPYKLMUK NO
pabounm mectam?

MiMeeTca MM B HanM4MKM JOKYMEHTMPOBAHHBLIA NOPAJOK NoBedeHWA
nepcoHana (B TOM 4MCre noceTuTenei} Ha nNpousBodcTBe (MOpAOOK
BXOAA-BbIXOAA, NEPECAEBAHNA, TUTUEHE! WU NP.)?

OBGecneyeH Nu TEXHONOMMYECKOH 0AEXA0A NPOU3BOACTBEHHBIA Nep-
coHan?

MeeTca MM QOKYMEHTUPOBAHHLIA M YTBEPHAEHHbIA NOPAAOK UCNOMb-
30BaHWA TEXHONOMMYECKOA OAEXAbl B 3aBMCUMOCTM OT MpOW3BOACT-
BEHHBIX 30H7?

WMmeeTca nu ﬂOKyMEHTMpOBaHHbIﬁ nopAgoK NoAroToBKUM W CTUPKU
cneyonexabl, a Talkeke NepuoaUM4HOCTE ee 3aMeHbI?

10

JokyMeHTUpyeTCA N1 NpoBeaeHne 0byYeHUA U KakMM 0Bpazom?

11

KoHTponupyeTca N ycBoeHWe 3HaHMA? C Kakoi NepuoguyYHOCTLIO?
UmeloTca N QOKYMEHTHI, NOOTBEp¥OatoWMe nposegeHue oByusHna?

12

MpoeoguTcA N oBy4yeHWe MO WMHCTPYKUMAM, MeToOgukam, npo-
uenypam? Kak aTo JoKyMeHTUpyeTCca’?

13

MpPOBOANTCH NM UHCTPYKTAX N0 TEXHUKE Ge30MacHOCTH, WX perynsp-
HOCTb M HamNWU4ue NpaToKONOB?

14

YKOMMMIEKTOBEHO N NPOWU3BOACTEO NEPCOHANOM COOTBETCTBYIOWERD
ypoBHA NpacheccoHansLHON NOAroTOBKA?

15

MpoxoguT N Beck nNepcoHan mMepguuuHckoe ofcnepoBaHue npu
NocTynneHu Ha paGoTy W perynsapHble MeOULMHCKME OCMOTpPLI B Mpo-
uecce paboTol?

16

BuINoNHALTCA N npasdna WM npegnicaHiAa no NIMYHOWA TMrHEHe K
opraHu4aaluu NUTaHUA?

17

CeepeHunAa o NpPpoON3BOACTBEHHBIX NOMeLleHNAX

WmeeTcs M cxema pacnonoXeHus MoMelWweHWd ¢ yKasaHnem
knaccuchuuMpyembIx U KOHTPONMpyeMbIX? MmeeTca nNu YeTkas mapKu-
poBKa NOMELUEHWA?

18

MCI‘IOJ‘Ibsy}OTCH nn NoOMeLEHNA UCKMIOHUTENBHO B COOTBETCTBUKA C
npeaycmMmoTpeHHBIMA uenamu? Mcknioyaetca N Mcnonb3osaHue Npous-
BOACTBEHHLIX NMOMELIEHUA W 060py,E|OB‘aHVIF| npegnpuaTUA OnAa nNpoua-
BOOCTBA HENEKapCTBEHHBIX Cpe,D,CTB?

19

38

ObecneynsaeT Nn NNaHUpoBKa NPOU3EOACTBEHHbBIX noMeLLEH WiA:

- NOTOMHOCTE Npouecca ¢ KpaT‘lal?lLlJMlel paccToAHUAMU MeXOy BCe-
MW TEXHONOMMYECK CBA32HHBIMKU NOMELLEHUAMMU,

- WUCKINKOYEeHWE BaaumMonepece4eHna I'IyTeﬁ cnefgoBaHWA nepcoHana,
a TdKKE Nepeced4eHnA TEXHONOMMYECKUX NOTOKOE M NepcoHana;

- MakKCUManbHYH rpynnupoBKY NOoMeLleH WA C O,D,IIIHaKOBOﬁ CTeneHbD
HYUCTOTHI;

- paunoHanbHOE pa3mMmelleHne o6opy,q0|3aHuﬂ 1M Marepuanoe Ona
npegoTepawlieHnA CMEWUBAHWA pPa3nNUYHbIX BUOOE U cepm7| MCXoOHOoro
CbipbA, YNAKOBOYHbBIX MaTepuanoe, NnonynpoaykTos U TOTOBbLIX NEKapcT-
BEHHBIX CPeNCTB;

