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Mpepgucnosune

Lienn v npuHumnel cTaHgapTr3auum B Poccuiickoin @egepaunm yctaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 neka6bps 2002 r. No 184-d3 «O TexXHUYECKOM perynvpoBaHuu», a npasuia NPpUMEHEHNS HaUWOHAabHbIX
cTaHgapToB Poccuiickoii ®egepauun — FOCT P 1.0—2004 «CTtaHgapTusaums B Poccuiickoli ®epepaunu.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 PA3PABOTAH O6Lepoccuiickoli 06WwecTBEHHOW opraHusaunein «Accoumaums NHXEHepPoB Mo KOH-
TpoNto MuKpo3arpsisHeHuin» (ACUHKOM)

2 BHECEH TexHunyeckum KOMMTETOM Mo cTaHgapTusauun TK458 «Mpon3BoACcTBO MKOHTPO/bL KavecTsa
NlekapCTBEHHbIX CPeACTB»

3 YTBEPXJEH W BBEAEH B JEVCTBME [Mpukasom ®efepansHOro areHTcTea no TeXHUYECKOMY
perynupoBaHuio n MeTposnorum ot 27 gekabps 2007 r. No 616-cT

4 BBEJEH BMNEPBbIE

NHdopmauus 06 M3MEHEHUSIX K HACTOsILeMy cTaHAapTy Ny6/uKyeTcs B eXerofHo u3gaBaemom
MH(OpMaLMOoHHOM yYKa3aTe e ((HaynoHabHble CTaH4apThi», aTe KC T U3MEHEHUA 1 NONPABOK — B eXeMe-
CSIYHO U3AaBaeMbIX UH(POPMALMOHHBIX yKa3aTensax «HaumoHanbHble cTaHaapThi». B ciyyas nepecmoTpa
(3aMeHbI) MM OTMEHbI HACTOSLWEro cTaH4apTa COOTBeTCTBYO L ee yBejoMeHne 6yaeT ony6IMKoBaHo
B €XXEMECSYHO U3aBaeMOM MH(DOPMALMOHHOM yKka3aTene «HauuoHasbHble cTaHaapTbi». COOTBETCT-
BylOLLasi UH(DOPMALIMS, YBEAOM/IEHUS U TEKCThl U pa3MeLlalnTcs Takke B MH(POPMALMOHHONR cucTeme
o6uiero nosb3oBaHUs — Ha oULManbHOM caliTe @efepanbHoroareHTCTBa No TEXHUYECKOMY peryimpo-
BaHUIO UMETPOoorMn BCeTu MHTepHeT

© CraHpapTuHdgopm. 2008

HacTosuii cTaHAapT He MOXEeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MPOCTPaHEH B kauecTBe 0huLManbHOro U3faHus 6e3 paspelleHus ®efepasbHOro areHTCTBa No TEXHUYECKO-
MY perysimpoBaHuio 1 MeTposiorum
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BsepeHune

JlekapcTBeHHble cpeficTBa ABNATCA 0COObIM BUAOM Npoaykuun. KHAM NpeabaBAsioTCA BbICOKMe Tpe-
60BaHNa no 6e3onacHocTy M achheKTMBHOCTM, obecneynBaemble Ha BCeX aTanax pa3paboTku, UCMbITaHWU,
Npon3BOACTBA U peannsaluu.

TpeboBaHuA K NPOU3BOACTBY NIEKAPCTBEHHBLIX CPEACTB YCTAHOB/EHbI CUCTEMOOGpAa3yoLWmMM cTaHaap-
ToM FOCT P 52249. Hactosawuii cTaHAapT BXOAMT B KOMM/IEKC CTaHAAPTOB, OTHOCSLLUXCA K NPOU3BOACTBY
NeKapCTBEHHbIX CPeSCTB, U KOHKpeTU3npyeT Tpe6oBaHMs KTEeXHOOrMYeckomy 060pyA0BaHuNI0 AN NPOU3BOA-
CTBa TBEP/bIX IeKapCTBEHHbIX POPM (TabNeTok, Kancyn, rpaHys, NOPOLLKOB).
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HALULMOHAMbHBLINR CTAHAAPT POCCUWNCKOMWN GELEPALUMN

Mpon3BoACTBO NEKaAPCTBEHHbIX CPeACTB

OBOPYAOBAHUE TEXHONTOTMYECKOE /1A MPOMU3BOACTBA
TBEPAbIX NEKAPCTBEHHbLIX ®OPM

O6lwwumne TpeboBaHuA

Manufacturing of medicinal products.
Processing equipment for manufacturing of solid dosage forms. General requirements

fNaTtaBBegeHna — 2008— 10—01

1 O6nacTb NpUMeEHEHNS

HacToawuii ctaHgapT yctaHasnnsaeT obulive TpeboBaHUS K TEXHOOMMYeckoMy 060pyaoBaHuio Ans
npon3BoACTBa TBEPAbIX eKapCTBEHHbIX hopm B cooTBeTcTBUU ¢ TOCT P 52249 (npasuna GMP).

CTtaHfapT He ycTaHaBnvnBaeT TpeboBaHWii NPOMbILLAIEHHON 1 APYTruX BUA0B 6e30nacHoCTH.

CTaHgapT pekomeHAyeTcs MCnosib30oBaTb Npu pa3paboTke, NMPOEKTUPOBaHMK, BbiGOpe, aTTectaummn u
aKcnyaraumm obopyfoBaHua AnA NPoU3BOACTBA TBEPAbIX NIEKAPCTBEHHbIX (HOPM, NpefHasHayYeHHbIX 415
opanbHOro NpYMeHeHns (TabneTok, Kancysn, MOPOLLKOB 1 Np.).

