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Mpegucnosue

Llenv, OCHOBHble MPWHUMMbI W OCHOBHOM MOPSAOK MpOBEAEHWS paboT MO  MEXrocyJapCTBEHHOW CTaHaap-
m3aumm  yctaHoBneHsl [OCT 1.0—2015 «MexrocygapcTBeHHas cucteMa craHgaptvsauyu.  OCHOBHble  MOJio-
xenna» un TOCT 1.2—2015 «MexrocyjapcTtBeHHass cuctema CTaHgapTtusaumn.  CraHgapTbl  MEXrocyAapcT-
BEHHble. MpaBWwia W  PekoMeHAaUuMM MO MEXTOCyJapCTBeHHOW  cTaHjaptvizaumn.  opsgok  paspaboTiu,
MPUHATUSA, OBHOB/IEHS 1 OTMEHDB

CsefeHus 0 cTaHgapTe

1 TMOArOTOBNEH PecnybnukaHCKM — YHUATapHbIM — NpeanpusTiemM  «Benopycckuii  rocyfapCTBeHHbI  WH-
cTuTYyT MeTponorin»  (BenlfM) Ha OCHOBE COGCTBEHHOTO MNEPEBOAA HAa PYCCKMA A3blK  aHII0sA3bIMHON  BEpcun
CTaHaapTa, yKa3aHHOrOo B MyHKTe 5

2 BHECEH locygapcTBeHHbIM KOMUTETOM M0 CTaHZapTv3aumm Pecnybnvki benapycb

3 TMPVHAT MexrocyapcTBeHHbIM COBETOM MO CTaHAapTvizauuv, MEeTPoorMm U ceptidhukaummi no  ne-
penucke (npotokon o1 25 mapta 2013 r. Ne 55-1)

3a npuHATVE CTaHaapTa NPOrosIoCoBavv:

Kparkoe HavimeHoBaHVie CTpaHb! Koa cTpaHb! CoxpalLieHHoe HaMMeHOBaH1e HaLIMOHaUTLHOTO OpraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166)004-97 Mo cTaHaapTM3aLmn
Benapycb BY locctaHgapT Pecny6nviki Benapycb
KasaxcraH KZ loccraHgapT Pecny6rvkv KasaxcraH
Kvprusums KG KblprsiacraHaapr
Mornpgosa MD Mongosa-CraHgapt
Poccus RU PoccraHpapt
TamKkvKMCTaH TJ TamknkcTaHaspT
Y36ekcTaH uz Y3craHgapT

4 Tpukasom PenepasibHOrO areHTCTBa MO TEXHWYECKOMY Pery/mMpoBaHuio UM MeTposiorm ot 21 wonA
2016 1. Ne 874-CcT MexXrocydapcTBeHHbli cTaHgapT TOCT ISO 22716—2013 BBefeH B AEiCTBE B KauyecTBe
HaLoHasIbHOro cTaHgapTa Pocewiickoin depepauyim ¢ 1 nions 2017 T.

5 Hactoswwin cTaHgapT WOEHTUYEH MexayHapogHoMy cTaHgapty ISO  22716:2007 «Kocmetuka. Hap-
nexallas  npousBoAcTBeHHass npaktvka (GMP).  PykoBogslive ykasaHWsi MO Haj/iexalleli  Mpou3BOACTBEH-
HOli npakTvke» («Cosmetics — Good Manufacturing Practices (GMP) — Guidelines on Good Manufacturing
Practices». IDT).

MexayHapoaHblA  cTaHgapT ISO  22716:2007 pa3paboTaH TeXHWYeckM komuteTom ISO/TC 217  «Koc-
MeTUKa» MexayHapoaHoi opraHm3aLn no ctaHgapTtmsaumm (1ISO).

OdmupanibHbIA - 3K3EMNISAP  MEXAYHAPOAHOTO  CTaHAapTa, Ha OCHOBE KOTOPOrO  MOATOTOB/IEH  HACTOSLLWIA
MEXTOCYAAPCTBEHHbIN  CTaHAAPT, W MEeXAyHapoOHbIX CTaHAapTOB, Ha KOTOpble JaHbl CCbUIKM, uMetoTcss B de-
JepasibHoM MHPOPMAaLIMOHHOM (DOHZE TEXHUYECKWX PErSTaMEHTOB U CTaHAaPTOB.

HavmeHoBaHve HaCTOAWEro CraHgapta W3MEHEHO OTHOCWUTESIbHO  HavMEeHOBaHUsi  YKa3aHHOro  Mexay*
HapOJHOro CTaHAapTa Ans npyeeaeHns B cootsetctame ¢ FOCT 1.5 (nogpasgen 3.6).

6 BBE/JEH 8MEPBbIE

NHdopMaums 06 M3MEHEHMsIX K HacTosAWeMy cTaHZapTy MNyb/MKyeTCs e eXerogHom uHdopmauu-
OHHOM YKaszaTene «HauuoHanbHble CTaHZapTbl», a TEeKCT W3MEHEHU/A W MonpaBoK — B EXeMECAYHOM
WHGOPMAaLMOHHOM YyKasaTene «HauunoHanbHble cTaHfapTbi». B cnyyae nepecmoTpa (3aMeHbl) uaM OT-
MEHbl HaCTOSILLEro cTaHaapTa COOTBETCTBYIOLLEE YBeAOM/IEHME OyAeT Onyb/MKOBaHO B  €XEMEeCSYHOM
MHGOPMaLMOHHOM YkasaTtesie *HauuoHanbHble CcTaHgapThi». COOTBETCTBYHLWAs KHGopMauus, yBeaoM-
JIeHMe M TeKCTbl pasMellalTca Takke B MH(OPMAaUMOHHON cucTeme o6Liero nosib3oBaHUMA — Ha odu-
uManbHOM caliTte ®deaepaslbHOr0O areHTCTBa N0 TEXHUYECKOMY PEeryvMpoBaHVI0 U MeTposiornm B ceTwu
VHTepHeT (Wwww.gost.ni)

© CraHgaptvHdgopm. 2016
B Poccuiickoin depepauyn  HacTosmMiA  CTaHOAPT He MOXET OblTb MOMIHOCTBIO WM 4acTUYHO  BOCMPOU3-

BEEH. TUPaXMpOBaH W pacmpocTpaHeH B KauecTBe OMUMa/bHOTO M3faHus 6e3  paspelleHst deaepasibHoro
areHTCTBa Mo TEXHMYECKOMY PETY/IMPOBAHIO 11 METPOSIOMN


http://www.gost.ni
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BBepeHune

HacToslmin - cTaHOapT COZEPXUT PYKOBOZSLLME YkKa3aHUs MO HaA/exalleli NpOov3BOACTBEHHOW MpakTu-
ke (GMP) B npou3BoACTBE MaplOMEPHO-KOCMETMUECKON MpoayKuun. PykoBogsue ykasaHusl, MpuBEAeHHbIe
B HacTosilllem CTaHgapte, ObuM  MNOATOTOBMEHbI AN MPUMEHEHVS  NpeanpuatuaMy  napdroMepHo-KocMeTde-
CKOW NPOMBILLIEHHOCTM C YYETOM KOHKPETHBIX MOTPEOHOCTEN STOro cekTopa.

[aHHble  pykoBOAALUME  yKa3aHWA  BK/IKOYAOT  OpraHv3auMoHHble W MPaKkTUYecKMe  pekoMeHgaumm o
yNpaB/eHN0  YESIOBEYECKUMM, TEXHUYECKUMN W aAMUHUCTPaTVBHbIMMA  (DakTopamy, B/VSIOLLMMKW  Ha  Ka4yecTBO
NMPOAYKUMN.

Hactoswmin  ctaHgapT MOAroToB/ieH TakuM  00pas3oM, 4YToObl €r0 MOXHO ObUI0  MPUMEHSTb, OTCEeXVBas
[OBWKEHVe MPOAYKTOB OT MOJIyYEHWss Cbipbs M A0 OTIPY3kM npodykumu. Kpome Toro, Afs MOsiCHeHUs LUeneinl Ha-
CTOSILLIErO CTaHAaPTAa KadKabIlid pa3aen BKIUaeT noapasaen «MpuHUmm».

Hapnexalwas npov3BOACTBEHHAas MpakTuka MpeacTaBnsieT coboi  MpakTyueckyld  paspaboTky  KoHuen-
UMM obecrieyeHust  KavecTBa MOCPEACTBOM  OMWCaHWA  OEATeNbHOCTM — OpraHM3auumM, KoTopas OCHOBaHa  Ha
TLWaTe/lbHOM HayyHOM aHa/mM3e U OueHke puckoB. Llenb pykoBogsawwmx ykasaHWA no GMP  3akovaetcs B
TOM. 4TOObl OMpPEeAenMTb  AeATeNIbHOCTb, KOoTopasi ob6ecneunBaeT MO/ydeHVMe  MPOoAyKUMK,  YAOBETBOPSIOLLET
YCTaHOB/EHHbIM TPEOOBaHNSM.

[LokymeHTauys ABMSieTCs HEOTbeM/IEMON YacTbio GMP.
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M E X IO CY O APCTBEHHUbB 1 C T AHOAPT

MPOAYKUNA MAPPHOMEPHO-KOCMETNYECKAA

Hagnexalas npovssoacTBeHHas npaktuka (GMP).
PykoBogsLLye yKa3aHWs N0 HaZ/1exaLLei MPOM3BOACTBEHHOM NpaKTvke

Perfume and cosmetic products. Good manufacturing practices (GMP).
Guidelines on good manufacturing practices

Jara BeegeHna — 2017—07—01

1 O6nacTtb NPUMeEHeHUS

HacTosiumii - cTaHaapT COAEPUT PYKOBOASILUME YKa3aHWsi MO  MPOM3BOACTBY, KOHTPO/IO, XPaHEHUo U Mo-
CTaBke NMapgooMepHO-KOCMETHECKON NPOAYKLIMN (Aaiee — NPOAYKLINS).

[JaHHble pyKOBOASILUME YKa3aHUs KacaloTCsl  acrlekToB  kauecTBa MPOAyKUMM, HO He  pacrpoCTpaHsHoT-
€ Ha npoGnembl GE30MacHOCT MEepPCcoHasta, 3aHSTOT0 B MPOM3BOACTBE, W MPOGMEMbl  OXpaHbl  OKPyXKaroLeit
cpeapbl. OGecrieyeHe GE30MACHOCT MEPCOHaVIAa W OXpaHa OKpyXalolleli cpefpl  SBSKOTCS  HEOTbEM/IEMbIMM
006513aHHOCTSIMM ~ OpraHV3auMM U PeryivpyloTcsl  3aKOHOAATEeNIbCTBOM  FOCYAapCTB, MPUCOEAVHVBLLMXCS K CTaH-
napry.

HacTosilme pykoBOAsILME YKA3aHWSi He  PacnpoCTPaHsItOTC  Ha  Hay4HO-MCCNIEA0BaTesNbCKylO  AESTESb-
HOCTb 11 peayM3aLmio FOTOBOI MPOAYKLMN.

2 TepMUHbI N onpeaeneHns

8 HacTosLLIEM CTaHJapTe NPMMEHEHbI CrefytoLLye TEPMUHBI C COOTBETCTBYIOLLIMMI OMPEAEIEHNSMM:

21  KpuTepun  COOTBETCTBUA  (acceptance  criteria):  UucneHHble  npefesibHble  3HAaYeHus,  aanasoHbl
3HaYEeHW UM Apyrme COOTBETCTBYIOLLVIE NAapaMETPbl A/151 NPU3HAHUSA PE3Y/IbTaToB MCTbITaHMIA.

22 ayput (audit): Cwucrematnyeckads U He3aBuMCUMMas MpOBEpKa [J1A  OMpefesieHns COOTBETCTBUA [es-
TE/IbHOCTM MO  OOECreyeHMo  KauectBa W [JOCTUMHYTbIX Pe3y/bTaroB  3ar/iaHMpOoBaHHbIM - MeponpuATUAM,  3-
hEKTVBHOCTY BbINO/THEHWA STUX MEPOMPUSATUIA 1 UX MPUTOAHOCTY /18 AOCTVKEHNS LiENei.

2.3 napmwmsa (batch): OnpefeneHHoe KOMMYECTBO WCXOQHOTO Cbipbs, YMNakOBOYHOIO Marepuvasia Wi  roTo-
BO MPOAYKLMKM, MPOM3BEAEHHOE 3a OAHY WM HECKO/bKO  MPOM3BOACTBEHHBIX —Ornepauuii, XxapakrepusytoLiee
ee 0JHOPOJHOCTb.

24 Homep naptum (batch number): XapaktepHas kombuHauma uucbp wmum  6yke, Kotopas  cneuwdn-
Yeckn UAEHTUCMLVIPYET NapTUIo.

25 HepacthacoBaHHas npoaykums (bulk product): Mpogykuusi, npowefwas Bce CraguvM  NpoM3BOACT-
BEHHOrO npoLiecca A0 CTaayn YrakoBbIBaHWA.

26 kanmbposka (calibration): CoOBOKyNHOCTb OMepaumii, YCTaHaBMMBAKOWWMX COOTHOLUEHME MeXay 3Ha-
UEHVWEM BEMYMHBI, MOSyYeHHbIM C MOMOLLUBIO [AHHOrO CpefcTBa WM3MEPEHUi, M COOTBETCTBYIOLMM  3HAYEHM-
€M Be/MYMHbI, OfpefdernieHHbIM C MOMOLLBI0 3TasioHa, C  UENblo  OnpefeneHvst  AeiCTBUTENbHbIX  MEeTposoruye-
CKVIX XapaKTepyCTUK 3TOro CpecTsa V3MepeHNIA.

27  KOHTPOMb M3MeHeHuii (change control): BHyTpeHHsi® npouedypa W 0653aHHOCTM  OTHOCWTESTBHO
Nt060ro MIaHOBOIO V3MEHEHVISt OAHO UM HECKOSTBKVX OnepaLimil, OTHOCALLMXCA K Hag/1exalLieil NpovsBor-

V3gaHre ocmupmanbHoe
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CTBEHHOW MpaKTVke, [N 00ecneyeHns BCeli  W3IOTOB/IEHHOW, YMaKOBaHHOW, KOHTPOMMPYEMOM W XpaHUMON
NPOAYKLMM YCTaHOB/EHHBLIM KPUTEPUSIM COOTBETCTBUS.