- NonHoe CO6J'IH3,D,8HVIE yCJ'IOBVID'I CaHUTAPHO-TUTMEHUMECKOIO pe-
Kuma;
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MNpodomxenue mabnuye: 1.7

OueHka
Ne n/n KoHTpONEHEIM BONPOC 3amevaHunsa
Ha Het

- UCKIIOMEHME UCNONb30BAHUA NPOM3BOACTBEHHbBIX U CAHUTAPHO- Bbl-
TOBbIX NOMELLEHWIA ANA Npoxoaa nepcoHana, He paGoTaloWero B HAX;

- 34LWATY UCXOOHOTO ChIPbSA, YNAKOBOYHBIX U MAPKMPOBOMHbIX MaTe-
pyAanog, NONyNpoayKTOB M rOTOBLIX NEKAPCTBEHHLIX CPEACTE OT 3arpsAa-
HEHWUA NPY NEePEMELLEHUW BHYTPU 30aHWSA;

- coBniogeH e HOPM W NPaBin TeXHUKA Be30NacHOCTM M NOXKAPHOIA
He3zonacHoCcTU?

20 CooTBeTcTBYET MM HOpMam:

- OCBeLUEHME;

- OTONMNEeHKE;

- BEHTUNALMA;

- CHaXeHWe aneKkTpoaHepruei, Bogoi?

21 MpoeedeHa N COOTBETCTBYHOWMM 0Gpasom MapkupoBka Tpybo-
npoeoAoB? YkazaHo N HanpaeneHwe NoToKoe? MpoBogMTCH MW CaHM-
TapHas obpatGoTka?

22 CoOTBETCTBYET 1M CACTEMA BEHTUNALUM U KOHAUMLWOHWPOBAHMWS
BO34yXa NpeabABNAeMbIM TpeboBaHUAM?

MpoBogaTca nu perynapHble nposepku adpekTuBHoCTM paboTol
BO3AYLWHbIX UNeTPoB? BepeTca y4veT 3aMeHbl uneTpoB? Kakumu
JoKyMeHTamu ocpopmnaeTca’?

23 QO6ocobneHo N NOMeLleHWe AnA NpoBeAeHWA B3BELIMBAHNAT

CeefeHUA 0 TeXHOMOIMYEeCKoM oﬁopy.qoaal-mm

24 meeTcAa N JOKyMeHT, B KOTOPOM YKa3aH nepeqeHb TeXHOMOoru-
Yyeckoro oBopyaoBaHUA € yKa3zaHWeM 3aBOACKAX HOMEPOR?

25 CooTeeTcTBYEeT K oGopydoBaHve 3aaaHHbBIM Lenam?

26 WmeloTca Ny perucTpauMoHHbie AOKYMEHTHl HA KaOY0 edumHuLy
ofopygoBaHua?

27 TexHuueckoe obcny:KMeaHue 0BOpyO0BaAHWA NPOBOOUTCA:

- Ha NpOWU3BOACTBEHHOW TEPPUTOPUM;
- BHE NPOM3BOACTBEHHOR TEPPUTOPUA?

28 VmetoTea N MHCTPYKL MK, pernameHTUpYIoLMe:
- MOpsAAOCK akcnnyaTaunn obopyqoBaHuA;

- nopsAaok oBcnyMBaHWA 0GopYaOBaHUE;

- Nopagok o4ucTku oBopydosaHua?

29 meloTca N QoKyMeHTbI, NOATBEPXKOAIOLIME NPOBEAEH ME:
- QYUCTKM 0BOpYROBaHUA;
- NOAroTOBKMA K NPOU3BOACTBEHHOMY NPOLECCY;

- NpobUNaKTUKM;
- pemMmoHTa?
30 WmetoTca nn rpacpukM 1M MHCTPYKLMKM MO TEXHWYECKOMY 0BCnyKu-
BaHWO?
31 OcywecTBnAeTcA MM YncTka oBopygoBaHWs Mo OKOHYAHWUMW MPOMU3-

BOACTBEHHOMO NPOLECca B COOTBETCTBUAU C TpeBoBaHUAMKU?
Jenaetca nu zanucs 06 cuncTke oBopyaoBaHUA Npu nepexode:
- OT OQHOW Cepun K Apyromn;
- 0T OAHOrO MPoAYKTa K ApYromy?

32 Kakolt meToq NpUMeHAETCH A5 KOHTPOMNS YUMCTOThI:
- XUMUYSCKUIA;
- MUKpoBuonormueckuin?
33 QOcywecTensaeTcA N1 yGopka NoMelleHWid B COOTBETCTBMM C Npef-
nucaHuaAmMn?

