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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 NOAIrOTOBJIEH Obwepoccunckon obluecTBeHHOW opraHuszaunen «Accounauns MHXeHepoB Mo
KOHTpOMo MukposarpssHeHnn» (ACYMHKOM) Ha ocHoBe COBCTBEHHOMO ayTeHTUYHOIro nepesoa Ha PyCcCcKnm
A3blK CTaHOapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHunyeckum komuteToM no ctaHaapTusaunm TK458 «['1pon3BoaCcTBO U KOHTPONb KAaYecTBa
NeKapCTBEeHHbIX CpeACTB»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PeaepanbHOro areHTCcTBa no TEXHNYECKOMY
perynmpoBaHuto n metponorn ot 7 aekadbpsa 2011 . Ne731-ct

4 HacTtoawmnn ctaHgapT naeHTudeH mexayHapoaHomy ctaHgapTty NCO 13408-3:2006 «AcenTuyeckoe
NPOU3BOACTBO MeauuUnHckon npoaykumn. Hacte 3. llnogunusaymar» (1ISO 13408-3:2006 «Aseptic processing
of health care products — Part 3: Lyophilization»).

[Tpy NnpMMeHeHU HACTOALLEro ctTaHaapTa pekoMeHAaYyeTCs UCNONb30BaTh BMECTO CChINTOYHBLIX MeXayHa-
POAHLIX CTAHAAPTOB COOTBETCTBYIOLWME UM HalUMOoHanbHble cTaHgapTel Poccunckon @eaepaun, cBeaeHUa o
KOTOpPbIX NMpUBedeHbl B AONMONHUTENBHOM npunoXxeHun A

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOopMaUUOHHOM YKalamere « HauluoHalbHbie cmaHOapmbi», a mekcm U3MeHeHUU U rorpagoK— 8 eXXeMe-
CSYHO U30asaeMbiX UHGhOPpMaUUOHHbIX yKalamernsx « HauuoHanbHbie cmaHoapmeiy. B cnyyae nepecmompa
(3aMeHbl) Unu OmMeHbi Hacmosauw,e20 cmaHOapma coomeemcemesyroujee yeeoomreHue byoem onybnukosaHo
8 e)XXeMeCsIYHO U30asaeMoM UHGPOpMaUUOHHOM yKa3amerie « HayuoHarnbHbie cmaHOapmebil»y. Coomeemcemaey-
rowas UHopmMauus, yeeooMrieHuUe U meKcmsbi pa3Melwaromcs makxe 8 UH(popMayUoHHOU cucmeme oblyez2o
rofib308aHUsT — Ha ouyuanbHoM calime PedepallbHO20 a2eHmcemaea rio mexHU4ecKoMy peaynupogaHuro U
MempoJsiozauu e cemu MIHmepHem
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BBenoeHue

[laHHaa YyacTb kKomnnekca ctaHgapToB MCO 13408 nocesaleHa nnodunusaunnm — PU3nKo-XMMUYeCKo-
MY NpoLEeccy CYLLUKA, NpeaHa3Ha4YeHHOMY ANs yaaneHuUs pacTBOPUTENSA Kak N3 BOAHLIX, TaK M U3 HEBOAHbLIX CUC-
TeMm ANa AOCTWXKEHWUA CTabUNbHOCTU npoaykta uUnn martepuana. Jlmopunusauusa aBnaetTcst CUHOHUMOM
TepMUHa BO3roHka. Jlnodunmsauus sknovaeT B cebd 3aMmopaXXmMBaHMe XXNOKOW CUCTEMbI U yaaneHne pacTBo-
pUTENS CHAaYana MmeToaom cydonmmannm (OCHOBHOE BhICYLLUMBAHUE), @ 3aTEM METOAOM Aecopduunn (BTOPUIHOE
BbICYLUMBAHWE) OO YPOBHS, NPU KOTOPOM HE MPOUCXOOAT XUMMUYECKMUe peakuun nnm d1nonormvyecknin pocr.
B pesynbTtaTte nonyvaetcs cTabunbHbIN NPOAYKT, NPUroAHbIN K ObICTPOMY PACTBOPEHUIO UMK pacnblNeHuto, B
TO BpeMs Kak ero bronormieckme nNn apyriue cCBOUCTBa cCoxpaHsaoTca. Tak Kak nnodnnnisaums 4acTo ABMNsIeTCS
nocneaHum aTanom acenTu4eckoro npouecca n HenocpeaCcTBEHHO BNUSET Ha 6e30NacHOCTb, KAa4ecTBO, Noa-
NMMHHOCTb, 3PMPEKTUBHOCTL U YUCTOTY NPOAYKTa, OHa SABNAETCA KPUTUYECKUM 3TanoM TeXHONOrm4eckoro
npolecca.

[ToCckONbKY roTOBLIN NMNOPUNUINPOBAHHBIN NPOAYKT SIBNSIEeTCA CTEPUNbHBIM, TO NpegHa3HavYeHHaa A
nuodpmnnusaunm BoaHas cpega takke AomkHa ObITb CTEepUNbHOW. [103TOMY BCe AEUCTBUS, KOTOPLIE MOTYT BNU-
ATb Ha CTEPUNBLHOCTL NPOoAYKTa UMK MaTepuana, A0/MKHbl BXOAUTh B NOHATUE acenTUYeCcKoro npolecca ang
OAHHOIO CTEPUNBHOIC NpPoAyKTa N mMaTepuana. B uenom, oCHOBHbIM PaKTopoM B 0becrnevyeHnn CTepunbHOC-
TW NpOAYyKTa BO BpeMs npolecca nnodpununsaumnn asnsieTcd npeaoTepalleHne ero sarpsisHeHUss MUKpoopra-
HA3MaMWN UNKN YacTuuaMmmn Mexay onepaunen HanonHeHnsa n okoHvYaHmem nunogpununsaymn. OcobeHHO BaXkHa
3almMTa NnpoaykTa oT 3arpasHeHNa MUKPOopraHnaMamm npm ero HaxoXXaeHmm B kKamepe MMonnbHON CYLLUTIKU
(nnopununsaTopa).

Komnnekc wmexayHapoaHelx ctaHgaptoB WCO 13408 noarotoBneH TexXHUYECKUM KOMUTETOM
NMCO/TK 198 « CTtepunusaumna megmunuHCKon NpoayKunMm» 1 COCTOUT U3 creayolmx YyacTen:

- Yactb 1. Obwume TpedboBaHUS;

- Hactb 2. dunbTpauus;

- HacTtb 3. Jlnodununsauyus;

- Yactb 4. O4ncTka Ha mecTe;

- Hactb 5. Ctepununsauuns Ha mecTe;

- Hactb 6. 3onupyroLlme cCUCTEMBI.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

ACENMTUYECKOE NMPOU3IBOOCTBO MEOMLUMHCKOW NMPOOYKLUUU
YacTtb 3

Ilnocdbunusauunn

Aseptic processing of health care products.
Part 3. Lyophilization

NaTta BBeaeHna — 2012—12—01

1 O6nacTb NpUMeHeHunn

HacToawuni ctaHgapT ycTaHaBnmBaeT TpeboBaHUs K npoueccamM nmodunnmsanm B acenTU4eckom npo-
N3BOACTBE, B TOM 4YuMche KoOopyaoBaHNO, MeTogaM KOHTpoIa naTrectaunn. B ctaHgapTe He paccMmaTpuBatoT-
ca PU3nKo-XxuMmmyecke cBoMCTBa npoLecca nuodpunmsayun.

