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MpeaucnoBue

Llenu v npyHumnel ctaHgapTusaummn B Poccuiicko Peaepaumm yctaHosneHbl PeaepanbHbiM 3akOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TexHU4eckoM perynmposaHumn», a npasuna npuMeHeHus HauuoHanbHbIX
ctangapToB Poccuiickoin ®eanepaunm — FOCT P 1.0—2004 «CtanpapTtusauumsa B Poccuiickoin Pegepaumn.
OCHOBHbIE NONOXKEHNS»

CBepeHus o ctaHaapTe

1 PA3BPABOTAH O6wepoccuiickoin 0bLLecTBEHHON opraHnsaLunein « Accoumanns NHXEeHepoB Mo KOH-
Tponto Mukpo3sarpsisHeHuiny (ACMHKOM)

2 BHECEH TexHun4yeckum koMUTeTOM no cTaHaapTusaumm TK458 «MponssoacTBo U KOHTPOSb KavecTBa
NeKapCTBEeHHbIX CpeacTB»

3 YTBEPXAEH W BBEAEH B AEWCTBME Mpukasom ®GenepansHOro areHTCTsa no TeXHUUeckomy
perynupoBaHunio U meTponorim ot 27 aekabps 2007 r. Ne 616-cT

4 BBEJEH BMNEPBbIE

UHebopMmayusi 06 usMeHeHUsIX K Hacmosiemy cmaHdapmy rnybriukyemcsi 8 exe200H0 u3dasaeMoM
UHGbopMayUOHHOM yKasamerne «HayuoHarbHble cmaHdapmel», @ mekem UsMeHeHUL U rornpasok — 8 exxeme-
CSYHO U3dasaeMbiX UHGhopMaUUOHHbIX yKasamensax « HauuoHanbHbie cmaHOapmei». B cny4yae nepecmompa
(3aMeHbl) unnu ommMmeHbs! Hacmosilezo cmaHdapma coomeemcemayioujee ysedomneHue 6ydem onybnukoeaHo
8 eXXeMeCsIHYHO usdasaeMoM UHhOPMaUUOHHOM yKazamerne «HayuoHaneHele cmaHdapmei». Coomeemem-
syrowas UHgopmauusi, yeedOoMIIEHUS U MeKCmb! U pasMewaromcs makxke 8 UHGhopmayUuoHHoU cucmeme
obLyeeo none3oearusi — Ha oguyuansHoM calime @edepalibHO20 a2eHMemea 10 MeXHUYECKOMY pe2ysiupo-
8aHu U Memporsoauu 8 cemu UHmepHem

© CraHpaptuHcgopm, 2008

HacTtoawuin ctaHaapT He MoXeT 6bITb MOMHOCTbLIO UMW YaCTUYHO BOCnpounsseAeH, TUpaXnpoBaH 1 pac-
NpocCTpaHeH B KavecTBe ocuymnansHoro nsgaHua 6es paspeweHna <l>e,qepaanoro areHTCcTBa No TeXHU4eCcKo-
My perynuposaHuio 1 METpOsIiormm
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BBeneHue

NekapcTBeHHble cpeacTsa ABNAOTCS 0CO6LIM BMAOM NpoayKUMn. K HUM NpedbaBNAoTCA BICOKMe Tpe-
6oBaHuA no 6ezonacHoCcTU U 3hheKTUBHOCTU, oBecnevmBaeMble Ha BCexX atanax paspaboTku, UCTIbITaHWUIA,
Npoun3BOACTBa 1 peannsauuu.

TpeboBaHuA K NPOU3BOACTBY NEKAPCTBEHHbLIX CPeACTB YCTaHOBIEHbLI cMcTEMooGpasytoWwum cTaHaap-
ToM FOCT P 52249. HactoAawmin ctaHgapT BXOAUT B KOMMNNEKC CTaHAapTOB, OTHOCALLMXCA K MPOU3BOACTBY
nNekapcTBEHHbIX CPeACTB, U KOHKpeTU3MpYeT TpeBoBaHWs K TexHoormyeckomy o6opy1oBaHuIo Ans nponssoa-
CTBa TBEpAbIX NekapcTBeHHbIX (hopM (TabneTok, kancys, rpaHysi, MOPOLLKOB).
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HAUWOHANBbHBIA CTAHBJDAPT POCCUUCKOW OSGEOEPALUWUMU

npOI/ISBO,qCTBO neKapCcTBeHHbIX CpeacTB

OBbOPYOOBAHUE TEXHOJIOTMYECKOE AJ1A NPOU3BOACTBA
TBEPAbIX NEKAPCTBEHHbIX ®OPM

O6wue TpeGoBaHuA

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

DataBBegeHnsa — 2008—10—01

1 O6nacTb NpMMeHeHus

Hactoqwmwin ctaHaapT ycTaHaBnuBaeT oblmne TpeboBaHWUA K TexHonornyeckoMmy obopyaoBaHuio Ans
Npou3BOACTBA TBEPAbIX fekapcTBeHHbIX opm B cooTBeTCTBUM ¢ TOCT P 52249 (npasuna GMP).

CTtaHgapT He ycTaHasnusaeT TpeboBaHWA NPOMbILLIIEHHOW 1 APYTrMX BMAOB 6e30nacHoOCTH.

CrangapT pekomeHAyeTcs Mcnonb3oBaTh Npu paspaboTke, NpoekTupoBaHuK, Bbibope, atTecTaunm
3KcnnyaTtauMu obopyaoBaHNa Ans NpovM3BOACTBa TBepAblX NekapCTBeHHbIX hopM, NpefHasHayveHHbIX Ansi
oparnbHOro NPUMeHeHns (TabneTok, Kancyr, NOPOLLKOB U Mp.).

