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Beenenue

MennuyHcKast IIPOAYKIIUSA, Ha 3TUKETKE KOTOPOU yKa3aHO «(CTepnbHO», JOJDKHA ObITh U3TOTOBJICHA
COOTBETCTBYIOLIMMY BaIMAUpPOBAaHHBIMU MeTodaMHu. TexHuyeckuii komurer UCO/TK 198 nomroroBun
CTaHAAPTHI 110 GUHUUIHON CTEepWIN3alU (CTEPUJIM3AIlMHM B YIIAKOBKE) MEIUIIMHCKON IMPOAYKIIMU pagua-
nueit (TOCT P UCO 11137—2000), BraxHeM TermoM (I'OCT P UCO 11134—2000), XUaKuMu XuMugec-
kumu crepuinsyionimu BetectsaMu (MCO 14160—98) u okcunoM stueHa (TOCT P UCO 11135—2000).
Eciu MeguuMHCKast NPOAYKLMS OOJDKHA ObITh CTEPAIBHOM, HO HE MoJIeXaTh GUHHUILHON CTepuwin3aliy,
HCIIONb3YeTCSI acelTUYECKoe IPOoM3BOACTBO. CyLIECTBYIOT JIB€ CUTYALlMH, IIPU KOTOPBIX MCIIOJIb3YETCS
acelTUYECKOEe NPOU3BOACTBO:!

a) acernThyecKas IoAroToBKa pacTBOPOB U HAIIOJIHEHUE UMHU;

b) acenTHYECKHUE TIPUTOTORJICHHE, MMEPEMELICHUEC U YIIAKOBKA TBEPHBIX IIPOOYKTOB, KOTOpbHIC HE
IToJyIeXaT (PUHULIHOM CTEPUIN3ALMMA B OKOHYATEJILHOM YIIAKOBKE.

AcenTHYecKoe ITpOU3BOLCTBO TPeOyeT NMPEeABAPUTENBHOM CTEPIIN3AIMH BCeX YacTel NI KOMIIOHEH-
TOB MIPOJYKLMM, KOTOPbIE HAXOOATCH B NIPSIMOM KOHTAKTE ¢ TPOAYKTOM, YIIaKOBEIBAEMBIM B acelITUYEeCKUX
ycJIOBUSAX. I1poAyKT NPOM3BOAUTCA B KOHTPOJIHUPYEMON OKpYyXKalolel cpele, B KOTOpPOM 3arpsisHeHUe
YacTULIAMH U MUKPOOPraHM3MaMU HE JOJDKHO IPEBBLIILATH OIPEAEJCHHBIX YPOBHEH M y4acTHE YeJoBeKa
CBEJICHO 10 MUHUMYMaA.

AcelTUYeCcKoe IPOU3BOICTBO TpeOyeT 0cob0M aKKYpaTHOCTH M OTBETCTBEHHOCTH. B Impou3BoJICTBE
HCIIONB3YIOTCHA BAJIUAMPOBAHHBIE CUCTEMBI, TIEPCOHANI, OOYYEHHBIN COOTBETCTBYIOLIMM 00pa3oM, KOHTpO-
JApPYEMBIE€ OKPYXAaIOlIYe Cpelibl M MOJHOCTBIO JOKYMECHTHPOBAHHLIE TEXHOJIOTMYECKYUE IIPOLIECCHI.

B To BpeMs Kak nmpy (pUHUITHON CTEPUWIN3ALUH UCITOJIb3YIOTCS ITPOIIECCH] C U3BECTHOM NETATBHOCTHIO
(2bPeKTUBHOCTBIO YHHUYTOXCHUS MUKPOOPraHU3MOB), CTEPUIBHOCTh B ACEMTUYECKOM IPOM3BOJACTRBE
MOXeET ObITh oOecriedeHa TOJBKO 3a cyeT IMOMEINCHMNH, O0OpyaoBaHUSI M TIEPCOHANA, CBSI3aHHBIX C
nporeccoMm. CienyeT Takke HWCIIONb30BATh HAHHBLIE O IIPOAYKTE, YTOOBI COXpAaHUTh CTEPUWILHOCTH B
KOHTeliHepe W /WIH 3aKPbITOH CUCTEME B COOTBETCTBHHU C aCEIITUUYECKUMMU NPUHLIUIIAMU.

[1Ipu acenTUYECKOM HPOU3BOJACTBE YYUTHIBAIOT CJIEAVIONINE OCHOBHBIC (PAKTODHI:

a) o0y4yeHue IEePCOHAIA;

b) IUIAHUPOBOYHLIE PELICHUS U XapaKTCpUCTUKU 3JaHV4, IOMEIIeHUN U oOopyIoBaHUS,

C) IIporpaMMy KOHTpPOJIS 3arpA3HeHUN YacTULlaMU ¥ MUKPOOpPraHU3MaMU;

d) cucTeMBI ITOATOTOBKHM BOJBI, Mapa, BO3AyXa U IPYIrMX TEXHOJOIMYECKMUX Ia3oB;

€) OIlMCaHWE TEeXHOJOTHYECKUX Orepalrii 1 MUHCTPYKLMHU 110 MX BBHINOJHEHHIO, BKJIIOYAsl IepCOHAaI,
MaTepUasibl, IOTOKU MaTEPUAIOB, MOAINOTOBKY PACTBOPOB M COOTBETCTBYIOLIUE KPUTEPUU ITPUEMKH;

f) MCHonb30BaHME M BAJIMAALIMIO NPOLECCOB CTEPWIIM3ALMMN, BKITIOUAA METOIB! Ae3UH(EKIUH;

g) MeETOoAbl BAIMOALMHU 1 TpeOOBaHUS K MMUTATOPAM HAMOJNHEHUS U CUCTEMaM KOHTECHep/yKyITopKa,

h) 3xcrutyaTallMoOHHbIE HHCTPYKUHUHU 1O KPUTEPUSIM IPUEMKH, UCCIIENOBATEIbCKUE OTYETH M pelile-
HUSL 110 BBIMIYCKY/OT3bIBY [IPOAYKTA.

Cranpapr UCO 13408-1 6b11 moarorosieH TexuuyeckuMm KomuretoM MCO/TK 198 «Cmepusuzayus
meduuyurnckou npooykyuur. UCO 13408 «Acenmuueckoe npouzeoocmeo meouyUHCKoU npodyKyuu» COCTOUT U3
CJICAYIOUIKX YacTEH:

- Yacmp 1: Obwue mpebosarnus

- Yacme 2: Quavmpayus

- Yacmo 3: Jluogpuaruzayus

- Yacme 4: Cmepunuzayus u oMucmka Ha mecme

- Yacme 5: Acenmuueckoe npouszeodcmeo meepovix MeOQuUyuUHCKuX usdeauu

- HYacme 6: H3onupyrowue/6apveprbie mexnono2uu



TOCT P UCO 13408-1—2000

FTOCYIAPCTBEHHBIN CTAHIAPT POCCHUMUMCKON ®EINAEPAIIUMUN

ACEIITUYECKOE NPON3BOJACTBO MEJIUILIMHCKOMU IMTPOJAYKIIUA

Yactp 1

Obmme TpebGoBaHuA

Aseptic processing of health care products.
Part 1. General requirements

Hata seegenms 2002—01—-01

1 ObaacTb NMpUMEeHEeHUA

Hacrossumii ctavgapT yCTaHABIAMBAET OOIIME TpeOOBaHUA K TIpoleccaM, IporpaMMaM | Npolieaypam
BAJIMJIALUMA U KOHTPOJS B aCENITUYECKOM IPOU3BOIACTBE MEIULIMHCKON MPOXYKIIUMH.

[IpnMeuvanue — [locneayoume 4acTy craHgapTa OyAyT IMOCBAICHH CIICLIMANBHDBIM BOMPOCAM acerTuyec-
KOro IIpOM3BOJACTBA, BKIIOYas ICTAIM3HpPOBAHHOE OINMCAHME Pa3IMYHBIX CHEIMPUYECKHX INPOLIECCOB M METOAOB,

OTHOCSLIMXCSI K QUAbTpALIMH, AUOPUIU3ALIMHK, CTCPUWIN3ALMM U OYMCTKE Ha MECTE, U30JMPYIOLIECH TEXHOJIOTHH U
MIPOMU3BOACTRY TBECPABIX MEAULIMHCKMX H3JICIUHA.

Hacrosamumii craHaapT He 3aMeHsieT TpeOboBaHMA HaUMOHAJIbHBIX periiaMeHToB, TakuX Kak IIpasuia
Hajexanlero npoussoactsa — Good Manufacturing Practice (GMP) u/mamn pyxkosonacTsa, KoTopble
OTHOCSTCA K chepe OoIpeacJeHHON HALMOHANLHON WIX PErMOHAIBHON IOPUCIUKIIUM.

2 OnpeneneHusn

B HacTosieM cTaHxapTe UCIOJb3YIOT CAECAYIOIIME TEPMUHBI C COOTBETCTBYIOIMMH OIIPEACIEHUSIMU:

2.1 yposenb pedictBua (action level) «KOHTpONb OKPYXAIOIUECH Cpelbl». YCTaHOBJIEHHBIH YPOBEHB
3arpsA3HEeHUS] MUKPOOPraHM3MaMy WIK YaCTAUAMU, [IPU MPEBBILIEHUH KOTOPOTO TpedyeTcAd HEMEIEHHOE
BMELUATENIBCTBO U KOPPEKTUPVIOUIME TEUCTBUS.

2.2 ypoBenb aeicrBua (action level) «HanonHeHWe cpepaMu»: YCTAHOBJIEHHBIH YPOBEHb WK YUCIIO
HECTCPUIBHBIX IMTpoO MPH HAMOJHECHUU cpelaMi (MMHUTALIMM HAITONHEHHUA), IIPU NPEBBIIIEHUHA KOTOPOIO
HEOOXOIUMO HCCICOOBATh IIPUYHNHY HECTEPWIBHOCTH M BBINOJIHUTH KOPPEKTUPYIOILME OeICTBMS.

2.3 ypomenb npeaynpexaenus (alert level) «xoHTposb oKpyXaiomiei cpefbi». YCTAHOBJIEHHBIH ypo-
BeHb 3arpsisHEHUS MHUKPOOpPraHU3MaM¥ WIHK YacTULAMU, KOTOPBIM JAaeT paHHEEe IIPERYIIPEKICHUE O
NOTEHIIMAJILHOU TCHACHIIMHM OTKJIIOHEHUA OT HOPMAJIBHBIX 3KCIUIYATAllMOHHBIX YCJIOBUM, IIPH KOTOPOM HE
TpeOyeTcad 0043aTEILHOE ONPEACICHHOE KOPPEKTUPYIOLIEE ACHCTBUE, HO MOXET MOTPEOOBATHCS ITPOBEJIC-
HYe UCCIEHOBAHUSA IIPUUYNH TAKOrO OTKIJIOHEHMS.

2.4 yposenb npeaynpexnenns (alert level) «nipu paGore ¢ HanmonHeHueM cpegaMu»: Y CTaHOBJICHHBIN
YPOBEHb WIH YUCAO HECTEPWIBHBIX IIPO0 IpA HANOJHEHUHM cpelaMu (MMHATALMHU HAINOJHEHHMSI), IPH
NOCTDKEHUH KOTOPOTO HEOOXOAUMO YCTAHOBUTE MIPUYMHY HECTCPHJIBHOCTH, HO BBIITOJHSTD ONIPEACICHHBIE
KOPPEKTHUPYIOUIUE HEHCTBUS HEOOA3ATENBHO.

2.5 acenTyeckoe Hanoanenue (aseptic filling): YacTp acenruueckoro npoiiecca, npa KOTOPOM Mpen-
BapUTEJIbHO CTEPUIN3OBAHHDLIM TNPOAYKT HAIlOJHAETCS U/WIN OH YIIAKOBBIBAETCH B CTCPWIbHbBIE KOHTEH-
HEpbl U YKYIIOPHUBAETCS.

