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Mpeancnosue

Llenn n npuHUMnbl cTaHgapTu3aumn B Poccuiickoil ®efepaunn ycTaHoBNeHbl defepasibHbIM 3aKOHOM
0T 27 gekabps 2002 r. Ne 184-d3 «O TEXHUYECKOM perynnpoBaHumn», a npasnna npuMeHeHNs HaunoHanbHbIX
cTaHgapToB Poccuiickoli ®epepaunm — FOCT P 1.0—2004 «CrtaHaapTusauusa B Poccuiickoii ®enepaumu.
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cTaHaapTa, ykasaHHoro B nyHkTe 4

2 BHECEH TexHuyeckum koMuTeTOM Mo ctaHgapTusaumnn TK 458 «IMpon3BoACTBO U KOHTPOSIb Kayec-
TBa NleKapCTBEHHbIX CPEACTB»

3 YTBEPXJEH W BBEAEH B AENCTBWE [pukasom ®enepasbHOro areHTCTBa N0 TeXHUYECKOMY
perynvpoBaHuio n MmetTponoruu ot 7 gekabps 2011 r. Np731-cr

4 HacToAwuii cTaHaapT MAeHTUYEH MexXayHapoaHoMY cTaHaapTy MICO 13408- 4:2005 «AcenTuyeckoe
Npou3BOACTBO MeAMLMHCKON npoaykuun. Yactb 4. Oumctka Ha MecTe» (ISO 13408-4:2005 «Aseptic
processing of health care products — Part 4: Clean-in-place technologies»).

Mpn NpyMeHeHNN HacTosLWEero cTaHAapTa pekoMeHAyeTCa NCM0/Ib30BaTh BMECTO CCbI/IOYHbIX MeXyHa-
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(3aMeHbl) UM 0T MEHBI HACTOSAILLEN0 CTaHAapTa CoOOTBETCTBYKLLEee yBeJoMeHNe 6yaeT ony6MKOBaHO
B ©XXEMECSYHO M34aBaeMoM UH(DOPMaLMOHHOM yKasaTe e «HalnoHanbHble CTaHgapThi». COOTBeTCTBY-
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BeeneHve

B komnnekce ctaHAapToB MO acenTU4yeckoMy MPOM3BOACTBY MeAMLMHCKOM NpoAyKuun cepum
MNCO 13408 paccmaTpuBatoTCst pas/iMyHble CTOPOHbI 3TOW NPOGEMbI: 06LLMe NOMNOXEHNS, PUNbTPaLNA XNU-
KocTei, nmodhunusayus, ctepunnsaumsa Ha mecte v gp.

HacToAwwii ctaHgapT ycTaHaBnneaeT TpeboBaHUS K 0UMCTKe Ha MecTe 060py0BaHuUs, NCNOIb3YyeMOoro
npy NPOM3BOACTBE MELMULMHCKOW NPOAYKLMU, B TOM YMC/e K TEXHUYECKMM cpefcTBam, MeToAaM aTTectaumm
NpPOLECCOB OYUCTKU U TEKYLLLEMY KOHTPOJIIO.

Mpouecchl 0OYNCTKM Ha MecTe npegHa3HaveHbl A1 NPoBeAEHUS OYNCTKN Y3/10B 060pYA0BaHNSA U LieNbiX
TEXHOJIOrMYeckux cuctem 6e3 nx pazbopku. IT0 yMeHbLUaeT He06X0AUMOCTbL onepaLuii No AEMOHTaXY CheM-
HbIX YacTel ¥ BbINO/THEHWNIO COEAMHEHWI B YNCTbIX ycnoBusax. Mpumepammn Takoro o60pyf0BaHUsa MOTYT Cy-
XWTb COCYAbl, pe3epByapbl, Tpy60npoBoAbl MMO(UNbHBIX YCTAHOBOK U Mp.

B 60/bLUMHCTBE C/lyYaeB Moc/ie O4YUCTKM Ha MecTe BbINO/THAETCS cTepunnsaumns obopyfoBaHmsa Ha Mec-
Te (MCO 13408-5). HecmMoTpsa Ha CyLeCTBEHHbIE Pa3INunA Mexay aTuMU MeTofaMu, UX 06beuHseT OauH
npvHUun — obpaboTka o6opyaoBaHUsA Ha MecTe, 6e3 ero pa36opku.

B TEXHOMOrMM OUYNCTKM HA MECTE BaXKHYHO PO/ib UTPAKOT KOHCTPYKLMSA 060pyi0BaHMS, OT KOTOPOIA 3aBUCUT
BbINO/IHEHME TPe6OoBaHW N0 NpeAebHO AONYCTUMbIM BeNIMYMHAM 3arpsA3HeHUi nocne NpoBeAeHNs OUUCTKM.

Komnnekc mexayHapogHbix crtaHgaptoB WMCO 13408 noAarotoBrieH TexXHWYECKUM KOMUTETOM
NCO/TK 198 «CTepuiumsaumnsa MeanLMHCKOW NPOAYKLUN» 1 COCTOUT U3 CNeayoLLnX YacTe:

-YacTtb 1. O6wme TpeboBaHUS:

- YacTb 2. dunbTpaums;

- Yactb 3. /lnodmnmsauyms;

- YacTb 4. OumucTka Ha mecte;

- YacTtb 5. CTtepunusauus Ha MecTe;

- YacTb 6. M3onumpytolune cuctemsl.
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HAUWOHANBbHBIN CTAHOLAPT POCCWUMCKOW SGEALEPALUMN

ACEMTUYECKOE NPOU3BOACTBO MEAULIMHCKOM NPOAYKLM

YacTtb 4

OyucTka Ha MecTe

Aseptic processing of health care products. Part 4. Clean-m-place technologies

JNata BBegeHna — 2012—12—01

1 O6nacTb NpUMeHeHNA

HacTosiwumii ctaHgapT ycTaHaBnuBaeT obuwme TpeboBaHMs K ouncTke Ha mecTe (CIP) noBepxHocTel
060pyAoBaHus, conpukacaLLMxcs ¢ NPoAyKTOM B acenTUYeckux npoueccax NponM3BoACcTBa CTEPUbHON Me-
AVLMHCKONM NPOoAyKUMK, Y yCcTaHaBNnBaeT TpeboBaHna KaTTectauun, NCNbITAHUAM, TEKYLLEMY KOHTPOJTIO U 3KC-
nayatauumn npoueccos 1 060pyf0BaHuS.

CTtaHfapT pacnpocTpaHseTCs Ha NpoLecchl, B KOTOPbIX MOKLME CpeacTBa NOAAKTCA Ha BHYTPEHHMe
NoBEepPXHOCTW 060pyAOBaHNSA, conpuKacarwmecs ¢ NpoAykToM. KOHCTPYKUMSA 3TOro 060pyA0BaHUS [O/MKHA
yunTbiBaTh TPEO6OBAHNA METOA0B OUUCTKM Ha MecTe.

CTtaHfapT He pacnpocTpaHaeTcsa Ha cyyau, korga o6opyoBaHue pa3brpaeTcsi U ero YacTu NpoxXoasaT
06paboTKy B MOEUHbIX MallnHax.

CTaHAapT He 3aMeHseT gpyrue HopMaTuBHbIE OKYMEHTbI, B TOM uncie u Mpasuna npoM3BoACcTBa U KOH-
TpONs KayecTBa sieKapCTBeHHbIX cpeacTs (GMP).

2 HopwmaTtvBHbIE CCbIIKU

B HacToslem cTaHgapTe UCNOob30BaHbl HOPMATUBHbIE CCbITKU Ha Cneaytoline 4OKYMEeHTbI:

MNCO 13408-1 AcenTuyeckoe Npov3BOACTBO MeAWLMHCKONM npoaykumm. YacTte 1. Obwme TpeboBaHus
(ISO 13408-1, Aseptic processing of health care products. Part. 1. General requirements)

NCO/M3K 90003 TexHuka nporpammHoro obecneuveHus. PekoMeHZauuum Mo  NPUMEHEHUI0
MCO 9001:2000 k KomnblOTEPHOMY NporpaMmHomy o6ecneveHunto (ISO/IEC 90003. Software engineering —
Guidelines for the application of ISO 9001:2000 to computer software)

3 TepmuHbI 1 onpepeneHns

B HacTosLem cTaHgapTe npuMeHeHbl TepMUHbI o MICO 13408-1. a Takke creayioLime TEPMUHBI C COOT-
BETCTBYIOLLMMMN ONpeseneHnsiMu:

3.1 wmotolee cpeacTBo (cleaning agent): OpraHuyeckoe nUan HeopraHM4yeckoe XMmmnyeckoe cpeacTso,
BK/IlOYaloLLee BOAY, ETEPreHT UAN NX CMEChb, U UCNOMb3yeMoe B MPoLEeccax o4YnMcTki 060pya0BaHus.

3.2 ouucTtka Ha mecTe (clean-in-place — CIP): MeTof OuMCTKM BHYTPEHHWX MOBEPXHOCTElW uacTeit
060py0BaHNA WU TEXHOIOTMYECKO CUCTEMBI B LienioM, 6e3 pa3bopku uam ¢ MUHUMasbHO pa36bopKoiA.

MpumevaHnne — Metog CIP npegycmaTpuBaeT Takxe yganeHue oCcTaTKkOB MOMLWEro cpejctsa A0 YypPOBHA,
onpepensiemoro Tpe6oBaHWAMMU K NPOAYKLMUK U npoLeccy.

