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[lpeaucnoBue

Llennun npuHunnel ctaHgapTusaunn B Poccnnckon Pepepaumm yctaHosneHbl PegepanbHbiM 3aKOHOM OT
27 nekadbpsa 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHuny», a npasnna NpUMeHEHN HaLMOHANbHbIX
ctaHaapToB Poccunckon Pepepaumm — OCT P 1.0—2004 «Ctanpaptmnsauma B Poccunckon denpepaumn.
OCHOBHbIE NONOXEHUAY

CBepgeHunA o cTaHpapTe

1 PASPABOTAH O6uwepoccnnckon obLLIeCTBEHHON OpraHn3aumnen «AcCcounaLmnsa NHXEHEPOB NO KOH-
Tponio Mukpo3sarpasHeHnn» (ACUHKOM)

2 BHECEH TexHun4yecknmn kommtetammn no ctaHaaptmsaumm TK 458 «lpasmna nponsBoacTBa N KOHT-
pona KayecTBa NekapcTBeHHbIX cpeacTe» n TK 184 «ObecneyveHne NPOMbILLNEHHON YNCTOTbI»

3 YTBEPXXOEH 1 BBEAEH B AEVNCTBWE Mpukaszom PegepanbHOro areHTCTBa No TEXHUYECKOMY pery-
nnpoeBaHunio n metponormm ot 21 anpena 2006 r. Ne 73-ct

4 BBEEAEH BI'NEPBbIE

NHpopmayus 06 UaMeHeHUsX K HacmosuwemMy cmaHoapmy nybnukyemcsi 8 eXXe200H0 u3dasaeMoM
UHopMayUOHHOM yKa3amerse «HauuoHarnbHblie cmaHoapmai», 8 meKcm U3MeHeHUU U nNonpasoK — 8 eXXxeMe-
CS4YHO U30asaeMbiX UHGDOpMaYUOHHbIX yKka3amesisx « HayuoHanbHble crmaHlapmbl». B criyyae nepecMmompa
(3aMeHbl) Unu OMMeHbI Hacmosuwieao cmaHOapma coomsemcemeyrujee yeedomMmrieHue bydem onybrukoeaHo
8 XXeMeCSHHO u30asaeMoM UHGhopMayUOHHOM yKka3amerne «HauuoHanbHbie cmaHoapmel». Coomeemcmey-
rowiasi UHgbopmayusi, yeeloMIEeHUS U MeKCMbl pasMeuwaromess makxe 8 UHhopMaluUuoOHHOU cucmeme obuezo
nof1b308aHuUss — Ha oghuyuanbHoM caume QedeparibHO20 a2eHmemeaa rno MexHU4ecKoMy pea2ynuposaHuto U
Memposioz2uu e cemu VIHmepHem

© CranpaptuHdopm, 2006

HacTosawmm ctTaHaAapT He MOXET ObITb NONHOCTBIO NN YACTUYHO BOCMNPOU3BEAEH, TUPAXUPOBaH U Pac-
NPOCTPaHEH B Ka4eCcTBe 0hnLMAnNbHOro n3naHna 6es paspelueHns PeanepanbHOro areHTCTBa N0 TEXHNYECKO-
MY PErynmpoBaHuio N METPONOrmm



FOCT P 52537—2006

CoaepxaHue

1 OONACTB APUMEHEHUST . . . . . o o o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 1
2 HOPMATUBHBIE CCBINTKM . . . . . . . o i e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 1
3 TEPMUHBIMOMNPEAECNEHMSA . . . . . . . o ot i e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 1
4 CopepXaHue CUCTEMbI ODECMIEUEHUST KAYECTBA . . & . . v v v e e e e e e e e e e e e e e e e e e e e e e e e e e e 2
4.1 HasHauveHne CUCTEMBI ODECNEUEHUA KAUECTBA . . . & v+ v v v v e e e e e e e e e e e e e e e e e e e e e e e e e 2
4.2 TIPNHUNNBI O0ECMEUEHUA KAUECTBA . . .« v v v v e e e e e e e e e e e e e e e e e e e e e e s e e e e s e 3
4.3 CTPYKTYpPa CUCTEMBI ODECMAEUEHUA KAUECTBA . . . . v v v e e et e e e e e e e e e e e e e e e e e e e e e e e, 3
4.4 VIHOOPMaUMA O NPEANPUATUN . . . . . . . . o o i e e e e e e e e e e e e e e e e e e e e e e e 4
4.5 OpraHnU3auUnOHHAA CTPYKTYPA MPEANPUATUS. . . . . o o o o o e e e e e e e e e e e e e e e e e e e e e e e e e, 5
4.6 PykoBOACTBO MPEAMPUATUST . . . . . . i o i e i e e e e e e e e e e e e e e e e e e e e e e e e e e 0
4.7 ObecneyeHne KaueCTBa U KOHTPOMBb KAUECTBA . . . . . & v v v v e e e e e e e e e e e e e e e e e e e e e e s e e e e 0
4.8 MMonutuka NpeanpUATUA BODNACTU KAUECTBA . . . . o« v v o e e e e e e e e e e e e e e e e e e e e e e e e e e e 6
5 MaTePUambl . . . . . . e e e e e e e e e e e e e e e e e e, 6
O [TPONBBOACTBO. . . . . . o i e e e e e e e e e e e e e e e e e e e e e e e e e e, 7
7/ KOHTpONb Ka4yecTBa U BbINYCK TOTOBOU MPOAYKLUMM . . . . . . . . o o e e e e e e e e e e e e e e e e e e e e 7
7.1 OOWME NONOKEHUS . . . . . o o o e e e e e e e s 7
7.2 KOHTPONb KA4YeCTBa rOTOBOM MPOAYKLIMM . . . . . . . . . it e e e e e e e e e e e e e e e e e e e e e e e e e e e e /
7.3 BbINYCKTOTOBOM APOAYKLINM . . . . . . o o ot e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 3
7.4 COXPaHSAEMbBIE O0PA3BLbI . . . . . . o vt e e e e e e e e e e e e e e e e e, 8
7.5 J1aboPaTOPHBIE JKUBOTHDBIE . . . . . o . o e o e e e e e e e e e e e e e e e e e e e e e e e 8
8 ObecnedveHne KayvecTBa Ha 3TaNe NOANOTOBKU MPOUBBOACTBA . . . .« v v v v v e e e e e e e e e e e e e e e e e e e e e 3
8.1 OBWNE MONOKEHUSA . . . . . . . o e e e e e e s 8
8.2 ATTECTAUMA MPOCKTA . . . o v ot i et e e e e e e e e e e e e e e e e e e e e e e e e e e e 3
8.3 ATTeCcTauMuAa BNOCTPOEHHOM COCTOAHMM . . . . . . . i it i e e e e e e e e e e e e e e e e e e e e e e e e e e e e 3
8.4 ATTeCTauus B OCHALUEHHOM COCTOAHMM . . . . . o o i e e e e e e e e e e e e e e e e e e e e e e e e s s 9
8.5 ATTecTauMmsa B 3KCANYATUPYEMOM COCTOAHMM . . . . . . . . . . it i e e e e e e e e e e e e e e e e e e e e e e 9
8.6 lNomeweHne, obopyaoBaHue N NPoLECChl, NoaneXawme aTTeCTaUMM. . . . . . . . . . o i i it i e et e e e e e 9
O T1ePCOHAM . . . . . e e e e e e e e e e e e e e, 9
9.1 OOWINE MONOKEHUSA . . . . . . . o e e e e e e e e e e e e s O
0.2 TpeBOBaAHUAKNEPCOHAMY . . . o o i o e e e e e e e e e e e e e e e e e e e e e e, 9
0.3 MToAroTOBKA MEPCOHAMNA . . . . . . . o it i et e e e e e e e e e e e e e e e e e e e e e e e e e 10
0.4 ATTECTAUMAMEPCOHAMNA . . . . . . i i i e i e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e, 10
0.5 OBA3AHHOCTUMEPCOHAMA . . . . . v o ot e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 10
0.6 COCTOSIHME 3A0POBBA MEPCOHAMA . . .« . v o v e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 11
10 KOHTPONb UCMIONHEHUSA . . . . . . . . . . e e e e e e e e e e e e e e e e e e e e e e e s e 11
11 AHaAnNN3 PUCKOB B KPUTUYECKUX TOUKAX . . . . v ot i i i e e e e e e e e e e e e e e e e e e e e e e s e e e e e e e 11
11.1 OOWUNE NONOXKEHUS. . . . . . o o e e e e e e e e e e e e e e e s, 11
11.2 OCHOBHbIE 3TAMbI AHANMUBA PUCKOB. . . . .« v i o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e, 11
11.3 YPOBHU BHAUEHUN MAPAMETPOB. . . v o v v v i e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 12
12 Tlopsaaok BHEAPEHUA CUCTEMBI ODECMEUEHUA KAUECTBA . . . . v« v v v v e e e e e e e e e e e e e e e e e e e e e e 12
13 AYAUT M MHCAEKUMMN . . . . . . o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 13
[TpunoxeHne A (cnpaBoyHOoe) HPOPMALUMA O MPEANPUATUN. . . . . . . v i v ot e e e e e e e e e e e e e e e e e e 14
[TpunoxeHne B (cnpaBoyHoe) MoNUTUKA B ODNACTUKAUECTBA . . . . . . v i i e i e e e e e e e e e e e e e e e e e e 15
[MpunoxxeHue C (CNpaBoOYHOE) MAaTEePMANbl . . . . . . . o e e e e e e e e e e e e e e e e e e e e e e e e 16
[MpunoxeHune D (CnpaBovHoe) lNpopadoTka 3aKka3oB M OpraHn3auna X BBIMONHEHNA . . . . . . . . . . . . . . . .. ... 19
[pnnoxeHune E (cnpaBouHoe) OpraHn3auna NPOM3SBOACTBA . . . . v v v v v v e e e e e e e e e e e e e e e e e e e e e 20
[punoxeHue F (cnpaBodHoe) MNopaaok opraHmn3saumn KOHTPONA MCAONMHEHUSA . . . . . . . . . o v v v e e e e e e e e 23
[MTpunoxxeHue G (cnpaBo4vHoe) ITanbl CO3AaHUA CUCTEMbBI ODECNEYEHUAKAYECTBA . . . .+« v v v e e e e e e e e e . 25

[TpunoxxeHne H (cnpaBo4vHoe) PekomeHaauun No npoBeaeHno ayanta (MHCNEKL M) Ha COOTBETCTBUE
TpedoBaHNAM TOCT P 52240 . . . . . . . . e e e 27
[punoxeHune | (cnpaBoyHoe) KOHTPONBHbIE BONPOCH! NpU ayauTe (NpoBeaeHUN MHCNEKLUW) NPOM3BOACTB . . . . . . . . . 30
BUD MO DA . . . . . . e e e e e e e e e e e e, 46



FOCT P 52537—2006

BBeaoeHue

IlekapCTBEHHbIE CpeacTea ABNAKTCA 0COObIM BUAOM NPOoAYVKUMN. K HUM NpeabaBNATCA BbICOKUE Tpe-
boBaHMA No 6e30NacHOCTN U 3PP EKTUBHOCTN, 0DecnevmBaeMble Ha BCEX 3Tanax Pa3padboTkn, NCNbITAHUN,
NpPOn3BOACTBA U peannusaLun.

TpeboBaHMA K NPOU3BOACTBY NEKapPCTBEHHbLIX CPeaACTB YCTaHOBNEHbLI CUCTEMOODPa3yIoLWKUM CTaHaap-
TOM [OCT P 52249. HacToawmm ctaHaapT BXOAUT B KOMNNEKC CTAaHAaPTOB, OTHOCALLMXCA K NPON3BOACTBY
NeKapCTBEHHbLIX CPEACTB, N AeTAaNU3NPYET TPedoBaHUA K CUCTEME 0becnevyeHnsa Ka4ecTBa Ha 3Tane nNpouns-
BOACTBA.

ObecnevyeHne Ka4ecTBa ABNAETCA KOMMMEKCHON 3aAa4EN, B KOTOPYIO BXOAAT:

- ICMONb30BaHNE MaTePMNanoB, OTBEYAIOLWNX 3aA3HHbIM TPEOOBaAHUAM;

- NPON3BOACTBO NPOAYKLUN B NOMELLEHNAX U Ha 000OpYyAOBaHUN, rAPaHTUPYIOLWNX BbIMYCK NPOAYKUNN B
COOTBETCTBUM C 38aHHbLIMU TPEDOBAHNAMW;

- Haanexauwlaa noaroToBka Npon3BOACTBa;

- COOTBETCTBME NepcoHana TpeboBaHNAM K NpodhecCcUoHanbHOM NOAroToBKE, MMYHOW TMrIMeHe, UCNONHN-
TeNbHOCTN N AODPOCOBECTHOCTM.

[1aHHble ycnoBnA AOMKHbI ObITb YKa3aHbl B CUCTEME AOKYMEHTaUUN, cneaoBaHUe KOTOPOW NO3BONUT
rapaHTUPOBAaTb Ka4eCTBO NPOoAYKLUN, NOATBEPANTL €ro NPY NpoBeaAeHNN KOHTPONSA N UCKNIOYNTBL peknamauuu.

Hapaay co cka3aHHbIM cneayeT NOCTOAHHO NPOBOAUTL aHanu3 cny4vaeB OTKNOHEHUN OT TpeboBaHNM
cneundukaumm 1 napameTpoB (onepaunmn, NPoLeccoB), NpeacTaBNALWNX PUCK ANA CTaOUNBbHOCTU Ka-
4eCTBa C Pa3paboTKoOn n peanm3aumnen NNaHoOB OPraHN3aLNOHHO-TEXHNYECKNX MEPONPUATNIN NO 0becneYe-
HWIO Ka4eCTBA.

[1pn pas3paboTke cTaHaapTa UCNONbL30BaHbI POCCUNCKNE HOPMaATUBHLIE AOKYMeHThl (TOCT P 6.30),
matepunansl BO3 n FDA CLUA[1], [2].

IV
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HAUWOHAINBbHBILU CTAHOAPT POCCUMUCKOWNW OSGOEOLEPALUNMN

[IpOn3BOACTBO NeKapCTBEHHLIX CPpeaAcTB
CUCTEMA OBECINMEYEHUA KAYECTBA

Ob6Lwue TpeboBaHUA

Manufacturing of medicinal product. Quality assurance system.
General requirements

[lata BBeaeHna — 2007—01—01

1 O6nacTb NPpUMEeHEeHUN

HacToawunn ctaHaapT ycTaHaBnuBaeT TPebOoBaHMA K cUCTeEMe obecnedeHna KavyecTBa Mpu MpPous-
BOACTBE NEKaPCTBEHHbLIX CPEACTB C LENbIO NX FAPaHTUPOBAHHOIO COOTBETCTBUSA TEXHUYECKUM pernaMmeHTam,
HaLUWOHaNbHbIM U MEXrocyaapcTBeHHbIM CTaHAapTaMm, ['ocyaapcTBeHHoON Papmakonee, ApyrumM HOPMaTUB-
HbIM AOKYMEHTAaM, CTaHaAapTaM npeanpuaTtum n cneymanbHbiM TPeboBaHMAM, 3aaaBaeMbIM NPU PperncTpaLmn
NeKapCcTBEHHbLIX CPEACTB.

CTtaHpapTt aononHaet cuctemoobpasyowmn ctaHaapt FOCT P 52249 n aetannanpyet TpeboBaHUA K
cucrteme obecneveHUa kavectBa. KOHKPETHbIE OPraHM3aLMOHHbIE N TEXHUYECKNE TPeDbOoBaHUA K AOKYMEHTA-
LUK, NpoueccamMm n obopyaoBaHUIo (CTepUNM3aunsa, NOAroToBKa BOAb!, TEXHONOrn4eckoe obopyaoBaHne, Yne-
Tbl€ NOMeELLEHNA N NP.) paCCMaTPUBAIOTCA B APYIMX CTaHaapTax.

2 HopMaTUBHbIE CCbISNIKN

B HacTosAleM cTaHaapTe NCNOMNb30BaHbI CCbINKN Ha cneayloLwne CTaHaapThl:

[OCT P 6.30—2003 YHMPUMUMPOBAHHbIE CUCTEMbI AOKYMEHTAUMWN. YHUPULUMPOBAHHAA CUCTEMA
OpraHn3aLUMoOHHO-pacnopsaanTenbHON AOKYMeHTaumnn. TpeboBaHUa K 0hopMNeHNIO AOKYMEHTOB

[OCT P UCO 13408-1—2000 Acentunyeckoe npousBOoACTBO MeAUMLMHCKOW npoavkumn. Yactb 1.
ObLwume TpedboBaHnA

[OCT P NCO 14644-4—2002 YuncTtble NOMELLEHUA N CBA3AHHbIE C HUMU KOHTPONUPYEMbIE Cpeabl.
UacTtb 4. [lpoekTnpoBaHune, CTPOUTENLCTBO U BBOA B 3KCNNyaTaUMio

[OCT P 52249—2004 [1paBuna npon3BoaACTBa N KOHTPONA Ka4eCTBa NEKAPCTBEHHbLIX CPeacTB

[MpunmMmeyaHune— lNpn NONb30BaHUM HACTOALLIMM CTaHAAPTOM LienecoobpasHo npoBepuTb AeNCTBUE CCbINOoY-
HbIX CTaHAapToB B MHMOPMAaLMOHHOMW cucTeme oOLlero nonb3oBaHUA — Ha oduLmanbHOM canTe PenepanbHOro
areHTCTBa Mo TEXHUYECKOMY perynmupoBaHuio 1 METPONOrMn B ceTu VIHTEpHET N NO eXXeroaHo n3aasaemMomMy MHopmMa-
LLMOHHOMY yKa3aTenk «HaluoHanbHble CTaHAapTbl», KOTOPbLIN ONyONMKOBaH MO COCTOSAHUIO Ha 1 AHBaps TeKyLlero roaa, u
MO COOTBETCTBYIOLLIMM eXeMeCAYHO n3gaBaemMblM MHAOOPMALMOHHBIM yKasaTensam, onybnMkoBaHHbIM B TEKYLLEM roay.
Ecnu cCcbiNOYHbIN AOKYMEHT 3aMeHeH (U3MeHeH), TO Npu NONb30BaHUN HACTOSALLIMM CTaHAapTOM cneayeT pyKoBOACTBO-
BaTbCA 3aMeHEeHHbIM (U3MEHEHHbIM) AOKYMEHTOM. Ecnn cCbinoYHbIN AOKYMEHT OTMeHeH 6e3 3aMeHbl, TO NMONOXeHWe, B
KOTOPOM JaHa CCbiNKa Ha Hero, NPUMEeHSIeTCS B YaCcTW, He 3aTparMBaoLLiei 3Ty CCbINKY.

3 TepMmuHbI N onpepeneHusn

B HacToAleM cTaHaapTe npuMeHeHbl TepMuHbl M onpeaenenna no FOCT P 52249, a Takxke cneaytowme
TePMUHbI C COOTBETCTBYIOLLIMMU ONpeaeneHNAMN:

3.1 unuchopmauma o npeanpunaTum (aocbe npeanpmuaTna) (site master file): lokyMeHT, coaepxalmm
OCHOBHbI€ AaHHbIE O NPeANPUATUN.

U3paHue ohumumnanbHoe
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3.2 Ka4yecTBO neKapcTBeHHOro cpeactBa (quality of medicinal product): CooTBeTCTBNE NEKAPCTBEHHO-
ro cpeacTea TpeboBaHnAM cneundnkaumm, apmakonenHon cTaTbn NNn APyroro AOKYMeHTa.

3.3 cucteMa obecnevyeHunnA KkavyecTBa (quality assurance system): Komnnekc opraHn3aunOHHbIX U TEXHWN-
4ecKknx Mep, obecneumBatonX BbiMyCK NEKAPCTBEHHbIX CPEeACTB B COOTBETCTBUU C 3aAaHHLIMKU TPebOBaHUAMMN.

3.4 xpuTnyecknn napametp (critical parameter): NapameTp, BNUAIOLLNA HA KAYECTBO NEKAPCTBEHHOIO
cpeacTtea.

3.5 ypoBeHb gencTBUA (action level): 3HadyeHUe KOHTPONUPYEMOro NnapamMeTpa, Npn AOCTUXKEHNN KOTO-
poro TpebyeTca HeMeaneHHoe onpeaeneHne N ycTpaHeHne NpuynH BBMAy ONacHOCTU BbIXOAa NapamMeTpa 3a
OonyCcTUMbIe npeaensl.

3.6 ypoBeHb npeaynpexaeHua (alert level): 3HadeHne KOHTPONMPYEMOro napameTpa, KOTOPOoe cBuae-
TeNbCTBYET O BO3MOXHON TEHOEHLUMUN ero Bbixoaa 3a AoNyCTUMble npeaensbl, YTo TpebyeT aHanu3a NpuynH
N3MEHEHNA NapaMeTpa U, NP HEODXOANMOCTN, NPUHATUA COOTBETCTBYIOLLIMX MEP.

3.7 NPOMbIWNEHHLIA pernamMeHT, TeXHOMOrm4ecKkaa MHCTPYKUMA U UHCTPYKLMA MO ynaKoBKe
(manufacturing formulae, processing and packaging instructions): lokyMeHTbI, onpenensaoLne Bce UCNONb3Y-
eMble NCXOOHble MaTepnansbl U onepaLnmn No NPon3BoaACTBY N YNAKOBKE NPOAYKLNN.

3.8 MHCTPYKUMA, MeTOAMNKA, npoueaypa (procedure, standard operating procedure — SOP): lokyMeH-
Thbl, COAEPKALLME YKAa3aHNA NO BbINONHEHWUIO OTAENbHLIX BUAOB OnepaLnmn (Hanpumep, No 0O4NCTKe, NepeoaesBa-
HUIO, KOHTPONIO OKpYyXakLwen cpeabl, 0TOOPY NPod, NpoBeaeHNIO UCNbITaHUN, IKCANyaTaunm o0opyaoBaHUs).

[TpnumedaHune—B aHrnoasblYHOW nUTepaType ucnonbayetca TepMuH «Standard Operation Procedure —
SOP». NpumeHeHne B pyCCKOM A3blKke TepMUHa « CTaHAapTHasA onepaunoHHas npoueaypa — COlM», AaBNAKLWErocsa 3ame-
HOW NaTUHCKNX BYKB KNPUNNULIEW, HE UMEET CoaepKaTenbHOro cMbicna, He AobaBnAeT HOBU3HbI B ODLLENPUHATLIE OTe-
YeCTBEHHbIE TEPMUHBLI N HE PEKOMEHAYETCA.

3.9 npotokon Ha cepuio (record): [JOKYMEHT, OTPaXarLnn Xoa NPON3BOACTBA KaXXaon cepumn NPoayK-
LMK, B T. Y. pa3peLleHmne Ha ee peannu3aLuio, n Bce hakTopbl, BNUAIOLWME HA KAYECTBO FOTOBOW NPOAYKLMN,

[TpnmedaHune—B NpoTOKON Ha Ceputd cneayeT TakKe BKNKYaTb AaHHble O NpoBeAeHUN NOArOTOBUTENbLHLIX
paboT Nepen NPon3BOACTBOM CEpPUN, BANAKOLWNX Ha KaYeCTBO NPOAYKLUK (OYNCTKa U CTepmunnsanmna obopyaosaHus, yoop-
Ka noMeweHnn nunp. ).

3.10 atTecTaumna (qualification, validation): [loaTeBepxaeHne coOTBETCTBUA 3aAaHHLIM TPEeOOBAHUAM.

[TpumMmedaHNna
1 Ha pasnuyHbIX 3Tanax npoekTUPoBaHUA, MOHTaXa U BBOAA B SKCNNyaTauui 0ObeKkToOB NPOBOAATCA:
- atTecTauma npoekta (DQ — Design Qualification);
- aTTecTauma B NoCcTpoeHHOM cocToaHum (1QQ — Installation Qualification);
- aTTecTauun B ocHaweHHoM cocTosiHumn (OQ — Operation Qualification);
- aTTecTauma B skcnnyatupyemom cocroaHumn (PQ — Performance Qualification).
2 [nanpoBepeHns attecTauun TpedyoTca nporpammMma atrectaumm (validation master plan) n metognkn atTecTa-
LMW
« BannpaynoHHbIN MacTep NnNaH» — HepekoMeHayeMblN TEPMUH.

4 CoaepxKaHue CUCTEMbI 0OO0ecnevYeHus KayecTBa

4.1 HazHauyeHMne cucteMbl obecnevyeHUA KadyecTBa

Cuctema obecneveHna Ka4ecTBa B NMPOM3BOACTBE NEKAPCTBEHHbLIX CPEACTB AOMKHA rapaHTUPOBAaTL
BbINONHEHWE OCHOBHbLIX TPEOOBAHNW K BbINYCKaeMOW NPOAYKLNN:

- COOTBETCTBME cneundukaumm (apmakonenHon cTatbe), B T. 4. OTCYTCTBME NOCTOPOHHUX BKNIOYEHUN
hOn3n4EeCKoOn, XMMNHECKON N MUKPODMONOrn4eckon Npnpoabl, BbIXOAALWMNX 38 YCTAHOBNEHHbIE Npeaens!;

- COXpaHeHne CBOUX CBOUCTB B TeHEHNE YCTAaHOBNEHHOIO CPOKa rOAHOCTU;

- HAann4ne NpPaBUNbHOU U HETKOU MAPKUPOBKW.

CyllecTBeHHble OCODEHHOCTN, OTNNYAIOLLINE NEKAPCTBEHHbIE CPEACTBA OT MHOMMX APYrMx BMAOB MPO-
OYKLWMN, COCTOAT B CNeAVIOLLEM:

- CNNOLHON KOHTPONb NOTOBLIX NEKAPCTBEHHbIX CPeACTB Hepa3pyLuawmMmm MeTogamm No BCEM NoKasa-
TeNAM HEBO3MOXKEH, T. €. KOHTPOMNb KA4Y4EeCTBa MOXET BbINONHATLCA TONLKO MO BLIDOPKE onpeaeneHHOro Yncna
06pa3LoB 13 cepun NPOAYKLINUK;

- 1OTPEDNTENDL HE MOXET NPOBEPUTL KAYECTBO NEKAPCTBEHHbLIX CPEACTB, OH MONHOCTbLIO A0BEPSAET CONPO-
BOANTENbHOW AOKYMEHTALIMX NPOU3BOANTENS.

BbIOOPOYHbIN KOHTPONb HE AAEeT rapaHTUn TOro, YTO AedEeKTHAA NPOAYKLUNA HE OKAXETCA HA PbIHKE.
B CBA3U C 3TM Ka4eCTBO NEKAPCTBEHHONO CpeacTBa AOMKHO ObITb 0b6ecneyYeHO TEXHONOMMEN N OPraHn3aLnen

2



FOCT P 52537—2006

Npon3BOACTBA TaK, YTODObI NPOAYKUMA, HEe COOTBETCTBYIOLLAA YCTAHOBMNEHHLIM TPebOBaAHUAM, HE MOrna nos-
BUTbCS.

4.2 NpuHuMnbl obecnevyeHnA KayecTBa

ObecneyeHne KadecTBa NeKapCTBEHHbIX CPEACTB OCHOBAHO Ha cneayiowWwnx NPUHUUNax:

a) HeTtkoe onpeneneHne 06A3aHHOCTEN U OTBETCTBEHHOCTU PYKOBOAUTENEN N BCEX COTPYAHMKOB Npea-
npnaTna. NoHnMmaHne BcemM KONNEKTMBOM U, B NEPBYIO oHepeab, pykoBoaUTENEM NpeanpuaTuA, NepBoCTENneH-
HOW PpONKn CUCTEMbI 0DecnevYeHnsa Ka4eCcTBa B NPON3BOACTBE NEKAPCTBEHHbLIX CPEACTB.

b) JokymeHTanbHOE 0hopMNeHNe BCEX NPOLLECCOB NPON3BOACTBA, KOHTPONSA Ka4eCcTBa 1 NP. B KOHKPET-
HOW, UCHepPnbIBaOLEN U MOHATHON AN KaXXAoro paboTHuka oopme ¢ AeTanmsaumnen Kaxaon onepaunm nnu
Kaxxaoro TpedboBaHnA Tak, YTOObI Nboe AeNCTBUE BbINONHANOCH B COOTBETCTBUN C AOKYMEHTOM U AEUCTBUA MO
YCTHOMY PacrnopsXXeHUo Unu No NMYHON TPaKTOBKE NCKNIOYaNUCh.

¢) OpraHnsauuna Npon3BoacTBa B COOTBETCTBUMN C AOKYMEHTaUMEN NpeanpuaTua n AeUCTBYIOLWLNMMN HOP-
MaTUBHbLIMWU AOKYMEHTaMMN.

d) Obecne4vyeHne NpocnexmMeBaeMOCTU BCEro Npouecca NPon3BoACTBa U KOHTPONA KadecTBa 33 cyeT
NONHOrO AOKYMEHTUPOBaAHUA BbIMONHEHUA BCEX ONepaLmn U NONYYeHHbIX Ppe3ynbTaToB OT NpuemMa matepua-
NOB A0 peanu3aunm NpoayKunn.

e) KOHTPOMNb NCXOAHbIX N YNAaKOBOYHbLIX MAaTEPUanNoB, NPOMEXYTOYHON N TOTOBOW NPOAYKLUWM B NOMHOM
COOTBETCTBUN C YCTAaHOBMNEHHbLIMU TPpeboBaHNAMK. IcnoNb3oBaHMe MaTepruanoB, COOTBETCTBYIOLLNX YCTAHOB-
NeHHbIM TPpeboBaHMAM. VcknioveHne ncnonb3oBaHMs NHbIX MaTepnuanos.

g) BoinonHeHne TpebosaHmn OCT P 52249 k noMmelLleHnam, 000pyaoBaHUIO U NpoLLeccaM OOCTUraeTCs
Hann4ynem NPoeKTa NPOnU3BOACTBa, COOTBETCTBYIOLLENO HOPMATUBHLIM AOKYMEHTAM, N €ro AOMMKHON peann3a-
Lneun.

h) YKOMNNEeKTOBAHHOCTbL NPOU3BOACTBA NEPCOHANOM, UMELWNUM HeoDXoANMYIO NOArOTOBKY U ANCLNN-
NUHY.

1) UcnonHnTenbckaa gucumnnmHa — obasaTenbHOe U TOYHOE BbINOMHEHME NepcoHanoM cBOUX 00A3aH-
HOCTEW, NPUNKa30B, PAaCNOopPAXEeHNN U APYIrMxX AOKYMEHTOB, a TaKXe MH(POpPMUPpOBaHNE PYKOBOACTBA O CUTYaLMU-
AX, CBA3aHHbLIX C HEBLINONHEHUEM Nopy4YeHHOro aena. KOHTPOoNb BbINONHEHUA NEPCOHANOM YCTaHOBNEHHbIX
TpeboBaHUN.

]) NMOCTOAHHBLIM aHaNM3 Ka4ecTBa NPOAYKLMN, CNy4YaeB OTKNOHEHUA OT cneundpnkaumm n NPUYNH pekna-
MaLnn; opraHn3aumna O0T3biBOB NPOAYKLUWN, HE COOTBETCTBYIOLLEN TPeOOBaHNAM; aHanNn3 PUCKOB U onpeaene-
HUE KPUTUYECKUX TOYEK, NPpOoBEeAEHNE CAMOMHCNEKLUUNA, T. €. Hann4ne NoCTOAHHON OBPaTHOW CBA3N MeXAay
pe3ynbTaTamMmn paboThbl, C 0OAHOU CTOPOHbI, U TEXHONOMMYECKMM NPOLLECCOM, NEPCOHANOM, MaTepuanamMmn napy-
rTMMK pecypcamm, ¢ apyrow.

k) KynbTypa npon3BoacTBa:

- YUCTOTA Ha npeanpuaTtum (Tepputopmnn, B NPpOU3BOACTBE, BCMOMOraTtenbHbIX, CKNaaCKNX N ObITOBbLIX
NOMELLEHNN U NP.);

- NIM4HAaA r’MrneHa, akkypaTHOCTb U NpP.;

- KYNbTYypa B3aMMOOTHOLLEHUN (KOPPEKTHas paboTa pykoBoantTenen, cosaaHne 6NaronpuaTHOro NcUxo-
NOrM4YeCKoro MUKpPOKNMMaTa Ha BCEX YPOBHSIX).

4.3 CTpyKTypa cUCTEeMbl 00ecnevYeHNA KayecTBa

Cuctema obecnevyeHUa Ka4ecTBa Npu NPON3BOACTBE NEKAPCTBEHHbLIX CPeaACTB COCTOUT U3 cneayioLwmx
3NEMEHTOB.

4.3.1 Uuchopmauma o npeanpumaTUN

«MHgpopMaLKna 0 NpeanpuaTumn» — OOKYMEHT, coAepXaLUunn OCHOBHbIE AaHHble O NpeanpuaTUnN B COOT-
BETCTBUMU C nogpasaenom4.4.

4.3.2 PaboTta c maTepmanamm

HaHHbIN pa3aen BkNoYaeT B ce0A AOKYMEHTALUMIO, PernaMeHTUPYIOLLYIO B3AaUMOOTHOLLEHUSA C NOCTaB-
LLIMKEAMW UCXOOHbIX U YNAaKOBOYHbLIX MaTepnanoB, NOPAAoK NnpnemMma matepuanos, oToopa nNpod, KapaHTUHHOro
XpaHEeHUA N NP. OT 3aKNKYEHNA A0rOBOPOB (0POPMNEHNA 3aKa30B Ha NOCTaBKy MaTepranoB) A0 Bblaavyn MaTe-

prnanos B NPOU3BOACTBO B COOTBETCTBUM C Pa3aenom J.

4.3.3 OpraHn3auma npow3BoACTBa

[aHHbIN pa3nen BKNIYAET BECb KOMMMNEKC AOKYMEHTALUKN, PErMaMEHTUPYIOLLIEN MPON3BOACTBO NEK3PCTBEH-
HbIX CPEACTB, OT NOMYYEHNA NCXOOHbIX MATEPMANOB Ha CKNaae MateprnanoB A0 CAaYU NPOAYKLMU Ha CKNaa U Nosy-
YeHUs pa3peLleHns Ha peann3aLmio roToBOW MNPOAYKLUUK B COOTBETCTBUM C Pa3anenom 6.

