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Mpenucnoewne

Llenu« npuauMne cTangapTuaagin B Pocorfcko il Pegepausqs yeTanoanaHs PeqepansHsiy 3asoHomM oT
27 newabpr 2002 r. Ne 184-03 ¢ TeXHWYECKOM DEMYNMDOEIHWKL, 8 NPAEHIE NPHMEHEHWA HALWKOHANBHEBIX
crangaptoe Pocowiceol Pegepaymns — [OCT P 1.0—2004 «CradgapTraauma B Poccyickoil Pegepayun.
CieHOBHEBIE NOMNOMEHAAD

CoeneHWa 0 cCTaHAapTS

1 PASPABOTAH ObfwepoccHickol oblWecTEEHHON OPraHHIaUHen «ACCOUMALNA HHXSHEDOR NO KOH-
TROMS MUEpo3arpasHatiai » (ACHHKOM)

2 BHECEH TexHAYeCKkHsM KOMKTETOM N0 CTAKRAAPTHAAUMK TK 458 «MpouasodcTeo M KOHTRONE KIYeCTES
NEKapCTEEHHBE CPEQCTE:

3 YTEBEPMOEH W BBEJEH B OEWCTEME Mpuraiom ©e0epansHOMD areHTCTEA Mo TEXHUYSCKOMY
PEMYNMPOEAHKIG W METRONOTHK OT 27 gekabpa 2007 r. MNe 616-cT

4 BBEOEH BMNEPBLIE

Hrhoprauua of Lpavedearusy K Hacmaawedy cmasdapmy mydnukyemcs 8 exezodng usdaeasMon
UHDOpMaLUOHHOM PRaZameans « HayuoHankHbie CMandapmels, 8 MEKCITT UIMEHEHUL U RONDAE0K — & BHEME-
CAYAD U20a8a8MbiX UHDODMaUUOHHE Frazamensy sHayuokanstse cmasdapmeiy, B coyyae nepecmompa
(Iamesbl) LU CMMeHE Hacmoaileso cmandapma coomeaamaomayowes yeedosnenue Bydem omybnukoaaso
@ EMEMECAYHD UsDasaomoM UnihopMayuorKoM yrasamens «HMayuonaniibie cmandapmers. Coomasmcme-
SYIOWEA UHDODMALNIR, FEed0MITeHUA U MEeKCM U DAIMEWSOMECA Makke 8 UHDCDMIUUOHHOE CLCITIEME
ofiasa MTons30aadid — Ha cuyuambHonM calime Gedopansdiz0 a2eHMCMEd No MEXHUYECKOMY Da2yIILpo-
@AM U MEMponoeul @ cemu MHmepHeam

£ Cravgaptundopm, 2008

HacToRLWWA cTaHaapT He MOKET BiTe NONHOCTE MMM YACTHUYHO BOCNPOMIBE0EH, THDRKWDORAH U pac-
NpOCTREHEH B KAYECTEBE oPUUManeHOro HanaHua Bea paspeweHna PegepansHoro aranTeTeEa No TEXHUYECHD-
MY PEMYIHDOBAHHID M METPOMOTHAIA
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BeegeHue

NekapcTEEHHEE COEACTEA ABRNANTCA 0COBLIM BHIOM NPOaYKEMKA. K HUM NpeqBARNRIOTCA BelCOKHE Tpe-
GopadiA No Ge30nacHocTH W adpPekTUEHOCTH, obecneYnBaensie Ha BCaX 3Tanax paspaboTEy, WCNsITAHWA,
NPOHIBOLCTES W PeanHIaLmMK.

TpeboraHWA K NPOMABOACTEY NEKapCTREHHMYE CRAOCTE YCTAHOBNEHE CHCTEMODOPAIVIOLIMM CTakgap-
Tow MOCT P 52249, HacTORWKWA CTaHOapT BXCOWMT B KOMNNEKS CTAHZAPTOR, OTHOCALMXCH K NPOMIBCICTRY
NEKAPCTEEHHBIX CPAACTE, M KOHKDETHIKpYET TpeboBasua K TeXHonorieeckony 0Bopy0oBaHKuD ONA NpoKHIB0g-
CTEa TE&PALIK NeKapCTEEHHLX oph (TalnaTor, Kancyn, rpanyn, NopoLLKDE).
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HAUWMOHANBHBIA CTAHOAPT POCCHMWUCKOW OGEOEPALUM

MponagoacTeo NeKaApCTEOHHEIX CPenCTR

OBOPYOAOBAHHWE TEXHONOMAYECKOE ONA NPOMIBOOCTBA
TEEPABIX NEKAPCTEBEHHEIX ®OPM

Obuwue TpeboBaHMA

Manufeciuing of medicinal products.
Frocessing equipment for manufacturing of 2olid dosage forms. General requirements

Oata eepeqesHsn — 2008—10—01

1 OBnacTs NpUMEHEHWA

HacToAwwi cTaHgapT yoTadasnueasT ofwwe TpeboRaHuA K TEXHONOrM4eckoMy coopyAoBaHMID ONA
Npov3acacTes TEEpALIX NEKapCTEeH Y pops B cooTEeTCcTeMn ¢ FTOCT P 52249 (npasuna GMP).

CradgapT He yoTadaenueaeT TpeDoBaHHA NpOMBIWUNEHHTA U GRYIMX BUOOR Be30nacHoCTH.

CTavpapT pekoMeHIyeTc HCNons3oeaTe NpH paspadotke, NpoeKTHROBAHHM, BMBOpE, aTTECTALMK K
IKCNNyaTayny ofopy oBaHHA ONA NPOWMIBOACTEA TEEROLX NeKapcTeaHHEy hopM, NPenHaIHaYeHHEIX ANA
OpankeHora NpUMeHedra (TaBneTor, Kancyn, NoPoLWKos U NE.).