3.3 «mepTBasa» 30Ha (dead leg): MecTo, AOCTYNn MOIOLLEro CpPeAcTBa K KOTOPOMY 3aTpyfHEH B cuiay
KOHCTPYKTUBHbIX 0COGEHHOCTe 060pya0BaHus.

M3paHue ouynanbHoe
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3.4 aTTecTauus KOHCTPYKTOPCKOU gokymeHTauuu (npoekta) (design qualification): JokymeHTanb-
HOe NoATBEPXAEHME TOro, YTO NPOEKTHbIE PELLEHNS, KOHCTPYKLUA 060pyA0BaHNA NN CUCTEMbI COOTBETCTBY-
10T CBOEMY Ha3Ha4YeHMIO.

3.5 cneundukauma TpeboBaHuii K 6e3onacHoCcTM MaTepuana (material safety data sheet): Joky-
MEHT. yCTaHaB/IMBalOLWNIi TpeboBaHUS K MaTtepnasly C y4eTOM ONacHOCTU BANUSHWA Ha YesloBeka 1 OKpyXato-
Lyt cpesy v Mepbl o6ecneyeHnss 6e3onacHOCT Npu o6paLLeHny ¢ MaTepuasiom 1 ero yTuansauum.

3.6 Hamxygwme ycrioBus A1 O4UCTKM (worst-to-clean): Ycnosus, npu KOTOPbIX o4MCcTKa obopyaosa-
HUA NpegcTaBnseT HanbobLUY TPYAHOCTb.

Mpumepbl — TPyaHOCTb OYUCT KM 3aBUCMT OT MOANexawux yjaneHuto maTepnanos, xapakTepa obpa-

6aThbiBAEMbIX NOBEPXHOCTEN, TpebyeMbix napamMeTpOB NpoLEecca M TO4YEeK, B KOTOPbIX HYXHO MPOBECTH
0UNCTKY.

4 32nemMeHTbl CUCTEMbI OBecrnevyeHnsa KadecTBa

4.1 O6wme NoNoXeHNs

4.1.1 CnepyeT BbINONHATL TpeboBaHns NCO 13408-1.

4.1.2 Cnepyet pa3paboTaTtb ¥ BbIMOMHATb UHCTPYKLMN (METOAMUKM) MO NPOBEAEHMIO NpoLecca O4YNCTKN
Ha MecTe, ero aTTecTauun v TeKyLwero KOHTPONs.

4.1.3 [okymeHTbl, Tpebyemble HaCTOAWMM CTaHAAPTOM, Mognexar nepuoguyeckomy nepecmoTpy u
YTBEPXAEHWIO YNONHOMOYEHHbIMU Ha TO ML aMK.

4.1.4 CnepyeT BeCTv AOKyMeHTaLMIO N0 pa3paboTke, aTTrecTauuy 1 TekyLwemy KOHTPOsI0, NoATBEpPXAa-
IOLLt0 BbINOSIHEHNE TpeboBaHWUii HacToALLEero ctaHaapTa.

4.2 OTBETCTBEHHOCTb 3a BbINOJ/IHEHNE TpeboBaHUi cTaHgapTa

4.2.1 Cnepyet pa3pabotaTb [OKYMeHTauUuio, onpefensiowyo nopsgok kanmbposBku (MOBEPKW) KOH-
TPO/IbHO-N3MEpPUTENbHbIX NPUBOPOB W/UN CUCTEM.

4.2.2 Ecnu peanusauus TpeboBaHWii HACTOALEro CTaHAapTa BO3/I0XEHA Ha opraHusauuv, uveLme
pa3Hble cucTeMbl o6ecneyeHns KayecTsa, TO [O/DKHbI OblTb ONpefeneHbl Npasa W OTBETCTBEHHOCTb 3TUX
opraHusauuii.

4.3 OpraHusauymsa npouecca paspaboTku

Bbi6op (pa3spaboTka) MOKOLLMX CPEACTB, MeTofa OUYUCTKMA, 060PYA0BaHNA CUCTEMbI OYMCTKA HA MECTE U
060pyAoBaHNs, Nofnexaliero o4ncTke Ha MecTe, A0/DKHbI 0POPMAATLCA AOKYMEHTasIbHO. [JOKyMeHTaL o
cnepyet nepecMarpusaTtb B N71aHOBOM MOpPsAKe C COOTBETCTBYOLWUM 0hOPMIEHNEM.

4.4 KOHTPO/IbHO-N3MepuTesibHble NPU6OpPbI N CUCTEMbI

4.4.1 Kanunbposka (NoBepka) KOHTPO/IbHO-U3MepUTEbHbIX NPUBOPOB MK CUCTEM A0/KHA BbITb 0dhop-
M/1IeHa AOKYMEHTasbHO.

4.4.2 TOYHOCTb M MOTPELUHOCTb KOHTPO/IbHO-U3MEpPUTENbHbLIX NPUBOPOB [O/MKHBI COOTBETCTBOBATH
npoueccy, B KOTOPOM OHW UCMO/b3YHTCS.

5 Tpe6oBaHUsi K NpoLeccy 1 060pyaoBaHIo

5.1 O6wme NonoxeHns

5.1.1 XapakTepucTvka MeToAa O4MCTKM Ha MecTe AO0/DKHA Bk4aTb, MO KpaiiHoW Mepe, cnegytowmne
hakTopbl:

a) dmsnyeckme n xMMmyeckue cBoOCTBa matepuana, 0T KOTOpPOro f0/MKHa ObITb OUULLEHA NOBEPXHOCTD,
C y4eToM cu/bl afres3un matepuana K JaHHOW NoBEpPXHOCTY;

b) husnyeckme n Xummnyeckne CBONCTBA U NPUHLMN AECTBMA MOIOLLLEro cpeacTaa:

C) B3aMMHyl0 COBMECTMMOCTb 060pYyAOBaHMsA, MOIOLLEro CpeacTBa U yCnoBuin paboTsl;

d) pgnutenbHOCTb Nepuoga BpeMeHu A0 NPOBeAEeHNS OYUCTKN 1 YCNOBUS, KOTOPble A0/KHbI ObITh 06ec-
neyeHbl B 3TOT Nepuoga;

€) 4MCNo UMKIOB OYMCTKM (O4HOpPA30Basi ouMCcTKa U/unm mMHoropasoBas):

f) pnuTenbHOCTb Nepuoja HanosHeHUs MOKOLWMM CpeACcTBOM 1 06paboTkuy;

) MeToj nepemelumBaHnsa Uan pacrblIEHNs MOILEro CPeACcTBa,;

h) nopsagok yaaneHus moroLero cpeacrea,;

i) NMoOpsfOK BbiCyLLMBaHWUA 060pYA0BaHNSA NOCE OYUCTKY;
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j) Mepbl Mo noaaepxaHnio 060pyA0BaHUSA B YACTOTE MNOC/E 3aBEPLUEHNS OYUCTKY,

k) mMakcMmanbHO JOMYCTUMYIO A/IMTENBHOCTL NEproda Mexay 3aBeplueHNeM OYUCTKM U HayasioMm wc-
nonb30BaHMA 060pyAoBaHNSA, a Takke YCNoBUSA, B KOTOPbIX AO/MKHO HAXOAUTbLCA 060pyAOBaHNe B TeYeHne
3TOro nepuoja BpeMeHu.

5.1.2 Motowue cpefcTsa A0/MKHbI NOJABATLCA B HY)XHOE BpeMsl, B TpebyeMbIX KONnYecTBax 1 KOHLEH-
Tpayuax Ko BCEM 4acTAM CUCTEMBI.

5.1.3 [nAa obecnevyeHunss a(peKTUBHOCTN OUYNCTKM Ha MecCTe crieflyeT KOHTPO/MpoBaTb HEOO6XOANMblE
napameTpbl OUYUCTKU U pe3ysibTaTbl KOHTPOS 0DOPMNATL AOKYMEHTA/IbHO. DTY YC/I0BUA CriedyeT NoAaepXu-
BaTb B YCTAHOB/IEHHbIX NpeAeniax n KOHTPONPOBaTh UX 3HAYEHUSA.

5.1.4 Ecnu npegycMoTpeHa o4ncTka Ha MecTe 60MbLUOoW CMCTEMbI NYTEM pasfe/ieHns ee Ha HECKOJIbKO
CEerMeHTOB, 3TV CErMeHTbI fO/MKHbI NepekpbIBaTh APYr Apyra, 4To6bl 06ecneynTb ahPEKTUBHYIO OUNCTKY BCeit
CUCTEMBI.

MpumeyvyaHune — HecmoTps Ha TO. UTO BCA TEXHOJIOTMYECKAA CUCTEMA MOXET paccmaTpuBaTbCA Kak efuHoe
uenoe ANnA OYNCTKN Ha MecTe, MOXeT OKasaTbCs LI,EI'IEC006pa3HbIM pasfnenntb ee Ha HeCKOJ1bKO '—IaCTeVI, 4TO6bI ynpocTnTb
npoyecc O4YNCTKU.