39
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34

Kak NPOBOOATCA MEepPONpUATHUA MO nNpeaynpexaeH!uo noABneHWA
IPRI3YHOB U HACEKOMBIX? OcyLHECTBﬂHETCH W perucrpay i AaHHBIX?

35

MpoBoaUTCH MM MOHUTOPUHT MUKPOBMONONMYECKON YACTOTHI NpOU3-
BOACTBEHHOA cpeapl?

36

QcylecTBNASTCA MM KOHTPONE BOOLI:
- MATLEBON;
- QYULWEHHOA?

37

CooTeeTcTBYET NK TpeBOoBaHUAM CUCTEMA MOSHTUDMKALMW 1 MapKK-
poBku 06opyAoBaHWA aTUKETKAMU cTaTyca?

38

MpoeoguTCH MK KOHTpOIL NapameTpos paboTsl o6opyaoBaHWA B Npo-
Luecce Npor3BoACTBa (BHYTPUNPOU3BOOCTBEHHBIA KOHTPOML)?

39

Mpubopol

IMeeTca N rpadrk NOBEPKA CPeacTB U3MEPEHNIA?

40

WMeloTea MU MHCTPYKLMK NO YXOOY WU TEXHUYECKOMY 0BCMYKUBAHUIO
npubopos? HaxodAaTcA M OHW OKoNo NpuBopoB?

41

PerJ'I‘aMEHTVIPVET N UHCTPYKUUA cnegyiolne aCnekTbl:

- NEPUOOUHHOCTE NMPOBEPKU,

- cnocob u nepuoan4HOCTE NpoBEOEHNA KaJ'IMﬁpOBKM;

- AaHHble 0 cneyuannucte, NpoeoaALLEM Kanmﬁpoal{y;

- npeanucaHna No AoKyMEeHTUpOBaHUID KaJ'IVIGpOBKM;

- AaHHble 0 NapaMeTpax, nognexalnx npoeepkKe;

- AdHHBIE O TECTOBBLIX MaTtepuanax, NICNonb3yemMblX NPU NPOBEPKE;
- OeWCTBMA, NpUHUMaeMbIE NMPHU BHIABNEHWUA HECOOTBETCTBUA?

42

MmeloTca N QOKYMeHTBI, NoATBepkAallwue nposedeHUe Kanub-
poBKM?

43

PeructpupyioTcs nu B 2KypHane TexHUMeckoro oBcnyKuBaHus:
- thakTbl NOBpEXAEHWA/HEUCNPABHOCTA NpUbopa;

- NpOLECC UCNOMb30BaHUA U TeX0BCyKUBaHWA NpUBopoR.;

- AaHHble No o6A3aTensHOMY KOHTPONIC;

- OUEeHKa TEXHUYECKOTO COCTORHUA Npubopa?

44

WmetoTca nu cpedcTea NoxapoTyLWeHUA?

45

HokymeHTaumnna

WmeloTca N B HanuuMu TEXHONOTMYECKME pernameHThl, TexXHono-
rM4ECKUE MHCTPYKLWA, APYTrUe UHCTPYKLMK U METOOWKA MO BCEIR BhINyC-
KaeMoi Npogykuun’?

46

40

MeloTca N QOKYMEHTHI, YCTaHaBnuMeatoLme:

- NOPAJOK NPOBEAEHWUA OCHOBHbBIX TEXHONOMMYECKAX CTA AWM,

- chopmbl perucTpauum (QOKyMeHTUPOBaHWA) NPOBEAEHUA CCHOBHBIX
cTaguil TEXHONOMMYECKOro Npouecea;

- NopAAOK WM OpMbBl OOKYMEHTUPOBAHUS NPOBEAEHUS BCNOMO-
raTeflbHbIX TEXHONOTMYECKUX CTaaNiA;

- OOKYMEHTUPOBAHHBIA MOPAOOK NpOBeAeHWs caHuTapHoi obpa-
DOTKN NOME LLIEHMIA;

- (hopMbI perucTpaumru NpoeedeHus yOopKM NOMeLLeHUs;

- NOPAACK NPOBEOEHUA MENKOMEPaUMOHHOMD WM  NOCTaguHOro
KOHTpONSA;

- chopMbl JOKYMEHTUPOBaHUA (perucTpauuu} nNpoBedeHUA BHYTPU-
NpPOW3BOACTBEHHOTO KOHTPOMS;

- MopAfoK NpoBedeHUA MOHUTOPUHIE COCTOAHMA NPOU3BOACTBEHHBIX
NomMe LeHWiA;

- chopMbl perncTpaumm (AoKyMeHTUpOBaHUA } NpoLecca MOHUTOPUHTa
NPOW3BOACTBEHHLIX NOMELLEHWUA;
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- NOpAQOK NPedbsBMNEHUs HA KOHTPOIb NOMNyNpoaykTa UMy roTOBOro
npoaykTa;

- AOKYyMEHTUPOBAHHBIA MOPAOOK COCTABMNEHWS U NPEAbLABMNEHUS HA
KOHTPOmNb NPOTOKONA Ha BLIMYCKAEMYIO CEPMIO ChIpbf, MaTepyanoB U
roTOBOW NpOOyKUMK?