4.3.4 KOHTpONb KayecTBa

Paznen coaepXuTt AOKYMEHTALMIO NO padboTe KOHTPONbHbIX NabopaTopnin, BKNIOYAA KOHTPONb MaTEPNa-
NOB M rOTOBOM NPOAYKLIMN B COOTBETCTBUU C Pa3aeNoM 7.
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4.3.5 AHanu3 KkavecrtBa
Bknio4aeT B ceba NpoBeaeHNE aHann3a pUCcKoB, CNy4YaeB OTKNOHEHNSA OT cneununkaunn, peknamarmm m

OpraHn3aunio OT3bIBOB NPOAYKLUN C pa3paboTKon Mep NO NOBLILLEHNIO YPOBHA PaboThbl B COOTBETCTBUMN C Pa3-
nenamn /7, 11.

4.3.6 AyauTt

[1IpoBeAeHne BHELWHEro U BHYTPEHHEro ayanTta No3BonaeT CBOeBpPeMEHHO OOHAPYXUTb OTKNOHEHUS B
NPON3BOACTBE U CBA33HHbIE C HUM (DAKTOPbI OT YCTAaHOBNEHHbLIX TPEOOBaHNN U NPUHATL HEODXOANMbIE MEPLI B
COOTBETCTBUU C pa3aenom 13.

4.3.7 NloarotToBKa Nnpon3BoAcCTBa

B noHATME «NoAroToBKa NPON3BOACTBA» BXOAAT pa3paboTka NpoeKkTa NPonu3BoaACTBa, CTPOUTENLCTBO,
OCHalleHne obopyaoBaHneM N Npudopamun, paspadboTka AOKYMeHTauun (MeToauk aTtrectauumn KpUTU4eCKUX
noMeLLeHnn, 0bopyaoBaHMA N NPOLLECCOB, MHCTPYKLUWA U NP.), NpoBeaeHne atTectaumnm ¢ 0oopMneHmnem npo-
TOKONOB, pa3paboTka NNaHOB OPraHmn3aLUNOHHO-TEXHUYECKUX MePONPUATUN NO 0DecnevYeHno Ka4ecTBa 1 pPas-
BUTUIO NPOU3BOACTBA U NP.

4.3.8 [lepcoHan

PaspaboTka, peanusaumns n KOHTPONb BbINONHEHNA TPebOBaHUN K NpOodheCCUOHaNbHON NOArOTOBKE Nep-
COHana, CUCTEMbl ODYHEHNA, UHCTPYKLMI NO NOBEAEHWNIO, IMYHOW TMIMEeHe N Np. B COOTBETCTBUN C pa3aenom 9.

4.3.9 CnucrteMa KOHTpONA MCNONHEHUA

CoaoepxXnt oPOopMNEHHbLIN AOKYMEHTANLHO U peann3oBaHHbLIN OPraHn3aunMoOHHO MOPAAOK KOHTPONSA
NCNONHEHNA U MePbl BO3AEUCTBUA HA HApYyLLUUTENEW B COOTBETCTBUMN C pa3genom 10.

CTpyKTypa cucteMbl obecrneveHmsa kadectsa npusoantca B «MHpopmaunm o npeanpmnatumn» . OHa Aon-
)KHa ObITb AOCTYMNHON ANA BOCNPUATUA U HAarNAAHOW, TaK Kak CNOXHble, 3anNyTaHHble N HEACHO U3NOXEHHbIE
npeaMeTbl HE BOCNPUHUMAKOTCSA, N K HUM, KaK NpaBuno, 0OTHOCATCA popManbHO. [Npumep 6N0OK-CXeMbl CTPYKTY-
pbl CUCTEMbI ODecneYeHna KavecTea NpmeeaeH Ha PUCYHKe 1.

ObecneyeHue NpoU3BOACTBA:
- MoAroToBKa nepcoHana;

- KynbTypa Npon3BOACTBRA;
- KOHTPONb U MOHUTOPUHT;
- TeXHU4ecKkoe obcnyXMBaHue u peMoHT

UcxogHblie n

YNaKOBOUHbLIE [lpou3BoACTBO KoHTponb
NocTaB- MaTepuanbl roToBOM Motpe-

LM KW npoayk- outenb
LM

KoHTponb BHYyTpPMNpPOU3IBOACTBEHHDbIN
KOHTPOMNb

MoaroroBKa NPOU3BOACTBA: AHanus oTKNOHEeHUN

|

|

|

|

OT cneuunduKaLmii |

- NPOeKTUpoBaHUe,; ]

- NOMeELLeHMA U oBopyao-
BaHue:
- atrTectaums 1Q, OQ, PQ

NMnaH meponpuaTUMA
no obecneyvyeHMI0 KavyecTBa

PucyHok 1 — Cucrtema obecneveHua kavecTea

4.4 NucbopmMmauma o npeanpuaATUM

B «AHdopmaLmmn 0 npeanpuatMny NpuBOAATCA cneayiolmne AaHHbIE:
- HQUMEHOBAaHME N aapec NPeanpPUATUS;

- HOMEHKNAaTypa BbiNnyckaeMon NpoayKummn (ecnm oonycTuMo);

- N3HHblE O YNCNEHHOM COCTaBe (eCcnn AoNYCTUMO);
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- OpraHM3aunoHHaa CTPYKTypa npeanpuaTns;

- OTBETCTBEHHOCTb PYKOBOAUTENEN CNYXKObl KOHTPONSA KA4YECTBA;

- NepeyYeHb OCHOBHbIX CTAHAAPTOB, HA KOTOPbLIX OCHOBAHA cUCTeMa obecrneYeHna Ka4ecTBa;

- CUCTEMATU3NPOBAHHbLIN NepevYeHb AOKYMEHTOB, N0 KOTOPLIM BeaeTca paboTa npeanpuatua, nogpasne-
NeHUU N OTAENbHbIX UCMONHUTENEWN, NPOBOAUTCA aTTECTaUnAa MUCNLITaHUA 000pyaAOBaHNSA, BeaeTca 0byveHne
nepcoHana v np.; Npn 60NbLIOM KONUYECTBE AOKYMEHTOB MOTYT NPUBOANTLCA BUAbl (HAUMEHOBaHMSA rpynn)
OOKYMEHTOB.

[TpnnoxeHnamm K «MHpopmMaLmmn 0 NpeanpuATUN» MOrYT ObITb!

- NIONUTUKA NpeanpuaTna B 06NacTm KavyecTBa (He0bA3aTeNbHbLIN AOKYMEHT);

- CBOAHbIN NepeveHb BCEX AOKYMEHTOB Ha NpeaAnpnaTnn (MHCTPYKLUUN, METOAMKU, NPUKA3bl NUNP.) C CUCTE-
MOW KOAWPOBAHNSA AOKYMEHTOB (NPpY HEOHXOANMOCTH).

KOHKpeTHOe coaepkaHune «/IHdopmaunmn o npeanpnatuny» onpeaenaeTca cCaMum NpeanpuaTueM.

CopepxaHne «MHpopmMmaLmm 0 NpeanpmuaTun», pekoMmeHayemoe BceMnpHON opraHnsaumen 3apaBoox-
paHeHna (BO3) [1], npuBeaeHO B NprUnoXeHnn A.

Ha npeaonpuatnmn gonmkHO ObiTb onpeaeneHo nNUuUoO, OTBETCTBEHHOE 3a pa3padboTtky «MHdopmaumm o
npeanpuatun». PykoBogntenam nopgpasfneneHnn cneayer NpuHUMaTb akKTUBHOE ydacTue B pa3paboTke
«MHpopMauumn o npeanpnaTin .

«HpopMauna o npeanpruaATUMY A0MKHA ObiTb, MO BO3MOXHOCTN, KPaTKON M HaNUCaHHOW B ACHOWU hopMe.
HaHHbIN AOKYMEHT A0MKeH ObiTb NONE3HbIM ANA COTPYAHUKOB N PyKOBOAUTENEN NPeanpruaTnUa N NCnonb3o-
BaTbCA B NPAKTNYECKON AeATENLHOCTMN.

BaXHbIM 3NeMEHTOM ABNAETCA CUCTEMA ynpaBneHna AOKYMeHTauueun (B TOM 4Yncne KoanpoBaHUSA),
NO3BONAKOLLAA NErko HaxXoAUTb HYXXHbIN AOKYMEHT B 3aBMCUMOCTU OT Nogpa3aeneHna nnm npouecca, KOHTPO-
NMpoBaTb BHECEHNE n3MmeHeHn n np. Cncrema ynpaBneHmna AOKYMeHTaunen aonxHa onpeaenaTtb eauHble
TpeboBaHUA K pa3paboTke, 000POTY N akTyannsaunm AoKyMeHToB. OHa MOXeT ObiTb 0OOPMNeEHa B BUAE CTaH-
napta npeanpuaTtms (opraHn3aumnn).

«MHopmMmaLmna o npeanpuaTUM» A0MKHa ObiTb OTKPbLITbIM AOKYMEHTOM, AOCTYNHLIM ANA NOMNb30BaHUSA
(338 NCKNHYEHNEM AAHHbIX ANSA CNY)XKE€OHOro NONbL30BaHUSA).

4.5 OpraHn3aLuMOHHaA CTPYKTypa npeanpuaTuA

4.5.1 HasHa4eHne opraHn3aumoHHON CTPYKTYPbl — OaTb BO3MOXXHOCTbL KaXKOOMY MOHATL CXeMY ynpaBneHus
npeanpuaTMeM, B3aMMoCcBa3n, NOOYUHEHHOCTbL U CBOE MECTO B HEW.

4.5.2 OpraHnsaumoHHas CTPYKTYpa NpeanpuaTtua UMeeT HECKONbKO YPOBHEWN:

- pyxoBOANTENb NPEANPUATUSA;

- 3aMeCTUTENMN PYKOBOAUTENA (FMaBHbIN UHXEHEP, 3aMeCcTUTENn No NPOU3BOACTBY, KAa4eCTBY, KOMMEp-
4eCKOM paboTe, KanUTanbHOMY CTPOUTENBLCTBY, OOLLMM BONPOCaM, pasBuUTUIO U ap.);

- Ha4YanbHWKN NoapasaeneHnn (LexoB, 0TAeNoB, NabopaTopun, cCNyXo n ap.), 3aseayoLlumne cknagamm n
rMaBHble cNneunanunucTbl (rNaBHbIN TEXHONOT, FMaBHbLIW MEXaHWUK U NP.);

- CTPYKTYPHbIE eAnHULbI NoapasaeneHnn (otTaenbl, 010Po, CEKTOPbLI N NP.);

- NICMONHUTENWN.

OpraHnsaunoHHaa CTPYKTYpPa AOMKHA OTpaXaTb B3aUMOCBA3N MeXAY pasnnyHbIMN YPOBHAMM yNpaBne-

HUA 1 noapasneneHnamu npegnpuatna. Cneayer onpeaenntb PaboTHUKA (PYKOBOANTENS ), BbINONHAKOLLErO
OYHKUMKN Y NONHOMOYEHHOIO Nnua.

4 .5.3 PykoBogutens NpeanpuaTma, ero 3aaMmectutenu, pykoBoautenu noapasaeneHmnm CTpYKTYPHbIX ean-
HUL, N UCMIONHNTENN AOMXKHbLI MEeTb onpeaeneHHble PYHKUUN (00A3aHHOCTN) U OTBETCTBEHHOCTb, KOTOPbIE
N3NaralTca B AOMKHOCTHbLIX MHCTPYKLMAX, KOHTPAKTaX Unn Apyrnx AOKYMeEHTaxX.

He ponyckaetca oyonupoBaHue OTBETCTBEHHOCTH.

4.5.4 [Ina nogpasneneHnn n CTPYKTYPHbLIX eauHNL, A0MNXHbI ObITb pa3pabdboTaHbl NONOXEHUA, B KOTOPbIX
onpepeneHbl CTPYKTYPA, 3agayvun, PyHKLUKN, NpaBa, B3aUMOOTHOLLEHNA C ApYyrmMun nogpasaeneHnaMmm v OTBeT-
CTBEHHOCTD.

4.5.5 OpraHnsaunoHHasa CTPYKTYpa U AOMKHOCTHbLIE MHCTPYKUMK onpeaenaoT Nnoag4YMHEHHOCTbL NoAPas-
aeneHnn n padboTHNKOB.

4.5.6 B AOMKHOCTHOWN UHCTPYKLWUN YKa3bIBAKOTCA:

- HQUMEHOBAHNE AOMKHOCTMW;

- KBanNPUKaLUNOHHbIE TpeboBaHnA (0bpa3oBaHne, cTax paboThbl);

- NOAYNHEHHOCTD;

- PyHKUMKM (NpaBa n 00A3aHHOCTN, BO3NaraeMble AaHHON MHCTPYKLMEN Ha COOTBETCTBYIOLLIEE NULIO);

- OTBETCTBEHHOCTbD.

Kaxxabll pabOoTHUK AOMKEH BObITb O3HAKOMMEH C AOMKHOCTHOW MHCTPYKUMEN N0 PACAUCKY .
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4.6 PyxoBoAaCTBO nNpeanpuATUA

PykoBOAOCTBY Npeanpuatna, B NEPBYIO o4Yepenb NepBOMY PYKOBOOUTENIO, NPUHAANEXUT pellarLlas
POnb B 0becne4YeHnmn Ka4eCcTBa NPOAYKLIMNA.

PykoBOACTBO NpeanpnaTma OTBeYaeT 3a BblpaboTKy CTpaTerndyeckux peleHnn, OpraHnsyeT nx BbiNOMHe-
HUe, BblaenseT HeobxoanMble pecypcbl N OCYLLECTBNAET KOHTPONb peann3aunmn NPUHATLIX PeLleHUn.

ObecneveHne Ka4yecTsa NPOAYKUUN — CTpaTernveckas uenb NpeanpuaTus.

4.7 ObecnevyeHMe Ka4eCTBa U KOHTPOSb KavyecTBa

Ha npeanpuatum pekoMmeHayeTca MUMeTh NoapasaeneHuns:

- obecneveHna KavecTBa (HanpmnmMep, otaen obecneveHna Ka4ecTBa);

- KOHTPONA Ka4YecTBa (OTAEN KOHTPONA Ka4eCTBa).

B pyHKUMKM OTAeNa obecnevyeHna KavecTBa BXOAAT:

- pa3paboTKa CTPYKTYPbI CUCTEMbI ObecneveHns Ka4yecTBa, KOHTPOMNb ee (PYHKLUNMOHNPOBaHUA, BHECEHWNE
N3MeHeHUN B CUCTEMY 0DecneYeHns Ka4yecTBa No Mepe pas3BuTUA NPON3BOACTBA;

- pa3paboTka OCHOBHbLIX (POPM AOKYMEHTOB U OCHOBHbIX 9NE€MEHTOB CUCTEMbI 0DecneyYeHnsa KavyecTea
(OprcTpyKTYpa NpeanpmnaTua, nepevyHn AOKYMeHTaunmn n np. );

- pacnpeaeneHue Bcero KOMNNeKkca Ao0KYMeHTaunm No nogpasaeneHnam npeanpuaTtms, KOHTPONbL paspa-
DOTKN AOKYMEHTOB, UX PacnpoCTPaHEHNS, BHECEHUA N3MEHEHNN U NCNONHEHNS;

- KOHTPOMb ODYYEHNA N aTTeCTaunn NEPCOHANA;

- KOHTPONb Pa3paboTKM M peanusaunmn NPOEKTOB NPON3BOACTBA, PEKOHCTPYKL NN NPON3BOACTBA;

- KOOPANHaLUNA padoTbl N0 aTTECTAUUN NPOEKTOB, MOMeLLEHNN, NPOoLLECCOB N 0bopyaoBaHUA (OTAENbHbIE
BUAbI aTTECTALMN MOXET BbINONHATbL CaM OoTAenN obecnevyeHna Ka4ecTBa);

- KOHTPOMNb BbINONHEHNA TPEDOBaHUN MHCTPYKLUUW, METOOUK N APYINX AOKYMEHTOB;

- pa3paboTKa N KOHTPOMb BLINONHEHNA NNaHa MeponpUATUN NO 0becneYeHnIo COOTBETCTBUA TPeboBa-
HUaAM [OCT P 52249 n apyrnx HOpMaTUBHbIX JOKYMEHTOB.

OTnen obecnevyeHUa KavecTBa NOAYMHAETCA PYKOBOAUTENIO NPeaAnpUaTUS.

OTAaen KOHTPONA KayvecTBa BKNIOYaeT B cebA KOHTPONbHbLIE NabopaTopun.

PykoBoauTenb oTAena KOHTPONA Ka4yecTBa NpoayKuumn aomnkeH ObiTb HE 3aBUCUMbIM OT PYKOBOAUTENS
NpPON3BOACTBA.

4.8 NMonutnka npeanpnATnA B 06NacTn KayecTBa

[na nogvyepkmBaHna NepBOCTENEHHON PONN 0becnevYeHnsa KavyecTtBa N NOCTOAHHOMO akUEeHTUPOBAHNSA
BHUMaHNA BCEX COTPYOHMKOB Ha 0becnevyeHUn KadecTsa Ha NpeanpuaTtum MoXxeT ObiTb NPUHATA NONUTUKA
KadyecTBa, KoTopasa ooopMnNaeTca B BUAEe OTAENbHONO AOKYMEHTa noa HassaHueM «llonutuka B obnactu
KadyecTBa» . ITO KPaTKUN OOLLMN AOKYMEHT, onpeaenaowmnmn Lenb paboTbl KONNeKTUBa B OTHOLLEHUN KA4ECTBa.

LOKYMEHT AOMXKeH OTpaxaTb NpeaMeT AeATENBbHOCTN NPeaAnpPUATUA, NOHUMaHWE KONNEKTUBOM Npeanpu-
ATNUA CBOEN OCHOBHOW 3a4a4M KaK BCEMEPHOE yaOBNETBOPEHNE HYXA NOTPebutenen, yCTaHOBKY Ha NOCTOSH-
HO€E COBEPLLUEHCTBOBAHMNE PaboThl C Lenbio 0becnevyeHNa cTabnnbHOCTU NOKa3aTenen KavecTea BbiMyCKaeMOoW
npoaykuun. Npumep ookymMmeHTa npueeaeH B NpunNoXxeHmn B.

LOKyMEHT nognncbiBaeTCcAa PyKOBOAUTENEM NPeanpnaTmna, OBOANUTCA A0 KaXXQ0ro paboTHMKA, NOCTOAH-
HO HaxoanTCA B AOCTYNHOM MeCTe, NyONUKyeTCcAa B MHDOPMAaLMOHHLIX MaTepuranax v np.

[TonnTnka npeanpuaTna B o6nacTtn KavecTtBa A0MNXKHA ObiTb ACHOW, MOHATHOMN N BOCAPUHATON BCEMM
paboTawmmn. Ee uenn aonkHbl ObITb peanbHbiMU. [1py ee opMynnpoBaHnK cneayeTt n3dberatb MHOrOCNO-
BUA, HU4Ero He 3Havawmnx pas n opmannima.

5 MaTepuanbi

Ha npeanpmnatnm cneayeTt opraHn3oBaTh KOHTPOMNb UCXOAHbLIX N YNAKOBOYHbIX MATEPUAnoB (BXOAHOW
KOHTPONb), BKNoYaoWwmm B ceba oToop npod (00pasuoB), UX aHann3 (UCnbiTaHus ) ¢ 0OPMNEHNEM AOKYMEH-
Taumn, NOATBEPXKAAIOLWEN COOTBETCTBME MATEPMANOB 3aaHHbIM TpeboBaHMAM (cneundpukaumn, ctaHaap-
TOB, (papMaKonenHbIX cTaTten), n opopMneHne paspeLleHns Ha X NCNoNb30OBaHUE NNN OTKNOHEHWE.

Heobxoanmo pas3paboTaTtb U BBECTU B AENCTBNE CUCTEMY, NCKAIOHAIOLWYIIO NCMONb30BaHME NNW NOCTaB-
Ky MaTepnanos, KOTOPble HE COOTBETCTBYIOT 3aAaHHbIM TpeboBaHuaM. Cncrtema AomKHa npeaycMmaTpuBaTth
CBOEBpPEMEHHOE OBHapYKEeHNE Taknx MaTepuanos.

CneayeTt opraHn3oBaTb BXOAHOWN KOHTPOMb NEYATHLIX M YNIaKOBOYHbLIX MATEPUAanoB.

LonxHbl ObITb AOKYMEHTANbHO OOOPMNEHLI U peann3oBaHbl TPebOBaHNA, pernaMeHTUpYyLme:

- IPUEM MaTEepPUNanoBs;

- KOHTPONb KA4eCTBA NCXOAHbIX U YNAaKOBOYHbIX MaTepuanoB, BKN4Yaa oToop npob (0bpasLoB), KapaH-
TMHHOE XpPaHeHne, aHanu3 Npood nnn obpa3LoB, OhopMNEHME pa3peLLEHNA HA MPUMEHEHMNE MATEPHANOB, XPa-
HeHne Npob (0bpasLoB);

6
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- TPAHCNOPTUPOBAHNE MATEPUaNoB Ha NPeanpUATUN;
- ayauT NOCTAaBLUUKOB;

- 0(hopMneHne AOroBOpPoOB (3aKa3os).

PekoMeHaaLuunm no peanmn3aunmn AaHHbIX TPeOOBaHUU NpuBeaeHbI B NpUNoXeHmnn C.

6 lNpoussoacrteo

[1na obecneveHna Ka4yecTsa NPOoAYKLUN B NpoLecce Npou3BOACTBa CNeayeT pa3paboTaTtb U peannso-
BaTb TpeboBaHMSA, pernaMeHTUpYIoLLNE:

- NpopPaboTKy 3aKa30B (NPN HEODXOAUMOCTU ) B COOTBETCTBMM C NPUNOXeHMNeM D;

- OPraHn3aLmio n ynpaeneHne Npon3BoaACTBOM B COOTBETCTBUN C YTBEPXKAEHHOW AOKYMEHTALMNEN;

- TEXHONOMMYEeCKNE NpoLLecChl;

- 3KCNNyaTauuio NnoMeLleHnn n 060pynoBaHUS;

- MAPKNpoOBaHNE (3TUKETUPOBAHUNE);

- BHYTPUNPOUN3BOACTBEHHbLIW KOHTPONb;

- MaTepunanbHbi DanaHc;

- paboTy C OTKNOHEHHOW NPOAYKLUNEN;

- YCNOBUSA XPaHEeHNA NPOAYKLNMN;

- OTrPY3KYy NPOaAYKLWN;

- NIOAroTOBKY NepcoHana n ero paboTy B COOTBETCTBUM C pa3aenom 9.

Bce nencrensa, oTHocAalmMeca K obecneyveHnto Ka4ecTea B NpoLecce NPon3BoacTBa, AOMKHbI ObITb OOp-
MNEHbI AOKYMEHTANbHO.

PekoMmeHaaLumn no peanniaunn AaHHbIX TpeboBaHNN NPUBEAEHBbI B NPUNOXeEHUN E.

7 KOHTpONb KayecTBa U BbINMYyCK rOTOBOU NPOAYKLUU

7.1 O6Wwme nonoxeHns

PYyHKUMAMKM OTAENa KOHTPONA Ka4YeCTBa ABNATCA NPUEMKa UNKU OTKNOHEHWE NIOOLIX NCXOAHbIX U YNAKOBOY-
HbIX MaTepnanoB, 3TUKETOK U rOTOBOW NPOAYKLUMKM NO NOKa3aTeNnaM Ka4eCTBa, a Takke cornacoBaHue AOKYMEHTOB
(MHCTPYKLMW, METOAMK, criendpunKkaLmn), cBa3aHHbIX ¢ obecnevyeHneM Ka4eCcTBa.

[aHHbLIN OTAEeNn HagenseTca HeoOXOAUMbIMM NPaBaMN N HECET OTBETCTBEHHOCTb 32 Ka4ECTBO BbiMyCKaeMoW
npoaykumn. B ero oyHKLMM MOIyT BXOOUTL TaKKe PpacCMOTREHME NPOTOKOMNOB Ceprn, NX NPOBEPKa N paccneaoBaHne
ODOHapYXeHHbIX OLWMDOK (COBMECTHO C OTAENOM 0becneyeHns KadecTsa).

OTAen KOHTPONA Ka4eCTBa HECET OTBETCTBEHHOCTbL 3@ NPUEMKY UNN OTKNOHEHWE MaTepnanoB 1 roTOBOW MPOo-
OYKLUWN, U3roTOBNEHHOW, NPOBEPEHHON NN YNAaKOBaHHOW MO KOHTPAKTY C APpYrMM NpeanpuaTUEM.

B coctae oTaena KOHTPOoNA KadyecTBa BXOAAT NabopaTopumn, ocyLlecTBNAoLWNe KOHTPOMb (MCNbITaHUSA),
O0NYyCK B NPOMU3BOACTBO (peann3aLumio ) Unnm OTKNOHEHNE UCXOOHbIX U YNaKOBOYHbIX MaTepnanoBMroToBON Npo-
OyKLUnN.

PaboTa oTAena KOHTPONA KayecTBa pernaMeHTUpyeTCca MHCTPYKUMAMU, onpeaenaownMm ee 0basak-
HOCTW, OTBETCTBEHHOCTb U NpaBa ero COTPYyAHUKOB.

Ha npeanpuatnm AonXHbl ObITb oNpeaeneHbl cneumanbHbIMU AOKYMEHTaMN NOPAAOK PaboThl C pekna-
MauUUAMN Ha NPOAYKLMIO U NOPAAOK OT3biBa NPOAYKLNN C PbIHKA.

[TpnHUMNBI OpraHn3aunm oTAeNa KOHTPOoNSA kavectBa npueeneHbl B OCT P 52249,

7.2 KOHTpONb Ka4yecTBa rO-TOBOU NPOAYKLNN

Kaxxgaa cepua rotoBoro NeKapCTBeHHOro cpeactea A0MKHa NPONTU KOHTPONb NO BCEM NoKa3aTenam,
cogepXxawmmcs B hapmMmakonenHon ctatbe (cneundpunkaunm). He aponyckaeTca BbiNycK cepumn NPpoAayKUnnN, He
oTBeYarwmx TpedoBaHnaM crneundukaunm (bapmMakonenHonm cTaTtbn) XoTa Obl O OAHOMY NOKA3aTEN!o.

[1pOTOKONbI PE3YyNbTaTOB KOHTPONA Ka4yeCTBa AOMKHbI coaepXaTb BCe AaHHblIe O NpoBeAeHUN TECTOB Ha
COOTBETCTBME TPebOBaHMAM crieundonKaunm n Apyrmx AOKYMEHTOB.

MeToabl 0oTOOpa NPoOL (06pa3LUOoB) N NPOBEAEHNA KOHTPOMNA C YKa3zaHUEM YMcnNa eanHUL, NPOAYKLUUN, OTOU-
paeMblX N3 cepun ANa NpoBeaeHNA KOHTPONA, A0MNXHbI ObITb NPMBEAEHbLI B METOANKAX (MHCTPYKLNSAX).

TOYHOCTb, YYBCTBUTENLHOCTL, CNELNINIHOCTb, BOCNPOU3BOAMMOCTbL U ApYyrne XxapakTtepucTnku aHanutu-
4YeCKNX MeTOA0B KOHTPONA AOMKHbI ObITb YCTAaHOBNEHLI N OOOPMNEHbI AOKYMEHTanNbHO. MeToabl (MeTOAUKN), He
coaepxalimecs B HOPMATUBHbLIX AOKYMeHTax, noanexar artrectaumm no OCT P 52249 (npunoxeHue 15).
ATTecTauua MOXET BbINONHATLCA cneuyanuctaMmm nNpeanpuaTa Unu cneumanmcTtaMmm He3aBMCcCUMON OpraHn3a-
Linn.
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[na meToaoB, coaepxalmnxca B ctaHaapTax, Papmakonee n apyrmx HOPMaTUBHbIX AOKYMEHTAaX, AOCTa-
TOYHO NPUBECTUN CCbINKU HA HUX C 0becnevYeHmnemM BOCNPON3IBOANMOCTN METOAUKU B AaHHON NabopaTopun Ha
NaHHOM Npnodope.

7.3 BbinycKk roToBoM npoaykuumn

Bbinyck roTOBOW NPOAYKLUMN Ha peanu3aumio OCcyLlecTBNaeTca TONbKO Nocne AOKYMEHTanbHOro noja-
TBEPXXOEHUNA TOro, YTO OHa NPou3BeaeHa N NPoBepPeHa B COOTBETCTBUU C YCTAHOBNEHHLIMU TPeDOOBaAHNAMMN.

7.4 CoxpaHAemMble obpa3ubl

[TpeanpuaTne 4OMKHO OCTaBNATL HA XpaHeHue obpasLbl Kaxaoun cepumn npoaykunn. HYucno obpasuoe u
BpEMS UX XPaHEHNS A0MXKHbI ObiTb YCTAHOBNEHLI B AOKYMEHTALINMN.

7.5 JlabopaTopHbIe XXMBOTHbIE

COCTOAHNE XUBOTHbLIX, NCNONb3YEMbIX ANA KOHTPONA UCXOAHbIX MATEPMaNoB, MPOMEXYTOYHOWN U FOTO-
BOWU NPOAYKUUKN, cneayeT KOHTPONMpoBaTh.

’XMBOTHbIX cneayeTt coaepXatb B yCnosmax, obecnevnsaowmnx NPUrogHOCTb UX NCNOMb30BaHUA MO
Ha3HadeHuo. CneayeT BECTU AOKYMEHTALMIO, OTODpaXaloLwyo UCTOPUIO UCMONb30BaHNA XXUBOTHbIX.

8 ObecneyvyeHune Ka4yecTBa Ha 3Tane NOAroTOBKU NPOU3BOACTBA

8.1 O6wWwme nonoxeHunnN

KauyecTBO NpoayKLUnKN 3aKNaablBAaETCA Ha 3Tanax NPOeKTUPOBaAHMNA NPON3BOACTBA, BbIDOpa 0bopyaoBa-
HUA, CTPONTENLCTBA, MOHTAXa, MNYCKOHaNaao4HbIX paboT, artTecTaunm n aoanee obecnevynBaeTca NyTemM Haa-
nexaltueun akcnnyataumm.

[TpoekTnpoBaHmne, CTPOUTENLCTBO, BBO B IKCMNyaTaumio 000pyaoBaHUA U NOMELLEHUI, B TOM YMcne
npoBeneHne aTrTecTaummn, OTHOCATCS K NOAroToBKe NPOM3BOACTBA.

[1pn nx peanusaummn cnenyet pykoBoactBoBaTbCA [ OCT P 52249 n apyrummn ctaHaapTamMu, OTPaXaoLm-
MW COBPEMEHHbIN YPOBEHDb Pa3BUTUA TEXHUKN.

Ha kaxaom atane NnoaroToBKU NPOM3BOACTBA CrneayeT BbiNONHATL paboTbl NO aTtTectaumu. JIormka npo-
BeAeHNA aTTECTALMN Ha Ppa3nNUYHbIX 3Tanax NnoaAroToBKU NPOU3BOACTBA HanpaBneHa Ha CBOEBPEMEHHOE ODHa-
pYyXXeHne oWnbOoK U OTKNOHEHUN OT 3aAaHHbIX TpeboBaHUN, BHECEHNE HEODXOOANMbIX U3MEHEHUN N Lene-
HanpaBNeHHbIN BbIBOA NPON3BOACTBA HA BbINYCK NPOAYKUMN B COOTBETCTBUN CTPeboBaHnaMul OCT P 52249,

8.2 ATTecTauma npoeKTa

Llenb aTTecTaumm NpoekTta — NoATBEPKAEHUE COOTBETCTBUA NPOEKTA 3a0aHNI0 HA NPOEKTUPOBAHNE U
NEeNCTBYHOLLUM HOPMATUBHLIM AOKYMEHTAM. BBUAY TOro, YTO NPOEKTNPOBaHMNE ABNAETCA ANUTENbHbLIM N A0PO-
rOCTOALMM NPOLIECCOM, aTTECTaLMIO NPOEKTA LLenecoobpas3Ho pa3duTb Ha 3Tanbl:

- aTTecTauma KoHuenumm (NPUHUMNUaNbHbIX PeLLEHNW);

- aTTecTauma yreepxxaaemomn 4actm npoekta (basic design).

ATTeCcTaumio KOHLUENLMM LLenecoobpasHO BbINONHATL ANA CROXHbIX N AOPOroCTOALLMX NPOEKTOB.

[1pn HeOOXOANMOCTU MOXET BbINONHATLCA aTTECTaLNA paboven AOKYMEHTALNN (YepTexXen).

ATTecTauma AoMKHA ObiTb HE3aBMCMMOW. [1Na NepBoro artana oHa MOXET HOCUTb XapPaKTepP KOHCYNbTa-
Ln. BTopomn 3Tan aBNaeTca OCHOBOW NPOEKTa, U NpOBeAEeHNE ero aTTecTaumm UMeET KNIoYEBOE 3HAYEHNE.

ATTecTaumna NpoeKkTa He AOMXKHAE 3aMEHATLCA IKCNEPTNION HAA30PHbLIX OPraHoB NO OTAENbHLIM Hanpase-
NEeHnAM, CBA3aHHbIM C obecnedyeHneM 6e30NacHOCTU, OXPaHbl NPUPOabl U NP. ATTECTALMA NPOEKTa AOMKHA
ObiTb HAaNpaBneHa Ha NOATBEPXKAEHNE COOTBETCTBUSA NPOEKTUPYEMOro 06 bEKTa NOKa3aTenaM Ha3Ha4YEHNA Y
TpeboBaHnam FOCT P 52249,

[1pn aTTECTAaUMN NPOEKTa cneayeT obpaTntb 0cob0e BHMMaHME Ha BbIDOP 000OpYyAOBaHUSA, Pa3paboTky

NNaHUPOBOYHbIX PpELLEHUI, MOCTPOEHNE CUCTEM BEHTUNALMK, NOArOTOBKN BOAbLI N APYINX NHKEHEPHbLIX CUCTEM
B COOTBETCTBUN C TPpeboBaHnammn FOCT P 52249.

8.3 ATTectauma B NOCTPOEHHOM COCTOAHUN

ATTecTtauns B NOCTPOEHHOM (YCTAaHOBNEHHOM ) COCTOSAHMW BbINONHAETCSH € LLEENbIO NOATBEPXKAEHNSA COOT-
BETCTBUSA MOCTPOEHHOrO 06BLEKTA N YCTAaHOBNEHHOIO 060PYAOBaHMA NPOEKTY N HOPMATUBHbLIM AOKYMEHTaM.
[1pn ee npoBeaAEeHNN NPOBEPAIOTCA:

- KOMNMEKTHOCTb 000PYAOBaHUSA N €ro COOTBETCTBME 3aKa3Y;

- NPaBUNBHOCTbL YCTAHOBKU M NOAKNIOYEHNA 0O60PYNOBAHUS;

- COOTBETCTBME 3aAaHHbLIM TPEOOBaAHUAM MaTeprnanoB pabounx NOBEPXHOCTEN, BCTYNAKOLMX B KOHTAKTb!
C NPOAOYKTOM;

- COOTBETCTBMUE 3a4aHHbLIM TPebOoBaHMAM KPUTUYECKOro obopyaoBaHua (Hanpumep, CTepunn3aTopos,
HEPA donnbTpoBs).

