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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
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 PASPABOTAH Obwepoccunnckon odbluectBeHHOW opraHnsaumen « Accoumayuma MHXeHepoB NO KOH-
Tpono Mukpo3sarpsasHeHuny (ACUHKOM)

2 BHECEH TexHunyeckum komuteToM no ctadHaapTusaunm TK458 «['1pon3BoacTBO U KOHTPONb KAUeCcTBa
NeKkapCTBEeHHbIX CpeACTB»

3 YTBEPXOEH W BBEAEH B JEWCTBUWE MMpukasom PeneparnbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHuio M MeTtponornmn ot 27 aekabpa 2007 r. Ne 616-cT

4 BBEAEH BINEPBbIE

ViHgbopmayust 06 U3MeHeHUsIX K HacmosuwemMy cmaHGapmy nybriukyemcs 8 €Xe200H0 U30asaeMoM
UHpOpMaUUOHHOM yKalzamerse «HauuoHanbHblie cmaHoapmabi», a mexkcm U3MeHeHUU U MorpasoK — 8 eXXeMe-
CSYHO U30asaeMbiX UHGhOPpMaUUOHHbIX yKalamernsx « HauuoHanbHbie cmaHoapmeiy. B cnyyae nepecmompa
(3aMeHbl) Unu OmMeHbi Hacmosauw,e20 cmaHOapma coomeemcemesyroujee yeeoomreHue byoem onybnukosaHo
8 e)XXeMeCsYHO u3dagaeMoM UHGopMaUUOHHOM yKazamerne «HayluoHalnbHbie cmaHOapmbeil». Coomeemcm-
gyrowjast UHgbopMayusi, yeeOoMIIeHUS U meKcmbl U pa3Melaromecss makke 8 UHopMalUUoOHHOU cucmeme
obuea0 nonek3oegaHuss — Ha opuuyuansHoM caume ®edeparlbHO20 azeHmemea ro mexHU4eCcKoMy pe2yrupo-
8aHUI0 U Memporoauu 8 cemu MIHmepHem

© CtaHgaptuHdopm, 2008

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

[lekapcTBeHHbIE cpeacTBa ABNATCA ocobbiM BUAOM npoayKuum. K HUM npeabaBnsaoTcA BbICOKUE Tpe-
boBaHuA no 6e3zonacHocT U 3 ekTUBHOCTU, obecnevyMBaemMble Ha Bcex aTanax paspaboTku, ncnblTaHUn,

Npou3BoACTBa U peanunsayun.

TpeboBaHUA K NPON3BOACTBY NIEKAPCTBEHHbLIX CPeACTB YCTAaHOBMNEHbI CUCTEMOODBpa3yoLW MM cTaHaap-

ToM [OCT P 52249. HacTodAwmM cTaHOQapT BXOAUT B KOMMME
NnekapcTBEHHbIX CPeACTB, U KOHKPEeTU3UpYyeT TPeDOBaHMS K TEX

KC CTaHOapTOB, OTHOCALUMXCA K NPON3BOACTBY

HOMOrM4yeckomMy obopyaoBaHUIO AN NPOU3BOA-

CTBa TBePAbIX JIeKapCTBEHHbIX popM (TabneTok, Kancyn, rpaHysl, MOPOLUKOB).

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

[lpon3BOACTBO NEKapCTBEHHbLIX CpeacTB

OBbOPYOOBAHWUE TEXHOJIOIMHECKOE ONA NMPOU3BOLOCTBA
TBEPIObIX NEKAPCTBEHHbIX ®OPM

Ob6wue TpeboBaHUA

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

[laTta BBegeHna — 2008—10—01

1 O6nactb NpMeHeHUA

HacToswmnn ctaHgapT ycTaHaBnmMBaeT oblme TpeboBaHMSA K TEXHOMOTMYeckoMy obopyaoBaHUle AN
Npoun3BoACTBa TBepAblX NekapcTBeHHbIX popM B cooTBeTCTBUM C [ OCT P 52249 (npasuna GMP).

CTaHaapT He ycTaHaBnMBaeT TpeboBaHUA NPOMbILLNIEHHON N APYTUX BUAOB D€30MacHOCTMH.

CTtaHaapT pekoMeHayeTcsl UICNoNb3oBaTh NpU paspaboTKke, NPoeKTUpOBaHUK, BbIDOpe, aTTecTaymm u
akcnnyartauun obopyaoBaHUa AnNg NPOU3BOACTBA TBePpAbIX NeKapcTBEeHHbLIX OopM, NpeaHa3HavYeHHbIX AN
opanbHOro NpMMeHeHUs (TabneTok, Kancyn, NoPoLKOB U NpP.).

2 HopMaTuBHbIE CCbINKN

B HacTodaleM cTaHgapTe UCNoNb30BaHbl HOPMaTUBHbBIE CChINTKXA Ha cneayiolue ctaHgapThl:
[OCT P 51251—99 ®unbTpbl OUUCTKM BOo3ayxa. Knaccudpukauuns. MapkmpoBka
[OCT P 52249—2004 NpaBnna npon3BoACTBa U KOHTPONSA KavyecTBa NeKapCTBEHHbLIX CPeaACTB

[OCT P 52537—2006 [Npon3BoacTBO fneKkapcTBEHHLIX cpeAcTB. Cuctema obecnevyeHus KavecTBa.
Obwme TpedboBaHUS

[OCT NCO 14644-1—2002 Yuctble nomelleHUa U CBsI3aHHblE C HUMW KOHTPONUpyeMble cpeabl.
YacTb 1. Knaccugpukaumsa YncToThl BO3ayXa