2 HopmaTuBHBIe CCbINKK

B HacTosAwem cTaHaapTe NCnonb3oBaHbl HOPMaTUBHbIE CCISIKX Ha criegytolmMe cTaHaapThl:

FOCT P 51251—99 dunnbTpbl o4MCTKU Bo3ayxa. Knaccudpukaunsa. Mapkuposka

FOCT P 52249—2004 lNpaBuna nponsBoAcCTBa U KOHTPOSA KayecTBa NekapCTBEHHbIX CPeACcTB

FOCT P 52537—2006 Mpon3BoacTBO fekapCTBEHHbLIX cpeacTB. Cuctema obecrnedeHns kavecTra.
Ob6wume TpeboBaHMsa

FOCT NCO 14644-1—2002 YucTble nomMelleHUst U CBSI3aHHbIE C HUMU KOHTPONUpyemble cpefbl.
YacTb 1. Knaccudukauns YACToThl BO3ayxa

MpwumeyaHune—pn Nonb3oBaHUM HACTOSILLMM CTAHAAPTOM LienecoobpasHo NpoBepuTb AENCTBUE CCbINoY-
HbIX CTaHOAPTOB B WMH(OPMaUMOHHOW cucTeMe oOLiero nonb3oBaHus — Ha odmumansHom cante depepanbHOro
areHTCTBa No TEXHUYECKOMY PerynmpoBaHunio 1 MeTPonorum B cetm IHTepHeT nnm no exerogHo nagasaemomMy nHdopma-
LIMOHHOMY yKa3saTento « HaumoHanbHble CTaHAaPTbI», KOTOPLINM OMYONMKOBaH MO COCTOSIHUIO Ha 1 SIHBapsi TEKYLLEro roaa, u
Mo COOTBETCTBYIOWMM €XEMECSHYHO U3aaBaeMbiM MHPOPMALMOHHBIM yKkasaTensiM, ony6nmnkoBaHHbIM B TEKYLWEM rogy.
Ecnu ccbinoyHbln cTaHaapT 3aMeHeH (M3MEHEH), TO NPUW NoNb30BaHWM HACTOSILUM CTaHAapTOM crieayeT PyKOBOACTBO-
BaTbCs 3aMEHSOWMNM (M3MEHEHHbIM) CTaHAapToM. Ecnu ccbinoyHbii cTaHAapT oTMeHeH 6e3 3ameHbl, TO NoNoXeHne, B
KOTOPOM JaHa CChINKa Ha Hero, NPUMEHAETCS B YaCTU, He 3aTparvBalowwen 3Ty CCbImKy.

3 TepmMmuHbI 1 onpeaeneHns

B HacToseM cTaHgapTe NpMMeHeHb! criedyoLne TEPMUHBI C COOTBETCTBYHOLMMU ONpeaeneHUsaMN:

3.1 atrectauus: [JokasaTenbCTBO TOro, YTO MeToAMKa, NpoLecc, 06opyaoBaHue, MaTepuarn, onepauust
U1 cUCTemMa COOTBETCTBYHOT 3afaHHbIM TpeGoBaHUSAM U X UCMIONb30BaHWe AeICTBUTENBHO JaeT OXuaaemble
pesynbTathl.

MpumevaHusn

1 «Banunagauusy», «<kBanudukaums», «eepudrkaumsy — HepekoMeHayeMble TEPMUHbI.

2 [ns npoueccoB n 06opyaoBaHusl 4OMNYCKaeTCsl Hapsiay C TEPMMHOM «aTTecTaums» NPUMEHSATb TEPMUH «UCTbI-
TaHus».

U3paHve opmumanbHoe
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3.2 3arpssHeHue: [loboe BKtOYEHWE B leKapCTBEHHOE CPEACTBO, HE NMPeayCMOTPEHHOE Ero COCTABOM.
3.3 3akpbIThii Npouecc: Npouecc, BbINOMHAEeMbIA Ha 0b6opyaoBaHuUK, paboyas 3oHa KOTOPOro U MaTe-
puan (NpoayKUmMs) He KOHTaKTUPYIOT C OKpY>KaloLLen cpeaon.

MpumevaHusn

1 Hapsigy ¢ TEpMWHOM «3aKPbIThIA NPOLECC» MOTYT MPUMEHSITECS TEPMUHbI «3aKPbITAsi CUCTEMAa» UMK «3aKpbITOe
oBopyaoBaHmes», UMetoLLMe TOT e CMbICH.

2 B oTKpbITbIX NpoOLieccax BO3MOXEH KOHTAKT paboyel 30HbI 1 MaTepuanos (MpoayKLuum) ¢ oKpyxatoLen cpeaomn.

3.4 KpuTudeckui napameTp: [NapameTp, BNMSAIOLWMIA Ha KAYECTBO NeKapCTBEHHOro cpeacTBa.
3.5 ypoBeHb 3allUTbI NpoAyKTa: YcroBHoe 0603HaueHue (knaccudukanms) komnnekca TpebosaHuii n
Mep, HanpasneHHbIX Ha NpeaoTBpaLleHne 3arpA3HeH s NpoayKTa.

4 OGLWwMe TexHUYeCKUe TpeboBaHUA

4.1 TexHonorndeckoe obopyaoBaHue OOKHO obecneunBaTth BbINYCK NPoAyKUMUM B COOTBETCTBUM C
3agaHHbIMK TpebosaHuaMU (cneundukalmnein). ATo gocTUraeTca 3a cHeT KOHCTPYKLUM 060pYyA0BaHNS, NpUMe-
HAEMbIX MaTepuarnos, CPeAcTB KOHTPOMSA W onpedeneHHOro nopsaka akcnnyatauuM B COOTBETCTBAU C
FOCT P 52249.