5.1.5 MoxeT BO3HWKHYTb HEOBXOAMMOCTb B OpraHn3aLmn CoXHON nocnefoBaTeNlbHOCTU OTKPbIBAHUSA
1 3aKpblBaHUS KnanaHoB B Tpy6onposogax cuctemsl. Mpn pyyHOM ynpasieHun knanaHamu TpebyeTtcsa noa-
po6Hasa MHCTPYKLMA NO BbINOJIHEHWIO KaXXA0W onepauun. MNpu aBToMaTMyeckom ynpasieHun cuctema ynpas-
NneHnsa fgomkHa 6bITh TWaTenbHO paspaboTaHa u ucnbiTaHa (aTrecToBaHa).

5.2 3@ dheKTMBHOCTb OUYNCTKN Ha MecTe

5.2.1 B [OKyMeHTauuu JO/MKHbI 6bITh YkasaHbl TpebyeMblii ypoBEHb YACTOTI, NpefesibHO A0NYCTUMbIe
3HAYEHNSI OCTATKOB NPOAYKLMU U NpMBeAeHO 060CHOBaHVE NapaMeTpoB npoLecca. He gonyckaeTcs Hannune
0CTaTKOB, KOTOPblE MOTYT NPEACTAB/MATL CYLLECTBEHHbIN pUCK A1 6e30MacHOCTY nauueHTa.

MpumeyaHue— KoctaTkam MOTyT 6bITb OTHECEHbI NMPeALIeCTBYOLWNA NPOAYKT, NPOAYKTbI pacnaga u/mnm mo-
lowue BeliecTsa.

5.2.2 TpeboBaHUS K UNCTOTE 3aBUCAT OT XapaKTepuUCTMK NpeLlecTBYOLLEro NPpoAyKTa, BKIKOYas ero ak-
TUBHOCTb, TOKCUYHOCTb, 6MO/I0rMYECKY0 COBMECTUMOCTb, KAHLLEPOreHHOCTb. MyTareHHOCTb, CEHCUBUNN3NPY-
lowme ceoicTBa (ecsim Npov3BOACTBO BbINOMIHAETCA He Ha Cneuvann3vMpoBaHHOM A8 AaHHOro npoaykra
o6opyaoBaHun) 1 np. Ecnv HEBO3MOXHO yAaIUTb OCTaTKU NPOAyKTa ¢ TpebyeMoit apeKTUBHOCTLIO, TO MO-
XeT oka3aTbCsl He06X0AMMbIM UCMONb30BaHKe Cneunann3npoBaHHOro 060pya0BaHUs.

5.3 O6opynoBaHue

5.3.1 O6opynoBaHue, noanexallee o4NCTKE Ha MOCTe

5.3.1.1 KOHCTpyKUMS 1 TEXHONOINS N3roToBAEHNS 060pyA0BaHNA AO/MKHbI 06ecneynBaTb €ro Npucno-
COB/IEHHOCTb K O4MCTKE C YH4EeTOM XapakTepuCcTUK NPoayKunM. MecTa ¢ HauxyALmMMmn yCnoBUAMN 415 OUUCTKM
[OMXHbI 6bITb CBEAEHbI K MUHUMYMY. [MOBEPXHOCTUN AO/IXKHbI ObITb rNaAKUMU, HENMPOHULAEMbIMU, HEMpPepbIB-
HbIMU, MOIMPOBAHHBIMU N HE VMETb Na30B U BbIEMOK.

MprnmeyvyaHne — «MepTBble» 30HbI, MecTa TPy60NpPOBOAOB CO CTOAYEH XNAKOCTbIO, U3TNGbI («Nneyn») pesep-
BYyapoB. BHYTPEHHNE NMOBEPXHOCTH CMOXHOW hopMbl (Hanpumep, YNJOTHEHUS COEAUHEHNI U BHYTPEHHME YACTU HACOCOB)
MOTyT paccMaTpuBaTbCsl Kak MecTa C HauxyALW MmN YyCA0BUSMU ANA OYUCTKA.

5.3.1.2 Mpwu KOHCTPyuMpoBaHUKM 06OpPYyAOBaHUS credyeT NpeaycMoTpeTh, No kpaiiHeli mepe, cnepyto-
wee:

a) rnNafKocTb BHYTPEHHUX NOBEPXHOCTeNn 060pyAoBaHNS;

b) pacnpegefneHne MOKLLEero cpeAcTaa No BCEM HEO6XoAMMbIM MecTaM (KnanaHbl, CoeAnHeHNs, c6o-
pPOUHble y3Mbl PUALTPOB);

C) HeobXxo4MMOCTb UCMOMNb30BaHNA CneLnasbHOro 060pyAoBaHNsA, Hanpumep, pacnbliMTenei, BK/IO-
yas UX Yucno, MecTa yCTaHOBKU 1 CEKTOPbI AeCTBUS;

d) oTcyTCcTBUE «MEpPTBbIX» 30H B Tpy6onposoaax,

€) opraHusaumio CTOKOB B CUCTEMe, HampuMep, YK/IOHbl TPy6ONpoBoAOB AN ob6ecneyeHns NosHoro
yAaneHus octaTkoB XWUAKOCTU U3 CUCTEMbI:

0 coBMecTMMOCTb MaTepuanos 06opyfoBaHus (Tpyo, pesepsByapos, knanaHos, hopcyHOK, hIbLTPOB,
npoKNafok, 4aT4nkoB 1 Np.) C MOKOLMMK CPeACTBaMMN 1 YCNOBUAMY NMPOBELEHUS npoLecca;

1) BO3MOXHOCTb A0CTyNna [/19 NPOBEPKN YC/TOBUIA OUYNCTKN B COOTBETCTBYIOLLMNX MecTax;

h) 3awuTy 06pabaTbiBa€MOro 060pyA0BaHNS OT MOBTOPHOIO 3arps3HeHus.
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5.3.1.3 [okymeHTauus Ha 060pyoBaH/e JO/KHA BKIYaTb, MO KpaliHel Mepe, cnegymwoulee:

a) onucaHue obopyaoBaHuA, BKOYas BCNoOMorartesibHble YCTPOCTBa, Matepuasbl, U3 KOTOPbIX U3ro-
TOBMIEHO 060pYAOBaHNE, U UCNONHUTENbHbIE YEPTEXN;

b) [OKYMeHTaLuio Ha Mool e cpeAcTBa U MeTofbl 06paboTku, BKOYasa f06aBkn 1 MaTtepuabl, Cyxa-
LLiMe OCHOBOI 7151 MONyYEHUS MOIOLLUX CPeACTB;

C) AaHHble 0 KOHTPOJIbHO-U3MEpPUTENbHbIX NPMbopax A5 NpoLecca 04NCTKM, BKOYASA XapakTepucTuku
JaTunKoB, MecTa UX pacnosioXeHns, CpeAcTBax UHAMKALMN 1 3annUCKh pesy/ibTaToB KOHTPOIS;

d) ykasaHusa no TexHuke 6e30nNacHOCTV 1 OXpaHe OKpyxXatoLei cpeapl;

e) TpeboBaHWs K MOHTaXy, NPy HeobXoAMMOCTH;

f) pokymeHTanbHOe noATBEpPXAEHNE COOTBETCTBMA NPOrPaMMHbIX CPEACTB YNpaBneHus n/uam KOHTpons
npouecca CBOeMy Ha3HaYeHWUo N CBUAETENbCTBO O TOM, YTO OHM pa3paboTaHbl B COOTBETCTBUM C CUCTEMOIA
obecneyeHns kavecTsa;

) NNaHWPOBOYHbIE PEeLLEeHNs U YepTexun 060pyAoBaHusA, Nogaexallero o4McTke, ¢ ykasaHmem knana-
HOB 1 MOTOKOB y4acTBYHOLMUX B NpoLiecce cpeg,.

5.3.2 O6opygoBaHue, BbINOAHsAOLWEee oUncTKy Ha mocTe (CIP)

5.3.2.1 KOHCTpyKU1Si 1 TEXHOMOrMS M3roTOBNEHNS 060pyA0oBaHNA AO/MKHLI NpegycmaTtpmsaTb adydek-
TUBHOE NPOBEAEHNE OUMCTKMN HA MEeCTe 1 ee KOHTPOb. MNpu aTTecTaunm npoLecca OYNCTKN HYXHO NPOBEPUTD,
no KpaliHeii mepe, cnegyollee:

a) NopsAAOK NPUrOTOBIEHUS W YCIOBUSA XPaHEHUS MOIOLLMX CPeCTB;

b) mojadvy MoKLMX CPeacTB B obpabaTbiBaeMoe 060pyA0BaHNe C y4eTOM TPebOoBaHUA TEXHOMOTUN Y
6e3onacHocTy;

C) pacnpefeneHne MOLLEro cpeActsa BHyTpu obpabaTbiBaeMoro o6opyAoBaHus;

d) obecneuyeHve ycnosuii ans adhheKTUBHON OYNCTKU BCero 060pyoBaHnsa (HanpuMep, AaBneHust npu
nojaye MOIOLLEro CPOACTBa W ero Temneparypbl).