2 HopmaTuBHbIE CCbINIKK

B HacTosLLeM cTaHAapTe UCNONb30BaHbl HOPMATUBHbIE CChISIKM Ha cneaytollme cTaH4apTbl:

FOCT P51251—99 ®dunbTpbl 04MCTKU BO3ayxa. Knaccudumkauusa. Mapkuposka

FOCT P 5224&—2004 MNpaBuna Nnpon3BOACTBA U KOHTPO/IS KAYecTBa SlIeKapCTBEHHbIX CPencTB

FOCT P 52537—2006 poun3BOACTBO /leKapCTBEHHbIX CpeAcTB. Cuctema obecnevyeHus KavyecTsa.
O6uwue TpeboBaHUs

FOCT NCO 14644-1—2002 YucTble NOMELLEHUA N CBA3AHHbIE C HUMWU KOHTpPO/UpYyemble cpefbl.
YacTtb 1. Knaccudpmkanmsa 4ncToTbl BO3ayxa

MpumeuaHnue — MNpyNonb30BaHUN HACTOSALUM CTAHAAPTOM LeNecoo6pasHo NPOBEPUThL AeiCTBUE CCbINOY-
HbIX CTAHAApPTOB a WH(OPMaLMOHHON cucTemMe 06L,Er0 NOMb30BaHUS — Ha oduumanbHOM caiiTe ®efepanbHOro
areHTCcTBa No TEXHUYECKOMY PEryiMpoBaHUI0 U METPOJIOTMN B CETU MHTEPHET MU N0 eXEerofHo n3gaBaeMomMy uHgopma-
LMOHHOMY yKa3aTeno «HaunoHanbHble CTaHAAPThI», KOTOPbLIA 0NYy6IMKOBAH MO COCTOAHMIO HA 1 iHBaps TEKYL,Ero roaa, u
N0 COOTBETCTBYIOUWMM €XEeMEeCAUYHO U3LaBaeMblM UH(OPMALUOHHBIM yKasaTensam, ony6/UKOBAHHbIM B TeKyLWeEM rogy.
ECAn CCbINOYHbIA CTaHAAPT 3aMeHeH (M3MeHEH), TO NPK NOIb30BAHWM HACTOSALWMM CTaH4apPTOM cnefyeT PyKOBOACTBO-
BaTbCH 3aMEHSAOWNM (M3MEHEHHbIM) CTAHAAPTOM. ECNM CCbINIOYHBINM CTAHA4APT OTMEHEH 6e3 3aMeHbl, TO NoJIoXeHue, B
KOTOPOM fiaHa CCbINKa Ha Hero, NPUMEHSETCS B YaCTU, He 3aTparuBalwlleit 3Ty CCbifky.

3 TepMuHbI 1 onpeaeneHus

B HacTosALWEM CTaHAAPTE NPUMEHEHbBI CeAyioLLIMe TEPMUHLI C COOTBETCTBYHOLUMMN ONPeAeNEHUAMN:

31 aTTecTauus: lokazaTenbCTBO TOFO, YTO METOANMKA, NpoLiecc, 060pyAoBaH/e, MaTepuarl, onepayus
WK CUCTeMa COOTBETCTBYIOT 3alaHHbIM TPeGOBaHMSM U UX NCMOJIb30BaHne feliCTBUTEIbHO aeT OXnaaemMble
pe3ynbTarthl.

MpumevaHuns
1 «Banupauyunsa*, «ksanuunkauna», «sepudunkaLna» — HepekoOMeH/[yeMble TEPMUHbI.

2 [ina npoueccoB 1 o6opysoBaHusa gonyckaeTtca Hapsay ¢ TEPMUHOM «aTTecTauyna» NPUMeHATb TEPMUH «UCMbI-
TaHuA».

N3paHne opuynanbHoe
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3.2 3arpsa3HeHune: Nio6oe BkoYeHNe BeKapCTBEHHOE CpeaCTBO, HE NpefyCMOTpeHHOe ero CoCtaBoM.

3.3 3akpbIThli Nnpouecc: Mpouecc, BbINOMHAEMbI HA 060pyA0BaHUK, paboyas 30Ha KOTOPOro 1 MaTe-
puan (NPoAyKLu1s) He KOHTaKTUPYIOT C OKpYXatoLeli cpeaoii.

MpumevaHuns

1 Hapsigy C TEPMUHOM «3aKpbIThlii NPOL,ECC* MOTYT MPUMEHATLCA TEPMUHbI «3aKpblTas CUCTEMA» WU «3aKpbiToe
o6opyfoBaHue*, UMetoLLMe TOT Xe CMbICA.

2 BOTKpbITbIX NpOLecCax BOZMOXEH KOHTaKT paboueiil 30HbI M MaTepnanos (MPOAYKLMMN) C OKpPYXaloLieil cpeaoii.

3.4 xpuTuyeckuii napameTp: MapameTp, BAUAIOLWUI HA KAYECTBO /IEKAPCTBEHHOTO CpeacTBa.

3.5 ypoBeHb 3aWuTbl NpoAyKTa: YcnoBHoe o603HaveHme (knaccmudukalmsa) KoMmniaekca TpeboBaHnii n
Mep. HanpaB/ieHHbIX Ha NpefoTBpaLLeHne 3arpsisHeHs NPoayKTa.

4 O6wmne TexHmyeckne TpeboBaHus

4.1 TexHonoruyeckoe obopyfoBaHue AO/MKHO obecneymBaTb BbiMyCK MPOAYKLMW B COOTBETCTBUU C
3afiaHHbIMK TpeboBaHVAMY (cneyudukalyen). 3To gocTUraeTcs 3a CHeT KOHCTPYKLMM 060pyf0BaHNA, NpuMe-
HAEeMbIX MaTepuanos, CPefCTB KOHTPOAA W OnNpefesieHHOro nopsjka 3kcnayaTauyum B COOTBETCTBUM C
FOCT P 52249.