2.6 iuaus acenTmueckoro Hamojmenus (aseptic filling line): TexHonoruvyeckoe oGopypoBaHHE WA

YCTAHOBKA, I'ie B acelITUYECKUX YCIOBUAX ITPOBOMAUTCS HaAIlOJHEHHE KOHTeHHEpOB M/WiIM METULMHCKUX
U30ETUMN.

IIpuMeyanue — OOBIYHO JHUHUA ACCIITUYECCKOIO HANOJHEHHMA CTPOUTCS TaK, YTO IIPOLECC HAHOJIHEHMA
KOHTEHHEepPOB U/WIH MEIMLIMHCKNX U3ACINMN ITPOXOJMUT BIAOJb JIMHUH (OTCIOAA TEPMHH «JIMHHSI» ).

N3nanne odpunuaibioe
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2.7 acenTHyeckoe NMpou3BOACTBO (aseptic processing): AceNTHUYECKOE HAINlOJHEHUE KOHTEMHEPOB IS
NPONYKTAa HU/WIM YMAKOBKA M3ACIAMA B KOHTPOJUPYEMOM OKPYXAIOLIEH cpele, B KOTOpOd obecreyeHue
BO3IYXOM, MarepyaiaMy, 00OpYIOBAHHEM H MEPCOHAIOM PEryaIupyeTcd Tak, YTOOBI 3arpsA3HeHe MUKpPO-
OpPraHU3MaMM M YacTUI[AMU HEe BBLIXOAWIO 3a YCTAHOBJIEHHBIC ITPEHEIbl.

2.8 30Ha acenTuyeckKoro mpoussoiactea — 3AIl (aseptic processing area — APA): KoHTponupyemas
OKpYyXarolllasd cpela s aceNTUYeCKOro IPOM3BOJCTBA, COCTOAIAS W3 HECKOJBKUX 30H, B KOTOPBIX
obecrie4yeHUE BO3OYXOM, MarepuaiaMu, o6opynoBaHMEM U IMEPCOHAJIOM PETYJIMPYETCS TaK, YTOOBI 3arpsi3-
HEHHE MHKPOOpPraHU3MaMH M YaCTHLAMH HE BBIXOAMJIO 3@ YCTAHOBJIEHHBIC ITpElEInI.

2.9 mpoTokoJ u3rotoBjenns cepun — napruu (batch manufacturing record): IlpounsBoacTeeHHas J0KY-
MEHTALIMsI, KOTopasi CBUIETEJIBCTBYET, YTO CEpUsl WIHM I1apTUS ITPOAYKTA U3rOTOBJIEHA B COOTBETCTBUU C
YCTAHORBJIEHHBIM T€XHOJIOTHYECKUM IIPOLIECCOM U TPeOOBAHMSIMM K 00ECEYCHUIO KAYECTBA.

2.10 Omonarpyska (bioburden): [lomynsuus XUBBIX MUKPOOPraHM3MOB HAa MEIMLUHCKOM ITPOIYKTE
WM YIIAKOBKE IO CTEPpUIU3ALUU.

2.11 Omonarpy3ka (bioburden): Ilomyisius XUBBIX MUKPOOPraHU3MOB Ha MaTtepualax ¥ o0opyaoBa-
HHU, TIOCTYIIMBILIMX B 30HY acernTudeckoro rnpoussoacraa (3AIl).

2.12 ouogormyeckuii muaukarop (biologocal indicator): ['oTOBBIY K IIPUMEHEHUIO MHOKYIMPOBAHHBIN

HOCUTEJIb B NEPBUYHOMN YIIAKOBKE, 00CCIICYUBAIOLIMI OIPEACICHHYIO PE3UCTEHTHOCTh (YCTOMYUBOCTL) K
KOHKPETHOMY DPEXUMY CTEPUIIU3IALMH.

[IpuMeuaHUue — MuUxpoopraHu3Mbl 4YacTO MCIIONB3YIOTCS Ha HOCUTENE, KOTOPLIA NPEACTABAsACT COOOM
MaTepyuasl IOUIOXKKH C HAXOOSIHMMHCA Ha HEM TECT-OpraHU3MaMHu.

2.13 d¢opma xonreiinepa (container configuration): KoHCTpyKiysi KOHTEMHEpPA HE3ABUCUMO OT EMKOCTH.

[TpuMeyaHHe — [lockonbky He Bce MPOAYKTHI, U3TOTOBISIEMbIE B acEIITUUECKMX YCIIOBUIX, MOTYT UMETh

KOHTEVHEP B KaYeCTBE OKOHYATEILHOM YIIAKOBKM, B HACTOSIILIEM CTAHAAPTE TAKXe MCNOJb3yeTcss BRIpaXeHUe «popMa
NPOAYKTa/KOHTEHHEPaA».

2.14 xpuTHYecKkas nMpou3BOACTBEHHAsA 30Ha (critical processing zone): JlokanpHas 30HA B aCENTUYECKOM
[TPOU3BOJCTBE, B KOTOPOU MPOINYKT U ITOBEPXHOCTHA, KOHTAKTUDPYIOUIKE C NPOLYKTOM, OTKPBITHI B OKpY-

Xalolyio cpeny.

IIprMeyaH e — ACCNITHUYECCKHE OfIepaliid, BBIITONHASMbIC B KPUTHUYECKON NPONI3BOACTBEHHON 30HE, MOTYT
BKJIIOYATh acerITUYEeCKHe COCNMHEHMd, BAIlOJHEHe, HaleBaHUE NpobOK ¥ YKYIIOPKY.

2.15 xpuTyeckas nopepxHocth (critical surfaces): [loBepxHOCTb B KpUTUUYECKOM TPOU3BOACTBEHHOM
30HE, HaXOosA1AsICH B HEMOCPEIACTBEHHON OJIM30CTH K ACENITUYECKUM OMepalMsIM M [TPEeACTaBISIONast PUCK
JUIS IIPOXYKTA.

2.16 nepenan naiaenua (differential air pressure): PasHocTb nNaBjicHMH MeXIy NOMEUICHUSIMH WIA
30HAMH WIH BHYTPH HHX.

2.17 pesmndunmpyomee cpeactso (disinfectant): XumMudeckuii Wi (PUIUYECKUMA ATEHT, KOTOPBIA
WHAKTUBUPYET BEreTaTUBHBIE MUKPOOPraHM3Mbl, HO HE00A3aTEJIbHO BbICOKOPE3UCTUBHBIE CIIOPHI.

2.18 mmxpodpiopa okpyxawomeit cpeapl (environmental flora), n3onaTel oKpyxarouei cpeabl: MUkpoop-
TaHU3MBbI, IIPUCYTCTBYIOIIHE B TEXHOJOIMYECKON WU [IPOM3BOJCTBEHHOM CpeNe W/WIM BBIICJICHHEBIC B HEMl.

2.19 rasoBbiit buanTp (gas filter): IlopucTblit Marepuan, yCTaHABIMBACMBIH B JHHHUIO CO CXAThIM
BO3AYXOM C LICJbIO YHAJICHHUSI HEXMBBIX ¥M/WIN XUBBIX YACTHL] U3 Fa30BLIX ITOTOKOB, KOTOPLIE UAYT IPSIMO
WJIM KOCBEHHO B 30HY KOHTAKTa C HNPOAYKTOM.

2.20 memuumHcKas npoaykuma — npoxayKT (health care product): MeguumHCKUe U3NETHS, JIEKAPCTBEH -
HbIe cpencTna ((hapMaLeBTUUECKHE WJIM DHOJOTHMYECKHUE) U JUATHOCTUYECKUE CPEACTBA «In VILIo».

2.21 BoicoKOdthekTHBHBIA DHILTP OMHCTKH Bosayxa no yactunaMm (high efficiency particulate air filter),
HEPA ¢&wietp — XEITA ¢wibtp: YeTpolicTBO, B KOTOPOM € IIOMOLIBIO (PMIBTPYIOIIEro MaTepuaia
OCYLIECTBJISIETCS OTHESJICHUE a3PpO30JIbHBIX YACTHUIL OT (PUILTPYEMOTO BO3yXa ¢ MUHHUMAaJIbHON 3P PEKTUB-
HocThIO 99,97 % (uto coorBeTCcTBYET KoadduimeHry npockoka 0,03 %) ms gactuy ¢ pasmepom 0,3 MxMm
DOP (nuokruadgranaTt) — a3po30as WIHA Apyroro NpefyCMOTpeHHOro JOKYMEHTALIUEN a3p0o30Js].

2.22 namuBapubii noToK Bo3ayxa (laminar air flow): ITorok BO3ayxa, B XKOTOPOM CKOPOCTU BO3IyXa
BIIOJIb INapajIieJIbHBIX JUHUN TOKAa OXWHAKOBBI.

[IpuMeudaHue — JlJaMnHapHBIFA NTOTOK YAaCTH MCIIONb3yeTCs B IaAMUHAPHEIX 1IKadaxX U YXKPBITHSIX.

CM. Takxe oaHOHanpasaeHHbli MoToK (2.33).
2.23 HanoJHeHHe cCpenaMM — mMuTauMs HanojgHeHHs (media fills): Merton oueHku acenruyeckoro
[polecca ¢ UCIOJb30BAHUEM IMUTATEJBbHON CpEIbl II1 MUKPOOPTAHU3MOB.

[IpumMmeyaHune — HanogHenue cpenaMu — 370 CMHOHMM MMHTALIMM [poluecca g KOHTPOJd, MMHUTATOpa

HamnmoJHEHUA ITpOAYKTOM, UMHMTALIMY TIpoliecca HAaMOJTHEHHU, IUTATeIbHOro OylboHa IS UCTBITAHWY, HAIIONHACMOTO
NUTATSNBHOIO OyIbOHA U T. K.
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2.24 npyrue npou3soacTBeHHbie 30HBI (other processing zones): IIpou3BoacTBEHHBIE 30HBI, HE OTHO-
cstfdecsl K KpUTHYECKUM MPOU3BOACTBEHHBIM 30HAM, B KOTOPBIX METULIMHCKHE ITPOAYKTHI HE OTKPHLITHI
IUTSI OKpYXKAIoleu cpenl.

ITpuMedaHue— OTH 30HB BKIIOYAIOT 30HBI TOATOTOBKHM, TPAHCIIOPTUPOBAHUSA M XpaHEHUA CTepHUIM30BaH-
HBIX KOMIOHEHTOB, KOHTEHHEpoB U Oank-npoaykra (HepachacoBaHHOIO INMPOLAYKTA — «aHIpO») B 3alUTHOMI Tape:

BBII'PY30UHBIC 30HBI ABTOK/IABOB U MPOH3BOACTBEHHBIE TOMEILIEHHS, M3 KOTOPBIX IIPOU3BOIUTCS JOCTYIT B KPHTUYECKHUE
30HBI.

2.25 KOHTaKTHad nmosBepxHocTh MpoaykTa (product contact surfaces): IToBepxHOCTb, KOTOpast IPUXOIUT
B KOHTAKT CO CTEPIJIM30BAHHBIM IPOAYKTOM I KOHTEeHHEPOM/YKYITOPKOIA.

2.26 crepuim3syommn ouasTp paa npoaykra (product sterilizing filter): [Topucthiit MaTepuan ¢ HOMM-
HaJIbHBIM pasMepoM riop (0,22 MKM, CIIOCOOHBIN yIepXMBATDH ONPEAEIEHHOE KOTUYECTBO MUKPOOPraHU3MOB
[IPU ONpeAeICHHBIX YCIOBUSAX U C UCIOIB30BAHUEM OIIPENLIEHHBIX METOL0OB KOHTPOJISI.