2 HopMaTHEHLIE CCbINKKU

B HACTOALLEM CTaHADTE MCNONEI0BAHE HOPMATHEH LIS COBINKK HA CNEOYHALWE CTAHOADTEI

MCT P51251—99 @UNeTRE O4HCTEY Bosnyxa. Knacckdveaywa. Mapevporka

MOCT P 5224592004 MNpasuna npoMIacacTEa M KOMTRONA KaYeCcTRa NeKapcTeeHHLIX CpeacTa

FM2CT P 525372006 lNpowaeogcTRo NEKapCTEeHHBEX cpeacte. CucTema obecnedeMna KaswecTna.
OEwme TpeboBaHUA

MoCT MCO 14644-1—<2002 YiCTule NOMEILEHWA M CBAIAHHEIE C HHMW KOHTRONHpYEMbBIE CPEOE.
Yacte 1. Knaccrudmkay A YHCTOTR BO3SyHA

[l PRAMEBYEHME— |-|F|H MONe30EAHAW HECTOALLMM CTAHIAPTOM IJ'E']'IE'EI:I'DEIFI\-EEHD NpOBEPHTE QERCTEHE CORIMON-
HblX CTAHGEPTOE B WHPOPMEUWOHHOA CHCTEME oflery NoNbL30BaHWA — HE OPHMUMENEHOM CAATE PagepanaHITd
ArBHTCTES DO TEXHHAYECKOMY PETYNUPOEAHMED W METOOROMW B C2TH MHTEPHET AW Mo EXaT3JH0 308888 MOMY BHOOPMA-
LHOHHOMY YEEZATAND «HayuoHaneHsie cTaHAE PThis, KOTOPE A IIII'I:FEI'I WEOESH NO COCTOAHWID HA2 1 AHBAPDA TEKYLWETo roga, |
no COOTESTCTRYIDWHM SHEMECAMHO MINABEEMEIM MHOOPMAUNOHHBIM YEIIBTENAM, I:Iﬂjl'ﬁ]'IHIIIZIEEHHbIM 8 TeKywam rogy.
EcnW CobmosiHe A CTAHOEPT FAMEHEH (WIMEHEH], TO MPH NONL30OBEAHWW HACTOALW MM CTAHRAPTOM CNESYaT PYKOBOACTEO-
BETECH IBAMEHADL M I:H!ME'HEHHHMJ CTEMAAPTOM. ECnM coainOYHER CTAHOBEPT OTMEHEH figa aamedel, TO NONGHESEHHAES, B
EQOTOPOM 08HE CCBANKE HE HEBrD, MPUMEHASTCA B HBCTH, HE IATPArHBam W el 3Ty CCelnKy.

3 TepMuWHLI M oNpeaeneHus

B HacTOALLak CTAHOADTE NDHMEHEHE CNA0VDILWE TEDMUHE C COOTBATCTRYI LRI ONPEaanaHuamia;

3.1 arrecrauwa: JokaiaTensCTEO TOMD, 4TD MBTOOKWKS, NPOURCE, 0B00YA0BAMWE, MATEPHAN, ONBpaLMWA
MIMM CUCTEME COOTBETCTEVIOT 330aHHERA TRRG0EAHNUAM 1 M MCMONEIOBAHWE EACTEMTETEHO AT ONMALAEM ke
(EIY Nk TATE.

MpuMeauyaHWa

1 #BanugaunAr, aKEANHPHEELHAY, tBERHENEIUMA Y — HEQEEOMEHIYEMEIE TEDM U HBL.

2 Ona npoueccos @ oDopyYAOEEHAR JONYCRABTCA HAPAAY & TEpMHUHOM  ATTECTALWA » NPHWMEHATE TERMEH CHCNEI-
TaHWAw.

LENEETE ofpHyHankHOE
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3.2 aarpradenue: oboe BLMOYEHWE B NEKIDCTERHHOE CPAACTAC, HE NPENYCMOTREHHOS B0 COCTABOM.

3.3 aaKpeITeIA npouece: MNpouece, BuNONHAEMER Ha 0BOpYQ08aHKK, pabodan 30Ha KoTOROrD 1 MaTe-
p#an (NPoAYKUMA ] HE KOHTAKTUPYIOT © oKDY MaKWe i cpegon.

NpumMmedBEarHWA

1 HapAagy ¢ TepMUHOM & SRERLITeIA NPOYSCCY MOTYT NPHMEBHATECA TEPMAHE « 38EPEITEA CUCTEMER MW «3E8KPEITOR
oBOpyOoEaHME Y, AMEIDULWE TOT HE CMEIGN.

2 B oTEpe TelX NPOYSCCEY BOAMOMEH KOHTART pafoyed 20nm W METEPHENCE (NPOSYELAW] C OKDYHER WS Cpano.

3.4 KpHTHYECKWHA napametp: MapaMeTp, BNAAMLKA Ha KAYBCTED NEKEPCTREHHOND CPEacTEa.

345 ypoBReHL JAWKMTE NPOAYKTa: YonopHoe oboadadeHue [Knaccuduiaums ) KoMnnekca TpeboRa A 1
MED, HANPABMNEHHLIX HA NPEJ0TERALEHHE IArDRIHEHWA NDOOYHTA.

4 06wwme TexHnYeckne TpeboBaHMA

41 TexHonorvyeckos oBOpyLOBIHHE OOMEHO O0ECNEYHEATE BLINYCK NPOAYELNAK B COOTEETCTEMM C
3A0aHHLMA TpeopaHnAMK [CneyrdMEaLMei). 3To QOCTURABTCA 33 CHET KOHCTRYKUMW OB oDy I0BaHMA, NP KAME-
HAEBMEIX MaTEpHanoE, CPelCcTE HOWTPONA W ONpeleneHHors Nopajka JHCNNyaTauWk B COOTReTCTEMM C
MOCT P 522459,

4.2 K TexHOnNOrHYeckd NpoLueccar W oBopyaosaHy, WoNonbIyeMssd Npd NPOMIEOACTES TBEDIBIX
NekapcTeesibix hopm [HECMOTRR HA DAANMYMA B HAIHAYEHWH ¥ KOHCTPYELWW) NPE0BABNKIOTCA CNESYIOLWE
0BWwMe TpeboRaHWA:

- gbecnededue TpebyemMoro COCTasa NpogyxTa;

- phecneYeHHe MMoreHHOCTH (OOHOPOOHOCTH) NPogyETa;

- 3AlATa NpodykTa 0T PUCKS JarpAIHaHdaA (HanpuMap, NyTeM WCNoNbI0BEaHWA COOTRETCTEYIOWEND ypos-
HA FALNTEL),

- MNPeqcTRPEWEeHNE NePerKpecTHEX JArPAIHEHNA;

- HOHTDRONE NARaMEeTpoR NpoUecCca (NpogyElu9);

= BOSMOMHOCTE ATTECTALMWK KDHTHYECKOro ohopy N 0BaHWA,

= CTabunEHOCTE NapaMeTpos obopydosankua, ofecnesMBANWLER HEWIMEHRHOCTE NOKAIATENEN NpOaYK-
LMK B OONYCTHMBIX Npegenax;

- yooBcTRO TeXHUHECKorD DRCAYRHBAHWA W aKcnnyaradul, ofecneqyenns COOTRETCTEYIOLLIMMIA [OKy-
MEHTAMH, NPUECpaMK, MATEDUANAMH KW Np.

4.3 BaaBucHMOCTH OT TReDoRaHHMA K 23N Te NPoAYETa 0T BNHAKNA DKPYEAIDWER Cpe Ok NPoUeco [ CHc-
Tamisl) MOryT BeiTh OTKPEITEIMK 1 3AKPETEMA. B 3aKpsTex cHoTamax obecnayneasTos dManyeckos paigena-
Hye BHyTpeHHero obkema cbopyooRaHMA W HAXOORWWECA B HEM MaTEDWAN0s W NPOOAYKTa 0T OKPYHa0LWLeH
cpegkl, vam 0SecnedYHBaeTCA GONee B COKMA YROBEHE 3aWMHTE [1].

4.4 KoHcTpykuweid oSopydosasinA 4onsHo GueTe obecneyveHo:

- COOTEBETCTEWE JO0DYAOBAHWA CEOSMY HAIHANEHHIO,

- TpebyaMsi YPOBEHE JALIMTE NPOOYETA B JABMCHMOCTH OT CTENEHK JIaKpMTOCTIA 060Dy 00BaHUA,

= BOSMOWHOCTE W yA0GCTRD OYMCTEX NOBEDEHOCTE W 06 0pYA0BAHWA, CONPUEACAM LWACA C MATEDHANAMM
W NPoOyKTasMK;

= MAKCHMANBHARA 3AWNTA OT OWHBoUHE X AeRCTBRA NepCoHana;

= BOZMONHOCTE KOHTRONA NApamMeTpon;

= BOIMOMHOCTE TEXHWYECKOMD OBCMyMWBaAHWA,

- ynobCTEO ¥ HAOEWHOCTE BRINCNHEHWA NPOWIBOACTEEHHLIX ONEDALMA TEXHONOTHYESCKOrD NpoUecca;

-« MOCTYNHOCTE ANA OCMOTPa;

- WCEMIOYEHWE DUCKE 3arPAIHEHHA NeKapCTEe HHBX COEOCTE MbUNLID, TA32MKA, NAROM KNP, K NoNagaH1R B
roToBRE NPOAYET NOCTOPOHHWY MATEQWAN0R, CREO0E KOPPOIMK, CMAIoYHEE MATEDHATNOR M OpYTHY BEWECTE,
HETOYHHKDM KOTOPRIX ABNASTCH OG0pYSOBIAHME.

4.5 Martepuans, NnpMseHAeMble B 050Dy QoBRAHHK,

« HE OOM¥HEl BCTYMATE B PESKUWKY C NPOMEXYTOMHOR W roTOB0H NPoOAyKUMed 1 HCXoOMbIMY MATEDHE-
NamH,

= HE OOMHHB BbIOENATE WK abcopbupoBaTes BRLESCTEA, OHAILIBAKLLWE BMWAHKE HA KAYBCTRO Npo-
OYELIMM;

= OOMEEHBl BbiTh HAHOCOCTOAKMMI W oBacnedYdeaTes coXpalaHe paboTocnocoBHoOCTIH oBopy00BaHWA B
Te4eHHE COOKa 8ro CNyMBsl NpK BEINOMTHEHKW NDegYCMOTReHHB PAGOT NO TEXHUHECKOMY CBCIYHHBAHMI,

-~ HE BCTYNATE B DEEKLNID C MOOWHMA © DE3MHEHUMPYHLKME CPE0CTBAMME, THTE KOTODbIX e HOMEHO0-
BaHbI NPOMIESIHTENEM WINH YCTAHOBNEHE HODMATHEHBIMH AOKYMEHTAMM.

2
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4.6 MNorpeluHocTs KOHTPONBRO=-WAMEDHTENBHLE NPHOODOR OOMKHS COOTEBRTCTBORATE YCTAHOBNEHHBIM
IHaYEHHAM. Cnegyer NpeaycMoTReTs NODAROK KANHGPDOEEM (NOBEPKA] KOHTRONBHO-HIMEDUTENbHBLIX NpMbBo-
POB ¥ QOKYMEHTANEHOMNS COODMIEHHA PEIYNETATOR KANWEEOBKW {NOBEHM).

4.7 O00pyO0BAHWE, WMSIOWESE EDWTHYECKKE NapaMeTpbl, ABNABTCA HPWTHYECEHM. K EpUTHYeCKOMY
oBOpYOOBAHKIO OTHOCATCRA:

= BECHI;

- MIMEEHWTEK,

- CMECHTEMH,

= TPAHYNATORL,

- CYLUMMKW;

= TAGNETOYHEE NPECCE,

= HANCYNEHER MALHHE

= CHCTEMbI MOHKK H DHHMCTEH Ha MECTE,

= HEPA thnsTRR, YCTAHOBRNEHHEE B OBODYOOBAHMMK,

- 0GopyaoRaHue ONA NepRAYHOR YyIaKoBKA NDOOYKLHK;

- OpYyTHE BAOE 050Dy ACBAHKA.