5.3.2.2 [lokymeHTauusa Ha 060pyaoBaHNe fO/MKHA BKYaTb, MO KpaliHeiln mepe, cnegyloLlee:

a) onucaHue 060pyAoOBaHMA, BKOYaA BCNOMOraresibHble YCTPOCTBa, Matepuasnbl, U3 KOTOPbIX U3ro-
TOB/IEHO 060pyAOBaHNe, Y UCMOSTHUTESIbHbIE YepTexu,

b) AOKYMeHTaLuo Ha MoKl Me cpeAcTBa u MeTofbl 06paboTku, BKIOYasa A06aBKM 1 Matepuasbl, Cayxa-
LMe OCHOBOI ANA NOMYyYEHUS MOIOLLUX CPEACTB:

C) [AaHHble 0 KOHTPO/IbHO-U3MepUTE bHbIX NPMGopax AN NpoLecca OYNCTKU, BKIOYAS XapaKTepuCTUKM
[aTunKoB, MecTa X pacnosioXeHns, NopPAA0K MHAMKALMM 1 3anucK pesynbTaToB KOHTPONS:

d) ykasaHus no TexHuke 6e30NacHOCTV 1 OXpaHe OKpyxXarwLel cpeapl;

e) TpeboBaHWs K MOHTaxy, Npy HEOBX0ANUMOCTH.

MpumeyaHue — KITOMy MOryT OTHOCUTLCS, HANPUMEpP, MECTO PACMOIOKEHUSI N OKPYXeHNE 060pyAOBaHNS,
BCMOMOraTesibHble CUCTEMbI /1 NPOBEAEHNA OYNCTKM HA MecTe N MecTa MOHTaxa cuctembl CIP;

f) [OKyMeHTaslbHOoe NoATBEPXAEHNE COOTBETCTBUA MPOrpaMMHbIX CPeACTB ynpaBaeHns U/mnm KOHTpons
npouecca CBOEMY Ha3HAYeHWUO N CBUAETENbCTBO O TOM. YTO OHM pa3paboTaHbl B COOTBETCTBUM C CUCTEMON
obecneyeHns kayecTsa.

5.3.3 O6HapyxeHu1e 0TKka3oB

CnepfyeT npeflyCMOTpPeTb Mepbl 3alMTbl, KOTOPbIE He fonyckaav 6bl HENpaBuIbHON perncTpauum napa-
MeTpoB npotecca (Hanpumep, nokasaHue M0XHbIX faHHbIX 06 ah(PeKTUBHOCTU npoLiecca, B TO BPEMS Kak OH
Heah(heKTNBEH) B C/lyyae OTKasa CUCTEMbI Yrpas/ieHNUs NpoLEeCcCoM.

6 Tpe6oBaHMA K MOIOLIMM CpeAcTBam

6.1 BbI6Op MOKOLWMX CPeACTB

6.1.1 [JonyckaloTcs K MPUMEHEHMIO TO/IbKO MOoLLMe CpeAcTBa, NPUroAHOCTb KOTOPLIX A5 UCNO/b30Ba-
HUS MO Ha3HavYeHWo NoATBePXAeHa. A Bbibopa MOLWMUX CPeACTB HYXHO yunTbiBaTb, MO KpaiiHel mepe, cne-
aytouee:

a) hmsnyeckne n xuMmyeckme CBOKCTBa MaTepuanos, OCTaTkv KOTOPbIX AO/MKHbI GbiTb yAaneHbl MO-
MM CpefCcTBOM,;

b) 3ah(peKTMBHOCTL MOKOLLETO CPeACTBa,;

C) ero COBMeCTMMOCTb C 06pabaTbiBaeMbIM TEXHONOIMYECKM 060py0BaHNEM,;

d) BO3MOXHOCTb yAasieH!s OCTaTKOB MOILLEro CpeAcTBa, BK/IoYas MeTo 06HapyXXeHns 0CTaTKoB MOHO-
LLMX CpeacTs.

6.1.2 MoxeT notpe6oBaTbCs yAaneHne ocTaTkoB MOOLLEro CpefcTsa C NMOMOLLbIO APYroro MOKLLEero
CpeacTBa, Hanpumep BOAbl OYMLLEHHON MW BOAbI ANA UHBEKLNIA.

4
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NMpumeuaHue — MNpumepamu MOKLWUX CPEACTB MOTYT 6bITb BOAA, rOpsAivas BOAA, AETEPreHTbl, pacTBoOpbI Wie-
noyeil. ropsume pacTBOPbI LW eoYeid, opraHndeckne pacTBOPUTENIN UK KUCIOThI.

6.2 KayecTBO MOMOLWMX CPeacTB

CnepyeT 3agaTb, 060CHOBaTb 1 JOKYMEHTa/IbHO 0hopMuUTh B BMAE cneundmrkaumm (TEXHUYECKNX yCo-
BWi1) XapakTepuCTUKN MOIOLLMX CPEACTB, OTHOCALLMECS K UX KayecTBy. B cneundmkauuy AOMKHO 6bITb YUTEHO,
no kpaliHeli mepe, cnegyollee:

a) HavMeHoBaHVe MOHLLEro cpeacTaa:

b) XUMUYECKUiA cocTaB U MUKPOGUOIOrMyeckas YncToTa;

C) 3hpheKTUBHOCTb WM KOHLEHTpauus;

d) cpok rogHocTu.

6.3 TpeboBaHMA 6€30MacCHOCTU 1 OXPaHbl OKPYXatloLlen cpeabl

6.3.1 [aHHble 0 6e30nacHOCTM paboThl C MOKLLMM CPEACTBOM AO/IXKHbI ObITh MPEACTAB/IEHbI B 4OKYMEH-
TasbHOI chopwme.

6.3.2 [o/DKHbI 6bITb B HA/IMYMK AaHHbIE O BO3MOXHOM B/IMSIHUM MOIOLLETO CPEeACTBa Ha OKpYXXatoLLyto
cpepy.

7 TMpougecc ounctkn Ha mecTte (CIP npouecc)

7.1 TMapameTpbl npouecca

7.1.1 MeTof OUUCTKMN JOMKEH YUNTbIBATb OCOGEHHOCTU KOHCTPYKL KN 06pabaTbiBaemMoro o6opygosaHus
N hrsnyeckne 1 XMMnYecKne xapakTepuCcTUKN OCTaTKOB BELLECTB.

7.1.2 CnepgyeT onpefenuTb U JOKYMeHTaNbHO OOPMUTL MapameTpbl npouecca o4YnucTkm (cm. 5.2),
BKOYASA MUHUMASIbHO U MaKCUMasibHO AoNyCTUMble npeAesbl. 3T napaMeTpbl A0/KHbI 06ecneynTb Heo6xo-
AVMYI0 CTeneHb O4NCTKM 060py0BaHUSA [0 YCTAHOB/IEHHOTO 3apaHee ypoBHS.

K aTuM napameTpam OTHOCUTCS, MO KpaiiHeil mepe, cneayoLlee:

a) CKOpOCTb Nojayn MOILLEro CpeficTsa U faBsieHune;

b) HavMeHOBaHVe U KOHLEHTpaLWsa MOIOLLLEro CpeacTBa,;

C) TemnepaTypa MOIOLLEro CpeacTsa,;

d) Bpems NoaroToBku cUCTEMbI, 06paboTku, MHaKTVBaLMM/ONONACKMBAHNSA. YAaneHUs pacTBopa 1 BbiCy-
LUMBaHUS MOBEPXHOCTEN, CONpMKacaloLLNXCA C NPOAYKTOM;

e) obliee BpeMs OYUCTKM, BKIOYAA OMNosiackMBaHne 1 BbICyLUMBaAHUE, ecn 3To TpebyeTcs;

f) meTop nepemelunBaHus;

) pacxoj MOKLero cpeAcTsa 1 BoAbl A1 ONOAACKNBaHUS.

7.1.3 Tpu npon3BOACTBE pas/INyHbIX NPOAYKTOB HA OJHOM Y TOM Xe 060pyA0BaHuM cnefyeT BbiNo/HUTL
OLEHKY MO KpUTEPUIO HaMXyALwero cayyas u ycTaHoBUTb, yaasleHne 0CTaTkoB Kakux NPOoAyKTOB npeacTtasnset
HanbonbLUYI0 TPYAHOCTb, a TakKe OoCTaTKM KakuxX NpOofyKTOB SIBAAIOTCA Haubosiee TOKCUUHbIMU. PesynbTaTbl
oLeHkn cnegyeT 0QOPMUTb [OKYMEHTASIbHO.

NMpumeuaHune— B KauecTBe KPUTEPUS HAUXYAWErO CAyyas 4YacTO MCMNOMb3YOT BeWecTBa-MHAUKATOPbI.
ATTecTaums npouecca o4ncTku Ha mecte CIP MOXeT 6biTb OCHOBAHA HA 3TOM MOAXOAE BMECTO BbINOJ/IHEHUS atTecTayum
ONS KAXA0T0 Matepuana Unu npoaykTa B OTAENbHOCTH.

7.2 KOHTpO/b npouecca O4YNCTKN

7.2.1 O6Lme NooXeHUs

CnepyeT onpefennTtb U AOKYMEHTalbHO 0DOPMUTL NOPSAA0K KOHTPO/IS NapaMeTpoB npouecca.

7.2.2 Bbi6op meToga oTb6opa npob

Mpu BbIGOpe MeToAa 0T60pa NPob cneayeT yunTbiBaTb 0COOEHHOCTU KOHCTPYKL MM 060pyAOBaHNS, a Tak-
Xe dmsnyeckne 1 XuMmmnyeckne cBoiicTea npodykuui. OnmcaHue metofoB oTbéopa Nnpob NnprvBeAeHO B NpUIoXe-
Humn A.