4.2 K TexHonornyeckum npoueccam 1 ob6opyaoBaHuio, UCMosb3yeMbiM Mpy NPOU3BOACTBE TBEpPAbIX
nexkapcTBeHHbIX POpM (HECMOTPA Ha pasnNYnsA B Ha3HauYeHUN 1 KOHCTPYKLMM) NpegbaBAsioTCs cregylowme
obwme TpeGoBaHMA:

- obecnedyeHue Tpebyemoro coctasa npoayKkTa;

- obecneveHne roMoreHHOCTU (0A4HOPOAHOCTN) NPOAYKTa;

- 3alwuTa NnpoayKTa oT pucka 3arpsisHeHus (HanpuMep, nyTemM UCNofb30BaHUsl COOTBETCTBYHOLLIEIO YpOB-
HS1 3aLUMThI);

- npegoTBpalleHne NepeKkpPecTHbIX 3arpsasHEeH W,

- KOHTPOMb NapameTpoB npouecca (MPoayKunn);

- BO3MOXHOCTb aTTecTaLMmn Kputuieckoro obopyaoBaHus;

- cTabunbHOCTb NapameTpoB 060pyAoBaHNs, obecneumBaoLLast HEU3MEHHOCTb NoKasaTesnen NpoaykK-
Lun B JOMYCTUMBIX Npegenax;

- yoobcTBO TEXHUYeckoro obecnyxmnsaHus U akcnnyaTauun, obecrneveHne coOOTBETCTBYHOWUMN OOKY-
MeHTaMu, npubopamm, Mmatepmnanamm 1 np.

4.3 B3aBMcUMMOCTU OT TpeboBaHWN K 3aLuTe NPOAYKTa OT BIUSIHAS OKpYXatoLLeli cpeabl npouecchl (cuc-
TeMbl) MOTYT ObITb OTKPLITEIMU 1 32KPBITEIMU. B 3aKpbIThIX cMcTemax obecneunsaeTcs pmusudeckoe pasgene-
HWe BHyTpeHHero obbema 060pyaoBaHNA 1 HAXOASLUMXCA B HEM MaTepuanoB 1 NpoaykTa OT oKpyxXatoLueit
cpenbl, 4em obecnednsaeTcst bonee BbICOKMA ypoBeHb 3alnThi [1].

4.4 KoHcTpyKuven obopyaoBaHns omkHo BbiTb obecrnedeHo:

- cooTBeTCcTBME 060pYA0BaAHNSA CBOEMY HA3HAYEHMIO;

- TpebyeMbl ypOBEHb 3aLUMTHI MTPOAYKTa B 3aBUCUMOCTU OT CTEMEHM 3aKpbITOCTU 060pya0BaHUS;

- BO3MOXHOCTb M yA06CTBO OUUCTKN NOBEPXHOCTE 060pyA0BaHUsA, CoNpUKacaoLLMXCs ¢ MaTepuanamm
W NpoayKTamu;

- MakcumanbHas 3awmTa oT oLIMBOYHBIX AEACTBUA NepcoHana;

- BO3MOXHOCTb KOHTPOMsi NapaMeTpoB;

- BO3MOXHOCTb TEXHUYECKOTO 0OCNYKUBaHNS;

- yao6CTBO N HaAEXKHOCTL BbINOSHEHWUSA NMPOU3BOACTBEHHLIX ONepaLuii TeXHONOrMYeckoro npoLecca;

- OOCTYMHOCTL A1 OCMOTPa;

- UCKIOYEeHWe pUCKa 3arpsisHeHNs NekapcTBEeHHbIX CPeACTR Mblfibio, rasaMu, Napom 1 np. nnonagaHusa B
roTOBbIA NPOAYKT MOCTOPOHHUX MaTepMUanos, CNeaoB KOPPO3MKM, CMa304HbIX MaTepManoB 1 ApYrux BeLecTs,
WUCTOYHNKOM KOTOPBLIX siBNsieTcs obopyaoBaHue.

4.5 MaTepuansl, npuMeHsieMble B 060pyaoBaHnu:

- He AoMXHbI BCTYNAaTb B peakuuio ¢ NPOMEXYTOYHON 1 roTOBOW NpoayKuneni U UCXO4HbIMU MaTepua-
namu;

- He OOMXHbl BbldenaTb Unv abcopbupoBaTth BeLecTBa, OkasbiBatole BNMAHWE HA KAYecTBO Mpo-
AyKLWK;

- [OMKHbI BbITb M3HOCOCTOMKUMU U 0BecnednBaTh coxpaHeHue paGoTocnocobHOCTM 0BopyaoBaHus B
TeuyeHue cpoka ero cryx6bl NPy BeINONHEHUM NPeayCMOTPEHHbIX paBoT Mo TEXHNYECKOMY 0BCNyXMBaHWLO;

- He BCTynaTb B peakuu1io ¢ MOWOLNMA U Ae3UHDULMPYIOLWUMI cpeacTBamMu, TUMbl KOTOPbLIX peKoMeHJ0-
BaHbl NPON3BOAUTENEM UMW YCTaHOBIEHbI HOPMATUBHbLIMU AOKYMEHTaMMU.

2
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4.6 MorpelwHoCcTb KOHTPOMbHO-N3MEPUTENBHBIX MPUGOPOB A0MKHA COOTBETCTBOBATL YCTAHOBMEHHBLIM
3HaveHusIM. CriegyeT nNpeaycMoTpeTb NOPSAOK KannbpoBKN (MOBEPKN) KOHTPOMNbHO-U3MepUTENbHBIX NpUGo-
POB U AOKYMEHTarbHOro opopMneHns pesynbTaToB KannbpoBKy (MOBEPKA).

4.7 O6opynosaHue, UMetoLLee KpUTudeckne napameTpbl, ABMNAETCS KpuTMdeckum. K KpuTUdeckomy
060pyA0BaHNI0 OTHOCATCS:

- Bechl;

- M3MenbYuTenu;

- cMecuTenu;

- TpaHynaTopbl;

- CYLUWUIIKK;

- TabneTo4Hble Npecchl;

- KancynbHble MalUnHbI;

- CUCTEMBI MOMKM N OMUCTKMN HA MECTE;

- HEPA dbvnbTpel, ycTaHOBMEHHbIe B 060pya0BaHWY;

- o6opyaoBaHue Ans NepBUYHON YNaKoBKM NPoayKLMK;

- Apyrue Bnabl obopyaoBaHus.