[TpumeyaHwmne—lpu NONb30BaHUN HACTOALWMM CTAHAAPTOM LenecoobpasHo NPOBEPUTb AEUCTBUE CCbINMOM-
HbIX CTaHA4ApPTOB B WMHMPOPMAUMOHHOW CUCTEME ODWero nonb3oBaHusd — Ha oduumanbHom cante PegepanbHOro
areHTCcTBa No TEXHUYECKOMY PErynMpoBaHuo n METPONoOrmn B cetn VIHTepHeT nnmn no exXerogHo nagasaemomy nHdpopma-
LMOHHOMY YKa3aTtento « HaunoHanbHble CTaHAAPThI», KOTOPbLIN ONYBNMMKOBAH Mo COCTOSAHMIO HA 1 AHBaPS TEKYLWLEro roaa, u
NO COOTBETCTBYIOWMNM €XEMECAHYHO U3gaBaeMblM MHDOPMALMOHHBIM yKa3aTensam, onybriMKOBaHHbLIM B TEKYLLEM roay.
Ecnun ccbinoYvHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONb30BAHUN HACTOSWMM CTaHAAPTOM CreayeT PyKOBOACTBO-
BaTbCH 3aMEHAWMUM (MBMEHEHHBIM) CTaHAAPTOM. ECnn CCbINOYHLIM CTaHAAPT OTMEHEH Be3 3aMeHbl, TO MONOXEHNE, B
KOTOPOM daHa CCbllKa Ha Hero, NPUMEHAETCH B HaCTU, HE 3aTparmBatoWeEN 3TY CCbISKY.

3 TepMUHbI N onpeaeneHuns

B HacTodAwemM cTaHaapTe NpUMeHeHbl criegyoLe TEpMNHbI C COOTBETCTBYIOLLMMI onpeaeneHnaMu:

3.1 aTtTecTtaumus: [lokasaTtenbCTBO TOro, YTO MeToAunKa, npouecc, obopyaoBaHne, Matepunan, onepauus
AN CUCTEMa COOTBETCTBYIOT 3aJaHHbIM TpeboBaHUAM U UX UCMONb3OBaHWE AeNCTBUTENbHO AaeT oXngaemble
pes3ynbTaThl.

[TpumevyaHwms
1 «Banngauma», «kkanupukauunsy, «Bepupunkaunsa»y — HepeKoMeHayeMble TEPMUHDI.

2 ns npoueccoB n 060pyaoBaHMS AONYCKAETCA HApPsAAy C TEPMUHOM «aTTecTaunsa» NPUMEHsTb TEPMUH «UCTIbI-
TaHus.

U3paHune odbmumanbHoe
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3.2 3arpsizHeHue:Jlloboe BKITloYEeHMe B NeKapCTBEHHOE CpeCTBO, He NpeyCMOTPEHHOE ero COCTaBOM.

3.3 3aKpbITbIA Npouecc: [Npouecc, BbINOMHsAeMbld Ha 06opyaoBaHNK, pabovas 3o0Ha KOTOPOro U MaTe-
puan (NpoAyKUKMsA) He KOHTaKTUPYIOT C OKpYXXatoLlen cpegon.

[TpumevyaHwmns

1 Hapsgy ¢ TEpMUHOM «3aKPbITbIU NPOLECC» MOTYT NPUMEHSATHCSH TEPMUHbBI «3aKpbiTasd CUCTEMA» UNN «3aKpbITOE
0bopyaoBaHuE», UMEIOLLNE TOT e CMbICHT.

2 B OTKpbITBIX Npoueccax BO3MOXEH KOHTAKT paboyen 30HbI U MaTepunanos (NPOAYKLUNKN) C OKPYXXaloLWeEn Cpeaon.

3.4 KpuUTUdecKuu napameTp: [NapameTp, BNUAICLNN HA KAYEeCTBO NeKapCcTBEHHOro cpeacTBa.
3.5 YypOBeHb 3allUTbl NpoAayKTa: YCcnoBHoe 0bo3HaveHne (Knaccndukauunsa ) koMmnnekca TpedoBaHnU U
Mep, HanpaBneHHbIX Ha NpeaoTBpalleHne 3arpasHeHna NnpoayKra.

4 OOwmne TexHU4YeCcKune TpedboBaHUA

4.1 TexHonorndeckoe obopyaoBaHMe OOMKHO obecneyvmBaTth BhINYCK NMPOAYKUUAWN B COOTBETCTBUN C
3agaHHbIMKN TpeboBaHUAMU (cneymndnkaumen). 3To AOCTUraeTCH 3a CHET KOHCTPYKL MK 000pYyaA0BaHUS, MPUMeE-
HAEMbIX MaTepuanoB, CPeacTB KOHTPOMSA W OonpegeneHHoro nopsigka akcnnyartauum B COOTBETCTBUU C
[OCT P 52249.

4.2 K TexHonormvyecknum npoueccam U obopyaoBaHUo, UCNOMb3yEMbIM MPU NPOU3BOACTBE TBEpPAbIX
nekapcTBeHHbIX POPM (HECMOTPS Ha pa3NnMYnsa B HA3HAYEHUN N KOHCTPYKLKW) NpeabaABNSATCS crieayowme
oOLme TpeboBaHMS:

- obecneyveHune TpedbyemMoro coctaBa NpoayKTa;

- obecne4yeHne roMoreHHOCTU (0AHOPOAHOCTI) NPOAYKTA;

- 3almMTa npoayKTa oT pUcKa 3arpsisHeHUs (Hanpumep, NnyTemM UCnorb30BaHNS COOTBETCTBYIOLLIEMO YPOB-
HS 3aLUUThI);

- NpegoTBpalleHne NnepekpecTHLIX 3arpsA3sHeHUH;

- KOHTpPONb NapaMeTpoB npoLlecca (NpoayKunn);

- BO3MOXXHOCTb aTTecTalumn KpUuTu4eckoro ocbopyaoBaHus;

- cTabunbHOCTL NapamMeTpoB 0bopyaoBaHUA, cbecnevnBaroLlasi HEM3MEHHOCTb NoKaszaTenen nNpoayk-
LN B AONYCTUMbIX Npeaenax;

- yAoBCTBO TEXHUYECKOro obCnyXXUBaHUA N dKcnnyartaumn, obecnedveHme CoOOTBETCTBYIOLWMMN JOKY-
MeHTaMun, npudbopamm, matepmanamm v np.