MpumeyaHunsa

1 Kak npaBuio, UCNONb3yeTcst coueTaHUe BU3yaslbHOTO KOHTPO/S, METOAA Ma3koB 1 MeTO/Aa CMbIBOB.

2 lMpumepamy aHaNUTUYECKMX MeTOJ0B OL,EHKM KO/inyecTBa OCTATKOB BelleCTB ABAAIOTCA MeToAbl xpomaTtorpa-
¢dun (HPLC. TLC), aHann3a o6uero opraHmyeckoro yrnepoga (TOC), yneTpacunonetosoii abcopbumm, oueHkn pH. noHu-
3ayMun. NPoBOAMMOCTM, OCMOTMUYECKOTO AlaB/eHUs, OLeHKN LBeTa, 3anaxa u/uam Bu3yasbHOro ocMoTpa.

7.2.3 AHanuTu4yeckue MeToAbl U aTTecTauMsa MeTooB OoT6opa Npob
CnepyeT onpefenutb 1 arTecToBaTtb CNeyM{pUUYHOCTb U YYBCTBUTE/IBHOCTb aHa/IMTUYECKUX METOLO0B 1
3hbheKkTUBHOCTL MeToga oTo6opa Npob. MeTof AoMKeH paboTaTb B NPUCYTCTBUM APYTUX MaTepuasnos, Hanpu-
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Mep. MOLKX cpeAcTB. laHHble 06 achhekTMBHOCTU MeTofa oT60pa NPo6 AO/MKHbLI 6bITb BHECEHbI B MPOTOKON
arrecrayum.

7.2.4 Kputepuu npnemMnemMocTu

KpuTepun npuemnemMocTy OCHOBbLIBAKOTCS Ha pacyeTe BO3MOXHOIO nepeHoca 3arpsa3HeHunii B cneayto-
Lyt ceputo npoaykumn. O60CHOBaHNe Kputepves NPMEMIEMOCTU AO/KHO 6biTb OCDOPMIEHO AOKYMEHTa b-
Ho. Mpn pacueTe nepeHoca 3arpAsHeHVs B CAefYOLLyl0 Cepuio NpoayKuun cnepyet yyecTb BO3MOXHOEe
pacnpefiefnieHne ocTaTkos B 06LeM 06beMe CMbIBA WY B NEPBOM CMbIBE.

MpumedyaHne — OBOCHOBAHMEM KPUTEPUEB NPUEMIEMOCTU MOTYT GbIThb 4AHHbLIE O TOKCUYHOCTU, CMOCOBHOC-
TM MeToAa 06HApYXUBaATb 3arps3HeHUs N 3 PEKTUBHOCTU NPOBEAEHUSA OUYNCTKM HA MECTe.

7.2.5 BusyanbHblii oCMOTP

Bu3syanbHblli OCMOTP [0/MKEH BbINONHATL 0OYYEHHbI NMepcoHan Mo YTBEPXKAEHHbIM WHCTPYKLMSAM C
Liesiblo O6HapYXeHNs BUANMBbIX 3arpsa3HeHN. TV MHCTPYKLMWN AO/KHbI COAepXaTb TpeboBaHNA K OCBELLEHNIO
WNN K BCNOMoraTte/sibHbIM cCpefcTBaM A1 OCMOTpa.

7.2.6 KOHTPO/Ib XMMUYECKNX 3arpsi3HeHn

CnepyeT 060cHOBaThb BbI6OP MeToAa 06HApYXXeHUSA OCTATKOB XMMUYECKNX 3arpsA3HeHnii n onpesennTb
3ahheKTVBHOCTb METOAA OUMCTKMN Ha MecTe.

Lna o6HapyXeHNs 0CTaTKOB XMMUYECKUX 3arpPA3HEHWIA cnefyeT UCNo/b30BaTh OAWH U3 CreytoLmx me-
TOAOB:

a) npamoi meTof, onpefensoLwmnii KOIMYeCcTBO OCTATKOB Ha NOBEPXHOCTY 060pY0BaHNA UM B CMbIBE,
nnu

b) KOCBEHHbI MeTOj, M3MepeHUs napameTpoB, KOTOPble 3aBUCAT OT 3arpsA3HEHHOCTU, Hanpumep, npo-
BOAVMOCTb U KOIMYECTBO 06LLEro opraHn4Yeckoro yriepoga.

[na kaxaoro npogykra Ao/HKeH 6bITb YyCTaHOBMEH ¥ 060CHOBAH KPUTEPUIA MPUEMNIEMOCTH C yKazaHuem
ero B NpoToKosie atTectauumun. MNMprumMepsl pacyeta npusefeHsl B NpuioxeHun B.

7.2.7 KOHTpPO/Ib MUKPOGHBIX 3arpsA3HeHU

7.2.7.1 Cnoco6HocTb npoueccoB CIP yaanaTb MUKPOGHbIE 3arpsa3HEHUSs MOXeT ObITb BKIOYEHA B MPO-
rpammy atrecraLlmm 3TOro MeToa C NOMOLLbI0 Ma3KOB WU/IN CMbIBOB.

7.2.7.2 KpuTepwii npremMnemMocT LO/IKEH OblTb YCTAHOBJ/IEH C y4eTOM 3(h(PEKTUBHOCTM NOCeAyoLL et
06paboTkn (cTepunusauun).

7.2.7.3 Pe3ynbTathl aTTecTayuu AO/MKHbI NOATBEPANTL, YTO OUMCTKA HA MecTe U XpaHeHne o6opyaoBa-
HWS He foNnyCKaloT pacnpocTpaHeHNss MUKPOOPraHN3mMoB.

7.2.8 DHAOOTOKCUHBI

7.2.8.1 Mpwv npon3BoOACTBE NPOAYKL MUK, UMEIOLLE OrpaHNYeHNss Ha YPOBEHb 3HAOTOKCMHOB, NpU aTTec-
Tauum npouecca OYNCTKN Ha MecTe criegyeT OLeHNBaTb YPOBEHb 3HAOTOKCMHOB Ha 060pyA0BaHUN.

7.2.8.2 3TOT ypOBEHb HE [O/IKEH NPEBbILLATb YCTAHOB/EHHbIX TPE6OBAHUIA.

7.2.9 YacTtuubl

Mpu ouncTKe Ha MecTe A0/MKHbI ObITh YAasneHbl BCe YacTWLbl U NOCTOPOHHME BellecTBa A0 YCTaHOB/EH-
HbIX YPOBHeii, obecneynBaloLmX BbINOSHEHNE TpeboBaHN K YACTOTE NPOAYKLUW, BbIMYCK KOTOPOI NaaHunpy-
eTcs Ha JaHHOM 060pyA0BaHUN.

n punmMmevyaHune — OCHOBHbIM MeTo4O0M NMPOBEepPKN Ha OTCYTCTBME BOJZIOKOH, BOpCa v np. ABnsaeTca BI/I3yal1beII7I

ocmoTp. Ana o6HapyxeHus 6onee Menkux (HEBUANMbIX HEBOOPYXXEHHbIM F1a30M) 3arpA3HEHN MOXET BbINOMHATLCA aHa-
N3 CMbIBOB, YTO6Gbl NOATBEPAUTL CNOCOGHOCTL NpoLecca AaBaTb NPUEMIEMbIA 1 BOCMPOU3BOAUMbIN pe3ynbTar.

7.3 OcTaTKn MOKLWMX cpeacTs

lMocne 3aBepLUeHns OUNCTKN Ha MecTe MotoLLMe cpeacTBa A0KHbI 6bITb yaaneHbl N3 CUCTEMbI. Cne,u,y—
€T YyCTaHOBUTb U o6ocHoBaTb A0NyCTUMble 3Ha4Y€HUA OCTaTKOB MOKLWNX CPpencTB.

8 ArtTecTtauns

8.1 MeToaukun atTectaunmu

ATTecTauuto cnegyeT NpoBOAWTL B COOTBETCTBUM C YTBEPXKAEHHOW METOAMKONM, KOTOPYIO cneayeT nepu-
ofnyeckn nepecmatpusaTb. B meTogmke A0/MKHbI ObITh YKa3aHbl NOPAAOK MPOBEAEHNS aTTecTauun, Kputnyec-
Kne aTanbl W KpUTEPUM NPUEMIeMOCTU. ATTecTauusi KOHCTPYKTOPCKOW [AOKyMeHTauun (npoekta)
060pyA0BaHNsA, aTTecTauuns yCTaHOB/IEHHOro 060py0BaHMs, a Takke artTectalus B OCHalLeHHOM COCTOSIHUN
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N B aKcnnyataunn AoJ1IXXHbl BbIMO/THATLCA MO YTBEPXAEHHLIM METOoAUKaM. No6ble OTKOHEHUSA OT MeToANKN
AO0J/DKHbI paccnenoBaTtbCad, YCTPaHATLCA U 0q30pM}'IFITbCF| AO0KYMEHTasIbHO.

8.2 OueHka npouecca O4MCTKU Ha MecTe

[ns npoBefieHNs aTTecTaun MeToAa OUNCTKA HA MecTe AO/KHbI GblTb YCTAHOBMEHbLI KPUTEPUN NPUEM-
JIEMOCTU. UCXOAS U3 TPeGOBaHWIA K YNCTOTE 1 CMOCOBHOCTY YAANSTh OCTATKU MOLLMX CPeACTB (CM. pasgen 7).