KpuTndeckumm Takke ABMAKOTCS YACTbIe MOMELLEH WS M YNCTbIe 30HbI, TEXHOMNOrMYeckmne cpeabl, conpuka-
caroLumecs ¢ npoAyKTaMu (CxxaTblii BO34yX, BoAa OYULLEHHas, Nap, BaKyyM U Np.).

4.8 [ns kaxgoro BMAa KpuUTUYeckoro obopyaoBaHusi cneayeT onpeaensite KpUTUYeckne napameTpsbl,
noanexaluue atrectaluu.

MprMepamn KpUTUHECKMX NapaMeTPOB ABMAIOTCA:

- Temneparypa CyLLUKK;

- TOYHOCTb BECOB;

- YucTOTa NoBepXHOCTe 060opyAOBaHUS, CONPUKACAIOLNXCS C MPOAYKTOM;

- YyucToTa Bo3dyxa BHyTpW 06opyaoBaHus;

- YucToTa cXKaToro Bo3ayxa 1 np.

4.9 ATTecTaunm noanexur:

- KpUTUYeckoe TexXHomormveckoe obopyaoBaHue (No KpUTUYECKUM NapamMeTpam);

KpuTudeckoe o6opyaoBaHmne NOAroTOBKA U pacnpefeneHns TeXHONornYecknx cpes, ConpukacaroLnx-
CSl C MPOAYKTOM.

5 Tpe6oBaHus K 3aWmTe NpoLECCOB U 060PYAOBaHUA OT 3arpA3HEeHUNn

5.1 [nsKaxaoi Kputudeckoil eAMHNLbI 060pyaoBaHUs crneayeT OLIeHUBATh PUCK 3arpA3HEeHUA NPoAYKTa
1 MaTepuanos, BXOAALMX B NPOAYKT, U NPeAycMaTpuBaTh Mepbl 3aLUThl OT 3arpsisHeHuUi.

CnegayeT oLleHUBaTb ONacHOCTb 3arpsisHeHWa NPOAYKTa U3-3a MOCTOPOHHUX BKMOYEHUI, HAXOAALLMUXCA:

- BWCXOAHLIX MaTepuanax;

- Ha noBepxHOCcTN 06opyaoBaHUs;

- B TEXHOMOIMYECKMX cpeaax (CkaToMm Bosdyxe, Boae, nape unp.);

- B CMAa304YHbIX MaTepuanax;

- BOKpYyXaroleM Bo3ayxe;

- Ha nepcoHane unp.

Mpu noaroToBKe NPOU3BOACTBA U B NpoLiecce aKcnyaTaunum crielyet aHanMsnmpoBaTh NPULMHLI 3arpas-
HEHWI, onpeaensaTb KPUTUYECKMe TOUKM, OLIEHUBATL PUCK 3arpsAsHeHuUi, paspabaTbiBaTb U peanu3oBbIBaTb
Mepbl Mo NPefoTBPALUEHUI0 3arpsASHEHWA C MPUMeHeHWeM MeToAa aHamnMsa PUCKOB B COOTBETCTBUM C
FOCTP52537.

5.2 Puck 3arpsisHeHns 3aBUCUT OT AIMTENIbHOCTU NPOLLeCca, KoNUHecTsa BUAOB NPOAYKLUMK, Bbinyckae-
Mot Ha 4aHHOM 06opyaOBaHUM, NEPUOANYHOCTU Nepexoaa ¢ BbiNycka OfHOro NpoAykTa Ha Apyroi, oT MaTe-
puana, U3 KoTOporo U3roToeneHo o6opyaosaHue 1 np.

Ana cHWKXeHUA pucka 3arpsasHeH1a pekoMeHayeTCA NPUMEHATL 3aKpLIThie NMPOLLECChHl.

Ocobble Mepbl NPefoCTOPOXHOCTA criedyeT npeaycMaTpuBaTh NpY NMPOU3BOACTBE CEHCMBUNN3NPYHO-
LMX BELWECTB, aHTUBUOTUKOB, LIUTOTOKCUHOB U CUIbHOAENCTBYIOLUX NEeKapCTBEHHBbIX CPEACTB.

5.3 MoBepXHOCTM TexHomoryeckoro 06opyaoBaHna pasaensioT Ha TPY rpynnbi:

- conpukacaloLmecs ¢ MPOaYKTOM;

- conpukacaroLwmecs ¢ MaTepyanamu, KoTopble BOWAYT B COCTaB NPOAYKTa;

- He conpuKacalowwuecs ¢ NpoayKTamu 1 maTepuanamu.

CocTaBHble YacTu 060pyaoBaHna B pabouei 30He A0MKHbI GbiTh MTagKUMMU U U3rOTOBMEHHbIMU U3 HETOK-
CUYHOrO, CTOMKOIO K KOPPO3uM MaTepurana.
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MpumeHeHWe maTepuanos, coaepXallux Tsxenole MeTannbl (Meab, CBUHeL, U Np.), ANA NOBEPXHOCTN,
corpuKacaroLwenca ¢ matepyanamm unyM npoaykTom, HegonycTUMo.

MoBepxHoCTN paboyeit 30HbI He AODKHBI UMETb FYXUX «<KapMaHOB», TEXHOMOrM4eckn He0BOCHOBaHHbLIX
neperopoaok, CTyneHei, KPOMOK, Pe3KUX CYXXEHUI NonepevHOro ceveHusl, yxyawaoLwmx obpaboTky unm cte-
pUM3aLmnio 3TUX NOBEPXHOCTEN.

ByHkepbl, eMKOCTH, NOTKK, )kenoba, HanpaensaoLwme AoMKHbI BbITb 3aKPbITHI U UMETb NEerkooYnLLaeMyio
rnaaKyto NOBepXHOCTb 6e3 Leneit, 3a30poB, BICTYNAOLWMX KOHLLOB, 3aKenoK U ApYrux areMeHToB, 3aTpyaHs-
FOLLMX CaHUTapHYo 06paboTky.