47 WmeloTca NU B HamuuMu JOKYMEHThI, YCTaHasnUBaloWMe Nopsgok
0603HAYEHUA, MAPKMPOBKA STUKETKAMU CTATYCa, UHBEHTAPU3ALMW NpU-
Gopos 1 o6opygoBaHuA?

48 CylwiectByeT N1 NOpsAAoK NPUCBOEeHWUs oBopyaoBaHUKD NPOU3BOACT-
BEHHbLIX HOMEPOB U PETUCTPALUA NPUCBOEHHBIX HOMEPOB?
49 PazpaboTaH N1 Ans HeCOOTBETCTBYIOLMX MO Ka4ecTBY MaTepuanos:
- NOpPAQOK BLIACHEHWA MPWYMH HECOOTBETCTBMA MaTepuana u ero
OOKYMEHTUPOBAHUE;

- MopaAdcK U NpaBuna no gansHewe nepepaboTke UMK yTUNU3aLmMm
MaTepuanos, NpaBuna CKNaAckero kapaHTuHa?

50 Kaknum obpasom odopMnaeTca npegnucaHne Nno 4YUCTKe obopy-
JOBaHWs, NpUBOPOB U UHBIX TEXHUYMECKUX CPeacTB?

51 IMeoTCA MW MHCTPYKLKMKA No yGopke, caHuTapHoi obpaboTre? Kakos
NopAA0K AOKYMEHTUPOBAHWUA NPOLECCOB YGOpKU?

52 MmeeTcA N kapTa WCNONb3OBaHMA Ae3UHGUUMAPYIOWWX CPeacTs,
MPOBOAWUTCA N JOKYMEHTUPOBAHWE PErynapHOCTA CMeHbl AesuHdu-
LMPYHOLUX cpencTs?

53 MeogroToBneH NM oT4eT O Npou3BoAcTBe M hopMUpOBAHUKA CEepUU
roTOBOH NpoOyKUWK, COaepKaLlMiA:

- OMUcCaHWe BCero npouecca YNakoBKA B COOTBETCTBMM C MHCTPYK-
LMelr No yNaKkoBKe;

- HaumeHoBaHue U hopMy NpPeacTaBiIeHUs;

- OaTy W3roTOBMEHUS;

- HOMep CEPUK MOTOBOW NPOSYKLMK;

- 4UCNO eQUHUL, YNaKOoBaHHOW NPOAYKL MK,

- 3anucK O KOHTpOMe Npouecca YNakoBKA U ero pesyneTaTtax;

- pe3ynbTaTthl KOHTPONA M HANWYKME paspelleHns oTAena KoOHTpons
Ka4yecTBa Ha KaXKOYI0 KPUTMYECKYIO OMepauuio B TEXHONOrMHEcKoM npo-
uecce;

- opobpeHHbIiA ofpasel, yNnakoBkM U MapKUPOBKU;

- NOAMUCL NULA, OTBETCTBEHHOMD 3a MPOM3BOACTBO, C YKasaHWeMm
OaTs;

- MNOMHBIA OTYET 0 pesyrnbTaTax aHanuaa;

- 3anuchb O BO3MOXHOCTW BbINYCKa JAHHOW CepUM rOTOBOW NPOOYKLMM
B cBOGOOHOe obpalleHne”?

54 PaspaboTaHa nv nporpaMma MUKpeGUMONorMYeckero MOHUTOPMHIa
4YWUCTOTHI NPOM3BOACTBA? YCTAHOBNEH MW NOPARCK AOKYMEHTUPOBAHWUA?
HameyeHsl N1 MeponpuATHA B Cydae Nonyv4eHns HecooTBETCTBYIOLLMX
pes3ynbLTaToB?

55 ImeeTcs N1 JOKYMEHTUPOBAHHBIA NopAgoK oTbopa npob (obpasuos}
BHYTPU NPOUM3BOACTEA W NOPAQOK MX AOCTaBKU Ha MecTo 06cnenoBsaHmna?