KpWTHYECKAMI TRKHE ABNAKTOA YHCTRIE NOMELLEHHA H YACTEE 30HEl, TEXHONOTHYSCEHE COe 0k, COnpHKa-
CAOWWECH C NPOOYKTAMK (CHAThIA BOAOYY, BOOA O4HLLEHHAR, NAD, BAKYYM K ND. ).

4.8 [Ana xamaoro BAOA KPUTHYECKoro 0Bopydosasna CnedyeT onpefanaTs KpUTHYECKME NAagamMaTpil,
NOANExaLWe AaTTECTALMA.

MpHMapaMu EpWTHYSCEMX NAPaMaTpoOR REMAKTCA

= TEMNADATYDE CYLLKH,

= TOYHOCTE BECOR,

- YWUCTOTA NOBEPXHOCTEW 0DopYOOBaAHMR, CONPHEACANLMXCA C NPOOYKTOM;

- YHCTOTA BO3OYRE BHYTPW oBopy DoBaHWA,

- HHCTOTA CHATOND BO3IOYXA W Np.

4.9 ATTecTauWd NOONEHnT:

EPMTHHECKDE TEXHONOIHYeckos oBopygoaanme (N0 KpUTHHECKIM NApameTpan j;
KPWTHYRCHOE OBODY Q08 aHHe NOOroToRKH M CRCNPENENE WA TEXHONOMMHYSCEHY CPaL, CONPUEaCaKLLNY-
CA C NpCayKTOM.

5 TpeboBaHWA K 3alMTe NPOLUECCOB W 0BOPYAOBAHUA OT 3arpA3IHEHHH

5.1 OAnNAkamaol KpMTHYECKDH 8uHHL L 000Dy O0EaHWA CREdyeT OUEHWBATE DHCK 3arpAIHEHHA NDOOYKTa
¥ MaTEDHANCE, BXOAALME B MPOAYET, ¥ NPEOYCMATPUEATE MEDLI 3AWLMTEI OT 3arpR3IHEHMHA.

Cnenyert oUusHHBEATE ONACHOCTE 3JArPAIHEHAA NPOOYKTE W3-33 NOCTOPOHHWK BENIOYEHHA, HAX0OALLWKCA

= BWCKOOHLIX MAaTEDWANAY,

= Ha NoBEQXHOCTH oDOpYO0BaAHMA,

- B TEXHONOMMYECKHX CRROAaX (CHaTOM BOIOYRE, BOJS, NADE 1N},

- BCHMAaI0HHBIX MATEOWANAX,

= B DEQYHEIOWER BOIOYKE,

- MaNEpCoHAnE | np.

Mpy nogroToaxe NPOMIBOACTEA M B NPOLECCE IKCAMYETALMA CNefyeT aHanuanpoBaTs NPWYHHE 3arpAa-
HEHWA, ONPE0ENATE KPUTWHECKME TOYKM, CUBHWBATE DHUCK JAIDAIHEHHA, paIpaBaThiBaTe W PEANWICELIERTH
MEPk! N0 NpESOTEPALLEHWID JATDRIHEHWE ¢ NPpHMEHeH e MeTona aHandia pUCHOE B COOTRETCTBMH C
MOCT P 52537,

5.2 PHCK 3arpAIHeHWA 3aBUCHT oT ANUTENEHOCTH NPOUECCE, KONWSSCTEE B0 NPOOYKLAK, BhiNyCKag-
MoH Ha JaHHoM oBopYI0BAHAK, NEQHOOMYHOCTH NEREX00A C BRINYCKE OOHOM0 NPOOYKTE Ha OpYToH, OT Mana-
pHANA, U3 KOTOROMD HArOTOENEHD OGPy ROBIHME W NP.

JNA CHAMEHHA DUCKE 3arpRIHEHKA DEKOMEHOYETCA NPHMEHETE 33KDLITHE NDOUECThE.

Ocobfbie MEDE NPENOCTODGMHICTH CNEAYET NPegyCMaTIMEATE NPW NPOHABOACTRE CEHCHGHMTMIPDYD-
LAY BELLECTE, AHTWEHOTHEDE, HTOTOKCHHOE W CHNbHOOERACTRYIOWWX NeXapcTREHHEIX CREACTE.

5.3 MNopepXHOCTH TEXHONOMAYEcKoro oBopyYOOBaHHA PAIENAI0T HA TPH MDYk

= CONPUEACAIOLLAECH C NDOEYKTOM;

= CONPUEACIMDLWECA C MATEDHANAMMK, KOTODRE BOROYT B COCTAB NDOOYKTA,

- HE CONPUKACAMWMECH C NPOAYKTAMM M MATEHanamu.

CocTasHsie 4acTy obopyaceaHHA B paBoden 30He JonMHE! Bkl Th FMAOKKMHA W H3r0TORMEHHE MK ¥ 3 HBTOK-
CHHUHOMD, CTORKOMD K EOPPOIHKM MaTep1ana.
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MprMEHEHWE MATEPKANOE, COOSMEALLWE TAKENLIE METANNGL (ME0k, CRMHEL M NP}, ONA NOBEDXHOCTH,
CONPHEACALLEHCA © MATEDHANAMMK MIK NDOAYKTOM, HEQONYCTHMO.

MopepxHocTi paboqel 30HE HE GOMEHBL MMETE MNYXHY cKAPMAHOE | TEXHONOMMYECKM HeoBOCHOBaHHEIX
NEperopopox, CTYNEHER, KEPOMOK, DEIKWX CYHEHKE NONBREYHOIND CEYBHAA, ¥y OLWA0WKWY, 0GpaboThy WNK CTe-
PHAMIALMI0 3THX NOBEIXHOCTEN.

ByHEEDB, BMECCTH, NOTHKA, wenoba, HanpasnaAolMe JomsHE GbTe 3aKDsI Tl M KMETE NETHOOYHNLLAR MY
rNankykl NosepxHocTE Bea Wwenes, 3830008, BRICTYNAKLWE KOHUOS, IAKMNENOK 4 ADYTHX ANEMEHTOR, 3aTDYOHR-
KLY CAHMTapHYR 0BpaboTiy.