4.3 B 3aBUCMMOCTNOT TpebOoBaHUN K3aLlLUTE NPOAYKTA OT BNUAHUA OKpYKatoLen cpeabl npoLecchl (CUC-
TeMbl) MOTYT ObITb OTKPBITLIMW U 3aKPbITEIMA. B 3aKpbIThIX cUCTeMax obecneunBaeTcst usndeckoe pasaene-
HWe BHYTpeHHero ocbbema obopyaoBaHUA N HAXOOALWNMXCS B HEM MaTepuanoB 1 NPoAyKTa OT OKpYyXatoLen
cpeabl, Yem obecnevmnBaeTcs 6onee BbICOKUN YPOBEHb 3aLuThl [1].

4.4 KoHcTpykunein obopyaoBaHust AOIMKHO BbITb 0BecneYeHo:

- COOTBETCTBME 0OOpYyaoBaHNSI CBOEMY HA3HAYEHUIO;

- TpebyeMbln YPOBEHbL 3aLlUMTLI NPCAYKTa B 3aBUCUMOCTU OT CTEMNEHU 3aKPbITOCTU 0b0opya0oBaHUS;

- BO3MOXXHOCTb 1 yA0DCTBO OUUCTKN NOBEPXHOCTEN 000PpYAOBaAHUSA, CONPUKACatoLLMXCA C MaTepuanamm
N NMPOAYKTaMU;

- MaKkcumanbHag 3aluTa oT oLNBOYHbBIX AeNCTBUI NepcoHana;

- BO3MOXHOCTb KOHTPONSA NapamMeTpoB;

- BO3MOXHOCTb TEXHUYECKOro 0OCNYKXNBAHUS;

- yAoOCTBO U HAAEXHOCTb BLINONMHEHUS MPOU3BOACTBEHHLIX onepaLunid TEXHONMOrM4ecKoro npolecca;

- JOCTYMHOCTb 4151 OCMOTPA;

- UCKITIOYEeHNe pUcKa 3arpsisHeHUst NeKkapCcTBEHHbIX CpeACTB MNblfblo, razamu, Napom 1 nNp. nnonagaHus B
rOTOBbIW MPOAYKT MOCTOPOHHUX MaTepuanoB, CNeaoB KOPPO3Nn, CMa304vHbIX MaTepManoB 1 APYrix BELWECTB,
MCTOYHUKOM KOTOPBIX AIBNSeTca 0bopyaoBaHue.

4.5 MaTepuansl, npumeHsdemble B 000pyaoBaHUN:

- He OO/MKHbI BCTyNaTb B peakuuto ¢ NPOMEXYTOYHOW U rOTOBOW NPoAyKUuMen N NCXoaHbIMU MaTepua-
namm;

- He OOJKHbI BbIAENsATb UMK abcopbupoBaTh BelleCcTBa, OKasbiBalollMe BIIUSIHAE Ha Ka4vyeCTBO MNpo-
AyKUNN;

- JOMKHBI ObITb U3HOCOCTOUKUMU 1 obecneunBaTb coxpaHeHne paboTocnocobHOCTN 0DoPYAOBaHUS B
TeYeHMe cpoKka ero cny>kobl Npu BbINOMHEHUN NPEAYCMOTPEHHBIX PpaboT NO TEXHUYECKOMY OOCNYXXUBAHMUIO;

- He BCTynaTb B peakLuto ¢ MOKOLUMM N AE3NHPULNPYIOLLIMMK cpeCTBaMMN, TUMbl KOTOPbLIX PEKOMEH0-
BaHbI MPOU3BOANTENEM UMW YCTAHOBIMEHbI HOPMaTUBHBLIMW JOKYMEHTaMMN.

2
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4.6 [MorpellHoCTb KOHTPOMbHO-U3MEPUTENBHBIX NPUDOPOB AC/MKHA COOTBETCTBOBATh YCTAHOBEHHbLIM
3HavyeHUsIM. CneayeTt NpeaycMoTpeTb NopaaoK KanndbpoBKM (MOBEPKN) KOHTPOMNBHO-U3MEPUTENbHLIX NMPUOOo-
POB N AOKYMEHTaNbHOro opopMneHunst pesynbTaToB KAaNnMbpoBKN (NOBEPKN).

4.7 ObopyaoBaHue, UMEKLLEe KPUTUYECKME MapaMeTpbl, SIBASIETCA KPpUTUYECKUM. K KpUTUYECKOMY
000pPYaAOBAHNIO OTHOCSTCS:

- BECHI;

- N3MEenNbUYUTENN;

- CMecuTenu;

- TPAHYNATOPHI;

- CYLUWUTIKMU;

- TabneTovHble Npecchl;

- KancyrnbHble MaLUNHBI;

- CUCTEeMblI MOUKN N OYNCTKA HA MECTE;

- HEPA dounbTpbl, ycTaHOBNEHHBIE B 0O0PYA0OBaHUN;

- obopyaoBaHMe Ans NepBUYHON YNaKoBKN MPOAYKLNA;

- apyrue Bmasl 060opyaoBaHus.

KpUTUYeCKUMU TakKe ABNATCA YACTbIE MOMELLEHUA NUYNCTBIE 30HbI, TEXHOMNOIMYeckne cpebl, Conpuka-
caloliMecd c npoagykramMmu (CXKaTtbiv BO3QyX, BoAa ovuLLeHHad, nap, Bakyym Unp. ).

4.8 [Ana kaagoro Bnga KpUtrU4eckoro obopyaoBaHUs crnegyeT onpeaenstb KpUTUYeCcKne napameTpsl,
noanexatwme atrectaymn.

[TouMepamMumn KpUTU4ecknx napamMmeTpoB ABNAIOTCA:

- TeMnepaTypa CyLUKU;

- TOYHOCTb BECOB;

- 4YUCTOTAa NOBEPXHOCTEN 0DOPYAOBaHUSA, CONPUKACAOLLKUXCH C NPOAYKTOM;

- YUCTOTa BO3ayxa BHYTpU 00opyaoBaHUS;

- YUCTOTAa CXKaToro Bosayxa unp.

