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MpeaucnoBue

Lenu v npuHuunel ctaHgapTusaumn B Poccuiickoin ®egepauum ycraHoBneHsl deaepanbHbiM 3aKOHOM
oT 27 nekabpsa 2002 r. Ne 184-03 «O TeXHUUECKOM perynMpoBaHiny, a npasBuria NpUMMeHeHNsa HaunoHanbHbIX
ctangapToB Poccuiickon degepaumn — FOCT P 1.0—2004 «Ctanpaptusauua B Poccuiickon Peaepaumn.
OCHOBHbI€ NOMOXEHUs»

CeepeHus o cTaHpapTe

1 NOArOTOBNEH O6wepoccuiickoin obLLeCTBEHHON OpraHn3aLmen «Accoumaumns UHKXEHePOoB No KOH-
Tpono MukposarpsisHeHniny (ACUHKOM) Ha ocHoBe COBCTBEHHOIO ayTEHTUYHOIO NepeBoaa Ha PYCCKUIN A3bIK
cTaHgapTa, ykasaHHoro B nyHkTe 4

2 BHECEH TexHun4eckum komuTteToM no ctaHgapTtusaunn TK 458 «Mpon3BoacTBO M KOHTPOSb Kadec-
TBA NeKapCTBEHHbIX CpeacTBy

3 YTBEP)XOEH W BBEJEH B JEWCTBMUE Mpukasom PegepansHOro areHTcTea no TeXHUYEeCcKomy
perynnpoBaHunto n Metponorin ot 7 aekabps 2011 r. Ne 731-ct

4 HacTosiwuin cTaHgapT uaeHTndeH MexxayHapogHomy ctaHgapTty MCO 13408- 4:2005 «Acentudeckoe
NpoU3BOACTBO MeauUMHCKOM npogykumn. Yactb 4. Ouuctka Ha MecTe» (ISO 13408-4:2005 «Aseptic
processing of health care products — Part 4: Clean-in-place technologies»).

Mpu npMeHeHn HacTosILLero cTaHaapTa pekoMeHayeTCs NCMNoNb30BaTh BMECTO CChINTIOHHBIX MeXayHa-
POAHBIX CTAHAAPTOB COOTBETCTBYIOLLMNE UM HaLMOHasbHbIE cTaHdapTel Poccuiickon ®eaepaunu, ceeaeHns o
KOTOpPbIX NpuBeAeHbl B AONONHUTENIbHOM NpUrioxeHun JA

5 BBEAEH BMEPBLIE

UHpopmayust 06 U3MeHEeHUsIX K HacmosiuemMy cmarOapmy nybrukyemcsi 8 exe200H0 u30asaeMoOM UH-
gopmayUOHHOM yKkasamerne «HayuoHabHble cmaHOapmbl», @ MeKCcm U3MeHeHuUll U rornpasok — 8 exeme-
CSIYHO U30asaeMbix UH(HOPMaUUOHHbIX yKa3amensix «HauuoHaneHble cmaHdapmel». B ciydae nepecmompa
(3aMeHbl) unnu ommeHbs! Hacmosiueao cmar@apma coomeemcemeyioluee ysedomneHue bydem orybnukoeaHo
8 eXXeMeCsIYHO u3dasaeMoM UHOpMaUUOHHOM yKkazamerne «HalyuoHarbHbie cmaH@apmbly. Coomeemcemaey-
rowasi UHgbopMauyusi, yeedoMIeHUe U meKCMbI pasMelliaromcesi makxke 8 UHghopmMauuoHHol cucmeme obujezo
rnonb308aHusi — Ha oghuyuanbHoM calime ®edeparnibHO20 azeHMeEmea o MeXHUYECKOMY pe2ynuposaHuio U
mempornoauu 8 cemu VIHmepHem

© CraHgaptuHdopm, 2012

HacToswuin ctaHaapT He MoXeT GbiTb NOMHOCTLIO MW YacTUYHO BOCNPOM3BEEH, TUPaXKUPOBaH 1 pac-
npocTpaHeH B KadecTBe ou1umanbHOro usaaHus 6es paspelueHust egepansHoro areHTCTsa Nno TeXHUYECKo-
My perynmpoBaHuio 1 MeTponorum
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BeBegeHue

B komnnekce cTaHOapToB MO acenTUYeckoMy MPOU3BOACTBY MEAULMHCKON NpoayKuuM cepun
NCO 13408 paccmaTtprBaloTcs pasnudHbie CTOPOHBI 3TOW Npobnembl: 06Wwme NonoxeHUs, punbTpaLms xxua-
KoCTel, nodpunusaums, cTepunMsaumsa Ha Mecte 1 ap.

Hacrosiumia ctaHaapT yctaHasnuBaeT TpeboBaHUsA K 04MCTKe Ha MecTe 060pyaoBaHWSA, UCTIONb3YeMOro
npuv NPOM3BOACTBE MeAVULMHCKON NPOAYKLMM, B TOM YACHE K TEXHUYECKUM cpeAcTBaM, MeTolaM aTTecTalum
NpPOLLeCCOB OYNCTKU U TeKyLLIEMY KOHTPOIO.

MpoLecchbl 04UCTKU Ha MecTe NpeaHasHayYeHbl AN NPOBEASHUSI OYUCTKM Y3MOB 060pyAoBaHUA U LienbiX
TeXHoMormyecknx cuctem 6es ux pasbopku. 3To yMeHblUaeT Heo6X0AMMOCTL ofepaLmii No AeMOHTaXY CbeM-
HbIX YacTe 1 BLIMOMHEHUIO COeAUHEHUI B YACTBIX ycrnoBusix. Mpumepamu Takoro o6opyaoBaHusi MOTYT Clly-
XUTb coCyabl, pesepByapsbl, Tpy6onpoBoabl MMOdUbHBLIX YCTAHOBOK U MP.

B 6onblUMHCTBE cryqaes Nocne oUUCTKU Ha MecTe BhIMOMHSAETCS cTepunuaaunsa o6opyaoBaHus Ha Mec-
Te (MCO 13408-5). HecmoTps Ha cyllecTBEHHbIe pasnuuus Mexay 3TUMUM MeToaaMu, ux obbeauHsaeT oguH
npuHumun — obpaboTka 0bopyaosBaHus Ha MecTe, be3 ero pasbopku.

B TexHONornm oUnCTKU Ha MecTe BaXKHYHO POfib UrpaloT KOHCTPYKUMA 060pyaoBaHUs, OT KOTOPOM 3aBUCUT
BbIMOSIHeHWe TpeboBaHWI No NpeAensHO AOMYCTUMBIM BENMUYMHAM 3arpsisHeHUI Nocne NpoBeeHNs O4YUCTKN.

Komnnekc wmexayHapoaHbix crangaptoB UCO 13408 noprotoBneH TexHUWYECKUM KOMUTETOM
NCO/TK 198 «CTtepunusaumsa MeanULUHCKOW NPOAYKLUM» U COCTOUT U3 CEeAYHOLIMX YacTen:

-Yactb 1. O6wme TpeboBaHus;

-YacTb 2. dunbTpaums;

-Yactb 3. INuocunusaums;

-YacTtb 4. Ouuctka Ha mecrTe;

-Yactb 5. Crepunusauns Ha mecTe;

- YacTb 6. UN3onupyrowme cuctemb.
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HAUUWOHANBbHBIA CTAHQBAPT POCCUMNCKOWN ®EOEPALUUMU

ACENTUYECKOE NPOU3BOACTBO MEOULIMHCKOMW NPOOYKLIUK

YacTb 4

OuucTtka Ha MecTe

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

DaTta BBegeHnss — 2012—12—01

1 O6nacTb NpMMeHeHus

HacTtosiwuin ctaHgapT ycraHasnmeaeT obwume TpebosaHust k ouncTke Ha MecTe (CIP) noBepxHocTel
obopyaoBaHnsa, conpuKacaroLLmMXcs ¢ MPOAYKTOM B acenTUYecKnX npoLieccax Npou3BOACTBa CTEPUNbHON Me-
AVNLMHCKON NpoayKUMK, U ycTaHaBNMBaeT TpeboBaHWA K aTTecTaLmm, UCNbITaHUSAM, TEKYLLIEMY KOHTPOIO U 3KC-
nnyaTtauum npoueccos 1 0bopyaoBaHus.

CraHgapT pacripocTpaHsieTcsl Ha NpoLecchl, B KOTOPbIX MOKOLWWe CpeAcTBa NoAalnTca Ha BHYTPEeHHUe
nosepxHOCcTU o6opyaoBaHus, conpukacarowmecs ¢ NpoaykTom. KoHCTpyKLMA 3Toro obopyaoBaHna A0HKHA
y4UTbIBaTL TPEGOBAHUA METOAO0B O4YUCTKU Ha MecTe.

CraHgapT He pacnpocTpaHsieTcs Ha cnydau, korga obopyaosaHue pasbupaercst U ero 4actu NpoxoaaT
06paboTKy B MOEYHbLIX MaLLUUHaX.

CraHgapT He 3aMeHsieT Apyrme HopMaTUBHbIE JOKYMEHThI, B TOM yucne 1 Mpasuna nponssoacTsa v KoH-
Tpons KayecTBa nekapcTBeHHbIX cpeacTs (GMP).