28 ouictka (cleaning): Bce onepauyn ans  obecneyveHns 3af4aHHON  CTeMEHW 4WUCTOTbl M BHELLUHEro
B/OA, 3aKIlOUalOlLUMeCss B OTAE/IEHMW W YCTPaHEHUM O0ObIMHO BUAVMbIX 3arps3HEHUA C  MOBEPXHOCTW Mocpes-
CTBOM KOMOVHVPOBAHHbIX B  Pa3/MYHbIX COOTHOLLEHWSX BO3OENCTBUW, TakMX KaK XMMWYECKOe, MexaHU4eckoe
BO3AeNCTBME, TeMnepatypa, MPOL0/KATENTBHOCTb MPUMEHEHNS.

29 peknamauyss  (complaint):  WHcopmaums, MoMydeHHass W3 BHELHUX  WUCTOYHMKOB, MpeacTaB/stowas
€060i1 MPEeTEH3MI0 O TOM. YTO NPOAYKLMS He YA0BNETBOPSET YCTAHOB/EHHLIM KPUTEPWSIM COOTBETCTBUS.

210 «KoHTammHaums (contamination): [MonagaHve OGbIX HEXenaTefbHbIX BeLEeCcTB, HanpuMep XVMUK-
UECKMX. OM3NHECKUX, W MKPOOPraHW3MOB B MPOAYKLVIO.

211 pacxogHble Matepuvasibl  (consumables): Martepuanbl, TakMe Kak Mowwwme  (ouvwaolme)  cpeg-
CTBa W CMaso4Hble MaTepuasbl, KOTOpble WCMOML3YIOTCA B Onepauusix O4YnUCTKW, CaHUTapHON 06paboTki  um
TEXHNYECKOTO 0BC/YKMBaHWS1 060pYA0BaHUS.

212  cybnogpsguuk (contract acceptor): JIMUO, KOMMaHWS WM BHELHSAA  OpraHm3aumsi,  BbINOJSIHSOLLME
orepavyito OT UMEeHN ApYroro Jmug, KOMNaHWy WM OpraHm3aLmn.

2.13 KoHTponb (control): MpoBepka cobnofeHNst KPUTEPYEB COOTBETCTBUS.

214 otkioHeHue (deviation): BHyTpeHHsst npouedypa W 06S3aHHOCTK, Kacalowmecs paspelleHHoro  OT-
KMNOHEHWS1 OT YCTAHOB/IEHHbIX TpeboBaHWiA, OOGYCMOBMEHHOMO M1aHOBOM WM HEeniaHoBOW, HO B J/1060M  Criyyae
BPEMEHHOW CcuTyaumeid O/ OOHOM WM HECKOMbKX Onepauuii, OTHOCALLMXCS K Haj/iexalleli Npov3BOACTBEH-
HOI MPaKTVIKe.

215 rotoBas npoaykuma (finished product): [MapdiromepHo-koCMETMYECKAs NPOAYKUMS, KOTopas  Mpo-
LL/Ta BCe CTaaumM MPOV13BOACTBA, BKIOUas MOMELLIEHVE ee B TPAHCTMOPTHYHO YMaKoBKyY A/151 OTIPY3KU.

216 koHTpo/b B npouecce npoussBoacTBa  (in-process control):  Mpoueaypbl  KOHTPONS,  BbIMNOSHSAE-
Mble B Mpouecce MPOM3BOACTBA C LEMbI0 MOHUTOPUHIA W. NpU  HEOOXOAMMOCTM, PerysipoBaHus TexHOsormye-
CKOro npoLiecca A1 06ecrneyeH st COOTBETCTBYS MPOAYKLMN YCTAHOB/IEHHLIM KPUTEPUSIM.

217  BHyTpeHHWiA ayguT (internal audit): Cwuctematnyeckass ©  He3aBuCMMasi MPOBEpKa, NpoBoAMMAast
KOMMETEHTHbIM  MEPCOHaUIOM  BHYTPM  OpraHvsaumn, Lefb KOTOPOoli 3akMio4YaeTcsd B ONpefesieHnn  COOTBETCTBUS
[JesTeNbHOCTY,  MPefyCMOTPEHHOW — HacTOALWMM  CTaHA@pToM, W MOJIyYeHHbIX — Pe3y/bTaTtoB  3aryiaH1pOBaHHbIM
MeponpUSTUAM, 3GCDEKTUBHOCTY BLIMOMHEHWS 3TVX MEPONPUATII 1 UX MPUFCAHOCT ANS OCTVKEHNS Lienei.

218 ocHoBHOe ob6opygosaHve (major equipment): O6OpyAOBaHVe, YKasaHHOE B [OKYMEHTaLumW, pac-
MPOCTPaHSIIOLLIENiCA Ha MPOU3BOACTBO MPOAYKUMM U €ee JlabopaTopHbIi  KOHTPO/b, KOTOPOE CUMTaeTCsl CyllecT-
BEHHbIM /15 npoLiecca.

219 TexHudeckoe o6CnyxvBaHMe (maintenance): Jllobble nepuvoguMyveckMe WM BHEMJ1aHOBble — Onepa-
UMM MOAAEPXaHWS 1 MPOBEPKY, MpefHa3HayeHHble [/ COodepXaHusi MOMeLLeHniA n obopydoBaHus B Hag/le-
Xarem paboyem COCTOSHUN.

220 npous3BOACTBEHHbIM npouecc (manufacturing operation): COBOKYNHOCTb — OnMepauuin - OT  B3BELUMBA-
HUS CbIPbs A0 M3rOTOB/IEHMS HepacthacoBaHHON NPOAYKLINN.

221 HE  COOTBETCTBYIOLLUMIA  TeXHUYecCkMM  TpebosaHusaMm  (out-of-specification):  Pesynbtar  npoBepKy,
N3MEPEHNS W KCTbITaHUs, KOTOPLIV He YA0BMETBOPSIET YCTAHOB/IEHHBIM KPUTEPYSIM COOTBETCTBUS.

222 onepauys ynakoBbiBaHMA (packaging operation): Bce 3sTanbl  ynakoBbiBaHWs, BKMOYas  (pacoBa-
HME W MapKMpoBaHVe, KOTOpble [JO/MKHA NpoiTK HepacdacoBaHHas MPOAYKUMs, 4TOObl CTaTb [OTOBOW MpO-
OyKupeii.

223 ynakoBOuHbI MaTepuan (packaging material): Jlo6oli MaTepuas, MNPUMEHSIEMbIA  ONS  YMNaKoBbl-
BaHUs NapdIroMepHO-KOCMETUYECKOI MPOAYKLIMN, UCKTOHas 1H06YH0 YMaKOBKY [/18 TPaHCNOPTUPOBaHNS.

MpuMeyaHne — YNaKoBOYHbIE MaTepuasibl Ha3bIBAIOT MEPBAYHBIMA WM BTOPUYHBIMM, B 3aBUCUMOCTU OT TOFO,
KOHTaKTVPYHOT OHM C MPOAYKUVEN NN HET.

224  npegnpustue  (plant):: Mecto pasmelleHns  Mpou3BOACTBa  NMapdhtOMEepHO-KOCMETUYECKON — MPOoayK-
umn.

225 nowmeweHna (premises). ®u3ndeckoe MECTOMOSIOKEHWE, 34aHMsi W BCriomoraresibHble  MOMELLEHNS,
UCMOMb3yeMble O719 MOMyYeHUs U XPaHEHVS CbipbS W YMakoBOYHbIX MaTepuasioB, MpPOU3BOACTBA, YMakoBbIBa-
HWS1. KOHTPOJTSI, XPaHEHWS 1 OTTPY3K/ NMPOAYKLMN.

2.26 npomn3soAcTso (production): OnepaLim NPOM3BOACTBA U YTAKOBbIBAHWSA MPOLYKLIAN.

227 obecneyeHne kadectBa (quality assurance): Bcsi 3annaHupoBaHHas WM cucTematudeckast  AesiTeslb-
HOCTb. Heobxogumasi [ 06ecrneyvyeHnst YBEPEHHOCTW, YTO MPOAYKUMS  YAOBMETBOPSIET  YCTAHOBIEHHLIM  Kpu-
TEPUsIM COOTBETCTBYS.

2
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2.28 cbipbe (raw material): J/llo60oe BeLLECTBO, MOCTyMawollee WM MPYMEHSIEMOE B MPOM3BOACTBE He-
pacthacoBaHHOM NPOAYKLIM.

22S ombB (recall): PelleHve, npuHATOE UM3roTOBMTENIEM MO BO3BPaTy NapTyuM  MPOAYKUMK, KOTopast
6blna pasMeLLeHa Ha pbIHKe.

230 nepepaboTka (reprocessing). [MoBTopHas 06paboTka BCE WM YacT¥ MapTWyM FOTOBOW WM  Hepac-
(bacoBaHHON  MPOAYKUMM  HEMPUEM/IEMOrO  KayecTBa Ha  OMpefenieHHon CcTagumM  MpOM3BOACTBA  MOCPEACTBOM
NPUMEHEHN OfHOM WM 6onee OONOSHATENbHLIX Onepauuii, [/isi Toro 4ToOGbl €e KavyecTBO MOXHO ObUi0 npu-
3HaTb MpreMIEMbIM.

231 BosBpar (return): OTnpaBneHve rOTOBON NagItOMEPHO-KOCMETAYECKO MPOAYKUMK, KOTOpas MOXET
UMETb U He UMETb AedhekT KauecTBa, 06paTHO Ha MpeanpusTre.

232 obpazey, (npoba) (sample): OavH wm 6Gonee npeacTaBuUTENbHLIX 06pasuoB  (NP06), OTOGPaHHbIX
13 MapTu € Lesbio NoydeHns nHdopmMaLymn 060 Beeli napTim.

233 ot1bop o06pasuoB (npo6) (sampling): CoBOKYMHOCTb OMepauuii Mo OT6opy W NOATOTOBKE 06pasLoB
(Npoo).

234 caHuTapHaa o06paboTka (sanitation): Onepauus, wucnonb3yemasi /19 YMEHbLUEHUS]  HeXernaTeslb-
HbIX MUKPOOPraH/3MOB Ha MHEPTHBIX 3arpsi3HEHHbIX MOBEPXHOCTSIX B 3aBMCUMOCTM OT MOCTAB/IEHHbIX LiE/ei.

MpumeyaHne — 3Ta onepaums BbINOMHAETCS A1 yAA/IEHUS OObIMHO HEBUAVMbIX 3arpsi3HSIOLLMX BELLECTB C
NOBEPXHOCTU.

235 otrpyska (shipment): COBOKyMHOCTb oOrnepauuii, CBA3aHHbIX C MOATOTOBKOA 3akasa W MOMeLLeHVEM
€r0 B TPAHCMOPTHOE CPEeLCTBO.

236 omxogbl (waste): Jlobble ocTaTkM OT NPOLECCOB MPOM3BOACTBA, MpeobpasoBaHus WM  UCMO/b30Ba-
HUA. Nl0Bble BELLECTBA, MaTepuasbl, NPOAYyKLMS, KOTOpbIe NpeaHa3HaueHbl ANs yaasieHus.

3 lNepcoHan

3.1 lMpyHUMN

JWua, OcylECTBAOIME AEATENbHOCTb, OMMCAHHYID B HACTOALIEM CTaHgapTe, AO/MKHbl VMETb  COOT-
BETCTBYIOLLYIO MOAFOTOBKY /11 OBGECreyYeHNss MPOM3BOACTBA, KOHTPOMA W XPaHeHUss MPOAyKUMM  38/jaHHOrO
KauyecTsa.

3.2 OpraHvzaums

3.2.1 OpraHu3auyioHHas CTpyKTypa

3211 OpraHu3auMoHHas CTpyKTypa [JO/mxHa ObITb OnpegenieHa TakuM  06pa3oM, 4YToObl  OpraHvsaums
paboT W (PyHKUMOHMPOBaHME MepcoHasia OblM  MOHATHbI. OHa  [0/DKHA COOTBETCTBOBATL pPa3Mepy  OpraHv3a-
LA 1 yUUTbIBaTb BUABI BbIMyCKAEMO MPOAYKLWN.

3212 Kaxgas opraHuzaumst [o/mkka  ObecrneuyvBaTb  COOTBETCTBYHOLLUWMIA — MPOCECCHOHAMBHBIA  YPOBEHb
nepcoHasa B pas/inyHbIX 0611aCTsX AeATeIbHOCTU C YUETOM BUAOB BbIMyCKaeMOli MPOAYKLN.

3213 OpraHM3auyioHHass CTpyKTypa AO/bkHa npefycMarpuBaTb  HEe3aBUCMMOCTb — nofpasfjeneHuii  npeg-
NPUATVSA.  3aHMMAIOLLMXCA  BOMPOCaMV  KayecTBa, TakMX Kak OTdesl obecrievyeHusi kadectBa W OTAEST  KOHTPOSis
kauyectBa, OT [JpyrMX nogpasjeneHnid  opraHusaum. OB6S3aHHOCTM MO 0BGecneyeHuio  KauectBa W KOHTPO/IO
KauecTBa MOryT 6bITb BO3/I0XEHbI HA pa3/InyHble NoapasaeneHns Wiv Ha OA4HO noapasaeneHve NpeanpusTus.

3.2.2 YucneHHOCTb NepcoHasna

OpraHvzauyst  [o/dkHa WMETb  HeobXOAMMOe  KOMMYECTBO  KOMMETEHTHOrO MNepcoHasia s OCyLUecCTB/le-
HUA AEeATENLHOCTM, ONMCAHHOM B HACTOSILLIEM CTaHAapTe.