2.27 arrecrauma (qualification): JJokyMeHTHpOBaHHBIN HCCIeNOBATEILCKUU TIpollecC, HCITOMb3YeMBbIM
U3roTOBUTEIEM MEJULIMHCKOM IIPOAYKIAN, YTOOB! YAOCTOBEPUTECS B HAJIEXKHOCTH U CBOMCTBax 00opy0-
BAHUS W/IUIH MPOLECcca, IIPOBOAUMBIN 0 UX NIPHEMKH K MCIIOJh30BAHUIO B IIPOM3BOACTBE.

Il pnMedyaHnne— Arrecraims oOopynoBaHUsa K/WIK NMPOLECCOB OORIYHO BKIIOYACT B Ce0s1 aTTECTALIMIO YCTAHOB-
JIEHHOTO 000pYIOBaHUA (I10CTIE MOHTAXA4), aTTeCTAlMI0 B OCHAINCHHOM COCTOSIHWM, aTTECTALIVIO B 3KCIUTYaTalVM.

2.27.1 arrecrauus ycranomienHoro obopyzosanusi (installation qualification): Ilpouecc, KoTophblii
[IOKA3bIBACT, YTO YCTAHOBKA WM Mpolecc KaauOpoOBaHBI U COOTBETCTBYIOT BCEM OTHOCSILIUMCSH K HUM
[IPOEKTHBLIM KPpUTEPHUSAM M CTaHAapTaM Oe30ITaCHOCTH.

2.27.2 arrecTana B OCHaLIeHHOM cocTossHMM (operational qualification): KoMIuieKc npoBepok, KOTO-

pbIi JEMOHCTPHpPYET, YTO 00OpyIOBaAHME U/ WU Mpoliece PYHKIIMOHUPYIOT KaK MpPeIyCMOTPEHO, CYILECT-

BYIOT MHCTPYKLIMH 10 3KCIUIyaTalMK O00OpYZOBAHMS U IEPCOHAT OoOy4YeH BKIKOYATDH, YIPABISATL U 00CHy-
XKUBAaTh O0OPYIOBaHMUE.

2.27.3 arrecrauud B 3kcuryataumu (performance qualification): KoMruieKc npoBepoK CUCTEMBI, JOKa-
3bIBRIOIIUIN ee 3PPEKTUBHOCTS U BOCIIPOU3BOAUMOCTD.

2.28: cmena (shift): I1naHoBeIiA niepyoa pa®oThl WIK IPOU3BOIACTBA, MPOJOJLKUTEILHOCTE KOTOPOTO
OOBIYHO HE NpeBbIIaeT 12 4, B KOTOPOM 33HATA OOHA U Ta Xe I'PyIna paboTHUKOB.
2.29 crepuwmbnbii (sterile): CocrosiHue, cBOOOIHOE OT XUBBIX MUKPOOPTaHHU3MOB.

IIpuMeyaHue— Ha npaktuke He cyuiectayeT abCcoaIOTHO HAASXKHOIO cnocoda AoKa3areJbCTBa OTCYTCTBUS
XHBbIX MUKpoopraHnu3mos (cM. 2.30).

2.30 crepuym3anua (sterilization): BajuaupoBaHHBIN IIpolnecc, obecreunBalOi OTCYTCTBUE XHUBBIX
MUKPOOPraHU3MOB B IIPOOYKTE.

[IpumMmeuanue — Yrcno MUKpOOPraHM3MOB, KOTOpbI€ BbDKMBAIOT 110CJIE IpOlIECCca CTEPWIN3allii, MOXET

ObITh BBIPAXECHO B BEPOATHOCTHOM BUAE. BeposaTHOCTL MOXKET ObITH CHUKEHA 0 OUYEHb MAJIOrO 3HAUYCHMS, HO HBKOTAA
He MOXeT ObITb CHWKEHA A0 HVYJIA.

2.31 BcnoMorareJibHbIe 30HBI BHE 30HbI acenTu4decKoro npoussoactsa 3AII (support areas outside APA):

30HBI C KOHTPOJIEM OKpYXAaIOWIEeH Cpelbl, HE HaXOHsAMeCs BHYTPU acENTUYECKON 30HbI MPOU3BOACTBA U
He SBJISIOIMECS YacTblo KPpUTHYECKON WIU MHOU IpON3BOJACTBEHHON 30HDI.

2.32 ¢duvanmHas crepuwin3anus (terminal sterilization): I1ponecc, npu KoTopoM NMPOAYKT CTEPIIIHU3Y-

eTCs B OKOHYATEJbHOH YIIaKOBKE U KOTOPBIMA MO3BOJISIET IIPOBOANTD U3MEPEHUS U KOJUYECTBEHHYIO OLIEHKY
NIETAIBHOCTH MUKPOOPTraHU3MOB.

2.33 oanonanpapjenHnblii moToK Bo3ayxa (unidirectional air flow): IloTox Bo3myxa, JUMHHMHM TOKa
KOTOPOro MMEIOT OJHO HAIpaBJCHUE W KOTOPHIA MoXeT oliagath Wil He o0J1agath OAMHAKOBBIMU
CKOPOCTSIMM CTPYH BO3[1yXa 1O XOAY TeYCHHUS Napa/LUIeJbHbLIX JTUHUU TOKA.

CM. TaKxe JaMHHAPHBLIE OTOK BO3ayxa (2.22).

2.34 Benmwisumonnblii huaeTp (vent filter): Ilopucteiit MaTepuan, criocOOHBIN yOepKUBATh XKUBbIE U
HeXUBbIe YaCTHUIBI U3 Ia30B, BXOASIUMX B 3aKPLITLIA 0OBEM W BEIXOASAILMUX U3 HETO.

3 Cncrema ynpaBjieHHS KaYeCTBOM

Jnst Toro, 4yrobnt obecrieydTh KOHTPOJIb 334 BCEMH AEWCTBUSAMMU, BIMSIOIIMMHM HA ACENTUYECKOE
IIPOM3BOICTBO, HJOJXKHA OBITh OPraHM30BaHA CUCTEMA YIIpaBIEHUSA Ka4eCTBOM, COOTBETCTBYIOILAS XapaKTEPy
BRITIOJIHSIEMbIX oniepanuit. Ecnu He NpUMEHAIOTCA 3aMEHAIONINE 3TO MOHATHE HAMOHAIbLHDIE, peruoHaib-

Hble Wi MeXayHaponHbie ITpasuna Hamiexauero npoussonactsa — Good Manufacturing Practice, cucrema

3
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VIIPABJICHUsST Ka4yecTBOM JoJikHA cooTBeTrcTBoBaTh TpebopanusiMm [OCT P HMCO 9001 w/mam
I'OCT P L1CO 9002 [5, 6].

[IlpumMmeuanue — B nononHeHne K TpeOGOBaHMSIM K NPOAYKIIMYM, KOMIIOHEHTAM H IIPOM3BOACTBEHHEIM
periaMeHTaM CHCTEeMa YIIPaBJIEHNSs] KauyeCTBOM MOXET BKIIOUYATh TMCbMEHHbBIC UHCTPYKIIMH U TpeOOBAaHUA B OTHOILIC-
HUH:

a) YCNOBUM OKpYyXKalouic cpelbl B 30HE aCENTUYECKOTO IIPOUIBOLCTBA;

b) OYHCTKH K AC3HHPEKUMH 30Hb aCCNTHYCCKOTO MPOHU3BO/ACTBA;

C) CTepWIM3ALIUM NpPOoJAyKTa, 060pyNOBAHNUA ¥ CUCTEMbl KOHTEHHeEp/YKYIIOpKa;

d) acenTHUYECKOro Ipou3BOACTBa Oank-mnpoaykra (HepachacoBaHHOI'O TMPOAYKTA), HAIIPUMED JIMODHIN3ALIUM,
ACEIITUYECCKON KPHUCTAIN3ALMHU, CYILUKHA TOPOIIKOB U T. 1.;

€) NepeMelleHUs pasIMyHbIX TIPEAMETOR B 30HY aCEITHYESCKOrO MPOU3BOJICTBA UIY KPUTHYCCKYIO ITPOUAIBOACT-

BEHHYIO 30HY;
f) nopsaka niepeoneBaHUA IIEPCOHANA;

£) BHYTPHITPOU3BOACTBEHHOI'O KOHTPOMA U OLICHKM,;
h) oby4yeHHsI ONEPaTopoOB M TEXHHUYECKOTO IEPCOHANA,;
1) TOpANKA KOHTPOJAS 32 H3MEHEHUAMU;

j} BanuauunH.

4 Ilepconan

4.1 YnpasieHue nepcoHANOM

4.1.1 Craenyer paspaboraTth U IIPUHATH HHCTPYKIIUH IT0 SKCIUVIYATAILINY ACEIITHYECCKOroO ITPOU3BOICTBA,
BKJTIOUAsT OOYYEHHE MepcoHaia U KOHTPOJIb.

4.1.2 Crnenyer KOHTpOJIHpPOBATh 3OGOECKTUBHOCTL UCIIOJL30BAHUS 3TUX UHCTPYKIIMA.

4.1.3 YrnpapieH4YECKUN MEPCOHAT JOJDKEH OTBEYATh 3a COOTBETCTBHE OOYUeHUSI TpeOOBAHUAM, HEOO-
XOAMMBIM JUIS1 AOIYCKA MepcoHaa X paboTe B ACETUYECKON 30HE B COOTBETCTBUU C 4.2.

4.2 OOyvyenue Ojsi aTTecTalM¥ HA NPaBo padoTaTh B 30HE ACENTHYECKOrO MPOM3BOACTBA

4.2.1 Becr nepcoHaj, UMEIOIUMU NOIMYCK B 30HY aCEHTHYECKOrO IPOU3BOACTBA, JOLKEH ObIThH
aTTECTOBAH Ha cCOOTBeTCTBHE TpeOoBaHUSM 4.2.2 u 4.2.3. OOyyeHUE MO PaA3TUYHBIM TUCHUIUIMHAM M
BBITOAHSIEMBIM paboTaM CACAYET NPOBOAMTL C YYETOM MHAUBHAYAIBHBIX 00A3aHHOCTEN U HANIPABACHO Ha
JOCTIDKEHHE TpeOyeMOoro ypoBHA 3HAHUI.

4.2.2 KpUTepHUH OLICHKHU COOTBETCTBMS NEPCOHANA JOJKHBI OBITh OTPAXEHBI B YY€OHBIX NporpaMmax.
Bechk nepcoHan, padoTaolMi B 30HAX 4CEIITHYECKOT'O ITPON3BOICTBA, B TOM YHUCIIE 3aHSThIA TEXHUYECCKUM
OOCIYKUBAaHUEM, JOJLKECH ObITh OOYYEH CEeAYIONIEMY.

a) TUTHUEHE MepcoHaa, HAIIPUMEDP, MBITBIO PYK U METOIAM JE3UHMEeKIINH;

b) npaswiaM, KacalOUMMCS IOBEJIUPHEIX U3JEIUNA WIN NPUMEHEHUS! KOCMETUKMU,

C) aCeIITUYECKOM TeXHHKE, HAIIpMMED, IIepCOoHAal, padoTaloOUIMM B 30HE aCEIITUYECKOTO NNPOMUIBOJICT-
Ba, JOJDKEH U30erarh:

1) nuuHMX OBUKEHMY B KOHTAKTOB C KPUTHUYECKMMMU TTOBEPXHOCTSIMHU;

2) JTUIIHUX OBOKEHUN U pasroBOpOB, KOTOPBIC MOIYT BbI3BATH MEHEPALUAIO YACTHUL A TYPOY/IeHT-
HOCTD;

3) HABMXEHMI HaJl OTKPBITBIMU KOHTEMHEPAMU U OTKPBITHIM IIPOAYKTOM ¥ KOMIOHEHTAMH;

4) co3naHys NPENSTCTBUH ABMKCHHIO BO3AyXa HAal KPUTHYECKHUMHU TOBEPXHOCTSIMHU,

d) ocHOBaM MHMKPOOHOJIOTUH;

¢) IpolleXypaM rnepeoneBaHus (cM. paznen 9);

{) nMpoUsBOACTBY CTEPUNIBLHBIX ITPOAYKTOB BHYTPU 30HBI ACENITUUYECKOrO ITPON3BOICTBA;

g) HECUCTBUSIM IO 3alUIMTe KAYeCcTBA IIPOAYKIMM B 3KCTPEHHBIX CIyYasiX, HalpuMep, IpH OTKa3ax
CUCTEeMbI BEHTWIIUHAY 1 KOHOULIMOHUPOBAHHS BO3AYXa, CUCTEMBI SHEProcHaOXeHUs U IIp.