2 HopMaTuBHbIE CCbINKN

B HacToswWweM cTaHaapTe UCMOMb30BaHbl HOPMATUBHEIE CChINKM Ha cneayiowne MmexXgyHapoaHble CTaH-
0apThbl:

MCO 9001 Cuctembl mMeHemkMeHTa KadectBa. TpeboaHua (ISO 9001 Quality management
systems — Requirements)

NCO 13408-1 AcenTuyeckoe npou3BoACTBO MeauLMHCKOW npoaykumn. HYacte 1. Obwne TpeboBaHUS
(ISO 13408-1 Aseptic processing of health care products — Part 1: General requirements)

NCO 13408-4 AcenTtunyeckoe nNpoM3BOACTBO MeAUMUMHCKOW npoaykuun. Hactb 4. O4nctka Ha mMecTe
(ISO 13408-4 Aseptic processing of health care products — Part 4: Clean-in-place technologies)

NCO 13408-5 AcenTtuyeckoe npounsBoacTBO MeauUMHCKOU npoaykunn. Hacte 5. CTepununsanms Ha Mec-
Te (ISO 13408-5 Aseptic processing of health care products — Part 5: Sterilization in place)

3 TepMUHbI N onpegeneHus

B HacToawem cTaHgapTe npuMmeHeHbl TepMUHbl No NCO 13408-1, a Takke cneaytowme TepMUHbI C COOT-
BETCTBYHOLWMMU onpegeneHnAMN:

3.1 nnocdunuzauusn (lyophilization): PU3NKO-XMMUYECKNUN NPOLIECC CYLLKW, pa3paboTaHHbIA AN yaa-
NeHnst pacTBOpPUTENEN KaK U3 BOAHbIX, TAK U U3 HEBOAHLIX cpe nyTemM cybnumaunm n gecopbumn.

3.2 ucnbiTaHue Ha yTeuky (leak test): Pusnyecknin MeToa OLLEHKM YTEYKN B KONTMYECTBEHHOM Bblpake-
HUW NP BOCNPOU3BOANMBIX YCIOBUSIX.

4 dnemMeHTbl CUCTEMbBbI obecnevYyeHUA KavyecTBa

4.1 O6LWMe nonoXxeHUnN

4.1.1 Cnenyet BbINONHATL TpeboraHna MCO 13408-1.

4.1.2 Cneayet paspadboTaTb U BLINMOMHATE MHCTPYKUMK (METOAUKN) ANS KaXA0ro artana paspadoTku,
aTTecTaLnn, TEKYLLEro KOHTRONMSA N TEXHUYECKOrO 0bCnyXnBaHUa nnodunmsatopa.

4.1.3 dokymeHTbl, NpeayCMOTpeHHble HacTOoALWMM cTaHOapToM, noaneXxaT nepuocanvyeckomy nepe-
CMOTPY U YTBEPXOAEHUIO YNONMHOMOYEHHBIMU Ha TO NMALaMUA.

U3paHune odbmumanbHoe
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4.1.4 CnepayeT BeCcTU JOKYMeHTaLMo No paspaboTke, aTTecTalnm U TeKyLeMy KOHTPOSTO, NoATBepXaa-
FOLLYHO BbINONTHEHMe TpeboBaHWUN HACTOSALLLEero cTaHgapTa.

4.2 OTBeTCTBEHHOCTDb 3a BbINOJIHEHUE TPpeObOBaHMN cTaHaapTa

4.2.1 CnegyetT onpeaennTb NpaBa M OTBETCTBEHHOCTL 3a BHeApeHMe U UCNOJNHeHNe AOKYMeHTaLuu1 no
HacTodaLlWeMy cTaHaapTy.

4.2.2 Ecnun peanunsauna TpedboBaHMN HACTOSIWEro ctaHgapTa BO3NoXeHa Ha opraHnsaunun, umeroLme
pa3Hble cUcCTeMbl obecneyvyeHns KayecTBa, TO AOIKHbI ObITb onpeaeneHbl NpaBa U OTBETCTBEHHOCTbL 3TUX Opra-
HU3aL 1.

4.3 OpraHunsauusa npouecca pa3paboTKu

Pa3paboTky nnodurnusaTtopa crieqyeT BbINOHATL B COOTBETCTBUN C YTBEPXKAEHHBIM TEXHUYECKM 3aa-
HMeM. KOHCTpYKTOpCcKasa AoOKYMeHTaUMsa A0/MKHa nepecMaTpmMBaTbCsa B MIAHOBOM MNOPAAKE U ee pe3ynbTaThl
odbopmnaTbea. MNporpammHoe obecneveHne, NCNoMb3yemMoe ANa ynpasneHust U/Mnn KOHTPOonsa, A0MKHO BbIThb
paspaboTaHo B COOTBETCTBUM C CUCTEMON obecnevyeHns KayecTBa ¢ AOKYMeHTallbHbIM MOATBEePXKAEHNEM TOrO,
4YTO NporpamMmmMmHoe obecrnevyeHne COOTBETCTBYET TEXHUYECKOMY 3aJaHUH0.

4.4 KOHTpONbHO-U3MepUTerbHbIe NPpUGopbI U/UNU cCUCTEMDI

4.4.1 Cneayet paspaboTaTb AOKYMEHTaUMIO, OnpeaensatoLlyo nopsaaok KanmbpoBKM (MOBEPKM) KOH-
TPONbHO-N3MEPUTENbHBIX MPUOOPOB N/UNN CUCTEM.

4.4.2 Cneayet paspaboTatb UHCTPYKUMK, onpeaensolimne nopaaok paboTel ¢ KOHTPOMNbLHO-U3MEPU-
TeNbHbIMW NpMbopamMm N/ MNn cMcTeMam, UMerLLIMMKN OTKITOHEHNS OT TPeDOBaHWUN AOKYMEHTAaL UK.

5 XapakTepuctuka NnpoAaykKra

5.1 HaHHble 0 NpoaykTe, noanexawem nogpunusannm, 4oMKHbI ObITh 3agaHbl 1 0 OPMIEHbl AOKYMEH-
TanbHO. XapakTepucTuka NpoaykTa Ao/MKHa BKIMoYaTh, Mo KpauHen Mmepe, criegylollee:

a) Xumudeckune, pusndeckme 1 papmakonormyeckme cCBOUCTBa npoaykra (Npr HeodXoaAUMMOCTH);

L) AaHHbIE O NePBUYHON YNAKOBKE N CUCTEME YKYNMOPUBaHUA.