33 OCHOBHbIE 00513aHHOCT

3.3.1 O6si3aHHOCTU pyKOBOACTBA

3.3.1.1 OpraHusauys Ao/mKHa noydarts NoAAEPKKY OT BbICLLIETO PYKOBOACTBA NPeAnpUATUA.

3.312 OTBEICTBEHHOCTb 33 pea/m3auyio TpebGoBaHU Haanexalleli NpPOU3BOACTBEHHON MpakTukM  (Oa-
nee — GMP) Bo3naraeTcsi Ha BbiCLLEe PyKOBOLCTBO, TpebyeTcA yyacTe W OTBETCTBEHHOE OTHOLLEHVE Mepco-
Hau1a Bcex noapasaerieHnii 1 Ha BCeX YPOBHSIX OpraH13aLyv B BbINOSIHEHUM 3TOI paboThb!.

3313 PykoBoACcTBO [A0/HKHO OMpedennTb  06/1acTy, K KOTOPbIM  YMO/THOMOYEHHOMY MepcoHasly — paspe-
LLIEH [IOMYCK.
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3.3.2 06sa3aHHOCTU NepcoHaia

Becb nepcoHasn JoMmKeH:

a) 3HaTb CBOE MECTO B OpraH13aLIOHHON CTPYKTYPE;

b) 3HaTb CBOM YCTAHOB/IEHHbIE 00513aHHOCTY U AEATENBHOCT;

C) VMETb AOCTYM K AOKyMEHTaLmK, KOTOpasi OTHOCUTCS K er0 06513aHHOCTSAM, U BbINOMHATL UX;

d) cobnogarts TPE6OBaHUS NINYHON TMTNEHDI;

€) coobwarb 060 BCEX HApPyLLEHUSX W HECOOTBETCTBUSIX, KOTOpble MOMYT MPOMCXOOMTb Ha YPOBHE €ro
MO/THOMOUWIA,

f) wvmeTb cooTBeTCTBYyIOLLEE 06pas3oBaH/e W NPOPeccMoHasTbHble HaBbIKM A1 BbINO/IHEHUS CBOMX 00S-
3aHHOCTEl N AeSATENLHOCTH.

34 O6y4yeHne

3.4.1 O6yueHne 1 NpodheccoHasTbHbIE HaBbIKM

MepcoHan, Yy4yacTBylOLMIA B MPOM3BOACTBE, KOHTPOSE, XPaHEHUM W OTIpy3ke NpPOAYKUMM, [JO/KeH o06/a-
JaTb  NpogpeccroHasTbHbIMM  HaBbIkaMK, OCHOBaHHbIMM  Ha  COOTBETCTBYHOLLEM  OOydeHUM wwam  npuobpeten-
HOM OrbITe, KOTOPbIE COOTBETCTBYIOT €r0 0653aHHOCTSIM U AEATENTBHOCTU.

3.4.2 Ob6y4eHne n GMP

3421 CootBeTcTBylOLLlee  00yyeHVe p/1a  BbINofHeHUss GMP  nyTeM  OCYLLECTB/IEHUS  [eATe IbHOCTH,
onpefeneHHol e HacTosLLEM CTaHaapTe, AO/MKHO ObITb 06eCneyeHo /18 BCEro nepcoHasna.

3422 [omkHa 6bITb oOnpefeneHa nOTPeGHOCTL B 0OYyYEHWM BCETO MEPCOHasia, HEe3aBUCUMO OT  YPOBHS
W TPy#OBOrO CTaa B OpraHM3aumM, [omkHa paspabarbiBaTtbCA W BbIMNOHATLCA COOTBETCTBYIOLWAA —MporpaMma
00yyeHVs.

3423 Kypcbl no 06y4eHWO [0/MKHbI OblTb  @AAMTMPOBaHbl K BLIMOSHAEMOV paboTe K 06S3aHHOCTSM
nepcoHasia C y4eTOM KOMMETEHTHOCTU U OMbITa NepcoHasa.

3424 8 3aBNCYMOCTVM OT MOTPEOHOCTE M COBCTBEHHLIX PECYPCOB KypCbl MO OOY4YEHW0 MOrYT M/IaHUpo-
BaTbCS M NPOBOAUTLCS CaMOi OpraHu3aLyei Win. npyu HE0GXOAMMOCTH, C MOMOLLIbHO BHELLIHE OpraHu3aLyn.

3425 O6yyeHue creayeT paccmaTtpyBaTb Kak MOCTOSHHbIA WM HEMPEPbIBHbIA MPOLECC, KOTOpbIA  Mog-
JIEXUT NOCTOSIHHOM aKTyanmsaumn.

3.4.3 BHOBb NPVHSATLIN NEPCOHA

MOMMMO OCHOBHOTO TEOPETUYECKOTO W MPaKTUYECKOro 00ydeHus ans  pearmsaumm GMP  BHOBb  NMPUHS-
Thii NEPCOHaN A0/MKEH MPOIATY 0ByHEHNE, COOTBETCTBYHOLLIEE By ayLLyM 06S3aHHOCTSM.

3.4.4 OueHka 06y4eHns nepcoHasia

3HaHus, NostydeHHbIe NepcoHas1oM, CreflyeT OLeHUBaTbL BO BpeMs Wwm nocsie obyyeHrs.

35 ['vrveHa 1 300poBbe nepcoHasnia

3.5.1 TlvrneHa nepcoHana

3511 CaHuTapHO-TUIMEHNYECKME MNpPOrpamMMbl  [O/DKHbI  ObiTb  paspaboTaHbl M afanTMpoBaHbl K MoTpeod-
HOCTAM OpraHu3auyn. 3T TpeboBaHWA [O/DKHbl  ObiTb  MOHSATHbI W MPUMEHSTLCA BCEM  MEPCOHAVIOM,  3afeit-
CTBOBaHHbIM B MPOLECCE MPOM3BOACTBA, KOHTPO/ISA U XPaHEHUS! NMPOAYKLMN.

3.5.1.2 [MepcoHa1 fomkeH 6bITb NPOUHCTPYKTUPOBAH MO UCTO/Ib30BaHNIO CPEACTB 4719 MbITbs1 PyK.

3513 Becb nepcoHas, 3aHATbIA B MPOM3BOACTBE, KOHTPO/IE W XPaHEHUM NpOAyKUMM, OO/DKEH HOCUTb
COOTBETCTBYHOLLYH (DOPMEHHYIO 1 3aLLMTHYHO OAEXAY BO U36eXaHVe 3arpssHeHns NpoayKumn.

3514 B nomeweHusx, rae OCYLLECTBNAETCA MNPOM3BOACTBO, KOHTPO/Ib W XpaHeHWe MpoAayKuuu, He [o-
MyCKaeTCA MpYHUMATL MULLY W HaMUTKW, XeBaTb Pe3vHKY, KypuTb, a Talkke XpaHuTb MULLEBble MPOAYKTbI, Ha-
MUTKW. TabauHble N3AEeNNS WK JINYHbIE NTEKaPCTBEHHbIE CPeaCTBa.

3515 3anpewgetca aHTUCaHWTapHOE COCTOsHME B MOMELUEHUSX, TAe OCYLLECTB/ISETCA NPOM3BOACTBO,
KOHTPO/MIb W XpaHeHue MpoaykuMM, a Takke B MOMELUEHVsX, FAe MpoAyKuMsS MOXET ObiTb noaseprHyta Hebna-
rONpUSITHBIM BO3AE/CTBUSIM.

35.2 3poposbe nepcoHasia

JomkHbl  NpUHUMATECA  Mepbl, HACKO/IbKO 3TO  BO3MOXHO, M0  WCK/MOYEHWMIO  HEMOCPeACTBEHHOrO  KOHTaKTa
No6oro paboTHVKA C MpoAykuMeli B Crydae, €cm OH 6G0/eH WM MMEET OTKPbIThe MOBPEXAEHWSI Ha Hesally-
LEHHbIX Yy4yacTKax Tena, [0 Tex Mop rMoka He BbI3AOPOBEET WM MEeOULMHCKAA NepcoHasi He OnpefennT, uTo
Ka4eCTBO MPOAYKUMM He ByAeT NoABEeprHyTO PUCKY.



FOCT ISO 22716—2013

3.6 MoceTnTen 1 HeobyueHHbIIi nepcoHan

MoceTutenein WM HekBa/MMLMPOBAHHLI MEepPCoHasT XenaTeslbHo He  Jonyckatb B MecTa  Npou3BOA-
CTBA. KOHTPOSII W XpaHeHus npogykumu. Ecnv 310 HeoBXoaumo, WX CriedyeT 3apaHee MpOMHCTPYKTUPOBATb, B
YacTHOCTW, MO BOMPOCAM JIMYHOW TAMVEHbI M 06 06A3aTENILHOM MCMOSb30BaHUMM  3aLLUMTHON OfeXabl. 3a Taku-
MU JIMLIAMM [JO/DKEH OCYLLIECTB/IATLCS MPUCTa/TbHb IV KOHTPOSb.

4 TlomeLweHus

4.1 TMpyHUmMn

411 TlomvelleH/ss crnefyeT pacnofiaratb, MNPOEKTMPOBATb, CTPOMTb W UCMOMb30BaTb TakMM  0GpasoM,
YTOObI:

a) rapaHTMpPOBaTb 3aLUMTY NPOAYKLN;

b) obecneumBaTb 3EKTVBHYIO O4YACTKY W. MPU  HEOBXOAMMOCTM, CaHWTapHyl0 00paboTky U TexXHUue-
CKoe 06CNyXVBaHVE:

C) MVHUMM3MPOBATL PUCK NEPENyTbIBaHWS NPOAYKLMN, ChIPbsi 1 YNAKOBOUHbIX MaTeprasioB.

412 B HacToslLeM CTaHgapTe MpyBEAEHbl PEKOMEHAAUMM MO  MPOEKTMPOBaHWMIO MOMELLEHWA.  MpoekT-
Hble pelleHVss 3aBUCAT OT Buaa MNPOM3BOAMMON MPOAYKUMM, CYLLECTBYIOLIMX YCMOBWIA, CMOCOBGOB OYMCTKA M.
NP1 HEOBXOANMOCTU, MPUMEHSIEMbIX CaHUTAPHbLIX TPEGOBAHWIA.

4.2  Tvinbl 30H (MOMELLIEHWIA)

OT,CI.eI'IbeIe nomMeLwleHna i  onpeaesieHHbie  30Hbl  JO/TDKHbI 6bITb BblAE/IEHbl /1A XpPaHEeHud, Npou3BOoa-
CTBa 1 KOHTPO/14 Ka4yecTBa NMPoAyKLMK, a Takke I'IO,CI,CO6HbIX I'IOMELIJ,eHI/II‘/JI, AyuwieBbIX N Tyas1ETOB.

4.3 Pabo4yee NpoCTPaHCTBO

JomkHo 6biTb  MPeaycMOTPEHO A0CTATOYHOE TMPOCTPAHCTBO /11 BbLIMOSHEHMS TakvMX onepauuii, Kak npu-
€MKa CblIpbsi, XPaHEHE 1 MPOV3BOACTBO MPOAYKLN.

4.4 [iBn¥eHne NoToKoB

JomkHbl  6biTb  OMPEAEeHbl CXEMbl [IBMXKEHWSI Cbipbsi, YMAKOBOYHbIX MaTepuasioB, MPOAYKUMM W  Nepco-
Hasia BHYTPY 30aHWs W 30aHuiA 47151 NpeaoTBPaLLIEHVS IEPECEYUEHMs NOTOKOB.

4.5 TMonbl, CTEHBbI, MOTOSKM, OKHAa

451 KOHCTPYKUMSi MOJOB, CTEH, MOTOMKOB WM OKOH B MPOM3BOACTBEHHLIX MOMELLUEHUSX A0/hkHA obecne-
usBaTb MPOCTOTY WX OYACTKM W. MpYM  HEOBXOAMMOCTM, CaHUTapHOM 06paboTKM; OHWM  AO/MKHbI  MOAAEPKVBATLCS
B UMCTOTE M MCMPABHOCTY 1 HAZ/IEXALLIEM COCTOSIHUM.

452 KOHCTPYKUMSI OKOH [IO/DKHA MCK/oYaTb BO3MOXHOCTb WX OTKPbIBAHWS, €C/M B MOMELLEHMM npea-

YCMOTPEHA BeHTUNAUMSA. ECnM OKHa OTKPbIBAKOTCA HapyXy, OHW A0/DKHbl ObiTb CHAGXeHbl 3alMTHLIMA - MpK-
CNoOCcoGNEHNAMMN.

453 Tlpn CTPOMTENLCTBE HOBbIX MPOM3BOACTBEHHLIX MOMELLEHWA [O/MDKHbI  OblTb  06ECreYeHbl  yCo-
BUS MPaBWIbHOM O4YNCTKM M TEXHUYECKOrO OOC/yXVBaHMS. [lpyM  MPOEKTUPOBaHMMN HOBOTO TMOMELLEHVST  CnefyeT
npefycMaTpmBaTtb Ha/muMe [Nafkux MOBEPXHOCTE (ec/M 3TO  LENecoobpas’Ho), [daHHble  MOBEPXHOCTW  OO/DK-
Hbl ObITb CTOMKAMW K BO3AEACTBIH OUMLLIHOLLIMX W AE3VHCDULVIPYIOLLIX CPEACTB.

4.6 KomHaTbl 415 yMbIBAHUA U TyasneThbl

Ons nepcoHana [O/kHbI  GbiTb  MPEAYCMOTPEHbI MOAXOASLME M YUMCTblE MOMELLEHWA A7 YMblBaHUS U
TyanetoB. OHW [O/MKHbl OblTb OTAENEHbl OT MPOU3BOACTBEHHbIX MOMELUEHUA (30H), HO [AOCTYNHbI /19 Nepco-
Hana. Mpn HeOGXOAUMOCTY A0/ MKHbI BbITb NPEAYCMOTPEHDI AyLLIEBbIE M KOMHATbI /151 NEPEOAEBaHNS.

4.7 OcselleHve

471  CoOTBETCTBYIOLLEE OCBELLEHME, [0CTatouHoe [A1s NpOoBedeHVs BCex onepauumid, OO/MKHO  Oblb
obecreyeHo BO BCEX NMOMELLIEHUSX.