4.2.3 Ilepconan, uMeOLIH NMepHoIUIEeCKUA JOCTYII B 30HY aCENITUYECKOTO ITPOU3BOACTRA, BKIIIOYAS
PYKOBOJMTENEH, pAOOTHHKOB CIYXKO KOHTPOIA M 00ecIeYeHHA KayecTBa, KOTOPLIH MMeeT NepuoauYeCKuu
AOCTYII B 30HY aCEITHYECKOro MPOU3BOJACTBA, HODKEH ObITh 00Y4YeH U ATTECTOBAH B COOTBETCTBHH C 4.2.2
H JTOJKeH ObITh O0Y4YeH CIAeAYIOLMIMM OCHOBHEBEIM BOIIPOCAM:

a) TUrueHe IepCoOHaNa;

b) npaBuiaM, KacaroUUMCS IOBEJIUPHBIX U3ACAUA WIM TIPUMEHEHUST KOCMETHKY;

C) OCHOBHBIM 3JIEMEHTAM acEClTUYECCKONA TEeXHUKH;

d) ocHOBaM MHKpPOOUOJIOTUH;

f) mpolenypaMm nepeoseBaHusl.
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Ecnu ¢ yyeToM CTpOrux orpaHMYeHUd 30HBI aCETITUYECKOIO ITPOU3BOACTBA 3TO TPYAHO OCYILECTBUTL
Ha MpaKTUKeE, TO YKA3aHHbIA MEPCOHAN JOJLKEH TIHATEAbHO KOHTPOIUPOBATHCA ONBITHBIMM pabOTHUKAMH.

4.2.4 Cueayer BECTH NOKYMEHTALUIO O MPOXOXIeHUN OOYUEeHUS U aTTeCcTallUu.

4.2.5 Bechb nepcoHaji, KOTOPbIA HENOCPEACTBEHHO INPUHUMAET yJacTHEe B olepaldsxX HAIOJHEHUS
WY MPOM3BOIACTBA CTEPWJIBHOM TPOAYKIMKA B KPHUTHYECKHMX 30HAX, NOLKEH IIPMHUMATDb YYACTHE B
MUCTIBITAHUAX C MCIIOJB30BAHUEM HAIOJHEHUS CpellaMM B COOTBETCTBUHM C TPeOOBAHUSIMU HACTOSIIIETO
CTaHapTa HE MEHEEe OIHOI'o pa3a B rol.

4.2.6 HoBreii mepcoHas, paGoTaolMid B KPUTHYECKHUX IIPOU3BOIACTBEHHBIX 30HAX, NOJIKEH MPUHATD
Y4aCTHEC HE MEHEE YEM B OJHOM UCITBITAHUH C UCII0Jb30BAHUEM HAIMOJHEHHUS cpelaMU WIK S5KBUBAIEHTHOU
ACCIITUYECKOM OIlepalMH, KOTOpasd MOXET IIPOU3BOAUTLCA B YY€OHOM 0OCTAHOBKE, IO TOrO Kak OH Oyaer
JNOMYIUEH NPUHSTE YYACTHE B padoTe, BHITOMHSIEMON B KPUTHYECKUX ITPOU3BOJACTBEHHBIX 30HAX.

4.2.7 Bech nepcoHan 1oJkKeH IMPOXOAUTH NMOBTOPHOE OOYYEHYE B COOTBETCTBUHU C JOKYMEHTHUPOBAH-

HBIMY WHCTPYKILHSIMH KaK I10 BBITIOJIHSEMBIM QYHKIMUAM, TAK U [IO COOTBETCTBYIOLIUM 3JI€MEHTAM CUCTEMBI
obecriedyeHUsl Ka4yecTBa ¢ OMNpencIeHHON NMePUOIUYHOCTBIO WIHM IIPH HEOOXOIUMOCTHU.

4.3 OOmee cocTosHre 310POBbA NEPCOHANA

4.3.1 TlepcoHan pomkeH coodIHaTh 00 UBMEHEHWSIX COCTOSHUSI CBOETO 3TOPOBbSI, KOTOPbhIE MOIYT ITOBJIMATD
HA acenTUYECKOE IMPOU3BOACTBO (BOCITAIEHUE, MTOBPEXICHUS KOXK, OObIYHAs IIPOCTYAA, IMTOHOC U IIP.).

4.3.2 Ilpu uaMeHeHHUHU COCTOSHUS 300POBbsI, BJAUSIOLIEM Ha padOTy B aCENTUYECKOM IIPOU3BOJICTBE,

pa0OOTHUKHU HE TOJIKHEI JONYCKATHCA B KPUTHYECKME IPOU3BOACTBEHHBIE 30HEBI, HO MOTYT PA0OTATh B APYTUX
30HaX.

[IpuMevanue — IlepcoHan, ponyckaeMblid WISl paboThkl B AcCENTUYECKMX VCIOBUSX, AOJDKEH NPOXOAMUTH
[IEPBHYHOE U IEPUOIMUYECKOE MEAUMLIMHCKUE O0CIICNOBAHUS.

4.4 KoHTpOJIb nepconaia

4.4.1 PaboTHMKM, OOYUECHHBIE U ATTECTOBAHHBIE I pabOTEI B 30HE aCENTUUYECKOro IPOU3BOIACTBA,

JOJIKHBI [IPOXOAUTHE MUKPOOUOJIOTMYECKUMN KOHTPOJIb [T0 COOTBETCTBYIOUIEH IporpaMMe, KOTopast BKIIIO-
yaeT oTOOp npod ¢ oHeXIbl U I1epYaToK.

[IpumMedaHne— OOIUM NPaBUIOM ABIAETCS MPOBeAcHHE MUKpoOHonoruueckoro oréopa npob ¢ oexib!
M IepyYaToK IOCNE MX UCITOJb30BaHUA.

4.4.2 PesynbTaTbl 3TOT0 KOHTPOJISI JOMXKHLI UCIIOIB30BATLCS ISl OOHAPYXEHUS TeHIASHLNH U3MeHe-
HUSI KOHTAMUHAIMM U OLIEHKM HEOOXOOIMMOCTH [TOBTOPHOI'O OOYy4YeHUsI IMepcoHaIa.

> IIpoekTupoBanue noMenieHHUiA

5.1 OcofeHHOCTH NPOEKTHPOBAHUSA NMOMEILEHMIA

[Ipu npoekTHMpoBaHUM 30H ACENTUYECKOTO NMPOU3BOACTBA HYXKHO YYECTh CAEAVIOLIUE OCOOEHHOCTH
TUTAHUPOBOYHBIX pellIeHUH U KOHCTPYKIIMH:

a) o0eCIIeYUTh IMPUCIIOCODJIEHHOCTL TNOBEPXHOCTEH CTEH, I10J1a U MOTOJKA JUIA OYUCTKM U UX
CITIOCOOHOCTD BBIIEPXKMBATE 00padOTKY Ae3MHOHULMPVYIOLIMMHU CPEACTBAMU;

b) 3(PEKTUBHO repMETUIUPOBATH MOTOJIKH;

C) u3beraTb YCTYNOB UM JPYTUX I'OPU3OHTAJIBHBIX MOBEPXHOCTEN, HA KOTOPBIX MOIYT CKAaIUIMBAThCS
YACTHULbl ¥ KOTOPBIE MOI'YT HAPYILLIATh NNOTOKM BO3AYyXAa;

d) BBIIOJHSITH MOHTAX TPYOOITPOBOMIOB, BO3AYXOBOJOB M ITPOYMX KOMMYHUKAUMH TaK, YTOOBI N30€XAaTh

00pa30BaHUN TPYIHOJOCTYIIHBIX MECT WIH APYTMX MOBEPXHOCTEH, TPYIHO OOCTYITHBIX JUIT OYHUCTKHU,

€) MpeaycMaTpuBaTh JOCTATOYHO MECTA IJISl 30H IepeoleBaHMs, XpaHEeHUS] YUCTOM U 3arpsi3HeHHOH
OJIEX/Ibl U MBITHA PYK,;

f) pasuensiTh 30HBI IIEpeoaeBaHUS U MIOATOTOBKY OT 30HBI 4CEIITHYECKOIO IIPOM3BOJICTBA ITOCPEACTBOM
BO3AYUIHBIX [IUTIO30B M MEPEIaTOYHBIX KaMEp )11 KOMIIOHEHTOB, MaTEpUAIOB U OOOpYNOBaAHUS;

g) YUYMTBIBATh XapaKTep IMOTOKOB BO3[yXa, KOTOpbIe MOFYT IIOBJIMSITh Ha IPOAYKT U KPUTUYECKUE
[IOBEPXHOCTH,;

h) ycraHaBaMBaTh OKHA U APYTrHE CPEACTBa HAOMIOAEHUS, THE I3TO HYXHO;

1) MOMAEPXUBATH COOTBETCTBYIOILMMA IIEpEIaj JaBJAeHUS BO3yXa MEXAY ITOMEICHUSIMU Pa3TUIHbIX
KJIACCOB;

j) obopynoBare BO3AYIUHBIE 1LTIO3BI CUCTEMAaMHM, MCKIIOYAIOIIMMU HaxoxXieHue obeux ABepel B
OTKPBITOM COCTOSIHUMU;

K) nommepXuBaTh TeMIEpaTypy M, €CiIU HeoOXOOUMO, OTHOCHUTEJIBHYIO BJAXXHOCTh B JOITYCTHUMBIX
penenax ¥, No BO3MOXHOCTH, C HEIPEPbIBHBIM KOHTPOJIEM;
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1) pacnonarath 0OOpYAOBaHKE B 30HE ACEITHYECKOTO IIPOM3BOIACTBA TAKUM OOpa3oM, YToOLI oOner-
YUTh JOCTYII K HEMY ollepatTopa U OOCIYXKMBAIOILEro INMEPCOHANAa U CBECTU A0 MUHUMYMA BO3MOXHOCTH
COOOIIIEHMS OTKPBIThIX KOHTCMHEPOB H IPOJAYKTA C OKPYXAWIIEH CpEeIOH,

m) pacronararb o0opyaoBaHue, TpeOyIollee YaCTOr0 BMEIATEILCTBA OllepaTopa Wi oOCTyKUBAKO-
IIIEro [IepCOHAJA, B YIAJIEHUU OT KPUTHYECKUX IIPOU3BOACTBEHHBIX 30H;

n) YYHMTHIBATH NOTEHUUAJIBHBIE UICTOYHUKY ITEPEKPECTHOIO 3arpsA3HEeHUs.

[IpuMeyaHusd

[ Oco6Goe BHMMaHME JOMKHO OBITh YAENEHO BEIOOPY MeCTa pacHofioKeHUs 30HbI acelITUYECKOro MPON3BOICTBA
OTHOCHUTEIBHO APYIMX 30H B IIPOM3BOACTBEHHOM 31aHuy. OGocHoBaHMe BRIOOpa 3TOTO MECTA OOJDKHO OBbITh NOKYMEH-
TUPOBaHO.

2 B 3maHugX MHOTOLIEJICBOIO Ha3HAYCHUS 30HY aCeIITUYECKOro NMPOM3BOACTBA CICAYET pacnojiararb BAAIU OT

30H ¢ MHTCHCUBHBLIMM MOTOKAMM TpPaHCNOpTa (MaTepUaioB, 0OOpYAOBAHUS M INEPCOHANIA) KN OTHEIATDH ¢e hHU3NUEC-
KMMM 6aphepaMH.