56 CyllecTBYeT N1 perucTpauna pesynsTaToe MccnegosaHus obpasuos
B naBopatopun, NOpsAcK NepedayYn U AOKYMEHTUPOBAHUA pesynsTaToR
aHanuaa?

57 OcyLLIECTBHHETCﬂ N1 Npouecc nNponu3eoacTBa B CTPOromMm COOTBETCT-
EUN C TEXHONOTMHECKUM per]‘laMEHTOM?

58 CofniogaoTea N COOTBETCTBYIOWNE CAHUTAPHBIE U TMIMEHUYECKNE
HOPMBI, @ TakkKe TexHuka ©e30MNacHOCTM NpW nNpoBegeHWW paboT ¢
CblpbeM?

41
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59

MmeeTca N B HANU4MM WHCTPYKUUA W coﬁmo,qae‘rc:ﬂ N NOPAOJOK Bbl-
aadyn cblpbA Ha NpPOM3IBOACTBEOC HA OCHOBAHWK COOTBeTCTBy}OLIJ,eFI OOKY-
MEHTAUWUU N pA3pelleHnA OTOEeNa KOHTPpONnA KayecTtsa?

60

CobtniogaeTca N o4epeaHOCTh MCNOMBE30BaAHMA ChIPbAT?

61

ObecneunBaloTca N Mepbl NpodUnakTMKA BTOPUMHOTO 3arpA3HeH s
B NpoLecce AOCTaBKK CbipbA Ha NPOU3BOACTBEHHBIA Y4aCTOK?

62

MopdBepraoTcA 1M NpoBepke Ha MUKpOBHYH 3arpA3HeHHOCTE Bee
KOMMOHEHTBI, BXOASLIME B COCTAB HECTEPUIBHBIX NEKAPCTBEHHbBIX

cpeacTs?

63

MmMeloTes N MHCTPYKLMM No ofpalleninio ¢ Matepuanammn nepeudHoi
YNakoBKM, rapaHTUpyroLMe Tpebyemblid YPOBEHb MX YMCTOTHI N0 Mexa-
HUYECKOMY U MUKPOBHOMY 3arpA3HEHUID?

64

MpedgycMoTpeHBl N CheuMantHble YCTpoicTBa (NpUcnocoGneHuns,
KOHTEHHepbI), UCKMIDYAoWMe BO3MOXKHOCTE BTOPUYMHOMQ 3arpAzHeHUs
UMM CMELUMBAHUS MOATCTOBMEHHBIX MATEPUANoOB NEPBUYHOW YNAKOBKM
Npyu UX TPAHCNOPTUPOBAHMA U3 OAHOIO NOMELLEHUS B Apyroe?

65

npOBO,ElVITCﬂ M Ha NpOU3EOACTEE MOASpHWMIAUMA W COBEPLUEHCT-
BOBaHWE npouecca npousso,qcma?

66

PerucTpupyloTcs N Ha Npou3BoAcTBe Miobble MAMEHEHUS B TeXHOo-
NorudeckoM npouecce W Niosle OTKNOHEHUA B X0Ae NPOBEAEHUA NPOU3-
BOACTBEHHOM onepauuu’?

67

CocTaenaetca nu MNPOTOKON Ha KaXOyl CEPUID rOTOBOro NekapcT-
BEHHOTO Cpe,EICTBa?

68

MmeeTcs nu Ha NPOU3BOACTBE YHETKAA pernameHTaudAa UCnonbao-
BaHWA OCTATKOE NpoAayKrta OT CEPUK, BKNIOYEHWMA WX B nocnenylouue

cepun?

69

MporoauTca nu nepepaboTka 3aGpakoaHHoro npogykra? Odopm-
NseTcA NU pa3spelleHne oTAena KOHTpons kadecrtsa? Kak pokymeHTH-
pyeTcsa nepepaboTka 3abpakoBaHHOMO NpoaykTa’?

70

BeneTcaA MU NUCEMEHHBIA YUET M KOHTPOSE 3@ NpOMapKMpPOBaHHbIMU
YNAKOBOMHBIMA MaTepuanammn (C HaHeCEeHHbIM HOMEPOM cepun}? Kak
KOHTPONMUPYETCA M JOKYMEHTUPYETCA GOOTHOLEHUE M3pacXodoBaHHOIO
YNaKoBOYMHOIO MaTepuana W Yucna eguHUL BelinyLeHHOro npoaykTa? Kak
BLIACHASTCA NPUUMHA PACXOXASHUA TAKOTO COOTHOLIEHUA M NPOBOOUTCA
aHanuz?