5.2 Cnenyet nokasaTtb, YTO Nocne NpoBedeHus npouecca nuounusauum npoaykt COOTBETCTBYET
3adaHHbIM TpeboBaHMAM No 0€30MNacHOCTU, KaYeCTBY U APYrM nokasaTensaMm.

6 XapakTepuctuka npouecca

6.1 lopsaok npoBegeHUa npoLecca nodpunmusaunm AomKeH 0biTb 0PopMINeH AOKYMEHTaNbHO.

6.2 lNpouecc nnodunnsaumnm aomkeH oObiTb paspaboTaH aAng KOHKpeTHoro npoaykra. Npu paspaboTtke
npoLecca go/KHbl ObITb onpeaenieHbl ero KpUutTudyeckne napamMmeTphl.

6.3 ChneayeT 3agaTth NapaMeTpbl npoLiecca, BKoYas AoNyCTUMbIE OTKNOHEHUA. OTU AaHHbIEe AOTKHbI
BKIoYaTh, Mo KpanHen mepe, cneaytollee:

a) AnanasoH Temnepatyp 1 aaBneHuu;

L) CKOPOCTb 3aMopaXMBaHUA;

C) BpeMs BblAEPXXKU NPW 3adaHHbIX TeMnepaType U AaBneHUuu.

6.4 CneayetT noaaepXmMBaTb B 3adaHHbIX Nnpegenax, KOHTPONUpOBaTb U PerucTpmMpoBaTh napameTpbl
BCEX NMPOL,ECCOB.

6.5 Ecnn go npoBegeHUsa npouecca nuodgunmsaunm tpedyeTca BblAepKKa NpoayKra, TO OHa A0JTKHA
ObITb OpopMIIeHa Kak YacTb NpoLecca nuodunmsaunn.

6.6 Cneayet onpeaenntb MHTEPBaNbI BpEMEHMN:

a) MeXxay Hadvarnom HanonHeHUsa U HaYanom npolecca nogpunmsayum;

b) mexay okoH4YaHMeM npoLlecca nogpunnusaunun 1 Havanom BbITPyY3KK (ecnn NpobKn He yToNMNeHbl BO
pnakoHbl A0 OTKPbIBAHUS KaMepbl NnogpunusaTtopa);

C) MexXxay ctepunusauyuen nuopunnusatopa uHavdanom npouecca nmopunmsanni;

d) mexagy crepunmsaumen n UCnonb3oBaHUEM NPUHAANEXHOCTEN (MOAHOCOB, CYMOK, 0DOpYyAOBaHUS
anga yknagku, nMHUETOB U T. 4.).

6.7 llopagok nposeaeHUsa npoueccos ounCTkM Ha mecTe (CIP) u ctepunusaunn Ha mecte (SIP) aomkeH
ObITb 0hopmneH gokymeHTansHo (MCO 13408-4 uACO 13408-5).

2
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7 TpeboBaHuA nonb3oBaTens

7.1 Obwme nonoxeHUN

7.1.1 MNonb3oBaTenb AOMKEH YETKO 3adaTb HasHavyeHne obopyaoBaHUSA U OCHOBHbIE XapaKTepPUCTUKM
npouecca 6e3 KoHKpeTu3aLum TpeboBaHMN K KOHCTPYKLUM 060opyaoBaHus 1 criocoba nx peanmsauun.

7.1.2 TlpoaykTbl (npouecckl) AcMmKHblI ObITb paspaboTaHbl 40 Hadana paspaboTku nuodpunmsaTtopa.
CnegyeTt 3aaaTb ycnoBusi (NapameTpbl npouecca) U gonycTumMmble npeaensl X U3MEHEHUS, NMPpru KOTOPbIX
MCNONb3oBaHNE nuodmnnusaTopa KU BCcnoMoratenbHOro obopyaoBaHus obecrniedmBano 6bl NPOU3IBOACTBO
HaaeXHoro u besonacHoro NpoayKTa.

7.2 XapaKtepuctuka obopyaoBaHus

7.2.1 Cnepyet paspaboTtaTth TEXHUYECKOE 3aaHne Ha paspaboTky obopyaoBaHUs ¢ y4eTOM AOMYCTU-
MbIX U3MEeHEeHUN NapaMeTpPOoB npoLecca.

7.2.2 KOHCTPYKUMNSA, MOHTa)X N MECTO YCTaAHOBKK 0DOpyaoBaHUA AOMKHBI obecnevnBaTh BbINOMHEHME
acenTn4eCcKMX NpoLLeccoB, NPOLLeCCOB OYNCTKN, CTepunmnsauunn, ntopunmsanm (O4NCTKY Ha MecTe U CTEePUNN-
sauuno Ha mecte cM. B MCO 13408-4 nACO 13408-5).

7.2.3 KoHCTpyKUuMa obopyaoBaHUA OOMKHA y4YMThIBaTb TPpebOBaHUA K BHYTPEHHUM MOBEPXHOCTAM U
oKpyXKatoLlen cpeae, BKnoYas npeaLllecTBYOLWMIA 3Tan npouecca, 3arpysKky U BbIrpy3Kky 1, B 0CODEHHOCTU, pac-
NonoXxeHne obopyaoBaHus, nepcoHana u KpUTUIECKUX TEXHOTIOTMYECKNX 30H.,

7.2.4 KOHCTpyKUMENn nuodunusaTtopa AofKHa ObiTb NpeaycMoTpeHa BO3MOXKHOCTb MpoOBeAeHUS
P PEeKTUBHON OUYNCTKN U CTEPUNM3ALNN KaMepbl M KoHOeHcaTopa.

7.2.5 CneayeTtyKasaTb pamMbl, KAPTPUOXU, CTENNaXu, NoNKK, NogaA0oHbI U T. A., UCMoSb3yeMble B NMpoLlec-
ce nuopunmsanun.

[TpumedaHun e — PekoMeHOYETCA NPEAyCMOTPETL NNOCKUE NONKK Anst obecneveHns paBHOMEPHOIO pacnpeae-
NeHns TeMnepaTypbl U AaBneHns (Hanpumep, Npu yKynopmeBaHmm npobkamm B cny4vasix npuMmeHeHns nakoHoB ¢ Npobka-
MW) U ANA NpeaoTBpalleHns 0bpaszoBaHns KOHAeHcaTa.

7/.2.6 Cneayet 3agaTb MakcumalnbHO AONYyCTUMOe 3HaYeHne yTeuk Bo3ayxa B IMopunmnsaTop.