4.9 ATTecTauum noanexKuT:

- KPpUTUYECKOoE TeXHONorMueckoe ocbopyaoBaHue (Mo KpUTUHECKUM napameTpam);

- KpUTu4veckoe obopyaoBaHmne NoaAroTOBKA U pacnpegeneHmnsi TEXHONOrM4eckux cpen, conpukacaoLnx-
CA C NPOAYKTOM.

5 TpeboBaHuA K 3alLUTEe NPOLLECCOB N 000OpYyAOBaHUA OT 3arpsA3HeHNNA

5.1 Onsakaxaon Kputniueckom e anHULLbl 0bopyaoBaHUA cneayeT OLEeHUBATL PUCK 3arpsA3HEHUA NPoAYKTA
nMaTepunanoB, BXoOAWKMX B NPOAYKT, U NpeaycMaTpuBaTh Mepbl 3alUUTLI OT 3arpsasHeHUn.

CneagyeT oueHUBAaTL ONACHOCTb 3arpssHeHUda NpoayKra ns-3a noCTOPOHHUX BKITHOYEHUU, HaXoasaALWNUXCA:

- B UCXOAHbIX MaTepuanax;

- Ha NOBEpPXHOCTU 0B6OPYAOBAHUS;

- B TexHonornmdecknx cpedax (cxxatom Bo3ayxe, sBoae, nape nnp.);

- B CMasou4HbIX MaTepunanax;

- B OKpy)XarLiemM Bo3gyxe;

- Ha nepcoHane nnp.

[1lpyn noaroToBKe NPOM3BOACTBA U B NpoLecce 3Kcnnyartayum cnegyeTt aHanmsnpoBaTh NPUYMHBLI 3arpss-
HEHWIN, onpedendaTb KpUTU4eckne ToUKN, OLeHMBAaTb PUCK 3arpsaA3HeHuA, paspabdaTbiBaTb U peann3oBbIBATb
Mepbl Mo nNpeaoTBpalleHunto 3arpsa3HeHMn ¢ NpuMeHeHnem Metoga aHanM3a PUCKOB B COOTBETCTBUM C
[OCT P 52537.

5.2 PUCK 3arpasHeHns 3aBUCUT OT AJNTMTENbLHOCTU NpoLecca, KoNnniyecTea BUOOB NPpoAyKLUMK, BblNyCKae-
MOW Ha AaHHOM 0bopyaoBaHUK, NEPUOOANYHOCTU Nepexoaa ¢ Bbinycka OAHOro NpoayKkra Ha apyron, oT marte-
prana, n3 KOToporo U3roTOBNEHO 0bopyaoBaHMe Up.

[1Na CHUXKeHUA pyucka 3arpasHeHns pekoMmeHayeTcd NPpMMeHATb 3aKpbiTble NPOoLIeCcChl.

Ocobble Mepbl NPedoCTOPOXKHOCTU crieayeT npeaycMmaTpusaTh NMpW NPoUsBOACTBE CEHCUOUMNINPYIO-
LLIMX BELLIECTB, aHTUONOTUKOB, LLUTOTOKCMHOB U CUITbHOAEUCTBYIOLLIMX NEKAPCTBEHHbLIX CPEACTB.

5.3 [NoBEPXHOCTN TEXHOMOTNYECKOro 000PYyaAOBaHUSA PA3AeNsA0T Ha TPU FPYNNbI:

- conpuKkacarwLwmecd ¢ NPoayKTOM;

- conpukacarLmecst c Mmatepuanamiu, KoTopble BOUAYT B COCTaAB NPOoAYyKTa;

- He conpukacarLmecd c npogykraMmm n matepuanamu.

CocTaBHble YacTn 00opyaoBaHNA B paboyen 30HE A0STKHbI ObITh rNMagkMMmM U U3roTOBMEHHBIMW U3 HETOK-
CUYHOTO, CTOMKOIO K KOPPROo3nn Mmatepumana.
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[TpuMmeHeHne maTepuanoB, cogepXalynx Tskensle metannbel (Meab, CBUHEL, 1 Np.), AN NOBEPXHOCTH,
conpukacarLencsa ¢ MmatepuanamMmm UM NnpoaykTom, HeaonycTMMo.

[ToBepXxHOCTU paboyein 30HbI HE AOMKHbI UMETb MMYyXNX «KKapMaHOB», TEXHONOrM4eckn He0OOCHOBaHHbIX
neperopoaokK, CTyneHen, KpOMOK, PEe3KNX CYKEHUI NMONepPevyHOro ceveHuns, yxyalawLmx odbpaboTky nnm cre-
PUNN3AaLNI0 3TUX MOBEPXHOCTEN.

ByHKepbl, EMKOCTW, NOTKU, Kenoba, HanpaBnsitoLmne A0MMKHbI ObITb 3aKPbIThl U UMETh NIErKOOYULLIAEMYHO
rnagKkyto NOBEpPXHOCTL Oe3 Lenen, 3a30poB, BbICTYNALNX KOHLLOB, 3aKNenoK U ApYrnx SnemMeHToB, 3aTpyaHs-
FOLLINX CaHUTAaPHY0 0BpaboTKy.

Bce noBepxHOCTN pabouein 30HbI ACITKHBI ObITb NErko ACCTYMNHbI AN OYUCTKU M KOHTPONS. JJOCTYNHOCTL K
CKPbITBIM MECTaM 1 UX KOHTPOIb ACIMKHLI BbITb 06ecneveHbl BO3MOXHOCTbIO pa3bopkn. KOHCTPYKTUBHBLIE 3ne-
MEHTbI B 3TOM Cclydae A0MKHbI ObITb CHabXeHbl NerkopasbeMHbIMUA cOeANHEHUAMN, YTODLI 0becnevnBaTh pas-
DOPKY NpenmMyLLIeCTBEHHO Be3 NMpUMeHEeHUs CrecapHoro MHCTPYMeEHTA.