3
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8.4 ATTecTauma B OCHALWEHHOM COCTOAHMM

ATTecTauua B OCHalleHHOM COCTOAHUN BbINONHAETCA C LLeNbio NoATBEPXKAEHNA COOTBETCTBUA NOMeELLE-
HUN M 00OPYAOBaHNA 3a0aHHbLIM TPeboBaHUAM NpPKU paboTe UX B KOMMNNEKce, HO 6e3 BbiNycKa NPoaAYKLUUN N NPw
OTCYTCTBUM NepcoHana. [1o 3aBepLueHnn 3TOro atana aomkHa obiTb pa3paboTaHa n yTeepaeHa BCs HEODXO-
AnMMaa AOKYMEHTaLUmMA (MHCTPYKLUUN, METOAUKU N APpYIrne AOKYMEHTbI NO 3KCNNyaTaLunn).

8.5 ATTecTauua B 3aKcnnyaTupyeMomM COCTOAHUN

[1aHHbLIN 3Tan COOTBETCTBYET peanbHbIM YCNOBUAM 3KcnnyaTauuun. [pu ero BbinONHEHUN MPOBOAATCA
NCNbITAHUA BCEX TEXHONOMNYECKNX NPOLECCOB U 00OPYAOBaHNA C BbINYCKOM rOTOBOM NPOAYKLUMN U NPU Hanu-
4YMn NepcoHana.

8.6 NomeweHnAa, o6opyaoBaHue nnpouecchbl, nognexaiime atrectauum

ATTecTauum nognexart nomewleHunsa, obopyaoBaHMe N NPOLECChl, UMeLLNE KpUTUYeCcKne napameTphbl. K
HMUM, B NEPBYI0 ovepenb, OTHOCATCA:

- YUCTble nomelleHnsa nYnctble 3oHbl (TOCT P NCO 14644-4);

- NpoLEeCChI CTEPUNN3ALINKN (NEPBUYHON YNAKOBKWN, FTOTOBOW NPOAYKUUN);

- NpoLecchl CTepUNU3yLLen OUNbTPaLnn B acenTU4eCKOM NPOon3BOACTBE;

- HEPA donnbTpbl, yCTaHOBMNEHHbIE B TEXHONOMMYECKOM 0D0pYyAOBaAHUM;

- Npoueccbl NMOMOUNN3aLNN;

- npoueccbl 06pPabOTKM (OHYNUCTKN) NOBEPXHOCTEN, CONPUKACAIOLLNXCSA C NPOAYKLMNEN;

- CUCTEMbI NOAroTOBKM BOAbI ANA MHBEKLUN 1 BOAbI OYNLLIEHHOMW;

- Npouecchbl roMoreHnsaunm (obecneyeHna O AHOPOAHOCTM NPOAYKLUMKM), NPN HEODXOANMOCTW;

- npoueccbl acentTndeckoro HanonHeHnsa (FOCT P NCO 13408-1);

- aHannTn4yeckme MeToabl KOHTPONA, He coaepXKalmnecs B YTBEPXAEHHbIX HOPMATUBHbIX AOKYMEHTAX;

- CUCTEMbI C KOMMbIOTEPHbLIM yrpaBneHnemM n KOHTPONEM, B TOM YUCNEe C NCMONb30BaHUEM SNEKTPOHHbIX
noanucen.

ATTecTaumio TaKke cnegyet npoBoaAUTb ANsS APYrnx NPoLeccoB U BMAOB 000OPYyaAOBaHNA, BAUAIOLWNX HA
Ka4yeCTBO NPOoAYKLUN.

[Tpn nponseoacTBe cneundniecknx NekapcTBEHHbIX CPEeACTB cneayeT onpeaennTb KPUTUYECKME napa-
MEeTPbl U NPOLECCHI, a TaKXe NPOBECTN NX aTTeCcTauunio. Hanpumep, npun Npon3sBoacTBe MeaANLMHCKUX UMMYHO-
OMonorM4yecknx npenapaTtoB K KPUTUYECKMM npoueccaM OTHOCATCA BbipallMBaHWe BUPYCOB W
MUKPOOPraHn3MoB, X NHAKTUBALMA, BblaeneHne pa3nnU4HbiX KOMAOHEHTOB, OYNCTKA U Np.

[Topanok npoBeaeHNA atTecTaunm pernaMeHTUpyeTca NPorpaMmmon aTtTecTaumm, B KOTOPOUW YKa3blBaKOT-
cAa NnoMeLlleHua, 0dbopyaoBaHue 1 NpoLecchl, noaneXxawue aTrectaumm, ¢ ykasaHnemM CoOCTOAHNN NOMeLLEHNI
(NOCTPOEHHOE, OCHALLEHHOE NNK 3KCNyaTnpyemoe ), padoT, BbINONHAEMbIX NPU aTTeCcTaunKn, U KOHTPONUpYye-
MbIX NnapameTpos [2], [3].

9 lNepcoHan

9.1 O6WwMe NnonoXxeHunA

[TlepcoHan aBNAeTCA KPUTUYECKMM 3NEMEHTOM B NPON3BOACTBE, NCTOYHUKOM OLLUMOOK M 3arpsasHeHun,
npuBoaaLnX Kk 6paky. CoznaHne cucteMbl padboThbl C NEPCOHANOM ABNAETCA 00A3aTenbHbIM YCNOBMEM CUCTE-
Mbl ODecnevyeHnsa Ka4ecTBa.

[Mpennpunatne nonxHo 6bITb 0Oecne4YeHo A0CTaTOYHbIM YNCNOM NEePCoHana TpebyemMomn KBanmnpunkaumm
nnsa NPon3BOACTBa NPOAYKLMKM, ObecneveHns KavyecTBa 1 paboTbl MHXEHEPHbIX, BCAOMOraTenbHbIX N APYrnx
cnyx6. TpeboBaHua k nepcoHany npmeeaeHsl B OCT P 52249. Huxe garoTca AoONONHUTENbHbIE TPeboBaHUA,
CBSi3aHHble C HENOCPEACTBEHHbLIM 0becnevYeHNEM Ka4eCcTBa NPOoAYKLUN,

Obuwaa cxema paboTbl C NEPCOHANOM BKNIOYAET B ceb5a cneayome 3NeMeHTb:

- Pa3paboTKy U AOKYMEHTanbHOe 0hopMNeHne TPedOBAHNM K NEPCOHAaNY;

- noAd0p N PpacCTaHOBKY NEPCOHana;

- CO30aHne CUCTEMbI ODYHEHUA NEPCOHANA, BKNIOYAaKLWEN NEPNOANYECKYIO NPOBEPKY 3HAHN;

- aTTecTaumio NnepcoHana;

- KOHTPONb BbINONHEHNA NEPCOHANOM TPebOBaHUN NHCTPYKLNI;

- KOHTPONb COCTOSIHMSA 300POBbA NEPCOoHaNa (B HEODXOAUMBIX Cry4aax).

9.2 TpeboOBaHMA K nepcoHany

Kaxabin paboTHUK NpeanpuaTms AOMKEH UMETb HEODXOANMYIO KBANNMPUKALNIO, 3HATb CBOW AOMKHOCT-
Hble 00A33HHOCTU M NOPAAOK NX BbINONHEHUA. [1Na 3TOro cneayet AOKYMEHTanbHO OPOopMUTb KBANNIOUKA LN-
OHHble TPEeDOBAHNA KNEPCOHANY, OrPaHNYEHNA Ha AONYCK KOTAENbHLIM BUAAM PaboT N0 COCTOAHUIO 30POBbS,
0bs3aTenbCTBa NEPCOHANa N0 HEYKOCHUTENBHOMY BbINONHEHUIO TPEOOBAHMW BHYTPEHHEIO pacnopaaka wu
NHCTPYKLNN.
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[1paBa, 00A3aHHOCTN N OTBETCTBEHHOCTb PabOTHMKA PernaMeHTUpPYOTCA AOMKHOCTHLIMU U APYIIMMM
NHCTPYKLMNAMMN.

Kaxxabin paboTHUK AOMKEH AATb MMCbMEHHOE 00A3aTENbCTBO BbINONHATL TPEOOBAHNA AOKYMEHTALNN U
BHYTPEHHErO pacnopsaka B COOTBETCTBMM CO CBOEWN AOMKHOCTHOW MHCTPYKUMEN U ObITb MMCbMEHHO Mpe-
aynpexneH 00 OTBETCTBEHHOCTU 33 UX HapyLUeHne.

Ha npeanpuatin cneayeT BECTU KOHTPOMNb HapylueHUN TpeboBaHMW BHYTPEHHEro pacnopsgka w
NHCTPYKLUUU C peructpaumnen samedeHHbIX HapyLIeHUN.

9.3 NMNoaroToBKa nepcoHana

Kaxabin paboTHUK, 3aHATHLIN B NPON3BOACTBE, CKNAACKOM XO3ANCTBE, CNYXXOE KOHTPONSA KA4ECTBA, UHXe-
HEPHbLIX U BCMOMOraTeNbHbIX CNy)X0aXx, obecneunBarOLNX BbINYCK NEKAPCTBEHHbLIX CPEACTB, AOMKEH UMETL
Heobxoanmoe obpasoBaHme, cneunanbHyO NOArOTOBKY N ONbIT PadoThl.

Hapaay co cneunanbHOWM NOAroTOBKOWM 0COB0€E BHMMAaHME cneayeT yaenaTb 0by4eHuio nepcoHana pado-
Te B cooTBeTCTBMN C [ OCT P 52249, 3HaHMIO 1 BbINONHEHNIO AOMKHOCTHBIX N APYIMX NHCTPYKLIUNA.

Oby4yeHune paboTte B cooTBeTcTBMM C TpeboBaHnammn FOCT P 52249 noapasnenseTca Ha nepBoOHaYanb-
HO€ N NOBTOPHO-Nepuoanveckoe.

Llenblo nepBoHa4YanbHOro 0by4YeHna ABNAETCA NOAroTOBKa NePCOHaNa K BbINONHEHUIO 00A3aHHOCTEN B
NONHOM 06beME, a Takke PopMUPOBAHUE Y KaXKA0ro paboTHNKA MOHNMAaHUS:

- cneyundukn NPon3BOACTBA NEKAPCTBEHHbLIX CPEeACTB N NX NPAMOro BNNAHNA Ha 6€30NaCHOCTb (KM3Hb K
300pPOBbLE ) HACENEHUS;

- HEODXOAMMOCTM rapaHTUPOBAHUA Ka4eCTBa NEKAPCTBEHHbLIX CPEACTB 33 CHET HaaneXxallen opraHm3a-
LI N TEXHONOMMN NPOU3BOACTBA;

- HeOOXOAMMOCTUN TOYHOIO BbIMNONHEHNA TPEDOOBAHUN NHCTPYKLIMW U APYrUX AOKYMEHTOB;

- NINYHOrO BNNAHNA KaXXA0ro paboTHMKA HA Ka4eCTBO NEKAPCTBEHHbLIX CPEACTB;

- OTBETCTBEHHOCTU KaXXA0ro paboTHUKA 33 Ka4ECTBO NEKAPCTBEHHbLIX CPEACTB.

Llenbio NOBTOPHO-NEPNOANYECKOro 0DYYEHNA ABNSETCA NOCTOAHHOE NoaaepKaHne n OOHOBNEHWE 3HA-
HUWN PaDOTHNKOB.

[1pn BHEAQPEHNN HOBbIX TEXHOMOMMN, 0O6OPYAOBAHNSA, METOAUK U NP. NPOBOAUTCA CreLmnanbHOe Oby4e-
HMe.

[1pn OOHAPYXEHMN HECOOTBETCTBMN NPOAYKLMM UNKN MPOLLECCOB YCTAHOBMNEHHbLIM TPeDOBAHMAM NPOBO-
OUTCA BHeoUYepeaHoe oby4veHue.

Ha npeagnpmnatnm cneayet UMETHL NoapasaeneHne (NnLo), OTBevalLlee 3a NoAroToBKY NepcoHana, opra-
HU3aLUKnio 0by4eHNa N NpoBeaeHne aTTecTaumm nepcoHana. Cneayer pa3padboTaTtb N AOKYMEHTaNbHO 0hop-
MUTb CUCTEMY ODYy4YeHMa NepcoHana, BKNA4YaWLWY B ceba TpedboBaHMA K pPa3NUYHbIM KaTEropusam
PaboTHUKOB, NPOrpamMmbl 1 rpaddorkn ody4eHna n NOPAAOK aTTecTaunm.

[Tporpammbl 0Dy4eHUa cneayeTr CUCTEMaTUYECKU nepecMaTpuBatb U OOHOBNATL C YH4ETOM Pa3BUTUA
npeanpuaTnS, OCBOEHNSA HOBLIX BUAOB NPOAYKLUNN, TEXHONOMMYECKNX MPOLLECCOB N 0DOPYAOBAHNSA N N3MEHE-
HNS HOPMATUBHbLIX AOKYMEHTOB.

[TepBoHa4anbHOE N NOBTOPHO-Nepuoanyeckoe 0dbyveHue BbINONHAKTCA MO OTAEMNbHLIM NPOrPaMmMam.

OB0y4yeHne MOXET NPOBOAUTLCS Kak cMnamMu npeanpuaTmna, Tak u ¢ NpuBneyYeHnemM CTOPOHHUX OpraHn3a-
LMKn. Ha npeanpmnatnm cneayeTt noarotoBUTb HECKONBLKMX COTPYAHUKOB, NPOBOAALLMX 00yHeHNe No cneumanb-
HOW NporpamMmme, coctaBnNeHHOMN ¢ y4eToM TpeboBaHnn [ OCT P 52249.

CTOpOHHME NpenoaaBaTenn U KOHCYNbTAHTbI AOMKHbI UMETb HEODOXOANMYIO KBANUMUKALIMIO U ONbIT
paboTbl. Cneayer perncTpupoBaTth AaTY NPOBEAEHNSA 3aHATUN (KOHCYNbTaLUWW), TEMY U AaHHbIE O NpenoaaBa-
Tene NN KOHCYNbTaHTE (MMA, MeCcTO PaboThbl, aapec, KBaNUMPUKaLINIO).

PykoBoantenun v Beaylime cneunannctbl 0068a3aHbl CUCTEMATUYECKN MOBLILLATL CBOO KBanNnnukaLuio,
nmeTb odowyio noarotoBky No FOCT P 52249 n 3HaTb nocnegHne AOCTUXXEHNSA B CBOEN ODNACTMW.

9.4 ATTecTaumAa nepcoHana

[na noareepxaeHna keanndpukaumm padboTHMKOB cneayeT NpoBOANTbL UX aTTecTauunio (NepBoHavanb-
HYI0 U NIOBTOPHO-Nepnognyeckyto). Jinua, He npolliealine oby4eHne n aTTecTaLmio B YCTAHOBNEHHOM NOPAAKE,
He AONYCKaTCA K BbIMONHEHUIO paboT, CBA3aHHbIX C NPOU3BOACTBOM M KOHTPONEM Ka4eCTBa NeKapCTBEHHbIX
CpencrTs.

9.5 O6A3aHHOCTM NepcoHana

[TlepcoHan 064A3aH BbLINOMNHATL BO3NOXEHHbIE HAa HEro OYHKUMM B COOTBETCTBMM C AOMKHOCTHbIMM
NHCTPYKLMNAMMN.

Ocoboe BHUMaHWe cneayeT yaenaTb NePCOHAaNbHOW OTBETCTBEHHOCTU COTPYAHUKOB 33 TOYHOE BbINOS-
HEHne TPebOoBaHUN NHCTPYKLWMW, NpaBmN NoBeaAeHUs, NMYHOW TMIrMEHbI, MO NOAAEPKAHNIO YNCTOTbI, 0bpalLLe-
HUIO C TEeXHONOrM4yeckow opaexaown, Bxoay W BbIXoAy B NPOU3BOACTBEHHble W Apyrne nomellueHwus.
[lepenBmxeHnsa nepcoHana no NPeanpuUATUIO OrPpaHNYUBAOTCS NpeaenamMmm HEOOXoANMMOCTU. B YNCTbIE NOMe-
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LLIEHNS, CKNaabl, 30Hbl KAPAaHTUHHOIO XPaHEHNA N aHANOMMYHbIE NOMELLLEHNA AONYCKATCA TONLKO Nuua, pado-
TAOLWNE B HNX UNWN BbINOMNHAKOLLIME KOHTPONbHLIE U ObCNyXuBawLmne pyHKUMN. MHble Nnua AonyCcKaTCcs
TONbKO C MUCbMEHHOI O pa3pelleHnsa PpyKkoBOACTBaA NpeanpuaTua.

9.6 CocToAaHMe 3A40pOBbLA NEpPCOHaNa

ITnua c npu3HakaMmn XPOHNYECKMNX 3abonNeBaHNN NN ABHbIMW NOBPEXKAEHUAMMN KON, KOTOPbIE MOTYT OKa-
3aTb OTPULATENBHOE BNUAHME Ha DE30NAaCHOCTbL N Ka4ECTBO NPOAYKLMN, HE AONYCKAKTCS K paboTaM, CBA3aH-
HbIM C MNPAMbIM KOHTAKTOM C WUCXOAHbIMMU M YNAKOBOYHbIMW MaTepuanamum, NPOMEXYTOHHOU U FOTOBOM
npoaykumen go NnonyyvyeHna MeanuUuHCKOro 3aknyeHmns.

B cny4yae HeaomMoraHnsa paboTHUK 068a3aH NOCTaBUTb 0O 3TOM B U3BECTHOCTb PYKOBOACTBO.

10 KOHTpPONbL UCNONMHEeHUs

KOHTPOMNb NCNONHEHNA ABNAETCA BaXXHOWN YaCTbio CUCTEMbI 0DecneveHna KkavecTa (NpunoxeHue F). MNpea-
METOM KOHTPONA UCMONHEHNA ABNAIOTCA BXOAALLME AOKYMEHTbI, NPUKa3bl, pacnopaXXeHna, nopyveHna, NPOTOKONDI
3acefaHun, NNaHbl OpraHn3aumMoHHO-TexHn4Yeckmnx meponpuatnn n np. (FOCT P 6.30). laHHble AOKYMEHTbI A0MK-
Hbl ObITb AOBEAEHbLI A0 cBeAEHUA BCEX UCMONHUTENEN NOA PACTNCKY .

KOHTpONb UCNONHEHNA AOKYMEHTOB, CBA3aHHbLIX C 0becneyveHneM Kadectsa M 6e30nacHOCTN NPOAYKLINM,
obaszateneH. [opaaoK KOHTPONA NpUBOANTCA B cneumanbHOM AOKYMeHTe «Cuctema ynpaBneHna OOKYMEHTa-
LUen».

KaxabIn AOKYMEHT AOMKEH coaepKaTb:

- ACHOE U3NOXEeHMe NpeaMeTa, noaneXxallero KOHTPON!Io;

- ICNONHNTENSA (MCNONHUTENEN, COUCNONHUTENEN ) C YKa3aHUeM CTPYKTYPHbLIX NoapasaeneHun;

- CPOK UCNOMNMHEHUS;

- AaHHbIE O NULEe (NoapasaeneHnn), Ha KOTOPOE BO3NaraeTcs KOHTPONb NCNONHEHUS;

- AaHHble 0 NULe (Noapa3aeneHnn), CHUMaoLWEM A0OKYMEHT C KOHTPONA UCNONHEHNS;

- hopmy oT4HeTa 06 UCNONHEHUN (PAaCCMOTPEHNE Ha cneayloLweM 3acefaHnum nnn gucneT4epPCcKoM CcoBelLLa-
HWUW, AOKNaaHaaA 3anncka n np.).

cnonHnTenn MoryT ObiTh YKa3aHb! B pe30nioLUnn Ha A0OKYMEHTE.

YKa3zaHHble AOKYMEHTbI 00pasyoT cnpaBoOYHHO-MHPOPMALNOHHBLIN BaHK AaHHbLIX MO KOHTPONUPYEMbIM QOKY-
MEHTaM.

11 AHanNuU3 PUCKOB B KPUTUYECKUX TOYKAX

11.1 O6wWwMe NoNoXXeHUA

OCHOBHOWM LenNbi obecnevyeHna kKadecTtBa sBNAETCA npeaynpexaeHne HeCOOTBETCTBMA MNPOAYKUMNM
3a4aHHbIM TpeboBaHMAM U peknamMauun Ha Hee. IPPEKTUBHBIM METOAOM PELLEHNA 3TON 3a4a4YN ABNSAETCA
aHann3 PUCKOB.

[Toa aHanNnnM30M PUCKOB NOHMMAETCA METOA OLEHKN N BNNAHUSA KPUTNHECKNX NapaMeTpoB 000pyaoBaHNA
N TEXHONOMMYECKUX NPOLLECCOB Ha Ka4eCTBO NPOAYKLIMN.

AHanNN3 PUCKOB B KPUTUYECKNX TOYKAX (KPUTUHECKNX KOHTPOMbHbLIX TOYKAX) NO3BONAET CBOEBPEMEHHO
BbIABNATL Y3KME MECTA B NPON3BOACTBE U HEHAAEXHLIE 3NEMEHTLI B 000PYAOBaHUN.

11.2 OCHOBHbIE 3Tanbl aHaN3a PUCKOB

CyllecTByeT ceMb 3TanoB NpoBeAeHUA aHann3a PUCKOB [4]:

1 BblinonHeHwne npeaBapuTenbHbIX AEUCTBUN!

- YCTAHOBNEHME HANNYMA NOTEHUNANBbHOW ONAaCHOCTUN B KAKON-NNUDO 30HE (TOUKE);

- OLLEHKA BEPOATHOCTN HACTYNNEHNSA ONACHON CUTYaLMN (KBYECTBEHHO);

- NIpeanoXeHne METOA0B NPeaoTBPaLLEHNA ONAaCHON CUTYaLIUN.

2 OnpepeneHne KPUTUHECKNX TOUEK OKpYXKatoLWen cpeabl (AencTena nepcoHana, ctaanun TeXHONOoru-
4eCKOro npouecca), Aanee — HauTU KpUTUYeCKue TOHKU, Ha KOTOpble cneayeTt obpatnTb BHUMaHNE, YTOObI
YMEHbLUNTb ONACHOCTb.

3 YcTraHoBneHne AonNyCTUMbIX 3Ha4YeHMN NapamMeTpoB, NpUBeaeHNE B COOTBETCTBME KOTOPbLIM YMEHb-
LLINT PUCK OO NPUEMNEMOro YPOBHS.

4 QpraHnsaumsa KOHTPONS NapameTPoB B TOUKAX PUCKA C onpeaeneHHoON NepnoanyHOCTbIO, MO3BONAI0-
LLIEN OLEHMBATBL 3PP EKTUBHOCTbL MPUHATLIX MEP N NpeaynpexXnaTb ONacHOCTb.

5 Pa3paboTtka nopsaka AeNCTBUN Ha CNyYan BbiIX0Oa NapaMeTPOB B KPUTUHECKON TOUKE 33 AONMYCTUMbIE Npe-
aenbl, 0becneynTb BO3MOXHOCTb peanm3aummn 3Tux AencTenn (NepcoHanom, matepnanamMmm n 06opyaoBaHNEM).

6 OueHka 3dhPEKTUBHOCTU NPUHATBLIX MEP.

7/ [okyMeHTanbHOe 0hopMneHne BCcex NepeyncneHHbIX AeNCTBUN U NONYYEHHbIX Ppe3yNbTaToB.
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PaboTy No aHann3y puMckoB MU NpeaoTBpaLLEeHNIO ONacHbIX CUTYaLUMUN cneayeT Ha4YnHaTb C K HanxyaLmnx
Cny4aeB» N «kHaNXyaLwmnx ToMeK», TaK Kak YMeEHbLLUEHMNE PUCKA B HNX AACT HAUDONbLLLINK M 3pNMbIN 3P EKT.

AHaNN3 PUCKOB HOCUT LLMKNUYECKUN XapakTep, HanpaBneHHbIN Ha CUCTEMATUYECKOE NOBbILLEHNE HaOeX-
HOCTU BCeN Npon3sBoacTeeHHON Lenun. Cxema paboTbl NpuBeaeHa Ha PUCYHKE 2.

YCTaHOBUTL ONaCcHOCTL
(puck)

Onpe.qenuTb NMPUHHUHDbLI ONACHOCTMU
U HAUTH KpUutTnnyeckKume
TOUYKW

MprHATE Mepbl YcTaHOBUTB AONYyCTUMbIE
Mo YCTPAHEeHUIo 3HauyeHUA napaMeTpoB.
unum OpraHu3oBaTb KOHTpOnb
YMEHbLUIEeHHWIO pUcKa napameTpoB

OueHuTb 3¢phbeKTUBHOCTL NPUHATDLIX Mep

[pUHATLIC MepbI MpUyYMHa onacHOCTHU
He 3 PeKTUBHbLI yCTpaHeHa

PucyHok 2 — Cxema paboTbl 10 aHanu3y puckos

11.3 YpOBHM 3Ha4YE€HMHN NapamMeTpoB

B HOpMaTUBHOMN N TEXHNYECKOW AOKYMEHTaLUMN 3303I0TCA NpeaenbHO A0NYyCTUMBbIE 3Ha4YeHUA NapameTpoB Unu
npeaenb! X usmeHeHna. [ina cBoeBpeMeHHOro 0bHapykeHna TeHaeHUMN BbIXoaa NapamMeTpoB 3a A0NYCTUMbIE 3HaYe-
HUA WU NpeaynpexaeHna onacHOW CUTyaumm LenecoobpasHO YCTaHOBUTL ABa AOMNOMHUTENLHBLIX YPOBHA 3HAaYeHWM
napamMeTpOB:

- YPOBEHb NpeaynpexaeHna;

- YPOBEHb TPEBOIN.

B KpnTU4EeCcKknx ToHKax cneayeTt KOHTPoONUMpPoBaTh NapamMeTpbl N0 0O0ONM YPOBHAM.

KOHTPpONb MOXET ObITb NepnoanveCcknmM Unu HenpepPbiBHbLIM.

[1na nepnoanyeckoro KOHTponNa cneayeTt yCTaHOBUTL NeEpUoaANYHOCTL M METOAbI €ro NpoBeaeHnA U npea-
YCMOTPETb NOPAA0K ohopMNneHUa hakTa npoBeacHUA KOHTPONA N NONYYeHHbIX 3Ha4YeHUN NapaMeTPOB.

[1na HenpepbIBHOrO KOHTPONA cneayeT onpeaennuTb NOPAAOK PErncTpaumnm N XpaHeHna nony4eHHbIX 3Ha4e-
HUN NapamMeTPOB.

CneayeT npeaycMoOTpeTb MepPLI, NPUHMMaeMble B cCnNy4Yae BbixoAa NapaMeTpoB 3a npeaenbl YPOBHEN
npeaynpexageHna n 4encTena.

12 NopAapok BHeAPeHUs CUCTEMbI 0becrnevyeHUus KavyecTBa

BHeapeHne cuctembl obecneveHna kadectsa B cooTBeTcTBUM ¢ [OCT P 52249 TtpebyeTt opraHmnsaumnoH-
HO-TEXHUYECKON NOAroTOBKU, 0Bby4eHUa nepcoHana un anpodaLumn co3aaHHON CUCTEMBI. ITY paboTy cneayeT npo-
BOOUTb TaK, YTOObI OHA Obina aaekBaTHO BOCMPUHATA KONMEKTMBOM NPEANPUATUA N HEe Hocnna hopManbHOro
Xapakrepa.

BHeapeHne cnctemMbl obecneveHnst Ka4ecTBa Ha NPOon3BOACTBE ABNAETCA ANUTENBbHBLIM NPOLIECCOM, TPEDY-
IOLLMM NPUBEAEHNA BCEro KOMMNeKca 060pyaoBaHNS, MOMELLEHMIA, AOKYMEHTaLMN, pabOoTbl NEPCOHANa B COOTBET-
ctBue c'OCT P 52249. O1a padbota MOXeT ObITb pa3dbnTa Ha 3Tanbl, ICX0AA U3 TOrO, YTO BHEAPEHME OPraHN3aLIn-
OHHbIX MEP Ha NEPBOM 3TanNe He TPebyeT 3HaUYUTENbHbLIX KANMMTANOBNOXEHUIA N MOXET ObITb PEANNU30BaHO B CKa-
Tble CpOkNU. Ha BTOpOM 3Tane MOXeT ObiTb NPeayCMOTPEHO KOMMNEKCHOE TEXHUYECKOE NEepPeBOOPYKEHNE
NpON3BOACTBA.

PekomMeHayeMble 3Tanbl CO30aHNA CUCTEMbI 0becneveHna Ka4ecTBa NpuBeaeHb! B NpUNoXXeHnn G.

12



FOCT P 52537—2006

13 AyauUT U UHCNeKuuun

MHCcnekumn (MHCNEKTUPOBAHME ) BbINONHAKTCA HAA30PHLIMWN OpraHamMm ¢ LLeNbo NPOBEPKN COOTBETCTBUA
nponssoactea TpeboaHnam FOCT P 52249 n apyrnx HOpMaTUBHbIX AOKYMEHTOB.

AyauT — 3TO NpoBepKa NPon3BoACTBa Ha cooTBeTCTBME TpeboeaHnam [ OCT P 52249 n apyrum HOpMaTUB-
HbIM AOKYMEHTaM, BbINONHAeMasa caMum npeanpmatmeM nnm Hes3aBUCUMOW OpraHmsaunen. Ayaut HanpaeneH Ha
OeTanbHbIM aHaNM3 BCeX CTOPOH AeATENbHOCTU NPeanpuATUA, BXOAALWMX B NpeaMeT ayauTa.

Pa3nunyaeTca BHELWWHNUN U BHYTPEHHUN ayanT.

BHeWwWHW ayauT BbINONHAETCA HE3ABUCUMOW OopraHnsaunen. PesynbtaTtbl ayanta MOXXHO UCNONL30BATL
nNpu NpoBeaeHUN HCNEKUMW. Ero npoeeaeHne LenecoobpasHo Takke Npu NoAroToBKe NpeanpnaATUA K UHCNEK-
LM N NONYYEHUN HE3ABUCUMOW OLLEHKN OPraHm3aumm npon3BoacTBa, TEXHOMNOMMN U CUCTEMbI KOHTPONA Ka-
4eCTBa.

BHYTpeHHUN ayanT (CaMOMHCNEKLMNSA ) BbINONHAETCA CaMUM NpeanpuaTneEM C LLenbio NPOBEPKN BbINOMNHE-
HUA TpeboBaHnn FOCT P 52249, apyrmx HOPMaTUBHbLIX AOKYMEHTOB U MNPUHATUA HEOOXOAUMbBIX Mep NO YCTpPa-
HEHWIO BbIABNEHHbLIX HEAOCTaTKOB.

AyauUT MOXeT BbINONHATLCA OpraHamMu no ceptudonkaunm B npeagenax ux obnacTtn akkpeantTaunm ¢ npu-
BneYeHuneM, Npm HeobXoAUMMOCTU, aKKpeaAUTOBaHHbIX McnbiTaTenbHbiX NabopaTopun Ana NPOBEPKN COOTBET-
CTBUSA YCTAHOBNEHHLIM TPeboBaHMAM (aTTecTaunm) 0bopyaoBaHUA, YNCTbIX MOMELLEHUW N NPOLLECCOB.

Pe3ynbTaThl ayanTa A0MXKHbI ObiTb OPOPMNEHblI AOKYMEHTanbHO. [10 pe3ynbTaTtaM ayanta cneayer pas-
paboTaTb NporpamMmy opraHn3aLUnoOHHO-TEXHUYECKUX MePONPUATN C YKa3aHUEM CPOKOB BbINONHEHNA N OTBET-
CTBEHHbIX NNL, NO KaXXaoMy Meponpunatuio. [locne ycTpaHeHnsa BbiaBNeHHbIX HEAOCTAaTKOB OPOPMNAETCA COOT-
BETCTBYIOLNN NPOTOKON.

PekomeHAaaLUmnm Nno NpoBeaeHNIO ayanTa n MHcNeKUun B cootTBeTcTBumn ¢ PykoBoacteom BO3 [1] npmneeae-
Hbl B NpnnoXxeHnn H. Npn nogrotoBke K ayanTy n MUHCNEKLUMN PEeKOMeHaYyeTCA UCNONb30BATb KOHTPOMNLHLIE BOM-
POCHI COrMacHO NPUNOXEHUIO |.
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[TpunoxeHue A
(cnpaBo4HOE)

UHdopmaumna o npeanpmaTmm

«IHbopMmaLns o npeanpuaTUNY — AOKYMEHT, MOAroTOBNEHHLIN NPOM3BOAUTENEM U CoAEepKaLLMn AaHHbIE O NPO-
N3BOACTBE U (UNIN) KOHTPONE NEKapCTBEHHbIX CPEeACTB Ha NpeanpuaATUM (MPOU3BOACTBE), a TakKe O NOLIX CBA3AHHLIX C
HUMW onepaLnsax, BbINONHAEMbIX B COCEAHMX N Bnnanexxawmnx 3ngaHnax. Ecnm B faHHOM MeCTe BbINONHAETCA TONbKO
4yacTb onepaunn, To B « IHpopmMmaLymmn o npeanpuaTun» cneayeT npMBoanuTb TONBKO 3TN onepaunn, Hanpumep, npoeeaeHmne
aHanunaa, ynakoska n np. [1].

« IHOopMaLuuna o npeanpuaTUnN» AoNXHa ObITb KpaTkon (0O0bemom He Bonee 25 cTpaHul,).

A.1 O6wan nHcdopmaumn

A.1.1 KpaTkaa nHopmaunsa o komnaHum (NpeanpusaTin), BKNKDYaa ero HassaHue 1 aapec, B3anMOOTHOLLEHUA C APYrMMN
npeanpuaTUAMMN N AaHHbIE O BbiMyCcKaeMon NPoayKLN.

A.1.2 CocTas pykoBOoACTBa NpeanpUATUS.

A.1.3 lpeameT AeATeNbHOCTU NPeanpPUATUA B COOTBETCTBMN C NULIEH3NEN HA NPON3BOACTBO, BblAaHHOW HaLMNO-
HanNbHbIM OPraHoM.

A.1.4 TlepedveHb BCeX ApYyrnx BUAOB AeATENBHOCTU, BbINONHAEMbIX Ha NPOU3BOACTBEHHON NNoLlaagke.

A.1.5 HasBaHue nappec npon3soaACTBEHHOW NNOLWaaKn, TenedoH, hake n KpyrnocyToYHbIN TenedoH.