7.2.7 EcnnnpegycMOTPEHO UCTMONb30BaHUE CXKaToro Bo3ayxa, asota nMbo apyroro rasa B nnogpununsa-
TOpe, TO UX YNCTOTA U CKOPOCTb Nodayun He AO/MKHbI OKasbiBaTh BIIMAHUA Ha XapaKTepPUCTUKU NpoayKTa.

7/.2.8 BMmelwaTenbCcTBO B paboTy 000pyaoBaHUS B 30HE KPUTUYECKOTO npoLecca ACMKHO OblTb MUHUK-
MalbHbIM.

7.2.9 [daHHble, OTHOCALLMECH K MECTY pacnonoXXeHnsa obopyaoBaHUA U eroYyacten, 40MKHbI ObITb 0doop-
MNeHbl AOKYMEeHTanbHO U BKoYaTh, Mo KpanHen mepe, cnegyroulee:

a) KOMMYHUKaLUK, Heobxoaumele Ans padboTbl nMogunnsatTopa n MecTta, rae OH yCTaHOBMEH;

b) MaTepuansbl, U3 KOTOPLIX U3roTOBNEHEI YCTPOWUCTBA ANA TPAHCNOPTUPOBAHUSA NPOAYKTOB B MMOMPUNN-
3aTOP N U3 HEro.

7.3 ObOpalweHne c NpoAYKTOM

7.3.1 TpaHcnopTupoBaHUue NpoAyKTa U 3arpyskKa nmocgpunusaropa

7.3.1.1 JomxHa ObITh paspaboTaHa n gokymMeHTansHo odopMieHa npoueaypa sarpysku nnodunmsarto-
pa, BKIo4Yagda nocneaoBaTenbHOCTb Nogadn Npoaykra B KaMepy.

7.3.1.2 TpaHcnopTUpOBaHUE K NMOMPUIN3ATOPY U 3arpyska HanoNHeHHOro npoaykra, npuHagneXXHoc-
Tennnu apyroro obopyaoBaHuns B MMonnmn3aTtop A0KHbI NTPOUCXOANTL B KOUTUYECKOW 30HE. ECnn Ang TpaHc-
NOPTUPOBAHMS UCMOMb3YOT BCOMoratefibHoe obopyaoBaHUe NN KOHTEUHEPBI, TO NoAAepXUBAEMbIE B HUX
YCNOBUS AOIKHBI ObITb TAKUMUN Ke, UTO U B KPUTUYECKMX 30HaX.

7.3.1.3 XapaKkrtepUCcTUKM NOTOKOB BO3QyXa, UCXOAAWMUX OT TPAHCMOPTHLIX YCTPOUCTB U BEHTUNALUN
30HbI 3arpysKku, rae HaxoasaTCA HerepMeTU3npoBaHHbIe NakoHbl, ACITKHBI 0becneynBaTh YCNOBUSA AN KPUTU-
YeCKOW 30HHI.

7.3.1.4 TpnHagneXXHoCcTn, NCNolb3yemMble BO BPpeMd TPaHCNOPTUPOBaHUA NpodyKTa 1 3arpysku B NTUO-
bnNn3aTop, KOTOPbIE MOTYT 3arpsi3HUTL NPOAYKT, ACITPKHBLI ObITb CTEPUNN3OBAHbLI aTTECTOBAHHBIM METOAOM.

7.3.2 Bbirpyskaus nuocdgpunusaropa

7.3.2.1 [onxHa ObITb paspaboTaHa 1 AoOKYMeHTanbHO odpopMIeHa npoueaypa BbIrpy3kn M3 nMounm-
3aTopa.

[1TpwnmeyaHwmne— OKOHYaATENBbHYIO YKYNOPKY NPOOKaMun BbINOMHAOT, KaK NpaBuno, B Kamepe nuodunmaaropa
10 Ha4ana BbIrPy3KM.

7.3.2.2 EcnunokoH4aTenbHas yKyrnopka npobkammn He 3akoH4YeHa 40 OTKPbIBaHUA KaMepbl TModunnsaTo-
pa, To obpalleHne ¢ NPoAYKTOM, yaanaeMbIiM U3 nnodunmsartopa, crnegyeT BbiNOMHATb B KPUTUYECKOW 30HE.
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7.3.2.3 TMpuHagneXHocTu, NCNofb3yeMble BO BpeMs pasrpyskm nmodunmaaropa U npyu TpaHcnopTUpo-
BaHWW, noanexar aesnHdekunun n/unm ctepunmsaymum aTtecToBaHHbIMUA MeTo4aMu.

7.4 KoHTponb 3arpsisHeHUus oKpyXxarLwen cpeabl MUKpOOpraHMsMamMm n HacTuLamMmm

HomkeH 6bITb paspaboTaH n AoKyMeHTanbHo odopMMNeH NoOPsA0K KOHTPOMNSA 3arpsa3HeHNs OKpy»KatoLLen
cpedbl MUKpOOpraHMsMamu nyactmLamm npu TpaHCnopTUpoBaH NpoayKTa U NpoBeaeHnn npoLecca nmodu-
nmsauum.

7.5 O4yucTKka n cTepunusayus

7.5.1 Ouuctka Ha MmecTe (CIP)

O4uuncTKy Ha MecTe BbinonHaAwT no NCO 13408-4.

7.5.2 Py4Hasa ouncTtka

7.5.2.1 Cneayet paspaboTaTh NpoLECC OYNCTKN U NMPeayCcMOTPETb ero aTTectayuio B YCNIOBUAX HaUXy -
LLIero crny4vast npy aKkennyaTtaumm n npoBeaeHnn o4UCTKM 00opyaoBaHUS.

7.5.2.2 [lpouecc o4YUCTKM OOMKeH NpeaoTepallaTh 3arpasHeHne npoaykra unu martepuana XuMnyecku-
MW COeaNHEHUAMN U YacTULaMU BO BpeMs npouecca nmodpununsaum n yaandaTb nodble OCTaTKU, KOTOPbIE
MOTYT co3aaTh bapbep Mexay CTEPUNUIYIOLLUM CpeaCTBOM U MOBEPXHOCTAMM 0O0pYya0BaAHUS.

[TpnmeyaHwune— ABTOMAaTU3NPOBAHHbLIA NPOLIECC OHYUCTKM ABMAETCH NPeanoOYTUTENBHbIM, MOCKOIBbKY OH Bbonee
HagexeH n besonaceH Ans nepcoHana.

7.5.3 Ctepunusauma Ha mecte (SIP)

7.5.3.1 Ctepunusauuto Ha mecte BbinonHsAwT no MCO 13408-5.

7.5.3.2 CTepunusauuo nuogpunmsaTopa cneayeT BbINONHATL Nepen Kaxkaon 3arpy3kon unm rnpu onpe-
OeneHHbIX YCNoBUaX nepe Havanom cepun U3 HECKOMbKUX LMKIOB NUogUnusaLmn.