Bog nopepxHOCTH pabowai 30HE JOMEHE GiTe NEMKD QOCTYMHE GNA O4HCTIE M EOHTPONR. JocTYNHOCTE K
CHPBITBIM MECTAM M MX KOHTRON: A0NKHE B6iTe ofecneqvets BoaMOMHOCTE pasbopiu. KoHCTRYHTHEHEE ane-
MEHTEI B ATOM CRAYYEE O0MHHE BbiTe CHAGHEHE NEMKO0E3bEMHEIMK COSINHEHHAMK, 4 T00 obacnaqYmeaTe pas-
Gopry NpenMyLecTEEHHD Daa NpHMEHeHUA CNeCApHONd MHCTRYMEHTa.

5.4 MNMpu nposaeoacTee TEEpOLEX OpM CNegveT BeOenN|TE TR YPOBHA 3awMTe: [1]:

- YpOoBREHE 1 — COOpYOOBEHME W A0HK, K KOTODEIM HE NPEILABNAKTCA CNEuNansHEE TpeBoBannA;

- YPOREHE 2 — 0S0pYA0RAHKE W A0HEI, B KOTORL X CREOYET NPUHATE MERk 0 2AWLWTE OTKPETOND NPoayK-
Ta M METEDHANDCE, BXOOALIMY B NPOOSYET;

- YpoBEHE 3 — 0D0OpPYACEAHWE W A0HE CO CNSLMANEHLIMK TReEoBAHMAMK K OHpY¥aDLWER CPEOE W Cpe-
AcTEAM B8 KOHTRONA ANANPEoTERALWEHWA 33rpAIHEHHA NPOOYETa K MaTEPWanos, BXCOALMY B NMPOOYET, 8 Tak-
#2 MpeJoTapallEHHA YTRATRl MM CBOWX CEOACTE.

TpebonauWA K unNsTRaynyg Bo30yxa AnA YpoeHeh 2 v 3 npHesdes 8 5.7.

YiasadHele TpeboBaH WA NPeLBARNAKTOA ANA pabouyry 30H 0G0PYA0BAHKA (M08 BRMNONHRKTCA Onepayn«
C NPOOYKTOM | MK NOMELLEHHA, [OE pasmeweHo obopy gosamme.

JalKTa NPOUBCCOE M NPOOYETA OT 3AarpAIHEHMA, B TOM YHCNE NepeKpacTHEX 2arpAIHe 1, obecnedmea-
ETCA 38 CHET NPHMEHEHHA:

= AAKPEITOTS OGORYIOBAHWA;

= CHCTEM MOHEM Ha mecTe {WIP — «Wash-in-Placts ) unun ot Ha mecte {CIP — «Clean-in-Places);

- HMNLTEALWK BO3OYXE, MOCTYNAI0WErs B oB0pyA0BaHWE B COOTRETCTEAM C TRebYEMbIk ¥DOBHEM JALI -
Til {CM. 5.47;

= HUCTOTE NOMEBLEHIWA, B KOTOPOM HAXGOWTCA oB0pYOOBAHWE,

= YUCTOTH TEXHONOMAYECKAX CPEn,

= KOHTPONA MApaMeTpos W np.

CHCTEMBI MORKM W OHWCTEW HA MECTE NPE0YCMATRWEAIOT ABTOMATHYECKYH 0bpaboTry 080Dy A0BAHWA NO
AAMEHYTORA Crame, Gaa konTakTa obpabaTeiBasmblx NOBANXHOCTEN C OHPYKEKOWER CPanoR W NEPCOHanoM.

5.5 OnA ogHoro | Toro We Bruaa obopydoBaHUA MOoryT NoTpefoBaThcs PaaNWUYHEBIE YDOBHK 33WMTER B
FABMCHMOCTH OT CRESYIOWHE hakTopoE:

= NAOWALM NOBEPXHOCTIA MATEDHANDE [NDOMERYTOYHOND WM MOTOROMS NPOOYKTA), KOHTAKTHDYIOWER C
OEDYHAI0WER CPeOo;

- CcleyManyIayuy 0fopyao0saHKa AN\ 0aHHoro NpogykTa Ny MCnonsoeasua oBopygosadus ona pas-
MAYHEDE BAO0E MPOIYEL AW,

= MPUCTOCOBNREHHOCTA 000Dy J0BaHKS K 3DEHEXTHBEHON OUHCTEE,

- CTEMEHA THIPOCKOMUYHOCTH NPOOYRTA 1 BIMAHWA H2 HETD BIara.

3.6 PeroMeHOyeMBbIE ¥POBHA 3310 Tk JNA DRINHYHER BIOOE cBopy 00BaHKA (3TAN0E TEXHONOTMHECKOnD
npouecca) npreageHs 8 Tabnuue 1.

TaGnwua 1 — PedkoMesdyessie yPOBHN SEWMTE

¥pope e zaunt e ofopyaosamn
Hanmanossrse 31ana TERHANOrHNECIONG NpoYEcca
HIK NOMBLLEHAR

1 Mpues MaTeplanoe 1

2 Crnapocane NoMeweHHA 1

3 BaEeWWBAHHWE W PECNPEOEMEHWE:

- Z0HA BIBEUMEAHWA ANA OTKPRTH Y MATERMANOR 3

- ORPYHBHILLAR CpenE 2
4 CMewWEaHRE O7 2 5o 3 BRI,
5 MamancueHue 3
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OROHYSHUE Madauie T

¥paseks 18HT e oGopyaGaaHuR
HanMmenoaanAe aTana TexHanD STk noousces
NoWE LI EHHR

6 MpaxynupoEaHne:

- NOMHBCTRH 3BKDETEA CHOTEME, BEMNDYEA 3ATPYIKY 1

- OTHDLITESA WOW H3CTAYHO 38EpLITARA 3aMpYaka 0T 2 0o 3 Brnwy.
T TafineTapoBaH@E W KANCYNHPOEIHIE 2
8 Hauecesuwe obonousk 2
8 Monapoesa, COPTHROEKA, KOHTPONE, YNAKOEES W Ap. a7 1 a0 2 exnad.