3 Ecau B 30He acerrTuyeckoro Mpou3BOACTBA UCNIONB3YIOTCS YYBCTBUTE/IbHEIC BEINECTBA, LIHTOTOKCHYECKME M
ApYTrUe ONacHbiC Marepranbl, TO B IIPOEKTE MOMEIUCHUA 3TH OCOOEHHOCTH AO/UKHbBI ObITh YYTCHAI.

5.2 PaccMorpenne npoeKTa noMeneHui

J.2.1 Ilpouecc paccMOTpEHUS IPOEKTa [TIOMELICHU M JOMXKEH ObITh IPOBEAEH U JOKYMEHTHUPOBAH TAK,
9TOOBI MMOKA3aTh COOTBETCTBUE NpoeKTa clielupUYecKUM TpeOOBAHUSIM IMpOU3BOACTBA Mpoaykuuu. IlTpoekt
[TOMEILEHUS CJIENYET paCCMaTPUBATh TAKXKE MPU BBEACHUU HOBBIX HMPOLIECCOB WM BUAOB ITPOAYKIIMMN.

5.2.2 I cylIecTBYIOIMX YCTPONUCTB CACAYET IIPOBECTU PETPOCIIEKTUBHBIN aHAINU3 DTOI0 TpeOOBAHUSI.

3.3 Ilorox marepnaios

B npoexTe MOMEILeHNH, Iie paciojiaraeTcs 30Ha acelTuYecKoro Npou3BOJACTBA, CIEAYET IIPELyCMOT-
pPETH KOHTPOJIb 3a [TOTOKAMU KOMIIOHEHTOB ¥ MAaTepPHAJIOB, YTOOH!:

a) MNOoNIePXMBATH MUKPOOHOJIOTHYECKYIO YHUCTOTY B KPUTUYECKMX ITPOU3BOJCTBEHHBIX 30HAX;

b) MUHMMU3UPOBATH MONAamaHUue 3aTrPSA3HEHUNA B 30HY ACEIITHYECKOTo IPOU3BOIACTBA U 0OECIIEYUTH
KOHTPOJIb 3arpsI3HEHU TaKUM 00pa3oM, YToObI HE IOINYCTUTH UX B KPUTHYECKHE MPOH3BOACTBEHHDBIE 30HMI;

C) UCKIIIOYMTh CMEUIMBAHHE YUCTBIX U I'PA3HBIX IIPESIMETOB.

6 30HbI acenTUYECKOTo NPOH3BOACTBA

6.1 Ob61mMe noJoKeHns

[IpimeuyaHue — 30Ha acenNTUYECKOro IMpOMU3BOJICTBA COCTOUT M3 30H, Ui KOTOPHRIX TpeOyeTCst pascIcHUe
1 KOHTponb. TpeGoBaHMs K KAaYeCTBY BO3IyXa B KAKION 30HE 3aBMCAT OT BUAA BBIMNOJHSEMbIX OIEepallMid. DTH 30HE]
pPasfeNAIOTCA Ha KPUTHYECKHE ITPOU3BOACTBEHHEIE 30HEI M MPOYHE ITPON3IBOLACTBEHHEBIC 30HHI.

6.1.1 3oHa acenTUYECKOIO MPOU3BOACTBA JOJLKHA IIPEACTABISITE COOOM KOHTPOJIUPYEMOE IIPOCTPaH--
CTBO, B KOTOpPOM 3arpsi3HeHHe MUKPOOPraHU3MaMM U YaCTULIAMH HAXOAMUTCS B YCTAHOBJEHHBIX Ipelenax.

6.1.2 IocTyn B 30HY acernTU4ecKOro MPOoU3BOACTBA JOJDKEH ObIThL OTpaHUYEH, B HEe MOXET BXOIMTD
TOJIBKO aTTECTOBAHHLIM ITEPCOHAI, KaK YKa3aHo B 4.2.

6.1.3 Cnenyer nmpenycMoTpeTh HEOOXOMUMBII ONHOHAMNpPABJIEHHBIN MOTOK BO3AyXa WU/WIN TOJOXU-

TEJbHBIH Ilepenay HaBjieHUsi, YTOOBl He HOIYCTUTb IONAZAHUA 3arpsA3HEHU B 30HY aCEITUYECKOro
IMPOU3BOJICTBA M3 COCEIHUX 30H.

6.1.4 JonxHa OBITH NPUHATA, JOKYMEHTANBEHO 0OpPMIIEHA, BBEeHA 1 MONIEPXKUBATHCA NIPOrpaMMa
KOHTPOJIA OKPYXAIOUIEH Ccpenbl.

6.2 KpuTHyeckue NpOM3BOACTBEHHbIEC 30HbI

6.2.1 JomxHB OBITh OINpeNeieHbl KPUTHYECKHUE ITPON3BOACTBEHHDBIE 30HBI M JOKYMEHTAIBHO YCTa-
HOBJIEHE! TpeOOBaHUA K HOIIYCTUMOMY 3arpsi3HEHUIO 3TUX 30H MUKPOOPIraHU3MaMH U YaCTUHAMM.

6.2.2 JIo/mXHbI OBITh MPENNIPUHATE HEOOXOIUMEBIE MEPHI 110 CBEIEHUIO K MUHHUMYMY BO3MOXHOCTH
3arpsA3SHeHUA CTEPUIN3YEMBIX IPEAMETOB, MATEPUAIOB WIIY OKPYXAIOIEll cpelbl.

6.2.3 B 1 M3 Bo3ayxa KpUTUYECKUX MPOU3BOACTBEHHBIX 30H JODKHO COAepXAThCs MeHee 3500 gacTuir
pasmepom 0,5 MKM ¥ Gosiee B COCTOSIHUM «B SKCIUTYATALIHM».

[IpunMeyaHnusg

1 KayecTBo BO3myxa HOJDKHO COOTBETCTBOBATh 30He A, kinaccy S MCO win xnaccy 100 B ucnionb3yeMuix
HaLMOHANLHLIX U MEXIYHAPOIHBIX CTAHAApTAX II0 KAYECTBY BO3AyXa.

2 Kpurnueckue TpoM3BOACTBEHHBIE 30HBI MoIeXar 3(pdeKTMBHOMY KOHTPOJIO BO BpeMs 3KCIUIVaTaliiy ¢
LIEbIO BHIABIEHHUA TEHICHUUN U3MEHEHUs TTapaMETPOB OKpYXalollet cpennl.

3 Jlomyckaercsi, YTO He BCerja BO3MOXHO IPOBOJANTE KOHTPOJIb COOTBETCTBHS YHCTOTH! 110 YaCTHIIAM BO BpeMH
[poiiecca HAITOJHEHNA M3-3a o0pa30BaHUs YAacTUIl WIM KalleJIek OT caMoro npoliecca.
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6.2.4 Kputuyeckue NpOU3BOACTBEHHBIE 30HBI MOMIEXKAT TEKYIUEMY KOHTPOJIO Ha IIPUCYTCTBHE
MMKPOOPIraHU3MOB, T. €. MUKpOQJIOphl/U30JISITOB B OKpyXatouiei cpene (14.3.1.1) 1 aspo30abHBIX YaCTHI]
(14.4).

6.3 Jlpyrue npoM3BoACTBEHHbIE 30HbI (BHYTPH 30HbI aCEeNTHYECKOro NMPOM3BOACTBA)

6.3.1 JomkHbl OBITH ONIpeaeseHbl APYrUe IPOU3BOIACTBEHHBIE 30HBI M YCTAHOBJIEHBI TPEOOBAHUSA X
UX 3arps3HEHUI0 MUKPOOPraHU3MaMH U YaCTULIAMU.

6.3.2 JlojoKHBI OBITH HpeAITpUHATH HeoOXoAMble MEPHI IO CBEAEHHIO K MUHUMYMY BO3MOXHOCTH
3ArpASHEHUS CTEPWIN3YVEMBIX TIPEAMETOB, MATEPUATIOB WIH OKDPYXAIOIIEH Cpelbl.

6.3.3 B 1 M3 Bo3ayxa Opyrux MpOU3BOACTBEHHBIX 30H HOJDKHO coaepxaTrhesi MeHee 350000 wactur
pasMepoM 0,5 MKM ¥ 0oJiee B COCTOSIHMU <«B BKCIUTyaTallVU».

[IpuMedaHue— D10 Ka4eCcTBO Bo3ayxa oObIYHO cooTBeTcTBYET 30HE B, knaccy 7 MCO mnu xnaccy 10000 B
HCTIO/IB3YEMBIX HallMOHAJNBHBIX M MEXAYHApPOAHEIX CTaHHApTaX ITO0 Ka4yecTBY BO3yXa.

6.3.4 [pyrue npou3BOACTBEHHBIE 30HBI [TOMIEXAT TEKYHIEMY KOHTPOJIIO HA MPUCYTCTBUE MHUKPOOP-
raHWU3MOB, TO €CTh MUKPOdIOPhl/U30JATOB B oKpyxatouiei cpene (14.3.1.1) u aspo3onsHbix yacTulf (14.4).

7 BcnomoraTesibnbie 30HBI 32 NIpenejiaMi 30Hbl ACENTHYECKOrO NMPOM3BOACTBA

7.1 B 1 M3 Bo3myxa BcIoMoraTeIbHBIX 30H HOJDKHO cojepxarbess MeHee 3500000 wactuiy pasmMepoM
0,5 MKM U HoJiee (COCTOSIHUE «OCHAILIEHHOE» WIH «B SKCIUTyaTaluU» CIICLUPULIUPYETCS B JOKYMEHTALIUK)*.

[IlpuMevasun g

| BTo xadecTBO Bo3ayxa JA0KHO cooTBercTBOBaTh 30HaM C/ D, xnaccam 7 (8) MCO vwnm xnaccam 10000 (100000)
B UCTIOTH3YEMEIX HallMOHANBHBIX M MESX/IYHAPOAHBIX CTAHAApTaxX 110 KAUECTBY BO3IyXxa.

2 JlesnHdeKiMAa U KOHTPONb OKPYXAIoLUeH cpelbl 3THX 30H MOTYT OBITh MEHEEe YaCTLIMM, YEM IUIsI TPOU3BO/-
CTBEHHBIX 30H.

7.2 BcrioMoraTeabHbIE 30HBI ITOJLIEXAT TEKYHIEMY KOHTPOJIIO HA IPUCYTCTBHE MUKPOOPTraHM3MOB, TO
eCTb MUKPOGJIOPHI/U30JIATOB B OKPYXAIOLLEH cpele.

8 CucreMpl BEeHTHJISIIMH H KOHIUIHOHMPOBAHMSA BO3IYXa U KOHTPOJIS

[IpuMedanue— OCHOBHBIC 3JIEMEHThI CUCTEMbI BEHTHIALIMA U KOHAMLIMORMPOBAHMS BO3yXa ¥ IIPOrPAMMEL

KOHTPOJISA TpeOyIOT COOTBETCTBYIOLIEIO IOAX0Aa MPH IPOSKTHPOBAHUY ¥ KOHTPOJIE aCENTUUYECCKHX IPOU3BOACTBCHHDIX
30H, BKJIOYast obecriedeHue OTHOCUTENBHOM BJIIAXHOCTH, TEMITEPATYPhl, CKOPOCTH NOTOKA BO3/yXa, BhICOKOP(PEKTUB-

HOH @PIJILTP&IIPIPI, Opranu3alliid OOHOHAIIPABJIICHHLBIX IMNOTOKOB BO3ayXa U THCPCIIaJad JHABJICHHA MCXOAY COCCIHMMH
IMOMCLICHUAMMH.