B nocneaHem cnyvae cneayet 3agdaTth YACNO 3arpysok nuodunmnsatopa n 0b0oCHOBaTh 3TO YMCTIO MpU
aTTecTaLunu.

7.5.3.3 CneayetnogaepXmsath yCroBug, salimwaowe nmoonnnsaTop o1 3arpdasHeHnn nocne npoBe-
aeHnst ctepunmnsaunn. IPPEeKTUBHOCTL 3allUTbl AOMKHA ObiTb aTTecToBaHa, pe3ynbTaThl aTTectauuu
OOIKHBI ObITb 0OPMIEHBLI AOKYMEHTaNbLHO.

7.5.3.4 Bcnydyae npumMeHeHUs1 TeXHOMorM1 npeaBapuUTenbHOW YKYNopKkn onakoHOB ceayeT CTepUnn3o-
BaTb KOHCTPYKLMIO, NOMeLlaeMyto B Kamepy (MpM HeobXoaUuMOCTH).

7.6 ®unbTp ANA BEHTUNALUN

7.6.1 Ona nopaepxaHua nuodunusatopa B YACTOTE Npu cbpoce BakKyyma cneayetr WUCNoNb3oBaTh
pUNbTPLI, YyOepXUBaOLWNE MUKPOOpraHMambl. CKOPOCTb YBENMUYEHUSA AaBIEHUSA UMW NOTOKA A0MKHA ObITh
onpepgeneHa, ocpopmMreHa AOKYMeHTarnbHO U yTBepXaeHa.

7.6.2 CobpaHHast KOHCTPYKLUA C PUNLTPOM O0ITKHA ObITb CTEPUNN3OBAHA COBMECTHO C KAMEepPOW 1N KOH-
neHcaTtopoMm 6e3 noBpexaeHnsa dpunsTpa.

[MTpumeyaHune—IllpeanouTuTenbHbIM METOAOM SABMNSETCH CTEpUnmM3aumns ounerpa Ha MecTe.

7.6.3 TlepnognyHOCTb NPOBEPKN LENOCTHOCTU DUMbTPOB A0MMKHa ObITh onpeaeneHa, yTBepXaeHa u
ohopMneHa AOKYMeHTamnbHO.

7.7 KOHTpONb yTe4YKu B nuocunusartope

7.7.1 KOoHCTpyKUnen nuodunmsatopa AcrkHa ObITb NpeaycMoTpeHa BO3MOXHOCTb NPOBeAEHUSA KOH-
Tponda Ha yTeuyky B NnodpunmsaTope no Metoauke, onpeaeneHHon nonb3oBartenem, pesynbtaThl UCNbITaHUA
OOIMKHbI COOTBETCTBOBATL Npeaenam, ycTaHOBNEHHbIM NoNb3oBaTenem.

7.7.2 MeToauKa KOHTPONS Ha YyTeuKy AoPKHa ObITb ohopMneHa AOKYMEHTalbHO U pernameHTUpoBaTh
NepUoOANYHOCTb TEKYLLIEro KOHTPONMS, NapaMeTphbl BakyyMUpoBaHUSA (TMyOuHyY U ANUTENbHOCTL), MakCUManbHO
OONMYCTUMYIO YTEeUKY BO3adyxXa B KaMepy U KoHAeHcaTop NuodunumsaTtopa, a Takke npegernbl TPEBOMU U KOPPeK-
TUpYloL e OeNCTBUA.

8 ATTecTauus

8.1 O6wue nonoxeHus

ATTecTayuio crneagyeT NpPoOBOAUTL B COOTBETCTBUM C YTBEPXKAEHHOU MeToAuKon. B meToauke OOMKHBI
ObITb YKasaHbl NOPAOOK NPOBeAEeHUS aTtTecTauun, KpUTU4eckKue aTanbl U KPpUTepun npuemMnemMocTmu.
ATTecTauuo npoekTa (KOHCTPYKTOPCKON AOKYMEHTau ) obopyaoBaHUA, aTTecTaluio yCTaHOBMEHHOTO 0DopYy-
OOBaHWUA, aTTecTaluio B OCcHalleHHOM COCTOSIHUK 1 B 3KCNyaTauMn, a Takke atTectauuio npoLeccoB A0KeH
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BbIMOSTHATb aTTECTOBAaHHbIA NepcoHarn no yTBepXXaeHHbIM MeToaukam. J1iobble OTKIMOHEHUA OT 3ajaHHbIX Tpe-
OoBaHUN AOMKHBI ObITb paccneaoBaHbl M yCTpaHeHbl ¢ A0KYMeHTanbHbIM 0hopMIIeEHNEM.

8.2 ATtTecTtauua npoekTta (KOHCTPYKTOPCKOU AOKYMeHTaLuu)

Ha nepBoM aTane atTectaunm crnegyeT ycTaHOBUTb COOTBETCTBME KOHCTPYKLMN 0O60pyaoBaHNSA, 3HEpro-
HOCUTENen, MaTepmnanoB N NPOEKTHLIX PeLleHN 3a4aHHbIM TpeboBaHUAM.

ATTecTaLusa npoekTa (KOHCTPYKTOPCKOW AOKYyMeHTauuKn) gorkHa cootseTcTBoBaThL MCO 9001.

[TpnmeyaHune—ATTECTAUMA NPOEKTA (KOHCTPYKTOPCKOW AOKYMEHTAUUN) SABNAETCH AOKYMEHTAalbHbIM MOA-
TBEPXKAEHMEM TOr0, YTO KOHCTPYKUMSA 0B0OpYyaOBaHUS, SIHEPrOHOCUTENN N CUCTEMA B LENOM COOTBETCTBYIOT TEXHNYECKOMY
3aaHunio.

8.3 ATtTecTauuda yctaHoBrieHHOro obopyaoBaHus

8.3.1 OOLwWune nonoxeHus

ATTecTauuo ycTaHOBNEHHOro obopyaoBaHUs cneayeT BbINMOMHATL B COOTBETCTBUU C YTBEPXKAEHHOW
METOANKOW, coaepKallen CChiNKM Ha TEXHNYECKYIO AOKYMEHTaLUMIO.

8.3.2 MoHTax

Cneayet noATBEPANUTL M ODOPMUTL AOKYMEHTANBbHO COOTBETCTBUE 3a4aHHbLIM TpeOOBaHUAM:

8.3.2.1 ObopyaoBaHUst UMecTa ero pacnonokXeHUs;

8.3.2.2 MoHTaxa obopyaoBaHuUs;

8.3.2.3 lNogsoaa KOMMYHUKaLUN;

8.3.2.4 KanndpoBKkuM (MOBEPKN) KOHTPONBHO-U3MEPUTENbHBLIX MPUOOPOB;

8.3.2.5 Hanuina MHCTpYKUMI No aKkcnnyatauun, B KOTOPbLIX O0OMKEH ObITb oTpaXkeH nopaack padboThl
obopyaoBaHus nNpu atrectaLum B 0OCHaLWEeHHOM COCTOSIHUMN.