Mpumesasus

1 ¥YpoBeHE 33WKHTE 3 OTHOCHMTCA TONBED K oOOpyAOBAHMK, YEOBHW 1 W K 0B0DYACBEHHK B NOMEUIEHHAM.

2 Onf ofecnedaHHn ypoBHA S3ILATEL 2 MOMNYT MCNONLE30BETLCA YMCTRIE NoOMEWeHA ¢ 3oHoR O no FOCT P 522449
{enace yucToTe B MO0 B octawesHoM cocTofRHsl no FOCT MCO f4844-1].

5.7 Tpabopanwa K PunLTPaLMKM BO3IOYXA

Nna obopy 00BaHKA © 3AWWTOH 1-r0 YPOBEHA TREBOBaHUA K DUNETPALWK BI3OYRA HE NPEOLABRNAKITCA.

B pabouyio 208y 0Bopygoaadia © 3aWuToR 2-ro 1 3-ro YypoBHER SOeeH NogaraTeECA BOIGYR, Npowea-
LWMA Yepes BRICOKO2 e THER e PHNsTPe (HEPA dUneTpel) cnegyiowxx knaccoa no FOCT P 51251

= H11 — AnA 3awWTel 2-ro ypoBHA {HE HUKE ),

= H14 — ana 3auWTsl 3-ro ypoBHA.

NnA oGopyA0BAHWA C 3AWKWTOR 2-ro YDOBHA 3HaYeHHA Tabmndus 1 MoryT pacnpocTpadATECA Ha BO3MYx
NOoMELLEHHE, B KDTOPOM YCTauoaneHo oSopyacaanne. B paboqyio 30My ¢ 3alMToR 3-r0 YPOBHA BOASYX O0NMEH
NOAAEATECA HENDCDENCTEGHHG YEPEI COOTBETCTEYHILMA HanNLTR.

Mpe aTTecTauWy oBopyOOBaAHKA NEpan BEGO0M 80 B IKCAMYATALMID CNedyeT NpoEEpATE UeNOCTHOCTE
HEPA dunetpos. Takys He NpoBEpEY CNEOyeT NRPOB0GMTE HE DEXE OOHOMND Da3a B rog MNK OO UH Pas B rog MM
NOCHE 3amMeHs PUNsTpoR.

KoucTpysuMed HnNeTpoE JOMmEHo OeiTe obecnedens yOoBCcTBO MX 3aMeHsl W, Npd HeobXoguMocTi,
OYHHCTHM.

6 OcHoBHble TpeboeaHMA K 0BOpyaOEBaHMIO

6.1 OBwre NonoHaHnA

B cocTae TEEDOON NEKAPCTEEHHOW DOpMEl BXOOAT OOHa MW Sones akTHEH:X dapMalyea Ty acku oyb-
CTAHLMA C MCNONLICBAHKER, NDH HEOBXO0OUMOCTY, pasfapuTenal, pajpuIXNUTENEN, CEBAILIBAINLLMY, CHOMBIA-
LAY M CM33BIEaOWLME BELLECTE, EDACHTENER, KOppUMreMToR W np. [2], [3].

Texxonorndeckos oBopygoBaHKe JONKHO OBECNEYHBATE COOTERTCTEHE BRINYCKAEMOrD NPOOYRTa yoTa-
HOBNEHHBIM TREBOBAHMAM, B TOM YACNE o CNeayiouWK NnapasMeTpans:

- OOHOROOHOCTH,

= PAIMEDIEM,

= Macce,

= HWUCTOTE M ADYTHM NapasMeTRam.

Ha TabneTrax He AoMmsHo DeiTs gedeiToB paiMepa, LBeTa, NOKPLITHA, WRHHDTa HAGNWCH W Ba308NHTENL-
HOW DHCKM, B TOM YACTE:

- BRICTYNOE [MPAMHNLIKME S3CT MU NopOoLWEE |;

= WTAYENEHUE (NyHOK, BIKDOWUEHHBIX YACTER TabneTor);

= Ml Ha TABNETHAX,

= HEDABHOMEDHOCTH UBETA, NOKANBHOID KIMEHEHUR UBETA (MPaMOpHOCTH),

= CHOMOE,

= CHWNaHWi;

- KPOLWEHKEA,

= AefopsaLMi (HapyWeHWA OKPYINOCTH hoplb),

= LARANHH,
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= fEderToR NOKPEITIAR, HANPHMED HEDABHOMEDHOCTH (DAaZNKYHOR TONWHHE NOKPBITHR, BIO CMELLEEHHA
N OTHOLWEHKIO K AJDDY.

6.2 KoHTpons napasMeTpos

PekosmeHgyeTcA NpoB0LNTE HENPEDLIBHEIR KOHTPONE OCHOBHLIX NagameTpos obopyaoceaHuA (Npw Heob-
XOOMMOCTH NO BENXHEMY M HUMHEMY NDESENAM ), 8 TRIOHE NPEOYCMATOHEATE OHArHOCTHEY NPK oTkade obopy-
NoeaddA. Mo BoaMOMHOCTH LenecoobpasHo NpenycsMaTpHeats paboty obopynopadus G283 NpUCYTCTEMA
oneparopa.

PekosmengyeTcA NpoBR0aMTe KOHT POME CIEOYHLME YAN08 4 NapaMeToR:

- pafoTel DCHOBHOTS NBHIATENA;

= epMETHYHOCTH PAGDYER 30HK,

- NCNO¥EHHA OKOH CBOpYO0BAHKMA W NAHENEH B 3AKDRTOM COCTORHNM,

= CHODOCTH MOOAYM HCXOAHOTO MaTep1ana;

- YPOBHA M3TEDHANE B HCXOOHOM IArpYI0-HoM ByHEepE;

- paboTy cucTeMe: MoRKK 0Gopyaosanna WIP —«Wash-In-Places (mo#ika va mecTe Tabnetoumex npac-
COB, ODBCNENHBATENEA M Np_);

- OABNEHWA CHATOND BOAOYXE.