472 OcBeTuTesibHble NPUGOPbI  AOMKHbI OblTb YCTAHOB/EHbI TakMMm 06pa3oM, 4YTOObI Oblia ObecneveHa
JIOKa/M3aUmMs BCEX OCKOIKOB NpY BO3MOXHOM aBapun. Kpome TOro, AO/MKHbI ObiTb MPUHATLI Mepbl A9 3aliuThl
NPOAYKLMN.
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4.8 BeHtunaups

BeHTMNAUMS  go/mkHa  GbiTb  AOCTATOYHOM A7 BbIMOSHEHWS] MPOM3BOACTBEHHLIX Onepauuii. Kpome Toro,
ZO/DKHbI GbITb NPUHSTHI CELMATBHBLIE MEPbI 4151 3aLLTHI NPOAYKLMN.

4.9 Tpy6onpoBoAbl, APEHAKHBIE CUCTEMbI 1 BO3[1YXOBOAb!

491 TpybonpoBodpbl, ApPEHaXHble CUCTEMbI W BO3AYXOBOAbl [O/MKHbl ObITb YCTAHOB/EHbl TakMM 06pa-
30M. YTOObI Kanv Wiv KOHAEHCAT He 3arpA3HAI Matepuasibl, NPOAYKLMIO, MOBEPXHOCTY 1 060pYA0BaHVE.

4.9.2 [peHaxHble cUCTEMbI AO/MKHbI MOAAEPKMBATLCS B YACTOTE U HE JOMyCKaTb 06PaTHOro noToka.

4.9.3 Tpy NpoeKTMPOBaHWK criegyeT obpallars BHUMaH/E Ha CreaytoLLee:;

a) He [O/HKHO ObITh He3aLLMLLEHHBIX MOABECHbIX NOTO/I0UHBLIX 6as10K, TPYOONPOBOAOB Y BO34YX0OBOAOB;

b) OTKpPbITble TPYOOMPOBOALI HE [O/MKHbI COMpuKacatbCA CO CTeHamu, WX cnegyeT npoknagdplBarb Wm
YKPENIATb Ha KPOHLLITEHAX Ha AOCTATOMHOM PacCTOSHWM [/151 BO3MOXHOCTU OUUCTKY,

C) BOMKHBI ObITb MPUHATLI CNIELWANbHBIE MEPbI A/151 3aLLMTHI NPOAYKLMN.

410 OuncTka 1 caH1TapHasi 06paboTka

4101 TomelleHns, npefHa3HaYeHHble /1 AESTeIbHOCTY, OMUCAHHOW B HaCTOsILEM CTaHAapTe, He-
06X0MMO COAEPXAaTb B UNCTOTE.

4102 CnepyeT NpoBOAUTL O4YACTKY M MO Mepe HeobXOAMMOCTV CaHWTapHylo 06paboTky Ans obecnede-
HUS 3aLLMTbI MPOAYKLN.

4103 Moiowye, a npy HeoBXOAMMOCTU K Ae3VHAMUMPYIOLLME CPeacTBa, AO/MKHblI ObiTb  OnpefeneHbl w
30hpeKTMBHBI.

4104  TlporpaMMbl OQYMCTKM, a npyv HeobXOAMMOCTU U CaHUTAPHOA 06pPabOTKM, [OO/KHbl COOTBETCTBO-
BaTb TPEGOBaHUAM, NPEALABISIEMbIM K KaXKA0M 30HE.

411 TexHu4ecKoe obCyXmBaHVE

rMoMeLLeHusl, MCrosib3yemMble A1t AESTENbHOCTY,  OMMCaHHOW B HACTOsILEM  CTaHAapTe, [O/kHbl  MoA-
[IePXVBATLCS B HAZ/1EXALLIEM COCTOSHUN.

412 PacxofHble marepriasibl
PacxogHble MaTepuaribl, UCNosb3yemble /18 MOMELLEHWA, HE A0/MKHbI B/IMSTb Ha KA4eCTBO NPOAYKLMN.
4.13 Bopbba c BpeauTensmm

4131 lMomeweHns [OMKHbI ObiTb  CNPOEKTMPOBaHbI, MOCTPOEHbl W CodepXaTbCsa TakuMm 06pasoM, 4TOObI
OrpaHNuMTb NPOHVKHOBEHME HACEKOMbIX, MTULL, FPbI3YHOB, BPEAWUTENEN 1 APYTVX Mapa3vToB.

4132 [onxHa ObITb COCTaB/eHa nporpaMva Mo 6Gopbbe C BpeauTensMy, noaxoasilas 18 KOHKPETHbIX
MOMELLIEHWIA.

4133 [JomkHbl 6biTb MPUHSATBI MEPbI [/11 KOHTPO/S 3@ HapyXHbIM COCTOSHVMEM 3[aHUIA U COOpyXeHwid ¢
LIe/IbI0 MPeaoTBpaLLEHist POHUKHOBEHWS U YKPbITVSI BpeaUTENE.

5 O6opygoBaHune

5.1 O6wye TpeboBaHus

O6opyfoBaH/e [0/DKHO COOTBETCTBOBATb €r0  Ha3HaYeHWo, KOHCTPYKUMSt  obopyfoBaHuA  [o/mkHa  obe-
crneumBaTb BO3MOXHOCTb €70  QUWCTKW, CaHUTapHO 06paboTkX, MpPY  HEOOXOAMMOCTW, W TEXHUYECKOK 0OC/y-
XUBaHMS. JTO YC/IOBME MPUMEHSIETCA KO BCEMY OOOpYJOBaHMIO, Ha KOTOpOe pacrnpoCcTpaHsoTcs  TpeboBaHus
HacTosLlel cTaHfdapta. Ecim  aBTOMatu3vpoBaHHble  CUCTEMbI  MPUMEHSOTCA O/ AEATENbHOCTW,  ONUCaHHOW
B HACTOSILLIEM CTaHAAPTE, B HAX AO/MKHbI YUUTLIBATLCS YKa3aHHbIE B HACTOSILLIEM CTaHAapTe NPUHLMMbI.

5.2 KoHCTpykupmst 060pyaoBaHns

521  KOHCTpYKUMS MpOW3BOACTBEHHOTO OGOPYAOBaHWSI [O/MKHA NPeaoTBpallaTth — 3arpsi3HEHMe  Npogayk-
L.

522  EMKOCTW, npefHasHaueHHble [119 HepachacoBakHO/ MPOAYKUMM, AO/DKHbI  6biTb  3alUMLLEHbI  OT
3arpsi3HEHUIA, CoAePKaLLMXCS B BO3/yXe, TakUX KaK Mblb U BRara.

6
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52.3 Heucnonb3yemble nepekaqvBalolLyie LWIaHIM U NPUHAAMNEXHOCTM  OO/DKHbI  OblTb  OUWLLEHbI,  MPU
HEOOXOAMMOCTN MOABEPrHYTbI CaHUTApPHO 06paboTKe, XPaHWTLCS B CyxOM BuAe, a Takke OblTb 3alUMLLEHHbI
MU OT MbUX, BPbI3T 1 APYTMX 3arpsa3HEHWIA.

524 O6opyaoBaH/e [O/MKHO ObITb W3rOTOB/IEHO W3 MaTepuasioB, WHEPTHbIX K MNPOAYKUMW, W CTOMKUX K
MOHOLLIMM 1 AE3VHCOULIMPYHOLLM CPesCcTBaM.

5.3 YcraHoBKa 060py0BaHUA

53.1 KoHCTpyKUMsi U MOHTaX O06O0pyfoBaHUS [OO/DkHbl ObecneunBaTb CBOGOAHLIA CTOK KUAKOCTU  MpU
OUMCTKE N CaHWTapHO 06paboTKe.

5.3.2 O6opynoBaHne [OMKHO OblTb YCTAHOBIEHO TakyM 06pas3oM, 4YTOObl ABWKEHVWE MaTepuasio, ABuW-
XYLLIMXCS YacTei 060pyI0BaHNS 1 MEPCOHasa He Co3AaBasio prcka [/1s1 KauecTsa NPOAYKLIMM.

533 [omkeH ObiTb 0b6ecrneyeH CBOOGOAHbIA [AOCTYN K OOOpYAOBaHMIO /11 TEXHUYECKOTO  OBC/Yy)XMBaHWS
N OUUCTKN.

5.3.4 OcHoBHOEe 060pyA0BaHME AOMKHO ObITb MAEHTUMLIMPOBAHO.

54 T[pagyvpoBka

54.1 JlabopaTopHOoe W MPOU3BOACTBEHHOE W3MepuTe/ibHoe 0bopyJoBaHWe, KOTOpoe OkasblBaeT — BMS-
HVEe Ha KauecTBO NPOAYKLMN, IO/HKHO NOABEPraTbCs PErynsipHoi rpafypoBkKe.

542 Ecrm pesynbratbl [PagyvpoBKM  HE  COOTBETCTBYIOT —YCTAHOB/IEHHBbIM  KPUTEPUAM, U3MEepUTesibHOe
060pynoBaHne A0/MKHO ObITb MAEHTUNLMPOBAHO Y BbIBEAEHO U3 SKCTUTyaTaLyn.

543  HecootBeTcTBME KpUTEPUSM  PadYVIPOBKM  OO/DKHO  ObiTb  MPOAHa/IM3VMPOBAHO /19 OfpefeneHnst
BO3MOXHOTO B/IMSIHUA HA KA4eCTBO MNPOAYKUMM, WM Ha OCHOBaHWM 3TOTO aHa/m3a A0/DKHbl ObiTb  MPenpUHATDI
onpeseneHHble Mepbl.

5.5 OuucTka n caHuTapHas obpaboTka

551 Bce o060pygoBaHMe [O/MKHO MOABEpraTtbC OQUMCTKE W, NPU  HEOOXOAMMOCTM, CaHWUTapHOi 06paboT*
Ke MO COOTBETCTBYHOLLIMM NporpaMman.

5.5.2 MotoLupe 1 Ae3nHMLMpYIoLLMe CPeACTBa A0/DKHbI ObITb OnpeaeieHb! 1 3hheKTUBHbI.

553 Ecm o6opygosBaHMe npefHasHaudeHO 4719 HEMPepbIBHOTO  MPOW3BOACTBA WM MPOM3BOACTBA  MO*
cnepoBateflbHbIX NapTUiA OQHOM M TOW Xe NpoAdykuuM, TO 060pyAoBaHVe [AO/MKHO OYMULLATBCA WM MpY  Heobxoau-
MOCTV NoABepraTbCs CaHATapPHOW 06paboTKe C YCTaHOB/IEHHON NEPUOAWNYHOCTLIO.

5.6 TexHuyeckoe o6CnymBaHme

5.6.1 O6opyaoBaHMe AOMKHO NOABEPraTbCs PEryIPHOMY TEXHUUECKOMY 0BCTY)XNBAHWHO.

5.6.2 TMpoBeaeHne TEXHNUECKOTO OBCMYKMBaHNS He AOMHKHO B/INSATL Ha KAYECTBO MPOAYKLMN.

5.6.3 HeucnpaBHoe o06opyfoBaHWe [OO/MDKHO  ObiTb  COOTBETCTBYHOLMM — 006pa3oM  MAEHTUIMLIMPOBAHO,
BbIBEIEHO W3 3KCTI/TyaraLym 1 Npu BO3MOXHOCTY U30/TMPOBAHO.

5.7 PacxopHble matepuasibl

PacxogHble MaTtepuasibl, MCMOMb3yemble [/ 06GOpy[OBaHWs, He [AO/MKHbl B/MSATb HA KAuecTBO  MPOyK-
L.

5.8 MonHomouns

O6GopyaoBaH/e WM aBTOMAaTU3VPOBAHHLIE CUCTEMbI, WCMOMb3yeMble B MpoLeccax nNpoM3BOACTBA U KOH-
TPONS NPOAYKLMN, AO/KHBI BbITb AOCTYMHbI 1 UCTIONb30BATLCS YTO/THOMOUYEHHBIM NEPCOHASIOM.

5.9 Pe3epBHbie cncTembl

JomkHbl  6biTb  NPEAYCMOTPEHbl  [OMOSHUATENBHbIE  PE3EPBHbIE  CUCTEMbI, MPUBOAMMbIE B [AeiicTBUE B
cnyyae aBapuii U HENCMPaBHOCTENA.
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6 Cblpbe 1 ynakoBOYHble MaTepuasbl

6.1 O6Lume TpeboBaHMs

I‘Ip|/|06peTaeMb|e Cbipb€ W YyNakoBOYHblE MaTtepuasibl OO0/DKHbl  YAOB/IETBOPATL  YCTAHOB/IEHHbLIM KpI/ITe*
PnAM COOTBETCTBUA, O6eCI'IeLIVIBaPOU.I|VIM Ka4yeCcTBO [OTOBOA npoaykuumn.

6.2 3akynku

3aKynka CbIpbsi M YNakoBOYHbIX MaTeprasioB A0/KHA ObITb OCHOBaHa Ha:

a) oLeHKe 1 BbIGope nocTaBLUmKa:

b) onpegeneHyy ycnosuiA BblGopa CbipbS UM YMAKOBOYHBIX MarepuasioB, KPUTEPMEB WX COOTBETCTBUS,
MeponpuUsTUIA B clydae Gpaka Win He3HAUMTE TbHBIX OTKIIOHEHWIA, YCOBWIA TPAHCNIOPTUPOBaHWS,

C) YCTAHOBMEHW/ B3aMMOAENCTBUS MEXAy W3rOTOBUTENIEM W MOCTaBLUMKOM, Hanpumep, MOCpescTBOM
AHKETUPOBAHWIS, COAECTBYIS 1 ayanTa.

6.3 MonyueHue

6.31 3aka3 Ha npuobpeTeHMe, TPaHCMOPTHas HakafHas, MoCTyrnarolye Cbipbe W YMakoBOYHble Marte*
puvasibl JO/MKHbI COrIACOBbLIBATLCA.

6.3.2  LlesilocTHOCTL  YMakoBKA  Cbipbfl U YMAKOBOYHbLIX MaTrepuasioB  [O/DKHA  MPOBEPSATLCH  BU3yaslbHO.
Mpy HEOGXOAVMOCTY AOMNOMHUTENBHO CrieflyeT NPOBECTY CBEPKY C COMPOBOAUTE/BHOM AOKYMEHTALWIEN.