8.3.2.6 TpeboBaHua 8.3.2.4 n 8.3.2.5 moryt ObITb NOATBEPXKAEHbI NpU aTTecTalMn B OCHaLEHHOM

COCTOSIHUN.

8.3.3 ATTecTauuda nporpaMMHoOro obecnevyeHusa U KOMNbLIOTEPOB

ATTecTaLulo CUCTEMBI KOMMNBLIOTEPHOIC YNpaBNeHUs U NporpaMMHoOro obecnevyeHus crneayeT BbINOMHATh
00 Ha4vana NnpoBepKkn 0dbopyaoBaHMs U AEMOHCTpaL MM ero COOTBETCTBUSA 3adaHHbIM TpeDOBaHUSAM.

8.3.4 CucrteMbl curHanusauuu (TpeBsoru)

[Tpn aTTECTaUMM CUCTEMBI CUTHANM3AL MW HA COOTBETCTBUE TPebOBaHUAM crneayeT nokasaTth, UTO CUCTE-
Ma pearupyeT Ha OTKIIOHEHUA U PETUCTPUPYET 3TU OTKITOHEHUS.

8.4 ATTecTauus B OCHalleHHOM COCTOAHUN

8.4.1 OOLwune nonoxeHus
ATTecTauusa B 0OCHaWEeHHOM COCTOSIHUM A0IMKHA BbITh BbINOMIHEHA B COOTBETCTBUN C YTBEPKAEHHBIMA

MEeToaMKamMn ANs NoATBepXKAEHUA TOro, YTo YCTaHOBNEHHOE 0bopyaoBaHUe paboTaeT Kak NpeayCMOTpEeHO U
napamMeTpbl HaXoAsTCA B 3adaHHbIX npeaenax.

8.4.2 KOHTpONb Ha yTeuKy

KOHTPpONb Ha yTeuKy cneayeT BINOMHATL ANA NOATBEPXKAEHNS COOTBETCTBUA 3aaHHbIM TpeboBaHUAM.
3Ha4vyeHne yTeukn Bo3ayxa B KaMepy nmodunumsaTtopa He AOMKHO NpeBbilWaTh 3agaHHbIX Npeaenos.

8.4.3 CucremaKoHTpoONnA TeMnepartypbl

CneagyeT BLINONMHUTL aTTECTaLUUI0 CUCTEMbI KOHTPONSA TeMNepaTypbl U NMoKasaTb, YTO OHA COOTBETCTBYET
3aaHHbIM TpeboBaHUAM.

[TpnmeyvaHwmne— Cuctemy KOHTPONS TEMNEPATYPbLI UCNONb3YIOT ANSA KOHTPONA TeMNepaTypbl MOMOK, KOHAEH-
caTopa u KOXyxa.

8.4.4 BakyyMHada cuctema

CneayeT BbINOMHUTL aTTecTalnio BaKyyMHON CUCTEMBI ANS NMOATBEPKAEHUS TOTO, YTO CKOPOCTb BaKyy-
MUPOBaHUA U NpedenbHble 3HaYeHUa COOTBETCTBYIOT 3a4aHHbIM TpeboBaHUAM.

8.4.5 3aMopaxuBaHue KoHaeHcaTa

ChneayeT NpOBEPUTb MOLLIHOCTb CUCTEMbI 3aMOPaXKMBAHUS M CKOPOCTU OXNaXKAeHUs1 N NoKasaTb, YTO OHU
COOTBETCTBYIOT 3a4aHHbLIM TPeDOBaHUAM.

ATTecTauud B OCHaLWEeHHOM COCTOSAHUN ABNAETCS NePBOU NPOBEPKON MOLLHOCTU KoHAeHcaTopa U MOXeT
ObITb NPOBeAEeHa C KOHTPOJIbHBIM PACTBOPUTENEM, TAKMUM KaK BOAA.

8.4.6 PazMopaxuBaHue

Ecnu npegycMoTpeH LUK pasMopaXXuBaHusa, TO cnegyeT nokasaTb ero CooTBeTCTBME 3aaHHbIM Tpebo-
BaHUSAM.
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8.4.7 Uukn npouyeccanuodpunmnsaumm

CneayeT BbINONHUTL LIMKN Nnodnnnsaunm, BKNoYast Bce NpeaycMoTpeHHbIe onepaLunn, U nokasaTb ero
COOTBETCTBME 3aaHHbIM TPeboBaHUSIM.

8.4.8 Lukn npouecca otynctku Ha mecte (CIP)

CneayeT BbINONHUTL aTTecTauuio B OCHalWeHHOM COCTOAHUM B COOTBETCTBUU C MeToAUKaMM U NoKasaTb
cooTBeTcTBME NCO 13408-4.

8.4.9 LUukn npoueccacTtepunuiaumm Ha mecte (SIP)

CneayeT BbINOMHUTL aTTecTaluio B OCHalWeHHOM COCTOAHNUM B COOTBETCTBUM C MeToOAUKaMM 1 NoKa3aTh
cooTBeTcTBME NCO 13408-5.

8.4.10 CucrtemMa oKOH4YaTeNnbHOro yKkynopuBaHusa

EcnunnpegycmoTpeHa CUCTeMa OKOHYaTENbHOro YKYNopuBaHus, To creayeT BeINOMHUTL ee aTTecTaluto
1 NoKasaTb ee COOTBETCTBUE 3aJaHHbIM TpebOBaHNAM.

8.4.11 PacnpepeneHue Temnepatypbl Ha nonkKax

8.4.11.1 Cneayet BLINOMHUTL aHanNM3 pacnpeaeneHns teMnepartypbl Ha nonkax, YTobdbl YCTAHOBUTL
3HaveHune pasbpoca TemMnepaTyp Mexay nonkamm v Ha HUX M NoKasaTb COOTBETCTBUE 3agaHHbIM TPEDOBAHUAM.

B ngeane, 3ToT aHann3 A40mMKeH ObITb BLINOMHEH NMPU HAXoXAeHUN Kamepbl Nog aTtTMocdepHbIM AaBIEHU-
eM 1 BKNoYAaTb 3HaYeHUA TeMmnepaTyphbl, OTHOCALLMECH K pazamM Harpesa 1 oxnaxaeHus B npolecce NMopunu-
3aUmn.

8.4.11.2 Cneayetonpeaennts YACNO AaTYMKOB TeMnepaTyphbl.

8.5 ATTecTauua B 3KcnnyaTayuun

8.5.1 O6bwue TpeboBaHUA

[1o Havana atTecTaunm B aKcnnyaTtauum cnegyeT paccMOTpPeTb pe3yrbTaThl aTTecTaun yCTaHOBNEHHO-
ro obopyaoBaHMAa N aTtTecTaun B 0CHaLWEeHHOM COCTOAHUN U YOeUTbCS, YTO OHW YAOBNETBOPSAT 3a4aHHbIM
TpeboBaHUAM.