71

AtTecraunna

MmMeloTca N MHCTPYKLKMKA MO aTTecTalli TEXHONOrMUECKUX npouec-
COB W NPOLLECCOB OYUCTKM, @ TaKKe NPOTOKONLI NpOBEAEHHbBIX ATTECTa-
Luin?

72

MMeloTes N OOKYMEHTBI (MHCTPYKLMU, METOOMKU), YCTaHaBNMBaD-
wue:

- NOPAQOK NPOBEAEHUA NPOLECca aTTecTauMM 0bopyaoBaHuUA;

- NOPAQOK NPOBEAESHUA aTTeCTaL W TEXHOMOMMYECKNX NPOoLEcCcoB?

73

WmeloTca NW OOKYMEHTHI, NOATBEPXKOAICLUME MPOBEOEHWE BCEX
aTanoe aTTecTalyi TEXHOMNOTMYECKOTO U UHXeHepHoro obopyaoBaHus,
Yy4acTBYIOLWEr0 B NPOWM3BOACTBE UMM obecneuvBaioliMe ero, a Takke
aTTecTaunmu YUCTBIX NoMelleHui (npoTokonsl 1Q, OQ, PQY)?

74

MMeloTcs N OOKYMeHTHl (MPOTOKOMB), NOATBEpKAAlWMe NpoBe-
AeHWe aTTeCTalWM KPUTUHECKMX NPOLECCOB NPOU3BOACTEA?

42
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OueHka
Ne n/n KoHTpONEHEIM BONPOC 3amevaHunsa
Ha Het
Apyruve Bonpocsl
75 MocTynanu Ny Ha NPou3BeAeHHYI0 NPOAYKLMIC:
- peknamaLMu co CTOPOHbI NOTPpeBUTENei;
- NPeTEeH3UH agMUHUCTPATUBHEIX U HAO30PHBIX OpraHos;
- TpeboBaHUA NO ee M3ILATUI0O CO CTOPOHbI FOCYAaPCTBEHHBIX
OpraHoB;
- OTKasbl B NpoBegeHn obAs3aTenbHo cepTUdUKkauM No NpUYnHe
HeCOOTBETCTBUA KauecTea?
76 Mocne npoBedeHHOrC BHYTPeHHero ayauTa (camouHcnekuun} Goinum
N NPUHATEL MEPbl U MPOBEAEHBI KOPPEKTUPYIOWME MeponpuUATUA no
YCTpaHEeHUWo 3aMeyaHniA?
PykoBoguTens rpynnel BHyTpeHHero ayauTa: O3HAKOMNEH

YneHbl KOMUGCCHK:

PyKkOBOAWUTENE KOHTPOMUPYEMOTO

nogpazaeneHus:
T a6nuua 1.8 — KoHTponsHblil NMCT AnA cknaga
OueHka
Ne n/n KeHTponbHbIM BONpPoc 3amevaHuna
Ha Het
OpraHnzaums, cTpyKkTypa
1 CylwecTByeT N1 cXema OpraHu3aunoHHON CTPYKTYpPLI?
2 IMeloTCA NU B HANUYUKM MHOMBUAYANbHBIE AOMKHOCTHBIE MHCTPYKUMW
Ha KaMgoro cneuuManucTa ¢ ykazaHuem ofAzaHHOCTEA U OTBETCT-
BEHHOCTU COTPYAHUKOB?
MIMeeTcA NK cnUcok M obpaslbl Nognuce coTpyaHUKOB?
4 JocTaTtodHoe NM KONMMECTBO NepcoHana Ha Boex onepauusax (rge u
CKOMbKO He XBaTaeT)? BbinKn MM U3MEHEHUs B MUYHOM cOCTaBe?
5 CylwecTBYIOT MU UHCTPYKLKWK, pernameHTUpyoWw1e MHAMBUAYANbHYO
rMrueHy, Npaeuna no nogaepkaduio YMcToTel? OTBedeHb! N MecTa ans
npuema nuLu, KypeHna?
Wenonb3ayloTcA Ny cpeacTBa UHAMBMAYANEHOW 3aWUTEI?
7 MpoBoguTca N MEAWULUMUHCKWIA OCMOTP MepcoHana ¢ TOMKM 3peHus
npurogHocTW k paBote? MpuHUManuce NM Mepbl B cryvae HeyaoB-
NEeTBOPUTENEHBIX pe3ynbLTaToB?
OByuyeHue
8 VimeeTcs Nu B HANU4UK yTBEpXAeHHAA rogoean nporpamma obyde-
HWA, B TOM Yicne No eonpocam TpebosaHuia TOCT P 522497
9 MmeloTcA NM nNUcTbl yyeTa uHAMBMAyansHoro ofyveHws coTpyad-
HWUKOB?
10 KoHTponupyeTca Nu ycBoeHWe 3HaHWiA? C Kakol nepuoguyHoCThIo?
11 MpoBogUTCA MU MHCTPYKTaXK No TexHuke GezonacHocTU? C Kakoi
perynapHocTeio? MMetoTca N NpoToKonbI?