6.4 VpoeHTndmkaums v ctartyc

6.41 YNakoBKN C CbIpbEM W YNAKOBOYHLIMW MaTepvasiaMn OO/DkHbl MMETb MapKipOBKY 4719 uaeHTudw-
Kauyn coipbs (Matepriana), B TOM Y/c/ie HOMep NapTun.

6.4.2 HecooTBeTCTBYIOLUME Cbipb€ W YMNAaKOBOYHble MaTepuasbl, KOTOpble MOMYT MOB/MSATb Ha KavyecTBO
NPOAyKTa, A0/MKHbI ObITb N30/IMPOBaHbI 0 NPUHATUA CMELMa/IBHOTO PELLEHVS.

6.4.3 Cbipbe ¥ YNakoBOYHble MaTepuasibl [0/DKHbI OblTb  UMAEHTUAMLMPOBaHLI COOTBETCTBYHOLLMM  06pa-
30M COMMlaCHO WX CTarycy, T. €. KaK «MNpuHATbIE», «3abpakoBaHHble» WM «Haxodslmecs B KapaHTuHe». Bwe-
CTO crnocoba BU3YasIbHOA WAEHTUAIMKALMA  MOXHO MCMO/b30BaTb  ApyrMe  Cnocobbl, €CvM  OHW  0becrneynBaroT
TOT € YPOBEHb rapaHTUN.

6.44 VipeHTUMKALMOHHbIE [JaHHble O Cbipb€ U YMaKOBOYHbIX MaTepuasiax [AO/DKHbl BKIOYaTh  Criedyro*
LLYHO VHGbOpMaLWIO:

a) HavMMeHOBaHMe NPOAYKLMN, yKa3aHHOEe 8 TPaHCMOPTHOW HakNaaHoM;

b) HaMmeHOBaHue nNpPOAyKUWW, MPUCBOEHHOE W3TOTOBUTENIEM, €C/IM OHO OT/IMYaeTcs OT  HauMEeHOBaHVS,
MPUCBOEHHOTO MOCTaBLLWIKOM, U/ ee KOAOBbI HOMep:

C} Aaty nosy4YeHVst WM perucTpaLyoHHbI HOMEP, MPUCBOEHHLIV NMpY NosTyyYeHN (MpY HEOBXOAUMOCTH);

d) HavmeHoBaHVe NoCTaBLLMKA:

€) HOMep MapTu, MPUCBOEHHbIA MOCTABLLUMKOM, a Tawke HOMEep MapTuM, MPYCBOEHHbLIA MpU  MOCTyne-
HUW. €C/IN OHW OT/IMHAKOTCS.

6.5 Pa3peLueHne Ha 1cnonbL30BaHve

651 dusnveckme WM anbTepHaTViBHbIe METOAbl [O/DKHbI  ObiTb  YCTAHOB/IEHbI, UTOObI rapaHTUPOBaTb
MCIMO/Ib30BaHME TOSTbKO PaspeLLEHHONO ChIpbs U YNakoBOUHbIX MaTepriasios.

6.5.2 PaspelweHse Ha WCMOMNb30BaHME CbiPpbS W YMAKOBOYHbIX MaTepuasioB [O/DKHO BblAaBaTbCA  Yrosi-
HOMOYEHHbIM NMEePCOHaIOM, OTBETCTBEHHbLIM 33 KA4ECTBO.

6.5.3 Cblpbe W YNakoBOYHble MaTtepuasibl MOMyT ObiTb MPWHSATbI Ha OCHOBaHMM [OOKYMEHTa O Kauvectse
nocTaBLLUMKa TOMbKO B TOM C/yyae, €CfM YCTaHOB/IEHbl TexHM4Yeckne TpeboBaHMS K Cbipbl0 WM MaTepriasiam,
ONbIT M 3HaHWS MOCTaBLUMKA, MPOBOAUTCA ayauT MOCTaBLUMKA W COMIacoBaHbl C HVM METOAbl WCTMbITaHWA Cbl-
Pbsi 1 YNakoBOYHbIX MaTepUasios.

6.6 XpaHeHue

6.6.1 YCnoBMs XpaHeHUsl [O/DKHbl 6biTb COOTBETCTBYIOLWMMA /1 KXKAOTO Cbipbsi U YMAKOBOYHOrO Mare-
pvana.

6.6.2 Cbipbe W YNaKOBOYHbIE MaTepuasibl [O/MKHbI XPaHWTLCS W TPAHCMOPTMPOBATLCS C YYETOM UMX Xa-
PaKTEPUCTUK.
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6.6.3 [os/mkHbl cOBMI0AaTLCA U MPY HEOBXOAYIMOCTU KOHTPOIMPOBATLCSA CrieUmasibHble YCoBYS Xpame-
HUA.

6.64 YNakoBKN C CbIpb€M W YMakoBOYHbIMM MaTepuasiaMi A0/MKHbl ObiTb 3aKpblTbl W HE OO/DKHbI Xpa-
HUTBCA Ha NoJy.

6.65 B cnydae, ecim Cbipbe M YMakoBOYHblE Marepviasibl MepeynakoBbIBAKOTCH, WX MapKMpPOBKa OO/MKHA
oCTaBaTbCs MPEXHEN.

6.6.6 Ecm cbipbe M ynakoBOuHble Marepuasibl MO4/Iexar M30NAuMM WM 3abpakoBaHbl, UX CcriefyeT Xpa-
HUTb B COOTBETCTBYIOLLWX OTAE/bHbIX MECTax W WUCMOMb30BaTb 1060/  Apyroil  C€rnocob, o6ecneuviBaoLLyii
TaKoM e ypoBeHb rapaHTum.

6.6.7 JomxHbl ObITb cO34aHbl YCMoBUMSA AN 060pauvBaeMOCTV  CKIAACKUX 3anacoB. 3a  UCKIYEHWEM
0COObIX C/lydaeB, 060payYMBaEMOCTb CKMAACKMX 3armacoB  AO/DkHa OblTb  OpraHvM3oBaHa TakuMm  06pasoM, 4TOObI
CTapble 3anachl UCMosIb30BASIMCH B NEPBYIO 04epeb.

6.6.S [o/mkHa nNpoBOAUTBLCA MEPUOAMYECKAs] WHBEHTapM3aums [ ObecneyveHns HaaeXHOCTM  XpaHe-
HUA CKNAACKMX 3aracoB. [lO/DKHbI  aHa/M3MpOoBaTLCA  /obble  3HAYMTESIbHbIE HECOOTBETCTBUSA W MPOBOAMUTLCA
KOPPEKTUPYIOLLIME MEPOMNPUATYS.

6.7 [oBTOpHasA oLEeHKa

JomkHa 6biTb  paspaboTaHa CUCTeMa, MpedycMaTpyBalolas MpoBefeHMe B COOTBETCTBYIOLMX — Cryyasix
MOBTOPHOi OLEHKM Cbipbsi M YMAKOBOUYHbIX MatepuasioB A/l ONpeAesieHns WX MPUroAHOCTV K - MCTOJIb30BaHMIO
roc/ie onpeaesieHHOTo CPoKa XpaHeHWs!.

6.8 Kauectso BOfpl, VICMO/b3yeMOli B NPOM3BOACTBE

6.8.1 Cucrema BOAOMOAroTOBKM A0/MKHA 06ecneumBarh NocTyn/ieHe BoAbl ONpeaesieHHOr kavecTsa.

6.82 KauectBo BOAbl CriefyeT MPOBEPATb MyTeM MPOBEAEHWS UCTbITaHWA WM MOHWTOpMHIA napame-
TpOB npoLiecca.

6.8.3 CvcTema BOLOMOArOTOBKM A0/MKHA NpeaycMaTprBaTh NpoBeAeH1e CaHUTapHO 06paboTku.

6.84 O6opynosaHve [/ BOMOMNOAFOTOBKA [IO/DKHO ObiTb YCTAHOB/IEHO TakvM 06pasoM, YToObl WCKMO-
yaiacb BO3MOXHOCTb 3aCTOA BOAb! 1 OMAacHOCTb KOHTaMUHALMN.

6.85 Martepuanibl, wcnonb3yemble B 060pYAOBaHWM [/19  BOAOMOATOTOBKM, CneayeT Bbloupatb, YAOCTO-
BEPMBLLIMCb. YTO OHW HE B/MAIOT Ha KA4ECTBO BO/bI.

7 [Mpon3BoacTBo

7.1 O6Lwme TpeboBaHMs

Ha kaxgoii cTagyy NpOM3BOACTBEHHOrO Mpouecca W onepauwiA Mo ynakoBblBaHWIO [A0/MKHbI  6biTb  Mpu-
HSITbI MEpbI /159 MPOM3BOACTBA FOTOBO NPOAYKLUW, YOBIETBOPSIOLLEN YCTAHOB/IEHHBIM TPEGOBaHNSIM.

7.2 TIpou3BOACTBEHHbIE OrepaLim

7.2.1 Hannuve cOOTBETCTBYHOLLIMX [JOKYMEHTOB

7211  CoOTBETCTBYIOLAA [AOKYMEHTAUWst [O/DKHA OblTb B Ha/MYMM HAa  KaXKOOW CTaguy  MpOM3BOLACT-
BEHHOrO MpoLiecca.

7.212  T[Ipov3BOACTBEHHbIE OMepauun OCYLLECTB/SIOT B COOTBETCTBMM C  [OKYMEHTaLMeR, pacnpocTpa-
HSIIOLLIECA HA NPOM3BOLCTBO MPOAYKLIVN, BKTOHAOLLEIA:

a) COOTBETCTBYHLLIEe 060pyA0BaHME;

b) peuenTypy NPOAYKLMK:

C) nepeyeHb BCErO Cbipbsl, WAEHTU(MLVPYEMOTO MO MMEIOLWMCS [OKYMEHTaM, COAEpXalluM CcBeAeHus
0 HOMEepEe 1 pasmepe NapTui;

d) nogpo6Hoe onucaHWe Mpouecca Ha KekOol CTaavu, BKIOYasA YkasaHvWe MOoC/efoBaTeslbHOCTY  BHe-
CEeHUsl. CKOPOCTM W BPEMEHV MepeMelUMBaHUA Chipbsl, Temnepatyp, ykasaHusi no OToopy Mpob, OuMcTke, CaHu-
TapHoi 06paboTke 0OoPYAOBAHUS W. NMPU HEOOXOAUMOCTW, OTTPY3KV HepacdhacoBaHHOV NPOAYKLIMN.

7.2.2 TlpoBepka nepep HauasloM NPOU3BOACTBEHHONO MpoLiecca

Mepen HaYas10M Kabka0M NPOU3BOACTBEHHO onepaLyv cnefyeT yA0CTOBEPUTLCS, UTO:

a) MMeeTCcs B Ha/IMUMM BCS IOKYMEHTaLMs, COOTBETCTBYHOLLIAS aHHOM onepaumm:

b) BCE CbIpbe MMEETCH B HAUIMUMW 1 Pa3pELLIEHO K UCTIO/b30BaHNID;
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C) HeobxoOouMmoe [/1 UCMO/Sb30BaHWS 0OOpYJOBaHWE WMEETCA B Ha/MuMW, HaxOAWUTCA B MCMPaBHOM CO-
CTOSIHWW. OYMLLIEHO Y NPV HEOBXOAMMOCTU MPOAE3INHIMLIMPOBAHO;

d) npoBegeHa oOuMCTKA MPOM3BOACTBEHHOW 30HbI C LEMbI0 UCKIOUEHUS MOMafaHus Cbipbsi OT  Npedblay-
LLMX onepauyi.

7.2.3 TlpycBoeHve HoMepa napTum

Homep [fomkeH OblMb NPUCBOEH Kaxaoi MapTum NpoM3BEAEHHON HepacdlacoBaHHOM npofykumn.  [JaH-
Hbli HOMEp MNapTM HeobA3aTeNlbHO AO0/MKEH ObiTb WAEHTUYEH HOMEPY MapTWK, KOTOPbIA YyKasblBaeTcs Ha 3Tu-
KETKE TOTOBOW MPOAyKUMM, HO B TakoM C/iydae Mexay I3TVM/A HOMepamMu [O/kHa ObiTb YCTaHOB/EHA B3aUMO-
CBAA3b.

7.24 VpeHtvdhrkaupms onepaumii B npoLecce Npov3BoAcTsa

7241 B COOTBETCTBAM C PELEMTYPO BCE CbIpb€ [O/MKHO OblTb OTMEPEHO WM B3BELUEHO M MOMELLEHO
B uMCTble W TMOOXOOSLIME EMKOCTW, MWMEloWYe 3STUKETKM C COOTBETCTBYIOLMMU  UOESHTUMLMPYIOWMA  A@HHbI-
MU. UM HENOCPEACTBEHHO B 060pYA0BaHMe, 1CNosb3yemMoe A1 MPOU3BOACTBA.

7242 B moboe BpemMs [Jo/mkHa ObiTb 06ecrneyeHa BO3MOXHOCTb WAEHTUIMKALMM OCHOBHOTO 06opyao-
BaHWsi, MKOCTEl C CbIpbEM W/ EMKOCTEN € HepactacoBaHHOM MPoAYKLMEA.

7.2.4.3 MapK1poBKa eMKOCTel ¢ HepacthacoBaHHON MPOAYKLMEN A0MKHA COAEPXaTh;

a) HavMeHOBaHVie NPOAYKLM U ee UAEHTU(MKALIMOHHBIA HOMED;

b) HOMep napTum;

C} ycrnoBusl XpaHeHVsi, €ec/vM Takas WHdopMauus SIBMSieTC  Heobxoaymoli [s  OobecrneveHnss kadvecTsa
NPOL4YKLMN.

7.2.5 KOHTpOsb B MpoLecce Npov3BoACTBa

7251 Cnegyet onpefenite MNpoledypbl KOHTPOMA B MpOLecce NpPOM3BOACTBA W KpUTEpUMM KX  COOT-
BETCTBYS.

7.25.2 Tpouedypbl KOHTPOMS B MpoUecce MpPOM3BOACTBA AO0/DkKHbI  BbIMOSHATLCA MO ONpefenieHHol npo-
rpammve.

7253 O mobom pesynbtate, He COOTBETCTBYHOLLIEM YCTAHOB/IEHHbIM KPUTEPWSIM, HEOBXOAUMO COO06-
LLATB. 1 OH AOIHKEH HaZ/1exaLlmm 06pa3om 13yyaTbCes.