5.4 TlpnnpounssoacTee TBepAbIX PopM cneayeT BulAeNUTb TP YPOBHSA 3aLlnThI [1]:

- ypoBeHb 1 — 0BopyaOBaHME N 30HLI, K KOTOPBIM HE NMPeabsABMSAIOTCS cneyuansHble TpeboBaHUS;

- YpOBeHb 2 — 0BopyaoBaHNE N 30HbI, BKOTOPbLIX crieayeT MPpUHSTb Mepbl MO 3aLlluUTe OTKPLITOrO NPoayK-
Ta U MaTepmarnoBs, BXOAALUX B MPOAYKT;

- ypoBeHb 3 — 0B0opyaAoBaHUE U 30HBI CO cneLmarnbHbIMU TPEBOBAHMSIMN K OKpYXKatoLLen cpee 1 cpe-
OCTBaM ee KOHTPONA AN npeaoTBpaLleHUs 3arpa3HeHUs NpoayKTa M MaTepruanoB, BXOASALWNX B MPOAYKT, a Tak-
Xe NpeaoTepalleHna yTpaTbl UM CBOUX CBOUCTB.

TpeboBaHUa K puUnbTpaLnn Bo3ayxa ang ypoBHen 2 1 3 npMBeaeHbI B 5.7.

YKa3zaHHble TpeboBaHUA NpeabsaBNAoTCa Ans pabounx 3oH 0bopyaoBaHUS (rae BoINOMHAKTCS onepaLun
C NPOAYKTOM) MM NOMELLIEHUS, Fae pasMmeLlleHo obopyaoBaHue.

3allmMTa npoLeccoB 1N NPoAYKTa OT 3arpsisHEHUA, B TOM YUCTIE NepPEeKPECTHLIX 3arpa3HeHnin, obecnevnBa-
eTcs 3a c4HeT MPUMEHEHUS:

- 3aKpbITOro 06opyaAoBaHUS;

- cucteM Mok Ha mecte (WIP — «Wash-In-Plact» ) unu ounctkmn Ha mecte (CIP — «Clean-In-Place»);

- (bmnbTpauuK Bo3ayxa, nocTynatowero B 006opyaoBaHne B COOTBETCTBUN C TPEOYEMbIM YPOBHEM 3aLL K-
Tbl (CM. 5.4);

- YUCTOThI MOMELLEHUS, B KOTOPOM HaxoauTcst ocbopyaoBaHue;

- YUCTOTbI TEXHOOMNMYECKNX cpef;

- KOHTpONnd napameTpoB 1 Np.

CUCTEMbI MOMKN N OHYUCTKM HA MECTe NpeaycMaTpuBatloT aBToMaTU4Yeckyo obpaboTky obopyaoBaHus no
3aMKHYTON cxeme, be3 KoHTakTa cbpabaTbiBaeMbIX MOBEPXHOCTEN C OKpYKatoLen cpeaon 1 nepcoHarnom.

5.5 [ns ogHoro n Toro e suiaga obopyaoBaHUA MOryT nNoTpedoBaThCH pasfnyHble YPOBHU 3aLUAUTHI B
3aBUCUMOCTM OT ClNeayoLWmnxX akTopoB:

- NNowaan NOBEPXHOCTU MaTepmarnoB (MPOMEXYTOYHOro U1 roOTOBOIO NMPOoAyKTa), KOHTaKTUPYHOLWLEN C
OKpyXatoLen cpeaou;

- cneunanunsaunm odbopyaoBaHus AnNda AaHHOro Nnpoaykra Unmn UCnonb3oBaHmMs obopyaoBaHUA NS pas-
NMAYHBIX BUOOB NPpOoAYKUWUN;

- npucnocobneHHocTU 0bopyaoBaHUA K 9P EKTUBHON OUNCTKE;

- CTENEeHU rMrpoCKONMYHOCTU NPOAYKTA U BMTUSIHUSI HA HEro Baru.

5.6 PekomeHgyemblie YpOBHW 3aLLUThI ANK pa3fiMYHbIX BUOOB 000pyaoBaHUA (3TanoB TEXHOTOTMYECKOro
npouecca) npueeaeHsl B Tabnuue 1.

abnwunua 1— PekomeHayemble YPOBHU 3aLLNTHI

YpoBeHb 3aluThl 060opynoBaHUA

HanmeHoBaHWe 3Tana TEXHONOMMYeCcKoro npouecca
U NOMeLLIeHUA

1 lNpunem matepunanos 1
2 Ckragckve nomeLleHus 1
3 BaBelwmBaHune u pacrnipeageneHune:
- 30Ha B3BELUMBAHUA ON151 OTKPbITbIX MaTepmnarnos 3
- OKpyKarowas cpena 2
4 CmelwmnBaHue OT 2 0o 3 BKIHOM.
5 N3amenbyeHue 3
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OkonyaHue mabnuusi 1

YpoBeHb 3aluThl 060pyaoBaHUA
HaumeHoBaHWe 3Tana TeXHONOrM4ecKoro npolecca
NOMeELLEeHUA

6 [ paHynupoBaHue:

- MOJTHOCTBIO 3aKpbiTas cucTemMma, BKNoYas 3arpysky 1

- OTKpbITas UM 4YacTUYHO 3aKpbiTas 3arpyska OT 2 40 3 BKIIOM.
7 TabneTnpoBaHWe 1 KancynmpoBaHUE Zz
8 HaneceHune 060no4ku p
O lMonnpoBka, CoOpTUPOBKA, KOHTPOIb, YNAKOBKa U Mp. OT 1 0o 2 BKNoM.