A.1.6 HomeHknaTtypa npoaykunun, BbinycKkaeMon Ha Npon3BoacTBEHHOW nnowaake. MIHopmauuna o Bcex TOKCUY-
HbIX MM ONACHbLIX BeLLeCTBaxX C ykazaHneM ocobeHHoCcTen padoThl C HUMIK (B CnelnanbHO BblAeNEeHHbIX NOMeLeHUAX, 3aa-
HUAX, 0bopyaoBaHUN NN ¢ pasaeneHnemM LMKNOB NpouU3BOACTBA BO BPEMEHMN).

A.1.7 KpaTkoe onncaHve nnowanku: ee nnowanb, MecTo pacnonoXeHns, HenocpeacTBeHHOE OKpyKeHne (CuTya-
LLMOHHBLIA NNaH), Hanu4yne Apyrux npoM3BoACTB Ha NNoLWaakKe.

A.1.8 Yncno paboTHUKOB, 3aHATLIX B NPOU3BOACTBE, KOHTPONE Ka4vyecTBa, CKNaACKOM XO3ANCTBE U peanusaunn.

A.1.9 [laHHble 0 nony4YyaemMblX CO CTOPOHbI yenyrax Hay4dyHoro, aHanntnyeckoro UNmM TeXHNYeCcKoro xapakrepa, OTHO-
CALLMNXCA K NPOU3BOACTBY U NpoBEeAEHNIO aHaNN30B.

A.1.10 KpaTkoe onucaHmne cuctembl obecneyveHnsa kavecTsa.

A.2 TlepcoHan

A.2.1 OpraHnsaynoHHasa CTPYKTypa, Ha KOTopon Obinn Obl noKkasaHbl B3aUMOCBA3N B NNaHe obecneYvyeHns KavyecTBa,
B TOM YM1Cne Npon3BoACTBO U KOHTPONb Ka4veCcTBa.

A.2.2 [NaHHble 0 KBanuduKaLnmn, onbiTe padoTbl U OTBETCTBEHHOCTM OCHOBHOMO NepcoHana.

A.2.3 OCHOBHble AaHHble O NepBOHAYaNbHOM M NOBTOPHOM ODy4YeHUM nepcoHana n BeaeHUn AoOKYMEHTauun no
oby4eHnto.

A.2.4 TpeboBaHMA K COCTOAHNID 3A0POBLA NPON3BOACTBEHHOMO NEpCoHana.

A.2.5 TpeboBaHus K rMrneHe nepcoHana n ero oaexae.

A.3 lNMomeweHunna n obopyaosaHue

A.3.1 NomelleHmnA

A.3.1.1 YnpolweHHasa nnaHnpoBKa nnn onncaHme NPomn3BOACTBEHHLIX 30H C yKa3daHnemM macwtaba (CTpontenbHble
YepTeXn nYyepTexn KOMMYHUKALNN He TpedyrTCs ).

A.3.1.2 Tun CcTponTenbHbIX KOHCTPYKLUUN N OTAENOYHbIX MaTepuanos.

A.3.1.3 KpaTkoe onncaHne cuctem BeHTUNALNK ¢ Honee aeTanbHbIMKU pelleHnaAMN ANA KPUTUYEeCKUX 30H, obecne-
YMBaAKLWNMKN 3aLNTY OT 3arpsa3HeHnn, coaepxaLlmxca B Bo3ayxe (pekomMeHayeTca NpMBoanTb NpUHLUNNANbHbIE CXEMbI
BEHTUNALWN N KOHANLNOHNPOBAHWUA ).

[Ina npom3BoacTBa CTEPUNbHbLIX NeKapCTBEHHbLIX CPeACTB cneayeT ykasbiBaTb Knaccnukauuw noMeLweHnn no
UNCTOTE.

A.3.1.4 30Hbl, rae obpalarTca BLICOKOTOKCUYHbIE, ONACHbIE N CEHCUDUNN3NPYIOLLNE BELLIECTBA.

A.3.1.5 KpaTkoe onncaHune cucteM noaroToBKU BOAbI (kenaTenbHbl NPpUHLUNNaNbHbIE CXeMbl) C YKa3aHUeM MeTOo-
nos obpadoTkw.

A.3.1.6 [JaHHble 0 nopaake NNaHOBOMo TEXHNYECKOro 0B6CNyXMBaHMNSA NOMELLEHNA N BEAEHUA AOKYMEHTALNKU MO TEX-
HUYEeCKOMY OBCNY>XNBaHUIO.

A.3.2 ObopyaoBaHue

A.3.2.1 KpaTkne paHHble 06 0CHOBHOM 060pyaAOBaHNN, UCNONBL3YEMOM B MPON3BOACTBE U KOHTPONbHLIX NabopaTo-
puax (nepedeHs odopyaoBaHus He TpebyeTcs).

A.3.2.2 [aHHble 0 nopsagke NNaHOBOro TeXHUYECKoro obcnyxmeaHmnsa obopyaoBaHnsa n BeAeHNA AOKYMEHTaL UM NO
TEeXHUYECKOMY OOCNYKMBAHUIO.
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A.3.2.3 TMopapokartrectaummn nkanndbpoBku (NoOBEpPKN), B TOM YMcne ohopMneHne AaHHbIX U BeAeHNe NPOTOKONOB.

A.3.3 Yb6opka(obpadboTka)
A.3.3.1 Hanunune nUCbMeHHbIX MHCTPYKLUWIM No yoopke (06paboTke) NponsBoaACTBEHHLIX NOMeLLeHU n 060pyaoBa-
HUS.

A.4 HNokymeHTauunA

A.4.1 Tlopsapok pa3padoTKn, nepecMoTpa 1 pacnpocTpaHeHnss HeoHXoaAnMon AOKYMEHTaLUUN ANSA NPON3BOACTBA.
A.4.2 Tiobaa apyrasa AQOKyMeHTauuA, OTHOCALWAACA K Ka4yecTBY NpoAYKLUWN, HE YNOMAHYTasA B ApPYyrux pasaenax
(Hanpumep, No MUKPOBNONOrNYeCKOMY KOHTPONMNK BO3AyXa U BOAbI).

A.5 lNMpounsBoacTeo

A.5.1 KpaTkoe onucaHue nponsBoACTBEHHLIX onepauun ¢ UICNONbL30oBaHUEM, NO BO3MOXXHOCTU, CXEeM C YKa3aHUeMm
NOTOKOB MaTepnanoB 1 Np. AaHHbIX 0 Hanbonee BaXXHbIX NapamMeTpax.

A.5.2 Topapok obpaweHns ¢ NICXOAHBIMU KU YNaKOBOYHBIMW MaTepuanamu, HepacdacoBaHHaa NPoAYKUNA U FOTO-
BaA NPOAYKLUNA, BKNOYasa oTOOP Npod, KapaHTUHHOE XpaHeHWe, BbINYCK NPOAYKLUN N XPaHEHNKE.

A.5.3 lMopsapok obpalweHns ¢ OTKNOHEHHbIMKU MaTepmanamMmn N NPoAyKLUNEN.

A.5.4 KpaTkue paHHble 0 nopaake atrectaunm TeXHONOrMYeCcKuxX npoLeccos.

A.6 KoHTponb KayecTBa

A.6.1 OnucaHne cUCTeMbl KOHTPONA KavecTBa N PYHKL MW OTAeNa KOHTPONA KavecTsa.

A.7 PaboTa no KOHTpaKkTam Ha Npou3BOACTBO NPOAYKLUN U NPpOBeAeHne aHanm3oB

A.7.1 [NaHHble 0 nopsaake npoBeaeHUA oLueHkn cootTeeTcTBUA TpeboaHuam NOCT P 52249 co CTOpPOHbI 3aKkas4uka.
A.8 Peanusauma, pexnamaumm n oT3bIB NPOoAYKLUUN

A.8.1 Tlopanok peannsaynmn n cuctema QOKyMeHTauun.
A.8.2 VIHCTpyKUMA, onpeaenaowas nopaaok AeUCcTsui Npu NOCTYNNEeHUN peknaMauni.
A.8.3 WHCTpyKuuna, onpeaenawwas nopagok 4encTBnun Npu 0T3biBE NPOAYKLUN.

A9 BHyTpeHHMU ayaMT

A.9.1 KpaTkoe onncaHme CUCTEMbI BHYTPEHHEro ayauta (CamMoUHCNEKLNIA).

[MpunoxeHne B
(cnpaBo4HOE)

[Monutnka B o6NnacTu KkavecrtBa
(Mpumep)

Llene Hawen paboTbl — rapaHTUpoBaTh CTabUNbHOE KAuyeCTBO BbIMYCKaeMblX HAMU NEKAPCTBEHHbIX CPeacTs,
HanNpaBUTb YCUNUS BCEX HALLMX COTPYAHUKOB Ha AOCTUXKEHNE 3TOM 0OLLEen Lienun 3a cHeT BbiNoNHeHus Tpebosanuin Mpaeun
NPOU3BOACTBA U KOHTPONSA Ka4yeCcTBa NekapcTBeHHbIX cpeacTB (GMP), BbICOKOW NCMONHUTENBCKON ANCLIMMINUHBI, COBEp-
LLEHCTBOBaHMUA NPOM3BOACTBA U KBanMduKaLum nepcoHana, NoCTOAHHOro aHanu3a BbinyckaeMon NpoayKLUUN N TEXHONO-
rMYecKmx NpoLeCCoB.

[[eHepanbHbIN AUPEKTOP $.N.0.
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MpunoxeHue C
(cnpaBo4HOE)

MaTepunanbl

C.1 lMpuem matepunanos

C.1.1 lpun npueme matepnanoB cneayeT NpoBEPATh:

- COOTBETCTBUE (PaKTUYECKN NOCTaBNEHHOro MaTepunana HaknagHou;

- COOTBETCTBUE HaKNagHOW AoroBopy (3akasy, cneyndoukaunn);

- LLeNOCTHOCTb Tapbl (YnakoBkn) n NNomMO (Npr nx Hann4nn);

- NPaBUNbHOCTb MaPKUPOBKM;

- CPOKM rogHOCTU (XpaHeHUs maTtepuana).

C.1.2 lMNpunem maTtepmanoB oPopMNAeTCcA AOKYMEHTOM, B KOTOPOM YKa3bIlBAE€TCA, KaKk MUHUMYM, cneayioLlee:

- HaUMeHOBaHWe maTtepuana;

- Koa maTepuana (npm HeoHBXoANMOCTN);

- HOMEpP cepumn N3roToBNUTENA MaTepmnana;

- NOCTaBLUK U N3roTOBUTENb MaTepuana;

- paTta npuemMKm;

- KONnn4yecTBO MaTepunana;

- COOTBETCTBME NOCTAaBNEHHOro MaTepmanaHaknagHon n 4orosopy (Npu obHapy>eHNN HeCOOTBETCTBUA COCTaBNSA-
eTCS aKT);

- COCTOAHWUE YNAaKOBKU (LLENOCTHOCTD).

C.1.3 lNocne npuema Ha Kaxxayto ynakoBaHHY eAUHULY MaTepuana HaHOCUTCA BHYTPUNPOU3BOACTBEHHAA STUKET-
Ka, coaepxawas:

- HaUMeHOBaHWe MmaTepuana;

- KoAa MaTepuana (npu HeobHXoaANMOCTH);

- paTy npuema;

- HOMep eaAnHULbI Tapbl U obLlee YNCNo eANHUL,;

- KONM4yecTBO MaTepuanos B eANHULLE Tapbl;

- NoANUCH NPUEMLLNKA;

- HOMEpP cepuu;

- CTaTyc maTepuana (MoxeT 0003Ha4YaTbCA LBETOM STUKETKN).

[lonyckaeTcAa HaHeCEHME LUTPUXOBOIro KOAa Ha 3TUKETKY.

C.1.4 TpnnocTaBKe HECKONBbKNX CEPUN OQHOMo N TOMO XKe MaTepuana Ka)xaasa cepusa NpUHMMaeTcs OTAENLHO C Npn-
CBOEHWEeM e HAUBUAYaNbHOro HoMepa, nocne Yyero nposoanTca oTbop Npobd, UCABbITAHUA U BbIAAETCA paspelleHne Ha
ncnonb3oBaHue (MNn peLueHne o6 OTKNOHEHUN).

C.1.5 K panbHenwen paboTte aonyckarTCcs TONbKO MaTepuansl, COOTBETCTBYIOLWME 3aKkasy 1 cneyudounkaunam, ¢
HenoBpeXXAeHHON YyNakoBKOW, YETKON HEHaPYLUEHHOW MapKUPOBKOW U yAOBNETBOPAKLWNE TpedoBaHNUAM K CpOKaM XpaHe-
HUA. B NpOTUBHOM cny4vyae MmaTtepuansl U30NUPYIOTCA A0 NPUHATUA pelleHna B OTHOLLEHUN UX.

C.1.6 HeponyckaeTcanpuem matepmanos noa oTKPbITbIM HeOOM U B CKNaACKMX NOMELLEHUAX, FAe CYLLEeCTBYET BO3-
MOXHOCTb NepenyThiBaHUA U 3aMeHbl MaTepnanos, NePeKPeCcTHOro 3arpasHeHna n np.

C.2 KoHTpoOnb KauyecTBa UCXOAHbIX U YNAKOBOYHbIX MaTEPUAsOB

C.2.1 Ot6op npob (obpasuoB)

[TepcoHan, BbINONHAKLWUIA 0TOOP Npod, AomkeH 6bITb 06yYeH n attectToBaH. OTH60P NPOO BLINONHAETCA B COOTBET-
CTBUN C NHCTPYKLNEN (METOAUKON), YTBEPKAEHHON B YCTaHOBNEHHOM nopaake. MaeHTUYHOCTL Npodbl (COOTBETCTBUE NPO-
Obl AOroBOpPY, 3akasy nunu cneunukaunn) AoMKHa, Kak NpaBMno, NPOBEPATLCA AN KaXXAou eANHULbI Tapbl.

OTO0p Npob BLINONHAETCA, KaK NpaBuno, B BblaeNeHHbIX 30HaxX. MNMpun otbope npob B CKNaaCKUX 30HaxX cneayeT npu-
HUMaTb cneynanbHble Mepbl NPOTUB NPAMOTO U NEPEKPECTHOro 3arpAa3HeHna MaTepuanos; Npn HeoHXoAUMMOCTU — Mepbl
Mo 3aluTe nepcoHana. 3T Mepbl MOTyT BKNOYATL NCNONb30BaHUE YNCTLIX MNU U30NNPOBAHHBIX 30H.

[MopaaokoTtdOopanpod BcooTBeTcTBMNCI OCT P 52249 (noapaspensl6.11—6.14) cneayeT U3NOXUTb B UHCTPYKL UM,
KOTOpas onpeaenser:

- MeToa oTHopa Npod NN CCbINKY Ha CYLLECTBYIOLLYIO METOAUKY:;

- Tapy (KOHTeNHepPLbI), B KOTOPYIO OTONpatoT Npodbi;

- KONU4YeCTBEHHbIE XapaKTepUcTUKn Npoodb;

- obopynoBaHMe U MHBEHTapb ANsa oTbopa npob;

- NOPSAAOK MAPKNPOBAHUA KOHTENHEpPOB ¢ Npodamu;

- MOPSAAOK TPAHCMOPTUPOBAHUA N YCNOBUS XpaHEHUS NPOD;

- MeToAbl OMUCTKN (0OpadoTKN) KOHTEeNHepoB, 0HopyaAoBaHUA N MHBEHTAaPA ANna oTbopa npob;
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- cneunanbHble TpeboBaHUA.

MapknpoBka (BHYTPUNPON3IBOACTBEHHANA 3TUKETKA) HA KOHTEeNHepe ¢ Nnpobamn aonXHa coaepaTb, Kak MUHUMYM,
chneayioLwy NHPOPMaLUUIO:

- HanMeHoBaHue MmaTepunana mn ero Koa;

- yKasaHue U3rotToBuTens matepuana;

- HOMep cepuu;

- paTty otdopa npob;

- noanucb Nuua, otbupasLuero npody.

C.2.2 KapaHTUHHOEe XpaHeHue

B nepnoa nposeaeHna UCNbITAHUN UCXOAHbIE MaTepUanbl AOMKHbI HAXOAUTLCA B KAPaHTUHHOM XpaHeHun. Mpwn
HeOoDXoAUMMOCTU MOXET NpeayCcCMaTpUBaTbLCA XpPaHEHME Pa3NUYHbLIX CEpUA MaTepuanoB B pasaenbHbiX 30Hax. Pasnene-
HUe MOXeT ObITb 0becneveHo Takke opraHn3aLnoHHbIMU MepamMn NPU yecnoeumn obecneveHmna 3alnTbl OT NepenyThiBaHNUA
1 3arpasHeHns. JoCcTyn B 30HbI XpaHEHNA MaTepnanos AonmkeH ObiThb orpaHundeH [TOCT P 52249 (noapasaen 3.21)].

IcxoaHble MaTepuanbl HaXo0AATCA B KapaHTUHE A0 NONYyYeHUsA paspelleHnsa Ha nxX UCNonNbL30BaHne UNn AOKYMeEH-
TanbHOro oPopMNEHUs OTKNOHEHUA C onpeaeneHnemM AeNCTBUA B OTHOLLEHUN AaHHbIX MaTepuanos (BO3BpaT NOCTaBLLUM-
KY, yTUNnU3aunsa nnp. ).

C.2.3 UcnbiTaHna (aHanNu3 npod nnu obpasuoBs)

[Mopaaok nposeaeHna ncnoitannn — no FOCT P 52249 (noapaspnensl 6.15—6.22).

[1pn nCNbITaHUAX NPOBEPSAETCA COOTBETCTBME MaTepUanos cneungumkaunam no MetToagnkam, CoaepKaLllumca B HOpP-
MaTUBHbIX AOKYMEHTaX (CTaHaapTax, apMakonenHbIX CTaTbAX U Ap.), (PN UX OTCYTCTBMU — NO METOAUKaM, paspaboTaH-
HbIM NpOU3BOAUTENEM UNU APYIIMMU KOMMNETEHTHLIMW OPraHn3aLnaMu.

[1pn HECOOTBETCTBUN PE3yNbTaTOB UCMNbITAHUM 3aAaHHbIM TpedoBaHUAM cneayeT NpPoBeCcTn paccneaoBaHme (aHa-
Nn3) NPUYUH OTKNOHEHNI (HU3KOE KaveCTBO MaTepuana, owndkn Npu NCNbITaHUAX n ap.).

Pe3ynbTaThl UICNbLITAHUA U OTHOPa BCEX NPOD, B TOM YMCne pe3ynbTaThl NPUYNH OTKNOHEHMIA (NPU HaNU4YUK), 0Oop-
MNAKTCA AOKYMEHTaMu (Hanpumep, NpoToKoNnamMu, 3anonHAEMbIMUA PYKOMUCHBLIM CNOCOO0OM UNK C NPUMEHEHNEM TEXHN-
YeCKNX CPeacTB).

C.2.4 PaspelwleHne Ha NnpMMeHeHUe maTepmanos

[1pn NONOXKUTENBHLIX pe3ynbTaTax UCMNbITaHUA OTAEN KOHTPONSA KAa4eCTBa BblAaeT pa3peLleHne Ha X npuMeHeHue.

B cnydyae oTpuyaTensHOro pesyneTata UCNbITaHMn OTAEN KOHTPONA KavecTBa ohopmnseT pelueHne 06 OTKNOHEHUN
MaTepmana c nocneaywLwmumM yseAoMNeHMeEM NOCTaBLLMKE, NPOBOAUT aHanNM3 NPUYNH OTKNOHEHUA N paspabaTbiBaeT Mephbl
No NpeaoTBpaLleHNIO NOBTOPHBLIX OTKNOHEHUN.

C.2.5 XpaHeHue npod (oGpa3uoB)

Yncno otobpaHHbIX NPoD, TpeboBaHNUA K YCNOBUSIM XpaHEHUA, CPOKaM XPaHEeHUS, yTUNN3aLUUM No UCTEYEHUN CpoKa Xpa-
HeHMA A0MKHbI ObITb ONpeaeneHbl HCTPYKLUEN.

ChneayeT XpaHUTb A0CTaTOYHOE YNCNo Npob, HeoBxoanmoe ANA BbINONHEHUA NONHOro o6bema NCNbITaHU NCX0A-
HbIX MaTepPUanoB, B TeYeHUe YCTAaHOBNEHHOINo CpoKa UxX roaHocTn nnc oaunH roa [FTOCT P 52249—2004 (nopapasnen
6.14)]. YcnoBusi XpaHeHUs He AOMKHbI A0ONYCKAaTb YXYALLEHUS CBOUCTB MaTepuanoB B TEYEHME BCErO CPOKa XPaHEHUS.

[TomeLweHna Ana XxpaHeHNUa A0MKHbI COOTBETCTBOBATL YCTAHOBNEHHbBIM TpeboBaHnAM. JONYCK B HUX pa3peLlaeTcs
TONbLKO onpeaeneHHbIM NULLaM.

C.3 XpaHeHue maTtepuanosn

Ycnosua xpaHeHusa matepuanos — no NOCT P 52249. CneayeT KOHTPONUPOBaTb CPOK rOAHOCTU MaTepuanos. B
chnydae ero npeBbIlLEHNA MaTepuan cneayeTt NoMeLwaTb B KapaHTUHHOE XpaHeHne ¢ HaHeCceHNeM MapKNPOBKK, OTpaXkato-
LLlen ero crtaTyc.

He ponyckaeTcs XpaHeHne maTepuanos Ha nony. MaTepuans! pasnuuHbiX cepuin A0NMXKHbI ObITh pa3aeneHsi.

Bblaava maTepmanos B NPOU3BOACTBO OCYLLECTBNAETCA Nocne NoNyvYeHusa paspeLleHns oTaena KoOHTPOoNA KavecTBa
(CydeTOM cpoka roaHocTn). NpuBbliaave Mmatepmana B Npou3BOACTBO CNeayeT NPOBEPATL €ro COOTBETCTBUE TpebOoBaHNAM
cneymdukaumn, Cpok rogHoCcTu U cobnaeHne NpuHUKMNA «nepsbiM NPULLNO — NEPBLIM YLLNO».

ChneayeT BECTU NOCEPUNHBLIN YYET pacxoaa MaTepuanos C peructTpaumen aathl (BpeMeHn) Havana n OKOHYaHUA pac-
X0A0BaHNA CepUn.

PekomeHAayeTCA yCTAaHOBUTL HOPMY HECHUXKAeMOro (MMHMManNbHOro) 3anaca KaXXaoro Buaa matepuanos U OpraHu-
30BaTb y4eT MaTepuanos Ha cknaaax n NopsaoK nx Belaadu.

OTKNOHEHHbIE UCXOAHbIE MaTepUanbl cneayeT N3onupoBaThb.

C.4 TpaHcnopTupoBaHUe MaTepuanoB Ha NpeanpUATUN

TpaHcnopTUpoBaHne MaTepuanos BbLINONHAETCA B COOTBETCTBUM C MHCTPYKLMEN, onpeaensowen cpeactsa u
MeTOoAbl TPaHCNOPTUPOBaHUA, C cobnaeHnemM TpedoBaHUIM COXPaHHOCTN MaTepuanos n 6esonacHocTu. CneayeT onpe-
NenUTb MapLpyTbl TPaHCNOPTUPOBaHUSA MaTEPUANOB U NIL,

C.5 AyauT noCTaBLUMKOB

Ha npeanpuatin cneayet MMeTb YTBEPXKAEHHbIN NepeveHb NOCTaBLUMKOB BCEX UCMONb3yeMbiX MaTtepuanoB. Mpu-
obpeTeHne MaTepnanoBs y NOCTaBLUMKOB, HE BHECEHHbIX B JaHHbIN NepeYveHb B YCTAHOBNEHHOM NOpsAaKe, He AOMYCKaeTCs.
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AyanNT NOCTaBLUNKA ABNAETCHA BaXHbIM N 3D EKTUBHBLIM CpeaAcTBOM obecneyeHns KauecTBa MCXOAHbIX N YNaKOBOY-
HbIX MaTepuanos. CneayeT yaensaTb ocoboe BHUMaHWe ayauTy NoCTaBLUUKOB, KOTOPble HE UMEKT MHOMONEeTHEero CTaxXa
Bes3ynpeyHon padboThl. [lepevyeHb NOCTaBLLMKOB COCTABNAETCA U YTBEPXKAAeTCs No pe3ynbTatamM ayauTa.

[py NnpoBeaeHn ayanTa cneayeT NpoBecT aHanu3 NpoM3BoACTBa Y NOCTaBLMKA U UCNONb3yeMbIX UM MaTepua-
NoB.

CnepyeT pa3paboTaTb NONUTUKY B3aUMOOTHOLLEHWI C NOCTaBLLUNMKaMK, B TOM YNCNE HanoXeHne Ha HUX MaTepuanb-
HbIX CaHKLIWIA B CNyYae NoCTaBKWU HEMPUrOAHbIX MaTepuanoBs, 3aMeHy NOCTaBLLWKOB U Np.

B cnyyae OTKNOHEHUs MU BO3BpaTa MOCTaBNEHHbIX MaTepuanoB cneayeTt Mnony4ynTb MHAOPMAaLUKD O MPUYNHAEX,
BbI3BaBLLUNX OTKNOHEHWNE, U MepaXx, MPUHATHLIX ANS UX YCTPaHEHUS.

[TpumMeyaHne— Cucrtematndecknin ydeT kadectsa paboTbl MOCTABLMKOB CNeayeT opraHn3oBaTh Takxke npu
oKa3aHUn UMW pasnNUYHbIX YCNYr, HanpuMep, No CTUPKeE oaeXxabl, peMOHTY o6opyaoBaHUSA U NP.

C.6 Ooroeopbl

[ToCTaBKka UCXOAHbIX N YNAKOBOYHLIX MaTepmanos opopMnAeTCcsa AOroBOPOM (KOHTPAaKTOM), B KOTOPOM CrieayeT YeT-
KO U3NOXKUTL TPpeboBaHUA K MaTepmanam CO CCbINKOW Ha COOTBETCTBYHOLLNN HOPMAaTUBHBIN AOKYMEHT. CneayeT AOKYMEH-
TanbHO OOPMUTL MOPAAOK MOArOTOBKWM AOOroBopa C ykasaHMeM COornacoBbiBalOWMX NUL U nocneaoBaTeNbHOCTU
COrnacoBaHus, a Takke NpeaycMoTPETb NOPAAOK BHECEHUA N3MEHEHU B AOTOBOP.

[TopsaoK NOAroTOBKM U NOANUCAHMNA A0OrOBOPOB ACMKEH pernameHTUpoBaThbCA 0TAENbHON MHCTPYKLUMEN, B KOTOPON
VKa3bIBaKTCA:

- nepeveHb BUAOB 3aKNYaeMblX A0roBOPOB (MOCTaBKa, yCnyru n np.);

- MHoOpPMaL NS O TOM, KaKmne A0roBopPbl FOTOBUT 3aKa34nK, Kakne — NoCTaBLUUK;

- npumMepHble opmbl (0BpasLbl) AOroBOPOB;

- nuua, OTBETCTBEHHLIE 32 NOATOTOBKY AOrOBOPOB;

- nuua, OTBETCTBEHHbIE 3a cornacoBaHue AOroBopoOB U NocneaoBaTenbHOCTL COrNacoBaHns;

- nuua, noanucbliBaroLne AOroBoOpPbLI;

- NOPAAOCK BHECEHNA U3MEHEHUIN B AOMOBOPbI;

- CPOKM NOAroTOBKU U NOANNCAHNA A0TOBOPOB;

- MOPSAAOK XpaHEHNA AOrOBOPOB;

- NOPSAAOK KOHTPONSA BbINONHEHUA AOrOBOPOB.

B aoroBope NnocTaBku cneayeT npeaycMmaTpuBaTbh 0683aHHOCTb U OTBETCTBEHHOCTL NOCTaBLWMKA O HEMeANeHHOM
MHPOPMUPOBAHUN 3aKa34uuKa O NOLIX U3MEHEHUAX, CBA3aHHbLIX C NPOU3BOACTBOM MaTepnanos, B TOM Yncne o6 nameHe-
HUAX XapakTePUCTUK UCMONb3YEMOrO ChIpPbA.

3aKka3unmk AomKeH CBOEBpPEMEHHO MHAOPMMPOBaTL NOCTaBLWMKa O NnpeanonaraeMblX N3MeHeHnAxX TpebosaHnn n
NOOLIX NpeTeH3NAX K MaTeprnanam, ux ynakoBke nyctaHaBnNuBaThb cneynancHble TpeboBaHNA K MaTepmanam nh MeToaam ux
KOHTPONA, cornacoBas UX C NOCTaBLLUUKOM.

[Tpn He0OXOAMMOCTN BO3MOXHaA OpraHn3aunsa KOHTPoONsa MaTepuanoB NpeacTaBUMTENEM 3aka3dmka Ha npeanpus-
TUN-NOCTaBLUUKE.

B noroBope cneayeT ykasbiBaThb:

- HaUMeHOBaHue, YNCNO U BUA Tapbl U YNAKOBKWN MNOCTaBNAEMbIX MaTEPUANOB,;

- N3roToBUTENA M NOCTaBLUMKa MaTepruanos (eCnn A0roBop 3akn4aeTcs He C U3roToBUTENEM MaTepnanos);

- AOKYMEHT, TpeboBaHUAM KOTOPOro Matepuan oonXxeH CoOoOTBETCTBOBATD;

- TpeboBaHUA 6€30NacHOCTU;

- BO3MOXXHOCTb NpoBeAEHNA ayanuTa y NOCTaBLMKA;

- CaHKUWUW, NPpUMEHSEMbIE K MOCTaBLUUKY NPU HEBLINONHEHUN UM 0DA3aTENLCTB.
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[MpunoxexHne D
(cnpaBo4YHOe)

[IpopaboTka 3aKka30B U OpraHu3aLmna UX BbIMNOMTHEHUA

D.1 PekomeHAyeTcs, Npn HeEOOHXOANMMOCTN, onpeaennTe OpMy 3aaABKU Ha NOCTABKY NPOAYKUMKN, 3aMONHAEMYIO
nokynaTtenem, n opmMmy Aorosopa (3akasa) noCTaBKM.

[Mpn npopaboTKke 3akasa cneayeT OLEeHUTbL BO3MOXHOCTb BbINONHEHUA 3aKa3a B Tpebyembin cpoK. C 3ToON Lenbio
npeaycMaTpuBaeTCcs nNpoBepkKa:

- Hanu4na Tpebyemon NpoaykLMmM B HOMEHKNaType npeanpuaTus;

- (pakTU4eCcKon BO3MOXHOCTU BbINONHEHNA 3aKa3a B Tpebyemble CPOKU;

- Hanu4unsa Tpebyemon NpoayKLUUK Ha CKnaae u B NPOU3BOACTBE,;

- obecne4vyeHHOCTU NCXOAHBLIMWU N YNAKOBOYHBLIMU MaTepmnanamu (Mpu OTCYTCTBUKU NPOAYKL MM HA CKNaae) Unn Bo3-
MOXXHOCTW AaHHOro obecneveHus;

- AOCTaTOYHOCTW NPOMN3BOACTBEHHbLIX U CKNAaACKNX MOLLHOCTEWN;

- rOTOBHOCTWU 0D0OpYyAOBaAHUA (HaNU4YMe MNU NOATBEPXKAEHUE CTAaTYCa «aTTEeCTOBaAHO» AN BCEX KPUTUYECKUX TEXHO-
nornyecknx npoleccos n obopyaoBaHns);

- MNOCTYNNEHNA peknamMmaL i Ha 3asaBnsaemMbin BUA NPOAYKLUN, HEODXOAUMOCTU YCTAHOBNEHUA N YCTPAHEHUA NPU-
4YnH Bpaka Ao BO30OHOBNEHUA NPON3BOACTBA.

D.2 Mpun HeoOXoanMOCTU MOXeT ObITb onpeaeneH NUCT COrNacoBaHUA, 3anonHaeMbln noapasaeneHnamMmn npea-
APUATUA NPU pacCMOTPEHNN 3aKa3a.

[[NaBHas uenb Npu npopadoTKe 3akasa — noaTBep:KAeHne BO3MOXHOCTU BbIMNONHEHUS 3aKa3a B YCTAaHOBNEHHbIE
CPOKUN C TpedyeMbIM Ka4eCTBOM.

D.3 PekomeHayeTca pa3paboTaTb U HAarnaaHoO NpeacTaBUTb CXeMy WUCMONHEHUA 3aka3a OT ero nonydeHus Ao
OTrpy3kn. Npumep cxembl npueeaeH Ha pucyHke D. 1.

3aknoveHue

[TonyvyeHwu K
onyyeHuwe 3akasa [lpopaboTKa 3akasa [0roBOpa

3roToBneHue NpoaykKLuu BknioyeHWe 3aKkasa
cornacHo 3akasy B NnJ1aH NpOM3BOACTBA

KoHTponb hakTu4eckoro UCronHeHus
3aKasa

PucyHok D.1 — CxemMa ncnonHeHumns 3akasa

3Tan 3aknyeHus AOoropopa MOXeT HE BKNIYAaTbCA BO BHYTpMI'IpOMS.BO,D,CTBeHHbIFI NOpPAAOK p860TbI.

MoxeT ObITb npeayCcMOoTpEH KOHTPOJbH bl NMNCT UCMONHEHWSA 3aKa3a, B KOTOPOM OTPRAXAKTCA BCE 3Tallbl €ro BblNO-
HEHNA.
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[MpunoxeHune E
(cnpaBo4HOe)

OpraHunsauua npouwsBoacTBa

E.1 JokymeHTauumA

E.1.2 Cneundunkaunm Ha NCXoaHble U YNAKOBOYHbIE MaTepUansbl, NPOMEXYTOUYHYIO M FTOTOBYIO NPOAYKLUMIO U NP. pa3-
pabaTbiBaloTCA B cooTBETCTBUU C TpeboBaHnamu FOCT P 52249 n apyrux HopmMaTUBHbLIX AOKYMEHTOB.

E.1.3 lNMpounssoacrBeHHaa n TeXHONOrnd4eckaa AOKymMeHTauma

Ha3HavyeHnem AaHHbLIX BUAOB AOKYMEHTaLun aensieTca obecneveHune BoINycKa NpoayKLMM B CTPOroOM COOTBETCTBUN
CO cneuncukaumnamn.,

B cocTas npon3BoaCcTBEHHON N TEXHONOMMYECKON AOKYMEHTaLun BXOAAT NPOMBbILLNEHHbIE pernameHTbl, TeXHONOrn-
YeCKne MHCTPYKLUM U UHCTPYKUMM NO ynakoBke. TpeboBaHMA K MPOMBLILWNEHHbLIM pernameHTamM, TEeXHONOrn4YecKum
MHCTPYKLUAM N MHCTPYKUKAM No ynakoske npmeeaersl B FTOCT P 52249 n apyrnx HopMaTUBHBIX AOKYMEHTAX.