7.2.6 XpaHeHve HepacthacoBaHHON MPOAYKLWN

72.6.1 HepacthacoeaHHass npoaykuus [O/DKHA XPaHUTLCA B COOTBETCTBYHOLLUMX EMKOCTSIX, B onpege-
JEHHbIX 30HaX (MOMeLLIEHVAX) U HaL/IeXaLLmX YCOBUSX.

7.2.6.2 [omkeH 6bITb ONpeaeneH MakcmasibHbIA CPOK XpaHeHnst HepacchacoBaHHOTO MPOAYKTa.

7263 Tlo [OCTWKEHM MakCYMa/IbHOrO Cpoka XpaHeHust HepacthacoBaHHbIi  MPOAYKT  MO4/IEXWT  Mo-
BTOPHOI OLIEHKE Nepes UCMo/b30BaHMEM.

7.2.7 TIOBTOpHOE XpaHeHVe Cbipbs

Ecnm cbipbe nocre B3BELUMBAHMS OCTAeTCS  HEWCMOMb30BaHHbIM M MOXET ObiTb BO3BPALLEHO Ha Ckag,
€MKOCTU /151 CbIpbsi [O/DKHbI ObITb 3aKPbITbI M COOTBETCTBYHOLLM 06Pa30M MAEHTUULIMPOBAHDI.

7.3 Onepaumn yriakoBbIBaHUs

7.3.1 Hanuune coOTBETCTBYIOLLIMX JOKYMEHTOB

7311 CooTBeTCTBYIOWAA AOKYMEHTAUMA [0/DKHA ObiTb B Ha/MYAM HA KadKAOW CTagum onepauuin  yma-
KOBbIBaHMS.

7312 Onepauyn  ynakoBblBaHWA  C/ieyeT  BbIMNOMHATL — COM1IACHO  [JOKYMEHTauuy Mo YNaKoBbIBaHWIO,
BK/TOYAIOLLIEIA:

a) COOTBETCTBYHOLLIEE 0OOPYAOBAHNE;

b) NepeyeHb YNakoBOUHbIX MaTEPUAsIOB, NPeAHa3HaUEeHHbIX [/151 TOTOBOW NMPOAYKLMY;

C) noAapobHoe onucaHue Mpouecca YrakoBbiBaHUs, BKIOYas doacoBaHMe, YKyrnopuBaHWe. 3TUMKETMPOBa-
HVe Y MapKVipoBaHue.

7.3.2 TpoBepka nepes ynakoBbiBaHNEM

Mpexae 4eM KayaTb Nbyo onepaLmio ynakoBbIBaHUS, CedyeT YA0CTOBEPUTLCS, UTO:

a) 30Ha 0CBOOOXEHA OT MaTepuasioB, OCTaBLLUMXCH OT NpeablayLLyX onepaLiuii;

b) MMeeTCA B Ha/IYMM BCA JOKYMEHTAaLMS, COOTBETCTBYIOLLAA OMnepaLamM yrnakoBbIBaHWS;

C) UMEKOTCH B HA/IMUMM BCE YMaKOBOUHbIE MaTepuasibl;

d) HeobxogMmoe [/11 UCMOMb30BaHUA OOOPYLOBaHME WMEETCH B Ha/lMuMW, HaxoOuTCA B MWCNPaBHOM CO-
CTOSIHWW. OYMLLIEHO Y NPV HEOBXOAMMOCTUN MPOAE3INHIMLIMPOBAHO;

€) onpeaeneHbl Bce KoAbl, MO3BO/SOLLME UAEHTUIMLMPOBATL NPOAYKLMIO.

0]
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7.3.3 TMprcBoeHve HoMepa NapTn

7.3.3.1 Homep napTim fomKeH BbITb NMPUCBOEH KabkAOM €AVMHULLE FOTOBOM MPOAYKLMN.

7332 [aHHblii HOMEp napTiM Heobs3aTeNlbHO [A0/DKEH OblTb WAEHTUYEH HOMepY MapTun, KOTOPbIA Yka-
3bIBAETCH B MapKMpPOBKE HepacthacOBaHHOV MpPOAYKUMM, HO B TakOM C/ydyae Mexay STUMKM HOMepamu [0/DKHA
6bITb YCTaHOB/IEHA B3aMMOCBS3b.

7.34 VpeHTndbrkaumst yrnakoBOUHOM NIHAN

B o6oe Bpems [o/mkHA ObMb  obecriedeHa BO3MOXHOCTb WAEHTU(DMKALMW  YNMAaKOBOYHOM JIMHWW  nocpen*
CTBOM €€ HaVMEHOBaHWsA WM  WAEHTUIMKALMOHHOTO HOMEPa, HaVMEHOBaHWS WM UOEHTUQIMKALMOHHOTO  HO*
Mepa roToBO NPOAYKLMM 1 HOMepa ee NapTum.

7.3.5 TNposepKa 060pyL0BaHMS, MPUMEHSEMOTO [151 KOHTPO/IA B ONEPaTVBHOM pexuMe

Ecnm  ucnonb3yetca obopydosaHve [/19  KOHTPOSIA B OMEPaTVBHOM  PEXUME, OHO  [O/MKHO  PerysnsipHo
MPOBEPSTLCS COMNAaCHO YTBEPXAEHHOW NporpaMme.

7.3.6 KoOHTpOsib B NpoLiecce ynakoBbIBaHNA

736.1 Cnenyetr onpefenunte nNpoUedypbl KOHTPOMIA B MPOLECCe VYMakoBbIBAHWMA W KPUTEPUM KX  COOT-
BETCTBYIA.

7.36.2 [pouedypbl KOHTPOMS B MPOLECCEe YMNakoBbIBaHWS [O/DKHbI MPOBOAUTLCA MO  ONpefeneHHoli npo-
rpamme.

7363 O mobom pesynbtare, He COOTBETCTBYHOLLIEM YCTAHOB/IEHHbIM KPUTEPWSIM, HEOOXOAUMO COO06-
LLATb. 1 OH AOSDKEH Ha/iexaLlmM 06pa3om 13yyaTbCes.

7.3.7 Bo3Bpar ynakoBOYHbIX MaTepriasioB Ha cKaf,

Ecnm  ynakoBOYHble Matepuasibl  OCTalTCA  HEWCNoSb30BaHHbIMM - MOCNEe  Ofepauuini - ynakoBbiBaHUs U MO-
ryT OblTb BO3BpallleHbl Ha CK1af, WX YMNakoBKM [O/DKHbl OblTb 3aKPbiTbl W COOTBETCTBYIOLLWIM 06pa3oM WAeH-
TUGIMLMPOBaHLI.

7.3.8 VpeHTndbrkaupms n mepbl 471 He3aBEPLLEHHOTO TEXHOMOMYECKOTo MpoLecca

3anosiHeHvie yNakoBOK U UX 3TUKETUPOBaHKE 0ObIYHO SB/ISKOTCSH HeNpepbIBHbIMK Npoueccamy. Ecin
MpoLEecC MpepbIBaeTCs, CrefyeT NpednpuHATL — CrieumasibHble  Mepbl,  BKIOYasa —pasfjenieHve U uaeHTudvka-
Lm0, YTOObI M36eXaTh NepenyTblieaH!s 1 HeMpPaBUIbHOTO STUKETUPOBAHUS.

8 loToBas npoaykuusa

8.1 O6Lume TpeboBaHMs

FotoBasi NpPOAYKUMS [O/DKHA  YAOBNETBOPSTb  YCTAHOB/IEHHBIM — KPUTEPUSIM - COOTBETCTBUS.  XpaHeHue, Mo-
CTaBKM 1 BO3BPAT MNPOAYKUAM [O/MKHBbI  OCYLLECTB/STECS TakMM 06pa3oM, 4TOBbl COXPaHS/IOCh KAauecTBO [OTO-
BOIA MPOAYKLWN.

8.2 Pa3peLueHue Ha BbInycK

821 [lepen pasMelleHMeM Ha pblHKE BCS TOTOBas MpOAYKUMS AO/KHA KOHTPO/IMPOBATLCA B COOTBET-
CTBUM C YCTAHOB/IEHHBLIMI METOAAMW KOHTPOJTA U YI0B/IETBOPSITH KPUTEPUSIM COOTBETCTBYS.

8.22 PaspelleH/e Ha BbiMyCK MPOAYKUMM [OMKHO 6biTb BblAAHO YMNOMHOMOYEHHBIM MEPCOHA/IOM, OT-
BETCTBEHHbIM 33 KAYeCTBO.

8.3 XpaHeHue

83.1 ToTOBass nNPOAYKUMA [OO/MKHA XPaHUTLCA B OMpPedernieHHbIX 30HaX (MOMELLEHMSX) B Hagjexaluyx
YCNOBUSIX B TeueHue OnpefesieHHoro BpemeHu. [lpu  HeobXoaMMOCTU MPW  XpaHeHun credyet MpoBOAUTbL  MO-
HUTOPWHT FOTOBOW NPOAYKLWN.

8.3.2 Cwiaackve 30HbI (MOMELLIEHNS) AOMKHBI 06eCneurBaTh YNopsaoHeHHOe XpaHeHme.

833 Ecmm rotoBas npoaykuus NpuHATE, U30/MpoBaHa WM 3abpakoBaHa, TO OHa [A0/kKHA  XpaHWUTbCA
B COOTBETCTBYHLUMX 30HaX (MOMELEeHUsX) WM [O/DKEH UCMOMb30BaTbCs  ApYyroii  crnocob,  obecrneuvsarolmii
TaKoW e YpoBEeHb rapaHTun,

8.3.4 VaeHTudmKaLyOHHbIE AaHHbIe YNaKoBOK C FOTOBOM MPOAYKLMEN AOMKHbI BK/IHOYaTb:

a) HavMMeHOBaHWe N NAEHTUGMKALIMOHHDIA HOMEp:

b) HOMep napTum:

C) VYCMOBUA XpaHeHus, Korga Takas WHAopMaums SBSETCS HEOOXOAMMON 1A  obecreyeHns  KayecTsa
NPOAYKLL;
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d) KonmuectBo.
8.3.5 [lo/mkHbI ObITb YCTAHOB/IEHBLI MEpPbI 47151 06ecneyeHns 060pa“MBaeMOCTV CKIAACKMX 3aracoB.
3a MCKMOYEHMEM OCOObIX CryyaeB, 000paYMBAEMOCTb CKIAACKMX 3arnacoB  A0/MKHA OblTb  OpraHu3oBaHa

TakuM 06pa3oM, HUTOObI NPOAYKLUMS, BbINyLLIEHHAA paHbLLE, peasin30BbiBasiach B MePBYIO ouepep.
8.3.6 lMepuoanieckyto MHBEHTaPU3aLIMIO CKIaACKMX 3amacoB ciefyeT NpoBoAuUTb, YTOObI:
a) ybeanTbCs B COOTBETCTBUM CKNACKVIX 3anacos;
b) obecrneynTb COOTBETCTBYE NPOAYKLMM YCTAaHOB/IEHHBIM KPUTEPUSIM.
TNioboe 3HaumMTeNbHOE pacxoxaeH1e AOMKHO ObITb NPOaHaUTM3MPOBAHO.

8.4 Otrpy3ka

JOmkHbl  ObITb  MPEANPUHATHI  Mepbl /11 OGECTeYeHnst OTTPy3KM  ONpeaenieHHoli ToToBo mpoaykuym. B
HEKOTOpPLIX Cydasix credyeT co6/ogaTb Mepbl MPEAOCTOPOXHOCTU /11 COXPaHeHUsl KauecTBa [OTOBOW Mpo-

OyKumm.
8.5 Bosppar

8.5.1 BosBpar crieflyeT UaeHTUULMPOBATL U XPaHUTL B ONpeaeieHHbIX 30HaX (NOMELLEHUSIX).
852 Bo3Bpar HyXHO [IOMOSHATESIBHO KOHTPOMMPOBATL W MOATBEPXKAATb COOTBETCTBME YCTAHOB/IEHHbLIM
KpUTEPVSIM /151 ONpeieNieH st BO3MOXHOCTY VX Ja/ibHElLLEro UCMo/Ib30BaHUS.

8.5.3 [1/19 NOBTOPHOIO pasMeLLeHnsi BO3BpaTa Ha pbiHKe AO/DKHO ObITh BblAaHO paspeLLeHVe.
854  [omkHbl 6blTb  MpeanpuHSaTbl  Mepbl 41 pacro3HaBaHus  /H0ObIX  NepepaboTaHHbIX  BO3BPATOB.

Crnegyet Tawke nNpegnpuHUMaTb Mepbl, YTOBbl MCKIIOUATL  C/lydYay  HenpeaHaMEPEHHOTO  MOBTOPHOIO  BbiMycka
Ha PbIHOK Hepa3peLLEHHO FOTOBOW NPOAYKLMN.

9 JlabopaTtopusi KOHTPOA KayecTBa

9.1 O6Lme TpeboBaHMs

9.11 O6wwue TpeboBaHMS, YCTAHOB/IEHHbIE [ANS MNEepcoHaa, MOMELLEeHWn, 06opyaoBaHNs, AOKyMEeHTa-
LM 3aK/HOUEHVISt KOHTPaKTOB C CybnoapsifAuvkamm, A0/MKHbI NPUMEHSTLCA K S1abopaTtopui KOHTPOSS KauecTsa.

9.1.2 JlabopaTtopnsi KOHTPOSSI KayecTBa SIB/SIETCA OTBETCTBEHHON 3a MNPOBEAEHVE HEOOXOAVMbIX W YyCTa-
HOB/MIEHHbIX Mpouedyp OTbopa Mpob6 M UCTbITaHWA WM JO/DKHA rapaHTMpOBaTb, YTO pas3pelleHne Ha  MCMosb30-
BaHVe MaTepuasioB WM TOCTaBKy MPOAYyKUMMA BbIOAETCA TOMIbKO B TOM C/lydyae, €CiM KX KavyecTBO YAOB/ETBOPSET
YCTaHOB/IEHHbIM KPUTEPVSM COOTBETCTBYSA.