Bce noBepxHocTH paboyeit 30Hbl A0MKHBI BbITb NErko A0CTYMNHbI ANl OYUCTKA U KOHTPONS. JOCTYNHOCTb K
CKPbITbIM MECTaM 1 UX KOHTPOSb AOMMKHbI 6bITh 06ecneyeHbl BO3MOXHOCTbIO pa3bopku. KOHCTpYKTUBHbIE ane-
MEHTbI B 3TOM cyyae AOSHKHbI ObITb CHabXeHbl NerkopasbeMHbIMU coeAMHEHUsIMU, YTOObI 0becnevmBaTh pas-
60pKy NpenMyLLecTBEHHO 63 NPUMEHEHNUs CriecapHOro UHCTPYMeHTa.

5.4 MpunpoussoacTse TBepAbIX GOpM crneayeT BblAeNUTb TPU YPOBHSA 3awwuTsl [1]:

- ypoBeHb 1 — 060opyAoBaHNE U 30HbI, K KOTOPLIM He NPeAbABIAITCA cneuvansHble TpeboBaHus;

- ypoBeHb 2 — 060pyAoOBaHMUE 1 30HbI, BKOTOPLIX CrieayeT NPUHATL MepbI MO 3aLUTe OTKPbITOrO MPOAYK-
Ta u MaTepuanos, BXOAALMX B NPOAYKT;

- ypoBeHb 3 — 060opyaoBaHMe 1 30HBI CO cneunanbHbiMK TpeboBaHUAMM K OKpyXKatoLen cpeae u cpe-
ACTBaM ee KOHTPONA ANA NPeAoTBPaLLEHNUs 3arpsa3HEeHUA NPoAYKTa U MaTepUanoB, BXOAALLMX B NPOAYKT, a Tak-
e NpeaoTBpaLLeHns yTpaTbl UM CBOUX CBOWCTB.

TpeboBaHua K hunbTpauu1 Boayxa ANns ypoeHeln 2 n 3 npuseaeHbl B 5.7.

YkasaHHble TpeboBaHWs NpeabaBnAoTca AN pabounx 30H 060pyAoBaHNA (rae BLINONHAKTCA onepauum
C NPOAYKTOM) UN NoMeLLeHus, rae pasMellieHo 0bopyaoBaHue.

3awuTa npoueccoB 1 NPoAyKTa OT 3arpsi3HeHUA, B TOM YUCHe NepeKkpecTHbIX 3arpsisHeHuin, obecneynsa-
eTCA 32 cYET NPUMEHEHUA:

- 3aKkpbIToro obopyaoBaHus;

- cuctem moiku Ha mecte (WIP — «Wash-In-Plact») unu ounctku Ha mecte (CIP — «Clean-In-Place»);

- chunbTpaunn Bo3gyxa, noctynawowero B 06opyaosaHue B COOTBETCTBUN C TpeByeMbIM YpOBHEM 3aLLU-
Tol (cM. 5.4);

- YUCTOTbI NOMELLEHUS, B KOTOPOM HaxoauTcs ob6opyaosaHue;

- YNCTOTbI TEXHOMOTrMYECKNX Cpea;

- KOHTpOIsi napameTpoB U Np.

Cu1cTeMbl MOMKWN M OYNCTKN Ha MecTe NpeaycMaTpuBaloT aBTomaTudeckyto o6paboTky o6opyaoBaHus no
3aMKHYTOM cxeme, 6e3 koHTakTa obpabaTbiBaeMbIX MOBEPXHOCTEN C OKPY>KatoLen cpedoi n NepcoHanom.

5.5 [nsa ogHoro u Toro xe Buga obopyaoBaHUsi MOTYT noTpeboBaTbcA pasnuyHble YPOBHU 3aLWWUTLI B
3aBUCMMOCTU OT creaytoLmnx hakTopoB:

- nrowagn NoBepxHoCT MaTepuanos (MPOMEXYTOUHOIO UMM FOTOBOrO NPOAYKTA), KOHTaKTUPYIOLEn ¢
oKpyxatoLen cpeaon;

- cneunanusauum obopyaoBaHus ANA AaHHOrO NpoAyKTa UK UCNonb3oBaHUA obopyaoBaHWa Ans pas-
NUYHBIX BUAOB NPOAYKLNM;

- npucnocobneHHocTN 060pyaoBaHNA K 3heKTUBHOM OUUCTKE;

- CTEMEeHU rMrpocKONMYHOCTU NPOAYKTa U BNUSIHUSI HA HEro BNAru.

5.6 PekomeHayeMble ypOBHN 3aLLMTLI A8 pPa3NMYHbIX BUAOB 060pyaoBaHWA (3TanoB TEXHOOrMYeckoro
npouecca) npueseaeHsl B Tabnuue 1.

Tabnwuuya 1— PekoMeHayeMble YPOBHU 3aLUThI

YpoBeHb 3almnTbl 060pyaoBaHus

HaumeHoBaHue 3Tana TexHONorm4eckoro npouecca
Wnu nomMeLeHus

1 MNpuwem matepuanos 1

2 Cknagckue nomeLleHms 1

3 BasBewwBaHue v pacnpegeneHve:

- 30Ha B3BELUMBAHUS A1 OTKPbITbIX MaTepuanos 3

- OKpyxailLuas cpega 2
4 CwmelwmvBaHue Ot 2 po 3 Bkniou.
5 WMamenbueHune 3
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OkonyaHue mabnuysi 1

YpoBeHb 3aLuTbl o6opyaoBaHusi
HanmeHoBaHWe aTana TeXHONOrM4eckoro npouecca
nomeLLeHns

6 paHynvpoBaHve:

- MONHOCTbIO 3aKpbITasi CUCTEMA, BKIIOYAs 3arpysky 1

- OTKPbITas UK YaCTMYHO 3aKpbiTas 3arpy3ka OT1 2 go 3 Bkritou.
7 TabneTvpoBaHve W KancynuposaHune 2
8 HaneceHnne o6onouku 2
9 lMonvpoBka, COPTUPOBKA, KOHTPOIb, YNakoBKa 1 Mnp. OT 1 8o 2 BKtoM.