E.1.4 NpoTokonbl HA cepuio NpoayKUuun

Ha kaxxayto cepuio NpoayKLMn cocTaBnAaAeTCA NPOTOKON ¢ AaHHbIMW O NOArOTOBKE U XoAe NPpOM3BOACTBA 3TOU cepun,
hakTU4eCKMX 3HaUYe HUAX NapamMeTPoB TEXHONOMMYECKOro npoLuecca U oKpyxarLen cpeabl (B TOM YUcne AaHHble MOHUTO-
PUHra), BbiABNEHHbIX OTKNOHEHUAX N pa3peLleHnn Ha peanusayuio NPoAaYyKLUUN.

[1poTOKONLI COAaepKaT AaHHbIE O FOTOBHOCTM NOMeLLeHNA N 0B0pYyAOBaHNA K NPOBEAEHUID TEXHONOMMYECKOro npoLuecca,
ero pakTmyeCckom BbINONHEHUUN, 3HAYEHUAX KOHTPONUpyeMbIX napamMeTpos v Np. [NpoTokonbl coaepxat UCTOPUID U3roToBne-
HUA cCepumn NPOAYKLMN U UICNONB3YIOTCA B KAYeCTBE AoKa3aTenbHOro Mmatepuana B cnydyae peknamauun, npyn asHannse npuymH
OTKNOHEHWN, NPpoBeAEHNN aHanmn3a pUCcKoB K Np.

Ha Bcex 3Tanax BeaeHuUa npoTokona cneayeT npoBepATb NPpaBUNbHOCTb €ro COCTaBNeHUA, Hanndne noanncen
OTBETCTBEHHbLIX NUL, N pabOTHUKOB OTAENA KOHTPONA Ka4vecTBa.

[TopsaoK BeaeHUs U NPOBEPKN NPOTOKONA Ha Cepuio NpoAayKLMK AonkeH BbiTb onpeaeneH cneynanbHbIM AOKYMEH-
TOM C YKa3zaHueM OTBETCTBEHHbIX NAL,.

CpOK XpaHeHNs NPOTOKONOB — HE MeHee OAHOro roaa Nocne OKOHYaHUsA Cpoka roagHOCTM NPOAYKLUN, eCNU He yCTa-
HOBNEHO UHOE.

E.2 MomeleHna, o6opyaoBaHne n TeEXHONOrnM4Yeckue npoueccol

E.2.1 MNMomelweHna, obopyaoBaHne U TeXHoNorndeckne Npouecchbl AOMKHbI COOTBETCTBOBATL CBOEMY Ha3HaYeHUID,
TpeboBaHuam FOCT P 52249 n apyrnx HopmaTUBHLIX AOKYMEHTOB. [ToMelleHnsa, 0bopyaoBaHne U NpoLecChl, CBA3aHHbIE CKpU-
TU4ECKUMW NapamMmeTpamMmun, noanexaT atTecTauumn, KoTopasa NpoBOAUTCA Kak Ha 3Tane noaroToBKW NPoM3BOACTBa (CM. pas-
aen 8), Tak U B skcnnyaTauum (NOBTOPHas aTTecTaunsa nocne BHeCeHNA U3MeHEHUIN, CBA3aHHbIX C KPUTUYECKUMN NapameTpamu,
ANNTENbHLIMU NepepbiBamMn B padoTe, 3HaUYNTENBHBLIMU OTKNOHEHUAMW OT YCNOBUIN SKCANyaTauun nT. a.).

E.2.2 HanpeanpuatumcneayeT opraHM3oBaThb 3KCANyaTauuo U TexHn4veckoe obcnyxnsaHmne nomeLeHnm n odopy-
AOBaHUA C BeaeHneM rpadnkoB 1 XKypHaNoB TEXHNUYECKOro obcnyxmBaHus.

E.2.3 CneayeT npeaycMoOTpeTb NEPUOANYECKUNA NNU HENPEPBIBHBIN KOHTPOMNb KPUTUYECKNX NapaMeTpoB obopyao-
BaHWNSA, TEXHONOrn4yeCcKUX NpoLeccoB N OKpyKatoLwen cpeabl C yCTAaHOBNEHNEM YPOBHEN NpeaynpexxaeHna n AeNCTBUN.

E.2.4 lpoBeneHne obpadoTkn (OUNCTKN, Ae3nHPpeKUnn, cTepmnusaymn) noMeLweHnn n odopyaoBaHnua cneayer
dbunKCMpoBaTh B XKypHanNax, kKapTax unu gpyrux y4eTHbIX A0OKYMEHTaX C YKa3aHneM AaThl U BpeMeHn npoeaeHNa obpaboT-
KW, HAUMEHOBaHNA U HOMepa cepumn Npoaykuum (Npyn Bbinycke AByx nnn 6onee sMaoB NpoaykLuMn), nocne Npon3BoacTea
KOTOpoW npoBeaeHa obpaboTka.

3anucu B XXypHane AOMKHbI UMeTb ABE NoANUCU: paboTHUKA, BbINONHAKLWEro 0d6paboTKy, U KOHTPONUPYIOLLErO
nuua. KypHan cneayeT BECTU B XPOHONOrMYeCcKoM nopaake.

NaHHble 00 06pabdoTKe KpUTNHEeckoro od6opynoBaHUS crneayeT MpUBOANTL B MPOTOKONE CeprUn NPOAYKLUA.

E.3 MapkupoBaHue (BHYTpeHHee 3TUKETUPOBaHUE) B NpoLiecce NPOM3BOACTBA

E.3.1 Hanpeanpnatum aonxeH ObiTb YCTAaHOBNEH NOPSAA0K 0DpaLlleHNA BHYTPUNPON3BOACTBEHHbBIX 3TUKETOK M KOH-
TPONb 32 HUMMW.

E.3.2 Ha3Tane npon3soacTBa ynakoBka (NPOU3BOACTBEHHAA Tapa) ¢ MmaTepnanamm, NpomMeKyTOHYHbIMWN NN FOTO-
BbIMU NPOAYKTaMN A0KHA UMETb ABa BUAA BHYTPUNPON3IBOACTBEHHON MAapPKUPOBKN (MOXET HAHOCUTLCSA Ha OaHY MNK pas-
Hble 3TUKETKWN) CNeaylLero coaepxaHus:

- 0003HavYeHne NN naeHTUPUKaLnI MmaTepmana unm NpoaykTa (MAeHTUMPUKaLMOHHasA 3TUKETKA);

- CTaTyC MaTepuana unum npoaykTa B NPpOU3BOACTBEHHOMN Llenn (3TUKeTKa cTaTyca).

B naeHTUnkaLMoHHON 3TUKETKE YKa3biBaKTCA:

- HanmeHoBaHue (Koa) maTepuana nnn NpoayKTa;

- HOMeEp cepuu;

- AaTa HaHeCEeHUA ITUKETKN (MapKUPOBKW);

- NoAnuchb.
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JTUKeTKa cTaTyca coaepnT tHdhopmMauunio 0 TOM, rae HaxoauTCcAa MaTepuan (NPoAYKT) NN KaKyio CTaauio B NPOoun3-
BOACTBEHHOM Llenun OH NpoLwlen (Hanpumep, « HaXoaUTCA Ha KapPpaHTUHHOM XpaHeHUN» , «NpoLlen KapaHTUHHOE XpaHEHNE»
N T. A.). Ha Hel Takke cneayeT ykasbiBaTb HauMeHoBaHWe (Koa) MaTepuana, HoMmep cepun n aaTy.

MHdbopmaumnsa o cTaTyce MOXeT ObITh BblAeNeHa LLBETOM 3TUKETKU (Hanpumep, 3eneHblin — «onyuleH K UCnonb30-
BAHUKO», XenTblnl — «HaxoanTCA B KAPaHTUHHOM XpaHEHUN», KpaCHbIn — « OTKNOHEH » ).

E.3.3 3TukeTkn o6onx BMAOB AOIMKHBbI HAHOCUTBLCS Ha KaXayk yNakoBOYHY0 e AMHULY. OHU AOMKHBI ObITb ACHBIMU K
OAHO3HA4YHbLIMU ANA NOHUMAHUS.

[aHHble 06 naeHTUUKaumMn maTepumana (NpoaykTa) n ero ctatyce MoryT ObiTb HAHECEHbI Ha OAHY U TY XKe 3TUKETKY.

E.3.4 CneayeTopraHM3oBaTh yueT BHYTPUNPON3BOACTBEHHbLIX 3TUKETOK M NX XPaHeHNe Tak, UToObl n3bexaTtb nepe-
NyTbiBaHUA U OLLNOOYHOro HaHeceHna. CneayeT AOKYMEHTaNbHO onpeaennTb NOPAAOK HAHECEHNA STUKETOK N NNL,, OTBET-
CTBEHHbLIX 3a NpoBeAeHne AaHHOW onepalnn.

E.3.5 3TukeTkn nepen ncnonb3oBaHMEM cneayeT NpoBepUTb Ha NpeaMeT UX COOTBETCTBUA Ha3HauYEHUIO.

E.3.6 HennoTHO npunerawwme U NoBpeXXaeHHble 3TUKETKU cneayeT yaansaTbh U 3aMeHsATb Ha HOBbIE.

E.3.7 HaynakoBky (Tapy) C KPbILLKOW 3TUKETKa HAHOCUTCA TONbKO Ha KOPMyC yNakoBKN (He Ha KPbILLIKY ).

E.4 BHYyTpUNpoun3BoACTBEHHbLIN KOHTPONb

Llenbo BHYTPUNPONU3BOACTBEHHOMO KOHTPONA ABNAETCA NpOBEpKa COOTBETCTBUA KPUTUYECKUX NapaMeTpoB TEXHO-
NOrM4ecKoro npoLecca u nokasatenen NpoMeXXyTo4HOro NpoAYyKTa, HaxoaAaLWerocs Ha cTaaun Npon3BoACTBa, TpeboBaHK-
AM AOKYyMeHTauun. 1aHHbIN KOHTPONb BbINONHASTCA NPOU3BOACTBEHHBLIM Noapa3aeneHnemM n No3BonseT CBOEBPEMEHHO
NpeanpuHATL KOppeKTupyowmne 4encTena B npoLecce NpomMsBoacTBea.

na nposeaeHUA BHYTPUNPOU3BOACTBEHHOMO KOHTPONA cNeayeT NpeaycMoTpeTb HeOOXoAUMbIE NOMELLEHUS, Nep-
coHan n obopyaoBaHune.

CneayeT AOKYMEHTanNbHO onpeaennTb TpeboBaHMA K KOHTPONUPYEMbIM NapamMeTpamM U Mepbl, NPUHUMaeMbIE NPW
OTKNOHEHUN OT AONYCTUMbIX 3HaYEHUNI.

MHCTpYKUMN (MEeTOANKN) N0 NPOBEAEHNID BHYTPUNPON3BOACTBEHHOMO KOHTPONA COrnacoBbIBAaOTCA OTAENOM KOH-
TpONA KayecTBa.

[aHHblIe BHYTPUNPOU3BOACTBEHHOINO KOHTPONA NCNONBL3YIOTCA NPWU aHann3e pUCKoB 1 pa3paboTke MeponpuaTUn No
obecneveHno cTabmMnbHOro KavecTea NPoAYKLUN.

E.5 lNeuyaTHble MaTepuansi

E.5.1 Beuay nxkniodeson ponu B obecneveHnn NoATBEPKASHNA MAEHTUYHOCTN NEKapPCTBEHHbIX CpeacTB cneayeT
obecneunTb HapexHoe nHe3onacHoe XpaHeHue, a Takxke yyeT ABmxKeHna nedaTtHoiX Matepuanos [FOCT P 52249 (noapas-
aen 3.25)].

E.5.2 o yvyeTy ABUKEHUA YNAKOBO4HbLIX MaTEPMNAanoB, B TOM YUCNE NPOMapKUPOBAaHHbLIX, HA NpeAnpUATUX A0MKEH
ObITb pa3padoTaH oTAeNbHbLIM AOKYMEHT, B KOTOPOM OTpaXaeTCca NopsaaoK nepeaayn ynakoBoUYHbIX MaTepnanoB Ha BCeX
3Tanax Npou3BoOACTBaA C YKa3aHUEM OTBETCTBEHHbLIX NUL,. JlnLa, OTBETCTBEHHbIE 33 y4eT ABWKEHUA 3TUX MaTepmnanos,
HasHa4darTcA npukasom Pykosoautens.

E.5.3 CneayetT npoBepaTb HanaHC 4Yncna NoNyYeHHbIX, NCNONbL30BAHHbLIX N BO3BPALLEHHbLIX 3TUKETOK ANA rOTOBOW
npoAayKUUn n 6anaHc UCNONb30BaHHLIX 3TUKETOK U YNCNa rOTOBbLIX eANHUL, NpoaYyKUMK. CneayeT aHanu3npoBaTh U paccne-
NoBaTb NPUYUHbBI PACXOXAEHUA MeXAY NONy4YeHHbIMU AaHHbIMW.

BanaHCc MOXeT He NPpoBOAUTLCA ANA PYNOHHLIX UNU paspe3HbIX 3TUKETOK, eCnn NpeaycMoTpeH aBTOMaTU4YeCKui
100 %-HbI KOHTPONb NPABUNBHOCTU HAHECEHUS 3TUKETOK.

Hencnonb3oBaHHbIE 3TUKETKN, coaepKallune HoMep cepun roToBOM NPOAYKLNKU, AOTKHbI YHUYTOXATbCSA C COCTaBne-
HMeM NPOTOKONa.

E.6 MaTtepuanbHbIn 6anaHc

[Mocne 3aBeplueHUss NPOM3BOACTBA U YNAaKOBKU CEPUN NPOAYKLMN BbINONHAETCA CONOCTaBneHne TeopeTUYeckoro 1
chakTU4eckoro Bbixoaa npoaykumn. ConoctaBneHne BbIMONHAETCA NPOM3BOACTBEHHbLIM NogpasaeneHmem. Nocneayto-
LMe NPOBEPKN NPOBOAATCA, Kak NpaBuno, 0TAeNOM KOHTPONSA KauecTBa.

E.7 PaboTa c OTKNOHeHHbIMM MaTepuanamm (npoaykumen)

E.7.1 TNpuinHbl Nntodoro O0TKNOHEHUA cneayeT paccnenoBaTh U pa3pabaTbiBaTbh MEPONPUATMA NO NpeaoTBpaLle-
HUKD €ro NOBTOPEHNA.

E.7.2 PadoTa c OTKNOHEHHbIMU MaTepuanamu (NpoaykLuuen) AonmxkHa ObITb OTpa)KeHa B crneLmansHON MHCTPYKLUN,
B KOTOPOW YKa3blBaKTCA:

- KpUTEpUn OTKNOHEHUS NPOAYKLMN MNN CCbINKa Ha 3TU KpUTEPUN;

- NMOPAAOK MPUHATUSA peLLEeHUS B OTHOLLIEHNN OTKNOHEHHbIX MaTepuanos (NpoayKLnn);

- nNuua, NnpuHuMarLwmne peweHne 06 OTKNOHEHWUMN;

- AENCTBUA C OTKNOHEHHbIMU MaTepmnanamm (Nnpoaykuuen) (Bo3spaTt NoCcTaBLMKY, MOBTOPHAA NnepepadoTka, yTunm-
3auus, nony4yeHmne paspeLllueHnst Ha UCNOoNb30BaHME U NP.);

- MapKMpoOBaHWE N MECTO XPaHEHUA TakKUX MaTepmanos (NPOAYKLNN).
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E.7.3 VHCTpyKUMA No AencTeuAM NepcoHana B cnydvae obHapyXeHna HeCoOTBETCTBMN AOMKHA coaepXaTb:

- NOPAAOK perucTpaynum HeCoOTBETCTBUN;

- NOpPAA0K UHPOPMUPOBAHUA BbILLECTOALLNX NNL;

- Mepbl No obecneveHno cCooTBETCTBUA NepepabaTbiBaeMon cepumn 3agaHHbIM TpeboBaHNAM.

[lepepaboTka OTKNOHEHHbLIX CepUA AONYCKAETCA TONLKO NO pa3peLlleHnio oTaeNna KOHTPONA KadeCcTBa CornacHo COOTBET-
CTBYIOLLEN ACKYMEHTaLMN U C NPUHATMEM Mep, 0BecnevnBaolmMX COOTBETCTBUE NepepadaThiBaeMon cepumn 3aaaHHbIM Tpebo-
BaHUAM.

donXHbl ObITE CHOPMYNUPOBAHBLI YCNOBUA, NPW KOTOPLIX AONYCKaeTca nepepadoTka npoayKLnu.

E.7.4 [1nAa xpaHeHnAa OTKNOHEHHbLIX MaTepnuanos (NpoAyKLUMK) A0MKHLI ObIThb NpeaAyCMOTPEHbI cnelnanbHble NOMe-
leHnsa (30Hbl). [1na HarnaaHOCTM UX cneayeT BblAeNUTb (HanpumMep, LBETOM) U NPUHATL Mepbl NPeAO0CTOPOXHOCTU OT
HeCaHKLUUOHNPOBAHHOIO A40CTYNa B HUX.

E.7.5 [HNokymeHTauuwo no paboTe ¢ OTKNOHEHHBbIMU MaTepuanamMmm n NpoaykKUNen cneayeT XpaHUTb B TeYeHUE YCTa-
HOBNEHHOro Nepnoaa BpeMeHn, onpeaeneHHoro CUCTeEMON ynpasneHna AoOKyMeHTaunen, AencTeyrowen Ha npeanpuaTtun.

E.8 XpaHeHMe npoayKUUN

CnepyeT pa3paboTtaTb TpebOoBaHUA K XpaHEHUIO NPOAYKLUN B COOTBETCTBUM C DapMaKkonenHon CTaTben, B TOM YNC-
ne TpeboBaHus:

- KHanpaBneHu B KapaHTUHHOE XpaHeHne A0 NoNy4YeHUsA pa3peLlleHnsa Ha peanu3anuio;

- K YCNOBUAM XpaHEHUs, napamMmeTpamMm MUKpOKNMMaTa, OCBELLEHHOCTU N NP., MPU KOTOPbIX FAPaHTUPYETCA COXpPaH-
HOCTb NpoAayKL MK Be3 yxXyaLleHUs ee CBOUCTB.

Npyrue TpedoBaHuss — no FOCT P 52249.
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MpunoxeHune F
(cnpaBo4YHOe)

Mopagok opraHM3auum KOHTPONA UCNONTHEHUA

F.1 KOHTponb NCNONHEHUA AOKYMEHTOB NOBLILLAET YPOBEHb OTBETCTBEHHOCTU 3a BbINONHAEMYKO paboTy U HanpaBneH
Ha CBOEBPEMEHHOE U HaaneXallee NCNONHEHNE AOKYMEHTOB, MOCTYNAKLLMX Ha NpeanpuaTne u paspadoTaHHbIX CaMUM nNpea-
npUsTUEM.

OTcyTCTBUE AOIMKHOIO KOHTPOMNA UCMONHEHUA NPUBOAUT K CNeAYIOLLEMY:

- yTepe NOKYMEHTOB;

- HEMCNONHEHUKD AOKYMEHTOB B CPOK NN HEUCMONHEHNIO NX BOOOLLIE;

- HeopraHmM3oBaHHON paboTe UCNONHUTENEN, B OCHOBHOM MO METOAY «YCTPaHEHUSA OTKNOHEHUN» C 3NEMEHTaMKN Cny-
YaUHOCTN N XaOTUYHOCTM;

- NPaKTUYECKON HEBO3MOXXHOCTU BOCCTAHOBUTL UCTOPUIO paboThl C AOKYMEHTAMU 1 PONb K&XKAOro N3 UCMONHUTENEN.

F.2 KoHTponb ncnonHeHnsa moxeT ObiTb CMNOLUHBLIM UNU BLIDOPOYHbLIM.

Ecnu Ha npeanpuaTMn He NPeayCMOTPEH CNNMOLWHOW KOHTPONb, TO AOMKEH ObIThb yTBEPXXAEH nepedveHb AOKYMEHTOB,
NCMONHEHNE KOTOPbLIX MOANEXUT KOHTPONIO.

F.3 OTBETCTBEHHbLIM 33 UCNONHEHNE AOKYMEHTA (OTBETCTBEHHBLIM UCMIONHUTENEM ) ABNAETCA NULLO, YKa3aHHOE B NepeyHe
NCNONHUTENEN (Pe30NILNN Ha BXOAALLEM AOKYMEHTE) nepBbiM. OTBETCTBEHHOMY UCMIONHUTENIO NPEeAOCTaBNAETCA NPaBo CO3bl-
Ba COUCMONHUTENEN.

CouncnonHutenn o6a3aHbl NPeaoCTaBUTbL OTBETCTBEHHOMY UCMONHUTENID 38 YCTAaHOBMNEHHLIN UM Nepmnoa BpeMeHU A0
NCTEYEHNA CPOKa NCNONHEHNA AOKYMEHTA BCe MaTepuans! Ana o6odLWweHna n NoaroToBKU NPoeKTa COOTBETCTBYHOLLErO AOKY-
MEeHTa.

COoMCNONHUTENN HECYT PaBHYIK C UCMONHUTENEM OTBETCTBEHHOCTbL 3a CBOEBPEMEHHOE N Haanexallee NCNONHEHNEe
NOKYMEHTA.

F.4 VcnonHeHne AOKyMEHTa MOXET ObITb pa3aeneHo Ha 3Tanbl U COCTaBNeH NNaH-rpadounk, BKNYaKLWNMN B ceda Han-
MEHOBaHWUA 3TaN0B, UCNONHUTENEN N CPOKU UCNONHEHUA. [NNaH-rpark COCTaBNAETCA UCNONHUTENEM N YTBEPKAAETCA NULLOM,
KOHTPONUPYIOLLIUM NCNONHEHUE.

F.5 Ha npeanpmatin A0MXHO ObITh HA3HAYeHO HE3aBUCUMOE NULLO UNN CTPYKTYPHOE noapasaeneHne, ocyLLEeCTBNSAD-
Lee ydeT UCMONHEHUA U NOAYMHAIOLIEECA HENOCPEACTBEHHO PYKOBOAUTENKD CNVKObI Aenonpon3BoACTBa (PyKOBOAUTEND
NHPOPMAaLMOHHON CNYXObI), pyKoBOANTEND CNYXObI KavecTBa N PykosoanTento npeanpuaTtusa. Ha npeanpnatnax c Hebonb-
LLUUM OO BEMOM AOKYMEHTALUM 3TN PYHKLUM MOTYT BbITh BO3NOXEHbI HA CEKPEeTaps UNU Apyroe N1Lo, CBA3aHHOE C AeNonpouns-
BOACTBOM.

B 06a3aHHOCTM AaHHOro NUUa (noapasaeneHns) BXoauT cneayoLlee:

- MOCTaHOBKA AOKYMEHTA Ha KOHTPONb;

- MpoBepkKa CBOEeBPEeMEHHOro AoBeaeHns A0KyMeHTa A0 UCNONHUTENEN;

- npeaBapuTenbHasa NpoBepKa n perynmposaHue npouecca UCNONHEHNS;

- OLleHKa KOHTpoNna (HadbnwaeHue) 3a NpoLeccoM NCNONHEHNA AOKYMEHTA;

- CHATUE AOKYMEHTA C KOHTPONSA B YCTAHOBNEHHOM MOPSIAKE;

- aHanun3 NCNONHUTENBLCKOW ANCLUMNNUHBLI OTAENBHBLIX NUL, NoApPa3aAenNeHnA N NpeanpUATUS B LENOM, a TakKe NoAroToB-
Ka COOTBETCTBYHLUMX MaTeEpManoB ANSA PYKOBOACTBA C LieNb MPUHATUSA peLLeHNA Mo ynpaBneHUo YpoBHEM ANCLUMNWHGI;

- npeacTaBneHne aoknaaa pykosoacTtey 06 NCNONHEHUN AOKYMEHTA.

HaHHOe Nnuo (noapasaeneHue) padboTaeT COBMECTHO C NNLLAMKU, OTBETCTBEHHBIMU 332 AENONPOU3BOACTBO B APYrnX Noa-
pasaeneHnax opraHm3auun,

F.6 CneayeTt pasnuyaTb y4eT UCMONHEHUA N KOHTPONb UcnonHeHusa. MNpu ydyete NCNONHEHUA He OLeHUBAETCH,
NENCTBUTENBLHO NN AOKYMEHT UCNONHEH, a NULLb cucTemaTuanpyeTtca paboTa no ydeTy UICNONHEHUA U NPOBEPSAETCA Npa-
BUNbHOCTb OCPOPMNEHNS AOKYMEHTOB.

KOHTpONb NCNONHEHNS OCYLLECTBNAETCA NULIOM (noapasaeneHnemM), cnocobHbIM OLIEHUTb BbINONHEHME TpeboBaHUA
NOKYMEHTa B NONHOM 06beme. B oTAenbHbIX cnydaax yHKLUUK ydeTa U KOHTPONS NCNONHEHUA MOMYT ObITb COBMELLEHbI U BO3-
NnoXeHbl Ha NULo (NoapasaeneHne), OCyLLECTBRAKOLLEE KOHTPOMb UCMONMHEHWUS.

F.7 Konun AOKyMeHTOB, NoaneXallux KOHTPOMNO, ACOMKHbLI ObITb CBOEBPEMEHHO BblAaHbI NOA Pacnncky BCeM UCNONMHNU-
Tenam 1 nuuam (noapasaeneHnio), OCYLLECTBNAKLLMM KOHTPONb U YYET UCMONHEHUS.

F.8 Cpokn ncnonHeHns AoKyMeHTa NCHUCNAKTCSA B KANEeHAAPHbIX AHAX OT AaThl NOCTYNNEHUA ACKYMEHTA Ha npeanpus-
TUe UNK OT AaTbl NOANNCAHUA BHYTPEHHEro AOKYMEHTA, 3a UCKNKDYeHNeM CnyYaes, OroBoOpPEHHbIX 3aKOHOAATENBCTBOM MU HOP-
MaTUBHO-NPaBOBLIMU akTaMn. CpoKU UCMONHEHUS YKa3bIBAKTCA PykoBoaUTenemM B pe30nioLUn Ha NOCTYNaLWeM (BHELLHEM)
OOKYMEHTe NNOO0 B TEKCTE BHYTPEHHEND AOKYMEHTA.

F.9 Ha aokymeHTax Ans KOHTPONA NPocTaBNAeTcA WTamn « KOHTpONbL» B NpaBoOM BEPXHEM NONE.

F.10 lMocTaBneHHbIE Ha KOHTPONb AOKYMEHTLI BHOCATCS B Ha3y AaHHbLIX MO KOHTPONK AOKYMEHTOB.
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F.11 EcnnHeBO3MOXHO UCNONHUTL AOKYMEHT, TO UCMNONHUTENbL A0MKEH 3abnaroBpemMeHHO 0dpaTuTLCA ¢ MMCbMEHHON
nNpocbLOON O NpoaNeHNN Cpoka NCNONHEHUS K PYKOBOAUTENID, YCTaHaBNMBAKOLWEMY CPOK MCMONHEHWUS, KOTOPbIW U NPUHUMaET
peLueHne 06 N3MeHeHNN Cpoka NCNONHEHUS.

3meHeHne cpoka UCnonHeHnsa ohopmMnaeTca AOKYMEHTanbHO, 3aHOCUTCA B a3y AaHHBIX KOHTPONA A0KYMEHTOB U CTa-
BUTCA Ha y4YeT.

F.12 TpnocTaHOBUTb UCNONHEHNE AOKYMEHTA, a TakKe OTMEHUTb €ro MOXET TONLKO PYKOBOAUTENL (OpraH), noannucas-
LKA AaHHBLIN AOKYMEHT, Nndo BblwecToAWwmnn PykoBoanuTens.

F.13 CnepyeT paspaboTaTb TEXHONOMMK KOHTPONSA, MNO3BONAKLYID HAarNaaHO OTCNeXuBaTb MPoLecc UCAONHEHUSN
ODOKYMEHTOB.

MoryT ncnonb3oBaTbCA cneayowmne cucTeMbl KOHTPONA [5], npeaycMaTtpuBaroLime seaeHue:

- KypHana KOHTPONS;

- KOHTPONbHbIX KAPTOYEK N0 KaXXAOMY OTAENBHOMY AOKYMEHTY;

- KOHTPONbHOW KapTOTEKN, KOTopasa dhopMupyeTcs 13 6asbl AaHHLIX M COAePKUT ABa pa3aena: KOHTPONUpyeMbIN MacCuB 1
NCNONHEHHBbIE AOKYMEHTDI.

[1pn BEASHUN KOHTPONBHOW KAPTOTEKN €€ nNepBbIn pa3aen aenutca Ha 31 a4enky no Yyncny aHen mecaua, Ha 4onon-
HUTEeNbHbIE AYEeNKN ANA AOKYMEHTOB, CPOK UCMONHEHNA KOTOPbLIX HACTYNUT B CNeayLWnux Mmecsauax, n a4enkm Ana AOKYyMeH-
TOB, CPOK UCMONHEHUA KOTOPbLIX UCTEK.

B Aa4enkn moryT BknaabiBaTbCA KOHTPONbHbIE KapThl, B KOTOPLIX YKa3blBaTCA HAUMEHOBaHWUE AOKYMEHTA, ero aaTa
N HOMEP, UCAONHUTENW, NULLO, OTBETCTBEHHOE 3a KOHTPONb, CPOK UCMONHEHUA U OTMETKMN 00 ncnonHeHnn. BTopoun pasgen
KapTOTEKN COAEPXKUT cBeaAeHUA 00 UCNONHEHHbLIX AOKYMEHTAaX.

IDPeKTUBHON DOPMOUN KOHTPONSA ABNAETCA KOMMNBIOTEPHLIN y4eT NCNONHEHNA AOKYMEHTOB. [Npn 3TOM HanoOMMHa-
HUA NCNONHUTENAM MOrYT HanNpPaBNATLCA NO ANEKTPOHHOW NOYTE.

KomMnbroTepursaunsa KOHTPONbHbIX onepaunuin N03BoNAeT 3HaYNTENLHO YBENNYUTL 00bEM KOHTPONS.

[na HarnagHOCTU MOXET OblTb OPOPMNEH CTeHA, OTpaXKakLwWnUn NCNONHNTENLCKYKD aucunnnuHy, Nnbo, Npu Ha-
NU4YNN KOMMNBKTEPHON CETU, CO3aaeTCA COOTBETCTBYIOLWaA nporpaMmmMma, ooCcTynHasa BcemMm nonb3oBaTensamMm AaHHOro npea-
NpUATUA.

F.14 Jluuo, oTBETCTBEHHOE 3a Yy4YeT UCMONHEHUA, B Te4YeHne TpeX-naATn AHEN A0 UCTeYeHnsa CpoKa HanpaBnaeT
MCNONHUTENID N3BELLEHNEe-HanoMnHaHue.

F.15 Tlocne ncnonHeHna AOKYMeHT CHUMaEeTCA C KOHTponA. PeweHne 0 CHATUM NPpUHUMaeTCAa NULOM, Ha KOTOPOe BO3-
NOXeH KOHTPONb. PelieHne odhopMnAeTca OTAeNbHbIM AOKYMEHTOM (MPOTOKONOM U NP.), a Takke AenaeTcs NOANUCh HA KOH-
TPONbLHOM KapTe NT. A.

B npaBoM BepxHeM yrny AoKyMeHTa cTaButca wrtamn « ICNoONHEeHo» , BHOCATCA COOTBETCTBYIOLLNE U3MEHEHNA B KAPTO-
TEeKy UNn B KOMNbIOTEPHYIO Ha3y AaHHbIX, LN NPOCTaBNAKTCA OTMETKN Ha KOHTPONBLHOW KapTe. [Nocne 3Toro AoKyMeHT OTnpaB-
NAeTCA Ha XpaHeHue.

F.16 VIcnonHeHHble AOKYMEHTHI U AaHHble 06 X MCNONHEHUN AOMXKXHbI XPaHUTLCA B TEYEeHME YCTaHOBNEHHOMO CPOoKa.
CpoK XpaHeHUs1 yCTaHaBNUBAaETCA NpeanpuaTUEM, HO He MOXKeT BbITb MeHbLLE CPoKa XpaHeHNs1 AOKYMEHTaLUN Ha CepUIo NPo-
OYKUUN, BbINYLLEHHOWN B TOT e Nepnoa BpeMeHW.

CoxpaHaeMble AOKYMEHTbI MOryT UCNONb30BaTLCA NPU aHanmM3e PUCKOB B NPOU3BOACTBE, peknamMauuii n np.

HonyckaeTca XpaHeHne AOKYMEHTOB Ha 3NEKTPOHHbLIX HOCUTeNAX ¢ cobnioaeHmnem mep no obecneveHno Nx coxpaH-
HOCTW.

KOHTPONb NO CyLWEeCTBY AaeT OLEHKY, HaCKONbKO NpaBuUnbHO M MNONHO peLleHa 3anada.

KOoHTpONb CpOKOB UCNonHeHus BeaeT cnyxba aenonpoussoactea. OCHOBHOE Ha3HayeHWe AaHHOro BMAA KOHTPO-
Nna — onepaTuBHoe 0HHapyXeHme NepBbIX NPU3HAKOB CPbIBa UCMONHEHNA AOKYMEHTA, CBOEBPEMEHHOE NHAOPMUPOBaHUE 06
3TOM pyKoBOAUTENA U, TEM CaMbiM, CO3aaHWe YCNOBUW ANA NPUHATUA HaaneXalmx Mep rno npeaoTBpaLlleHno cpbiBa Ha-
MeYEeHHbIX MeponpUATUNA.
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JTanbl CO34aHNA CUCTEMbI 0DecneveHUA KadyecTBa

MpunoxeHune G
(cnpaBo4YHOe)

Tadonuua G.1— 3Tanbl co3naHNAa cUCcTeMbl obecnevyeHus KadvecTsa

FOCT P 52537—2006

HanmeHoBaHUe atana

NcnonHuTenb

KoHTponupytowuin otaen (nuuyo)

1 OpraHuM3sauuoHHble Mepbl N0 BHeAPeHUI0 CUCTeMbl obecneyeHUs Ka4yecTBa

1.1 TpuHATHE pelueHna O BBeOAEHUN CUCTE-
Mbl 0becneveHusa KadvecTBa. I13paaHne npukasa

1.2 PopmuposaHune Coseta GMP (komuccun,
paboyen rpynnel) N0 NOArOTOBKE K BBEAESHUID
cuctembl obecneveHns kadecTsa. MspnaHne npu-

Kd3d

PykoBoauTenb NpeanpuaTus

1.3 Pa3paboTka nnaHa-rpaduka noaroToBKN
K BBEAEHUID CUCTEMbI obecrnedyeHnsa KaduecTBa.
YTBepXaeHne nnaHa-rpagpuka

CoseT GMP.