Kak npaBurno, atrectaumio B 3Kcnnyatauuy BbINOMHSAT € pearnbHbIM NMPoayKToM. MOXHO Takke UCNOTTb-
30BaTb nnauebo ¢ 6rIM3KNMMN XapakTepuUcTnKamm.

8.5.2 lpouecc nuodunmuzauum

8.5.2.1 ATTectauusa B aKcnnyaTtauunm AcipkHa ObiTb BbIMOMHEHA ANS NOATBEPKAEHUS COOTBETCTBUS
obopyaoBaHUa AaHHOMY NPOAYKTY UK NpoLeccy.

8.5.2.2 Jlnopmnnusatop AoMmKeH BbITb 3arpyKeH NpoayKTromM Unm nnauedo B COOTBETCTBUM C YTBEPKAEH-
Ho MeToauKoNn. MNpu NnpoBeaeHU NpoLecca ACMKHO ObIThb NOATBEPXKAEHO COOTBETCTBME NAapaMeTpPoB LKA
3aaHHbIM TpebOBaHUAM.

8.5.3 Crepunusauua Ha mecTte (SIP)

CneayeT BLINOMHUTL aTTecTaluto B 3KCrNiyaTaunMm B COOTBETCTBUM C YTBEPXKAEHHBIMW METOAUKaMN A8
noaTBepXxaeHna cooteeTcTBUA TpedboBaHUam NCO 13408-5.

8.6 ATTecTauuda npouecca

8.6.1 OOLwWwune nonoxeHUnN
ATTecTauuna npoLecca aomkHa ObITh NpoBedeHa ANA NoATBEPXKAEHUS TOro, YTOo NONYyYEeHHbIN B pe3yfbTa-
Te nnodnnusayn NpoayKT COOTBEeTCTBYET TpeboBaHMAM K Ka4eCcTBY 1M obnaaaeT 3agaHHbIMU CBOUCTBaMMN.

[TpumeyaHune—B arrecTaunio npouecca BXogsaT UMUTaLMA npoLecca, aTTectayms npouecca O4YUCTKN U NMPo-
BEepKa NpoAyKTa, UMUTUPYIOLLEro NOATMHHbBIV MPOAYKT.

8.6.2 ATTecTauua npoLecca OMUCTKU

[Mpouecc o4NCTKU NomnnmnaaTopa AomkeH ObITh aTTecToBaH. [pouecc O4YUCTKUN HA MecTe A0IMKEH BbITb
aTtTectToBaH no NCO 13408-4.

8.6.3 Umutauua npouecca

[TpumevyaHms

1 MIMnTauma acenTnyeckoro npouecca nuopunusaumm npoaykToB BKOYaeT B ¢ebs 0cob0 CNoXHble cuTyauun,
CBSI3aHHbI€ C Py4YHbIMW OMnepaunsamMmm n BMeLWaTeIbCTBOM YEoBEKA.

2 BHeceHne MUKpOOpPraHnamoB B NMOPUNMN3aTop A0MXKHO BbITb CBEAEHO K MUHUMYMY 3a CHET paunoOHalbHbIX METO-
0oB paboTbl, NPOLECCOB OUYNCTKU, A€3NHMEKLNN N CTEPUNN3ALINN, KOTOPbIE NO3BOMNAKT NCNOMNb30BaTh B NModmnnmniarope
XUOKNE NUTaTernbHblE Cpeabl.

8.6.3.1 Nmutaumsa npouecca gnga nMopunnusmpoBaHHbIX NMPOAYKTOB ACIMKHA BKIIOYAaTh BCe onepauuu
acenTU4eCcKoro Npon3BOACTBa, BKIoYad HanomHeHUne, TpaHCNopTUPOBaHUE, 3arpysKy, HaxXxoXaeHne B kKamepe,
BbITPY3KY U repMeTusanunio Npy 3agaHHbIX, 0P OpMNEeHHbIX AOKYMEHTalnbHO U YTBEPXXAEHHbLIX YCITOBUSAX, COOT-
BETCTBYIOLLMX HAUXyOLLEMY chny4Yalo.

6



FOCT P UCO 13408-3—2011

8.6.3.2 lNpnumuntaumm npouyecca nmopumnmsaunm cneayeT, N0 BO3SMOXHOCTHU, B MONTHOU Mepe NOBTOPUTL
npouecc nuogpununsaunm, ooblivHO De3 3aMmopaXmMBaHUA, BKNOYAs YaCTUYHOE BaKyyMUPOBaAHUE U BbIOEPXKKY,
Tpebyemyto Anga nutatensHoW cpeabl. Cneayet nsderaTb KUNEHUA U 3aMOPaKMBaAHUS pacTBopa.

Hy>XXHO ydecTb cregytoLume pakTopbl:

a) UCNonNb3oBaHWEe BO34yxXa BMeCTO a30Ta;

b) MakCUManbHbIN MHTEPBAaN BPEMEHU MeXay npoLeccamMun ctepunmsaymmm nnodpunnusaTopa;

C) MakcumanbHbIA MHTEpPBaln BpeMeHU Mexay npoleccam ctepunusaunm u nnogpunmsaymm;

d) Konn4yecTBeHHbIe XapaKTepUCTUKN HaUXyaLWnX CUTyaLnn.

[TpumedaHwune—Illpumepom ABMNAETCH YNCO 3arpyxaembiX NOAA0HOB U ANUTENBHOCTL 3arpy3ku (NP KOTOPOW
Kamepa SBMAETCH OTKPLITON).

8.6.4 ATTecTauua npopykra

8.6.4.1 JlnopunnsnpoBaHHbIN NPOAYKT AOMKEH ObITb NPOBEPEH Ha COOTBETCTBUE 3aaHHbIM TpeboBa-
HAAM, B TOM YnCne K 6e30NacHOCTU, KaveCcTBY, NOATMHHOCTN U YACTOTE.

KOHTpONb KavyecTBa A0JIKEH BKMHoYaTb TECTHI HA CTEPUNBHOCTL, CTabUNbHOCTL, OCTATKN paCTBOPUTENS,
BOCCTAHOBINEHWe, BHELWHWUN BUA, aKTUBHOCTb M OAHOPOAHOCTb, HO He OorpaHUunMBaTLCH UMW,

8.6.4.2 ATTecTauuio cneayeT npoBOANTb B COOTBETCTBUM C YTBEPXKAEHHBIM NiaHOM oTbopa npoo.

8.7 PaccMmoTpeHUue n yTBepXaeHue pesynbTaToB aTTecTauun

MaTepuanbl atTectTaynm npoekra, aTTecTaLum ycTtaHoOBNeHHoro obopyagoBaHuma, atTectaulnm B OCHa-
LLIeHHOM COCTOSIHUMW, aTTecTalumn B 3KCnnyaTauum n attectayum npoLecca AoiKHbl ObiTb 0pOpMITIEHBI B BUE
MPOTOKOMNOB (OTYETOB) M paCCMOTPEHbI Ha NpeaAMEeT COOTBETCTBUSA 3a4aHHbIM TpeboBaHUAM A5 KaXA0ro aie-
MeHTa rnpoLecca arrectauun. PesynbTaTbl paCCMOTPEHNSA A0IMKHBI OblTb 0POPMIIEHBI ACKYMEHTaNbHO.