[TpumMmevyaHmns

1 YpoBeHb 3aWnTbl 3 OTHOCUTCSH TOINBKO K 060pyA0BaHNIO, YPOBHU 1 1 K 060pYyA0BaAHUIO U MOMELLEHUSIM.

2 [nsa obecneveHns ypoBHS 3aWmTbl 2 MOTYT UCMONBb30BaTLCH YNCTble nomelwennsa ¢ 3oHon D no TOCT P 52249
(knacc unctotbl 8 MCO B ocHaweHHom cocTosHum no [OCT NCO 14644-1).

5.7 TpeboBaHuA K hunbTpayuuu Bo3gyxa

[ns obopyaoBaHus ¢ 3amTomn 1-ro ypoBHA TpeboBaHUS K punbTpaLnmn Bo3ayxa He NpeabsBNstoTCS.

B pabouvyto 30HY 000pyaoBaHUSA C 3alLUTON 2-T0 N 3-T0 YPOBHEW A0MKeH NnoaaBaTbCH BO3AYX, Npolue-
LK Yepe3s BblcokoadpdpekTuBHBbIE UNbTPbl (HEPA dounbTpbl) cnegyowmx knaccos no FOCT P 51251

- H11 — anga 3awmThl 2-ro YpoBHSA (HE HMXKE);

- H14 — anga sawnTtbl 3-ro YpOoBHA.

[na obopyagoBaHna € 3alUTON 2-To YPOBHSA 3HaAYeHNA Tabnuubl 1 MOryT pacnpoCTpaHATLCH Ha BO3AyX
NOMeELLEeHNS], B KOTOPOM yCTaHOBNeHO obopyaoBaHme. B paboyyto 30HY € 3alnUTON 3-1r0 YPOBHSA BO3AYX ACITKEH
nogaBaTbCA HenocpeaCTBEHHO Yepes COOTBETCTBYIOLWNN PUNbTP.

[Tpn aTTectayum obopyaoBaHus nepea BBOAOM ero B aKCnnyartauuo cneayeT NpoBEPSATh LIeNMOCTHOCTL
HEPA qounbTpoB. Takylo XXe NpoBepky cnegyeT npoBoANTb He peXe 04HOro pasa B rog unm oguH pas B rog Unu
nocne saMmeHbl PUNbLTPOB.

KOHCTpyKUMEN dUNbTPOB AOCMKHO ObITb 0becneveHo yaobCTBO MX 3aMeHbl U, NMpU HEODXOOUMOCTN,
OUUCTKN.

6 OCHOBHbIe TpeboBaHUA K 00OpPYAOBaAHUIO

6.1 O6wue nonoxeHUn

B cocTtaB TBepaon nekapctBeHHON OopMbl BXOOAT ogHa N bonee akTUBHLIX papMaLeBTUYECKMNX CYO-
CTaHLWN C NCNOMNb30BaAHNEM, NMPU HEODXOANMOCTU, pasdaBuTenen, paspbIXnurenen, CBA3bIBaOLWNX, CKOMb3S-
LLIMX M CMa3biBalOLWKUX BeLWEeCTB, Kpacuteneu, KoppureHToB 1 np. [2], [3].

TexHonorn4vyeckoe obopyaoBaHme gomkHO obecnevynBaTb COOTBETCTBUE BbINMYCKAEMOro NpoayKTa ycTa-
HOBMNEHHLIM TpeboBaHUAM, B TOM YUACTIE NO CNeayioWmnmMm napameTpam:

- O04HOPOAHOCTMH;

- pasMepam;

- Macce;

- YACTOTE N ApYrMmM napameTpam.

HaTtabneTkaxHe AOIKHO ObITh AePeKTOB pasmepa, uBeTta, NOKPbITUA, LUpUdTa HAANMCU N pasaennTenb-
HOW PUCKWN, B TOM YUCNE:

- BbICTYNOB (NPUNUNLWMX YaCTUL, MopoLLKa);

- yrnyoneHun (NyHOK, BbIKPOLUEHHbLIX YacTen TabneTok);

- MbINIA Ha TabneTKkax;

- HEepaBHOMEPHOCTU LiBETA, NOKANbHOMo U3MeHeHus LuBeTa (MpamMopHOCTA);
- CKOIOB;

- CNUNaHUN;

- KpOLeHUH;

- pedopmaLumin (HapyLLeHUA oKpYrinocTyu popMbl);

- LaparnuH;
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- OedeKTOB NOKPbLITUA, HAaNPUMep HepPaBHOMEPHOCTHU (PasNMYHOW TONLWMHBI) MOKPLITUA, ero CMeLleHUS
Mo OTHOLUEHUIO K 4pY .

6.2 KoHTponb napamMeTpoB

PekomeHayeTcsi NpOBOAUTb HEMPEPLIBHLIN KOHTPOMb OCHOBHbLIX NapamMeTpoB 0bopyaoBaHUs (Npy HeOb-
XOAUMOCTU NO BEPXHEMY U HMXKHEMY NMpeaenam), a Takke npeaycMmarTpmuBatb AUarHOCTUKY NMPK oTKase obopy-
nosaHus. o BO3MOXHOCTU LienecoobpasHo npegycMmaTpuBaTh paboTy obopyaoBaHust 6e3 NpUCyTCTBUS
onepartopa.

PekomeHayeTcsi NpOBOANUTL KOHTPOSb CNeayloLlnX y3noB 1 napaMmeTpoB:

paboTbl OCHOBHOIO ABUraTens;

"epMEeTUYHOCTU paboyen 30HbI;

ONOXEHUS1 OKOH 000opyaAoBaHUA U NaHEeNen B 3aKpbITOM COCTOSAHUN;

CKOPOCTU nogayn UCXoaHoro Mmatepumana;

YPOBHS MaTepuana B UCX04HOM 3arpy3o4yHom byHKepe;

paboTy cucTeMbl MOUKM 0bopyaoBaHua WIP —«Wash-In-Place» (MoWka Ha MecTe TabneTouHbIX Npec-

COB, obecnblnuBaTenen n np.);

- [JaBNeHUda CXXaToro Bosayxa.