2 HopmaTuBHbIe CCbIFIKK

B HacTosileM cTaHaapTe UCNonb3oBaHbl HOPMATUBHLIE CChINIKU Ha crieayloLme AOKYMEHTbI:

MCO 13408-1 AcenTuyeckoe NPoOU3BOACTBO MeAULIMHCKOW npoaykuun. Yacts 1. O6wme Tpe6oBaHus
(ISO 13408-1, Aseptic processing of health care products. Part. 1. General requirements)

MCO/M3K 90003 TexHuka nporpammHoro obecnedyeHus. PekomeHgauum no  NpUMEHEHWUo
NCO 9001:2000 k koMnbloTEepHOMY NporpaMmmHomy obecnederuio (ISO/IEC 90003, Software engineering —
Guidelines for the application of ISO 9001:2000 to computer software)

3 TepMuHLI U onpegeneHns

B HacToswem cTaHaapTe npumeHeHbl TepMuHbl no UCO 13408-1, a Takke cneayrowmne TepMUHbI C COOT-
BETCTBYHOLUMMU OrnpeaeneHsImMn:

3.1 Momouee cpeacTBo (cleaning agent): OpraHuyeckoe UM HeopraHn4eckoe XMMmnyeckoe CpeacTeo,
BKITOYaroLLee BOAY, AETEPreHT Ui UX CMecb, U UCNOMb3yeMoe B NpoLeccax ouucTku o6opyaosaHus.

3.2 ounctka Ha MecTte (clean-in-place — CIP): MeTtoa OYUCTKM BHYTPEHHUX MOBEPXHOCTEN yacTew
oBopyaoBaHNsa UM TEXHONOMMYECKON CUCTEMBI B LIeNoM, Be3 pasbopkn UM ¢ MUHUMarlbHON pastopKoi.

Mpumeyanue—Merton CIP npegycmatpyeaeT Takke ygareHne OCTaTKkoB MOIOLLETO CPeACTBa A0 YPOBHS,
onpegensiemoro TpeboBaHMAMM K NPOAYKLMK U NpoLeccy.

3.3 «mepTBasA» 3oHa (dead leg): MecTo, AOCTYN MoOIOLLErO CPeACTBa K KOTOPOMY 3aTpyAHEH B cumy
KOHCTPYKTUBHBIX 0cobeHHocTeln 0bopyaoBaHus.

U3paHve opmumnansHoe
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3.4 aTrecTauuAa KOHCTPYKTOPCKOW AOKYMeHTauuun (npoekta) (design qualification): [dokymeHTanb-
Hoe noATeepXaeHue Toro, YTO NPOEKTHbIE PeLleHUs], KOHCTPYKUUA 060pyaOBaHUSI UMW CUCTEMbI COOTBETCTBY-
0T CBOEMY Ha3HA4YEHUIO.

3.5 cneuudukauun TpeboBaHuih k 6esonacHocT MaTepuana (material safety data sheet): [Qoky-
MEHT, ycTaHaBnMBawwWwmii TpeboBaHns K MaTepuarny ¢ y4eTOM ONacHOCTU BIUSIHUSA Ha YeSloBeKa U OKpyXKaro-
Lyt cpealy U Mepbl o6ecneveHns GesonacHocTu Npu obpalleHun ¢ matepuanoM 1 ero yTunusauuu.

3.6 Hauxyawwue ycnoBua Ans oYncTku (worst-to-clean): Ycnosus, npu koTopbix ouncTka obopyaosa-
HUS NpeacTaBnseT HaMbonbLYy TPYAHOCTb.

Mpumepsr — TpydHocmes ovyucmku 3agucum om nodnexaujux yoaneHuro Mamepuanos, xapakmepa o6pa-
6ambreaeMbix nosepxHocmell, mpebyembix napamempoe npoyecca U MOYeK, 8 KOMOPLIX HYXHO nNposecmu
OYUCMKY.

4 JOnemeHTbl CUCTEMbI O6ecnevyeHusi KayecTBa

4.1 O6wue NONoXeHUsA

4.1.1 Cnepgyert BbINonHATL TpebosaHna UCO 13408-1.

4.1.2 CnepgyeT pa3paboTaTb U BbINMOMHATb UHCTPYKLMU (METOAUKM) NO NPOBEAEHUIO NpoLiecca 04YUCTKU
Ha MecTe, ero arTecTtaLun 1 TekyLlero KOHTpOons.

4.1.3 [OokymeHTbl, TpebyeMble HACTOALMM CTaHAAPTOM, NoANeXaT nepuoanyeckomy nepecmoTpy 1
YTBEPXKAEHNIO YNONHOMOYEHHBIMU Ha TO MLaMu.

4.1.4 CnepgyeT BecTu AOKYMeHTaLMIO Mo paspaboTke, aTTecTauun U TeKyLLeMy KOHTPOMIO, NoaTBepXXaa-
toLLyto BbIMONHeHWe TpeboBaHWin HacTosLWero crtaHgapTa.

4.2 OTBeTCTBEHHOCTb 3a BbINONHEHUe TpeGoBaHUI CTaHAapTa

4.2.1 CnegyeT paspaboTaTb AOKYMeHTaLuio, onpeaensiowyo nopsaok KanubpoBky (MOBEpPKU) KOH-
TPONBHO-U3MEPUTENbHBIX MPUOOPOB U/UMN CUCTEM.

4.2.2 Ecnv peanusauna TpeboBaHWA HacTosILLEero ctaHaapTa BO3MoXeHa Ha opraHvMsauun, uMetoLmne
pasHble cucTeMbl obecrneyeHns KavecTsa, TO AOKHbI BbiTb onpeaeneHbl NpaBa W OTBETCTBEHHOCTb 3TUX
opraHusauni.

4.3 OpraHusauua npouecca paspaboTku

BriGop (paspaboTka) MOKOLLMX CPeaCTB, METOAA OYUCTKM, 0B6OPYAOBAHUA CUCTEMBI OYUCTKN Ha MecTe n
obopyaosaHusa, Noanexallero o4UCTKe Ha MecTe, AOIDKHbI 0hopPMNATLCS AOKYMEHTanbHo. [okymeHTauuo
criegyeTt nepecmartpusarh B NNaHOBOM NOpsAaKe ¢ COOTBETCTBYOLWUM 0hopMneHUeMm.

4.4 KoHTponbHO-M3MepuTenbHble NPUGopbI U CUCTEMBI

4.4.1 KanubpoBka (noBepKa) KOHTPOSbHO-M3MEPUTENbHBIX NPUBOPOB UNKN cUCTEM AoShkHa GbiTb odop-
MIieHa OOKYMeHTanbHo.

4.4.2 TOYHOCTb M MOrPEeLHOCTb KOHTPOMbHO-U3MepUTENbHBIX MPUBOPOB AOSHKHBI COOTBETCTBOBATb
npoLueccy, B KOTOPOM OHU NCMONb3YIOTCA.

5 TpeGoBaHusa K npoLeccy U 060pyaoBaHMIO

5.1 OOLwue nonoxeHusn

5.1.1 XapaktepucTuka MeTofla OMUCTKA Ha MecTe AOIKHa BKMOYaThb, NO KpalHel Mepe, cnegytolme
dakTopbl:

a) usnyeckne n XMMmyecKue CBOMCTBa MaTepuana, 0T KOTOPOro A0MKHA ObITb OYMLLIEHA NOBEPXHOCTD,
C YYETOM CUIbl aaresuu matepuana K AaHHOW NOBEPXHOCTY;

b) dusmyeckne u xummdyeckne CBOMCTBa U NPUHLIAN AEACTBUSI MOIOLLIErO CPEACTBa;

C) B3aUMHYIO COBMECTUMOCTb 060pyA0BaHUs1, MOIOLLErO CPEACTBA U YCNOBUA paGoThl;

d) AnuMTenbHOCTL Nepuoa BpeMeHU A0 NPOBeAEeHUS OUNCTKA U YCIOBUSA, KOTopble 4OSMKHBI ObITh 06ec-
neyeHbl B 3TOT NEpUOA;

€) YMCNO LMKIOB OYUCTKU (0QHOPa3oBas ouncTKa U/Mnn MHoropasosas);

f) AnuTenbHOCTL Nepuoaa HaMoONMHEHUA MOIOLLIMM cpedCTBOM U 06paboTky;

g) MeToA nepemMelunBaHus Uy pacnblfieHusl MOIOLLEro CpeacTBa;

h) nopsagok yaaneHusa MoloLLero cpeacTsa;

i) nopAaAokK BbiCylWwMBaHUS 060pyA0BaHUA NOCNE OYUCTKM;
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j) Mepel no nogaepxaHuio 06opyaoBaHUS B YACTOTE MOCNE 3aBepLUeHUst O4YUCTKN;

k) MakcumanbHO AOMYCTUMYIO ANUTENLHOCTL Nepuoaa Mexay 3aBeplieHUeM OYUCTKUA U HavanoM uc-
nonb3oBaHUsA 06opyAOBaHUSA, a TakKe YCIOBUS, B KOTOPLIX AOMMKHO HaxoauTbea obopyaosaHue B TeueHue
3TOro nepuoaa BpeMeHu.

5.1.2 Motowme cpeacTBa AOIDKHBI NOAABATLCSA B HYXXHOE BpeMsi, B TpebyembIX KonuyecTsax 1 KoHLLeH-
TpauUsX KO BCEM YaCTSIM CUCTEMBI.

5.1.3 Ansa obecneveHus aheKTUBHOCTU OUUCTKU HA MecCTe crieayeT KOHTPOMpoBaTh Heobxoaumele
napameTpbl OMUCTKA U pe3ynbTaTbl KOHTPOIIS 0chopMNATb 4OKYMEHTaNbHO. 3TN YCNOBUA cneayeT noaaepxu-
BaTb B YCTAHOBMEHHbIX Npegenax U KOHTPONMPOBaTb UX 3HAYEHUS.