8.3 ATTecTauusi KOHCTPYKTOPCKOW [OKyMeHTaumu (MpoekTa)

KOHCTpYKUUA (MPOEKT) CUCTEMbI OUUCTKM HA MECTE [0/MKHA 06EeCneyrBaTb COOTBETCTBME CUCTEMbI CBOE-
My HazHauyeHuto. Ha nepBoM 3Tane aTTecTalum Ao/mxHa 6bITb NPOBEAEHA aTTecTalns KOHCTPYKTOPCKOW fOKY-
MeHTauuu (NpoekTa) AN NOATBEPXAEHWS COOTBETCTBUS 060pyf0BaHUs, npouecca, NoMelleHnidi u
MaTepuasioB yCTaHOB/IEHHbIM TPE6GOBaHNSM.

8.4 ATTecTauusi yCTAHOB/IEHHOTO 060pPYA0BaHNs

8.4.1 O6Lme NooXxeHus

Llenbto aTTectaymm ycTaHOB/IEHHOT0 060pyA0BaHnA ABNSeTCA NOATBEPXLLEHNE TOr0, YTO BCE OCHOBHOE
1 BCriomoraTesibHoe 060py0BaHNe A5 NPOBEAEHUS OYUCTKN 1 [JOCTaBKM MOIOLLLEro cpefcTea 1 obopyaosa-
HVe. 4719 KOTOPOro NnpefycmaTpmMBaeTCcs O4MUCTKa, NOCTaB/IeHbl HA MECTO UCNO/b30BaHNSA U YCTaHOB/EHbI B CO-
OTBETCTBMM C 3a4aHHbIMU TpeboBaHVAMMU.

8.4.2 MoHTax o6opynoBaHus

8.4.2.1 Cnepyet NpoBepUTh, 4YTO AOKYMEHTALUN COOTBETCTBYIOT:

a) pacnosioxeHne o60pyaoBaHus:

b) MOHTax 060pyaoBaHuS;

C) nopcoeAnHeHNs 060pyA0BaHNSA K BHELLHUM CETAM.

8.4.2.2 CnepyeT npoBepuTb NpoBefeHVe KanmbpoBKu (MOBEPKM) BCEX KOHTPO/IbHO-U3MEPUTENbHbIX
nprvbopoB, NMELLNX KPMTUYECKOE 3HAYEeHMEe 418 npoLecca U UCNo/b3yeMblX 415 KOHTPOSA, UHAUKaLUA 1 3a-
nucu napameTpos.

MpumeyaHune — Kanubposka (noBepka) MOXeT 6bITb MPOBEPEHA B HaYasle aTTecTalum B OCHaLLeHHOM COCTO-
AHNK.

8.4.2.3 YcTaHOB/MEHHbIE KOMMNbIOTEPHbIE CUCTEMbI YNIPaBEHUSA U NporpaMMHoe obecneyeHre A0MKHbI
npowTn aTTectaymio Ha cootBeTcTBre MICO/M3K 90003 vnu Apyromy pyKoBOACTBY, OTHOCALLEMYCS K NPOU3-
BOJICTBY NPOAYKL WA,

8.5 ATTecTaums B OCHalEHHOM COCTOSHUM

8.5.1 ATTecTauus B OCHalLeHHOM COCTOSIHUM [OJIXHA NokasaTb, YTO YCTaHOB/IEHHAsA cUcTemMa MOXeT
BbIMO/IHATL OUYNCTKY HA MecTe BCero 060py0BaHNsA B COOTBETCTBUM C 3afjaHHbIMU napameTpamu.

8.5.2 Cnepyet npoBepuTb MHCTPYKLUK NO aKchyaTauum nybeautbes, 4To paboTta no HUM obecneunsa-
eT AOCTUXeHWe 3aaHHbIX TpeboBaHni. VIHCTPYKLMM No aKcnyaTauuy AoMKHbI cCofepxaTb, No KpaiHeih mepe,
cnefgyloulee:

a) noLuaroBbllii MOPSAO0K BbIMOSIHEHUS ONepaLuii;

b) MeToAbl 0GHAPYXXEHNA OTK/IOHEHUIA NapaMeTpoB LyKa O4YUCTKA U NPUHUMAaeMble Mepbl;

C) MHCTPYKUUW MO Kannbposke (NoBepKe) Y TEXHUYECKOMY 06CIYXUBaHWIO;

d) meTofbl 06HapyXeHus oWKBOK B NOKA3aHNAX KOHTPO/IbHO-U3MEPUTESbHbLIX NPUGOPOB;

€) AaHHble A1 KOHTAKTOB B C/lydae HeobX0ANMOCTM TEXHUYECKOW NOALEePXKN.

8.5.3 B TOYKax CMCTEMbI OYMCTKM Ha MeCTe, UMEIOLLNX BabKHOE 3HaYeHve, ciefyeT NpoBepuTb, K Kakum
nocneacTBUsAM MOXET MPUBECTU OTKa3 KOHTPOIbHO-U3MEPUTESIbHLIX NPUOBOPOB, NHAMKALMA 1 3anuCb Henpa-
BWUJ/IbHBIX pe3y/bTaTos.

8.6 ATTecTauusa B aKcnayaraymu

8.6.1 [laHHble, NoslyyeHHble Npu NPoBeAeHUN aTTecTauynmn ycTaHoB/IeHHOro 060pyAoBaHus 1 aTtTecTa-
LM B OCHALLEHHOM COCTOSIHUM, AO/KHbI GbITh YTBEPXAEHbI A0 HAYasa aTTecTauumn B akCnayaraumu.

8.6.2 CnepyeT NnpoBepuTb paboTy CUCTEMbI OYMCTKMA HA MeCTe Mpu 3afaHHbIX napameTpax 1 noaTeep-
OWNTb ee COOTBETCTBME KPUTEPUSIM NPUEMIEMOCTU BU3yasibHbIM OCMOTPOM U METOL4AMU Ma3KOB W/WN CMbl-
BOB. Pe3ynbTatbl A0/MKHbI OblTb OCOPM/IEHBI B BMAE MPOTOKONA, KOTOPLIA MokasbiBan Gbl. Y4TO MpoLecc
OUYMCTKM Ha MecTe oGecneumBaeT BbINOSIHEHWE TpeboBaHWli K NpesenbHO AO0MNYCTVMOWN BEMYMHE OCTaTKOB
3arpsisHeHNIA.
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8.6.3 Mpu aTTecTauuu B aKCNyaTaluu cnedyeT NPOBECTV OUYUCTKY HA MECTe He MeHee Tpex pas. npu-
ueM Bce pesysibTaTbl AO/KHbI GbITb MOMOXNUTENbHBIMU. STO CYXUT NOATBEPXKAEHNEM BOCMPOV3BOAVMOCTM 1
3 (heKTMBHOCTH NPOLIeCcCa OUNUCTKM.

Ecnu npouecc 04YMCTKM NpOLLes HeyAauyHo No NPUUYMHAM, He CBA3aHHLIM ¢ paboToil NCnbITyeMolt cucte-
Mbl OUMCTKM HA MECTE, TO B MPOTOKO/IE MOXET ObITh YKa3aHO, UTO OH He UMeeT OTHOLLEHUs! K JaHHOMY npoLiec-
CY OUUCTKU, U He TpeByeTcs NPoBeAEHNE TPEX YCMNELLHbIX NPOLECCOB OUUCTKU AOMOHUTEBHO.

MpumeyaHue — Mpumepammn TakuX OWKUBGOK MOTYT CNYXUTb C60U B 3NEKTPUYECKO CETU, HEBBINOJTHEHHOE 06~
CNyXuBaHWe UM 0TKa3 BHELWHEro KOHTPObHOTO 060pyA0BaAHUS.

8.6.4 T[pw aTTecTauuy B aKCcnayaTaLmm 3HaYeHNs napameTpoB npouecca Ao/HKHbI 6bITb TaKUMU, YTOObI
0UYMCTKa BbINOJIHANACL HAJIEXHO B YC/IOBUAX HAUXYLLEro cayyasn B TOUKax, onpefeneHHbIX 4715 NpoBepKn pa-
60Tbl CUCTEMbI OUNCTKN. Pe3ynibTatom atTectaunm o/HKHO ObiTb 3aK/10UYeHe 0 TOM. YTO CUCTEMA OYNCTKN Ha
mMecTe o6ecneymBaeT BbINOSIHEHNE 3afaHHbIX TPe6oBaHWi K uuctoTe.

8.6.5 ATTecTaumsa cMcTeMbl OYUCTKN HA MECTe [0/IKHA BbINOHATLCA N0 UCTEYEHUN MaKCUMasIbHO [,0-
MyCTUMOro nepuoja BPeMeEHN OT 3aBEPLLUEHUS TEXHOIOTMYECKOTO rnpoLecca [0 Havana OYUCTKN.

8.6.6 Cnepgyert 3afaTb YACNO0 M MeCTa pacnosioxXeHnsa Touek 0T6opa NPob ¢ AOKYMEHTasIbHbIM NOATBEp-
XAEHNEeM MX AOCTaTOYHOCTU 419 AEMOHCTpaLUun yA0BIeTBOPUTE bHOW paboTbl CUCTEMbI OUYMCTKN Ha MecTe.
OTW TOYKM AO/MKHbI BbITb PACMOMOXEHbI B MECTaX C HANXYALLUMMW YCNIOBUAMM.