PykoBoantens NpeanpuaTns

PykoBogutens  npea-
NPUATUSA

1.4 dopmynupoBaHue MNONUTUKM B OBNacTw

KayecTBa.
ObcyxneHne NoNUTUKM U NnaHa-rpaduka B

KonnekTuee (NnoapasaeneHunsx).
YTBEP:KAESHNE MNONUTUKUA B 0ONACTN KayecTsa

CoseT GMP.
PykosoautTenn noapasaeneHnn.

PykoBoauTenb npeanpuaTus

1.5 Pa3pabotka (odopmneHune) opraHmsa-
LIMOHHOM CTPYKTYPbI NpeanpuUsaTUs

Otanen obecneyeHUsa KayecTsa

Coget GMP

1.6 PaspaboTka (cBepka) TeXHONOrn4yeckux
pernamMeHToB N BCEU TEXHONOrMYecKon AOKy-

MeHTauun

OTaen rnaBHOro TeXHONOra

1.7 PaspaboTka (cBepka) BCero Kommnnekca
NHCTPYKLUNA N MeTOAUK

PykoBoauTenun nogpasaeneHnm

1.8 OTtpaboTka nopsiaka BeAeHUs MpPoTOo-
KONOB Cepuii NpoayKUUN (MapLUPYTHBLIX KapT)

[Tpon3soAcTBEHHLIN OTAEN

OTaen obecneyeHUs
KauecTBa

1.9 MNoparoToBka PykoBoAcTBa NO Ka4vecTBy.
YTBepxaeHne PykoBoacTea No Ka4ecTBy

OTtaen obecneveHnsa KavecTBa.
PykoBoauTenbs npeanpuaTus

Coset GMP

1.10 BBeaeHne cCUCTEMbI KOHTPONA WUCNON-
HEeHUS

OTaen obecneyeHuns
KayecTBa

1.11 HokymeHTanbHoe ogopMneHne cuc-
TeMbl CAMOMHCNEKLUNINA (BHYTPEHHEro ayanTa)

OTnen obecnevyeHUs Ka4vyecTBa

Coeet GMP

1.12 ObyuyeHne nepcoHana. OcBoeHne nep-
COHanoM KOMMNeKca AOKYMeHTauum n Apyrnx

anemeHToB GMP

OTaen noAroToBKUM NepcoHana
(0byueHnsn)

OTaen obecneyeHns
KayecTBa

2 KomnnekcHoe TexHU4YecKoe nepeBoOpyXeHune Npou3BoacTBa

2.1 dopmynupoBaHue 3apaHUA Ha NepeBo-
Opy)XeHUe npou3BOACTBA (3aAaHUA Ha MNpoek-

TUPOBaHME)

2.2 PaspaboTka npoekTta

2.3 ATTecTauma U KOPPEeKTUpOBKa NpoeKkTa
(NMpn HeoHX0ANMOCTI)

2.4 Peanusauua npoekTa

PykoBoACTBO npen-
NPUATUS

2.5 ATTecTauma npoun3BoacTBa U €ro ane-
MEHTOB B NOCTPOEHHOM, OCHaLLEHHOM U1 3KCNNya-

TUPYEMOM COCTOSAHUNAX

OTaen obecneyeHns
KayecTBa
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OkoH4aHue mabnuusi G.1

HaunmeHoBaHWe 3Tana

NcnonHuTenb

KoHTponupyowuin otaen (nuuyo)

3 AyauT 1 noaroToBKa K UHCNEeKTUPOBaHUIO

3.1 BHewHnn ayaut cuctemMmol obecneveHms
KayecTBa

Hes3aBucumasna opraHmsaums

OTpnen obecneveHus
KayecTBa

3.2 KoppeKTupoBKa No pe3ynbTataMm ayauTa

OTnen obecne4YyeHUa KayecTBa,
BCe noapas3aeneHns

Coset GMP

3.3 CepTudukauma npomsBoacTBa Ha COOT-
BeTcTBUE TpedosaHusam OCT P 52249

OpraH no cepTudonkaymn

OTpnen obecnevyeHuns
KayecTBa

3.4 lNpeactaBneHne Cuctembl odecnevyeHns
KayecTBa Haa30pPHOMY opraHy (MHCneKuun)

MpumedyaHne—Ilpeacenatens Coseta GMP — pykoBoauTenb npeanpuaTus. 3amecTuTtens npeaceaaTens
CoBeTa — 3aMecTUTenNb pPykoBoAUTENSA NpeanpuUaTUS MO KadecTBY (AUMPEKTOop MO KadvecTsy). 3aceaaHus NpoBoAuUT

npeacejatellb CoBeTa, B UCKNIOYUTENBLHbIX CNy4adAxX — ero 3aMeCTUTEIb.
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[MpunoxexHne H
(cnpaBo4YHOe)

PexoMeHaauum no NnpoBeaeHUI0 ayauta (MHCNeKumn)
Ha cooTBeTcTBME TpeboBaHnaMm FOCT P 52249

HaHHble pekomMmeHaaLnn cooTBeTCTBYOT PykoBoacTey BO3 no MHCNEKTUPOBaHUKD NpeanpuaTun — Npon3soanTe-
newn NnekapcTBeHHbIX CpeacTB 1], Lenbk KOTOPOro ABNAETCA rapMOHN3aLnsa Nopsaaka npoBeaAeHUA NHCNEKLUMIN B CTPaHaX —
yneHax BO3 n KoTopoe Takxke pacnpoCTpaHAeTCA Ha cneayuwme Buabl ayauTa:

- ayauT, BbINONHAEMbIA HE3AaBUCUMON OpraHnsaymen nnn NMLOM ANa oLeHKU cuctembl obecnevyeHuns kadvecTea (B
TOM Yuncne npu ceptTudounkaummn Ha cootsetcteue TpebosaHnam NOCT P 52249);

- BHYTPEHHWUN ayaAuT (CaMOMHCNEKLUUA) NpeaAnpUATUA MNKU ero YacTu, NposoanmMble paboTHUKaAMM CaMOoro npea-
NPUATUA;

- ayauT NoCTaBsLmKa No NopyvYeHUo 3akasdmka (notpebutens).

PekomeHaaunum MoryT CnyKUTb METOAMYECKOW OCHOBOW MPU NOAroTOBKE NpeAnpUATUA K NPpoBeAeHUD ayauTa
(MHCNeKUUi).

B npunoxeHunax H un | BMecTto TepMUHOB «ayauT (MHCNEKLUN)» NMPUMEHAETCA TEPMUH «ayauT», eCNn nanaraemMbiii
MaTepuan OTHOCUTCH KaK K ayauTy, Tak U K MHCNEKLUN.

H.1 3apavya ayaurta

Llenbto ayanTa aBnaeTCca npeacTaBneHmne AeTanbHOoro otTyeTa o COoOTBETCTBUM MPOU3BOACTBA M KOHTPONSA KavecTBa
TpeboBaHMAM CTAHAAPTOB C y4EeTOM crnelndnKkn BeiNycKaemMon Npoaykunn. AyauT He AOMKEH CBOAUTBLCS K COCTaBNEHUIO
nepeYyHs HeAOCTAaTKOB, HApPYLUEHNIA U HECOOTBETCTBUN. 10 pe3ynbTaTamMm ayauTa cneayeT AaTbh OCHOBHbIE NpeAnoXeHns
MO COBEPLUEHCTBOBAHUIO NPOU3BOACTBA, CODNAas Npu 3TOM yCnoBue KOHOUAEHLMANBHOCTH.

AyanT paccMaTpmBaeTCAa Kak nomollb B padote n CTUMyn ANst NpoM3BOAUTENS COOTBETCTBOBATL TpeDOoBaHUAM
[OCT P 52249 n ycTpaHaTbh UMeLmeca HeaoCTaTKN.

H.2 MNMpouecc ayauTa

CneayeT onpenennTb NNaH NpoBeaeHna ayanTta n popmy ot4eTa. B 3aBUCMMOCTN OT Lenn ayanuT MOXeT ObITb pas-
NUYHBIM.

H.2.1 AyauTB nonHom obbueme

AyauT BbINONHAETCA B NONHOM oObeme No BCeM 3nemeHTam, umerownm otHoweHne K FOCT P 52249 n nuueHsnn.
[1pn 3TOM cCneayeT ykasbiBaThb!

- ABNAETCA NN NPOU3BOACTBO HOBbIM;

- TpebyeTca nu npoaneHne (0OHOBNEHME) NN BblAaYa HOBOW NULLEH3UN,;

- BBE€AEHbI NN HOBbIE N3MEHEHUA B NPOLEeCChl NPOU3BOACTBA, KOHCTPYKLUN NOMELLEHNIA, TEXHONOrMYeckoe obopy-
NoBaHWe, CoCcTaB NepcoHana nnp.;

- ODHapyXeHHble HecooTBeTCTBUA TpeboBaHusamMm GMP;

- AaTy nocneaHero ayauTa;

- YCTpaHeHbl N1 3amMeYyaHuna No pesynbTatam npeabiayuero ayauTa.

H.2.2 AyauT B COKpalweHHOM obbeme

AyauT B COKpalweHHoM obbemMe NpoBOoAUTCA ANS NPOU3BOACTB, B KOTOPbLIX NOCTOAHHOE COOTBETCTBUE TpeboBa-
Huam FOCT P 52249 noateepxaeHo npeabiaywmMMmn ayantamn. Npn 3Tom oLeHMBAETCA COOTBETCTBUE TpeboBaHNAM
[OCT P 52249, Bxoaawmm B npeAMET ayanuTa, U CyLLLIeCTBEHHbIE U3MEHEHUA, NOABUBLLUMECA NOCNe nocneaHero ayauTa. o
NoNy4YeHHbIM pe3ynbTaTam onpeaensaeTca OTHOLEHME NpeanpruaTUA K obecnedeHunto kavectea. lNpu obHapyXeHnn Heco-
otTBeTcTBUN TpeboBaHmam FTOCT P 52249 npoeoautca 6onee aeTanbHbIN ayauT.

H.2.3 KoHTpONb NoO pe3ynbTatam ayauTta

Llenbio KOHTPONA NOo pe3ynbTaTamMm ayauTta ABNAETCA NpoBepKa yCcTpaHeHUAa 0OHapyKeHHbIX HeaocTaTKoB. Kak npa-
BUNO, KOHTPONb BLINONHAETCA B NepNoa OT WeCTU Heaenb A0 HECKONbKUX MecsALEeB NOCNe ayanTa B 3aBUCUMOCTU OT Xapak-
Tepa BbIABNEHHbLIX HEOOCTATKOB U BbLINONHEHUA pa3padoTaHHbIX MeponpuATUA MO UX YyCTpaHeHuno. KOoHTponb
orpaHu4vunsaeTca cneyndgpumnyecknmm tpedbosaHmnammn FrOCT P 52249, koTopble ObINM HapyLUEHb! MW HE BLINONHANUCH.

H.2.4 CneunanbHbIN ayauT

CneynanbHbiv ayauT NpoBOANTCA ANA KOHTPONA NPOM3BOACTBA OTAENbHbIX NEKapCTBEHHbLIX CPpeacTB U3-3a peKna-
Mauun NN OT3bIBOB NPOAYKLUNN, CBA3AHHBLIX C BO3MOXHbIMWN AedrekTamn. IHdopmMauma 0 HednaronpuaTHON peakuun
yenoBeKka Ha AeUCTBUE NEKAPCTBEHHbIX CPEACTB Takke MOXET yKasblBaTbh Ha HAaNM4Me BO3MOXHbIX HEAOCTaTKOB. Takon
ayauT MOXeT NPOBOAUTLCA TONBKO ANA OTASNBHOrO NPOAYKTa, rpynnbl B3aUMOCBA3aHHbIX NPOAYKTOB NN OTAENbHLIX One-
pauun, Hanpumep, cCMelnBaHna, CTepunusauum N MapKMpoBaHus.

CneynanbHbIiA avAUT MOXET NpoBOANTBCA ANA OLEHKU NPpOoLeCCa NPpoON3BOACTBA OTACNbHOINO NPOAVKTA.
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E e oagHOM NPpUYMHON AN Takoro ayauta MmoXeT ObITb cOop cneymndmnyeckon MHopmMaLnum N aHann3 oTAENbHbIX
onepaunn Ans BbIpaboTKM pekomMeHaaL i No BbINONHEHUID NPON3BOAUTENEM YCTAHOBNEHHLIX TpeboBaHNA.

H.2.5 NepnoANYHOCTEL U NPOOOCIDKUTENBHOCTL NPOBeAeHUA ayaAnUTa

[TepnoanYHOCTbL U NPOACKUTENBLHOCTL NPOBEAEHUA ayanTa 3aBUCAT OT BUAA MHCNEKLUN, oBbema paboTbl n4nucna
ayanTopoB.

AyauT pekomeHayeTcs NpoBOAUTL PerynsapHo, B naeanbHOM cnydae — exeroaHo. na KpynHbIX npeaAnpuaTuin ¢
O0ONbLION HOMEHKNATYPOUN NPOAYKLMN ayaAUT MOXET NPOBOANTLCA B BUAE HECKONBKUX NOCELLEHUIN B TeHeHne Bbonee Ann-
TeNbHOro Nepunoaa BpeMeHn, HanpuMmep NATU NeT, eCNK OH paBeH CPOKY AeUCTBUA NULEH3NN UNK cCepTUUKaTa Ha CooT-
BeTcTBUE TpeboBaHuam [OCT P 52249.

[TpoAOMKUTENBHOCTL NPOBEAEHUA ayaAnuTa 3aBUCUT OT pasMepoB npeanpuaTnsa (NMpoM3BoACTBa) U Llenn ayauTa.
AyanT MOXET ANUTBLCSA OT HECKONBLKMX AHEN A0 ABYX U Bonee Heaenb. K ayanTty npmn He0OXoANMOCTN MOTYT NPUBNEKATLCS
cneunanncTbl pasnuyHoro npodounsa.

H.2.6 lNMoaroToBka Kayauty

[lpoBeaeHUe ayanTta HauMHaeTCA C pacCMOTPEHNA AOKYMEHTOB NpeaAnpusaTus. B nx coctaB MoryT BXoauTb:

- NUuUeH3na Ha Npon3BOACTBO;

- perncTpaunoHHoe AoChe;

- MHGQOpMaLUa O NpeanpUATUN;

- AOKYMEHTbI 0 peKknamMaymax n oT3biBax NPpoAYKLUNKN, pe3ynbTaTbl UCNBITAHUA N OTHETHI O NpeablayLWwnx ayanTtax.

LleHHbIMWU NCTOYHUKaAMN NHPOPMaL MK MOrYT ObITb eXeroaHble oT4YeThl ANA aKLLMOHEPOB, AaHHbIE O peknamMmaLusXx,
OTYeThbl O NPOBeAEHNN BHYTPEHHero ayanta. BoaMoXXHOCTL NpeacTtaBneHna AaHHbIX AOKYMEHTOB onpeaenaeTcs caMmmum
npeanpuaTueM. B HeKOTOpbLIX CNyYasax npeanpuaTUe NpeacTaBnaeT ayanuTopy oTYEeThl 0 NpoBeAeHNN BHYTPEHHEro ayamuTa
aAna odwen nHpopmaLnum Nocne Toro, Kak OH 3aBepLlUnT CBOW CODCTBEHHLIN OTYeT. Kak MMHUMYM, cheayeT NpoBEpPUTL
nepnoanYHOCTb NPOBEAEHNA BHYTPEHHEro ayanuTa u nepeveHb 06BHEKTOB Ha NpeaAnpUATUN, Ha KOTOPbLIX OH NPOBOAUNCA.

H.2.7 lNpoBeaeHue ayauTta

AyaOnT MOXET NpOoBOANTLCA ANA OLEHKN HOBbLIX NpeANpUATUA U HOBLIX NPOU3BOACTBEHHLIX NUHWIA, @ TaKXKe ANA Npu-
HATUA peLlleHns o npoaneHmnn (0 BoO30HBHOBNEHMN AencTBUA) nuLeH3nn. O npoBeaeHUN NNAHOBOMoO ayanTa npeanpusaTmne
npeaynpexaaeTcs 3apaHee.

AyanuT MOXeT NPOBOAUTLCA B COKpaLleHHOM obbeme npu npoBeaAeHUN MHCNEKLMOHHOIO KOHTPONSA NO pedynbTaTam
npeablaylero ayanta u B crneLmnanbHbIX Cny4asx.

[lpoBeaeHne ayanTa HaunMHaeTCAa CO BCTpe4dn ayauTopoB C PYKOBOACTBOM NpeaAnpUAaTUA U NNLaMN, OTBETCTBEHHbI-
MW 33 BbINYCK NPOAYKLUMN HA AaHHOM y4acTKke. CneayeT npeAbABNATL AOKYMEHTbI, yAOCTOBEPALLNE NONHOMOYMNE NPUCYT-
CTBYHLUUX NUL, U NU3NaraTh Llenb NpoBeaeHns ayauTa.

XKenatenbHo, YTobbl C ayanTopamMmn NoCToAHHO paboTan, No KpanHen mepe, 0AuH NpeacTaBUTENb, HENOCPEACTBEH-
HO y4acCTBYHOLIMA B NPOU3BOACTBE NPOAYKLUN HA MHCNEKTUpYyeMOoM ydacTke. OH AoMmKeH 3HaTb cuctemy obecneyeHus
KadecTBa nNpeanpuaTua n y4acTBoBaTh B NpoBeAeHUN BHYTPEHHUX ayaUTOB.

[Tocne 3TOro ayauTop MOXeT NPOBOAUTb aHaNM3 AOKYMEHTOB UNW OCMOTP NPeaAnpUaTUs, N1 N To U apyroe. 3T0
NO3BONUT eMY BblIpaboTaTb OKOHYaTENbHLIWM NNaH NpoBeaAeHNA ayanTa. PekomeHayeTca, YToObl ayanTop NoAroTaBNUMBan v
peann3oBbiBan 3TOT NNaH Mo CBOEMY YCMOTPEHUID, a He cneaoBan nnaHy pykoBoAacTBa NpeanpuaTus.

[1na npoBeaeHns ayanTa cywecTByeT HECKONLKO 0oBLWKNX npaBun.

a) AyauT AonXeH NpoBOANTLCA B COOTBETCTBUN C NEPBOHAYaNbHbLIM NNaHOM, HACKONbKO 3TO BO3MOXHO. Cneyndu-
Yyeckme Ans AaHHOro NPoM3BOACTBa AEUCTBUSA, HANPUMEP BHYTPUNPOU3BOACTBEHHbLIN KOHTPONbL U paboyasa AOKYMEHTa-
LMs, MOTYT NPOBEPATLCA B MECTE UX BbINONHEHUA. CneayeT obpaTUTb BHUMaHUE Ha Takue BONPOChI, KaK NOAroToBKa BOAH,
XpaHeHne odpasLoB U aTTecTauus.

b) PekomeHayeTca npocneanTb NpoLece NPon3BOACTBA OT NpuemMa UCX0AHbLIX MaTepnanoB A0 OTrPY3KN rOTOBOW
npoaykumn. CneayeT TWaTenbHO 3adUKCUpOoBaTh YaCTOTY OT3bIBOB U BO3BPAaTa NPOAYKLUUN.

c) TpebyeTca aHannU3 TakMx AOKYMEHTOB, KakK MPOMbILUNEHHbIN perNamMeHT, METOAUKN UCMbITAHUN, MHCTPYKLWN,
MNPOTOKONbI CEPUN (BKNKOYAA NPOTOKONbLI NPpOBEeAEHUA aHANN30B, AOKYMEHTbLI MO KOHTPONID NeYaTHbIX MaTepmnanos 1 one-
paLnn MapKUpoBKU K Np. ).

AyaUTOp MOXeT NONb30BATLCA KPATKUM KOHTPONbHBLIM NUCTOM, YTOObLI NPOBEPUTL BCE HEODXOAUMbIE BOMPOCHI.
[ToapoOHbIE KOHTPONBHLIE NUCTLI C BLICOKOW CTENeHbIO AeTann3sauun, paspaboTtaHHble Ha ocHoBe [OCT P 52249, nucnonb-
3y TCA ANA obyveHna ayantopos. ONbIT NOKa3blBaeT, YTO XKeCTKoe cneaoBaHue CNULWKOM NoAPOOHbLIM KOHTPONbHLIM NUC-
TaM MOXeT NPUBECTU K MNPOMNYCKY CYLECTBEHHbLIX HEAOCTAaTKOB CUCTEMblI obecnevyeHna KadecTBa, OTHOCALMXCHA K
cneundnyeckomy HanpasneHuto padoTel NpeanpuATUA. [1na ONbITHOrO ayauTopa 3HaHne cnadbiX MecT NpeanpuaTUA n
NHTYULUKUA nomMorarT Bonblle, YeM KOHTPONbHbIE NUCTLI. PekomeHayemMble KOHTPONbHLIE NUCTLI NpUBeaAeHbI B Tabnu-
uax 1.7, 1.8 (npunoxeHne ).

H.2.8 Mporpamma ucnbiTaHUU Ha CTAaOUNBHOCTL (NpPoBepKa CTaOUNBHOCTMH)

CneayeT ydoeaAUTLCSA, YTO CYLLECTBYET nNporpamMmma perynapHoro otbopa npod scex BMAOB NPoAYKLMN C NPOU3BOA-
CTBEHHOr0 y4acTKa Ana UcnbiTaHUM Ha CTabUNbHOCTL. MeToaAMKa UCNLITAHU Ha CTabUNBHOCTL AOMKHA NpeaycMaTpmuBaTh
Takne CTpeccoBble 3Ha4YeHUa TeMmnepaTypbl U OCBELLEHHOCTU U aHaNNTU4YeCcKne MeToabl OLLEHKN CTabUNBHOCTU, KOTOpbIE
NO3BONAT cAenaTb BbiBOA 0 CTabMNBLHOCTU NPOAYKLWN B TEYEHNE YCTAHOBNEHHOMo Cpoka XpaHeHua. Nporpamma AoKHa
npeaycMaTpmBaTh NOBTOPHYIO OLIEHKY CTAabUNBHOCTU nocne nbbiX U3MEeHEHU B NpoLecce NPon3BoaACTBa MNN COCTaBe
nekapcTBeHHOro cpeacTaa.
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ChneayeT perncTpmpoBaThb CyLLeCTBEHHbIE UBMEHEHNA B NOMeELLEHNAX, 0OopyaoBaHNKN, NPOAYKLMN U PYKOBOASLLEM
nepcoHane nocne NpoBeAeHUA NocNeaHero ayanta. 3T NSMeHeHUs MOryT NPMBECTU K OTKNOHEHUID OT YCTAaHOBNEHHbIX
TpeboBaHMn nHecooTBeTCTBUID [OCT P 52249. Hanpumep, HoBoe obopyaoBaHuUe MoOXeT noTpedoBaTh pa3padoTKU HOBbLIX
NHCTPYKLWIA, HOBasl TEXHONOrM4Yeckaa NMHNA MoXeT noTpeboBaTh NnepepadoTkn AOKYMeEHTaLNMN Ha NPOAYKLUID, Npmuxoa
HOBOrO PYKOBOAUTENA OTAENA KOHTPONSA KavyecTBa MOXET NU3MEHUTb CTUNbL N MeToAbl paboThl.

LlenecoobpasHo npeaycMmaTpuBaTh BO3MOXHOCTL BLINONHEHUSA BUAEOCHEMKN NPU NpoBeAEeHUN ayanuTa ANs rnony-
YeHUA AOKYMEHTaNbHOro CBMAETENLCTBA O COCTOAHUM NPOU3BOACTBEHHLIX NOMELLEHNIA N nabopaTopuin.

CUTYaUMOHHbLIA MNaH, a B HEKOTOPLIX CNy4yasax — MaTepuanbl a3podoTOCHEMKN, BO3MOXHO C OXBAaTOM Npunerato-
Len TepPUTOPUN, MOTYT ObITb NONYYEHbI OT NPeaNPUATUA COBMECTHO C ApYrMMn maTepnanamMmun, BKNoYaeMmbiMn B OTHET.

H.2.9 OT60p npob

OObIMHON NpakTUKOW MHCNeKTUpoBaHuA [1] aBnsaeTca oToop Npod Ana npoBeaeHUA UCALITAHUA B OoULMANBHO
aKKkpeanToBaHHON KOHTpoNbHOW nabopaTtopun. Kak npasuno, npobel (06pasubl) oTOMpaoT U3 BbiNyLWEHHOW B peann3aynio
NPOAYKL NN, HanpUMep Co CKnaaa rotoBoun npoaykumn. MoryT Takke oToupaTbest Npodbl UCXOAHBIX MaTepuanos Unn Npo-
MEXYTOUYHOW NpoAayKUnn. [1Na coXpaHeHna LenoCTHOCTM Npody oTOMPaT B COOTBETCTBUM C MeTOANKOW 0TOOpa Npobbl n
ee aHanusa. o pesynbTatam oTbHopa 0hOPMNAKT AOKYMEHT, B KOTOPOM YKa3blBAETCA CneayrLlee:

- HanMeHoOBaHue NpoavyKuun, Npodbl (0O6pasLbl) KOTOPON B3ATHI AN aHann3a, Homepa cepun, pata, MecTo oTbopa
npoO, uncno npod n aaHHble 06 ynakoBke N YCNOBUAX XPaHEHUS;

- CONyTCTBYHLNE DAKTOPbI N YCNOBUA, HanNnpuUMep, NnpeanonaraemMmble AgedeKTbl, TEKYLLWA aHanu3, NpoBepKa COoT-
BeTcTBUA TpebosaHuam FTOCT P 52249;

- YKa3aHusi No NNoMOMPOBAHUID KOHTENHEPOB ¢ Npobamu;

- MUCbMEHHOE NoATBEPXKAEHME Npuema Npod ayanTopom (BO3MOXKHO, C CepTUDUKATOM NPON3BOANTENA C AaHHBIMW
aHanunsa n apyruMmm QOKyMeHTaMu).

[TpeacTaBuUTento NPeanpUATUA, COMPOBOXAAKLLEMY ayanTopa, cneayeT oToupaTtb Aydnupyowmne npodbl N3 TON xe
cepun ANsi NpoBeAEHUA UCNLITAHMIA B 3aBOACKON nabopaTopum Ha Cny4Yanm BO3MOXKHbIX BOMPOCOB.

H.3 Otuer

PekomeHayeTcsa pasaennuTb OTYET Ha YeTbipe YacTu: obwasa nHdopmaumsa o KoMnaHumM 1 Nponu3BOACTBEHHLIX MOMe-
LLIEHUNSAX, ONUCaHWE NPOBEAEHUS ayauTa, CAenaHHble 3aMmedyaHuns, BbiBoAbl. BcnomoratenbHble AaHHbIE MOryT ObITb MOMe-
lEeHbl B NMPUNOXKeHNe (HOMEeHKNnAaTypa BbiNyCKaeMoOn MPOoAYKLMU, OpraHU3aLUnoHHas cxema, rogoBon otdyeT o paboTe
npeanpuaTna, dpoTorpadumn nnp.).

[ns 3KoHOMWUK BpeMeHU NepBas YacTb MOXET ObITb NpeacTaBneHa npeanpuaTneM sapaHee. Ayautop, HaxXoAasaCh Ha
npeanpuATUN, NPoBepPSET NPaBUNbHOCTb 3TUX AAHHbIX.

Bo BTOpoOW 4YacTn oTueTa cneayeT Aatbh NoagpobHOE N nocneaoBaTeENbHOE ONUCaHWE NpoBeaeHNA ayanTa ¢ yKasa-
HUeM NpoBepPEHHbIX NoapasaeneHni (Ccknaabl, nadbopaTopun) N pacCMoTpPEHHBLIX AOKYMEHTOB NpeaAnpusiTUS (NPOTOKONbI K
np.), a Takke NpMBECTU AaHHble 00 0TOBpaHHbIX NPpobHax N NONYyYEHHbIX pe3ynbTaTax.

B TpeTbei yactu npusoasTcsa 3aMmedaHua. CneayeT oTpasnuTb U3MEHEHUA, YNy4LLEHNA UNU NPUMEPLI YXyALLEHUS,
npousoLwlealmne Nocne npeabiayulero ayauTa.

[TonoxutensHble HabnwaeHNa AOMKHBLI ObITL NpeACTaBNEeHbI B BUAE ONMUMCaHUS NPOLLECCOB, KOTOPbLIE BbINONHAKTCS
npeanpuaTuem oCobBeHHO XOPOoLUO N MOMYT CRYXKUTb NPpUMepamMmn ycnelwwHoro cneaosaHna TpebosaHnam FIOCT P 52249.

[Tpn onncaHnn oTpuLaTenbHbiX QakToB (3aMmedyaHuin) cneayeT NPoBOAUTL pasnuyune, ABNAETCA NN HeAOCTaTOK
CBOWCTBOM CaMOW CUCTEMbI NN OH ABNAETCA CNeACTBUEM HEBLINONHEHUA TpeboBaHU, NpeayCMOTPEHHbIX CUCTEMOMN.
Hanpumep, ecnu obHapy:XeHa HeyaoBneTBoOpUTEnbHasa ybopka (0MUCTKA), TO Ba)XXHO YCTAHOBUTbL, COAEPKUT N OLLNOKN
NHCTPYKL NS NO YOOpKe (K cylecTBYeT NN OHAa) NN CYLLECTBYIOLWAA MHCTPYKLNA HE BbIMONHAETCS.

B 3aBsepluaroLlen 4actm oT4eTa cneaveT NpuBecT NnepeYeHb 3amMeYaHnin, HeAoCTaTKOB 1 Np. B nopsaake ydObiBaHUSA
NX 3HAYUMOCTWU, AaTb PEKOMEHAALIMN NO COBEPLLUEHCTBOBAHUIO PaboThl U YCTPAHEHUIO HEAOCTATKOB. TpeThbs U YeTBEpPTaS
4acTU AOMXHbI ObITb PACCMOTPEHbLI C PYKOBOACTBOM MPEeANPUATUA N OTBETCTBEHHLIMU PAaBOTHMKAMKN HA 3aKNKYNTENBHON
BCTpeYe Nno pesynbTaTtam NpoBeAcHNsA ayauTa.

Konua Bcero otyeTa ¢ yTBepaarLwen noannucbi pykoBoaACTBa COBMECTHO C CoONpoBoaANTENbHBLIM MMCbMOM Hanpas-
NAETCA PYKOBOACTBY npeanpusaTtva. PekomeHaauun no YyCTPaHEHUK HEAOCTATKOB U CPOKU YCTPaHEHUA ACNXKHbI ObITb
OoBeAeHbl A0 PYKOBOACTBA NpeAnpuAaTUS.

o oTbe3na ayautopa pekoOMeHAYeTCS MNPOBECTU 3aKNUYUTENBHYKD BCTpeYy C PYKOBOACTBOM MNpPeAnpUSTUS.
AyanTopy cneayeT U3NOXKUTb pe3ynbTaTbhl CBoen paboThbl, ykasaTb OOHApYKEHHbIE HApYLLEHUS UNK ApYrve AaHHbIe.
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[MpunoxeHue |
(cnpaBo4HOe)

KoHTponbHbIe Bonpochkbl Npu ayaute (npoBeAeHUN MHCNEKLUMN) NPpOU3BOACTB

KOHTpONbHbIE BONPOCHI NpUayanTe NponssoacTs Ha cooTBeTcTBUE TpeboBaHnam TOCT P 52249 npenatca Ha OCHOB-
Hbleé N AONONHUTENLHbLIE.

OCHOBHblIE KOHTPONbHbIE BOMNPOCHLI, COOTBETCTBYOWNME HoBOMY noaxoay FDA CLUA [2], npuBeaeHbl B Tabnuuax
.1 — 1.6, pononHuTenbHbIE BONpockl — B Tabnuuax .7 — 1.8.

Tadonuuya |.1 — Cucrtema obecneyeHns kavyecTsa

OueHka
Ne n/n KOHTPOMBHbLIA BONPOC 3amMevaHus
Ila HeT

1 Bo3snoxeHa N Ha OTAEeNn KOHTPONSA KayecTBa OTBETCTBEHHOCTb 3a
pPacCMOTPEHNE N COrNacoBaHWe BCEeX AOKYMEHTOB MO BbIMYCKY NPOAYK-
LUK, KOHTPOND KU obecrnevyeHud KavyecTBa C LEenbi rapaHTUpOBaHUS

COOTBETCTBUSA NPOAYKLMN CBOEMY HA3HAYEHUID?

2 Bo3anoxeHa N Ha OTAEN KOHTPONSA KadyecTBa OTBETCTBEHHOCTb 3a
PAcCMOTPEHUE U COrnacoBaHNUe BCeX AOKYMEHTOB, OTHOCSLLIMXCS K Npo-

TOKONaM Ha cepuro?

3 CylwecTtByeT N1 UHCTPYKLKUS NO aHanu3y NpoayKLun?

4 BoinonHaeTcAa nu aHanm3 Npon3BOACTB HE peXe OAHOro pasa B roa?

5 BoinonHAeTCA N NpU OUEHKE NPOAYKUWMM aHanu3 TeHAeHUMn mnn
Apyron nHpopmMaLun o cepusx Kaxkaoro suaa BbiNnyckaemMmon Npoaykunn?

6 CyllecTteyeT NN UMHCTPYKLUS MO aHaNU3y Ka4vyecTBa U PpaCCMOTPEHUID
peknamauun?

7 BoinonHseTca N oueHKa, HacKonbko noapobHO BeAeTcsa paccne-

OoOBaHWE W COOTBETCTBYKLlEEe AOKYMEHTanbHoe odopMneHue pekna-
MaLWnn C y4eTOM hakTopa BpeMeHn?

8 BnaHo nn npn paccMoTpeHnn peknamaunin, HacKONbKO 3MPEKTUBHDI
KOpPPEKTUpyLwmne aenctena?

9 CywectsyeT NU MUHCTPYKUMA, MO3BONSAOWAA BbIABNATL HECOOT-
BETCTBUSA N HapyLLUeHUs B NpoLecce Npon3BOACTBA, BKNoYas TpeboBaHus
K AOKYMEHTanNbHOMY OOOPMNEHNIO, OLEHKE N pacCNeaoBaHUID C y4eTOM
dhakTopa BpeMeHW, a TakKe BbINONHEHUID KOPPEKTUPYIOLLNX AEUNCTBUI U

oueHke nx addHeKTUBHOCTU?