43
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12

MNoMeLeHWs ckNagckux 3o0H, oGopyaoBaHue, npuéGopbl

WmeloTcAa Nu Ha NpegnpusaTAM cknadckue 3oHel, ofecneduBalowme
crneunantHble YCNoBus XpaHeHus (TemnepaTypy, BNaKHOCTb)?

13

MpoBOOUTCH MM MOHUTOPUHT YCMOBWA CKMAACKOTO XpaHeHWusa (Tem-
NEpATYPHOTO PEXAMA, BMAKHOCTU BO3OYyXa)?

14

WMetoTcA N B HANWUYWMK U3MEpUTENBHBIE CPEACTBa, NPUBOPLI, BECHI?

Kakum oBpazom ocyllecTBNASTCH NOPAAOK KOHTPONS, KanubpoBku,
TexHudeckoro oBCny:KUBaHWUA:

- oBo3Ha4YeHneM, 3TUKETUPOBAHMEM, MOPAZKOM NPUCBOEHWMA HO-
mepa;

- CMCTEMOMH HYMepaLuu Ha cknage;

- BEOEHWeM KypHANoB NpUGOPOB U U3MEPUTENBLHBIX CPEACTB?

WmeeTca nu nporpamma TexXHUMecKoro oBcnyXuBaHWs: rofgoBble,
eXeMecauHble, exxeHenenbHble, exeaHeBHOe TEXoBCNyKuBaHue?

HokyMeHTUpYeTCA N BCe Hagnexalum obpazom?

15

WmetoTca nu cknagckue MHCTPYKUUWM no paboTe cknapjos, BKNOYaA
cxemy cknagvposaHua u obpawenus matepuana? PazpaboTtaH nu no-
padok obpaweHna ¢ HUIMW? HagnexawmMmM nu obpazom XpaHATCa WH-
CTPYKLMKU?

Kakum o6pasom BegeTca cknadckoil yueT:

- Ha nucTax y4eTa;

- B KOMMBIOTEPHON cUCTEME?

Hapnexawmm nu obpas3om XpaHATCA LOKYMEHTHI?

WmeeTca MM MHCTPYKLMA N0 TPaHGNOPTUPOBKE MaTepuanos?

OcywecTBnAeTCA N AOKYMEHTUPOBAHWE NOCTYNNEHUA U OBKEHUA
NpoAyKUWA 1 YyNaKoBOUHLIX MaTepuance?

WmetoTca Ny 3anicu oTaena KOHTpOoNA KkavyecTsa O MpPOBEpKe COOT-
BETCTBUA ChIpb#, NonychabpukaTos WM YNakoBOUHLIX MaTepuanos nepeq
BblAayel B NPOM3BOACTBO?

BepeTca nu nUCbMeHHbIA y4eT NPoAyKUWUW, MaTepuUanos, YNakoBKka 1
3TUKETUPOBAHUA (Bblda4a U BO3BPAT OCTATKOB)?

WmetoTcs N B HANMMYWKA BCE aHaNUTUUECKUE NUCTLI, NacnopTa u cep-
TuUthukaTel COOTBETCTBUA Ha 0CBOGONOEHHLIE NeKapCcTBEHHbIE CPeacTBa,
ChbIpbe, YNAKOBOMHbIE MaTepuans?

PaspaGoTaH nu nopagok gokymeHTupoBaHusa oTéopa oGpasLos BHYT-
pv cknaga, yyeT ofpa3yos, AOKYMeHTMpoBaHUE?

OcywecTBnAeTCA MU AOKYMEHTUPOBaHWE pesynsTatos obcnefo-
BaHWA U NpegnucaHuin?

16

CobGniogaeTca nu nopagok yGopku cknagckux nomMeLleHun?

OcylwecTBNASTCA N OOKYMEHTUPOBaHWe YOOpKA B COOTBETCTBUM C
WMHCTPYKUMAMK, BeASHWe KypHana yeopku U aeanHdekuun?

MpoeopsTcs nu aesuHdberkuMn?

WmeeTca nu cnucok ae3nHuumpyowux cpeacTs?

PazpaboTaHa N MHCTPYKUMS MO MeponpuUsTUAM Nocne npoBeasHus
fesuHderu?