8.7 PaccmoTpeHue 1 yTBepxXaeHue pesynbTaTtos arrectaymm

8.7.1 MaTtepuanbl N0 aTTecTauumn KOHCTPYKTOPCKOM AOKYMeHTaunn (NpoekTa), aTrectauuy ycTaHOBEH-
HOro o6opyaoBaHus, artTecTauMn B OCHaLLEHHOM COCTOSHWM W aTTecTauuu B aKcnayatauun Ao/KHbI 6bITb
othopmeHbl B BUAE NPOTOKO/IOB (OTYETOB) M pacCMOTPEHbI Ha NpeAMeT COOTBETCTBMSA paccMmaTpuBaemoit
CMCTEMbI 3afaHHbIM TpeboBaHNaM. Pe3ybTaTbl pacCMOTPEHMS AO/DKHbI GbiTb 0HOPMIIEHbI AOKYMEHTa/TbHO.

8.7.2 Tpwu atTecTtauymmn AO/MKHO ObITb NOATBEPKAEHO COOTBETCTBME CUCTEMbI JOKYMEHTaALMUN, BKIOYAs
napameTpbl NpoLecca u 4onycTuMble npegesbl X U3MEeHEHWIA. JokyMeHTaLmMsA Ha CMCTEMY JO/IXKHA BK/IOYaTb
KpUTEPUN OLIEHKM KaXKA0ro npoLuecca O4YMCTKM Ha MecTe Wan KpUTepum npuemMsiemMocTy.

8.7.3 Mo pesynbTatam aTrectauuv ohopmasioT OTUET (3akIyeHne) 0 COOTBETCTBMM NpoLecca 3agaH-
HbIM TpeboBaHUSAM. 3aktUeHne AOMKHO OblTb NOAMMCAHO SiMLAMK, OTBETCTBEHHLIMM 3a MOATOTOBKY, pac-
CMOTPEHWE 1 yTBEPXAEHNE pe3y/ibTaToB aTTecTalun Ha COOTBETCTBME KPUTEPUAM NpUeMIeMOCTH.

8.7.4 OTtueT (3aknoyeHne) 06 aTTecTauun LOSIKEH BKAKOYATh AaHHble O KannbpoBke (NOBepke) BCEX
KOHTPOJ/IbHO-N3MepUTENbHbLIX NPUOOPOB, AENCTBUTENBHOW Ha Nepuos NPOBEAEHUS aTTecTalMm B aKcnayaTa-
L.

8.8 lNoBTOpHana arTectaumns

8.8.1 [lOBTOpHYO aTTecTauMio METOA0B OUYMCTKM HA MeCcTe NPOBOAAT C yCTAHOBIEHHOWN NepuoguyYHoC-
TbO 1 NOC/IEe OTKA30B CUCTEMbI OUYUCTKMN Ha MecTe.

8.8.2 CnepyeT nepuoAnyeckn paccmaTtpuBaTb COOTBETCTBME MpOLECCA OYUCTKA Ha MecTe KpUtepusm
npvemnemocTu. MopaAoK pacCMOTPEHMS AO/MKEH BbiTh N3/I0XEH B UHCTPYKUMKU. CrnegyeT ohOpMASATb U CO-
XpaHATb 0TYETHI O PACCMOTPEHNN PE3yNbTAaTOB NOBTOPHOW aTTecTaummn n NpUHATLIX Mepax B ciiyyae o6Hapy-
XXEHUS OTK/IOHEHWIA.

8.8.3 OTueThbl (3aknyeHNs) 0 MOBTOPHON aTTecTtauun cnegyet o@opMaAaTb AOKYMEHTANbHO 1
COXpaHAThb.

9 TekyWwuii KOHTPO/Ib

9.1 KOHTpO/ib NPOLECCOB OYNCTKU Ha MecTe

CnepyeT npefycMoTpeTb TeKyLLUi KOHTPO/Ib NapameTpoB KaXAoro npoLecca o4ncTki Ha mecte. [laH-
Hble 0 NapameTpax crefyeT 3anucbiBaTbh U COXPaHATL B KA4YeCTBe CBUAETeNbCTBA TOro, YTO napameTpbl CUc-
Tembl CIP cooTBeTCTBOBaIN 3afjaHHbIM TPE6OBaHUAM.

9.2 NHCTPYKUUWN MO KOHTPOJIKO napaMmeTpoB

WHCTpYKUMM MO KOHTPOJIIO NapamMeTpoB [0/KHbI COOTBETCTBOBATL pesy/nbTaraM arrectaumm u cogep-
XaTb. No KpaiiHeli Mepe, cnegyollee:

a) noLaroBblil NOPSIAOK BbIMOSIHEHNSA onepauuii;

b) 0653aHHOCTN U OTBETCTBEHHOCTb,

C) KpuTepuu npvemaemMocTu AN napameTpoB LMKAa aKchnayatauuum u AelicTBUSA, KOTOopble crepyet
npeanpuHATL, eCnv 3TU NapaMeTpbl BbIXOAAT 3a AoNYyCTUMble npeaessbl;
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d) MHCTpYKUUM NO KanmbpoBke (NOBEPKE) U TEXHUYECKOMY 06CNYXMBAHUIO;

e) nogpobHoe onucaHve npouecca O4YMCTKN Ha MecTe.

9.3 [lokymeHTauusa o NpoBeAeHNN npouecca OYUCTKM Ha MecTe

9.3.1 [fokymeHTauus (NPOTOKO/bI) NPOBEAEHUS OYUCTKM Ha MecTe A0/KHA codepxaTb, NO KpainHein
mMepe, cnegyloulee:

a) faTy NpoBEeAEHUS OUUCTKM,

b) HavMeHOBaHMe TEXHOJ/IOrMYECKOro npouecca n HOMep cepyn NpoaykKuun, kotopas 6elna npoussene-
Ha 40 NpoBeAEeHUs OYMUCTKN Ha MecCTe;

c) hamunuu 1 MHULMaIbl ONepaTopos;

d) napameTpbl npoLecca 04YUCTKA N X NOATBEPXAEHME.

MpoTOKObI MOTYT BK/OYATbL B Ce6S1 pacneyaTku AaHHbIX O AIUTeNbHOCTM 06paboTku, TemnepaTtype u
[aBNEHUN, NU3MEPEHHbBIX B 3afjlaHHbIX TOUKax, CUTHaNax TPeBOrv Uiy Apyrux napameTpax, KoTopble BAUSIOT Ha
3(pPEKTMBHOCTb OUMNCTKM, HANpPYMep, HAaMMEHOBAHUN N KOHLEHTPaL M MOKLLMX CPeaCTB.

9.3.2 CnepyeT paccmaTpuBaTbh U yTBEPXAATb AOKYMEHTaLNI0 O NPOBEAEHUN OYUCTKM Ha MecTe A0 Ha-
Yana Npou3BOACTBA Cneaylolleli cepun nNpoayKuuu.

9.4 KOHTPONb U3MEHEHMUA

9.4.1 CnepyeT oueHuBaTb M3MEHEHUSA B 060pYyA0OBaHMU, MOKLLMX CPeACTBax, napamerpax npouecca
NN BblNMyCKaeMOoWn NPOAYKLNM B N1aHe NX BO3MOXHOTO BAUSIHMSA Ha 3 DEKTUBHOCTb OUYMCTKM Ha MECTe 1 Heoo6-
XOAMMOCTM NPOBEAEHUS NOBTOPHOI aTTecTaumm.

9.4.2 Cnepyet yunTbiBaTh XapakTep U3MeHeHuli Npu onpegeneHnm obbema aTrectauun ycTaHOB/IEH-
HOro 060pyAoOBaHMsA, aTTecTauumn B OCHALLEHHOM COCTOSIHUM UKW aTTecTauny B aKcnyartauuu.

9.4.3 CnepyeT [OKYMEHTa/lbHO ODOPMAIATL pe3yfbTaTbl OLEHKMN, BKIOYAA 060CHOBaHUE NPUHATLIX pe-
LIEHWIN 1 06BbEM HEO6X0AMMO aTTecTauunu.

9.5 TexHuuyeckoe 06CNyxnBaHve 1 kKanubpoBka (NoBepka)
TexHuyeckoe o6CnyxuBaHve, BKIoYas Kann6poBKy (MOBEPKY) KOHTPOSIbHO-U3MeEpPUTENbHbIX MpUGo-

poB. cnedyeT NPOBOAWTL B NJ1IAHOBOM MOPsiAKE C AOKYMEHTas/IbHbIM OCDOPM/IEHMEM B COOTBETCTBUM C UHCTPYK-
LmsiMu.