MpumevaHwns

1 YpoBeHb 3almuThl 3 OTHOCMTCA TONBKO K 060pyA0BaHUIO, YPOBHM 1 1 K 060PYAOBaHMIO U NMOMELLEHNSAM.

2 [Onsa obecnevenns ypoBHs 3almTbl 2 MOTYT UCMOMNb30BATLCA YNCTbIE NOMeLLeHWA ¢ 3oHow D no MOCT P 52249
(knacc umcToTel 8 MCO B ocHaweHHom cocTosiHum no TOCT NCO 14644-1).

5.7 Tpeb6oBaHusa K punbTpauumn Bozagyxa

Ons o6opyaoBaHua ¢ 3awuTol 1-ro ypoBHs TpeboBaHus K punbTpaummn Bosayxa He NpeabaBnsoTes.

B pabouyto 30HY 060pyAoBaHUA € 3aWUTON 2-ro 1 3-ro ypoBHeN A0MMKeH NodaBaThCsi BO3AYX, Npollea-
LU Yepes BbicokoadhpekTUBHbIE hunbTpel (HEPA dunsTpel) crniegyrowinx knaccos no FOCT P 51251:

- H11 — ansa 3awuThl 2-ro ypoBHS (He HUxe);

- H14 — onsa 3awmThl 3-ro ypoBHs.

Ons obopyaoBaHus ¢ 3alUUTON 2-r0 YPOBHS 3HaYeHus Tabnuubl 1 MOTyT pacnpoCcTpaHATLCA Ha BO3AyX
NnoMeLLeHMsl, B KOTOPOM yCTaHOBNEHO 0b6opyaoBaHue. B pabouyto 30Hy € 3aWmnTon 3-ro ypoBHs BO3AYX AOSHKEH
nofgaBaTbCs HENOCPEeACTBEHHO Yepes COOTBETCTBYIOLLNIA (hUNbTP.

Mpw aTTecTaunm oGopyaosaHusi neped BBOAOM €ro B aKcniyatauuio cneayet NPoBepsTh LENOCTHOCTb
HEPA cunbTpoB. Takyto e NpoBepKy criedyeT NpoBOAUTL He pexe 0AHOMo pasa B rod Unn oauH pas B rog unu
nocre 3ameHbl OUNbLTPOB.

KoHCTpyKkumMen ounbTpoB AOMKHO BbiTb obecneveHo yaobCTBO UX 3aMeHbl U, Npu HeoBXoAUMOCTH,
OYUCTKM.

6 OcHoBHbIe Tpeb6oBaHMA K 060pyAOBaHNIO

6.1 O6LwWwMue nonoxeHus

B coctaB TBepAoi nekapcTBeHHoW hopMbl BXOAAT ogHa uin 6onee akTUBHbIX (hapMaLueBTUYECKUX CyO-
CTaHLUIA C UCNOMb30BaHUEM, NP1 HeobxoanmocTu, pasbasuTenei, paspbiXnMTenen, CBA3bIBaOLIMX, CKOMb3s-
LLIMX U CMa3bIBaOLLMX BELLIECTB, Kpacuternen, koppureHTos 1 np. [2], [3].

TexHonorudeckoe obopygoBaHue A0MmkHO o6ecnevnBaTb COOTBETCTBUE BbINyCKaeMoro npoaykra ycra-
HOBMNEHHLIM TpebOBaHUsIM, B TOM YACTIE MO creayioLmnm napaMmeTpam:

- OQAHOPOAHOCTY;

- pasmepam;

- macce;

- 4yucTOTe U ApYruM napaMmeTpam.

HaTabneTtkaxHe OMmMKHO BbITh AieheKTOB pa3mepa, LBeTa, NoKpbITUS, WpnudTa Hagnucu n pasgenurens-
HOW pUCKW, B TOM YUCTIE:

- BbICTYNOB (MPUMUMLUNX YaCTUL, MOPOLLIKA);

- yrnybneHuii (MyHOK, BbIKDOLLEHHBbIX YacTer TabneTok);

- Nbiny Ha TabneTkax;

- HepaBHOMEPHOCTU LiBETa, JIOKanbHOro u3MeHeHusi useta (MpaMopHOCTU);

- CKOJIOB;

- cnunaHui;

- KpOLUEeHWUI;

- pedopmaunin (HapyLueHui oKpyrnoctu chopmbl);

- uapanuH;
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- nedeKToB NOKPbLITUA, HAaNPUMep HepaBHOMEPHOCTU (PasNUYHON TOJSILLMHBI) MOKPBLITUS, 0 CMeLLLeHUs
Mo OTHOLLEHWUIO K AAPY.

6.2 KoHTponb napameTtpoB

PekomeHayeTCca NPOBOAUTL HENPEPbIBHBIA KOHTPOMb OCHOBHLIX NapamMeTpoB 06opyaoBaHus (Npu Heob-
XOQUMOCTM N0 BEPXHEMY 1 HWXKHEMY Npedenam), a Take npegycmMaTpuBaTth AUarHoCTUKY Npu oTkase obopy-
posanua. Mo Bo3MOXHOCTM LenecoobpasHo npedycmaTtpuBaTth paboTy obopyaosaHus 6e3 npucyTcTBuUst
oneparopa.

PekomeHAayeTca NpoBOANTL KOHTPOSb CrleAyHoLWMX Y3108 U NapameTpoB:

- paboTbl OCHOBHOIO ABUraTEenNs;

- repMeTUYHOCTU paboyeil 30HbI;

- MOnNoXeHUs OkoH 060pyAOBaHUA U NaHENeln B 3aKPbITOM COCTOAHWUW;

- CKOpPOCTM NoAayv UCXOAHOro MaTepuana;

- YPOBHS MaTepuana B UICXOQHOM 3arpy304HoM ByHkepe;

- paboTy cucTeMbl Moliku obopyaosaHua WIP —«Wash-In-Place» (Moiika Ha MecTe TabneTouHbIX npec-
coB, obecnbinuBatenein u np.);

- OaBneHus CKaToro Bo3ayxa.