MapaseTpe ofopydoBaHKA (NPOayYKTa), CUTHANSEl TPEROTH, JaHHLIE O HEWCNDARHOCT AX QOMMHE PETHCT-
PHPOBATLCA (HANPUMED, B ANSKTROHHOA qrophia ).

MapasmeTphl, pEEoMeEHgyeMbIE ANA KOHTRONA TAGNBETOYHBE NPECCOR, NPHBENEHL B NPANOKEHWH A

MapameTpel, PEKOMEHIVEMEIE ONA KOHTPONSA KancyNoHaNoNHAKILHE MAWKH, NMPHBSOEHE. B MpHNc-
HEHAN B

6.3 KomMnnekTHOCTE NOCTARKKA

5.3.1 B kosMnnesT nocTaekd obopy 00BaHHA QOMNMHE BXOON T, KAK MAHHAMY M

= ODODYOOBAHWE B YCTAHOBNEHHOM KOMNMNEXTALAM,

= 3AMNACHBIE YACTH HA COMMACOBAHHLIM NEDHO IKCNNYATALWH,

- ANEMEHTE ONA COBAHHEHWA CE0pYO0BAHNA C BHELLHNMK KOMMYHUEKELWAMM,

- TEXHHYSCKHE OoKyMEHTE (oM. 5.3.2):

= WHCTPYKLMWA MO MOHTANY, IECMNYATALWM W TEXHHYECKOMY ODCNYEHBAHKIG, B TOM YHCNE NO OYHCTES
oS0opyaoBaAHKMA,

< MOEYMEHTE NO-ATTECTALMH M MCNETaHUAM (CM. 6.3.3).

Bee obopyOoRAHWE W MATEPWANE, BXOOALIWE B KOMNNEKT NOCTABKA, DOMN#HL DbiTe HaANEKaLHM ohpa-
0M YNAKOBAH B B NEDAMHHYIC YNAKOBKY M TDAHCTOPTHYIO TARY.

6.3.2 KTexHHuecsym Joky MEHTAM OTHOCATCA:

- MEUHUKHNAANEHAA CXema 0BopySoRaHKnaA;

- DCHOBHEIE CHOPOYHBIE HEQTENHN,

- YEPTEMW OCHOBHBIX YANOE;

= CNEMDHEALHN Ha 0D0DYODBAHWE 14 Y3k,

- ANEKTPHUHECKan CEeMa o CneurduKan e,

= MHEBMATHYECKARA CXEMA CO CNelHiMKaLHai;

- CHEMAa CMAI0K K NEQEYEHEL CMEI0HHLIX MATEDWANDR,

= TEXHWYEBCKHE AOKYMEHTH NPOWIBOOWTENA HI HOMNOHEHTH O0GOopYOOEaHMA (HANDUMED, NLIMECOC,
MALLIAHY OMNA NOMHPOBKA W O0ECNENUBAHMA KanNcy N, CHCTEMY YNPABMEHHA 1 Np.);

= Nepaq4eH JaNacHBX YICTEA W Np.

6.3.3 K JokyMeHTam no aTTEcTAUMW M HCEITAHKWAM OTHOCATCA:

= METOOMKEM aTTECTAUMIA B NOCTROSHHOM (YCTAHOBMIBHHOM ), DCHALLEHHOM M JKCNNYATHDYEMOM COCTOR-

HMAN,

- MPOTOKOME NDHEMO-CAATOYHBIX WCNRITAHKA Ha 3aB00E-NAr0TOBMTENE,

= NPOTOROME NDHEMOYHBIX MCBITAHWE N0 MECTY YCTaHOBEMW;

- CEPTHHOMEATE Ha MATERNaNk, CONPHKACIOLWMEcH C NDOaYKTOM;

- CEpTUHMKaTE KAaNWEDOBKM KOHTPONBHO-WAMEBPUTENLHEX NpWEopoa, yoTanoBnaHHLX Ha ofopyoo-
BaHIKNA;

- gesnapauWA cooTeeTcTeMR Tpebomanuam MOCT P 32249 (npaswna GMP unu ceptudukaTt cooTeeT-
CTEWA (B CUCTaMe NoSpoRONEHON CEPTHUEMKAL MK ).

G
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7 ATTecTauusa (MCNbITaHWA) oBopyaoBaHUA

7.1 AtTecTaums (MonemamdA) ofopyQOoRaMHMA NPOROOWTCA, KaK NPa@qno, 8 Tpd 3tana (o,
MOCT P 52537

= BNOCTROEHHOM {VCTAROBIEHHOM ) COCTORMNM,

= BOCHAWEBHHOM COCTORAHHHM,

- B 3KCTINYATADYEMOM COCTORHNN.

7.2 MeToaqks arTectayuy (MCneTasKiA ) obopyaosaHua paspabareinain TCa MaroTOBMTENEM UNK paapa-
BOTYHKSM 0BODYQOBAHMA ONA PAIANHYHEX COCTORHWA. NOCTROSHHOMD [YCTAHOBMEHHOM), CCHALWBHHOMD M 3KC-
NNY3THRYEMOTO.

MeToaMya aTTeCTaALMH (MCNBITAHWR ) BKmoYaaT B ceba:

- MepeqyeHs padoT B NOPROKE WX BENOMHEHHA,

= TEXHOMOMID BRNONHEHHA KAMO0A paboTe (NpW HeoBXogusocTi);

NpHMEHAEMBIE NPHEODE!, MATEDHANL W Np.;

- OOMYCTHMEBIE IHAYEHHA NApaAMEaTpoR;

= (hopMsl MPOTOKONOS {AKTOB) HCNBITAHAA,

- TpEGOoBAHMA K MCNOMHATEMAM.

7.3 Mporpamma atTectayuu (MCnemaHyii) obopy 30BaHMA COCTARRNASTCA NOMNEI0BATENEM I MOHTaH-
HOH OPraHHaaUmWeR C yUeTomM METOQHEN ATTECTALMIA {ACIBTAHMWIA).