9.2 MeTogpl UCrbITaHWi

9.21 Jlabopatopusi KOHTPO/Sl KadyectTBa MAO/MKHA WCMO/b30BaTb BCE METOfAbl WCMbITaHWIA, HeoGXoauMble
[LNs NOATBEPXKAEHMS], UTO NPOAYKLIVIS COOTBETCTBYET YCTAHOB/IEHHBLIM KPUTEPUSIM.

9.22  [Mpouefypbl KOHTPOMS AO/MDKHbI  MpedycMaTpuBaTb  MPYMEHEHME  [JOKYMEHTMPOBaHHbIX,  Moaxoas-
LLWX 1 AOCTYMHBIX METOAOB VCTIbITAHWIA.

9.3 Kputepum cooTBeTCTBYA

KpuTepum COOTBETCTBMS [O/DKHbI ObITb  YCTAHOB/EHbI NS TOro, 4TOGbI Onpeae/vnTb TpebosaHWus, KOTO-
PbIM [O/KHBI YAOBMETBOPATH Chipbe M YNakoBOYHbIE MaTepuasibl, H epa ctha Co BaHHasA 1 roToBas NPOAYKLMS.

9.4 Pesynbrartsl

Bce pesynbtatbl O/MkHbI OblTb  MpOaHa/mM3vpoBaHbl.  [locne 3Toro  MPUHUMMAETCA pPeLleHVe O  NprEMKe,
3abpakoBaHUN UK NPUHATIE PELLIEHNS OTKMaAbIBAETCA B CBA3W C Aa/IbHEMLLMM PacCMOTPEHVEM.

9.5 PesynibTarsl, He COOTBETCTBYHOLLME TEXHUYECKM TPeGOBaHMAM

95.1 Pesynbtarbl, He COOTBETCTBYIOLLWME TEXHWYECKUM  TpeboBaHWAM, [O/DKHbl  ObiTb  PacCMOTPEHbI
YNOMIHOMOYEHHbIM NEPCOHA/IOM M TLIATE/TbHO NPOaHa IM3POBaHbI.

9.5.2 [ina npoBeeHUsi MOBTOPHbIX UCTIbITAHNA A0/DKHbI ObITb BECK/IE 0G0CHOBAHMSI.

953 Tlocne pacCMOTPEHMSI  YMOMIHOMOYEHHbIA MEepcoHasT AO/MKEH MPUHATb  pelleHrne 06  OTKIOHEHWN,
3abpakoBaHUN U OT/IOKUTL MPUHATUE PELLIEHUS B CBA3N C Ja/TbHEWLLIIM PACCMOTPEHUEM.
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9.6 PeakTVBbl, pacTBOPbI, CTaHAAPTHLIE 06pa3Lbl, MUTaTesbHbIe cpeapl

PeaxTviBbl, pacTBOpbl, CTaHAapTHble 06pasupbl, nuTaTesbHble cpedbl W Ap. A0/MKHblI BblTb  UAEHTUULK-
poBaHb!I. [/19 YEro UCMosb3yeTcs creaytowas MHhopMaLms:

a) HauMeHoBaHve:

b) KpenocTb (N/I0THOCTb) WM KOHUEHTpaLys (Mpy Heo6X0AUMOCTH):

C) CPOK XpaHeHus (Npy He0BX0AMMOCTH);

d) vmsa nnm nognucs paboTHYKA, NPUrOTOBMBLLETO KX (MPW HEOBXOAMMOCTW);

€) [aranpuroToB/IEHNS;

0 ycnousi xpaHeHus (Npu HEOBXOAYIMOCTH).

9.7 OT60p 06pasLoB (Npob)

9.7.1 OT60p 06pa3LOoB (NPO6) AO/HKEH MNPOBOAUTLCS YNOSTHOMOYEHHbIM MEPCOHAUTOM.

9.7.2 OT160p 06pa3LoB (MPob) onpeaenseTcs NoCPeLCTBOM:

a) MeToga oTbopa 0bpasLos (rpobd);

b) MCNonbL3yemoro 06opyaoBaHus;

C) OTOMPaEMOro KofM4ecTBa;

d) BCcex Mep MPEfOCTOPOXHOCTY, KOTOpble [O/MKHbI COGMIOAATLCA /19 UCK/IHOYEHVS  KOHTamuHaummi  win
YXyALLEHUA Ka4ecTBa;

€) uaeHTMdmkaLmm obpasua (Mpobbl):

0 nepvoanyHoCTW.

9.7.3 O6pasupbl (Mpobbl) crieayeT NaeHTUULYPOBaTL NOCPEACTBOM:

a) HavMMeHOBaHWs U NAEHTUCHUKALIMOHHOTO HOMEPa;

b) HOMepa napTuu;

¢) farbl otbopa obpasua (Npobbl);

d) emkocT, 13 KoTopoIi Bbuia B3siTa Npoba;

€) TO4KM 0T6opa NPOBbLI (MPY HEOBXOANUMOCTK).

9.8 CoxpaHeHve 06pasLioB

9.8.1 O6pasupl FOTOBO MNPOAYKUMN CMedyeT COXpaHsTb COOTBETCTBYHOLLMM 0Opa3oM B YCTaHOB/IEHHbIX
MecTax.

9.8.2 O6pasubl rOTOBO/ NPOAYKUMM [O/MKHbI OblTb B AOCTATOMHOM KO/IMYECTBE [ANS1 MPOBEAEHVS] KOHT-
PO COrIacHO YTBEPXKAEHHLIM METOAVIKAM.

9.8.3 O6pasubl rotoBOM MPOAYKUMN [O/MKHbI XPaHUTLCA B WX MEPBWUYHON YrakoBKe B TeyeHue ornpege-
JIEHHOTO Nepuroaa BPEMEHN 1 B PEKOMEHOBaHHbIX YC/IOBUAX XPaHeHWS.

9.84 O6pasupbl Cbipb MOXHO XpaHUTb COMIaCHO MpaBWiaM, YCTaHOB/IEHHbIM Ha MPeanpusaTin, Winm [o-
KyMEHTaM. M0 KOTOPbIM OHO BbIMyCKaeTCS.

10 O6palleHmne c HECOOTBETCTBYOLWEN NPOAYKLUMEN

10.1 3abpakoBaHHble roToBasi U HepacthacoBaHHasi MPOAYKLMS], CbIPbe 1 YNaKoBOUHbIe
marepuasbl

10.1.1 VcnbiTaHne 3abpakoBaHHOW HepacthacoBaHHOW W TOTOBOM MPOAYKUMK, 3abpakoBaHHOTO Cbipbsi U
YNaKkoBOYHbIX MaTeprasioB SO/HKHO NPOBOAUTLCA YNOMHOMOYEHHbIM NMEPCOHA/IOM.

10.1.2 PelueHne 06 yTwwmsauMm WM TMOBTOPHOM nNepepaboTke [AO/MKHO MNPUHUMATLCS MEepCOHasioM. OT*
€eTCTBEHHbIM 3a Ka4yecTBoO.

10.2 [MoBTOpHO NepepaGoTaHHbIe roToBast M HepacdhacoBaHHasi MPOAYKUMS

1021 Ecm BcA napmma rotoBol WM HepacacoBaHHON NpoAykKUMM WM ee 4YaCTb He YAOBIeTBOpsieT
YCTAHOB/IEHHbIM  KPUTEPUSM  COOTBETCTBYSI, pELLEHME O ee nepepaboTke C Uenblo  [AOCTVKEHUS  orpefesieHHo-
ro Ka4ecTBa NPUHUMAET NePCOHaVT, OTBETCTBEHHbIN 3a KA4EeCTBO.

10.2.2 MeToz NOBTOPHOI NepepaboTky A0/MKEH ObITb pa3paboTaH 1 YTBEPXKAEH.

10.23 [na noBTOpHO rnepepaboTaHHbIX TFOTOBOM WM HepachaCOBaHHOW NpOAyKUMWA [O/MKHbI  ObITb  Npo-
BeAeHbl npoueaypbl KOHTpONs. PesynbTatbl  AOMKHbI  ObiTb  MPOAHa/M3VPOBaHbl  YMOMHOMOYEHHbIM — MEPCoHa-
JIOM. Ana Toro 4tobbl MNPOBEpUTL COOTBETCTBME TOTOBOA WM  HepacthaCOBaHHOW MPOAYKUMW  YCTaHOBIEHHBIM
KpUTEPUAM.
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11 OTxoabl

11.1 O6wwe TpeboBaHms

OTX0fb! AOMKHBI YAANATLCS CBOEBPEMEHHO 1 C MPUMEHEHVEM CTELMasTbHBIX CPEACTB.

11.2 Buabl 0TX000B

OpraHusauyst [0/KHA Onpefie/MTb  pa3niMuHble BuAbl OTXOAOB (OT Mpollecca NpoMsBoAcTBA UM U3 flabo-
paTopUN KOHTPOSIS1 KAUECTBA), KOTOPbIE MOTYT MOB/MSTL HA KAUECTBO MPOAYKLMN.

11.3 ToToK 0TX0A0B

11.31 TloTOK OTXOAOB He [O/MKEeH BAMATb Ha MPOW3BOACTBEHHbIE Onepauun U onepauuu, BbIMOSHAEMbIE

B laboparopun.
1132 CootBeTCTBYylOLME MepPbl  AO/DKHbI  MpeanpuHAMaTeCs Npu  c6ope,  TPAHCTOPTUPOBaHMKM, — XpaHe-

HUW 1 YOQMEHN OTXOA0B.

11.4 Ewmkoctn

EMKOCTM € OTXOAaMM  [O/DKHbI  ObiTb MPABWILHO WAEHTUCOMLMPOBaHbI B OTHOLLEHMW WHGIOpMaLMM O CO-
OEPKMOM W. MPU HEOBXOAVMOCTU, APYroi MHdopMaLWn.

11.5 YpaneHve

YaaneHvie oTXo0B [0/MKHO 6biTb BbINO/THEHO NOAXOASLLYIM CNIOCOGOM NPY COOTBETCTBYIOLLIEM KOHTPO/TE.

12 3akitoveHne KOHTPaKTOB Ha NPOU3BOACTBO M UCMbITaHNE NPOAYKLMN
(cybriogpsgHble AOroBopbl)

12.1 O6wye TpeboBaHMst

MMCbMEHHBIA  KOHTPAKT WA [IOTOBOP MO  CYOKOHTPAKTHOW  [ESTENIbHOCTU  AO/DKEH  3aK/KouaTbCcsl  Mexay
CTOPOHOI, MPedoCTaB/ISHOLLEA KOHTPAKT (3aKasuvk), M CTOPOHOW, MpPYHMMAtOWE KOHTpakT —(Mogpsguvk), yT-
BEPXKOATLCA W KOHTPO/MPOBAaTLCS 06EUMM  CTOpOoHamu. Llenb 3TOro  Meponpusitust  COCTOMT B TOM. 4TOObl  Mo-
JTy4UTb NPOZYKT UM YCYTY, KOTOPbIE COOTBETCTBYHOT YCTAHOB/EHHBIM B KOHTPAKTE TPEGOBaHWSIM 3aKa3uliKa.

12.2 Tvinbl KOHTPaKTOB

HacTosLumin pa3aen 0THOCUTCA K 3ak/IHUEHNH0 CybnoapsiaHbIX JOrOBOPOB B 06/1aCTu:
a) NPOW3BOACTBA.

b) ynakoBbIBaHUS:

C) UCMbITaHWIA;

d) ouMCTKM 1 CaHUTapPHOI 06PabOTKY NMOMELLIEHNIA:

€) 60pbbbI C BpeanTeNsIMu:

f) TexHMYECKOro 06CYKMBaHNA 060PYA0BAHNSA 1 MOMELLIEHNIA.

12.3 3akazuvk

1231  3aKa3uMK [OO/MKEH OLEHWTb BO3MOXHOCTb M CMOCOGHOCTb — cy6rogpsauska A/is  BbINoSHEHWS

KOHTPaKTHbIX Ornepauuii. Kpome Toro, 3akasuuk [O/DKEH rapaHTMpOBaTb, UTO cybnogpsiguviky GyayT npego-
CTaBfeHbl BCE CpeAcTBA [/11 BbIMO/IHEHWS 3TOTO KOHTpakTa., 3aKkasuvK [IO/KEeH OLEHWTb BO3MOXHOCTU  Cy6-
noapsiauvka Mo obecreyeHnto  COOTBETCTBUSI  HACTOSILLEMY CTaHAAPTY W BbIMNOSHEHWIO  Ornepaupii  CornacHo

[IOrOBOPEHHOCTAM.
1232  3akasuwk [Jo/mkeH obecrneunTb cybnogpsadvka Bceli  MHcpopMauwei, Heobxogumon  ana  npa-
BWLHOTO BbINO/THEHS OnepavLiyii.

12.4 Cy6nogpsaumk

1241 Cybrnoapsiauvk OO/MKEH rapaHTMpOoBaTb, YTO OH VMMEET CPeAcTBa, OMbIT M KOMMETEHTHbIA nepco-
Han 4715 BbINOSIHEHWS TpeGOBaHWI KOHTpaKTa (4oroBopa).
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12.42 Cybrnogpsguik He [O/DKEH nepefasaTb TPETbeil CTOPOHE HMKakytd paboTy, [O0BEPEHHYID emy Mo
KOHTpaKkTy (Zorosopy), 6e3 npenBapuTenbHOrO OAOOPEHWS WM corlackst CTOPOHbI, 3aK/iouvBLLE C  HUM  3TOT
KOHTPaKT (OoroBop). Mexay TpeTbeli CTOpOHOM W CybrnogpsaunkoM  [JO/DKHO ObiTb  3aK/IHOUEHO  COr/lalLieHue,
noATeepkjaloliee, 4Yto BCA  UMHAOpMaUMa O NPOBEAEHHbIX —onepauysx  OydeT  NpPefoCTas/IATbCA — 3aKasyuky
TakvIM e 06pa3oMm, Kak onpeaenieHo nepBoHadasbHbIM KOHTPAKTOM (J0roBOpoM).