10 CyllecTByeT NN aaekBaTHasi CUCTEMA KOHTPONS M3MEHEHUN B Mpo-
Lecce Npou3BoOACTBA UNM COCTaBe NEKapCTBEHHOrO CpeacTBa, KOTopas
rapaHTUpyeT, YTO U3MEHEHNA OMOPMNAKTCA AOKYMEHTaNbHO, OLEHMU-
BAKTCA Haanexawmm odbpasom (BkN4Yas, npyu HeodXoaAUMOCTWU, MNPO-

BeAEeHME NOBTOPHOM aTTecTauun) n nx cornacosanHue (yreepxaeHue)?

11 CywlecTByeT NN NHCTPYKLNSA NO BHECEHNK U3MEHEHNIA"?
12 CyllecTByeT NN UHCTPYKUKNA NO nepepaboTke npoaykummn?
13 PernameHTUpyeT NN MHCTPYKUUA NO nepepadboTke Npoaykumn:

- OLEHKYy npoaykuun, noanexawlen nepepadoTke;

- OLEeHKY U3MeHeHna cTabunbHOCTM NPOoAYKUMKM N HeODXOAMMOCTW
npoBeaeHns aTTecTauum;

- pPaccCMOTpPEeHMe W1 cornacoBaHue nporpammbl  nepepadboTku

NpoAYKLMN N OLLEHKN pe3ynNbTaToB?

14 CyLlecTBYET NN MHCTPYKLUSA NO OT3bIBY NPOAYKLWUN C PbIHKA U paboTe
C peknamaunsammn?
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Ne n/n

KOHTPOSMBHbLIA BONPOC

OueHka

HeT

3amedyaHus

15

OueHnBaldT N NPU BO3BpaTe UNKU crnaceHnn NpoaykLuMn COCTOAHME
NpoAYKLUN N NPUYUHBI 3TOMO™?

16

PaccnenyoTtca nu Haanexawum obpasom cnydau Bo3BpaTta npo-
AVKUMN N NPUHUMAKTCA NU MpU HeoOXOAUMOCTU KOppeKTUpyLwme U

npeaynpeauTenbHble Mepbl’?

17

CylwlecTByeT NN UHCTPYKUUA, Tpebylowasn npoBeaeHna paccnenosa-
HUSE U MPUHATUA KOPPEKTUPYIOLNMX WU npeaynpeanTenbHbiX Mep npwu

HapyLeHun cTabmMnbHOCTU NPOAYKLUMNY

18

CyllecTByeT NN UHCTPYKUMUSA, pernaMeHTUpyoLWas, Koraa cneayer
MOMECTUTb NPOAYKLMIO B KApaHTUH, Kak ee KOHTPONUpOoBaTb, N NHCTPYK-
Lns, onpeaensiowas MecTo XpaHeHus NpoayKLUMn, npeaHasHavYeHHoM K

BbIMYCKY NN OTKNOHEHNKD?

19

CylwecTsyeT NnU cneunanbHO BblAeNeHHaa 30Ha ANs KapaHTUHHOrO
XpaHeHNA MaTepnanos, NPOMEXYTOYHON U TOTOBOW NPOAYKLUNN?

20

CyllecTBYyeT NU YTBEPXXAEHHbI NNaH aTtrectauum obopyaoBaHus,
NOMeLLeHNIA, BCMOMOraTenbHbIX CUCTEM, NpoLieccoB, NabopaTopHbIX Me-

TOAOB U CUCTEM C KOMMNbIOTEPHBLIM YNpaBneHnem®?

21

CyllecTByeT N cUcTeMa KOHTPONSA NpoBeaeHus aTtrectalum ¢ npu-
CBOEHMEM CTaTyca COOTBETCTBYIOLUEMY 3NEeMeHTY (Hanpumep, aTTecTo-

BaHO, MOBTOPHO aTTECTOBAHO, NOANEXNUT NOBTOPHOM aTTecTauum n np.)?

22

CvylwecTByeT nn cuctema (nporpamma) obydyeHna U atTectayuu
nepcoHana oTAenoB obecne4vYeHnst KavecTBa U KOHTPONSA KadecTBa B

COoOTBETCTBNN C YCTAHOBNEHHBIMHA KpI/ITepI/IFIMM?

O6wune BoiBOALI NO pe3ynbTaTam NpoBepku pasgena «Cuctema obecneveHUs kavecTBay:

Tadbnunuya l.2—lNomeweHna n obopyaosaHue

Ne n/n

KOHTPOSMBHbLIA BONPOC

OueHka

HeT

3amedyaHus

CyLecTBYIOT N NMnaHbl NOMELWEeHN ¢ HaHeceHneM oBopyAoBaHUS,
VYKa3aHUeM 4YUCTbIX 30H, NOTOKOB MaTepuanoB, NepcoHana, npoMexy-

TOYHOW U rOTOBOW NPOAYKLNN?

CyLwecTBYIOT NU NPUHLUNMANbHbIE CXeMbl BEHTUNALMW U KOHAOW-
LMOHMPOBAHUA BO3AyXa C YKasaHMeM pacxOoaoB BO3AyXa ANSA KaXKAoro

NOMeELLEHNA, NepenanoB AaBNEHNSA, KNacCoB YNCTOThI U Np.7

ObecnevynBaloT N NNAHNPOBOYHbLIE PELLEHNA U CUCTEMA BEHTUNSALUN
N KOHAULMOHUPOBaHUA BO3ayXa TpeboBaHUA OTCYTCTBUA NepeKpeCTHbIX

3arpAsHeHnn N nepenyTbiBaHUA?

COOTBETCTBYIOT NN YCTAHOBNEHHbIM TpedoBaHUAM CUCTEMbI MOAro-
TOBKW BOAbI, CKATOro BO3ayxa n Apyrmx TeXHonorn4eckmux cpen’?

COOTBETCTBYIOT NN YCTAHOBNEHHLIM TpeOOBaHUAM:
- OCBELUEHUE;
- NMUTbLEBAsS BOAA;

- KOMHaTbl TMrnMeHbl U TyaneThl;
- ?
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OkoH4aHue mabnuusbi 1.2

OueHka
Ne n/n KOHTPOMBHbLIA BONPOC 3amMeYaHus

Ila HeT

6 CywecTsyeT NM cucTemMa Aonycka K MNPUMEHEHUKD WU KOHTPONIO
CpeAcCTB MNPOTUB IPbI3YHOB, (PYHMMLUMAOB, WHCEKTULWAOB, MOKOLIMX W
Ae3nHAOUUUPYIOLWNX cpeacTs?

7 CywecTByIOT Nn TpedoBaHUs K aTTectaunm obopyaoBaHUsS B MOCT-
POEHHOM N OCHALLEHHOM COCTOSAHNAX?

8 CooTBeTCcTBYET N 0BOpyAoOBaHUE, ero pasmepbl N pacnonoxeHuwe
NPOEKTY N YCTAaHOBNEHHbIM TpeboBaHNAM?

9 COOTBETCTBYHOT NN MOBEPXHOCTU 0OOPYAOBaHUSA YCTaHOBNEHHbLIM
TpeboBaHuAM (N0 pPeakTUBHOCTU, aaaAuTUBHBIM KN abcopdunpyrownm

CBOWCTBAM)?

10 CylwiectTByeT nuM cucteMa [aonycka K MNPUMEHEHUK WU KOHTPONS
CMa304HbIX MaTepuanoB, XWAKOCTENW ANA CUCTEM OXNaXaeHusa U

3aMopaxXuBaHUA?

11 CywecTBYT NN WHCTPYKUUM U rpaddnkn O4YMUCTKKU (0DpaboTkn) m
TEeXHUYEeCcKoro oocnyxmBaHmns nomeLleHnMn n odopyaoBaHusA"?

12 ATTEeCcToBaHbl NN MeToAbl OYUCTKM OBOpPYAOBAHMA ANA MNPOBEPKU
yaaneHnss OCTaTKOB MaTepuanoB W HeabcopbmpoBaHUA MOKLLUX

cpencTB?

13 BoinonHeHa nn aTTectaums, KanuMbpoBKa W OpPraHU3oBaHO nNW
TeXHu4Yeckoe obBCnyXuBaHne XONnoAWNLHUKOB, XONOAHLIX KOMHAT W

MOPO3UNBbHUKOB?

14 BbinonHeHa nn aTTecTayna CUCTEM C KOMMNbRTEPHbBLIM YINPpaBNECHUNEM,
CBA3dHHbIX C XOnoagunbHMKaMmnM M1 MOpO3UNnbHMKaM, B TOM HNCNE CUC-

TemMbl obecnevyeHnsa 0e3onacHoOCTHU?

15 CywecTByeT NM CUCTEMa KOHTPONA M3MeHeHMW B 0OOopyaoBaHUW,
npoBeaeHWe NOBTOPHOW aTTecTaunmn?

16 CyllecTByeT N1 cuctema oby4eHust n aTttecTtalmm nepcoHana (B Tom
yucne paboTaroLllero No AoroBopam), 3aHAToro ydopkon (odpaboTkon)
noMeLleHnn n obopynoBaHUA, TEXHUHECKUM OBCnyXMBaHMEM N aTTec-

Taunen?
17 BoinonHanack Nn atTectauns npoekra’?
18 OTKOPPEKTUPOBAH NN NMPOEKT MO pe3yneTaTamMm atTecTaunmn?
19 EcTb nn nepeveHb kputndeckoro obopyaoBaHusi, NpoLeccos?
20 CylwlecTByeT Nn NporpaMmma atrectauum nomMmewleHnin, obopyaoBaHus

N NpoLEeccoB?

21 [lpoBoannace nNn atrtectauma nomewieHnin, obopyaoBaHMAa N Npo-
LLeCCOB B MNOCTPOEHHOM, OCHaLLEHHOM 1 3KCNNyaTUpyeMOM COCTOAHUAX?

CneayeT npoBepATb NPOTOKONbLI aTTecTaumn, obpallas ocoboe BHUMaHME Ha cneaylllee: KTo, Koraa, no Kakum
NOKyMeHTaM (MHCTPYKUUAM, CTaHaapTam 1 np.) NpoBoaUn aTTecTauuto, Kakme npudopsl n obopyaoBaHmMe UCnonbL3oBa-

NMNCb, COOTBETCTBYIOT NU AaHHbIE NPOTOKONOB peallbHOMY 060py,uoaaH UKo, HET JTIN NPOTUBOPEY NN B CAMUX NPOTOKONAaX.

Obwume BbIBOALI MO pe3ynbTaTam npoBepku pasnena «lNomelweHnsa n obopyaoBaHmne»:

32



Tadbnuya I.3— MaTepunans
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Ne n/n

KOHTPOMBHbLIN BONPOC

OueHka

HeT

3amedyaHus

BeinonHAeTca nn Haanexawaa MapkupoBKka BCEX UCXOOHbIX MaTe-
PUanoB, yNakoBOYHLIX MaTepuanoB, MPOMEXYTOYHOW WU rOTOBOW MNpPO-
OYKUUN C HaHeceHMeM HauMeHoBaHuA (Kopa), HoMepa cepun, cpoka

roagHOCTU U cTaTyca (B NNaHe KavecTsa)?

CyllecTByeT Nu cucTtemMa ydeTta n pacnpeaeneHus Bcex Mmatepmnanos
(BKIOYAA YNakoBOYHble MaTepuanbl, YKYNOpOoYHble cpeacTsa u np.), B
TOM YMCNE KOHTPOMb MO MPUHLMMY: «MNepBbiM MPULLIO — NEPBLIM

YLUNO»*?

COOTBETCTBYIOT NN YCNOBUA XpaHEHUA YCTAHOBMNEHHbIM Tpebho-
BaHUAM?

OpraHM3oBaHo NN KapaHTUHHOE XpaHeHWe MaTepuanoB A0 MPOXOX-
AEHNA MU KOHTPONA A0 BbiNycka™?

BoinonHaeTca nn otbop npeactaBuTenbHbIX NpoH ANA NpoBeAeHUs
KOHTpONA?

BoinonHaeTca nn xota Obl oauH cneyndounydeckun wnaeHTUOUKa-
LIMOHHbLIN TECT ANA KaXXA0W cepun matepruanos (KOMAOHEHTOB)?

BoinonHaeTca N nonHoe nccneaoBaHMe OTKNOHEHHbIX Cepuin MaTe-
PUanNoB, B TOM 4YMCNEe YMNAaKOBOYHbLIX U YKYMOPOYHbLIX MaTepuanoB, W
MPUHUMAIKOTCA NN, NPpU HEeODXOAUMOCTW, KOPPEeKTUpYILWWKne U npeay-

npexaaLwme nencTenA?

CyLlecTByeT N cucTema arrectaLnm N KOHTPONsS NOCTaBLUMKOB?

BbinonHAeTcA N1 MOAroTOBKA BCMOMOraTenbHbIX MaTepuanoB W
TEXHONOrMYecknx cpeacTs (Hanpumep, BoAbl, a30Ta, CXKATOro Bo3ayxa)
npaBUNbHO pa3paboTaHHbIMWU, NOCTPOEHHBIMU U aTTeCTOBAHHbIMU CUC-

TeMaMu, UMELLUMN CUCTEMY TEXHUHYECKOro 0OCNYXMBaHUA?

10

McnbiTaHbl (aTTecToBaHbl) NU ACMKHbIM 0Opa3oM YyNakoBOYHbIE W
YKYNOPOUHble MaTepuanbl Ha nNpeaAMeT OTCYTCTBUS UX PeaKTUBHOCTMW,

anaAnTUBHLIX N abcopdUpyLWLNX CBOUCTB NO OTHOLLEHUKD K NPOAYKLNN?

11

CywecTByeT N1 CUCTEMA KOHTPONA WM3MEHEHW MOCTaBLIMKOB Ma-
Tepunanos, kKayecTBa U obpalleHnsa maTepuanos (METoA0B TPaHCNOpPTU-

POBaHUA U XpaHeHUs)?

12

Benetca nu AokymMeHTauua Ha peanu3auuid rotoBou nNpoaykumn ¢
YKa3aHueM HOMepoB cepun’?

13

CvywectByet nn cuctema oby4veHUss M aTTectauum nepcoHana,
3aHATOro B odpalleHnn matepmanos?

Obwune BbIBOALI MO pe3ynbTaTam NpoBepku pasaena « MaTtepunanbiy:
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Tabnwuua .4 —lNponssoacTeo

OueHka
Ne n/n KOHTPOMBHBLIA BONPOC 3amMeYyaHus
Ila HeT

1 CywecTByeT NN CUCTEMaA BHECEHUA WU3MEHEHUW, UX KOHTpoONnAa W
atrecrtaummn?

2 ObecneuynBaeTca NN AOMKHLIA KOHTPONb MOCTYNNEHWA B MPOU3-
BOACTBO TONbKO cneunduLnpoBaHHbIX MaTepManoB?

3 denctBntTenbHO NU pacyeTHbIN U haKTUYeCKUN pacxoabl MaTepuanos
B npouseoacTee cosnanakT Ha 100 %77

4 BoinonHeHa nu aomxHasa waeHTudukauma odopyaoBaHMA B OT-
HOLLEHUWN CoaepPXaHUA, HOMEpPOB CEPUN N CTaTyCca KavecTBa?

5 [lpoBoaAUTCA NN aTtTecTauusa npoLeccoB MOWKW, cTepunun3aumn wu
AennporeHmn3aunn NepBUYHbLIX YNakoBOK N YKYMNOPOYHbLIX MaTepnanoB?

6 CywecTByOT N1 obpasubl NPOTOKONOB MNPOU3BOACTBA U KOHTPONS
cepun ons BceX BbiNyckaeMbiX BUAOB NPOAYKLUNY

7 [TpoBOAUTCA NN CONOCTaBNEHME OXMAAEMOro (pacyeTHOro) n gak-
TUYeckoro oObLEMOB MNPOU3BEAEHHOW NPOAYKUMM C AOKYMEHTaNbHbIM
ochopmneHnem?

8 [lpoBoAUTCA NN paccnenoBaHMe N yCTpaHeHWe HeCOOTBETCTBUWN B
BbIX0oAe npoaykuun (oxxnaaemom n dpakTnyeckom obbemax npoaykunn)?

9 CoCTaBnAKTCA NU NPOTOKONLI NPOU3BOACTBA N KOHTPONA Ha KaxXayto
ceputo NpoayKunumn?

10 CywlectByeT nU BpeMeHHass auarpamma  Ans  no3TanHoro
BbINONHEHUA TEXHONONMYECKoro npouecca?

11 [lpoBognTCA  nNn BHYTPUNPON3BOACTBEHHbLIN KOHTPONb 1
OCOOPMNAKTCA NN ero pe3ynbTaThl?

12 CyLllecTByeT nNu npoueaypa AoBeAeHNA nokasaTtenen no TpeboBaHuin
cneynukaymn Ha NPOMEXYTOUHYIO U FOTOBYIO NPOAYKLUNIO?

13 [lpeaycMOTpeHbl NN Mepbl MO NpeaoTBpaWleHND Hannynsa Hexena-
TeNbHbLIX MUKPOOPraHM3MOB B HECTEPUNBHON NPOAYKLNNT

14 TpebyeTcsa nu BbINONHEHWE NOArOTOBUTENBLHLIX MEPONPUATUIA NepeAa
Ha4Yanom Npou3BoACTBa (NpoBepKa U NoAroToBka obopyaoBaHUA)?

15 BeayTtca nu xypHanbl O4MUCTKA U 3KCnyaTaumm obopyaoBaHnAa?

16 BoinonHeHa Nu atTecTauusa npoueccos n odopyaoBaHnA, B TOM YnUcne
CUCTEM C KOMMBIOTEPHLIM YNpaBneHnem n cpeacTs aBToMaTU3aLUN?

17 CyLlecTByeT N B NPOMU3BOACTBE MNOPSACK BHECEHUA U3MEHEHUN, npe-
AyCMaTpUBaKLWLNA NpoBeaeHUE NOBTOPHON aTTecTaunmn?

18 PaccneayoTcsa U yCTPaHAKTCA NN NPOTUBOPEYNA U OTKNOHEHUA B
npouecce npon3BoacTBa?

19 CoOTBETCTBYET NN NPOMU3BOACTBEHHBLIN MNepcoHan TpeboBaHUAM K
BHELWIHEMY BMAY, NMUYHOWN rTMrMeHbl, NOBEAEHUID N Np.7

20 [1powien nn NpoM3BOACTBEHHLIN NepcoHan ouUUManbLHO NpeaycMoT-
PEHHYID MOArOTOBKY W aTTecTauuid ANSA BbINONHEHWUS CBOUX 0DA3aH-
HOCTEN?

O6wune BoIBOALI MO pe3ynbTaTamMm npoBepkn pasaena «Npom3soacTBo»:
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OueHka
Ne n/n KOHTPOMBHbBIA BONPOC 3amMevaHus
INa HeT

1 BuinonHaeTca nu npoeepka NpaBUNbLHOCTU MHCTPYKLMA NO YNaKOBKE U
MapKUPOBKE A0 Ha4Yana npon3soacTea’?

2 CyllecTByeT NM cUCTeMa NPOBEPKU TOro, YTO NPU YNaKkoBKE N Map-
KUPOBKE UCMNONb3YETCHA HYXXHAA CEPUA HYXKHOIMO MaTepunana’?

3 [TpeaycmMaTpuBaeTCa N KOHTPONb NOCTYNAKLWNUX 3TUKETOK?

4 CyllecTByeT N1 cUCTEMa KOHTPONA U3MEHEHMW B mMaTepunanax ans
YNaKOBKU N MApPKUPOBKN™?

5 CyLlecTByeT N1 CUCTEMA KOHTPONSA U3MEHEHMI NpoLLecca YNakoBKU K
MapKUPOBKW, NpeayCMaTpPUBaEeT NN OHa NpoBeAeHUE NOBTOPHON aTTec-
Tauun?

6 CvyllecTtByeT nn Heobxoanmas 30Ha ¢ HeobBxoanmMbiMn mepammn 6e30-
NAaCHOCTN ANA XPaHeHUs1 MPUHATBIX N OTKNOHEHHbLIX 3TUKETOK U MaTe-
puanoB Ans MapKUpoOBKU™?

7 CyllecTByeT NU cUCTEMA BO3BPAaTa U KOHTPONA HEUCMNONb30BaHHbLIX
MaTepuanos Ana ynakoBKW, 3STUKETOK N MaTepnanos Ans MapKUpoOBKN?

8 CyllecTByeT N NOPAACK, UCKNIDYaLWMA NepenyTbiBaHNE 3TUKETOK,
KOTOpble MOryT UMeTb BNu3skue pasmepsl, popmy U LBET?

0 Ecnn pa3pes3Hble 3TUKETKM OANA pa3HblX BUAOB rOTOBOW NpOoAayKLUUN
noxoxu, 1o npepycMoTpeH nNn 100 %-HbIM KOHTPONb 3NEKTPOHHLIMW
cpeacTBamMu, aTTecToBaHHON CUCTEMOWN KOHTPONA NN C NOMOLLBbE NUHNA
cneumnansHoro obopyaosaHna?

10 CyllecTByeT Nn 3anpeT Ha rpynnoByk nevyaTb A0 TexX Nop, noka pas-
nn4na pasmepos, HhopMbl NN LBETA He ByAYT ACHBIMKU?

11 CywectByeT NN cUCTEMa KOHTPONA U MAEHTUMdMUKALWKM YNAKOBOK
(KOHTEWHEPOB), HE UMEIDLLIUX MAPKUPOBKU, KOTOPbLIE MAPKUPYKOTCA NO3Xe
NN UMEKT MHOXECTBEHHbIE NHANUBUAYANbHbIE STUKETKN?

12 COoCTaBnAKTCA N NPOTOKONbI YNAKOBKN C NPUNOXEHMEM K HUM ODO-
pPa3LoB BCEX UCMNONBb30BAHHbLIX 3TUKETOK?

13 CyllecTByeT N1 CUCTEMA U3FOTOBNEHUA STUKETOK, NPOBEPKU FOTOBBIX
3TUKETOK N CONOCTaBNEeHUA NX Hann4nua n NCNonb3o0BaHUA?

14 BuinonHAeTCA NU KOHTPONb MapKUMPOBaHHOM rOTOBOW NPoAyKUUNY

15 CywlectByeT NN HaAeXHbIN KOHTPOMNb HOMEPOB CEPUN, B TOM YuUCne
VHUUTOXEHUE NULLHUX 3TUKETOK C HAHECEHHBIMU HOMEpaMn ceprin?

16 HocTtaTouHo NK onsndeckoe (MNPOCTPAHCTBEHHOE) pa3aeneHne Mex-
Ay PasnUYHbIMU NUHUAMU 3TUKETOK W YMAKOBKW, YTOObI MCKNHOYUUTL
nepenyTbiBaHMe (B TOM YMUCNE pa3aeneHne nakeToB ¢ AOKYMeHTaLnen)?

17 BbinONHAETCA N KOHTPONb NedaTtawulero odopyaoBaHnUa Ha npea-
MeT NOCTOAHCTBA KavecTBa ne4vyaTu B Xoae BCero uukna ne4vyatun?

18 [TpOoBOAATCA NU NONHbIE NPOBEPKU NPOLLECCOB C HaaNeXalwwunum AoKy-
MeHTanbHbIM OCPOPMNEHNEM?

19 CyllecTByeT NN rapaHTua TOro, YTO CPOKW FOAHOCTU onpeaeneHsbl
npaBUNbLHO U NPaBUNbLHO HAaHECEHbI Ha 3TUKETKN?

20 BeinonHawTca nu TpedoBaHMA NO 3alUTe YNaKOBKU OT BCKPLITUAY

21 [lpoBeaeHa Nn aTtTecTauua NpoLeccoB YNakoBKU U MapKUPOBKU, B

TOM YUCNe aTTecTauusa BbiNnonHeHUa TpeboBaHnin 6€30NacHOCTU CUCTEM
C KOMMbKTEPHbIM YNpaBneHnem?
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OkoH4aHue mabnuusi 1.5

OueHka
Ne n/n KOHTPOMBHbLIA BONPOC 3amMevaHus
Ila HeT
22 PaccneayrTca U yCTPaHAKTCA N NMPOTUBOPEYNA N OTKNOHEHUA B
npouecce nNpou3BoACTBA U YMAKOBKN W MNPUHUMAKOTCA NN KOppek-
TUPYIOLWLKE U NpeaynpeanTenbHblie Mepbl?
23 [1poLwen nn nepcoHan ouunanbHO NpeayCMOTPEHHY NOArOTOBKY W
aTTecTayuio AN BbINONHEHNA CBOUX 00A3aHHOCTEN?
O6wume BoiIBOALI MO pe3ynbTaTam NpoBEPKU pasaena «YnakoBka U MapKUpoBKay:
Tadbnwuya 1.6 — KoHTponb padoTbl nabopaTtopun
OueHka
Ne n/m KOHTPONbHLINA BOMPOC 3amMeuvaHus
Ila HeT
1 PaboTtaet nn nabopatopua Hagnexawmm obpasom (cneayet npo-
BEPUTb NOPSACK NpoBeAeHNA KOHTPONA UCXOAHbLIX MaTepManoB, BHYTPU-
NPOU3BOACTBEHHOIO KOHTPONA, rOTOBOW NPOAYKLUUWN, KOHTPONA CTabunb-
HOCTU, 0BBbeM npoBepseMblX Cepuin, BeAeHUe AOKYMeHTaLun, KOonu-
4YeCTBO TECTOB ANA 0AHOWN Cepun, OPraHU3aLNOHHYID CTPYKTYPY 1 Np.)?
2 COOTBETCTBYKOT NN nNomMelweHna n obopyaoBaHUe CBOEMY Ha3Ha-
YEHUKD?
3 CooTBeTCTBYET NN NMOPSAOK TEXHNYECKOro oOcnyxuBaHma n kanmb-
POBKU NpmnbopoB 1 oHOpyaAOBaHNSA YCTAHOBNEHHbIM TpeboBaHUAM?
4 BoinonHeHa Nu atTecTaunsa CUCTEM C KOMMNLKTEPHbLIM yripaBNeHNeM N
aBTOMaTU3NPOBAHHOIrO obopyaoBaHUA?
5 ECcTb N1 B HaNN4YnUmM HeoOXoaAnUMbIE CTaHAAPTHI; BLINONHATCA NN TEC-
Tbl B COOTBETCTBUN C AENCTBYIOLWNMN CTaHAapTaMn?
6 BoinonHaeTcAa nu atTectayma MeToaoB XpomaTorpadhoun?
/ Icnonb3yTCAa N COOTBETCTBYOLWMNE TpeboBaHMAM cneungukaumumn n
CTaHAapTbl ANA OLUEHKN NPUeMNEMOCTU Pe3ynbTaToB?
8 CooTBeTcTBYeT NMU nnaH oTbopa npod ycTaHOBNEHHLIM Tpebo-
BAHNAM?
0 CywecTBYIOT NM cnocodbl aHanusa yTBepPXAEHHLIX AOKYMEHTOB W
PEeannU3yTCA NN OHN B AENCTBUTENLHOCTU?
10 CylwlecTByeT N1 NopsaacK nNpoBeaeHUs aTtTecTaunm aHanuTu4ecKux
MeToaoB?
11 CyllecTByeT NU CUCTEMA KOHTPONA npeanaraemMbiX U yTBEPKAEHHbIX
nameHeHnn B pabote nadbopatopnun?
12 Bce nn TecTbl BEINONHAKTCA Ha NpaBUNbLHO OTOBPaHHbLIX Npodax?
13 Paccneayotcs U yCTPaHAKTCA N NPOTUBOPEYUA N OTKNOHEHUA W
NPUHUMAKTCA NN KOPPEKTUPYILWWE U NnpeaynpeauTenbHble Mepbl?
14 ABNAKTCA NN aHanUTUYecKMe MPOTOKONblI NpoBeAeHUA TeCTOB WU

BbIBOAbI MO HUM MONHBIMN?
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OkoH4aHue mabnuusi 1.6

OueHka
Ne n/m KOHTPOMNbHLIA BOMPOC 3amMevaHus
Ila HeT
15 XpaHATCA N AaHHblE B CUCTEMATU3NPOBAHHOM U aKKypaTHOM BMAE W
nerkosocnponssoanMmon opme?
16 COOTBETCTBYIOT NN BbIBOAbLI N0 pe3ynbTaTaM KOHTPONS NepBUYHLIM
NAHHbIM?
17 CyLlecTByeT NN UHCTPYKLUA N0 aHann3y pe3ynsTaToB, BbIXOAALLUUX 38
TpeboBaHMA cheundukaumn n cBoeBpeMEHHO NU BLIMNONHAKTCA pac-
cnenoBaHUA?
18 CoxpaHsaTca nu odpasubl Ana apdUTpaXXHOro 1 Np. KOHTPONA?
19 OdpopMnaeTca N1 COOTBETCTBYHLWMM 0Opa3oM AOKYMEHTaUuA Ha
NCNbITAHUSA COXpaHseMbIX 00pa3LoB?
20 CywlecTByeT nNu npuemnemas nporpamma TeCToB Ha CTabUNbLHOCTL?
21 CnocobHa nn nabopaTtopusa nokasaTb, YTO MEeTOoAbl KOHTPONSA CTa-

OUNBLHOCTU AENCTBUTENBLHO NMPOBEPSAT CTAOUNBHOCTL?

O6wume BbIBOALI MO pe3ynbTaTtam nposepku pasaena « KoHTponb padoTel nabopatopuiny

KOHTpONbHbIE BONPOCHI ANA OTAENbHbLIX YY4aCTKOB

B Tabnuuyax 1.7 n 1.8 npusoantca npumep obLWLNX U KOHTPONbHLIX BONPOCOB ANA OTAENbHLIX YYaCTKOB.

[Na KOHKPeTHOro Npou3BoAcTBa pekoMeHayeTCcAa pas3pabaTbiBaTbh aHaNoOrMYHble BOMNPOCHI, KOTOPble MOryT ObITh
NCNONb3OBaHbI NPU BHYTPEHHEM ayanuTe (CaMOUHCNEKLNN).

ChneayeT NpoBepUTbL HaNM4Yne N coaepkaHune:

- TEXHONOrnM4YeCcKUxX pernamMeHToB Ha KaxXkablin npouecc n oakTuveckoe nx BelNoNHeHUe B NPON3BOACTBE NO OCHOB-
HbIM Onepaunam, pakTnueckoe COOTBETCTBUE NOMeLLeHNIN, 0O0pYyAOBaHNA, KOHTPONBHO-U3MEPUTENbHBIX NIPNBOPOoB, Nep-
coHana (no keanudpukaumm n YUCNEHHOCTN) UT. A.;

- cneyndukaLmm n cooTBeTCcTBUE hakTUYECKN NCNONb3yeMbIX MaTepUanoBs cneyndukaymnam (BbIOOPOUHO);

- WHCTPYKUUN, BO3SMOXHOCTb peannu3aunmn ykasaHHbIX B MHCTPYKUWUN AeUCcTBUA (MaTepunanamu, obopyaoBaHUEM,
0OyYeHHbIM NEPCOHAN0OM);

- HOpPM pacxopa aes3cpencTs, oaexabl 1 np.;

- COOTBETCTBUA pacxona Ae3cpeacTs, oaexabl no dbyxrantepnn nHopmMamMm (MHCTPYKLNAM);

- BbINONHEHNA OTAENbHLIX PadoT NO KOHTPaKTaMm (Hanpumep, CTUPKN N CTepunn3aunn oaexabl) — cnocoOHOCTL
noapsa4YnKa BbINONHNTL 3TN paboTel N hakTndeckoe nx BeliNoNHeHWe No Aorosopam (byxrantepus).

Tabnwuya |.7— KOHTpONbHLIM NNCT ANA NPOM3BOACTBEHHOIO ydacTKa U ydacTka haCoBKM

OueHkKa
Ne n/n KOHTPOMBHBIA BONPOC 3amMevaHus
Ila HeT

[MepcoHan. O6yyeHue

1 CyllecTByeT N1 crneLuanbHO NOAroToBrNeHHas Ansa nNpousBoacTBa U
yTBEpXXAeHHas nporpaMmma odyyeHus nepcoHana’?

[lpeactasuTb NnaHd Ha 200  roa, Hanuyne TeKCTOB NeKuumn

2 YKasaHo N1 Ynucno nepcoHana, B TOM Yucne:
- UHXXeHepHO-TeXHU4Yeckne paboTHUKMN;
- paboune?
3 VimeeTcAa nNn AOKYMEHT, B KOTOPOM YKa3aH HOMEHKNaTYpPHbIN nepe-

YeHb BbINyCKaeMon NpoAYKLUN C YKa3aHUeM aKTUBHbIX CyOCTaHLMN?

37



FOCT P 52537—2006

[IpodormkeHue mabnuybi 1.7

Ne n/n

OueHka

KOHTPOMBHBIA BONPOC

HeT

3ameyaHus

MmeeTcs nn B HAaNM4YMn NONOXKeHUe 0 NPOU3BOACTBEHHOM nNoapasae-
NEeHnn N ero B3aumMoaencTBUM ¢ ApPYrMMn noapasaeneHusMmmn npeanpusi-

TUA?

MmeroTes N B HaNU4YMKM AOMKHOCTHBLIE NHCTPYKLUM U MHCTPYKLUK MO
pabo4ynm mectam?

MmeeTca nn B HANUM4YnMmM AOKYMEHTUPOBaAHHLIN NOPAAOK NoBeaeHUS
nepcoHana (B TOM 4uCnNe MNOCeTUTenen) Ha npousBoacTBe (NOPsSAOoK
BXOAa-BbiX0Aa, NnepeoaeBaHna, rurneHol n np.)?

ObecneyeH NM TeXHONOrM4YeCckon oaeXaon NPon3BOACTBEHHBLIN Nep-
COHan?

MimeeTca nn AOKYMEHTUPOBaHHbLIN U YTBEPXAEHHbBIN NOPAA0OK NCNONb-
30BaHNA TeXHONOrm4Yeckon oaexaol B 3aBUCUMOCTU OT MNPOU3BOACT-
BEHHbLIX 30H?

MimeeTca N OOKYMEHTUPOBaAHHLIN MOPAAOK MOArOTOBKN N CTUPKWK
cneuoaexabl, a Takke NepnognyHOCTb €€ 3aMeHbI?

10

[okyMeHTupyeTca nn nposeaeHne ody4veHna n Kaknm odpasom?

11

KoHTponupyeTca nn ycBoeHne 3HaHnn? C Kakon nepnoanvyHoCTbO?
MmMeloTca N AOKYMEHTLI, NOATBepXaaLmne nposeaeHmne obyyeHna?