4.2 K TexHofnormyeckMm npoueccam v 060pyA0BaHUI0, MCMOb3yeMbIM NPU NPOU3BOACTBE TBEPAbIX
NeKapCTBEHHbIX (hOPM (HECMOTPSA Ha PasnMunsa B Ha3Ha4YeHUN U KOHCTPYKLMM) NPeabsaBASAIOTCA cneaytoLime
06LWyre TpeboBaHUs:

- obecneyeHne Tpebyemoro coctaBa NpPoaykTa;

- obecneyeHne roMoreHHocTn (04HOPOAHOCTIN) NpoAyKTa:

- 3alMTa nNpoAyKTa OT pucka 3arpssHeHus (HanpymMep, nyTeM UCMNO/b30BaHNA COOTBETCTBYIOLLErO YPOB-
HS 3aUThl);

- npefoTBpalleHne nepekpecTHbIX 3arpPA3HEHW;

- KOHTPO/Ib NapaMeTpoB npoLecca (MpoayKumnm);

- BO3MOXHOCTb aTTecTaunm KpuTnyeckoro 060pyaoBaHus;

- cTabunbHOCTL NapameTpoB 060pyAoBaHMA, obecneymBalroLwas HeM3MeHHOCTb nokasarenein NpPoaykK-
Lun B AONYCTUMBbIX Npegenax:

- yA06CTBO TEXHMYECKOrO 0B6CNYXMBaHNA W akcnayaTauun, obecneyeHne COOTBETCTBYHOLNMU [OKY-
MeHTamu. npuéopamun, matepuanamu v np.

4.3 B3aBWCMMOCTM OT Tpe60BaHuii K 3aluTe NpoayKTa OT BAMSHUA OKpYXatoLLei cpebl npouecchl (cuc-
TeMbl) MOTYT 6bITb OTKPbITBIMU 1 3aKPbITbIMU. B 3aKpbITbIX CUCTeMax obecneunBaeTcs pusnyeckoe pasgene-
HVWe BHYTPeHHero o6bema 060py0BaHUS N HAXOASALLMXCA B HEM MaTepuanos U NpoAyKTa OT OKpyXatoLlei
cpefbl, 4yem obecneynBaeTcs 60n1ee BbICOKNI yPOBEHb 3aLnTbl (1).

4.4 KoHcTpyKuueli 060pyaoBaHuUs f0/HKHO 6bITb 06ecneyeHo:

- COOTBETCTBME 060pPY0BaHNA CBOEMY Ha3HAYEHMIO.

- Tpebyemblii ypOBEHb 3alUTbl NPOAYKTA B 3aBUCMMOCTMN OT CTEMNEHU 3aKpbITOCTV 060pYA0BaHUS;

- BO3MOXHOCTb U YJ06CTBO O4MCTKM NOBEPXHOCTEN 060pYyA0BaHUS, CONPUKaCAIOLLNXCS C MaTepranamu
1 npogyKTamu;

- MakcumasibHas 3aluTta OT OWNBOYHbIX AeNCTBMI NepcoHana:

- BO3MOXHOCTb KOHTPO/1S NapameTpoB;

BO3MOXHOCTb TEXHUYECKOTO 06CNYXVBaHUS;
yA06CTBO 1 HAAEXHOCTb BbINOHEHNSI MPOU3BOACTBEHHbIX ONepaLuii TEXHOMOrMYeckoro npoecca:

- [OCTYNHOCTb A/19 OCMOTPA;

- UCKNIOYEHMNE pUCKa 3arpA3HEHNs NIeKapCTBEHHbIX CPEACTB Mbl/blo, rasamu, Napom v np. 1 nonagaHvs B
roToBbI/ NPOAYKT NOCTOPOHHMX MaTeprasnos, CeA0B KOPPO3nKM, CMa30UHbIX MaTepranos 1 Apyrux BeLLecTs,
NCTOYHNKOM KOTOPbIX IBASETCA 060pyA0BaHue.

4.5 Martepuansbl, npuMeHseMble B 060pyA0BaHUN:

- He [0/MXHbl BCTyNaTb B peakuunto ¢ NPOMEeXyTOUYHOWN 1 roToBOV NpoAyKuueli 1 UCXOAHbIMKM MaTepua-
namu:

- He [J0MXHbl BblAENATb UM abcopbuposaTb BelecTBa, OKasblBawlMe BAUAHWE HA KavyecTBO Npo-
AyKuun;

- O0J/DKHbI BbITb M3HOCOCTOMKNMY 1 06ecneymBaTb coXxpaHeHe paboTocnoco6HOCTN 060opyf0BaHMSA B
TeuyeHve cpoka ero cnyXobl NPW BbINOTHEHUU NPeAYCMOTPEHHbIX PaboT N0 TEXHUYECKOMY 06CTYXXMBAHWIO;

- He BCTynaTb B peakuuio C MOKLLVMMN U Ae3NHMULNPYIOLWMMN CpeACTBaMU, TUMbI KOTOPbIX PEKOMEHA0-
BaHbl MPON3BOAUTENIEM NN YCTAHOBIEHLI HOPMATUBHBIMU JOKYMEHTaMU.

2
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4.6 TlOrpeLHoCTb KOHTPOJIbHO-N3MEPUTENbHbIX NPUOGOPOB A0/HKHA COOTBETCTBOBATL YCTAHOB/IEHHbIM
3HauyeHuaMm. CnegyeT NpefycMOTPeTb NOPAAOK KaNMOpoBKM (MOBEPKN) KOHTPOSIbHO-U3MEPUTENbHBLIX NPU6G0-
POB ¥ fOKYMeHTanbHOro ohopmaeHnsa pe3ynbTaTtos kannbposku (MTOBEPKH).

4.7 O6opypoBaHue, MMelLWee KpUTUYECKMe napameTpbl, ABASETCH KpuTuueckum. K Kputuyeckomy
060py0BaHNI0 OTHOCATCA:

- BECbHI:

- n3MenbunTenu;

- cmecuTenu;

- rpaHynsTopbl;

- CYLUWJIKHU;

- TabneTouHble NPecchl;

- KancysbHble MallunHbI;

- CMCTEMbl MOWKW 1 O4YUCTKN HA MeCTe;

- HEPA cbnnbTpbl, ycTaHOBNEHHbIE BOGOpPYAOBaHUY,;

- obopygfoBaHve AN NepBMYHON YNakoBKW NPOAYKLUN;

- Apyrve Buabl 060pyAoBaHusA.