10 O6y4eHMe nepcoHana

10.1 TMMepcoHan fosmkeH nNpoiTn obyyeHre No yTBepxAeHHbIM nporpammam (MeToavkKam).

10.2 CnepyeTt paspaboTaTtb, JOKYMEHTaNIbHO OPOPMUTL U BHEAPUTL B MPaKTUKY NnporpaMmy crneuunasnbs-
HOro obyuyeHunss nepcoHana, BKIYas:

a) Teopuio 1 NPaKTUKY NPOBEeAEHNSA OYNCTKN HA MeCTe U KOHCTPYKTUBHbIE 0COGEHHOCTH 060pY0BaHNS;

b) NopaAokK akcnayaTaumm o6opyaoBaHus, ero TEXHUYECKOro 06CyXXMBAHUSA AW KOHTPOASA, Npu Heob-
XOAUMOCTH;

C) NopAAoK feicTBUil Npu oTKa3e 060pyA0BaHUS UM OTKTIOHEHUAX NapaMeTpoB npoLecca;

d) Bonpockl 6e30nacHOCTH Npu paboTe ¢ MOKLLUMY BELLECTBAMU U CUCTEMOW OYUCTKM Ha MecTe.
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Mpunoxexnune A
(cnpaBo4yHoe)

MeTogbl oT6opa Npo6

A.1 MeToa mMa3koB

Ma3kn BbINONHAWT 418 0T60pa 0CTATKOB MaTtepnasnos C NOBEPXHOCTN 060pyJ0BaHNSA a 3afaHHbIX TOUYKax nocne ero
o4YncTKN. A oueHkn achPeKkTMBHOCTN MeToAa Ma3KoB A1 KOHKPETHbIX NOBEPXHOCTel NpeAycMOTpeHa UMUTaLmsa Bblinos-
HEHUA Ma3KoB C NOMOLLbIO KOHTPO/IbHbIX 06pa3L 0B UK HocuTenei. flanee onpefensoT U JOKYMEHTaNbHO 0hOPMAAIT
ahhekTUBHOCTL 0T60pa Npo6. 3arpsA3HEHHOCTb BCeX NOBEPXHOCTel 060pyA0BaHNSA, BCTYNaOWUX B KOHTAKT C NPOAYKTOM,
onpeAensaT No 3arpsASHEHHOCTU Ma3KoB, B3ATbIX Npu oT6ope Npo6. Mpu 3ToM genatwT AoNyULeHne 0 TOM. 4TO YPOBEHb 3a-
TPSA3HEHHOCTM NPO6bLI OAUHAKOB UM XyXe, YEM 3arpsA3HEHHOCTb BCeli NOBEPXHOCTN 060pyA0BaHNA.

A.2 MeToj CMbIBOB

OT60p Npo6 13 cMbiBa BOAbI NpW NOC/EAHEM ONOMACKNBAHUN, BbINMOTHAEMOM NOC/e OYUCTKN 060pYy0BaHUSA, MOXET
MCNoNb30BaTbCA 19 KOIMYECTBEHHOW OL,EHKM OCTATKOB Ha NOBEPXHOCTU 060py0BaHUSA, KOTOPbIE MOTYT 6bITh NEpeHece-
Hbl B C/leAyloLLyto ceputo npoaykumn. Cnegyet onpefenntb 3 (PeKTMBHOCTb CMbIBOB B MPOL,EHTHOM OTHOLWEHUN N pe3ynb-
TaTbl BHECTU B NPOTOKON (OTYeT) aTTecTauun MeToga OUNCTKU.

A.3 MeTop nnauebo

Bbinyck cepun nnauye6o Ha 060pyaoBaHnmM, NpoweAweM 04UCTKY, NP Tex e napameTpax npouecca, 4To u npu pe-
anbHOM NPON3BO/ACTBE, NO3BO/IAAGT MPOBECTN OT6OP NPO6 U3 cepumn nnaLebo N OLEeHNTL B Heli Hannune 3arpsAsHeHnd. 3ToT

MeToA cnefyeT UCNO/b30BaTh TO/ILKO B COYETaHMU C METOL0M Ma3koB U/WM CMbIBOB BBMY HEPABHOMEPHOCTMN pacnpeje-
NeHus 3arpasHeHunii B cepun nnaue6o.
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Mpunoxexnune B
(cnpaBoy4HOE)

MpuMepbl pacyeTa KpUTEPUEB NPUEMIEMOCTU (LOMYCTUMbIX NPefenoB)

B.1 Mpumep 1: MeToh CHUXEHUA Ha Tpu nopsagka

Mpn pacuyeTe KpUTEPUA NPUEMNEMOCTN ONpefenanT MUHUMaNbHY TepaneBTUYeCKyl f03y (M dapmakonoru-
Yeckn 3Ha4YMMYy0 KOHLeHTpaLuio) Kaxa0ro matepnana, ot KoToporo 6yeT npoBejeHa o4ncTKka, M NPOBEPSIOT, YTO B MaKCH-
ManbHOW AHEeBHOI A03e NpoAyKTa cnepytolieil cepun byaeTt cogepxaTtbca MeHee 1/1000 gonm atoro matepuana.

Mopsapok pacueTos:

a) onpeaensAlT MakCUManbHY JHEBHYI0 403y Cleayloliero npoaykra:

b) onpeAensitoT MUHUMalbHbLIA pa3mep cepuun cneayowero NpoaykTa;

C) paccuuTbiBalOT MakCMMasibHOE 4Y/WCN0 J03 B Criefylolweii cepuu;

d) onpeAenslT MWHWMaNbHLIA TepaneBTUYECKNA YPOBEHb aKTUBHON cy6CcTaHumMK, OT KOTOPOi 6yaeT npoBeAeHa
oymncTKa, U 3To Ynucno fenat Ha 1000;

€) BbIYMCAAT KOIMYECTBO MaTepunana, KoTopoe MOXeT 6blTb NEPEHECEHO B CNEAYOLW NI NPOAYKT NyTEM YMHOXe-
HVUSA pe3ynbTaTta no nepevyuncneHunto c) Ha 1/1000 MMHMManbLHOrO YpPoBHS [nepeuyncneHue d)J;

f) pesynbTaT no nepeyncneHunio ) yMHoxXatlT Ha kKoadduyneHT apdekTuBHoCcT meToda ot6opa npob.

B.2 Mpumep 2: MeTopg aHanorui

MeTof OCHOBaAH Ha aHanoruu ¢ 4oNyCcTUMbIMU OCTaTKaMy BeL,eCcTB U3BECTHON TOKCUYHOCTU M UCNONb3yeT ony6amn-
KOBaHHble flaHHble 151 yCTAHOB/IEHUS A0NYCTUMbIX npefenos. MNocnefoBaTenbHOCTb AeliCTBUII N0 aTOMy MeToAy;

a) BbIMOJIHAIOT KNaccuunkaumuio BCex maTepuanos Ha rpynnbl N0 YPOBHIO pucka, Hanpumep:

- HU3KMIA pUCK: HeakKTUBHble MaTepuanbl (HanpuMmep, HeakTUBHblIe UHTPeAUEHTbI);

- CpeAHuii puck: Matepuanbl C HU3KO akTUBHOCTbIO (Hanpumep, o6HapyXnBaemble akTUBHbIE BeLlecTBa);

- BbICOKWI puCK: 3HAYMMan thapmakosiornyeckas akTMBHOCTb (HanpuMep, BbiMUCbIBAEMbIE leKapCTBEHHbIe CPe/CTBa).

b) ANSA KaXAON rpynnbl BbIGUPAT TOKCUYHBIM aHanor, Hanpumep:

- HNU3KMIA puUck: AonycTUMble Npejenbl Ha TAXenble MeTannbl CornacHo hapmakonee;

- CpefHui pUCK: YPOBHU HaNU4mMs MbllbAKa (415 HEKOTOPbLIX NPOAYKTOB) COracHo hapmakonee;

- BbICOKWIA PUCK: YPOBHW HaNNUYMS MbllbsAKa (415 HEKOTOPbLIX NPOAYKTOB) cOrnacHo hapmakonee;

C) ycTaHaBnMUBalOT NpefesibHO AONYyCTUMble 3HAYEHUS OCTATKOB A/ KaXA0W rpynnbl B COOTBETCTBUM C ONYGIUKO-
BaHHbIMW JaHHbIMW AN aHANOTMYHOTO MaTtepuana;

d) BbINONHAKT 060CHOBaHNE OTHECEHNA KaXA0ro matepnana, oT KOTOPOro NPpoBOAAT OUUCTKY, K BblGpaHHON rpynne
pucka;

e) KOppeKTMPYT BCe aHannTuyeckne pesynbTaTbl, OCHOBaHHbIe Ha 3HAYeHNAX 3(PHEKTUBHOCTN ANSA AaHHOTO Me-
Tofa u matepuana.

MpunoxeHne OA
(cnpaBo4HOe)

CBeieHNs 0 COOTBETCTBUM CChINTIOUYHbIX MEXAYHAPOAHbLIX CTaHAapPTOB
HauuoHanbHbIM CTaHgapTam Poccuiickoit ®egepaumm

Tab6bnunuya JAL

O603HaYeHne CCbIIOYHOTO CreneHb 06

MEX(IyHAPOIHOTO CTaHAapTa cooTBETCTBUS 03HauYeHne N HaMMeHoBaH1e COOTBETCTBYIOLLEr0 HalyoHaNbHOTO cTaHaapTa

NCO 13408-1 T FOCT P MCO 13408-1—2000 AcenTuyeckoe nMpou3BOACTBO MeAwu-
uMHCKOl npoaykumn. Yacte 1. O6wune Tpe6oBaHua

MNCO/M3K 90003 — .

* COOTBETCTBYOLW NI HALMOHANbHbIA CTaH4apPT OTCYTCTBYET. [1o ero NPUHATUSA PeKoMeHAYyeTCs MCNoNb30BaTh Nepe-
BOJ, HA PYCCKUIi A3bIK AAHHOTO MeX/AyHapoAHOro cTaHgapTa. MNepesos AAHHOTO cCTaHfapTa HaxoAuTcs B efepanbHOM
MH(OPMALNOHHOM (POHAE TEXHNYECKNX PErNIAMEHTOB U CTAHAAPTOB.

MpumeyaHune — B HacToauwel Tabnuuye MCNONbL30BAHO CneAyloliee yCNOBHOe 0603HAYeHMe CTeNneHn cooT-

BETCTBUA CTAHAAPTOB:
- IOT — nAeHTUYHbIM cTaHgapT.
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