MpoBROAUTCA MU YHUUTOXEHUE TPBI3YHOB?

17

CeBefgeHWs o NOMeLeHUAX

BeinonHaeTca nu otbop npob (06pa3uos} Nnpogykuui U MaTepuanos s
COOTBETCTBUM C YCTAHOBMNEHHBIMUA TpeGoBaHWUAMMK?

Wmelotca nu oBocoBnerHble noMelleHna (3oHbl} ¢ oBecnedeHnem
TpeBoBaHWIA YUCTOTHI?

WmeeTca Ny vyeTkas MapKUpOBKa NOMELLEHWA?

MpoBogWTCA N B CPOK 3amMeHa punsTpos?

HokymeHTUpyeTCA NK 3ameHa pUNLTPOB?

44
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18 cnoneayloTea N NOMELEHUs UCKIIDUYUTENBHO B COOTBETCTBUM G
NpegycMoTPEHHBIMU LienaAMn?

ImetoTes NK BhigeNEHHbIE 30HbI

- NpMemMa nonynpodyKTOB W yNakoBOYHBIX MaTepuanoB C BO3-
MOXKHOGCTBH0 OUUCTKH BHELUHEN YNAKOBKK;

- XpaHeHWda nonynpoayKTos;

- XpaHeHWd roToBOMA NPOAYKLWUW, HaxoddaLenca B KapaHTUHE;

- XpaHeHusa ogoGpeHHON roTOBOM NpoAYKUMM;

- XpaHeHUs YNakoBOYHBIX MATEPUanoB, CHaGHKEHHLIX Tunorpadc-
CKAMUW HagnucamMu, Apyrux 6YMasHbLIX MaTepuanos (M30NMPOBaHHLIX OT
JOCTYNa NOCTOPOHHKUX NULLY;

- XpaHeHus oTOpakoBaHHOW, BO3BPALLEHHOA UMW OTO3BaHHOM Npo-
OyKuu?

CoOTBETCTBYIOT 1MW YCMNOBWA XpaHeHWs YCTaHOBMNEHHbIM Tpebo-
BaHUAM?

19 CobniogatTcs M Mepbl N0 TUrMeHe:

- OTCYTCTBWE 2anblNEHHbIX NOBEPXHOCTEN;

- Hanw4ue uaeHTUbUKaLMOHHbIX KOHTEAHEpPOB Ans cBopa oTXOHoB K
Mycopa;

- OTCYTCTBHME HACEKOMBIX;

- Hanu4ue WHCTPYKLMWA NO CAHUTApWUK U TUTHeHe?

20 CoOTBETCTBYET M HOPMATUBHEIM TpeboBaHUAM:
- OCBELUEHUE;

- OTONNEHHE;

- BEHTUNAUNE;

- CHafeHWe aneKkTpoaHepruei, BodoH;

- TemnepaTypa, BNaKHOCTL?

Kak npoBOoaMTCA KOHTPOMb BOAbLI, B TOM 4dcCre, MUKpoBMo-
NOrM4ecKuin?

21 Kakum oBpazom ocyllecTBNAeTCA uAeHTUDKMKALKUA U NPUCBOEHWE
CKI1aAcKoro Homepa:

- HanuMuMeMm 4YeTKOW MaPKAPOBKA ChIPbA, MaTEpPUANCB U rOTOBOW
NPOAY KLU,

- WUCMONb30BAHWEM STUKETKM cTaTyca, obozHavawoweild kadecTso
NPoOAYKLMK 1 ee ocBOBOKASHWE (LBETHLIE CTUKEPLI)?

e v kem ocywecTenaeTcAa «ofgoGpetuey npogykuun?

MpoBOOAT N MapKUPOBKY CKNAACKUX YYACTKOB?

n poynre cBepgeHNA

22 OcywecTenAnace Ny attectauua? Mmeetca nu gokymeHT?

23 MpoBOAUNNACE 1A BEOOMCTEBEHHbIE KOHTPONbHbBIE MPOBEPKW, BHYT-
peHHUE NPOBEpKA?

iMeeTcs MM NPOTOKON NPOBEPKA B Pacnops:eHMd pykoBoaUTEns
cknana?

MpoBOAMINUCE N KOPPEKTUPYIOLLME MEPOMNPUATUA NO NPOTOKOMY?

PykoeoguTens rpynnel BHyTpeHHero ayauTa: O3HAKOMIEH

YneHbl KOMUGCCHK: PyKOBO,EWITeJ'Ib KOHTpONUpyemoro
nogpaszgeneHnA:
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