Kputnyeckumm Takxe ABASIOTCA YUCTbIE NOMELLLEHUSA Y YACTbIE 30HbI, TEXHOIOTMYECKNE Cpefbl, Conpuka-
cawowmecs ¢ npogykramu (CxaTblil BO34yX, BOAA OUMLLIEHHAs, nap. BakyyMm 1 np.).

4.8 [lnA kaXxporo BMaa KpUTuyeckoro obopygoBaHus cnefyeTt onpefensatb KpUTuyeckme napametpsbl,
nognexaltiune atrectayuu.

Mpumepamu KpUTUHECKUX NapaMeTpOB AB/AIOTCA:

- Temneparypa CyLluKu;

- TOYHOCTb BECOB;

- yucToTa NOBEPXHOCTEN 060pyA0BaHMSA, COMpUKacaloLXcs ¢ NPOAYKTOM;

- yucToTa BO3AyXa BHyTpM 060pyA0BaHNS;

- YMCTOTa CXaToro Bo3gyxa v np.

4.9 ATTecTauuv noafexuT:

- KpUTUYeckoe TexHosornyeckoe o6opyaoBaHune (Mo KPUTUYECKMM NnapameTpam);

- KpuTuuyeckoe o6opyAoBaHne NogroToBKY 1 pacnpefeneHns TEXHONOMMYECKNX CPes, conpukacatoLLmnx-
€Al C NPOAYKTOM.

5 TpeboBaHUS K 3awWuTe NpoLEeccoB M 060pyA0BaAHNS OT 3arpsa3HeHunii

51 [AnA kaxAoin KpMTUYECKoN eanHULIbI 060pyA0BaHNSA CnefyeT OLeHMBaTb PUCK 3arpsA3HEHNA NpoaykTa
1 MaTepuanos, BXOAALMX B NPOAYKT, Y NpeAycMaTpuBaTb Mepbl 3aLlUTbl OT 3arpsa3HEHNA.

CnepyeT oueHUBaTb ONACHOCTb 3arpsA3HeHNs NPOAYKTa N3-3a NOCTOPOHHWX BKIIOYEHW, HAXOAALMXCS:

- BWCXOAHbIX MaTepunanax;

- Ha noBepxHOCTU 060pyA0BaHNS;

- BTEeXHO/IorMyecknx cpefax (Cxxatom Bo3fyxe, Bofe, nape nnp.);

- B CMas04HbIX MaTepuanax;

- B OKpYyXaloLem Bo3ayxe;

- HanepcoHane u np.

Mpu noAroToBke NPon3BOACTBA U B MPOLECce akcnayaTauuy cnegyet aHannsnposartb NPUYNHBI 3arpsas-
HeHuli. onpefensaTb KpuTUYeckne TOUKU, OLeHMBaTb PUCK 3arpsa3HeHuii, paspabaTtbiBaTb W peasM3oBbiBaTbh
Mepbl MO NPefoTBPALLEHNIO 3arpsA3HEHUn C MpUMEHeHWeM MeTofja aHanM3a PYCKOB B COOTBETCTBUM C
FOCT P 52537.

5.2 PucK 3arpsisHeHns 3aBUCUT OT A/IMTENbHOCTW NpoLecca, KomyecTsa BUA0B NPOAYKLUMM, BbiycKae-
MO Ha ;aHHOM 060pyA0BaHUM, NEPUOAUYHOCTM NEpPEXOA C BbiNycka OfHOro NpoAyKTa Ha Apyroi, oT mare-
puana. 3 KOToporo N3roToBsieHO 06opyaoBaHue 1 np.

[na cHUXeHNs pucka 3arpA3HeHNa peKoMeH4yeTCca NPUMEHATL 3aKpblTble NPOLIECCHI.

Ocobble Mepbl NPefOCTOPOXHOCTY cnefyeT npedycMatpuBaTtb Npy NPou3BOACTBE CEHCUBWUIN3NPYIO-
LMX BELLECTB, aHTUBUOTUKOB, LLUTOTOKCMHOB 1 CU/TbHOAEVCTBYIOLLMX IEKAPCTBEHHbIX CPeACTB.

5.3 TMoBEPXHOCTU TEXHOIOIMYECKOro 060pyA0BaHNA pasfensoT Ha TPy rpynnbl:

- conpukacawwmecs ¢ NpoayKTOM:

- conpukacarwwmecs ¢ maTepuanamu, KoTopble BONAYT B COCTaB NPOAYKTa,;

- He conpukacalwlmecs c NpoayKTamu 1 MaTepuanamm.

CocTaBHble YacTn 060pyj0BaHNA B paboyeii 30He f0/MKHbI ObITb FNafKNUMN N U3rOTOBIEHHBIMU U3 HETOK-
CUYHOTO0, CTOMKOrO K KOppO3nu Matepuana.
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MprMeHeHVe maTeprasnos, cogepxalnx Tsxenole metansisl (Medb, CBUHEL, U Np.). 419 NOBEPXHOCTH,
conpukacatlleiica c matepuanamv Uam NpoayKToM, HegonycTuMo.

MoBepxHOCTH paboyeli 30HbI HE JO/KHbI UMETb FYXUX «KapMaHOB», TEXHO/I0rMYeCKN HEO60CHOBAaHHbIX
neperopopok, CTyneHei, KPOMOK, Pe3KMX CYXXEHWU NONepeyHOro ceveHns, yxyalanwmnx o6paboTky unm cre-
pyAn3aumnio aTUX MOBEPXHOCTENA.

ByHKepbl, eMKOCTU, NOTKK, Xenoba, HanpasnsaoLLe A0/KHbI ObiTb 3aKPbIThl ¥ UMETb IETKOOUULLaEMYIO
rnajKyto NoBepxHOCTb 6e3 Lenelt, 3a30p0B, BbICTYNALLMX KOHLOB, 3aK/1ENOK U pyruX 3/1eMEHTOB, 3aTpyAHsA-
IOLLMX CaHUTapHY 06paboTky.