5.1.4 Ecnuv npegycMoTpeHa ouncTka Ha Mecte 6onbLUIoi cucTeMbl NyTEM pasaerneHunsi ee Ha HECKONbKO
CErMeHTOB, 3T CerMeHTbl AOMMKHbI NepeKpbIBaTh ApYr Apyra, 4Tobbl 06ecneunTb abeKTUBHYIO OUUCTKY BCEW
CUCTEMBI.

n punMevyaHune — HeCMOTpﬂ Ha TO, YTO BCA TeXHONornyeckas cuctema MoXxetT paccMmaTtpuBaTbCH Kak eauHoe

uerioe 4 OUYUCTKM HAa MECTE, MOXET OKasaTbCsl LienecoobpasHbiM pasaeriuTb ee Ha HECKOIbKO YacTer, YTobbl yrnpocTUTL
NPOLIECC OUNCTKM.

5.1.5 MoxeT BO3HUKHYTb HE0BX0AUMOCTb B OpraHu3aLnmu CnoXHon nocneaoBaTenbHOCTU OTKPLIBAHUSA
1 3aKpblBaHUA KranaHoB B Tpybonposogax cuctemsl. Mpu pydHoM ynpasneHun knanaHamun tpebyeTca noa-
pobHas MHCTPYKLMA MO BLIMOSIHEHUIO KaXXA0N onepauun. MNpu aBToMaTU4ECKOM yrpasneHu cuctema ynpae-
neHusa aorkHa 6bITh TILATeNLHO paspaboTaHa U ucnelTaHa (aTTecToBaHa).

5.2 3dPeKTMBHOCTL OYUCTKM Ha MecTe

5.2.1 B pokyMeHTaLuMmM AOMMKHBI BbITb YKasaHbl TpebyeMblil ypOBEHb YUCTOTHI, NpeAenbHO AOMYCTUMBIE
3HaYeHUs ocTaTKoB NPoAYKLMU U NpuBeaeHo 06ocHOBaHUe NapameTpoB npouecca. He gonyckaeTtcs Hanudne
0CTaTKOB, KOTOPbIE MOTYT MPeACTaBNATL CYWEeCTBEHHbIA pUck Ana 6e30nacHOCTU NauueHTa.

MpumeyaHue—Kocratkam MoryT 6bITb OTHECEHBI NPEALLECTBYIOWMIA NPOAYKT, NPOAYKTHI pacnaga n/vnm mo-
loLLMe BELLeCTBA.

5.2.2 TpeboBaHUs K YNCTOTE 3aBUCAT OT XapakTePUCTUK NPeALLIeCTBYIOLLEro NPOAYKTa, BKIHOYast ero ak-
TUBHOCTb, TOKCUYHOCTb, BUONOrMYECKYI0 COBMECTUMOCTb, KaHLLEPOreHHOCTb, MyTareHHOCTb, CeHCMBUNU3npy-
towne cBoiCTBa (€CMU MPOU3BOACTBO BLIMOMHAETCS HE Ha CNeunanuavpoBaHHOM ANA AAaHHOMO NPoAyKTa
obopygosaHuu) 1 np. Ecnu HEBO3MOXHO yaanuTb ocTaTku NpoaykTa ¢ TpeGyemMoi acdekTUBHOCTLIO, TO MO-
XeT oka3aTbCs HeoBXOAMMEIM UCMOSb30BaHUE CneunannsnpoBaHHoro obopyaoBaHus.

5.3 O6opynoBaHue

5.3.1 O6opyaoBaHue, nognexallee oYUCTKe Ha MecTe

5.3.1.1 KoHcTpyKkumMs 1 TeXHOMOrUsA U3roToBMeHUs o6opyaoBaHUa AomkHbI obecneumsBaTtb ero npucno-
COBMEHHOCTb K OYUCTKE C YUETOM XapaKTepuUcTHK NpoayKuum. MecTa ¢ Hauxyawumn YCroBUAMM AN O4UCTKN
AOIKHBI BbITh CBEAEHbI K MUHUMYMY. MOBEPXHOCTU AOMKHBI GbITh rMagKMMK, HeMpPOHULAeMBIMU, HENpPepLIB-
HbIMM, MONTMPOBAHHBIMU M HE UMETb Na30B N BblEMOK.

MpumedyaHue—«MepTtbie» 30HbI, MECTA TPYOONPOBOAOB CO CTOSUEN XKMUAKOCTHIO, M3rMBbI («Nneun») pesep-

ByapoB, BHYTPEHHWE NOBEPXHOCTU CIOXHOW POPMbI (HANPUMEP, YNIIOTHEHUS COEAUHEHWI U BHYTPEHHWUE YaCTW HACOCOB)
MOIyT paccmaTpvBaTbCsl KaK MecTa C HauxyaWwumMy YCNOBUSIMU A1A OHYUCTKU.

5.3.1.2 Mpu koHCTpynpoBaHnM obopyaoBaHUs crnedyeT nNpeaycMoTpeTb, MO KpaiHein Mepe, crienyto-
wee:

a) rnagKkocTb BHYTPEHHWUX NoBepXxHOCcTel obopyaoBaHus;

b) pacnpeneneHue motollero cpeacTsa no BceM HeobXxoaAMMbIM MecTaMm (KranaHbl, coeauHeHns, cbo-
POYHbIE Y3Mbl PUNLTPOB);

C) HeobxoaMMOCTb UCMOMb30BaHWUA crieLMansHoro obopyaoBaHusi, Hanpumep, pacnbiuTenei, BKo-
Yyas UX YUCII0, MecTa YCTaHOBKU U CEKTOPbI AeACTBUS;

d) oTcyTcTBME «MepTBbIX» 30H B TPYGONpPOBOAaX;

e) opraHuzauuilo CTOKOB B CUCTEMe, Hanpumep, YKNOoHbl TpyGonporoaos ana obecnedeHns NonHoro
yAaneHusi ocTaTKkoB XWUAKOCTN U3 CUCTEMB;

f) coBmecTmocTb MaTepuanos obopyaoBaHus (Tpyo, pesepByapoB, krianaHoB, GopcyHOK, uUnbTPos,
MpoKnagok, AaTYNKOB 1 NpP.) C MOWLWMMKN CPEACTBaMM 1 YCIIOBUAMU MpoBeAeHus npoLecca;

g) BO3MOXHOCTb AOCTYrMa Ans NPOBEPKA YCMOBUIA O4YUCTKUA B COOTBETCTBYHOLLNX MEecTax;

h) sawmTy obpabaTtbiBaeMoro 060pyaoBaHUsi OT MOBTOPHOTO 3arpsAsHeHMsI.
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5.3.1.3 [dokymeHTauusa Ha obopyaoBaHue AomKHa BKMoYaTb, NO kpaiHel Mepe, crieaytoluee:

a) onucaHue obopyanoBaHuWsl, BKIlOYasl BCMOMOraTefbHble YCTPOWNCTBA, MaTepuarbl, U3 KOTOPbIX U3ro-
ToBreHo obopyaoBaHue, 1 UCMOMHUTENbHBIE YepPTeXN;

b) gokymeHTaumio Ha MotoLMe cpedcTBa U MeToabl 06paboTku, BkNtovasa aobaBku U MaTepuansl, Cnyxa-
LLMe OCHOBOW A1 NOMyYeHUsl MOIOLLMX CPeaCTB;

C) AaHHble 0 KOHTPOSIbHO-N3MepUTENbHLIX NPUBopaXx AnA Npouecca O4YUCTKU, BKIIOYAs XapakTepucTUKN
AaTunKoB, MecTa UX pacrofnoXeHusl, cpedcTBax MHAUKALUN U 3aNUCK pe3ynbTaToB KOHTPONS;

d) ykasaHus no TexHuke 6e30NacHOCTM N OXpaHe OKpyXatoLlen cpeael;

e) TpeboBaHWA K MOHTaXy, NP1 HeobXxoaMMOoCTH;

f) pokymeHTanbHoe noAaTBEepXAEHNE COOTBETCTBUA NPOrPaMMHbBIX CPEACTB YNpaBneHus u/uim KOHTPOons
npolecca CBOEMY HasHaYeHUI0 N CBUAETENLCTBO O TOM, YTO OHW paspaboTaHbl B COOTBETCTBUM C CUCTEMON
obecneveHns kayecTsa;

g) NNaHMpoBOYHbIE pelleHusl K YepTexn obopyaoBaHns, nognexawero o4McTke, ¢ ykasaHuem knana-
HOB 1 MOTOKOB y4acTBYIOLLMX B NMpoLiecce cpea.

5.3.2 O6opyaoBaHue, BbiNoOMHsAKLWEee o4YUCTKY Ha mecTe (CIP)

5.3.2.1 KoHCTpyKUuMs KU TeXHOMorns nsrotosneHns obopyaosaHusa AOMKHLI NpegycmaTpusath addek-
TUBHOE NPOBeEHNEe O4NCTKA Ha MecTe U ee KOHTponb. MNpu aTTecTaumm npouecca 04UCTKN HYXKHO NPOBEPUTD,
no KpamHen mepe, cnegymoulee:

a) nopsaoK NPUroTOBIIEHUS U YCITOBUSA XpPaHeHUA MOKOLWWNX CpeacTs;

b) nogadvy motowmx cpeacTs B obpabatbiBaeMoe 060pyaoBaHUe ¢ y4eTOM TpeBOBaHWIA TeXHONOrMn 1
Bes3onacHoCTN;

C) pacnpegeneHne MoloLero cpeacTea BHyTpU o6pabaTtbiBaeMoro 06opyaoBaHus;

d) obecneveHue ycrnosui ans adpcekTUBHON OUUCTKN BCero 06opyaoBaHua (Hanpumep, AasneHus npu
nogave MOKLLEro cpeacTsa U ero TemnepaTypbl).