12

[poBoaAnUTCA NN oOOy4YeHUEe nO UHCTPYKUUAM, MeToauKam, npo-
Leaypam? Kak 3To AOKYMEHTUpyeTca?

13

[TpoBOAUTCA NN UHCTPYKTaX MO TeXHUKe H6e30nacHOCTU, UX perynap-
HOCTb U HaNU4ne NPOTOKONOB?

14

YKOMNNeKTOBaHO N NPOU3BOACTBO NEPCOHANoOM COOTBETCTBYHOLWEro
VPOBHA NPOodheCCUOHaNbHON NOArOTOBKNAY

15

[lpoxoAuT N BecCb MNepcoHan MeauuuHcKoe obcneaoBaHWe npw
NOCTYNNEeHUN Ha padoTy U perynspHblie MeauLUHCKUE OCMOTPbI B NPO-

Lecce paboTbl?

16

BoinonHAKTCA N NpaBuna v npeannucaHns No NUYHON TMrMeHe W
opraHn3aunn NUTaHNA?

17

CBeaeHUA 0 NPOU3IBOACTBEHHbIX NOMeELLEeHUAX

MmeeTcss nnM cxema pacnonoXeHUs MNOMeLleHWn C YKasaHuem
KnaccuunumpyembiXx U KOHTPONMpyembIX? MMeeTca N YeTKas MapKu-

pPOBKa NoMeLlueHnn?

18

Mcnonb3yTcs NU NOMELLEHNUS UCKNIOYUTENBHO B COOTBETCTBUWN C
npeayCcMOTPEeHHbIMU LensamMn? McknivaeTcst N UCNonb30BaHUe npouns-
BOACTBEHHLIX NOMeLLeHnin n obopyaoBaHua NpeanpusaTUa Ans nNpouns-

BOACTBaA HENEKapCTBEHHbLIX CPeacTB?

33

19

ObecneunsaeT N NNaHNPOBKa NPOU3BOACTBEHHBLIX NMOMELLEHUA:

- MOTOYHOCTb MpoLecca C KpaT4anlMMn pacCTOAHUAMN MEXAY BCe-
MW TEXHONOMMYECKN CBA3AHHBbIMWN NOMeELLEHNAMMN;

- WUCKNKYEHWE B3anmMonepeceyeHust nyten cnenoBaHusi nepcoHana,
a TaKKe nepece4veHus TEXHONOMMYeCKNX NOTOKOB N NEPCOHana;

- MakCUManbHYK rpynnMpoBKY NOMeELLEHNN C OANHAKOBOWN CTEMNEHbLID
YNCTOTHI;

- pauuoHanbHoe pasmelleHne obopyaoBaHMA U MaTepuanoB Ans
npeaoTBpalleHnsa CMELUMBaHNUA Pas3nNYHbIX BUOOB U CEPUN UCXOOQHOro
CbIpbsl, YMNAKOBOYHLIX MaTepnanos, NONyNpPoOAYKTOB U FOTOBbLIX NEKapcCT-
BEHHbIX CPEeaCTB;

- NONHOE COoBNAEHNE YCNOBUA CaHUTAPHO-TMIMEHNYECKOTO pe-

AKNUMA,
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OueHka
Ne n/n KOHTPOMBHbBIA BONPOC 3amMevaHus

Ila HeT

- NCKNK4eHne NCNnomnb30BaHUA NPON3BOACTBEHHDbLIX N CAHUTAPHO- Obl-

TOBbIX MOMELLEHNA ANA NpoXoaa nepcoHana, He padoTaklLwWero B HUX;

- 3alUTyY UCXOAHOTO CblPbA, YNAKOBOYHbLIX N MAPKUPOBOYHbLIX MaTe-
PUanoB, NONYNPOAYKTOB N rOTOBbLIX NEKAPCTBEHHbLIX CPEACTB OT 3arpsas-
HEHUA NPpU nepemeLlleHnn BHYTPU 30aHUS;

- cobnaeHne HOpPM M NpaBun TEXHUKKN ©e30NacHOCTU N NOXKAaPHOW

De3onacHoOCTU?

20 COOTBETCTBYET NN HOPMaAM:

- OCBeLUEHME;

- OTOMNeHune;

- BEHTUNALUS;

- CHabXXeHune anNeKTpo3Heprnen, Boaon?

21 [lpoBeaeHa NU COOTBETCTBYHOLWWMM 0OOpa3oM MapkupoBka Tpydo-
npoBoaAOB? YKasaHo N HanpasneHue noTtokos? MNpoBoauTcsa NU CaHU-

TapHasa obpadoTka?

22 COOTBETCTBYET NN CUCTEMA BEHTUNALMM N KOHAULMOHUPOBAHUSA
BO3ayXa npeabsaBnaeMbliM TpeOOoBaHNAM?

[lpoBOAATCA NN perynsapHble npoBepkn 3pdekTUBHOCTU paboThl
BO3AYLWHbLIX bunbTpoB? Bepetca ydveT 3ameHbl ounbTpoB? Kakmmu
AOKYyMeHTaMn ohopMnaeTca?

23 O6ocobneHo Nu nomeLlleHne Anst NpoBeAeHNS B3BELUMBAHNIAY?

CBeieHMA 0 TEXHONOrMYeCKOM obopyaoBaHMM

24 MimMeeTca nn AOKYMEHT, B KOTOPOM VYKas3aH nepedeHb TEXHONOru-
yeckoro obopyaoBaHUA ¢ ykazaHUeM 3aBOACKNX HOMEpPOB?

25 CooTBeTCTBYET NN 000PYAOBaAHUE 3a4aHHBIM LENam?

26 MMerTca N perncTpauuoHHble AOKYMEHTbl Ha KaXayk eauHuLy
obopynoBaHUA?

27 TexHndeckoe obcnyxnsaHne ob6opyaoBaHMUA NPOBOANTCA:

- Ha Npou3BOACTBEHHOW TEPPUTOPUN;
- BHe NpOU3BOACTBEHHOW TEPPUTOPUNT?

28 MMerTca N MHCTPYKLKUK, pernaMmeHTUpyroLwme:
- NOPSAA0K 3KcnnyaTayun obopyaoBaHns;

- NOpsAoK obCny:XmuBaHust 00OPYAOBAHUS;

- NOPSIAOK OHUCTKN 0OOpyAOBaHNSA?

29 MimetoTca N AoKyMeHThl, noaTeepKaarLwme nposeaeHune:
- OMUCTKKU 0DopyaoBaHUA;
- NOAroTOBKWU K NPON3BOACTBEHHOMY MpOLEeCcCy;

- APOMPUNAKTUNKMN;
- PeMOHTA?
30 NmetoTca nu rpadmku M MHCTPYKLMKU MO TEXHUYECKOMY ODCRYKK-
BAHNKD?
31 OcywlecTBnseTca NM 4YncTka odopyaoBaHUA N0 OKOHYaHUK MPOU3-

BOACTBEHHOrO NpoLecca B COOTBETCTBUU C TpeboBaHUAMN?
HNenaeTtca nu 3annck 06 o4ncTke oBopyaoBaHUA NPU Nepexoae:
- OT OOQHOWU Cepun K Apyroun;
- OT OQHOro NPoAyKTa K Apyromy’?

32 Kakon metoa NpUMEHAETCA ANA KOHTPONSA YNCTOThI:
- XUMUNYECKUIA;
- MUKPOOMONOrNYeCcKnin?
33 OcyuwectBnsaeTcsa N ydopka nomMelweHnin B COOTBETCTBUM C nNpea-
MUCaHNAMN?

39
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Ne n/n

KOHTPONbHbLIA BONPOC

OueHka

HeT

3amedaHus

34

Kak npoBoaATca MeponpuaTUs MO nNpeaynpexaeHutd nosiBNeHust
rpPbI3yHOB U HacekoMbIX? OcyLlecTBNAETCA NN perncTpaums AaHHbIX?

39

[TpoBOAUTCA NN MOHUTOPUHI MUKPOONONOrMYeCcKon YNCTOThl MPOn3-
BOACTBEHHOW Cpeabl?

36

OcyLwecTBnsAeTcsa NN KOHTPONb BOAbI:
- MUNTLEBOMW;
- OYMLLEHHOWN?

37

CooTBeTcTBYET NN TPpeboBaHUAM cucTeMa NnaeHTUOUKaLNN N MapPKn-
POBKU 0OOpYAOBaAHNA 3TUKETKAMM CTaTyCca?

33

[TpoBOANTCA NN KOHTPONbL NapamMeTpoB padoTel 060pyaAOcBaHUA B NPO-
LLecce NPon3BOACTBa (BHYTPUNPOU3BOACTBEHHbIA KOHTPONbL)?

39

Mpudopbl

MiMmeeTca nn rpadpuk NoBepkn cpeacTs naMepeHnin’?

40

MiMeroTca N NHCTPYKUMK NO yXoay U TeXHUYECKOMY OBCNyXMBaHNID
npndopos? HaxoaaTcst N OHM OKONO NPUBOPOB?

41

PernameHTUpyeT N MHCTPYKLUA CneavioLmne acrnekTbl:

- NepUoaANYHOCTb NPOBEPKM;

- cnoco® n nepnoanyHOCTL NpoBeaeHNs KanbpPOBKU;

- AaHHble O crneunannucTe, NpoBoAasALLEM KannbpoBKYy;

- npeanucaHna No AOKYMEHTUPOBaHUID KannbpoBKK;

- NaHHble O NapameTpax, noanexKawmx NpoBepkKe:;

- AaHHbIE O TECTOBbLIX MaTepuanax, UCNoNb3yeMbIX NPU NPOBEPKE;
- NencTBUsA, NPpUHUMaEMbIe NPU BbISBNEHUN HECOOTBETCTBUN?

42

MiMeloTca N AOKYMEHTLI, noATBepXaawwme nposeaeHne kKanubd-
POBKU"?

43

PernctpupytoTcsa nn B XKypHane TeXHN4YeCcKkoro oocnyxmBaHuma:
- (hbakTbl noBpexaeHUs/HencnpasHOCTM Npubopa;

- NPOoLECC UCNONL30BaHUSA N TeXodcnyxneaHusi NpMHBoOpPoOB.;

- AaHHble No 06s3aTENbHOMY KOHTPONI;

- OLEeHKa TEXHUYECKOro CoCTosiHMA npudopa?

44

MmeloTca nn cpeacTea NoXapoTyLeHna?

45

HJoKyMeHTauuA

MMeTca NN B HAaNU4YMN TEXHONOrM4Yeckue pernameHTbl, TeXHOMNO-
rMyeckne MHCTPYKLUKW, ApYrue MHCTPYKLUM U METOAUKA MO BCEN BbiMyc-

KaemMon npoaykumn?

46

40

MmerTca N AOKYMEHTbI, yCTaHaBNUBaKLne:

- NOPSAOK NPOBEeAEHNA OCHOBHbLIX TEXHONOMMYeCKNX CTaaui;

- (hopmMbl perncTpauun (AOKYMEHTUPOBAHUSA) NPOBEAEHNA OCHOBHbIX
cTagun TeXHONOrM4YeCcKoro npouecca,

- NOPsAAOK N POPMbl AOKYMEHTUPOBAHUA MNpOBeAeHUA BCMNOMO-
raTenbHbIX TEXHONOMMYeCKUX CTaauA;

- AOKYMEHTUPOBaHHbLIN MNOPSAAOK MNpOBEeAEHNA CaHuTapHon obpa-
OOTKN NOMELLEHWUIA;

- (bopMbI perncTpauun nposeaeHns yOopKn noMeLLeHus;

- NOPAAOK MNpPOBEAEHUA MeXonepauuoHHOro uMnu nocTagunuHoro
KOHTPONSA,;

- (OOpPMbl AOKYMEHTUPOBAHUA (pernctpauun) npoBeaeHna BHYTPU-
NPOU3BOACTBEHHOIO KOHTPONS;

- MOPSAAOK NpoBeAeHUA MOHUTOPUHra COCTOAHNSA NPON3BOACTBEHHbIX
NoMeLleHNI;

- (popMbl perncTpauun (AoOKyMeHTUPOBAHUSA ) NpoLecca MOHUTOPUHTa

NPOU3BOACTBEHHbIX NOMELLEHUN;
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OueHka
Ne n/n KOHTPOMBHBIA BONPOC 3amMevaHus

Ila HeT

- NOPAAOK NpeaAbsBNEeHNA Ha KOHTPONb NONYNpoAYyKTa N rotToBOro
NPOAYKTa;

- OOKYMEHTUPOBaHHLIN NOPAAOK COCTaBNeHMA N npeabsBneHna Ha
KOHTPONb MPOTOKONa Ha BbINyCKaeMyl Ceputd Cbipbs, MaTepuanos W
roToBOW NpoAyKLUUN?

47 iIMelTca N B HanuuuuM AOKYMEHTbI, YCTaHaBnuBalLlmne nopsaokK
0003Ha4YeHNs, MapKUPOBKN ITUKETKAMKM CTaTyca, MHBEHTapu3aLumm npu-

bopoe un obopyaosaHnA?

48 CylwiecTtByeT N1 NOpsAaoK NpUcBoeHust ob6opyaoBaHUID NPOU3BOACT-
BEHHbIX HOMEpOB U perncTpaLmsa NPUCBOEHHbIX HOMEpPOB™?
49 PaspaboTaH nu Ana HECOOTBETCTBYIOLIUX MO Ka4eCTBY MaTepUanos:
- NOPAAOK BbIACHEHUS MPUYNH HECOOTBETCTBUA Martepuvana u ero
NOKYMEHTUPOBAHME;

- NOPAAOK 1 Npasunna nNo AganbHenwen nepepadoTke UnNn yTMNnsauun
MaTepuanos, npasunna CKNaackoro KapaHtTnHa™?

50 Kaknm obpasom odopMnaeTca npeanucaHme no 4Ynctke obopy-
NoBaHUA, NPMOOPOB U NHbBIX TEXHUYECKNX CPeacTB?

51 MmerTesa nn MHCTPYKUMK no ybopke, caHuTapHon obpaboTke? Kakos
NopAa0K AOKYMEHTUPOBaHUA NpoLeccoB YOOPKN?

52 iMeeTcs nNU KapTa MCNONb30BaHUA Ae3MHOULMPYIOLLNX CPeacTs,
NPOBOAUTCA NN JOKYMEHTUPOBAHWE PerynsapHOCTU CMeHbl Ae3NH(U-

LMpYoWNX cpeacTts?

53 [logroToBNeH nNn oT4YeT O npoussoacTee U POPMUPOBAHNN CepUN
roTOBOW NPOAYKLUUN, coaepKaLluum:

- OnNucaHwe BCero npouecca ynakoBkW B COOTBETCTBUN C UHCTPYK-
L1en no ynakoBKe;

- HaumeHoBaHue U QopmMy npeactaBneHus,;

- AaTy N3roToBNEHUS;

- HOMEp cepun roToBOoU NpoayKLNN;

- YUCNO eaANHUL, yNnakoBaHHOW NPOoAaYKLNM;

- 3anncun 0 KOHTpone npouecca ynakoBKU U ero pesynbraTtax;

- pesynbTaTbl KOHTPONA N Hanu4yne paspelleHnsa otTaena KoHTpons
KadyecTBa Ha KaXayi KPUTUYECKYH onepauuio B TEXHONOMMYECKOM Mpo-
Lecce,;

- 0A0BpeHHbIN obpaseL ynakoBKU U MAPKUPOBKN;

- noanNnCb nuua, OTBETCTBEHHOro 3a NpPoM3BOACTBO, C YKasaHuem
AaThbl;

- MNONHbIN OTYET O pe3ynbTaTax aHannaa,

- 3anucb O BO3MOXHOCTU BbINyCKa AaHHOW cepun roToBOW NpoayKLun
B cBOOOAHOE obpalleHne?

54 Pa3paboTaHa nu nporpamma MUKPOOMONOrMyeckoro MOHUTOPUHrA
YUCTOThI NPOU3BOACTBA? YCTAHOBNEH NN NOPAAOK AOKYMEHTUPOBAHNA?
HamedeHbl N MeponpuaTnUAa B cnydyae nonyvyeHnsa HeCoOOTBETCTBYHOLLNX

pe3ynbLTaToB”?

55 MmeeTcsa Nnn AOKYMEHTUPOBaHHLIN NOPAAOK oTOopa npobd (0Opa3LoB)
BHYTPWU NPOU3BOACTBA U NOPSAOK UX AOCTABKN HA MECTO oBcneaoBaHNsA?

56 CylecTByeT NU peructTpauust pe3ynstatoB UccneaoBaHma obpasLoB
B nabopaTtopuun, NOpsAoK nepenaym n LOKYMeHTUpPOBaHUS pe3ynbTaToB

aHanunia?

57 OcylwecTBNAeTCAa NN NpoLecc Npou3BoacTBa B CTPOrOM COOTBETCT-
BUN C TEXHONOMMYECKUM pernameHToM?

58 CobnoaarnTcs N1 COOTBETCTBYHOLLME CAHUTAPHbIE U TMTMEHUYECKME
HOPMbI, @ TakKe TexHuka ©e3onacHOoCTU npu npoBeAeHUn padoT C
Cblpbem?

41
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Ne n/n

KOHTPOSMBHbBIA BONPOC

OueHka

HeT

3ameyaHus

59

MmeeTcs N B HaNWUYMKM MHCTPYKLUMA 1M cobnoaaeTcs Ny nopsaaok Bbl-
Oayvn Cbipbs Ha NPOU3BOACTBO Ha OCHOBAHUWM COOTBETCTBYHOLLIEN AOKY-

MEHTALUWNN N pa3peLllEeHNA OoTAENa KOHTPONA KavyecTBa?

60

CobniogaeTtca Nn o4epeaHOCTb UCNONB30BaHNA ChiPbA?

61

Obecne4unBaloTca N mepbl NPOMUNAKTUKA BTOPUYHOMO 3arpsaA3HeHUs
B NpoLecce A0OCTaBKU ChbipbA Ha NPOU3BOACTBEHHbLIN YYAaCTOK?

62

[NoaBepraoTca NN npoBepke Ha MUKPOOHYK 3arpsi3HEHHOCTb BCe
KOMMOHEHTbI, BXOASALIME B COCTaB HECTEepPUnbHbIX NEeKapCTBEHHbIX

cpencTB?

63

MIMerTCsa N MHCTPYKLUUK NO obpalleHnio ¢ MaTepuanamMmmn nepBuYHoOn
YNakoBKW, rapaHTupyowmne Tpedyemblin ypoBeHb UX YUCTOThI NO Mexa-

HUYECKOMY U MUKPOOHOMY 3arpA3HeHN0?

64

[lpeaycMoTpeHbl NU creuunanbHble YCTPOWCcTBa (npucnocobnenus,
KOHTEWHEpPbI), UCKNIOYaKLINE BO3MOXHOCTb BTOPUYHOIO 3arps3HeHus
UNU CMELLMBaHWA MOArOoTOBNEHHbLIX MaTepuanoB NepBUYHON YNAaKOBKM

Npyu UX TPAHCNOPTUPOBAHUN N3 OAHOMO NOMELLIEHUS B Apyroe?

65

[TpoBOAUTCA N Ha NPOM3BOACTBE MOAEPHU3ALMA WU COBEPLUEHCT-
BOBaHWe npoLecca npon3soacTea?

66

Pernctpupytotca N Ha NpomM3BoACcTBe NtoOble U3MEHEHUSA B TEXHO-
NOrnyeckom npotiecce u Ndble OTKNOHEHUS B XOAe NpoBeAeHUs Npon3-

BOACTBEHHOW onepaunn’?

67

CocTaBnsAeTcA NU NPOTOKON Ha KaXAayk Cepurd roToBOro NeKapcT-
BEHHOro cpeactea’?

63

ViIMeeTCcAa NN Ha npon3BoacTBe YHE€TKdA pernamMmeHTalnd UCNnorb30-
BdHUA OCTATKOB MpoAVYKTaA OT CEpUN, BKNKOHEHNUA UX B nocneavwuwue

cepun’?

69

[TpoBoanTCca N nepepadoTka sabpakoBaHHoOro npoaykra? Ogopm-
NAETCA NN paspelleHne otaena KoHTponsa kadectea? Kak AOKYMEHTU-

pyeTca nepepaboTka 3abpakoBaHHOro NpoaykTa?

70

BepneTtca N NNCbMEHHbIN yYeT U KOHTPONb 3a NpoOMapKUpOBaHHbIMU
YNaKOBOYHbIMW MaTepuanamn (C HaHeCeHHbIM HOMepoM cepun)? Kak
KOHTpONUpyeTca U AOKYMEHTUPYETCA COOTHOLLEeHUEe U3pacxoaoBaHHOMo
YAaKOBOYHOro Mmatepmnana n Yncna eanHuL, BoelnyweHHoro npoaykta? Kak
BbIACHAETCA NPUYNHa pacxoXXaeHns Takoro COOTHOLLEHNA U NPOBOAUTCS

aHanui?

71

ATTecTaumun

MiMerTca N MHCTPYKUWMK NO aTTecTaunn TeXHONOrnvyeckux npouec-
COB N MPOLIeCCOB OYUCTKU, a TakKKe NPOTOKONbI NpoBeAeHHbIX aTTecTa-
Lnn?

72

MmetroTcss N AOKYMEHTbl (MHCTPYKLMK, MEeTOAWKW), YCTaHaBNUBalo-
LLmne:

- NOPAAOK NpoBeAeHUs NpoLecca atTecTauum obopyaoBaHUS;

- NOPSAAOK NpoBeaeHUs aTTecTaLun TEXHONOrMYECKUX NpoLLecCoB?

73

MMeroTca N AOKYMeHTbl, MOATBEep)XAaawlime npoBeaeHue BCeX
3TanoB aTTecTtaunun TEXHONOrMYecKoro N UHXeHepHoro ooopyaoBaHus,
y4acTBYIOLLIErO B MPOM3BOACTBE UNW oDecneunBalolne ero, a Takke

aTTecTauun YNCThIX nomMmelweHnn (npoTtokonel 1Q, OQ, PQ)?

74

MiMetoTca N AOKYMEHTbl (MPOTOKONbI), NOATBepXaawLwme npose-
AeHne aTTecTauun KpuTnyecKnx NpoLeccoB Npon3BoacTea?

42
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OueHka
Ne n/m KOHTPOMNbHLIN BOMPOCG 3amMevaHus
Ila HeT
Odpyrue Bonpochl
75 [TocTynanun nn Ha NnponsBeaeHHY NPOAYKLUMIO:
- peknamauum co CTOPOHbI NoTpebutenen;
- NMPEeTEeH3nn aaMUHUCTPATUBHBLIX U HAA3OPHbLIX OPraHoB;
- TpeboBaHMA MO €ee WU3BATUKD CO CTOPOHblI rOCYAaPCTBEHHbLIX
OPraHoB,;
- OTKa3bl B npoBeAeHnn oHA3aTenbHON cepTudmnkaumm no NnpuvnHe
HECOOTBETCTBUA Ka4vecTBa?
76 [Tocne npoBeAeHHOro BHYTPEHHEro ayauta (CamounHcnekunmn) doinm
NN NPUHATBI Mepbl N NPOBEAEHbLI KOPPEKTUPYIOLWNE MeponpUATUA MO
YCTPaHEHUD 3aMe4YaHnin?
PykoBoauTenb rpynnbl BHYTPEHHEro ayanTa: O3HAKOMIJIEH
YneHbl KOMUCCUM: PykoBoAUTENb KOHTPONUPYEMOTO
noapasaeneHuns:
T adnunya |.8 — KoHTpONbHLIN NUCT ANSA CKNaaa
OueHka
Ne n/n KOHTPOMBHBIA BONPOC 3amMevaHus
Ila HeT

OpraHusauus, CTpyKTypa

1 CyLwlecTByeT N cxema OpraHM3aLnoHHON CTPYKTYPbI?

2 MimerTca nm B Hann4nm nHameuayanbHble A0MKHOCTHbIE UHCTRYKLNU
Ha Kaxaoro cneuuanucta ¢ ykasaHuwem 0083aHHOCTEN W OTBETCT-

BEHHOCTU COTPYAHUKOB?

3 MMeeTcs nn cnnucok n obpasubl noanMcen CoOTPYAHMUKOB'?

4 [ocTaTouHOE NN KONMYECTBO NepcoHana Ha BceX onepauunsx (rae wu
CKONbKO He xBaTaeT)? bbinn N n3amMeHeHUAa B NMYHOM COCTaBe?

5 CyLEeCTBYOT NN MHCTPYKLNKN, perNnamMeHTUpyowmne NHANBUAYanbHyK
rMrMeHy, Npaeuna nNo noaaepXaHuio YNCToThl? OTBEASHbI NN MecTa ANs
npMemMa NUKn, KYpeHna?

3 icnonb3ylTcAa Nn cpeacTsa MHANBUAYANbHOW 3aLUTbI?

[lpoBoaANTCA NN MeaULUMHCKUMA OCMOTP NepcoHana ¢ TOYKWU 3peHus
npuroaHoCcTN K pabote? lMpuHUManucb N Mepbl B CNyvYae HeyaoB-

NeTBOPUTENLHLIX Pe3ynNbTaToB?

Ob6y4yeHune
3 MiMeeTca nn B Hanu4uum yTBepKAeHHaa roaosBas nporpamma odyde-
HUA, B TOM 4Yncne no sonpocam TpedbosaHun FOCT P 522497
O MMerTcss N NUCTbl ydeTa MHAMBUAYVANbHOro oby4eHnsa CcoTpyAa-
HUKOB"?
10 KoHTponupyeTca Nn yceoeHne 3HaHnn? C Kakon NepuoanyHoOCTbIO?
11 [TpoBOANTCA NN NHCTPYKTaX MO TexXHUKe Be3onacHocTn? C Kakow

PErynApHOCTL? IMEeTCAa N1 NpOoTOKONbI™?
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COOTBETCTBUM C YCTAHOBNEHHbLIMU TPebOoBaHNAMN?

MmetoTess nn obocobneHHble nomelleHust (30Hbl) ¢ obecnevyeHnem
TpeboBaHUN YNCTOTbI?

MiMeeTca Nn YeTkasa MapKUpoBKa NOMELLEHNAY

[TpoBOAUTCA NN B CPOK 3aMmeHa PUNbTPOB™Y

[HokymeHTUpyeTCca Nn 3ameHa PpUnNbLTPOB?

OueHka
Ne n/n KOHTPOMBHbLIA BONPOC 3amMevaHus
Ila HeT
[MTomMellleHUA CKNaaCKUX 30H, obopyaoBaHue, Npuoopbl

12 MmerTcs nn Ha npeanpusaTumn cKnaackue 30Hbl, obecnevunsarLyme

cneunanbHble YCNOBUA XpaHeHUs (TemMnepaTypy, BNaXXHOCTb)?
13 [TlpoBOAUTCA NN MOHUTOPUHI YCNOBUW CKNaACKOro XpaHeHua (Tem-

nepaTypHOro pexuma, BNaxxHOCTU BO3ayxa)?
14 MMerTcsa Nn B Hannyum namepuTtensHole cpeacTaea, npubdopsl, BECbI?

Kaknm 0Bpasom ocyLlecTBNAETCA NOPAAOK KOHTPONA, KannbpoBKW,
TEeXHUYECKOro ooCcnyxmBaHms:

- 0603Ha4YeHneM, ITUKETUPOBAHUEM, MOPSAKOM MNPUCBOEHUA HO-
Mepa;

- CUCTEMOWN HyMepaLunun Ha cknapge;

- BeAeHMeM XKypHanoB NpnbopoB N N3MepUTenbHLIX CpeacTs?

MiMeeTca nNn nporpamma TexXHU4YecKoro ofbcnyXuBaHus: roaoBble,
exxeMmecsdHble, exxeHeaenbHble, exxeaHeBHOe TexobcnyxusaHne?

[HokymeHTUpyeTCca Nn BCe Haanexxawmnm obpasom?

15 MiMeloTCca nn cknaackme MHCTPYKUMKM no padoTe cknaaos, BKNKYaN
CXeMy CKnaaupoBaHuMsa n obpalleHns matepuana? PaspadotaH nm no-
PAAoK obpaweHna ¢ HUMnM? Hagnexawum nn obpasom XpaHATCA WUH-
CTPYKLUN?

Kakum obpasom BeAeTCca CKNaaCKkon y4yeT:

- Ha NUcTax y4eTa;

- B KOMMNbKOTEPHON CUCTEME?

Haanexawmm nn obpasom XpaHATCA AOKYMEHTbI?

MiMeeTca N MHCTPYKLUKNA NO TPaHCNOPTUPOBKE MaTepmnanoB?

OcywecTBnsAeTcs N AOKYMEHTUPOBaHWE NOCTYNNEHUA N ABMXKEHUS
NPOAYKUUN N YNaKOBOYHbIX MaTepnanos?

MiMetoTcs nNn 3anmcuK otaena KOHTPONSA KadvecTBa O NMpoBeEpPKe COOoT-
BETCTBUA CbIpbs, NoNydadbpmKaToB N YNAKOBOYHLIX MaTepmnanos nepen
BblAaven B NpOU3BOACTBO?

BepneTtca nn nuCbMeHHbIN yueT NpoayKunun, matepnanos, YNakoBKU U
3TUKETUPOBAHNA (BblAa4va N BO3BpaT OCTATKOB)?

MIMetoTCa N B HaNM4Yun BCe aHanUTU4YeCcKne NUCTbI, NacnopTa u cep-
TUPUKaTbl COOTBETCTBUA Ha 0CBODOXAEHHbIE NeKapCTBEHHbIE CPEeaACTBa,
Cblpbe, YNaKoBOYHbIE MaTepnans!?

Pa3paboTaH nu nopsaaok AoOKyMeHTUpoBaHMA oTbopa ob6pa3sLoB BHYT-
PU cCKnaaa, yyeT odpasuoB, AOKYMEHTUPOBAHNE™?

OcyuwlecTBnsieTcss NU AOKYMEHTUpOBaHWe pesynbTatoB obcneno-
BaHW U NpeannCcaHnin

16 CobnioaaeTtca nu nopaaok yOopkn cKNnaacknx NoMeLLeHNn?

OcywecTBnNAeTCcA N AOKYMEHTUpoBaHUe yOOpPKNU B COOTBETCTBUMN C
NHCTPYKLUUAMU, BeAeHNe XypHana yoopkn n aesnHgekunmn?

[TpoBOAATCA NN AEe3NHPEKLNNT

MiMeeTcsa nn CNNCOK Ae3NHMULUMPYIOLWNX cpeacTs?

Pa3paboTaHa nn MHCTPYKLUUA MO MEPONPUATUAM MOCNe NpoBeAEeHUS
ne3nHdekLnn?

[TpoBOANTCA NN YHUUTOXEHWE MPbI3YHOB?

CBeaeHMA 0 NOMeLLeHUAX
17 BoinonHaeTca nu otb6op npob (obpasuoB) npoaykLuum n matepmanos B
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OueHka
Ne n/n KOHTPOMbHbIA BOMPOC 3amMeYaHus
Ila HeT

18 Micnonb3yiloTca N NoOMeLweHNa UCKNKYNTENBHO B COOTBETCTBUU C
npeayCMOTPEHHBbIMU Lenammn?

IMerTCA N BblAenNeHHble 30HbI:

- ApuemMa nonynpoaykTOB WU YMNakKkoBOYHbIX MaTepunanoB C BO3-
MO>XHOCTbK O4YUCTKN BHELLIHEN YNAKOBKU,;

- XpaHeHua NoNynpoayKTOB;

- XpaHeHunsa roToBon NpoayKUUKN, Haxoaawencs B KapaHTuHe,

- XpaHeHus oAodpeHHON roTOBOW NPOAYKLWN;

- XpaHeHMna YMNakoBOYHbLIX MaTepuanoB, cHabXeHHbIX Tunorpad-
CKMMW HaaANUCAMM, APYruxX BYMaXXHbIX MaTepruanos (M30NUPOBaHHbLIX OT
A0CTyNa NOCTOPOHHNX NULL);

- XpaHeHna oTOpakoBaHHOW, BO3BpaLLEHHOW UNW OTO3BAHHOW MNPO-
AYKLUNN

COOTBETCTBYIOT NN YCNOBUA XpaHEHUA YCTAHOBNEHHbLIM TPebho-
BAHUAM?

19 CobnoaaTesa Nu Mepbl Mo rMrmeHe:

- OTCYTCTBUE 3aNbiNeHHbIX NOBEPXHOCTEMN;

- Hanu4ne naeHTUPUKALNOHHBIX KOHTEUHePOB Ansa cbopa 0TX0A0B U
MyCOopa;

- OTCYTCTBUE HACEKOMbIX;

- Hanuyne UHCTPYKLUUA N0 CaHUTapuUn U rurneHe?

20 CoOTBETCTBYET NN HOPMATUBHbLIM TPebOBaAHNAM:

- OCBeLlUeHne;

- OTOMnNeHune;

- BEHTUNALUMS;

- CHabXeHue aneKkTpo3Heprmen, BOAOW;

- TemnepaTypa, BNaXXHOCTb?

Kak npoBoAUTCA KOHTPONb BOAblI, B TOM u4ucne, MUKPOOWO-
norn4ecknin?

21 Kakum obpasom ocylecTBnAeTca MAeHTUMUKaUmna n nNpucBoeHne
CKNaaCKoro Homepa:

- HanMunem 4eTKON MAaPKUPOBKWU Cbipbs, MaTepuanoB W FOTOBOW
NPOAYKUNUN;

- UCNONb30BaHMEM 3TUKETKM cTaTyca, 0DO03Hadvarwen Ka4vecTBo
npoaykunm n ee oceoboxaeHne (LBeTHbIE CTUKEPDbI)?

[ne n kem oCcyLLEeCTBNAETCH «0aobpeHne» Npoaykummn?

[NpoBOAAT NN MAPKUPOBKY CKNAACKUX yHaCTKOB?

[Mpoune cBepgeHusn

22 OcyuwecTtBnanacb Nn atrectaumna? imeetca N AOKYMEHT?

23 [TpoBoANNNCE NN BEAOMCTBEHHbLIE KOHTPONbHLIE MPOBEPKU, BHYT-
PEHHNE NPOBEPKNT?

ViMeeTca N NPOTOKON MNPOBEPKN B PacnopsKeHUU PyKOBOAUTENS
cknapa?

[TpoBOAMNNCE NN KOPPEKTUPYIOLLNE MEPONPUATUSA NO NPOTOKONY?

PykoBoauTenb rpynnbl BHYTPEHHEro ayanTa: O3HAKOMIJIEH

YneHbl KOMUCCUMN: PykoBoauTenb KOHTPONUPYEMOro
noapasaeneHns:
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