Bce noBepxHOCTU pabouyeii 30HbI A0/KHbI ObITb 1ETKO AOCTYMNHbI A1 O4UCTKU U KOHTPONSA. JOCTYNHOCTH K
CKPbITbIM MECTaM 1 UX KOHTPOJ/Ib AO/XHbI 6bITb 06ecneyeHbl BO3MOXHOCTbIO Pa3topku. KOHCTPYKTUBHbIE 3ne-
MEHTbI B3TOM C/lyyae AJ0/KHbI 6bITb CHaBXeHbI IerkopasbeMHbIMU COeAUHEHNAMMU, YTOObI 06ecneynBaThb pas-
60pKy NPenMyLLecTBeHHO 6e3 NPYMEHeHNs CNecapHoOro NHCTPYMEHTA.

5.4 Mpu nponsBogCcTBe TBEPAbIX (DOPM CnefyeT BblAeNNTb TPU YPOBHA 3awuThbl (1]:

- ypoBeHb 1 — 060pyAoBaHmMe 1 30HbI, K KOTOPbIM He NPeAbABNATCS cnelnanbHble TpeboBaHuUs;

- YpOBeHb2 — 060pyf0BaHNe 1 30HbI, B KOTOPbIX CleAyeT NPUHATL Mepbl MO 3aLLyTe OTKPbITOro NPoAYyK-
Ta n matepvasios, BXOAALLMX B NPOAYKT;

- ypoBeHb 3 — 060pyA0BaHNe 1 30HbI CO CneuuanbHbIMM Tpe6oBaHUSMUN K OKpYyXaloLei cpege v cpe-
ZCTBaM ee KOHTPONA AN NPeA0TBpaLLeHNA 3arpsa3HeHnsa NpoaykTa uMaTepuanos, BXOAALWMNX B NPOAYKT, a Tak-
Xe npeaoTBpaLLeHns yTpaTbl UM CBOUX CBOMCTB.

TpeboBaHusa K hyunbTpaLmmn Bo3ayxa s ypoBHeii 2 n 3 npuBegeHsl B 5.7.

Yka3aHHble Tpe6oBaHnA NpegbaBAAoTCA ANA pabounx 30H 060pyfoBaHNA (FAe BbINMOMHATCA onepauum
C NPOAYKTOM) UAN NOMeELLeHs, rae pasmeLleHo 06opyaoBaHme.

3awuTa NpoLeccoB 1 NPOAYKTa OT 3arpsA3HeHni, B TOM Y1C/e NepekpecTHbIX 3arpsa3HeHnii, obecneynBsa-
eTcs 3a CHET NPUMEHEHUS;

- 3aKpbIToro ob6opyfoBaHus;

- cuctem moiikn Ha mecte (WIP — «Wash-In-Plact») nnn ounctkm Ha mecte (CIP — «Clean-In-Place»);

- hunbTpauum Bo3gyxa, nocTynawLlero B 060pyaoBaHue B COOTBETCTBUM C TpebyeMbIM yPOBHEM 3aLL -
Tbl (cMm. 5.4);

- YNCTOTbI MOMELLEHNS, B KOTOPOM HaxoAWTCs 060py0BaHME;

- YNCTOTbI TEXHONOTNYECKUX CPea;

- KOHTPO/I napameTpoB 1 np.

CurcTeMbl MOIKM 1 OYNCTKM HA MecTe NpeaycMaTpuBaloT aBToMaTuyeckyto 06paboTky 060pyA0BaHNsa No
3aMKHyTOl cxeme, 6e3 koHTakTa o6pabaTbiBaeMbiX MOBEPXHOCTEN C OKpYXaloLL el cpefoi 1 NnepcoHan oM.

5.5 [lna oAHOro u TOro xe Buaa 060pyfoBaHNsA MOryT NoTpeboBaTbCa pasfiMyHble YPOBHU 3alUUTbI B
3aBMCUMOCTM OT CieayroLwmnx hakTopos;

- nnowaan NoBePXHOCTM MaTepmanos (MPOMEXyTOYHOTO UM FOTOBOrO NPOAYKTa), KOHTaKTUPYIOLLEel ¢
oKpyXatolueli cpefoii;

- cneynanusauum o6opyfoBaHna 48 4aHHOTO NPOAYKTa MW UCNOb30BaHNs 060pyA0BaHMA Ans pas-
NINYHBIX BUA,0B NPOAYKLUN;

- npucnoco6aeHHoCTM 060pyA0BaHUSA K 9DdEKTUBHON O4NCTKE;

- CTeneHu rMrpoCcKOMMYHOCTM NPOAYKTA W BIMSIHWASA HA HEro BNaru.

5.6 PekomeHAyeMble YPOBHM 3aLLMTbl 4158 Pa3/IMYHbIX BUA0B 060pYyA0BaHNA (3TANn0oB TEXHONOMMYECKOT0o
npouecca) npuBegeHsl B Tabnuue 1

Tab6bnumua 1— PekoMeHAyeMble YPOBHU 3aluUTbl

YpoBeHb 3awuTbl 060pyA0BaHMUs

HaumeHoBaHue 3Tana TeXHOMOMMHYECKoro npotecca
U nomeweHnsa

1 Mpuem maTtepuanos 1
2 Cknapckue nomewieHus 1

3 B3BelwwuBaHue u pacnpegeneHune:

- 30Ha B3BELMBAHUS ANSA OTKPbITbIX MaTepnanos 3

* OKpyxatuiaa cpega 2
4 CmewwnBaHue OT 2 go 3 BK/OY.
5 U3smenbueHune 3
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OkoHuaHve Tabnumupl 1

YpoBeHb 3almTbl 060pyA0BaHUA
HanmeHoBaHMe aTana TeXHOMOTNYecKoro npouecca

nomeLleHms
6 [paHynupoBaHue:
- MOJIHOCTbHIO 3aKpbiTana cucTema, BKAKYaA 3arpysky 1
- OTKpbITas UM YaCTUYHO 3aKpbliTas 3arpyska OT 2 go 3 BKMioY.
7 TabnetupoBaHuewukancynmposaHue 2
8 HaHeceHue 060n104ku 2
9 MonupoBka, COPTUPOBKA, KOHTPOb, YNakoBka 1 np. OT 140 2 BKMIOY.