5.3.2.2 [JokymeHTauusa Ha obopyaosaHue AomKHa BKoYaTb, MO KpaiHeln Mepe, cneaytoLuee:

a) onucaHue obopynoBaHuWsl, BKMOYAA BCMOMOraTenbHble YCTPOWNCTBA, MaTepuanbl, U3 KOTOPbIX U3ro-
ToBneHo obopyaoBaHue, 1 UCMOMHUTENbHBIE YepTeXN;

b) gokymeHTauumio Ha MotoLMe cpeacTBa U MeToabl 06paboTku, BkNovasa aobasku U maTepuansl, Cryxa-
LiMe OCHOBOW AMS MOoMy4YeHNs1 MOIOLMX CPEACTB;

C) AaHHble 0 KOHTPOMNbHO-U3MePUTENLHLIX NPUBoPax Ana Npouecca OYUCTKK, BKIOYast XapaKTepucTUKn
OaT4MKOB, MecTa UX pacnonoxXeHusl, NOPsiAcK MHOVKALUA U 3arucu pe3ynbTaTtoB KOHTPONS;

d) ykasaHus rno TexHunke 6e30nacHOCTU 1 OXpaHe OKpy>KaloLLen cpeabl;

e) TpeboBaHUA K MOHTaXy, NpU HEOBXOAUMOCTU.

MpumMeyaHune—KaTtomy MOryT OTHOCUTLCSI, HANPUMEP, MECTO PacrorioXXeHUs1 U OKpyeHue o6opyaoBaHus,
BCNOMOraTenbHble CUCTeMbI A4Sl NPOBEAEHUS] OUNCTKU Ha MECTe U MeCTa MOHTaxa cuctemsl CIP;

f) AokymeHTanbHoe NoATBEPXKAEHUE COOTBETCTBUS NPOrPaMMHBIX CPEACTB YNpaBneHUs U/unm KoHTpons
ripoLecca CBOEMY HasHauYeHUI0 U CBUAETENbCTBO O TOM, YTO OHU pa3paboTaHbl B COOTBETCTBUN C CUCTEMON
obecnevyeHns kavecTtsa.

5.3.3 O6HapyXeHue OTKa3oB

CnegyeT npedycMOTPETb Mepbl 3aLLMUThI, KOTOPLIE He Aonyckanu 6kl HENPaBUNLHOW perncTpaLum napa-
MeTpOB npoLiecca (HanpumMep, NokasaHue NOXHbIX AaHHbIX 06 achcheKTUBHOCTM NpoLiecca, B TO BpeMs Kak OH
HeachdeKTUBEH) B Criydae oTkasza CUCTEMBI yNpaBneHUsi NpoLeccoM.

6 Tpe6oBaHMs K MOIOLMM CpeaCcTBaM

6.1 Bbi6op MowoLwux cpeacTB

6.1.1 JonyckaroTcst K MpUMMEHEHUIO TOMBKO MOtoLLIME CPeACTBa, NPUrOAHOCTb KOTOPLIX Ansi UCMOoNb30Ba-
HWA NO Ha3HavYeHuo noaTBepxaeHa. [ins Beibopa MotoLMX CPeACTB HYXXHO YYAThIBaTb, MO KpaliHelh Mepe, crne-
aywollee:

a) usndeckme N XMMMYecKne CBOMCTBa MatepuaroB, OCTaTKU KOTOPLIX AOIDKHbI BbITh yaaneHs! Moto-
LMM CpeacTBOM;

b) achdekTMBHOCTL MOlOLLErO CPeacTBa;

C) ero cOBMECTMMOCTb ¢ 0bpabaTbiBaeMbIM TEXHOOrM4eckuM o6opyaoBaHuem;

d) BO3MOXHOCTb yaneHus OCTaTKOB MOIOLLIEro CpeacTBa, BKNoYaa MeTod 0bHapyKeHUs OCTaTKOB MOO-
LLUMX CpeacTs.

6.1.2 MoxeT notpeboBaTtbcsl yaaneHue OCTaTkoB MOKOLWEro CpeAcTBa ¢ MOMOLLbLIO ApYroro MoLwero
cpeacTsa, HarpuMep BoAbl OYULLEHHOW UMW BOAbI AN UHBEKLWNA.
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MpumedaHue— pumepamn MOIOLWUX CPeACTB MOTYT ObiTb BOAA, Fropsivasi BOAA, AeTepreHTbl, pacTBOpPbI Lue-
noYelt, ropsiume pacTBopbI LEeNoYel, opraHuYeckne pacTBOPUTENMN UMN KUCNOTbI.

6.2 KayecTBO MOIOLLUX CpeaACTB

CnepnyeT 3agaTtb, 060CHOBaTb U AOKYMeHTanbHo oopMuThb B Buae crielmdurkauim (TEXHUYeCKnx ycro-
BUIA) XapaKTEePUCTUKM MOIOLLIMX CPEACTB, OTHOCSILLMECS K UX kadecTsy. B cnevuudumkaLmm omKHO BbITb YHTEHO,
no KpalHen mepe, creayollee:

a) HauMeHOBaHWe MOILLEro CpeacTBa;

b) xummn4yeckuii coctaB U MUKpOBUonorMyeckas YicToTa;

¢) 3hEKTUBHOCTb UM KOHLIEHTpaLWS;

d) cpok rogHocTK.

6.3 Tpe6oBaHUA 6e30NacHOCTU U OXpaHbl OKpYXaloLlen cpeabl

6.3.1 OaHHble o 6e3onacHOCTK paboTkl ¢ MOKOLLIMM CPeACTBOM A0IHKHbI BbITh NpeacTaBneHbl B AOKYMEH-
TanbHow copme.

6.3.2 [omkHbl ObITb B HANMYMKU AaHHbIE O BO3MOXHOM BIIUAAHAN MOIOLLETO CPEACTBA Ha OKPYXKAIOLLYHO
cpeay.

7 Mpouecc ounctkn Ha mecTte (CIP npouecc)

7.1 NapameTpbl npouecca

7.1.1 MeToa 04nCTKM OMKEH YUnUTBIBaTb 0COBEHHOCTU KOHCTPYKLUMK obpabaTtbiBaemoro obopyaoBaHust
1 onsndeckme N XMMrU4eckne xapakTepucTUKN OCTaTKOB BELLEeCTB.

7.1.2 CnepnyeT onpedenuTb U OOKYMEHTanbHO oopMUTL MapameTpbl npouecca o4YUCTKU (CM. 5.2),
BKIOYasH MUHUMATbHO 1 MakcUmMarbHO AoNyCTUMble Npedernbl. DT napameTpbl 4orkHbI obecneuntb Heobxo-
AMMYIO CTeMNeHb O4YNCTKU 0BOpyaoBaHNs A0 YCTaHOBIIEHHOTO 3apaHee YPOBHSI.

K aTuM napameTtpam oTHOCUTCA, NO KpalHen Mepe, cnegyoLlee:

a) CcKOpOCTb Nogayy MotLLero cpeacTsa v AaerneHue;

b) HaumeHoBaHMWe 1 KOHLEHTpaLUMUA MotoLLero cpeacTBsa;

C) TemnepaTypa MOIOLLEro CPeacTea;

d) Bpemsi NoAroTOBKU cUCTEMBI, 06paboTku, MHaKTUBaLMW/onNonackuBaHus, yaaneHusa pactsopa v Bbicy-
LUMBAHNSI MOBEPXHOCTEN, COMPUKACAIOLWMXCS C MPOAYKTOM;

e) obllee BpeMsi O4UCTKW, BKNOYASA OMOMacknuBaHne 1 BbICyLUMBAHUE, ecnu aTo TpebyeTcs;

f) meToa nepemeluMBaHuns;

g) pacxop MotoLlero cpeacTsa U BOAbI Arsl OMoniackuBaHus.

7.1.3 Tpu nponsBoAcTBe pasnMYHbLIX NPOAYKTOB Ha OAHOM 1 TOM Xe 06opyaoBaHUN criegyeT BbINOMHATL
OLeHKY MO KpUTEPUIO HauxyaLwero cny4as U ycTaHoBUTb, yAareHne ocTaTkoB KakMX NpoAyKToB NpeAcTaensier
HanbobLUY TPYOAHOCTb, @ Takke OCTaTKU KaKAX NpoayKToB sIBMsOTC Haubonee TOKCUYHbIMU. Pesynsrarhl
oueHku cnegyeT obopMUTL AOKYMEHTanNbHO.

MpumeuyaHue—B kadecTee KpUTepUsi HaMXyALWEro Cryyasi 4acTo WCMONb3yloT BelecTBa-MHAUKATOPbI.
ATtTectaumsi npouecca ouncTkm Ha mecte CIP moxeT 6bITb OCHOBaHa Ha 9TOM NMOAXOZAEe BMECTO BbINONHEHUsI aTTecTauum
AN Kakgoro matepwarna unv npogykra B OTAeNbHOCTU.