1243 Cybnogpsaguvk [o/mkeH obecrneuvBarb MNpoOBeAeHMe JoObIX MNPOBEPOK WM ayauToB, KOTopble 3a*
Ka34vK 0603HaUM/1 B KOHTPaKTe (40roBope).

1244  Cyb6nogpsauvk [Oo/mkeH WHOpMMpOBaTh 3akasyinMka O JH0ObIX U3MEHEHWsIX, KOTOopble MOTyT ro-
BMMATb Ha KA4YeCTBO YC/yr WM MPOAYKUMY, BbISB/EHHbIX [0 MPOBEAEHUA oOrepauuy, ec/iM B KOHTpakTe (Zo-
roOBOPE) He YCTaHOB/IEHO VHOE.

125 KoHTpakT (8orosop)

1251 KOHTpakT WM [OrOBOP, COCTAB/EHHbIi MexXOy 3aKka3uukoM W CyGroApsauvMkoM, [O/KeH onpefe-

JATb UX 06A3aHHOCTU U OTBETCTBEHHOCTb.
12.5.2 Bce faHHble A0MKHbI COXPAHATLCSA U BbITb [OCTYMHLIMY 3aKa3uKy.

13 OTK/TIOHEHUSA

13.1 OTKIOHEHUS OT YCTaHOBMEHHbIX TPEOOBaHUA MOMYT ObiTb paspelleHbl NpyM  Ha/M{YMM  0BOCHOBaH-
HbIX JaHHbIX AJ191 MPUHATUS Takoro peLLeHus.
132 [Ona npefoTBpalleHusi MOBTOPHbIX OTKIOHEHWA AO/DKHbI ObiTb NPOBEAEHbI  KOPPEKTVpYIoLLWEe Mepo-

NpUATUS.

14 Peknamaumm n oT3bIB NPOAYKLUN C PbIHKa

14.1 O6Lwye TpeboBaHUs

1411 Bce peknamvauum, KOTOpble OTHOCATCA K 06/1aCTV NPUMEHEHUA HACTOSALEro CTaHdapta W Ha-
npaBneHbl B OpraHW3auumio, [O/kHbl ObiTb PacCMOTPEHbI, MPOaHaIM3VMPOBaHbl, W NpY  HEOBXOAUMOCTU  [AOMKHbI
MPOBOAUTLCS COOTBETCTBYHOLLIME MEPOMNPUSTUS.

1412 B cnyyae nNpuHATAA pelleHnss 06 OT3biBe MNPOAYKUMN O0/DkHbI ObiTb  NPeanpuHATbl  COOTBETCTBY-
OLMe [eicTBUA MO  BbIMOSHEHMIO pPaboT, CBA3aAHHbIX C OT3bIBOM NPOAYKUMM U peaivsauyeil  KOppeKTUPYHOLLIMX
MEPOMPUSTUIA.

1413 8 cnyyae KOHTPaKTHbIX CUTyaUMii 3akasumk W Cybrnogpsaunk  OO/DKHbl - COrlacoBbiBaTb — MPOLECC
ynpas/ieHVs peknamaLmsavm (cm. 12.1).

14.2 Pexnamauuy Ha NPOLYKLMIO

14.2.1 YNOMHOMOYEHHbI NepPCOHa AO/MKEH PEMVCTPUPOBATL BCE PEKTaMaLm.

1422 BCA WHGOPMaUMA B OTHOLWEHWM peknaMaupii, KacaloXCs HEeKaueCTBEHHOW NpoAyKuuW, nog-
NEeXUT  XpaHeHWIo, BK/KOYas MOA/MHHBIA  AOKYMEHT C  MOAPOGHbIMM  [aHHbIMM M CBEOEHVWS O MPOBEAEHHbIX
MepONPUATUSX.

14.2.3 CooTBeTCTBYIOWME  MOCNEAOBaTENbHbIE  AEACTBUA  AO0/DKHbI  ObiTb  MPEeAnpuHSATbI B OTHOLLEHWN
KOHKPETHO NapTuv NPOAYKLMUM.

14.2.4 AHan13 peknaMaumii 1 MeponpusTVsl 4OMKHbI NpeaycMaTpyBaTh:

a) JeiicTBMA 151 NpeAoTBpaLLEHNsS MOBTOPeHNS AediekTa;

b) NPOBEPKY APYrVIX NAPTUIA C LEMbHO BbISIBIEHNS HA/TMUMS TAKOr0 XXe AediekTa (Mpr He06XoaAUMOCTH).

1425 Peknamaumm criegyeT nepUoAMHEcKM MNpocMaTpuBaTb O711 aHa/m3a TeHAEHUMIA  M3MEHEHUA  1n
neproaVYHOCTY NosiBieHns aedekra.

14.3  OT3bIBbI NPOAYKLMN

14.3.1 Tlpouecc 0T3biBa NPOAYKLMN AOMMKEH KOOPAVHIPOBATLCH YNO/THOMOYEHHBIM NEPCOHAIOM.

1432 Tlpoueccbl OT3blBa MPOAYKUMN AO/DKHBI MO3BOMSATE B KpaTyailuMe CPOKM  BbINOAHUTL  Npoueaypbl
0T3bIBa NMPOAYKLWN.

14.3.3 CoOOTBETCTBYIOLUME OpraHu3aumm [OO/DkHbl  OblTb  YBEAOM/IEHbI 06 OT3biBaxX NPOAYKUMM, KOTopas
MOr/1a NoB/ATL Ha 6e30MacHOCTb NoTPedUTENS.
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1434 OTo3BaHHas MpoOAyKUMSt [O/DkHA 6biTb  WAEHTUCIMLMPOBAHA W XPaHUTLCS OTAENbHO B HE#OCTyT-

HOM MeCTe [0 NPUHATUS peLLeHus.
14.3.5 Tpouecc 0T3bIBa NPOAYKLMN AOHKEH NEPUOANYECKM OLIEHVBATLCS.

15 KOHTPO/1b N3MEHEHWA

M3MeHeHWs, KoTopble MOTyT MOB/MSITb  Ha  KAuYecTBO  MPOAYKUWW, [O/DKHbl  COM/IacoBbIBATLCH  (paspe-
LaTbCs) M OCYWIECTBSTLCS  YMO/IHOMOYEHHLIM  MEPCOHa/IOM  HA  OCHOBaHMM  O60CHOBaHHbIX W [OCTATOUYHbIX
[aHHbIX.

16 BHYTpeHHUIA ayauT

16.1 O6Lme TpeboBaHUA

BHYTPEHHUIA ayauT SIBMISIETCS  VHCTPYMEHTOM, NpeAHasHaYeHHbIM [ MOHMTOpUHIa peanmzauym GMP 1
COCTOSIHVSI MPOV3BOZACTBA NPOAYKLWM W. NP HEOGXOAUMOCTY, A/151 BbINOSHEHUS! KOPPEKTVPYHOLLWX AEACTBUNA.

16.2 TMopxop,

16.2.1 BHyTpeHHWIA ayguT [OO/DKEH MPOBOAUTLCS CUCTEMATMUYECKM WM MO 3anpocy CcreulvasibHO  HasHa-
YEHHbIM MEePCOHaIOM, ObITb HE3ABUCUMBIM U AETA/TbHBIM.

16.2.2 Bce pfaHHble, NOJyY4eHHble NPV MNPOBEAEHWN BHYTPEHHErO ayauta, [O/MKHbl OLeHMBAaTbCa W [0BO-
[OVTbCA 00 PYKOBOACTBA.

16.3 Mocnenywowye gencreus

AHa/M3  pesynbTaToB  BHYTPEHHEro  ayauTta  AO/DKEH  MOATBEPATb  YAOBMETBOPUTESLHOE — 3aBEpLUEHNE
MPOBEPKV W HEOBXOAYMOCTL MPOBEAEHIISI KOPPEKTVPYIOLLIX MEPOTPUSITMIA.

17 JokymeHTauus

17.1 O6we TpeboBaHns

1711 Kakgaa opraHs3aumst [o/okHa paspabatbiBaTb, BHEApPSATb W MOOAEPKMBa/T» CBOK  COBCTBEHHYHO
cucTeMy  JOKYMEHTauuy, KOTopasi COOTBETCTBYET €€ OpraHvM3auMoHHOM CTpyKType W Buay npogykumu.  Ans
MOArOTOBKY W YNpaB/ieHWst A0KyMeHTaLUmeli MOXET UCMONbL30BaTbC 3/1EKTPOHHAs cucTeMa.

17.1.2 [okymeHTauuss SIBMISIETCS HEOTbeEMSIEMON uYacTbito GMP. CneposaTtefibHo, LEbl  AOKyMEHTauwn
SIBIETCA  ONUCaHVe [eATeNbHOCTW, OMPefeneHHon B HacTosWeM CTaHfapTe, A/ TOro 4ToObl MpMBECTVM 06-
Wyt umHGopMaumio 06 3TOl  AEATENbHOCTH, UCKIHYUTb  PUCKM  Pa3/IMMHON  MHTepnpeTaLun, noteplo  MHdopma-
LW, nepenyTbiBaHNE WK OLUMOKY, MPUCYLLME YCTHBIM COOBLLEHNSAM.

17.2 BWA OOKYMEHTA

1721  [JokyMeHTauusi [O/KHA  BK/OYaTb  AOKYMEHTVpPOBaHHble MPOLEAypbl, MHCTPYKUMM, — Crieumdvka-
LMW, MPOTOKOSblI  WUCMbITAHWA, OT4YETbl, METOAMKM W 3amnck, COOTBETCTBYIOLLME [ESTENbHOCTM B pamkax Ha-

CTOSILLIEro CTaHzapTa.
17.2.2 [OKyMEHTbI MOTYT BbITb Ha BYMaXHBIX UM S/IEKTPOHHBLIX HOCUTENSIX.

17.3 PaspaboTka, CorlacoBaHune, yTBepKaeHUe 1 pacrpocTpaHeHne

17.31 [okyMeHTbl [O/MxHbl XapakTepu3oBaTb M OMKUCbiBaTb C COOTBETCTBYIOLUMMM NOAPOOHOCTAMY  Ore-
paumu. KOTOpble MOA/IeXaT BbINOMHEHWIO, Mepbl MPEeAOCTOPOXHOCTY, KOTOpble CriedyeT cobnojatb, a Takke
KpUTEpUM, NPUMEHVMbIE BO BCEN AeATEeSIbHOCTI, ONMCAHHOMN B HACTOSILLIEM CTaHAapTe.

17.3.2 HanmeHoBaHve, cogepxaHue 1 Lesb JOKYMEHTOB L0/DKHbI ObITb OnpeseseHb.

17.3.3 [JOKyMEHTbI [O/DKHbI ObITb:

a) HanmcaHbl TakiM 06pa3oM, YTOObI BbITb MOHATHLIMU Y UCHEPMbIBAOLLVIMM;

b) coriacoBaHbl, YTBEPXOEHbI, MoANMCaHbl M [ATMPOBaHbl  YNOMHOMOYEHHBIMM  JvMULAMW  Mepes, ux npu-
MeHeHVeM,;
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C) ochopM/IEHbI, aKTYarM3MpoBaHbl, OTMEHEHbI (MPY HEOGXOAMMOCTY), PACTPOCTPAHEHbI, CUCTEMATU3M-
poBaHb|;

d) naeHTMMLMPOBaHDI AJ18 rapaHTK TOro, UTO YCTapeBLUME AOKYMEHTbI HE UCTIOb3YHOTCS;

€) AOCTYMHbIMU [i/151 COOTBETCTBYHOLLIETO NEPCOHANa;

0 V3bATHLI 13 paboyeli 30HbI N YHUUTOXEHbI, EC/IN OHW YCTapesn.

17.34 Cnepnyer, 4TobbI 3armcy, AN KOTOPbIX TPEBYETCA BHECEHWE PYKOMUCHBIX JaHHbIX:

a) cofepXasv ykasaHuisi, Kakne JaHHble CefyeT BHOCUTD;

b) GbUIM HANMCAHBI YETKO HECMbIBAEMbIMM YEPHUIAMY;

) 6bUM NoANUCaHbI U AATUPOBaHSI;

d) 6bUm ncrpaBneHbl (ECnn TPEBYETCA) MPU COXPaAHEHNN NEPBOHAYA/ILHO 3arMcK NIErKOUATAEMON: NPK
HEOBX0AMMOCTY AO/MKHO ObITh YKa3aHO OCHOBaHWE [/151 BHECEHWS MCMPaBIeHWIA.

17.4  TepecmoTp

IMpy HEOBXOAMMOCTM [OKYMEHTLI CrIeAyeT NepecMaTprBaTh, C ykasaHieM Hovepa 13MeHeHus. OcHoBa*
HYie /159 KKOr0 NepecMoTpa A0/HKHO COXPAHSITLCS.

17.5 ApxvBupoBaHve

17.5.1 Cnepyet apxvBUPOBATH TO/ILKO OPUTMHATBHBIE JOKYMEHTbI U MPUMEHSTH TOSTbKO KOHTPO/TbHbIE
Konvu.

17.5.2 CpoK apXx1BMpoBaHNA OPUrMHaUTbHLIX AOKYMEHTOB AO/MKEH ONPEAENATLCA COMIacHO YCTaHOB/EH-
HbIM Mpaswiam.

17.5.3 XpaHeHre OpUrvHasIbHbIX JOKYMEHTOB A0/DKHO ObITb 06EeCreyeHo Hag/1exallym o6pasom.

17.5.4 [loKyMeHTbI MOXHO apXMBMPOBATb Kak Ha 3/TEKTPOHHOM, Tak 1 ByMadkHOM HocuTene, 1 UX yao60-
YMTAEMOCTb 0/DKHA ObITb ObecreveHa.

1755 Konum JomkHbI XpaHUTLCA OTAE/IbHO B HEJOCTYMHOM MECTe U perynsapHO OOHOB/ISATLCS.
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YK 665.57/.58.012.2:006.35 MKC 71.100.70 HoT

KntoueBble  cnosBa:  napdproMepHO-KOCMETUYECKas — NPOoAyKUMs,  Haf/iexallas  Mpou3BOACTBEHHAs  MpakTvka
(GMP). obecneyeHue kayecTsa
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