Mporpamma egnioYasT B ceda nepeders patoT HNoCNEJoBaTeNEHOCTE KX BRINONHEHWA NPW NPORENEHRK
ATTECTALKMA {MCNBTaHKA) 0GoRYO0EIHWA.

7.4 MeTogawka aTTecTaudy JOM+Ha BXOOUTE B KOMMAEKT nocTaskk obopynoeauma. MeToguea sowat
YTOMHATECA NPOWIBOOHTENEM NEKADCTREHHED CPEOCTE C YYETOM YCNOBHA WCNONb30BaHKA 05opYaOBaHKA
[HANPWMED, CY4ETOM BuIMYCHA O0HOMD UMM HECKONEKMX NPOAYKTOR Ha 0OH0N BguHkUe oBopynoBaHKHa).
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MpunoxeHne A
[cnpaEoYHoe)

KouTpons napametpos tabneTouyssi npeccon

TafneTo4HE e NPeccsl KOHTPONUEYEDT N0 CNELYKIWWM NAPaMETREM'

- paboTE OGHOBHOTD BEHIATENR:

- TEPMETHHHOCT: paGodued 30HR

- MONWEHME CHOH oB0PYA0BEHHA W NEHENEA 8 IFEPLITOM COCTORHMWM;

- AnokupoBEA pAGOTH NPY OTENOHEHWA NADAMET OB KM BEEIENOYEHHR JEHIATENA]

- BROKMPOBES NPH OTEPEBIHAN QBEPER 381 W THEIE E0HCTRYEL R,

- CHOPOCTE NOAEYW TEGNeTOMHON MACCH;

- ypoEeHb TAONSTONHONA MACCK B MCXOAHOM 3ATPYI0MHOM ByHESpe;

- pafioTa cucTerMsl mofkk ofopygoeaHaa [WIPF — «\Wash-In-Flaces];

- GABNeHHE CHATOD BOIgyEa,

- OTPHUETENEHOS NEENSHHWE B 30HS TAONETUPOEAHHA C BOIMOEHOCTRE 870 DEMYNWPOEEHAR (G YNk afecneuaHEn
GeaonacHoCTH);

- HANWNEHWE TAGNETOMHOA MACCH HE BEREHAR NYSHOOH,

- maccaTafineror;

- YCHAWE NPECCOBAHMA (B MHOMOCNOAHE X TRENBTHEY — ONA EEML0M0 CRORA Y,

- YCHNWE Bl TANKABEHWA TRONETIM,

- ryBHHE HANOMHEHWR KAHKO0M0 CNoR;

- NORBMNEHHE 3aTopa TafneTox B PASPYI0MHOM YCTRPOACTEE,

- WANOM NYEHCOHA,

- year Tafneros.

CnegyeT npasycuaTpHEaTe nogoyeT Tabnetor W oTlpakoeky TABnNeTor NpW HENWYWA DeeRTOR, NOCTORIHHHY
ERMHHEHHA {METANNHYECHIAL W MNACTHEOBE X,

CnegyeT TECHE NPEOYCMATREMEA T NPEJOTEPAWEHHE HANKNEHWA METEDWENS HE NYEHCOH (HENPHMED, 38 CYET NOBO-
pOTA MYEHCOHOR B NPOTHEINOMOEHOM HATRARNEHWA CPEIY HE NOCNE NPSccoBAHKA 0B0PYI0EAHMA WETHEMKW ANR 0HUCTEN
NOBSRXHOCTH MYEHCOHDE U NP ). MoweT GeTe NpeOyCMOTPSHE ONYHA CHCTEME! NOOEYA CHONBSA LMY BELIBCTE H BHYTREH-
HHE CTEHKW METRALL GNA 0GNerdesin BeiTANKHBEHAR TABNETOK
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Npunoxesse B
{cnpaBoqHoR]

KoHTponk NapaMeTpoR KaNCyNoHANOMHAKILLKY MallWH

HEHD:;'I'I-EI&EI’IIJJ'IHHIBH.IHE MEWMRHE KOHTRONEEYKT NO CNE0YsIULHAM NapaMaTRam:

FI-H.ES-I:ITEI OGCHOBHOTD O8UTETENSA 4 JAMraTENeR OCHOBHE X KOMNOKEHTOE (BAKYYMHOrO HACOCA, NelNECOCA, MKTATENSA

repMeTHYHOCTE paBoYaR J0HE

NonosEeHsA OkoH 050y GOBAHWA W NEHENE B 3aKpEITOM COCTORAHUM,

Gnokupoeka pESOTE NPK OTENOHEHHK NAPEMETROE WK BEIKNHYEHHW OAHOD W2 NPWESOHE X YINOE]
GNoKHPOEKS NDW OTKDRIBEAHWM JEEPEH SEWHTHE X KOHCTRYHLWA,

CHOPOGTE NOGEYH NOPOLWKER WAM RENNET W TREPAH X HENATHHOBE X KANSYN;

YPOBEHE NOPOLIKE WNW NENNET ¥ TEEROLX HWENATHHOBE X KANCYN 8 38rpyantHom ByHepe;
pafoTy cHCTeMel MOHLY oBopyaoean«n {WIF — «Wash-in-Flaces];

AABNEHWE CHATOND BOIAYHA]

IHAMEHUE BAEYYME;

OTHPEKOEKS KANCYN {HE 8 CHPLITES NYCTEIS KANCYNs )

YPOBEHE 3ANONHEHWA KENCYN;

HOMM4ECTED HEMONHEHH B KBNCY.

CnegyeT Takse NpeQysMETPHBATE DTBPEK0EKY KANCYN NEM HANKYHMW 08P EKTOE (EMATHH, 38MNBNEHHOETE W Np.).

GOST
I
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KmioueBse CROBA: NPOUIBOACTED NEKAPCTEEHHLIX COencTR, obopyOoRaHKWe, ATTECTAUHA, TEEDALIE Nekap-
CTEEHHEE DOpMEI
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