7.2 KoHTponb npouecca O4UUCTKU

7.2.1 O6LwWwuMe NonoxeHusn

CnepnyeT onpenenuTs U AOKyMeHTanbHo oopMUTbL NOPSAOK KOHTPOMSA NapamMeTpoB npotiecca.

7.2.2 BbIGop MeTopa oT6opa npo6

Mpu BLIGOPE MeToaa oT6opa Npob cneayeT yuUTbIBaTb 0COBEHHOCTU KOHCTPYKLMKN 060pYyAoBaHuUs, a Tak-
Xe pmanyeckune n xmuMmyeckre CBoOMCTBa Npoaykuun. OnucaHue MeTogoB oTbopa npob NpuBeaeHo B NPUNoXe-
Hun A.

Mpumeuvanwns

1 Kak npaBuno, ucnonb3yeTtcs coHeTaHne BM3yaribHOro KOHTPOIsi, METOAa Ma3koB U METOZa CMbIBOB.

2 lNpvmMepaMu aHanUTUYEeCKUX MeToAO0B OLEHKN KONMYECTBa OCTaTKOB BELLECTB SIBMSIIOTCH METoAbl Xpomartorpa-
dwmmn (HPLC, TLC), aHanusa obwiero opranunyeckoro yrnepoga (TOC), ynetpaduonetoBon abcopbuum, oueHkun pH, nonwm-
3aumu, NPOBOAUMOCTH, OCMOTUYECKOTO AaBNEHNs, OLEHKM LBETa, 3anaxa u/unm BUu3yarnsHoro ocmoTpa.

7.2.3 AHanutu4veckue MeToAbl U aTTeCcTalUuAa MeTOAOB oTOOpa Npob
CnepnyeT onpenennTtb 1 aTTectoBatb cneunUYHOCTb U YYBCTBUTENbHOCTb aHaNMUTUYECKUX MeTO40B U
adpekTBHOCTL MeToa oT6opa Npob. Metoa gomkeH paboTaTts B NpUCYTCTBUAKM APYrMX Matepuanos, Hanpu-
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Mep, MoIOLLUX cpeacTs. [laHHble 06 addekTBHOCTU MeToaa oT6opa Npo6 A0MKHbI BbITb BHECEHbLI B MPOTOKOM
atTectauuun.

7.2.4 Kputepuu npveMnemMocTu

Kputepun npuemnemMocTi 0CHOBBIBAIOTCS Ha pacyeTe BO3MOXHOTO NepeHoca 3arpasHeHuii B creayto-
Lyto cepuio npoaykuun. OBocHoBaHWe KpUTepres NpruemMnemMocTy AOMKHO BbiTb 0bopMNeHo AoKyMeHTarb-
Ho. lMpu pacyeTe nepeHoca 3arpsA3HEHWs B CriedyloLlylo Cepuio NMPOAYKUMU criefyeT YY4ecTb BO3MOXKHOE
pacripegeneHue octaTkos B 06Wwem o6bemMe cMbiBa UK B MEPBOM CMbIBE.

MpunmedyaHune— OBOCHOBaHMEM KPUTEPUEB NPUEMITEMOCTM MOTYT BbiTh A4AHHBIE O TOKCUHMHOCTU, CNOCOBHOC-
™ MeToAa oBHapyXMBaTh 3arpsisBHeHNs U 3PPEKTUBHOCTU NPOBEAEHNS] OUMCTKM Ha MeCTe.

7.2.5 BusyanbHbIl OCMOTP

BuayanbHblil 0OCMOTP A0SKEH BbIMNOMHATE 0BY4eHHbIA NepcoHan Mo yTBepKOAEHHbIM UHCTPYKLMSM C
Lenblo obHapyXeHUs1 BUAMMBIX 3arpsisHeHA. TN MHCTPYKLMM A0ITKHbI cCoAepaTb TpeBoBaHMA K OCBELLEHMIO
WnK K BComoraTtesibHelM cpedcTBam A ocMoTpa.

7.2.6 KOoHTponb XMMUYECKUX 3arpA3HEHUN

Cnegyet obocHoBaTb BbIGOp MeToda OGHaPYKEHWNA OCTaTKOB XMMUYECKUX 3arpsisHEHUIA 1 onpeaenuThb
3ahbpekTMBHOCTL MeTo4a OYNCTKM Ha MecTe.

[ins oBHapyXeHNs 0CTaTKOB XMMUYECKUX 3arpsisHEHWUIA CrieayeT UCTIoNb30BaTh O4MH U3 CreayoLwmX Me-
TOOOB:

a) npsAMon MeTod, onpeaersoLLniA KONMYECTBO OCTAaTKOB Ha MOBEPXHOCTU 060pYA0BaHUSA 1M B CMbIBE,
nnm

b) kocBeHHbIA MeToa N3MepeHWsl NapameTpoB, KOTOPLIE 3aBUCST OT 3arpsi3HeHHOCTU, HanpuMmep, Npo-
BOAMMOCTb U KONMYecTBO 0bLLero opraHn4Yeckoro yrnepoaa.

[ns kaxgoro NpodyKTa JoMmKeH bbiTe ycTaHOoBMEH M 060CHOBaH KpUTepuiA MPremMneMocTi ¢ ykasaHnem
ero B NpoTokone attectauuun. Mpumepkl pacyeTa NpuBeaeHsl B NpuoxeHun B.

7.2.7 KoHTponb MUKPOOHbLIX 3arpsisHeHun

7.2.7.1 CnocobHocTb npoueccoB CIP yaanaTe MUKPOOHbIE 3arpsisHEHNSI MOXET BbiTb BKlOUYEHa B Npo-
rpamMmmy aTTecTaLun 3TOro MeToda C MoMOLLbH0 MasKoB UM CMbIBOB.

7.2.7.2 KpuTepuii npriemnemocTy AomkeH bbiTb ycTaHOBMEH ¢ y4eTOM 3heKTUBHOCTU NocneaytoLei
06paboTku (CTepunusaLum).

7.2.7.3 PesynbTaTbl aTTeCTaLUM AOMKHBI MOATBEPANTL, UTO OUMCTKA HA MecTe U XpaHeHue obopyaoBa-
HUS He JonycKaloT pacnpocTpaHeHUs MUKPOOPraHU3MOoB.

7.2.8 OHOOTOKCUHBI

7.2.8.1 TMpw npoussogcTee NpogyKLnn, MMeoLLEen orpaHUYeHUst Ha YPOBEHb 3HAOTOKCUHOB, NpW aTTec-
Tauuu npoLecca O4UCTKN Ha MecTe cneayeT oLeHMBaTb YpoBeHb 3HAOTOKCUHOB Ha 06opyaoBaHUN.

7.2.8.2 3TOT ypOBeHb HE OOMMKEH MPEeBbIWATL YCTaHOBMEHHbIX TpeGoBaHUA.

7.2.9 YacTtuubl

Mpwy ouncTke Ha MecTe AOMKHbI BbIThb yaaneHbl BCe YacTULbl M MOCTOPOHHMUE BELLeCTBa A0 YCTaHOBEH-
HbIX YPOBHeEN, obecrneunBaroLnx BbinonHeHne TpeboBaHnii K YACTOTE NPOAYKLMW, BbIMYCK KOTOPOW NNaHUpY-
eTcsl Ha AaHHOM oBopyaoBaHUU.

MpunmeyaHmne— OCHOBHBIM METOAOM MPOBEPKU HA OTCYTCTBUE BONOKOH, BOPCA U Mp. SBMSETCH BU3yanbHbINA

ocMoTp. [nsi oGHapyxeHUs Gonee Mernkvx (HeBUAMMbIX HEBOOPYXKEHHBIM [11a30M) 3arpsi3HEHNIA MOXKET BbINONHATLCA aHa-
N3 CMbIBOB, YTOGbLI NOATBEPANTE CNOCOGHOCTL NPOLLECcca AaBaTh NPUEMITEMbIN 1 BOCMPOU3BOAUMBINA pe3ynbTar.

7.3 OcTaTKm MOKOLLUX cCpeacTs

Mocne 3aBepLieHns CHYUCTKU Ha MecTe MotoLle cpeacTBa AOMMKHbI ObITb yaaneHbl N3 CACTeMBbI. Cnep,y-
€T YCTaHOBUTb U obocHoBaTb A0NyCTUMble 3Ha4YeHNA OCTaTKOB MOKOLWKX CpeaCTB.

8 ArTtTtecTauun

8.1 MeToauku atrectauum

ATTecTauuio criedyeT NPOBOANTbL B COOTBETCTBUM C YTBEPXKAEHHOW METOANKOW, KOTOPYIO credyeT nepu-
oauyeckn nepecmaTtpusath. B MmeToguke 4omkHbI BbIThb YkasaHbl MTOpAA0cK MPOBEAEHUS aTTecTauum, Kputmdec-
Kie aTanel M KpUTepuud npueMnemMocTu. ATTecTaumsi KOHCTPYKTOPCKOW AOKYMeHTauuu (npoekTa)
obopyaoBaHus, aTTecTaumns ycTaHoBeHHOro 06opyAoBaHus, a Takke atTecTalns B OCHaLLEHHOM COCTOSHAN
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U B aKcnnyatauun oJMKHbI BbINMONMHATLCA NO YTBEPXXASHHBIM MEeTOAUKaM. NMio6ble OTKIIOHEHNA OT MEeToANKN
OOJPKHbI paccneaoBaTbCA, YCTPAHATLCA U odopMnaTbes AOOKYMEeHTallbHO.