[TapameTpbl 060pyaoBaHUA (NpoayKTa), CUrHanbl TPEBOr, AaHHbIE O HEUCTIPABHOCTAX AOIMKHbI PETNCT-
PUpOBaTbLCA (HanpumMmep, B 3NeKTPOHHOU bopMe).

[TapameTpbl, pekoMmeHayeMble AN KOHTPOoNS TabneToYHbLIX MPEeCccoB, NpUBeaeHbl B MPUNOXEHNN A.

[lapameTpbl, pekoMeHayeMble ANA KOHTPONA KancynoHanoHAKLWMX MalluH, npuBegeHbl B NPUIo-
XeHnn b.

6.3 KOMNNeKTHOCTb NOCTaBKU

6.3.1 B KOMNNEeKT nocTaBk/ 0O60pyaoBaHUA A0MKHBI BXOAUTh, KAK MUHUMYM:

obopyaoBaHMe B yCTaHOBNEHHOW KOMMNNEKTaLUNK;

3anacHble YacTu Ha cornacoBaHHbIM Nepunoa sKkecnnyaTtauunu;

31eMeHTbl AN coeanHeHNsa 0bopya0BaHUA C BHELUHUMU KOMMYHUKALUAMM;

TeXHU4YecKne AOKYMEHTEI (CM. 6.3.2);

MHCTPYKLUN MO MOHTaXy, aKkcnnyaTtaunum U TeXxHU4eckomy odCny>XMBaHUo, B TOM YUCe MO OYUCTKE

obopynoBaHUs;

OOKYMEHThI No aTTecTaum U UCnblTaHUAM (CM. 6.3.3).

Bce o0bopyaoBaHune n Mmatepuansl, BXoAadawmMe B KOMMNNEKT MNOCTaBKU, AOMKHBI ObITb Hagnexallmm obpa-
30M ynakoBaHbl B NePBUYHYIO YNAKOBKY U TRPAHCNOPTHYIO Tapy.
6.3.2 KTexHn4eckum goKyMmeHTaM OTHOCATCA:

NpUHUMNansbHasa cxema obopyaoBaHuUS;

OCHOBHbIE COOPOYHBLIE YEPTEXKN;

YepTeEXXN OCHOBHbIX Y3IOB;

cneundgukaumm Ha obopyaoBaHue U y3nbl;

aneKkTpunyeckas cxema co cneumndpunkaumen;

NMHeBMAaTUYeCKada cxXxema co cneumndpukaumen;

cXemMa CMa30K U nepevyeHb cMa30vHbIX MaTepranoB;

TEXHUYECKNE AOKYMEHTHLI MPOU3BOAUTENSA Ha KOMMOHEHTbl obopyaoBaHUA (Hanpumep, Mblnecoc,

MallHY O1A NOJTMPOBKA U obecnblNMBaHUA KaliCys, CUCTEMY YIpPaBJIEHUNA U I'I|f.').):'I

nepeyveHb 3anacHbIX Yacten n np.

6.3.3 KagokymeHTam no atrectayum M UCNbITAHUAM OTHOCSATCA:

HUSAX:

BAHUU;

MEeTOAUKM aTTecTalnii B NOCTPOEHHOM (YCTaHOBNEHHOM), OCHALLIEHHOM U 3KCnnyaTupyeMOM COCTOS-

MPOTOKOMNbI MPUEMO-CAAaTOUYHbIX UCMbITAHUA HA 3aBOAEe-N3roTOBUTENE;

MPOTOKOSIbI MPUEMOYHLIX UCTBITAHWUA MO MECTY YCTAHOBKN;

cepTuduKkaThl Ha MaTepuansl, conpukacaroLnecd ¢ NPOAYKTOM;

cepTndukaTbl KanMOPOBKN KOHTPOMbHO-U3MEPUTENBHBIX NPUOOPOB, YCTAHOBMEHHBLIX HA 0DOPYAOo-

neknapaumsa cootBetcTBUA TpedboBaHuamMm FOCT P 52249 (npaBuna GMP nnun ceptugpumnkaTt cCOoTBET-

CTBUSA (B cUcTeMe J0BPOBONLHON cepTUdnKaLnn).

6
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7 ATTecTtauus (McnbiTaHnA) 060pyAOBaHUSA

7.1 ATTectauma (UcnbiTaHUsl) obOOpyaAoBaHUS MPOBOAUTCS, KakK npaBuno, B TpuU 3Ttana (CMm.
[OCT P 52537):

- BNOCTPOEHHOM (YCTaHOBNEHHOM) COCTOSIHUMU;

- B OCHalWleHHOM COCTOAHUM;

- B aKcnnyaTupyemom COCTOAHUMN.

7.2 MeTogukm atrectaunm (McnbiTaHMA) 0DOpyaOBaHMA paspabdaTbiBalOTCA U3rOTOBUTENEM UK paspa-
DOTUMKOM 0DOPYAOBaAHUA ANA PA3NUYHBIX COCTOAHNN: NOCTPOEHHOro (YCTAHOBMNEHHOr0), OCHALLIEHHOMO N 3KC-
nayaTMpyemMoro.

MeToauka attectauunm (MCnblTaHUA) BKNOYaeT B cebd4:

- nepeyeHb paboT B NopsaaKke UX BbIMONTHEHUS;

- TEXHOMNOMU BbINOMTHEHUA Kaxkaomn padboThl (NP1 He0OXOAUMMOCTU);

- NpumMeHdeMble NpUbopbI, MaTepuanbl U Np.;

- AONyCTUMble 3HAYEeHNA NapaMeTPOB;

- oopMbI NPOTOKONOB (aKTOB) UCMbITAHUW;

- TpeboBaHUS K UCMIONMHUTENAM.

7.3 Tlporpamma atrectayunm (McnblTaHUK) 0OOPYAOBaAHUA COCTaBNAETCS Nonb3oBaTenemM Unm MOHTaX-
HOW opraHmMsaumen c ydeToM MeToAUKM aTTecTaunm (UCnbiTaHNN).