8.1 Temneparypa ¥ OTHOCHUTENLHAA BAANKHOCTD
8.1.1 3HayeHUs TEMIEPATYPHI ¥, IPU HEOOXOAUMOCTH, OTHOCUTEIBHON BAAXKHOCTHA BO3AYXa JOJLKHBI
OBITH OIIPENE/ICHEl, KOHTPOJUPOBATHCS U PETYJIMPOBATLCA TAK, YTOOB! BRIMTOJIHSUIACH TpeOOBaHUS KOM(popTa

COTPYIHMKOB ¥ Ka4eCTBa IIPOAYKTA. DTO IMPAMO BIMUSAET HA ACENTUYECKYIO TEXHOJIOTUIO U MOTEHUNAJIbHBIN
YPOBEHb 3arpsA3HEHUM.

8.1.2 DTH 3HAYEHUA TOJLKHEI YIUTHIBATH TPCOOBAHUS pabOTAIOIIETO [IEPCOHANIA H SKCIUIYaTUPYEMOTO
000OpyIOBaHUA.
8.2 Bo3nyx

8.2.1 Ilepenan gaBjeHHST BO3JAyXa MeXOYy COCEIHMMH 30HAMH JOJDKE€H OBITh crieluUIMpPOBaH,
KOHTPOJIMPOBATBLCI U PEryJIMPOBATHCS.

8.2.2 Bo Bce KpuTH4ecKMe IIPOU3BOJACTBEHHbIE 30HABI JO/IKEH roaaBaThcsi Bo3ayx ot HEPA dbwibTpos,
CKOPOCTb KOTOPOrO JOJIKHA COOTBETCTBOBATH TpeOOBAHUAM YCTAHOBIEHHOIO KJ1aCCA YUCTOTHI.

8.2.3 CKOpOCTb ONHOHANPABICHHOI0 ITOTOKA BO3AYyXA MOJKHA KOHTPOJHUPOBATHCH UIS KaXOOro
HEPA ¢unpTpa B COOTBETCTBHU € IPOrpaMMon 4epes onpelcicHHbIE MHTEPBAAbl BPEMEHHU.

IlpuMeuaHu e — 3HAYNTEJBHOC CHMXEHHME CKOPOCTH MOTOKA BO3/yXa MOXET IPHBECTH K YBEITHYCHHUIO
3arps3HeHU.

8.2.4 JlonxHbl OBITH OIPEOCICHBI U NOKYMEHTHPOBAHBI TPEOOBAaHHS K ITIOTOKAM BO3AyXa, UTOOHI
[T0KA43aTh COOTBETCTBUE ITOTOKA BO3yXa TEXHOJOTMYECKOMY IIPOLIECCY; CAEOyeT [IPOBECTU MCCAEHOBAHUA
BIAMSHUSA TYpOYJIEeHTHOCTH HA 3(PPEKTUBHOCTL OYUCTKU MOTOKOM BO3AYyXa.

*B UCO 13408-1 ykazaHo TOJIBKO COCTOSAHME «B aKciuyaraummn». B IIpasunax GMP EC paccMmarpuBaercs Kak
COCTOSHUE «B IKCIUIYATALMHU», TAK M «OCHAIIEHHOE» COCTOSHHE. BTO YUTEHO B HACTOSINEM CTAaHIAPTE.
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8.3 Lleaoctaocts HEPA dwmnTpoB

8.3.1 Ceptudukauus

IMocTaBiyk nomxeH npeactaButh ceptudukar Ha HEPA dunetprl, noarsepxnanonmui ux 3¢ dek-
TUBHOCTb.

8.3.2 llepBOHAYAJILHEIN U ITEPHOANIECKUNA KOHTPOIb

8.3.2.1 LlenocTtHocTs MABTPOB MOJDKHA OBITH NMPOBEPEHA COOTBETCTBYIOILMM METOINOM IOCIHE MX
YCTAHOBKHU.

8.3.2.2 Korma HeobxomuMsbie mapaMeTpbl momaepxupBarTcsa 3a cuer HEPA ¢uiabsTpos, nocienHue
NOJDKHBI OBITE [TPOBEPEHBI ITOCJIE YCTAHOBKM Y ATTECTOBAHBI ITPH IIOMOLLM COOTBETCTBYIOLLIEro TECTA, HAaIIpUMeEp,
xonopHoro wiu ropsiuero DOP wiu Tecra, napadprHOBOIO Macia, XMMIYECKOTro aspo3osst | TIp.

8.3.2.3 CkopocTb ITOTOKA BO3AyXa, IIpoxoasiiiero yepe3 GuabTphl, AODKHA NPOBEPSTHCI C ONPEHE-
NEHHOM MEPHOAUYHOCTHIO.

8.3.2.4 llocne moboro uzmMeHeHUsI KOHGUIypallMM MTOTOKA BO3IyXa NOJKHA ObITH 3aHOBO NMPOBEIACHA
ero NnpoBepKa.

8.3.2.5 PWIbTPHI JOKHEI ITPOBEPSTHCS COIJIACHO NOKYMEHTUPOBAHHOM METOAUKE IT0CTIE BO3ZHUKHO-
BEHHS JIIOOOM CUTyallMM, KOTOpast MOXET MOBJIUSTH Ha LEJOCTHOCTh QMIBTPOB, WIM KOLJIA PEe3YyJIbTAThI

KOHTPOJISI OKPYXKAIOlel cpellbl YKa3bIBaloT HA BO3MOXHOCTh YXYMILCHUS 1IeJIOCTHOCTH (PUNBTPOB.

9 IlepeoneBanue

9.1 Ob0yyenue nOpsAIKy nepeoneBaHns
9.1.1 IlepcoHan nomxeH ObpITh 0OOyUY€H COOTBETCTBYIOLUEMY MHOPSIAKY IEepeoaeBaHUsSI, YTOObI pUCK
BHECEHHUS 3arpsi3HEHUS] B 30HY acCeNTUYECKOro INPOU3BOACTBA ObUI MUHUMAJIbHBIM.

9.1.2 DddexTuBHOCT, 0O0YYESHUS JOXHA OBITH NPOBEPEHA C IOMOILBI0 MUKPOOMOJIOTMUECKUX
METOJIOB.

[lpuMmMedanue — C LUenbi0 AeMOHCTpaUUH I(MDPEKTUBHOCTH IIEPEOAEBAHUA MOTYT HCNONbL30BATHCS TAKXKE
o01ure MeToObl OLICHKM 3arpsi3HEHUs YaCTULIAMMU.

9.1.3 Pesynbrarsl NpoBepKU YMEHUS MEPeoeBaThCs JOJDKHEI OBITH JOBEAEHBI 10 CBEICHUS paOOTHUKOB.

9.2 Tpebomanns K mepeoeBaHHIO

9.2.1 IlepcoHan DoKeH HOCHTh CIELUAIBHYIO OHEXKAY ([IEpBOro rnepeoneBaHusl), BKIOYas oOYBb,
JI0 TOTO, KaK OH BOMIET B 30HY NepeogeBaHuUsl.

[IpumMedyaHus
1 IlepcoHan AoiXeH BXOOWTbL B 30HY TlepeoNeBaHUS YEpe3 BOAYLIHBIA 1IUTIO3.

2 llepcoHas MoXeT NepeoJeBaThCs B CTIELIMAIBHYIO OJIeXAY NPEAIIPUATHA (TIepBOe NTepEolieBaAHUE) B BO3AYLIIHOM
1L1I03€, HaXondileMcs B Onu3iiexalieM NMoMEUIeHUM 10 OTHOUIEHUIO K 30HE NepeoaecBaHUl.

9.2.2 Bo BcrioMoraresbHbIX 30HaX MEPCOHAN JO/DKEH HOCHUTh OJIEXAY, KOTOpasi OTBeYaeT TpeOOBAHU -
SIM YUCTOTHI IO YACTUIIAM, YCTAHOBJICHHbBIM JUIS 3THUX 30H.

[IpuMmMedvaHue— lNonoBHOM yOop M, ecny Tpebyercsa, Macka 1 O0poabl HAAEBAIOTCS B BO3OYIHHOM LIUTIO3E.
OpHopa3oBbie OAXWIKI MOI'YT MCITONB30BaTHCS B JOTIOJIHCHHE K CIICUMAILHONA OOYBH.

9.2.3 ITlepcoHan, BXOOSINUI B 30HY aCEIITUYECKOro IMPOU3BOICTBA, JOJKEH HOCHUTD OofexXay, oopado-
TAHHYIO TaK, YTOOL! HA HEH OTCYTCTBOBUIM MHKPOOPTAHM3MBI U BBIAECACHUE YACTHUL] ObLUI0O MUHUMAJILHDBIM.

[IpuMeyaHns

| CrepwIbHBIC IIACTUKOBLIC OUKU YACTO HAACBAIOTCA MOBEPX KAIMIOIOHA JUIA 3aUIMTEI a3 ¥ 6poseit. Caeayer
TINATE/ILHO CICOUTD 32 TEM, YTOOBI B paOHE TOAbIKEK HOT, 3aIIACTUNA WIK L€ He ObUIO ITPOMEXKYTKOB WIH OTKPBIThIX
y4acTKOB KOXM. IIpM BLINOAHEHUMHM B UMCTBIX NOMELICHUSIX HEKOTOPRIX ONEpauMi MCIIONb3YIOTCH HApPYKAaBHWKM,

BBRICOKME 0axyuNbl U ABOMHEIC MIEPUYATKH, YTOORI CBECTH IO MMHMUMYMa BEPOATHOCTD IOSABIICHNA HE3aKphITHIX YYacTKOB
VT HETUIOTHOCTEH NPH ABHDKEHUM.

2 Opexny, NMpoBEepCHHYI0 Ha HalMyne MUKpoOHOro 3arpsisHeHus (cM. 4.4), MOXHO MHCIHOJIL30BaTh B 30HE
ACEIITUYECKOrO IIPOU3BOACTBA TOJBKO ITOCHE COOTBETCTBYIOILENH 00pabOTKH.

9.3 KoHTpo/b 0€TOr0 HEPCOHAIA
9.3.1 Ilopagok KOHTpoOJA TOro, 4YTO IEPCOHAN HE HAHOCUT Bpela OKpyXKaiouieil cpeire B 30HE
ACEIITUYECKOI'O IMPON3BOICTRA, NOJLKEH ObITh OoNpelcicH MUCbMEHHBIMU UHCTPYKITUSIMM.

9.3.2 IlepyaTky ¥ ofexXOy CIENYET CHCTEMATHYECKHU IPOBEPSITh HA COOTBETCTBYIOLIEE TIpHWiIeraHue 1
11EJIOCTHOCTD.
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9.3.3 PaGoTHuUKaM, 3aHSTHIM BO BCIIOMOTATEJbHbIX 30HAX BHE 30HBI dCENTUYECKOI'O IIPOU3BOLCTBA,

3arpeniaeTcss JOCTYIT B 30HY aCEIITHYSCKOro NPOU3BOACTBA 0€3 COOTBETCTBYIOLLIETO ODYYEHHMSI M Iepeole-
BaHUA (cM. 4.2).

IlpuMewyanne — Ilepconas, cBd3aHHbLIY C ONEpPalLAMM HATOJIHEHMA, He JOJKEH B TEYEHHE CMEHBl 3aMe-
HATBCH pabOTHUKAMM, BHITTONHAIOIMMHU Apyrve GYHKIHY BHYTPH 30HBI aCEHNTHYECKOTO IIPOH3BOACTBA.

10 Oyuctka ¥ ae3undexknus 30HbI aCENTHYECKOr0 NPOU3BOACTBA

10.1 desunduumpyionme ¥ MooKe CpeIcTsa

10.1.1 Cxaeayet npoBOIUTh CUCTEMATHICCKYIO OUMCTKY U Ae3WHOEKIMIO aCENTHYECKUX TPON3BOIACT-
BeHHBIX 30H B COOTBETCTBHM C JOKYMEHTUPOBAHHBIMH MHCTPYKIIUSAMMU.