MpumevaHnwnsa

1 YpoBeHb 3awuTbl 3 OTHOCUTCS TONIbKO K 060pYyA0BaHNIO, YPOBHM 1 1 K 060pYyA0BaHNI0 Y NOMELLEHNAM.

2 [na o6ecneyvyeHns ypoBHS 3aluTbl 2 MOTYT UCNONb30BATLCA YNCTble MOMELWEHUS ¢ 30HOW D no FOCT P 52249
(knacc unctotel 8 NCO B ocHaweHHOM cocTosHun no FTOCT UCO 14644-1).

5.7 TpebosaHus Kk hunbTpauumn sosgyxa

[ins o6opyfoBaHNA C 3aLMNTON 1-ro ypoBHA TpeboBaHUSA K hunbTpaLum Bo3gyxa He NpeabaBasoTCS.

B pa6ouyto 30Hy 060pyf0BaHNA € 3alNTON 2-ro 1 3-ro ypoBHel A0/KeH NogasaTbCs BO3AyX, NpoLues-
Wit Yyepes BblcoKoathdekTuBHble PunbTpbl (HEPA cdunbTpbl) cnegytowmx knaccos no FOCT P 51251:

- H11— pans 3awuTtbl 2-ro ypoBHS (He HUXe);

- H14 — pnAa 3awnTbl 3-ro ypoBHS.

[ns o6opygoBaHus C 3aWMUTON 2-ro ypoBHA 3HaueHns Tabnuubl 1 MOryT pacnpocTpaHAaTbCA Ha BO3AYX
noMeLleHunsi, B KOTOPOM YyCTaHOB/IeHO 06opyAoBaHmne. B pabouyto 30HY € 3aLm1TON 3-ro ypoBHSA BO3AYX [O/KEH
nojasaTbCs HeNocpeACcTBEHHO Yepe3 COOTBETCTBYHOLWMIA (OUNLTP.

Mpu aTTecTtauun o6opynosaHusa nepes BBOAOM €ro B aKCnayaTauuio ciefyeT npoBepaTb LenoCTHOCTb
HEPA dnnbTpoBs. Takyo xe NpoBepKy ciefyeT NPoOBOANTbL HE pexe 0AHOro pasa B rof Uiv OAnH pas B rof unu
nocne 3aMeHbl puNbLTPOB.

KoHCTpyKunein hnnbTpoB AOMKHO BbiTb 06ecnevyeHo yao6CTBO UX 3aMeHbl W. Mpy HEo6XoAUMOCTH,
OYUCTKM.

6 OcHOBHble TpeboBaHMA K 060pyL0BaHUIO

6.1 OO6LwWMme nonoxeHuns

B cocTaB TBepAoii NekapCTBEHHOI hopMbl BXOAAT 04HA Uau 6onee akTMBHbIX hapMaLleBTUYeckmx cy6-
CTaHUMI C UICNONb30BaHMEM, NMPU HEOOXOAMMOCTU, padbaBuTenel, paspbixMTenei, CBA3bIBAOLLNX, CKOMb35-
LUMX U CMa3blBaoLLMX BELLECTB, Kpacutesnei, koppureHTos nnp. [2]. [3].

TexHonornyeckoe o6opygoBaHne 4o/MKHO o6ecneyrBaTb COOTBETCTBME BblNyCckaeMoro npogykra ycra-
HOB/IEHHBIM TPe60BaHUAM, B TOM YKC/IE MO C/ieAyLWUM napamMeTpam:

- OfHOpPOJHOCTY;

- pasmepam:

- mMacce;

- YyucToTe MAPYrUM napameTpam.

HaTabneTkax He O/KHO ObITb AehEKTOB pa3mepa, LBeTa, MoKpbITUA, LupndTa HagnNMcn v pasgenmTens-
HOW puCKW, B TOM YnCne:

- BbICTYNOB (MPUANMLLMX YACTUL, MOPOLLKA);

- yrny6eHuii (TYHOK, BbIKPOLLEHHbIX YacTeli TabneTok);

- NblAv Ha TabneTkax;

- HepaBHOMEPHOCTU LiBETA, SIOKaNbHOro M3MeHeHus ueeTta (MpaMopHoCTH);

- CKONOB;

- CunaHui;

- KpOLUEeHWiA;

- pechopmanmii (HapyLweHuii OKpyrnocTu hopmel);

- uapanu;
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- AedeKToB NOKPbITUS, HanpMMep HepaBHOMEPHOCTU (Pa3NINMYHON TOMLWMHBI) MOKPLITUSA, €70 CMeLLeHns
MO OTHOLLEHWIO K A4pY.

6.2 KoHTpoNnb napameTpoB

PekomeHayeTcs NPOBOAUTL HENPEPbIBHbIA KOHTPOIb OCHOBHBIX NapamMmeTpoB 060pyAoBaHuUs (Npy Heo6-
XO4MMOCTU N0 BEPXHEMY U HWXHEMY Npefenam), a Takke npegycmarpusarb AMarHOCTUKY Npu oTkase o6opy-
foBaHua. Mo BO3MOXHOCTM LieniecoobpasHo npegycmarpueatb paboTy obopyfosaHusa 6e3 npucyTcTBus
oneparopa.

PekomeHayeTcs NpoBOAUTL KOHTPOb C/IeAyoLW X Y3108 U NapaMeTpoB:
paboTbl OCHOBHOrO fBUraTens;
- TepMeTUYHOCTU paboueli 30Hbl;
NOMOXEHNA OKOH 060PYL0BaHUS 1 NaHeNei B 3aKpbITOM COCTOSIHUY;
- CKOPOCTW MOAAauun UCXOAHOro MaTepuana;
YPOBHS Matepuasna B UICXO4HOM 3arpy304Hom byHKepe.