MapameTpbl 060pyaoBaHUsA (NpoAaykTa), CUrHanbl TPEBOrH, AaHHbLIE O HEMCNPaBHOCTAX A4OMKHbI PErncT-
pupoBaTtbcs (Harnpumep, B 3NeKTpoHHoU chopme).

MapameTpbl, pekoMeHayeMble 418 KOHTPOMA TabneToYHbIX MPeccoB, MPUBeAEHbl B MPUITOXEHUU A.

MapameTpbl, pekoMeHAyeMble ANs KOHTPOMS KancysioHanoMHSIoWMX MallvH, npuBedeHbl B NpUIio-
xeHun b.

6.3 KomMnneKkTHOCTb NoCTaBKU

6.3.1 B komnnekT noctaskv o6opyaoBaHUA A0MKHBI BXOAUTb, KaK MUHUMYM:

- obopyaoBaHue B yCTaHOBIIEHHOW KOMMNNEKTauuun;

- 3anacHble YacTu Ha corfacoBaHHbIN Nepuoa akcnnyaTaunu;

- 3neMeHTbl A5l coeaMHeHnsa 060pyaoBaHUA C BHELUHUMI KOMMYHUKaLUUsaMU;

- TexHuyeckvie JOKYMeHTbI (CM. 6.3.2);

- MHCTPYKLMM MO MOHTaXY, aKCMnyaTauum 1 TeXHUYECKoMY 0B6CNy)XMBaHUIO, B TOM YUCAE MO OYACTKE
obopyaoBaHus;

- OOKYMEHTbI Mo aTTecTaunn u ucneitaHnsam (cm. 6.3.3).

Bce o6opyaosaHue n MaTepuansl, BXoASALWME B KOMMNEKT NOCTaBKWU, AOMMKHbI 6biTb Haanexawmm obpa-
30M yrakoBaHbl B NEPBUYHYIO YNAKOBKY U TPAHCMOPTHYIO Tapy.

6.3.2 K TexHn4ecknm AoKymeHTamM OTHOCATCS:

- MpuUHUMnUansHas cxema obopynoBaHus;

- OCHOBHbIe COOPOYHbIE YEPTEXN;

- YepTeXn OCHOBHbLIX Y30B;

- cneuundunkaLmm Ha 06opyaoBaHNE 1 y3nbl;

- 3neKTpuyeckasa cxema co cneuyudukaumen;

- NHeBMaTM4yeckas cxema co crneuudukaumen;

- CXeMa CMasoK 1 NnepeyeHb CMa304HbIX MaTepuarnos;

- TeXHWYecKMe AOKYMEHTBlI Mpou3BoAUTENst Ha KOMMOHEHTbl 0bopyaoBaHWs (Hanpumep, nbifiecoc,
MaLLWHy ANs NONUPOBKN U 06ecnbiNMBaHUS Kancymn, cucTeMy yrpasneHust U np.);

- rnepeYeHb 3anacHbIX Yacten n np.

6.3.3 KaokymeHTaM no atrecTaumn v UCNbITaHUSIM OTHOCATCS:

- MeToAVKW aTTecTalunii B TOCTPOEHHOM (YCTaHOBIEHHOM), OCHaLLEHHOM U 3KCMyaTUpyeMoM CoCTosI-

HUAX;
- MPOTOKOILI MPUEMO-CAATOUHbBIX UCTbITaHWIA Ha 3aBOAe-U3roTOBUTENE;
- MPOTOKOIMbI NPUEMOUHBIX UCTILITAHWUIA MO MECTY YCTaHOBKM;
- cepTUcUKaTbl Ha MaTepuarsl, conpuKacatoLMecs ¢ NpoayKToMm;
- cepTuduKaThbl KanmbpoBKA KOHTPOIbHO-M3MepUTENbHBIX NPUBOPOB, yCTaHOBMNEHHbIX Ha o6opydo-
BaHUK;

- peknapauus cootBeTcTBUst TpebosaHusam TOCT P 52249 (npasuna GMP unu cepTudmkaT cootseT-
cTBUA (B cucTeme fo6poBONbLHOI cepTUdUKaLMK).

6
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7 ATtTectaums (McnbiTaHWUA) o6opyaoBaHUA

7.1 Attectaumsi (McnbiTanusa) obopyaoBaHMa MPOBOAMTCH, Kak npaswuro, B Tpu aTtana (CM.
FOCT P 52537):

- BMOCTPOEHHOM (YCTaHOBMEHHOM) COCTOSIHWM;

- BOCHaLLeHHOM COCTOSIHUM;

- BOKCMAyaTUPyeMOM COCTOSHNN.

7.2 MeToauku aTTecTauum (UCnbiTaHuWit) o6opyaoBaHus paspabaTbiBalOTC M3roTOBUTENEM UMK paspa-
BoTUMKOM 060pPYAOBAHUS ANS PA3NUYHBIX COCTOSHUN: NOCTPOEHHOTO (YCTaHOBIIEHHOM0), OCHALLIEHHOIO 1 9KC-
nnyaTupyemoro.

MeToauka aTTecTaumm (MCnbITaHuWit) BKITloYaeT B ceba:

- nepeyeHb paboT B NOpsiAKe UX BbIMONTHEHUS;

TEXHOMOTUIO BBIMOSHEHUSA Kaxaoi paboTbl (MpyU He06Xx0ANMOCTI);
npuMeHsieMble Npubopbl, MaTepuansl U np.;
[ONyCTUMBbIE 3HAaYEHWUsI NapaMeTpoB;

- (bOpMbI NPOTOKOSIOB (AKTOB) UCMbITAHUM;

- TpeboBaHWUs K UCNIOMHUTENSIM.