9 Jkcnnyatauus U TeKyLWUU KOHTPOMNb

9.1 O6wWwmMe NnonoXxXeHus

TeKyLLNIA KOHTPOIb ACITKEH NOATBEpXAaTb COOTBETCTBME aTTECTOBAHHOro npoLecca 3agaHHbIM Tpebo-
BaHUAM.

9.2 Ob6y4yeHUe onepaTopoB

9.2.1 OnepaTtopbl ACIMKHbI ObITb 0BYYEHbI B COOTBETCTBUMN C YTBEPXKAECHHBIMUA NHCTPYKUMAMN (METO-
OnKamm).

9.2.2 Oby4yeHne onepartopa cneayet NpoBoANTb B COOTBETCTBUN C YTBEPXKAEHHOW nporpammon. Nocne
MPOXoXAeHUs 0byveHNsa onepaTop AOIKEH:

a) NOHMMAaTb NPUHLUKMNBI NpoLLecca, BKNYas 0COBEHHOCTU KOHCTPYKLMK 1 3KCNTyaTaunm;

D) yMeTh BbINMONHATL TpebyemMble onepaLni;

C) 3HaTb AEWUCTBUSA, KOTOpbIe cneayeT npeanpuHaTL NP OTKNOHEHUKU NpoLecca Unn nodoroeroatana ot
3aJaHHbIX TPeboBaHUN;

d) 3HaTb TpeboBaHUA TEXHUKN BE30MaCHOCTH.

9.3 UHCTpYKLUUU NO IKCNNyaTauuu

MHCTPYKUWK MO aKcnnyaTauun goIMKHbl COOTBETCTBOBATL pe3ynbTataM atTectaunun n cogepatb, Mo
KpanHen mepe, cneayrollee:
a) nolwlaroBbIv NOPsAAOK BeINONHEHUSA onepaLuni;

b) KpuTEPUM NpMemMnemMocTn And napameTpoB LMKNa 3KcniyatauMm U OeNcTBUS, KOTopble criegyeT
npeanpuHATL, eCl1 3TN NapamMeTpbl BbIXOAAT 3a A0NYCTUMbIE Npeaenbi;

C) 0DsA3aHHOCTU M OTBETCTBEHHOCTD;
d) WMHCTPYKUMKM NO KanMbpoOBKe (NoBepke) N TEXHUYECKOMY ODCNYXUBaHUIO.

9.4 lNoBTOpHaA aTTecTauuA

9.4.1 T'loBTOPHYIO aTTecTauuo acenTuieckoro npouecca cnegyet NpoBoAUTL C onpeaeneHHOU Nepuro-
OWNYHOCTLIO B COOTBETCTBUU C YTBEPXAEHHBLIM MMaHOoM.

9.4.2 CneagyeT coxXpaHATb NPOTOKONbLI aTTecTalnm Ans paccMOTPEHUSA pe3ynbTaToB aTTecTaun U KOp-
PEKTUPYIOLMX AeUCTBUN NPU OTKIOHEHUX NapaMeTpOoB npoLecca 0T 3agaHHbIX 3Ha4YeHUN.

9.5 TexHu4veckoe obcnyxunBaHne obopyaoBaHUs
TexHn4eckoe obcrnykmBaHue crnegyeT npoeBoANTb B NI1AHOBOM MOPsiAKe B COOTBETCTBUN C UHCTPYKLINEN.

v
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9.6 KoHTpOnb U3MEeHEeHUN

9.6.1 Cneayert oueHNBaTL MAMEHEHNSA B 000pyaAoBaHMNIN, NPOAYKTE, YNAaKOBKE, pacnonoXeHUn B Mo un-
nnaaTtope Ha npegmeT nx BrnnusaH1Us Ha 3 PeKTUBHOCTb NPOLLECCOB.

CneayeTt yudnTbiBaTb XapakTep WU3MEHEHUN npu onpegeneHnn obbema atrectauum yCTaHOBMNEHHOMo
obopyaoBaHuUs, aTTecTaL M1 B OCHaLLEHHOM COCTOSIHUK, aTTecTaLMn B 3KennyaTauummaTrectayum npouecca.

9.6.2 CneayeT AoKyMeHTanbHO OPOPMNATL pe3ynbTaThbl OLIEHKWU, BKMNoYass 0OOCHOBAHUS NPUHATHIX

peLleHnin n obbemMm HeobxoaMMon aTTecTaLun.
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Mpunoxenve OA
(cnpaBo4HOe€)

CBegeHuA 0 COOTBETCTBUM CCbITOYHbLIX MeXXAYyHapoaHbIX CTaHOapToOB
HauMoHanbHbLIM cTaHgapTaMm Poccumnckou ®epgepauuum

Tadbnwua OA1

OBo3HaYeHNe CCbINOYHOro CreneHb
O0o03HaYeHUEe U HAMMEHOBAHUE COOTBETCTBYHOLWLETro HauMOHAaNbHONro CTaHgapTa
MEXAOYHAPOAHOIo CTaHAaapTa COOTBETCTBUA

NCO 9001 IDT [OCT P MCO 9001—2008 Cuncrembl MEHEKMEHTA KaYecTBa. [pe-
boBaHuA

NCO 13408-1 IDT [OCT P CO 13408-1—2000 Acentudeckoe npou3BoacTBO Meun-
LMHCKOW npoaykumn. Yacte 1. Obwme TpeboBaHums

NCO 13408-4 IDT [OCT P NCO 13408-4—2011 AcenTtn4yeckoe rnpon3BoacTtBO Meau-
LMHCKOW npoaykumn. Hacte 4. TexHONormm o4YUCTKU Ha MEeCTe

NCO 13408-5 IDT [OCT P CO 13408-5—2011 Acentundeckoe npoun3BoacTBO Meun-
LMHCKOW npogykumn. Hacte 5. CTtepunusaunsa Ha mecTe

[TpnmedaHune—B HacToawen Tabnuue NCNonNb30BaHO cneayoLlee ycnoBHoe 0b603Ha4YeHNe CTENEHN COOT-

BETCTBUA CTaHAAPTOB.

- IDT — npeHtTnyHbIN cTAHaApPT.
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