- paboTy cuctembl moiikn o6opygoBarus WIP -«Wash-In-Place» (Moiika Ha MecTe TabneTouHbIX Npec-
coB, 06ecnblMBaTenei n np.);

- [aBneHnsa cxaToro Bo3gyxa.

MapameTpbl 060pyA0BaHMA (MPOAYKTa), CUTHAbI TPEBOTM, AaHHbIE 0 HEUCMPABHOCTAX AO/MKHbI PErncT-
pupoBaTtbcs (Hanpumep, B 3/IEKTPOHHO dhopme).

MapameTpbl, pekoMeHayeMble A8 KOHTPOA TabNeTOUHbIX NPECCoB, NPUBEAEHbI B NPUIOXEHUN A.

MapameTpbl, pekoMeHAyeMmble A5 KOHTPOAS KancynoHanoMHAKLWMX MallvH, NnpuBefeHbl B Npuao-
XeHun b.

6.3 KOMMNNeKTHOCTb NOCTaBKuU

6.3.1 BkOMNAEKT NOCTaBKn 060pyA0BaHNSA AO/KHbBI BXOAUTb, Kak MUHUMYM;

- obopyaoBaHue B yCTaHOB/IEHHOW KOMNaeKTauuu;

- 3anacHble 4acTu Ha COrnacoBaHHbIi Nepnog akcnayarauum;
3/1EMEHTbI 419 COeJMHEHUSI 060PYA0BAHUS C BHELUHUMU KOMMYHUKALMAMU:
- TeXHU4eckne AOKYMeHTbI (CM. 6.3.2);
WHCTPYKLUW MO MOHTaxy, aKcrayataumm u TEXHUYEeCKOMy 06CNyXXMBaHUIO, B TOM YKC/e N0 OYUCTKE
060py0BaHNS;

- [OKyMEHTbI MO aTTecTauny n ucnbitaHmsam (cm. 6.3.3).

Bce o6opyaoBaHune n matepuarnl, BXOAALME B KOMMIEKT NOCTaBKMW, [O/MKHbI 6bITb Hagnexatmm obpa-
30M ynakoBaHbl B NEPBUYHYIO0 YNAKOBKY 1 TPAHCMOPTHYO Tapy.

6.3.2 KTexHuyecknm JOKyMEeHTaM OTHOCATCS:
npuHUMnuanbHasa cxema 060pyAoBaHus;
- OCHOBHble COOPOYHbIE YepTeXMN,;
YepTeXn OCHOBHbIX Y3/10B;
- cneuudmkaumm Ha o6opyaoBaHne 1 y3nbl;
- afeKTpuyeckas cxema co cneuudvkaume;
- MHeBMaTtnyeckas cxema co cneymdumkalueii;
- CXeMa CMas0kK 1 nepeyeHb CMa30UHbIX MaTepuasnos;
TeXHUYeckne AOKYMEHTbl NPOU3BOAUTENSA Ha KOMMOHEHTbl obopyfosaHua (Hanpumep, nblaecoc,
MaLlviHy A1 NONVPOBKM Y 06ecnbiNMBaHNA Kancyn, CUCTeMy yrnpaBieHus nnp.);

- nepeuyeHb 3anacHbIX YacTen u np.

6.3.3 KaokymeHTaM no arrectauum n cnbiTaHNAM OTHOCATCS;
MEeTOAVKN aTTecTaluii B NOCTPOEHHOM (YCTAHOB/IEHHOM), OCHALLLEHHOM U 3KCNyaTupyeMoM COCTOS-

HUAX;
- MPOTOKO/bI NPUEMO-CAATOUHBIX UCMIbITAHWI Ha 3aBOAE-N3TOTOBUTENE;
- MPOTOKO/IbI MPUEMOYHbIX UCTIbITAHWIE N0 MECTY YCTAHOBKM;
- cepTuuKaTbl Ha MaTepuasbl, CONpUKacaloLWmecs ¢ NnpoayKToM;
- cepTudmKaTbl KaMbpOBKM KOHTPOJIbHO-U3MEPUTENbHBIX MPUGOPOB, YCTaHOBMEHHbIX Ha 060pyno-
BaHUY;

- Aeknapaumsa cooTBeTcTBMA TpeboBaHuam FOCT P 52249 (npasuna GMP unn ceptudmnkat cooTeeT-
cTBUS (B cucTeme 06POBOLHON cepTudukaumm).

6
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7 ATTecTtauus (ncneiTaHusa) o6opygoBaHus

7.1 AtTecTtauusa (UcnbiTaHWss) ob6oOpyAOBaHUSA NPOBOAWUTCA, Kak npasuno, B Tpu 3Tana (cwm.
FOCT P 52537):

- BMOCTPOEHHOM (YCTaHOB/IEHHOM) COCTOSIHUW,

- B OCHalEeHHOM COCTOSHUN:

- B3KCMayaTVpyeMOM COCTOSIHUN.

7.2 MeTofuku atTectauun (cnbiTaHnii) 060opyfoBaHNa pa3pabaTbiBaoTCA M3roToBUTENEM UK paspa-
60TUMKOM 060pPYA0BAHUS AN PA3/INYHBIX COCTOSIHUIA: NOCTPOEHHOTO (YCTaHOB/IEHHONO), OCHALLLEHHOrO U 3KC-
nayaTtmpyemoro.

MeToauka aTTectauun (MCnblTaHuii) BkoYaeT B cebs:

- nepeyeHb paboT B NOPAAKE UX BbINMONHEHNS;

- TeXHOMOruio BbINMOTHEHUS KaX A0 paboThbl (NP1 HEO6X0AUMOCTH);

- MpUMeHsieMble NPUGOPBLI, MaTepuasnbl Unp.;

- [onycTMMble 3HaYeHNs NnapamMeTpoB;

- ¢hopMbl NPOTOKO/OB (aKTOB) UCMbITAHWIA;

- TpeboBaHuA K UCNONHUTENAM.