10.1.2 CraenyeT UcroJib30BaTh TOJbKO BAJIWIAUPOBAHHBIE U pa3peLlieHHbIe K UCITOJIb30BAHUIO MOIOIIINE
M Je3UHPULMPYIOIINE CPEACTBA.

10.1.3 Moromue n ne3suHdULMpyIOIHUE CPEACTBA HE NOJIKHBI COIepXaTh MUKPOOHOIO 3arpsi3HEHU.

10.1.4 Crenyet odpopMISTh U COXPAHATH NPOTOKONBI O NPOBEACHUN OYUCTKY U Ae3UHMEeKINHN.

10.1.5 HMHcTpyKUMM D0JDKHBI BKJIIOYATh JaHHBIEC 00 HCIOJIb3yEMBbIX paspellleHHbIX CpeacTBaX, rpadu-
KaX OYHCTKH, IIPHUMEHECHUH Ae3MHPUUHUPYIOMHUX CPEJCTB, OYUCTKH MOCJIE NJe3UH(PEKIHH, €CIIU 3TO Tpedy-
€TCSI, MEpax 1o 3aLUTE [ePCOHANIA, TPEOOBAHUSIX K XPAHEHHUIO MOIOIIMX U AC3UHOULIMPYIOIIUX CPEACTB U
Mepax MpedoCTOPOXHOCTH.

10.1.6 Crnenyer npoBecT: BaJMIALUIO METOAOB YAAJICHUS OCTATKOB MOIOIINX U Ie3MHPUUMPYIOHINX
CPeICTB C IIOBEPXHOCTEH, KOTOPHIE KOHTAKTHPYIOT C HPOLYKTOM.

10.1.7 He3uHbUUUpPYIOLIME CpelCcTBa JO/DKHBI HMETh YCTAHOBJICHHBIN CPOK FOJMHOCTH.

[IpuMmevyaHnmus

] EMKocTH, B KOTOPBIX XpaHsTCcsa Ae3UHGULMPYIOILNE CPEACTBa, JOKHBI OBITh TILIATEIBHO OYHILEHH U, €CNH
HeoOXOAMMO, CTEPWIN30BaHbl Nepes] NMOBTOPHBIM MCITOJIb30BAHMEM.

2 Ilpu xpaHeHMH M HCITOB30BAHMM MPUMEHSAEMBIX CPEICTB HYXKHO CTPOTO CIEXOBAaTh HHCTPYKLMAM HM3TOTOBUTES.

3 Ilpn BmIOOpE He3uHOULMPYIONINX CPEACTB M METOAOB HX IPUMMECHEHMS clenyeT NMpPUHHMaTb BO BHHMaHME
HallMOHANBHBIE TpeOOBaHUS 6¢30IIaCHOCTH IIEpCOHANIA.

4 Cnenyer npeaycMaTpUBaTh CMEHY UAH POTALUIO ASIUMHODHUMPYIOUIMX CPEACTB, MCXOAT M3 BO3MOXHBIX
N3MEHEHUH B MUKpoQIope/A30JITaX IOMELIEHUMN.

5 Eciau KOHTPOAb OKpyXamlleHd cpedbl YKA3hiBACT HA IPUCYTCTBHE CIOPOOOPA3YIOHIHMX MUKPOOPTaHM3MOB,
fuIeceHu M IrpMboB, MOXET NTOTPEOOBATHCH IIPUMEHEHHE CITOPOLMIHBIX AareHTOB.

6 Emxocti A nesnHGUIMPYIOIMUX M MOIOLIMX CPEACTB M Apyroe obopyaoBaHue g OYUCTKKI 30H acenTrdec-
KOI'0 NIpOMU3BOJICTBA JOIXHBI NCTIOJIBb30BATHCA TOABKO B 3TUX 30HAX.

10.2 Baaupaiuus MerozoB Ae3nHQexuHy

10.2.1 BddeXTUBHOCTE U NEPUOIUYHOCTD NPOBEACHUS HE3UMHPEKIIMHA HOJDKHBI OBITh OIpENCICHBI
[IpY BAINAALIMH.

10.2.2 Jna xaxmoro rnoMeieHuss 1 obopynoBaHUsl NOJXHBI ObITh pa3paboTaHbl U HAXOAUTbLCHA Ha

MECTe COOTBETCTBYIOLIME UHCTPYKIIMY [0 OLIEHKE, aTTeCTAllMH U KOHTPOJIO UCMOAL30BaHUA ne3uHduuu-
PYIOLLMX CPENCTB.

ITpuMedaHue — OueHky 30dEeKTUBHOCTH AEC3MHOUUMPYIOLIUX CPEACTB CICAYET HPOBOAUTbL C VIETOM
YMEHBILUEHMSA TUTIOB M KOJNYECTBA MUKPOOPIraHU3MOB, BBISIBIGHHLIX Ha NOBEPXHOCTAX BO BpEeMS TEKVIIEro KOHTPOIS
OKpYyXalollleH CpelInl.

10.3 Kontpoan 3¢h¢peKTHBHOCTH OYHCTKHA H Je3HH(EeKIHn

10.3.1 Onenka sdpdpexTUBHOCTH OYUCTKHU M Je3NHPEKUIMH NOKHA OBITh COCTABHOM 4acTblo o0IIeH
[IPOrpaMMBI KOHTPOJIA OKPYXKAIOWEH cpesbl.

10.3.2 Ilpu nosiBiieHUM HEOOBIYHBIX PE3YAbTATOB MUKPOOHOJOTHYECKOr0 KOHTPOJSI WM HEOOBIMHOH

YCTOWYUBOCTH MMKpPOOPraHM3MOB HYXHO IIPOBECTH M HOKYMEHTAJIbHO OQOPMUTH HCCIEIOBAHHE 10
OOHAPYXEHUIO UCTOYHMKA 3arpsg3HEHMS.

11 Artecramusi 000pyroBanHsi, HCNOJb3yEMbBIX CPEACTB H BaJMAaNMs Npouecca

11.1 OGume mo/10KeHns
11.1.1 Bce BBIITOJHSIEMbIE B ACEIITUYIECKOM ITPOU3BOLNCTBEHHOM 30HE MpOLIeCChl, KOTOPhIe BIUAIOT Ha
CTEPWJIBHOCTD WJIHM Ka4eCTBO IIPOMYKTA, HOJIKHBI OBITh BAJIMIUPOBAHHI.

11.1.2 doyxHbi ObITh pa3pa®oTaHbl HHCTPYKIIMH, OIMCHIBAIOIIME BCE ONEpaliiy B KPUTHUYECKOI 30HE
(XxpuTHYECKOM O0ODPYIOBAHHHU).
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11.2 ArTecTanysg TEXHOJIOTHYECKOro 000pyXOBAHMSA

TexHonornyeckoe o00OpyaoBaHue (CTEPUIN3aTOPhI, CPEICTBA OYMCTKHU, (PUIBTPHI, YCTAHOBKHK HAITOJI-
HeHHUs, 000pYIOBaHUE 110 YKYIIOpKe, o0OpynoBaHUe ISt FEPMETU3ALMYA U YCTAHOBKU JIMODUIBHON CYILIKU
M T. I1.) JOJDKHO OBITH ATTECTOBAHO HA COOTBETCTBME CBOEMY HA3HAYECHUIO.

11.3 Baiunauusa CTepuiM3auiy NoBepxXHOCTEH 000pyA0BaHH, KOHTAKTHPYIOIMX € NMPOIAYKTOM

11.3.1 IloBepxHOCTH 00OpYHOBaHUS, KOHTAKTUPYIOLLME C IIPOLYKTOM, NOJDKHBI ObITh CTEPIIM30BAHAI.

11.3.2 Ilporecchl cTepriM3ani, OTHOCSAIIMECS K MOBEPXHOCTIM BBIIIEYKA3aHHOTo 000pyI0BaHuA,
JOJKHBI OBITH BaTUIAHUPOBAHBEI.

11.4 Baamnauus cpeacTs, HCNOJAb3YEMBIX B TEXHOJOTHYECKOM Ipouecce

CpencTBa, UCIOJb3YEMBIE B TEXHOJIOTUYECKOM IMPOLECCE, TAKUE KAK BOllA OYMILECHHAas, 8OHA AJIS
UHBEKIUH, CXKATBIN BO3IyX A4Sl papMalieBTHYECKUX Ueeit (M/Wiu Apyrue rasel), YACTHIM WIX IIPUIOTOB-
J€HHBIA Ha OCHOBE BOObI ISt UHBbEKLIUKA ITap, a TAKXKE CHUCTEMBl OUYUCTKM HA MecTe U 00paboTKHU riapom
Ha MecTe JOJDKHBI ObITh BAJIMAUPOBAHBI HA IIPEAMET COOTBETCTBUSI CBOEMY HA3HAYEHMUIO.

12 Marepuainl 1 000pyaoBanMe, MNOCTYNAIOMIME B 30HY aCEINTHYECKOro MPOM3BOACTBA

12.1 Crepuwmsanns

KaxneIil rmpoiecc CTepmIn3alil KOMIIOHEHTOB MJIM MaTepUalIioB, UCIIOJNb3YEMBIX B aCEIITHYCCKOMN
30HE¢, NOMICKNUT HE3ABUCUMOMN Ba/IUIALIHH.

12.2 Ta3nl

12.1.1 CxaTtbie ra3bl, KOTOpPhle KOHTAKTUPYIOT C IIPOAYKTOM, KOHTEMHEPOM, YITAKOBKOM VI ITOBEPX-
HOCTBIO, COITPHUKACAOIIEHCH C NPOAYKTOM, MOLIEeXAT CTEPUIN3ALUH.

12.1.2 CxaTblfl BO3AYX ClefyeT KOHTPOJIMPOBATh HA BJIAXHOCTD M 3arpsi3HEHUE MacjaMy.

12.3 buo3arpasHenus

CrnexyeT NepyMoOOUYECKU ONIpeAe/IsiTh XapaKTEPUCTUKH U PE3UCTEHTHOCTh K MUKPOOHOM MHAKTHUBALIUU

Ono3arpsA3HeHUN Ha TTOBEPXHOCTAX KOMIIOHCHTOB U O0OPYHOBAHUS, KOTOPBIE ITOCTYIIAIOT B 30HY ACEIITH-
4YecKOro NpOMU3BOJCTBA.

12.4 JlenuporeHn3auus

[IpH HCTTONB30BAHUU ITpOlLiEcca ASTTUPOTeHU3AUU JOJDKHO OBITh ITOKA3aHO, YTO STOT ITPOLIECC MOXKET
yoajasiTh OOJbLICE KOJUYECTBO SHAOTOKCHHOB, YeM UX MOXET U3HAYANbHO IIPUCYTCTBOBATh B KOMIIOHEHTE
WIX OPOAYKTE.

[TpuMeyaHua

1 Crnenyer ycTaHOBHTDb KOJIUYECTBO HAOTOKCHUHOB Ha MarepHanax 10 lpoBedeHHUA rpoliecca AeyporeHu3aluyu.

2 MemmuMHcekve N3aenvst H/WiM KOHTEHMHEDH! U3 IIACTMACChl MOT'YT ITPOXOIMTDh JCTTHPOTreHHU3al M0 TT0JIOCKa-
HyueM (TIpOMBIBAaHWEM), U/WIH NPU BBICOKOTEMIIEPATYPHOM JIMTHE U/MAH 3KCTPY3UU IO HAMNOJHEHHUA. DTH NpEeAMETHI
IOJKHDBI OBITE CTEPpMIIM30BAHbI KAK MOXHO CKOpee Mocae MOMKHU, YTOOLI IIPESAOTBPATUTED 3arps3HEHUE SHIOTOKCUHAMHA.