[TIporpamma BknovaeT B cebs nepeyeHb paboT n nocneaqoBaTeNbHOCTb MX BbINONTHEHWS MPU NPOoBEeAeHUN
aTTecTauum (McnblTaHU) 0bopyaoBaHUA.

7.4 MeToguka aTtTectauun gomKHa BXOAUTb B KOMMIEKT NOCTaBKN obopyaoBaHua. MeTogmnka MoOXeT
YTOUHATLCHA MPOU3BOAUTENEM NIEKAPCTBEHHLIX CPeACTB C Y4eTOM YCNOBUM UCMNOMNb30BaHNUA 000OpyaoBaHUA
(HanpumMmep, ¢ y4eTOM BbiNycka 04HOro UM HECKONMbKMX NPOAYKTOB Ha 0AHOW egnHULE 0O0pyaoBaHNS ).
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[MpunoxeHune A
(cnpaBo4HoOe€)

KoHTponb napameTpoB TabneTo4YHbIX NpeccoB

TabneTo4vHble NPecchl KOHTPONMUPYIOT NO CNEAYIOWUM NnapameTpam:

- paboTa 0CHOBHOIo ABUraTens,;

- FTepMeTUYHOCTb paboyen 30HbI;

- NONOXEeHWe OKOH 060pyaoBaHUS N NAHENEWN B 3aKPbITOM COCTOSIHUM;

- BNoKMpoBKa paboTbl NPU OTKNOHEHUU NapaMeTPOB U BbIKNIOYEHUU ABUraTens;

- BNOKMPOBKA NPWY OTKPbIBAHWUN ABEPEN 3ALLUNTHBIX KOHCTPYKLWNA;

- CKOPOCTb noga4vm TabneTtouyHon Maccebi;

- YPOBEHb TABNETOYHON MACChl B UCXOQHOM 3arpy3oyHOM DyHKepe;

- paborta cuctembl Monku obopyaoBanus (WIP — «Wash-In-Place»);

- OaBlIEHNE CXaToro BO34yxa,

- oTpuuartenbHOe AaBNeHne B 30HE TabneTnpoBaHns C BO3MOXHOCTBIO €ro perynmpoBaHus (C uenbio obecneyveHus
besonacHoCcTn);

- HanunaHwe TabneTo4YHOW Macchbl HA BEPXHUW NYAHCOH;

- Macca TabneTok;

- YCUINNE NPECCOBaHns (B MHOTOCNOWHbIX TabneTkax — Anst KaXaoro cnos);

- yCUnNune BblTanknBaHus TabneTtku;

- MybuHa HAaNONMHEHN A KaXX0ro Cnos;

- NOsIBIIEHUE 3aTopa TabneTok B pasrpy3o4HOM yCTPOUCTBE;

- U3NOM MNyaHCOoHa,;

- uBeT TabneTok.

Cnegyet npeaycmatpuBaTtb noacqeTr 1abnetok n otbpakoBKy TabneTok npu Hannymm gedeKkToB, NOCTOPOHHUX
BKITIOHYEHUN (METaNMMYeCKNX U NNAacTUKOBbIX).

Criegyer Takke npeaycmatpuBaTh NpeaoTBpaLlleHne HanunaHnsa matepumanaHa nyaHcoH (Hanpmumep, 3a CHeT NoBo-
pOTa NyaHCOHOB B NPOTUBOMNOJIOXHOM HAMPaBNeHNN CPpasy e Nnocrne npeccoBaHus 06opyaoBaHUSA LWETKAMN AN OHYUCTKN
NOBEPXHOCTU NYAHCOHOB U NP.). MoxeT ObITb NpeaycMoTpeHa onuus CUCTEMbI NOAAYUN CKONMb3SALWNX BEWECTB HA BHYTPEH-
HUE CTEHKU MaTPULbl ANs 0bneryeHns BbiTankMBaHmUa TabneTok.




nnp.);

KE!I’IC)/J’IOHE!I’IOJ’IHFHOLLI,HE MaLWWHbI KOHTPOJIUMPYHOT MO CreadyiouwnM napamMetTpam.

[MpunoxeHve b
(cnpaBo4HOe€)

KoHTponb napameTpoB KancyrnoHanonHAKLWMX MaLlluH

[OCT P 52896—2007

pa60Ta OCHOBHOIo ABuvuraterdum ,D,BHFEITEJ’IEF‘I OCHOBHBIX KOMITOHEHTOB (Bal{yyMHOrO HaCoCa, MNnbllecoca, nuTaTeneu

repMeTUYHOCTb paboYven 30HbI;

MNOJ1OKeHMH OKOH O60pyﬂ,OBaHMFI N NaHEeNen B 3aKPbITOM COCTOAHUN,

bnokmpoBka paboTbl NPU OTKNOHEHUN NAPAMETPOB UMY BbIKITIOYEHMN OQHOIO U3 MNPUBOAHbIX Y3NOB;
BNoKupoBKa NPU OTKPbIBAHMU ABEPEN 3aLLUTHbBIX KOHCTPYKLUWN;

CKOPOCTb Nogadu nopowka niin resiiet U TBepablX XKellaTUHOBbIX KallCyIl,

VPOBEHb NMOPOLWKa UITK NnenneT U TBepAblX XKeJlaTUHOBbLIX Kalcyll B 3arpy3oyHOM 6yHI{8p8;

paboty cuctembl morkm obopyaoBanns (WIP — «Wash-In-
OAaBNEHNE CXKaToro BO3Qyxa;

3Ha4YeHWe BaKyyma;

OTOpakoBKa Kancyn (HepackpbiTble MYCTbl€ Kancynbl);
VPOBEHb 3aMNONHEHUS Kancyir;

KONMYECTBO HANOMNHEHHbIX Kancyin.

Placer);

Cneayert Takxe npegaycmaTpuBaTh OTOPAKOBKY Kancyn npy Hann4mm aedektoB (BMATUH, 3anNbIINEHHOCTU U MNP. ).
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