8.2 OueHka npouecca 0YUCTKU Ha MecTe

Ona npoeeaeHNA aTTecTaunm MeToaa OYUCTKA Ha MecTe AO0MkKHbI ObiTb yCTaHOBNEHbl Kputepun npuem-
NeMoCTH, ucxoaa us Tpe6OBaHMﬁ K YMCTOTE U cnocobHoCTU yAandaTb OCTaTkn MOKOLWKX CcpeacTB (CM. pasgen 7).

8.3 ATTecTauus KOHCTPYKTOPCKON AOKYMEHTauuu (NpoekTa)

KoHCTpyKuma (NPOeKT) cUCTeMbl OMUCTKMU Ha MecTe AomkHa obecneunBaTb COOTBETCTBUE CUCTEMBI CBOE-
My HaszHaueHu0. Ha nepsoM aTane atTtectauummn AorpkHa BbITb NpoBeaeHa aTTecTauns KOHCTPYKTOPCKOW AOKY-
MeHTauun (npoekTa) ANA NOATBEPXKAEHUSI COOTBETCTBUSA 0O6GOpyAoOBaHWA, npouecca, NOMELeHUn |
MaTepuanosB ycTaHOBMEHHbIM TpeboBaHUAM.

8.4 ArttecTauus ycTaHOBNEHHOro o6opyaoBaHus

8.4.1 O6Lwue nonoxeHus

Llenbto atTectauum yctaHoBMEeHHOro 06opyaoBaHns siBnsieTcs noATsepXxaeHue Toro, 4To Bce OCHOBHOE
1 BcrioMoraTtenbHoe obopyaoBaHue Ans NpoBeAeHUst OYUCTKU 1 OCTaBKU MOIOLLErO cpeacTBa U o6opyaosa-
Hue, Ars KOTOPOro NpeaycMaTpuMBaeTCsl OUACTKA, NOCTaBMIeHbl HA MECTO UCMONb30BaHUS U YCTAaHOBIEHbI B CO-
OTBETCTBWM C 3aaHHbIMU TpeboBaHusMN.

8.4.2 MoHTax o6opyaoBaHuA

8.4.2.1 CneayeT NpoBepuUTb, YTO AOKYMEHTaLWUN COOTBETCTBYIOT:

a) pacnonoxeHune obopyaoBaHus;

b) moHTax obopyanoBaHus;

C) noacoeauHeHNs1 obopyaoBaHUs K BHELUHUM CETSIM.

8.4.2.2 CrnieayeT npoBepuTb NMpoBeAeHUe KanubpoBKn (MOBEPKN) BCEX KOHTPOSbHO-U3MEPUTESNbHBLIX
MpubopoB, UMEIOLLIMX KPUTUYECKOe 3HaYeHWe AN NpoLecca U NCNofb3yeMblX AN KOHTPONSA, MHAUKaLMK 1 3a-
nMcu NapameTpoB.

MpumedaHue— Kanubpoeka (NoBepka) MoXeT GbITb MPOBEpeHa B Havane aTTecTauunm B OCHaLLEHHOM COCTO-
AHUW.

8.4.2.3 YcTaHOBEHHbIE KOMMNBIOTEPHbLIE CUCTEMEBI YPaBNeHUs U NporpammHoe obecrneveHme AOIKHbI
nponTun aTTecTauuio Ha cootseTcTBMe MCO/MIK 90003 nnun apyromy pykoBOACTBY, OTHOCALLEMYCS K NPOU3-
BOACTBY MPOAyKLMN.

8.5 ATTecTauua B OCHaleHHOM COCTOSIHUU

8.5.1 ATTecTauusi B OCHaWEHHOM COCTOSIHMU OOSMKHa NokasaTb, YTO YCTAHOBEHHAs crcTemMa MoXeT
BBIMOMHATL O4UCTKY Ha MecTe Bcero 060opyaoBaHNs B COOTBETCTBUM C 3aAaHHBIMU NapameTpamu.

8.5.2 CnepyeT NpoBepuTb UHCTPYKLMM NO aKkcnnyaTaumn n ybeanteca, 4to paboTa no HUM obecneymsa-
eT JOCTVKeHNe 3aAaHHbIX TpebosaHNiA. MHCTPYKLMM No aKcnyaTaummn AOMKHBI coaepXaThb, Mo KpalHeh Mepe,
cnepayoulee:

a) noLuarosbIA NOPSIAOK BbIMOIHEHWUS onepaLuii;

b) MeToabl 0GHapyXeHWs1 OTKNOHEHWUIA NapamMeTPOB LMKNa OYUCTKA U NPUHUMaeMble Mepbl;

C) WMHCTPYKLMK No kanubpoBke (MoBepke) U TEXHUYECKOMY 06CMyXMBaHMIO;

d) meToabl oBGHapyxeHWst OLIMGOK B NMOKA3aHWsX KOHTPOIbHO-U3MEPUTENbHEIX NPUMBOPOB;

€) AdaHHble Af51 KOHTaKTOB B Criyvyae HeobXOANMMOCTM TEXHNYECKON NoAAEepKKH.

8.5.3 B TouKax cCUCTEMbI OUYNCTKN Ha MecTe, UMetoLLMX BaXKHOe 3HaveHue, criedyeT NpoBepuUTb, K Kakum
MocrneacTBUAM MOXKET NMPUBECTU O0TKa3 KOHTPOSbHO-N3MepPUTENbHBIX NPUBOPOB, MHAUKALMA U 3anUcCb Henpa-
BUIbHBIX pesynbTaToB.

8.6 ATtTecTauus B akcnnyartauum

8.6.1 [daHHble, nony4veHHble Npu NPOBEAEHUN aTTecTaLMmu ycTaHOBNEeHHoro obopyaoBaHus U aTTecTa-
LWM B OCHaLLEHHOM COCTOSIHUW, OOSMKHBI ObiTh YTBEPXKAEHBI A0 HAaYana aTtTecTauumn B aKcnnyartauun.

8.6.2 Cneayet npoBepuUTb paboTy CUCTEMbI OYUCTKM HA MeCTe NpU 3aJaHHbIX NapamMeTpax U noaTeep-
OWUTb ee COOTBETCTBUE KpUTEePUSM NPUEMIIEMOCTU BU3yarbHbIM OCMOTPOM M METOAaMU Ma3KoB W/MNN CMbl-
BoB. PesynbTtaTbl AomkHbI ObITb OhOpMIEeHbl B Buge MPOTOKONa, KOTOPLIN nokasbian 6bl, 4TO npouecc
OYUCTKN Ha MecTe obecrneynBaeT BbiNonHeHWe TPeGoBaHWI K NpeaesibHO AONYCTUMOW BENMYMHE OCTaTKoB
3arpAsHeHuiA.
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8.6.3 lpu aTTecTaumu B akcnayaTtaummn cnegyeT NPOBECTU OUNCTKY HA8 MECTE He MEHEe Tpex pas, Npu-
YeM BCe pesybTaTbl 4OMKHbl BbITb MONOXUTENbHBEIMA. OTO CNYXUT NOATBEPXKAEHUEM BOCMPOU3BOAUMOCTMU U
athheKTUBHOCTN NpoLecca OUYUCTKN.

Ecnu npouecc ouncTku npolen HeyaadHo no npudmnHam, He cBsisaHHbIM ¢ paboToN UCMbITYEeMON cucTe-
Mbl OYUCTKN HA MECTe, TO B MPOTOKOME MOXeT ObIThb YKasaHo, YTO OH He UMeeT OTHOLLEHUS K AaHHOMY npoLiec-
CY O4NCTKN, U He TpebyeTca NpoBeaeHne TPeX YCMEeLWHbIX NMPOLECCOB OUYUCTKU AONONMHATENBHO.

MpunmedaHune— lMNpumepamy Takux oLIMGOK MOTYT CIYyKUTb COOM B 3NEKTPUUECKON CeTH, HEBLIMONHEHHOE 06-
CMy>XMBaHWe UM OTKa3 BHELUHEro KOHTPOIIbHOro o6opyAoBaHus.

8.6.4 lpun aTTecTaumn B akcniyaTaLmmn 3HaYEHUS NapamMeTpPoB npoLecca A0MKHbI BbITb TaKUMK, YTOGLI
O4UCTKA BbIMOSHANACh HAAEXKHO B YCNOBUSAX HaUXyALIEero cryyas B TouKax, onpeaeneHHblX 4ns NpoBepkn pa-
60Tbl CUCTEMEI OYUCTKN. PesynbTaToM aTTecTalum A0MKHO BbiTh 3aKNoYeHNe 0 TOM, YTO CUCTEMa OYUCTKN Ha
mMecTe obecneynsaeT BbINOMHEHWE 3a4aHHbIX TPeBoBaHUA K YicToTe.

8.6.5 ATTecTauus CUCTEeMbl OHYUCTKU HA MeCcTe AOMKHA BbIMONHATLCA MO UCTEYEHUN MakcUMarnbHo 4o-
nycTUMOro nepvoda BpeMeHW OT 3aBepLUEHUsI TEXHOMOMMYECKoro npoLiecca 4o Havana O4nCTKU.

8.6.6 CnegyeT 3agaTb YnCio U MecTa pacnorioXeHusi Todek oTbopa Npob ¢ 4OKYMeHTanbHbLIM NoaTBep-
XOEeHWeM 1X 4OCTaTOUYHOCTM NSl AEMOHCTPaLMN Ya0BNeTBOPUTENbHOM paboThl CUCTEMBI OYUCTKN Ha MecTe.
3TN TOYKM OOMKHBI BbITh PACNONOXEHbI B MECTaX C HAUXYALUMMU YCOBUSIMA.