7.3 Mporpamma aTTecTaumm (McnbiTaHuii) 060pya0BaHNA cOCTaBNseTCA NOb30BATENIEM UM MOHTaX-
HOM opraHn3auueli c yueTom MeTOAUKM aTTecTauum (MCnbITaHwni).

Mporpamma BktoYaeT B ce6s nepeyeHb paboT nnocnef0BaTe/IbHOCTb UX BbINOHEHUS NPY MPOBEAEHUN
aTTectaymm(ncnbiTaHnii)060pya0BaHNS.

7.4 MeToAvka aTTecTauymm AO/HKHA BXOAUTb B KOMMJIEKT NoCTaBku obopyAoBaHus. MeTtogmka MoxeT
YTOUHATLCA NPOU3BOAUTENIEM NEKAPCTBEHHbIX CPEACTB C YyY4eTOM YC/IOBWIA MCMNO/b30BaHUS 060pyaoBaHus
(Hanpvimep, € y4eTOM Bblifycka OAHOIO UM HECKO/IbKMX NPOAYKTOB Ha OAHON efnHMLe 060pyf0oBaHNS).
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MpunoxeHune A
(cnpaBo4HoOE)

KOHTponb napamMeTpoB Ta6/ieTOUHbIX NPEeCccoB

TabneTouyHble Npecchbl KOHTPONMPYIOT NOCNeAYOLW UM NapaMeTpam:

pa6oTa OCHOBHOTO fBUraTens:

repMeTU4YHOCTb paboueii 30Hbl;

nonoXxeHne OKOH 060pyaoBaHNA N NnaHesnell B 3aKpbITOM COCTOSIHUY;

610KMpoBKa PaboTbl NPU OTKNOHEHNN NapamMeTPOB UAN BbIKIIOYEHUN ABUTATENS.

6710KMPOBKa NPU OTKPbIBAHWUN iBEpeil 3alNTHbIX KOHCTPYKLNiA;

CKOPOCTb Nofaun TabneTouHON Mmacchl;

ypOBEHb Tab/1€TOUYHO MacChl B UCXOAHOM 3arpy3o4Hom GyHkepe;

pa6oTa cuctembl moiikun o6opygosanna (WIP — «Wash-In-Place»);

[laBNeHune cxxaToro Bosgyxa:

oTpuuatenbHoe JaB/eHne B 30He Ta61eTMPOBaHNA C BO3MOXHOCTbIO €ro peryninpoBaHus (c uenbio obecneyeHns

6e3onacHocTu);

HannnaHue Ta6a1eTOYHON Macchl Ha BEPXHWIA MyaHCOH;

macca TabneTok;

ycunue npeccoBaHuns (B MHOTOCNOMHbIX TabneTkax — A5 KAXAOro cnos);
ycunue BbiTanknpaHus TabneTku;

rny6uHa HanoHEHNSA KaXA0ro caos;

nosiBneHve 3atopa Ta6neTok B pa3rpy3o04HOM yCTPOCTBE;

M3/10M NMyaHCOHa;

uBeT TabneTok.

CnepyeT npegycmatpuBaTbh nogcyeT TabneTok n oT6pakoBky Tab6neTok npu Hanuuyuum fedekToB, NOCTOPOHHUX
BKMOUYEHU (MeTannnyecknx u NNacTUKoBbIX).

CnepgyeT Takxe npegycmaTpusatb NpeAoTBpalyeHne HanmnaHus matepuana Ha nyaHcoH (HanpuMep, 3a cHeT NOBO-
poTa nyaHCOHOB B MPOTWBOMO/IOXHOM HanpaB/fieHUn cpa3sy Xe nocsie NpeccoBaHs 060pyA0BaHUS WeTKaMn ANS OUNCTKN
NOBEPXHOCTU NYaHCOHOB 1 Mp.). MoXeT 6bITb NPeAYyCMOTPEHa ONUMA CUCTEMbI MOAAYN CKOMTb3ALMNX BELWECTB HA BHYTPEH-
HMe CTeHKN MaTpuLbl ANA 061eryeHuns BbiTankmuBaHna TabneTok.
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MpunoxexHune b
(cnpaBouHoe)

KOHTpPO/b NapaMeTPOB Kancy/0HAMOMHSAOWMX MalmnH

KancynoHanonHsouwme MawnHsl KOHTPOIMPYIOT NOCNEAYIO W UM napameTpam:
- paboTa OCHOBHOTIO ABUraTe s naBUraTesieii OCHOBHbLIX KOMMOHEHTOB (BaKyyMHOr0 Hacoca, nelifiecoca, nurarenei
unp.);

repMeTMyYHOCTb pabouyeii 30HbI;

NONOXEHNA OKOH 060PYy0BaHUSA U NaHenei B 3aKpPbITOM COCTOSIHUN;

610kMpoBKa paboThl MPU OTKNOHEHUN NapamMeTpPOB UK BbIKNOYEHUN OLHOTO N3 MPUBO/HbIX Y3/10B;
6/10KMPOBKa NPU OTKPbIBAHWW ABEPEN 3ALUTHBIX KOHCTPYKLUIA.

CKOpPOCTb MOJayn nopoLwka uan nennet u TBEPAbIX XeNaTUHOBbIX Kancysn;

ypOBEeHb NOPOLKa NN NeNNeT ¥ TBePAbIX XXeNaTUHOBbIX Kancyn a3arpy3ouyHom GyHkepe;

pa6oTy cuctembl Moiikn o6opygosanusa (WIP — «Wash-In-Place»);

[aBNeHne CXaToro Bo3ayxa;

3HayeHue Bakyyma;

oT6pakoBKa Kancyn (HepackpblTbie NycTble Kancynbl);

ypOBEHb 3aM0MIHEHNA Kancyn;

KONNYEeCTBO HAMOMHEHHbIX Kancyn.

CnepyeT Takxe npegycmatpuBaTb 0T6pakoBKy Kancyn npu Hannyuu ged ekToB (BMATUH, 3aNbiJIEHHOCTU M Np.).
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