7.3 Mporpamma atTectauum (UcnbiTaHUi) 06opya0BaHUsi COCTaBAETCS MNOSb30BaTENeM NN MOHTaX-
HOW opraHusaumen ¢ y4eToM MeTOAMKN aTTecTauum (MCNbITaHui).

Mporpamma BkloyaeT B cebs1 nepeyeHb paboT u nocnegoBaTesnibHOCTb UX BbINOMHEHWs NPpU NpoBeaeHnn
aTTecTauum (UcnbiTaHuin) obopygoBaHusl.

7.4 MeToauvka aTTecTauum AOMKHA BXOAUTb B KOMMMEKT noctasku o6opyaosaHua. MeTtoguka MoxeT
YTOUYHATLCA NPON3BOAUTENEM NEKApCTBEHHBLIX CPEACTB C YYETOM YCIOBUIA UCMoNb3oBaHNs obopyaoBaHua
(Hanpumep, ¢ y4eTOM BbiNycka 0QHOTO UMM HECKOISTbKMX MPOAYKTOB Ha 04HON eAuHULLE 060pyaoBaHuUS).
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MpunoxeHwe A
(cnpaBo4Hoe)

KoHTponb napaMeTpoB TabneTo4YHbIX NpeccoB

TabneTouHble NPecchl KOHTPONMPYIOT MO CeAYOLWMM NapaMeTpam;

paboTa OCHOBHOIC ABUrartens;

repMeTUYHOCTb paboyell 30HbI;

NonoXeHne okoH 060pyAOBaHNUS U NaHenel B 3aKPbITOM COCTOSIHWMY;

6noknpoBka paboTbl NPU OTKITOHEHWU NapamMeTPOB WITW BbIKITIOHEHUN ABUTaTens;

GrOKVMpPOBKa NPU OTKPLIBAHUW ABEPEN 3aLLMTHBIX KOHCTPYKLIWI;

CKOPOCTb Noda4m TabneTouHoM Macch;

ypOBeHb TabrneTouHOM Macchl B UCXOQHOM 3arpy3o4HoM ByHkepe;

paboTa cuctems! moliku obopyaoeanusi (WIP — «Wash-In-Placey);

AaBlNeHne CXaToro Bo3ayxa;

oTpuuaTenbHoe JaBrneHue B 30He TabneTupoBaHUs C BO3MOXKHOCTBIO €ro PerynvpoBaHus (€ Lenbio obecneverus

Ge3onacHocTH);

HanvnaHue TabneToYHON Macchl Ha BEPXHUI MYaHCOH;

Macca TabneTok;

ycunue npeccoBaHmns (B MHOTOCIONHbBIX TabneTkax — Ans Kaxgoro crnos);
ycunue BelTankueanusi TabneTku;

rnybyHa HanoNHeHWA Kaxgoro cros;

nosiBrneHue 3atopa TabneTok B pasrpy3o4HOM yCTPOWCTEE;

M3MOM MyaHCoHa;

uBeT TabneTok.

CnepgyeT npegycmaTtpvBaTb NoAcHeT Tabnetok u oT6pakoBKy TabneTok nNpyu HanuuMn aedeKkToB, NOCTOPOHHUX
BKJIIOYEHUI (METanMMYeCKMX U NNacTUKOBbIX).

CnepyeT Taxe npegycMaTpusaTtbh NpefoTBpaleHe HanMnaHus MaTepuana Ha nyaHcoH (Hanpumep, 3a c4eT Noeo-
poTa nyaHCoHOB B MPOTMBOINONOXHOM HANPABNEHUU Cpasdy Xe nocne NpeccoeaHunst obopyaAoBaHUs WeTKaMm s OUNCTKM
NOBEPXHOCTW NyaHCOHOB U Np.). MoxeT 6Tk NpeaycMOTpeHa onuus CUCTEMbI NMOAAuM CKOJb3SILLMX BELLECTB HA BHYTPEH-
HVe CTeHKM MaTpuubl Ans obrneryeHus BolTankueaHusi TabneTok.
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MpwnoxeHne b
(cnpaBo4Hoe)

KOHTpOﬂb napameTpoB KancyrnoHanonHAKLWUX MallnuH

KancynoHanonHsiowye MallMHbl KOHTPOMMPYIOT MO CNeayoLmm napamMeTpam:

- paboTaOCHOBHOIO ABMIaTens v ABUraTenei OCHOBHbIX KOMMOHEHTOB (BaKyyMHOIO HACOCa, Mbinecoca, nurartenei
nnp.);

- repMeTUYHOCTb paboyeli 30HbI;

- MOMOXEHWsi OKOH 060PyA0BaHUS U NaHenew B 3aKpbITOM COCTOSIHUW;

- BrnokvpoBka paboTbl NPV OTKITOHEHVU NapaMeTPOB UMW BbIKITIOUYEHUM OOHOTO U3 MPVBOAHbBIX Y3I10B;

- GrokvpoBKa NPU OTKPbIBAHUM ABEPEN 3aLUMTHBIX KOHCTPYKLUI;

- CKOPOCTb MoAayuu NOPOLLKa UMK NENMEeT U TBePAbIX XXENaTUHOBbIX KarcyJ;

- YPOBEHb NOPOLLKa UMK NENEeT U TBePAbIX XEMNaTUHOBbLIX Karcyn B 3arpy304YHOM GyHKepe;

- paboTty cuctembl Molikn obopygosanus (WIP — «Wash-In-Place»);

- OaBIeHVe CXaToro BO3ayxa;

- 3HauYeHue BaKyyma;

- oT6pakoBKa kancyn (HepackpbITbie MyCThle Kancyrnbl);

- YpOBEeHb 3arMONHEHUs Kancyr;

- KONMWYECTBO HanomHeHHbIX Kancyr.

CnegyeT Takke npegycMaTpuBaTth OTOPAKOBKY Karncyn nNpy Hanuumm 4edekToB (BMSITVH, 3anbIreHHOCTU 1 np. ).
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