8.7 PaccMoTpeHue U yTBepxaeHUe pe3ynbTaToB aTTecTauum

8.7.1 Martepuarnbl No aTTecTaunm KOHCTPYKTOPCKOM AOKYMEHTaL UM (MpoeKTa), aTTecTaulnm ycTaHoBNEH-
Horo obopyaoBaHus, aTTecTalumy B OCHaLLEHHOM COCTOSIHUM M aTTecTaluu B SKCrnyaTauumn AoSkHbl GbiTh
oopMmeHbl B BUAEe MPOTOKOMOB (OTYETOB) U PacCMOTPeHbl Ha NpegMeT COOTBETCTBUSA paccMaTpuBaemMol
cUcTeMbl 3aAaHHbIM TpeboBaHusaM. Pe3ynbTaTtbl paccMOTpeHWst AOSDKHbI BbITb 0POPMMEHbEI AOKYMEHTaNbHO.

8.7.2 lpu aTTecTaumm QOMKHO BbITb MOATBEPXKAEHO COOTBETCTBME CUCTEMBI AOKYMEHTaLMW, BKIoYast
napameTpbl NpoLlecca v 4oNyCcTMble Npeaenbl UX nsMeHeHWUA. JokyMeHTaLmMs Ha cUCTeMy J0IKHa BKIoYaTb
KPUTEPMM OLIEHKM KaXKOOro NpoLecca OYMCTKN Ha MECTE UMW KpUTepUM NpuemneMocTy.

8.7.3 To peaynbTaTaM aTTecTauum opopmMIsoT OTHET (3aKrloveHre) 0 COOTBETCTBUM NpoLecca 3afaH-
HbIM TpeboBaHWAM. 3aknoveHne AomkHO BbiTb MOANMCaHO NULaMM, OTBETCTBEHHBIMU 3@ NOArOTOBKY, pac-
CMOTpEHMWe 1 yTBepXdeHne pe3ynbTaToB aTTecTalln Ha COOTBETCTBUE KpUTEPUSM NPUeMIIeMoCTu.

8.7.4 Ortuer (3aknoveHne) o6 aTTecTauMmn JOMXKEH BKNYaTbh AaHHble 0 kanubposke (MoBepke) Bcex
KOHTPOIbHO-N3MepUTENbHbIX NPUBoPOB, AeNCTBUTENBLHOW Ha Nepuoa NPoBeAeHUs aTTecTauum B aKCnyaTa-
Luu.

8.8 MoBTOpHan atTecTauus

8.8.1 lNoBTOpPHYIO aTTecTauuio MeTOA0B OYNCTKN HA MecTe NPOBOANAT C YCTAHOBIEHHOW NepuognyHoc-
TbIO M MOCME OTKA30B CUCTEMbI OYMCTKU Ha MecTe.

8.8.2 CnepgyeT nepuoanyecky paccmaTpuBaTb COOTBETCTBUE MPOLLECCa OYUCTKA HA MECTE KpUTepUam
npuemMnemocTn. Mopsgok paccMoTpeHusl AoMmKeH BbiTb U3NOXeH B MHCTpyKuMKU. CreayeT ocdopMnaTb U co-
XpaHATb OTYETHl 0 PACCMOTPEHUN Pe3yNbLTATOB NOBTOPHON aTTecTaumMn U NPUHATLIX Mepax B criy4yae o6Hapy-
KEHWUs1 OTKNOHEHUIA.

8.8.3 OtyeThl (3aknioveHUs) o MOBTOPHOW aTTecTaunn cnegyet ohopMnsATb AOKYMEHTaNbHO U
COXPaHATb.

9 TeKywmMn KOHTPONb

9.1 KoHTponb npouLeccoB O4UCTKU Ha MecTe

CneayeT npegycMOTpeTh TEKYLLMIA KOHTPOSb NapaMeTpoB KaxAoro npouecca o4UCTKM Ha MecTe. [aH-
Hble 0 NapameTpax criegyeT 3anncbiBaTh U COXPaHATL B Ka4YecTBe CBUAETENLCTBA TOTO, YTO NapaMeTpbl CUC-
Temsbl CIP cooTBeTCTBOBaNM 3agaHHbIM TpeboBaHUsIM.

9.2 UHCTPYKLMMU MO KOHTPOMIO NapamMeTpoB

MHCTPpYKUMM NO KOHTPOIMIO NapaMeTpoB AOSMKHLI COOTBETCTBOBATL pesynbTaTtaMm aTtTectauun u coaep-
XaTb, No KpaiHel Mepe, crnegytoulee:

a) nowaroBbI MOPSIAOK BLIMOHEHUS OnepaLuii;

b) 06a3aHHOCTU 1 OTBETCTBEHHOCTb;

C) KpuTepuu NpUemMnemocTu AN napameTpoB LKA dKCnayaTauMu U AeACTBUSI, KOTopble cnegyeT
NpeanpuHATL, €CN 3TN NapaMeTpbl BLIXOAAT 3a A0NYCTUMbIE Npeaensi;
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d) MHCTpYKUUK No KanubpoBKe (NoBepKe) U TEXHUYECKOMY 0BCNYXMBaHWUIO;
e) noapobHoe onucaHue npoLecca OUYMCTKA Ha MecTe.

9.3 [lokyMeHTaLuA 0 NpoBeAeHUU NpoLecca OYUCTKU Ha MecTe

9.3.1 [dokyMeHTauus (NPOTOKOSbI) NPOoBeAeHUsI OYACTKU Ha MecCTe AOMKHa cogepaTb, MO KpanlHen
mepe, crniegyloLlee:

a) paTty npoBeAeHUst OYUCTKM;

b) HaumeHoBaHMe TexHOMOIrMYECKOro NpoLecca U HoMep cepumn NPoayKLUMK, KoTopas bbina npousseae-
Ha [0 NpoBeAeHUsl OYUCTKU Ha MecTe;

c) damunum n nH1LManel onepaTopos;

d) mapameTpbl Npouecca O4YUCTKY U UX NoATBepXKAEHWE.

MpoTokonbl MOMyT BKIIOYaTh B ceba pacneyatkn AaHHbIX O AnNUTenbHOCTUM 06paboTkun, TemnepaTtype U
AaBleHNn, U3MePeHHbIX B 3ajaHHbIX TOYKax, curHanax Tpesorn unm Apyrux napameTtpax, KoTopble BAUAIOT Ha
3 peKTUBHOCTb OUUCTKU, HAMPUMEP, HAUMEHOBAHUN U KOHLIEHTPaLMN MOKOLLMX CPEACTB.

9.3.2 Cnepnyet paccmaTpuBaTth 1 yTBEPXAaTb 4OKYMEHTaLMIO O NPOBEAEHUN OYUCTKU Ha MecTe 0 Ha-
Yana Npov3BoACTBa criedytollei cepum NpoayKuuu.

9.4 KOHTpPONb U3BMEHEHUN

9.4.1 CnepayeT oueHUBaTb U3MeHeHus B 06opyaoBaHUM, MOOLLMX CpeacTBax, NapaMeTpax npouecca
WK BbIMycKaeMon NPoAyKLMA B NMITaHe NX BO3MOXXHOTO BNUSIHUS Ha 3 (PEKTUBHOCTL OUUCTKU Ha MecTe U Heob-
XOOAUMOCTU NPOBEeAEHUsI MOBTOPHOMN aTTeCcTaLuu.

9.4.2 CnepayeT yunTbiBaTb XapakTep U3MeHeHWiA Npu onpeaeneHun obbema arTectaumm ycTaHoBMNEH-
HOro 0bopyAoBaHUs, aTTecTauUMn B OCHAWEHHOM COCTOSIHUM UMK aTTecTauuu B aKcnnyaTauuu.

9.4.3 CneayeT AokyMeHTanbHO opopMNATL pe3ynbTaThl OLEeHKU, BKtoYas 060cHOBaHWe NPUHATLIX pe-
LeHWA 1 o6bem HeobxoauMon aTTecTauun.

9.5 TexHuveckoe o6cnyxuBaHue U kKanuépoBka (NoBepka)

TexHudeckoe obcnyxusaHue, BKNOYAA KanubpoBKy (MOBEpPKY) KOHTPOSbHO-U3MEPUTENLHBLIX NPUBO-
poB, criedyeT NPOBOAUTL B NITaHOBOM NOPAAKe C AOKyMeHTanbHbIM 0hOpPMNEHNEM B COOTBETCTBUN C UHCTPYK-
LuaMM.

10 O6y4eHue nepcoHana

10.1 TMepcoHan AormkeH NPonTN 0bydeHWe No yTBepKaeHHbIM NporpamMmmam (MeToaukam).

10.2 Cniegyet pa3paboTtaTb, JOKYMEHTaNnbHO 0chOpMUTE U BHEAPUTL B MPAKTUKY NPOrpammy crieuuans-
Horo oby4yeHust nepcoHana, BKoYast:

a) Teopuio 1 NPakTKy NPOBeAeHNS1 OUUCTKU Ha MECTE 1 KOHCTPYKTUBHbBIE 0COBEHHOCTN 060pYyA0BaHUS;

b) nopsgok akcnnyaTaumm 060pyaoBaHUS, ero TeXHUYECKoro 06CnyXxMBaHUsi UK KOHTPONS, NpU Heo6-
XOAUMOCTH;

C) nopsdoK AeNCTBUN NpU oTkase 060pyaAOBaHUS UM OTKITOHEHUAX NapaMeTpoB Npoliecca;

d) Bonpockl 6esonacHOCTU Npu paboTe ¢ MOKLMMM BELLECTBAMU N CUCTEMON OYUCTKN HA MecTe.
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MpunoxeHune A
(cnpaBoyHoOe)

MeTogbl oT6opa npo6

A.1 MeTop ma3skoB

Ma3sku BeINOMHSAT Ans 0TOopa OCTATKOB MaTeEpUarioB ¢ NOBEPXHOCTU 060pyaoBaHMs B 3a4aHHbIX TOYKaXx Nocre ero
ouncTky. [Ans oueHkn adhPeKTMBHOCTM METOAa Ma3KOB 5151 KOHKPETHbIX MOBEPXHOCTEN NPEeAyCMOTPEHA UMUTaLUS BbINOS-
HEHUs1 Ma3KOB C MOMOLLbIO KOHTPOINbHbIX 06pa3LoB nnu HocuTenen. [lanee onpeaensioT U JOKYMEHTanbHO ohopMIaloT
acbdekTMBHOCTL 0TOOpa NPo6. 3arpsA3HEHHOCTE BCEX MOBEPXHOCTEN 060pYA0BaHUs], BCTYNAIOLLMX B KOHTAKT C NPOAYKTOM,
onpegensioT No 3arpsi3HeHHOCTU Ma3koB, B3ATbIX Npy oT6ope nNpob. MNpu 3ToM AenatoT AoNyLWEeHUe O TOM, YTO YPOBEHb 3a-
rPsi3HEHHOCTY NPO6bLI OAMHAKOB UMK XYXKe, YeM 3arpsis3HeHHOCTb BCE NOBEPXHOCTW 06opyaoBaHus.

A.2 MeTop cMbIBOB

OT160p npob 13 cmbiBa BoAbI NpU NOCreAHeM OnonackuBaHum, BbINOMHSEMOM NOCIe O4NCTKV 0B60pyAOBaHMSA, MOXET
MCMNOMb30BaTLCS AN KONMMYECTBEHHOM OLIEHKM OCTaTKOB Ha NOBEPXHOCTM 060pyAOBaHMSA, KOTOPbIE MOTYT ObITb NepeHece-
Hbl B CrieaytoLLyio cepuio npogykummn. CriegyeT onpegenvTb 3(peKTMBHOCTb CMBIBOB B MPOLEHTHOM OTHOLLEHWUW U Pe3yIib-
TaTbl BHECTW B NPOTOKON (OTYET) aTTecTaumm Metoa O4YUCTKM.

A.3 MeTop nnauebo

Beinyck cepum nnauebo Ha o6opyaoBaHum, NpoWweLLem OHMCTKY, MPU TEX Xe napameTpax npouecca, YTo 1 npuv pe-
anbHOM NPOU3BOACTEBE, NO3BONSET NPpoBecTy oT6op Npob 13 cepun nNnauebo 1 OLEHNTL B HEM HanuYKe 3arpa3HeHun. 3ToT
MeTog credyeT NCMoNb30BaTh TONBKO B COMETaHMM C METOAOM Ma3KoB U/MNv CMbIBOB BBUAY HEpaBHOMEPHOCTY pacnpeae-
NeHus 3arpsisHeHnii B cepum nnaue6o.
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MpunoxeHune B
(cnpaBo4Hoe)

Mpumepkl pacyeTa KpUTepUeB NpUeMNeMocTu (AONYCTUMbIX NpeaenoB)

B.1 Mpumep 1: MeTon CHMXEHMA HA TPX NopagKa

MNpy pacyeTe KpPUTEPUS NPUEMIEMOCTH ONPeaensitoT MUHUMAaNbBHYIO TepaneBTUYecKyo Ao3y (Mnu dhapmakonoru-
YeCKM 3HaYMMYI0 KOHLEHTPaLMIO) KaXA0ro matepuana, ot KoToporo 6ygeT npoBeAeHa O4nCTKa, Y NPOBEPSIOT, HTO B MaKCU-
MarneHOM OHEBHOW [03e NPoAyKTa crieaytowen cepun GyaeTt cogepxaTbes MeHee 1/1000 gonm atoro maTepuana.

Mopsaok pacyeToB:

a) onpegensiioT MakCMMarbHYO OHEBHYHO 403y CrEAYIOLEero Npoaykra;

b) onpegensloT MMHUManbBHBIN pasmep cepun Crneayrowero NpoayKTa;

C) paccuMTbIBAOT MakcumarbHOe YUCIIO 403 B Criefyiowel cepum;

d) onpegensitoT MMHUManbHBIN TepaneBTUYECKUI YPOBEHb akTMBHOW cybcTaHumm, oT koTopow ByaeT npoeegeHa
o4YncTKa, U 370 Yncno aensat Ha 1000;

e) BbIMWCNAT KONMYECTBO MaTepuana, kotopoe MoXeT ObiTb MepeHeceHo B CrieAyioWwmii NPoayKT NyTem YMHOXe-
HWA pesynbTarta no nepeyvncnenuto c) Ha 1/1000 MmHUManeHoro ypoeHs [nepeuncnexve d)];

f) pesynbTart No nepeuncneHunio e) yMHoXaioT Ha koaduuneHT acbpekTBHOCTM MeTopa oTbopa npob.

B.2 Mpumep 2: MeToa aHanornn

MeTog oCHOBaH Ha aHanormm ¢ 4onycTMMbIMU OCTaTKaMu BELLECTB M3BECTHON TOKCUYHOCTY U UCnonb3yeT onybnu-
KOBaHHble AaHHble Ans yCTaHOBNEHWS AONYCTUMBIX NpedenoB. MocnegoBaTenbHOCTb AENCTBUN MO 3TOMY MeToay:

a) BBINOMHSIOT KnaccudumKaumio BCex MaTeprarnoB Ha rpynnbl Mo YPOBHIO pUcka, Hanpumep:

- HU3KWUI PUCK: HEAKTMBHbIE MaTepuansl (HanpYMep, HeaKTUBHBIE UHTPEANEHTHI);

- CpeaHui PUCK: Matepurarnsl C HU3KON aKTMBHOCTBIO (Hanpumep, o6HapyXMBaemble akTUBHbIE BELECTBA);

- BbICOKMI PUCK: 3HaUMMas DapmMakosiorm4eckas akTMBHOCTb (HanpyUMep, BbINUCLIBAEMbIE NTEKAPCTBEHHbIE CPEeACTBa);

b) ansa kaxgov rpynnel BbIGUPaKT TOKCUMYHBIF aHanor, Hanpumep:

- HU3KMI pUCK: AONYCTUMbIE Npedenbl Ha TshKenble MeTansnbl CornacHo hapmakonee;

- CpeaHui PUCK: YPOBHW Hanmu4ms MblWbsKa (4118 HEKOTOPLIX NPOAYKTOB) cOrnacHo dapmakonee;

- BbICOKUW PUCK: YPOBHU HaNM4Ms MblWbSAKa (A8 HEKOTOPLIX NPOAYKTOB) COrnacHo apmakonee;

C) yCTaHaBMnuBaloT NpeaenbHO JOMYCTUMbIE 3HAYEHUSI OCTATKOB AN KaXXA0W rpynnbl B COOTBETCTBUM C ONy6nmKo-
BaHHbIMW JaHHBIMK AN aHanorMyHoro matepuana;

d) BbINOnHsIOT 060CHOBaHUE OTHECEHWS KXXJ0ro MaTepumana, oT KOTOpOro NPOBOASAT OYUCTKY, K BEIGPaHHOM rpyrnne
pucka;

€) KOPPEeKTUPYIOT BCe aHanMTUyeckve pe3ynbTarbl, OCHOBAHHbIE HA 3HaYeHUsIX 3pdPeKTUBHOCTN ANA AAHHOIO Me-
Toda v matepuana.

Mpunoxenne JA
(cnpaBoyHoe)

CBefleH1s1 0 COOTBETCTBUMN CCbUTOYHBIX MeXAYHapOAHbIX CTAaHOAAPTOB
HauuoHanbHbIM cTaHgaapTaM Poccuiickoil ®epnepauuu

Tab6nuua pOA.1

OB03Ha4YeHUe CCbINOYHOTO CrteneHb

0O603Ha4YeHUe U HauMmeHoBaHue COOTBETCTBYIOLLEro HAUUMOHANBLHOrO CTaHaapTa
MeXOYHApOOHOro craHaapTa COOTBETCTBUA

MNCO 13408-1 IDT FOCT P UCO 13408-1—2000 Acentuyeckoe npousBoacTBo meau-
uuHckow npogykummn. Yacte 1. O6wme TpeboBaHnA
MCO/M3K 90003 — *

* CoOTBETCTBYIOLWMIA HALMOHANbHbIW CTaHAapT oTcyTcTBYeT. [10 ero npuHATUS pekoMeHAyeTCA UCNONb30BaTh Nepe-
BOA Ha pYCCKMI A3bIK AAHHOIO MeXayHapogHoro ctaHgapra. lNepesoa AaHHoro craHgapTa Haxogutes B PegepanbHom
MHDOPMaLUNOHHOM hOHAE TEXHUYECKUX PErNaMeHTOB U CTAHAAPTOB.

MpumedyaHune—B HacTosAwel Tabnuue NCNONb30BaHO cnegyloluee ycrnoBHoe 0603Ha4YeHne CcTeneHn cooT-
BETCTBUA CTAHAAPTOB:
- IDT — ngeHTYHbIN cTaHaapT.
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