3 PesnHoBbie NMpoOOKM MOI'YT CUMTATHCHA CBOOOIHBIMHU OT ITUPOTCHOB 34 CYET MHOIOKpPATHBIX IIMKJIOB MBIThSl U
MOJOCKAHUA TEPEN OKOHUYATSIBLHOU CTEPUNU3ALIUEH TTAPOM.

13 IIpoussoactso

13.1 Cunegyer KOHTpOJIUPOBATh CMCUIMBaHUE HepacPacoBaHHBIX PACTBOPOB, YTOOBI MpeAyNpeauThb
[TOBBILICHUE YPOBHA 3arpsA3HEHHSI MHUKPOOPraHW3MaMH M, BO3MOXHO, 3HIOTOKCUHAMM, KOTOPbIE MOIYT

MOSIBUTBCS K 3TOMY BPEMEHH, IO TOTO KaK HepacdacoBaHHBIN pacTBOP MPOHIET CTEPUINYIOIYIO DUIIbT-
paLMIo.

[IpuMedyanne— CMelInBaHHE PACTBOPOB JO/DKHO HPOBOIUTLCH BO BCIIOMOTaTeNbHBIX 30Hax (cM. 7.1) B
repMETU3UPYEMBIX pe3epByapax, 0CoOOEHHO €CJIM pacTBOP JOIKEH XPaHUThLCS NO0 GHABTPALMH.

13.2 OOuiee BpeMs, 3aTpaynBaeMoe Ha WIbTpaALUMIO NPOAYKTa U HANOJHEHHE UM, 4 TaKKe Bpems

OT OKOHYaHUA GUABTPAUMHU IO HaYas1a HAIIOJTHEHUS He JO/DKHO IIPeBHIIATh YCTAHOBICHHOIO MAaKCHUMAIBLHO
NOTIYCTHMOTO IIpeea.

IilpuyMedaHue — BpeMsa Mexay ornepalMsMH MBITbI U CTEpWIM3ALIMN NO/DKHO ObITh MMHMUMANBHBIM U He
IpEeBbILATh YCTAHOBASHHOIO0 MAaKCUMAJIbHO JONYCTUMOTO IIpeaena.

13.3 Bce TtexHoOJIOTHYECKUEe IIPOIIECChl IEPEMEIUCHMS U TepepaboTKM MAaTepHaJioB U JIBWXEHUS
00OpYHOBAHMS, MOCTYIIAIOUINX B ACelITUYECKHe 30HbI, JOJDKHBI ObITh O(POpPMIIEHBI JOKYMEHTAIBLHO.
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14 IIporpaMMa KOHTPOJISI OKpYXKalolied cpelpl

IlIpuMeuyaHue — B nnporpaMMax KOHTpOJISI OKpYXKaloWIei cpelibi IPUBOAUTCH IOPSIOK TEKYIEro KOHTpod
3a 3arps3HeHHEM YacTHLAMHA WIH MHUKpPOOpPraHM3MaMH B TIPOM3BOACTBEHHBIX M APYrHX 30HAX, a TAKXeE IUIaH Mep,
KOTOphIC HEOOX0AMMO NPUHATE IIPHU MIPEBLIIIEHNU YPOBHEN ICUCTBUA.

14.1 UHCcTpYKUHMH

14.1.1 HosxHbi OBITH pa3paboTaHbl, JOKYMEHTHPOBAHBI U BBIIOJHSTECS MHCTPYKLIUU 10 KOHTPOJIIO
OKPYKaIOLEW Cpelbl.

14.1.2 DTH MHCTPYKIIMY JOJIKHBI COJEPXKATh:

a) NMEPHOJNYHOCTH KOHTPOJ,;

b) BHI KOHTPOJIS;

C) MecTa KOHTPOJI;

d) ypoBHH InpenynpexieHuss U NeHCTBHUA;

¢) IpenrpuHUMAaeMbie JEUCTBUS MPU HAPYUIEHUH YCTAHOBJIEHHBIX TPEOOBaHMUIA.

14.2 O160p npod

14.2.1 ITpousBoacTBEHHAss 30HA U NEPUOIUYHOCTh oTOOpa IpoHd

14.2.1.1 YyacTku KpUTHYECKOMN NMPOU3BOJCTBEHHOM 30HDI, Ill€ IIPOMCXOAUT KOHTAKT C IIPOAYKTOM M

MaTepUTIaMH, JOJDKHBI KOHTPOJIUPOBAThCA B TEYCHHE Ofepally HaNOJHEHWs U/WIM HEMEIJIEHHO IOCHe
ee 3aBepILEHNA.

14.2.1.2 Ot160p nnpod B KPUTHYECKHUX ITPON3BOACTBEHHBIX 30HAX CJAECAYET IPOBOOUTE TaK, YTOOBI PUCK
3arpsI3HEHUS MPOAYyKTa ObUI MUHUMAJIBLHEIM.

14.2.1.3 KoHTpouab ApYrUux NponU3BOACTBEHHBIX 30H CAEAYET IMPOBOJUTH C ONpPEAEIEHHON NTEPpHOANY -
HOCThIO, OCHOBAHHOHN Ha KJIaCCU(MUKAIIMHU 30H U JAHHBIX KOHTPOJIS.

14.2.1.4 BcrioMorarenbHbie 30HBEI BHEe 3AIl ciegyeT KOHTPOJUPOBATL C OINpENeIcHHON IEPHUOIUY-
HOCTBIO, HO KOHTPOJIb B HUX MOXET ITPOU3BOAMUTLCHA PEXeE, YEM B MPOU3BOACTBEHHBIX 30HAX.

14.2.1.5 Tleprnogd4HOCTh TAKOI'O KOHTPOJIS JUIS pa3jiMYHBIX IIOMEILEHUH U 0DOpYyIoBaHUA HOJIKHA

OCHOBBIBAThCSI HA JAHHBIX KOHTPOJS OKPYXAIOIEeH cpelibl B MPOLICAUIMA IEPHUOL C YUYETOM BUAA MPOAYKIIMH
M IIpolecca.

14.2.2 Mecrta otOopa npod
Mecta orbopa npod HoJKHBI OBITE TEMU XE, UYTO U IIPH IIPOBEJCHUY BaJIUIALIMM.

[IpnMeuyaHue— KoHkpeTHbIe MecTa oTOopa 1npod nas KaXxaoH rporpaMMbl BhIOMpAET IPOU3BOJINUTEND C
Y4ETOM PAJIMYNMA B ITPOEKTE IIOMELIeHWI, XOHCTPYKIIMM O0OpYAOBaHYA M ITApAaMETPOB TIpolLiecca.

14.3 Ilporpamma MUKPOOHOJIOTHYECKOr0 KOHTPOJIS OKPYXKAIOUIEH Cpebl

14.3.1 OO011ye noJoXeHUs

14.3.1.1 3o0Ha acenTUYEeCKOro NpoM3BOACTBA IMOMJIECKUT PETYIIPHOMY MUKPODMOJIOTHYECKOMY KOH-
TPOJIIO, T. €. KOHTPOJIIO MUKPOPIOphI/U30JATOB OKPYXaIoILel cpenanl. Ilepuoanuecknii KOHTPOAb HOJDKEH
BKJIIOYATH B ce0S1 COOTBETCTBYIOUIHUE METONBI JUIS NPOXCKEH, TUIECEHEU UM IPYTMX MUKPOOPraHU3MOB.

14.3.1.2 J1OJDKHBI UCIIO/IB30BATHCH BAIUIUPOBAHHBIE METOMBI BBIABICHUSA MUKPOOPraHU3MOB U Ka-
NUOpOBAHHOE 00OPYHOBAHUE.

14.3.1.3 Cunenyer orOuparh IpoObl B 30HAX, B KOTOPBIX KOMIIOHEHTBHI M TIPOAYKT OTKDPBIThI IUIS
OKPYXAWOILEH cpeibl, HAIIPUMED, B KPUTUYECKUX IMPOU3BOACTBECHHBIX 30HAX U JIMHUAX HAIOJIHCHUS.

14.3.1.4 Cnenyet npoBOANTE HOMNOJHUTEIBHBIA KOHTPOJb 3arpsA3HEHHOCTH 110 MUKPOOPraHU3MaM U

JaCTUIAM I10CjIe Havyaa 3KCIUTyaTalluy MM T10Cie NEPUOAOB IMTEJILHOIO OTKIIOUEHUST WM MOAESpHU34a~
AU oOOpPYIOBaHUS W IMOMELICHMS.

14.3.1.5 Ya3bl, KoTOpbi€ IIPOXOIAT CTEPIMNIVIOUIYIO PHWIbTPALMIO M KOHTAKTHUPVIOT C ITPOILYKTOM,
NEPBUYHON YHAKOBKOH WIH MMOBEPXHOCTAMHU, HMECIOIHAMHU TNIPSIMOM KOHTAKT C MPOIYKTOM, JOJXKHEI
[EPUOIMYECKN KOHTPOJMHUPOBATHCA Ha MPUCYTCTBUE MUKPOOPraHU3MOB.

14.3.2 HdonoaHuUTeNbHbIE MUKPOOUOIOTNYECKHE XapaKTePUCTUKH

[TporpaMmmMa MUKpOOHOJIOTHYECKOTO KOHTPOJIS OKPYXAIOIIeH cpelibl JOJDKHA BKIIOYATh HeproIuyec-
KOe OIpeaeJeHHE XapaKTepUCTUK MUKPOMIIOPhl/M30JIAITOB OKPYXAIOLIEN cpelhbl, YTOObI OLIEHUTDh PUCK IS
[MPONYKTa.

14.3.3 Meroasl otOopa MUKpPOOHONOrMIECKUX TPOO

O1bop onpeneseHHoro odreMa 1mpod Bo3nyxa U Hpyrue Merombl oTdbopa 1Hpod, HAIIpUMEP, METOObI
CeMMEHTALIMOHHBIX TIACTHH, CMBIBOB U KOHTAKTHEBIX IUIACTUH, JOJAXKHBI UCIIOJB30BATLCSI COOTBETCTBYIO-
MM obpa3oM, YTOOBI OLIEHUTL MUKPODHYIO 3arpsa3HEHHOCTb BHYTPU 30HBI acelITU4ECKOrO MPON3BOICTBA.
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14.4 IlporpaMMa KOHTPOASA 3arpA3HEHHOCTH OKPYXKalolleH cpeapl YaCTHIIAMM

IIporpaMMb1 KOHTpPOJISI 3arpA3HEHHOCTU YacTHULAMU JOJIXKHEI pa3pabaTeIBaThCA IS 30H WIH 000pYy-
JOBaHWS, IJie YaCTULILI MM YCJIOBUS OKPYXKAIOIIEH cpelbl MOIYT BJIMSITh HA KaYeCTBO IIPOAYKTa, Ge3or1ac-
HOCTbD TIEpCOHAJA WIM AOCTOBEPHOCTb KOHTPOJISI.

15 ¥YpoBHM npeaynpexaeHuss U JeHCTBUA

15.1 Onpenenenne ypoBHel npenynpexiaeHuaA H NeHCTBUSA
15.1.1 YpoBHM npenynpexncHust U IeMCTBUS JOJDKHB] YCTAHABIUBATLCS JUIsL BCEX TOYEK IMpobooTdopa
B 30HE aCEITUYECCKOTO IIPOU3BOJICTBRA.

[IpuMeyanu+4

1 YpoBHM NpeaynpeXICHUS M NESHACTBUS NOJIKHEI YCTAHABIMBATHCA UCXOAA U3 PE3YILTATOB, IOJNYYEHHBIX MU
BaJIMAALMY acenTvyeckoro npouecca. Ilpenuuecreyroniye JaHHbIe TCKYLIETO KOHTPOJIS TAKKE MOIYT MCIIOJIb30BATLCS
TP YCTAHOBJICHUU YPOBHEH HNpEAVIIPeXKIeHUS U JCHCTBUS.

2 Bo MHoOIMx ciy4yasix MCITONb3yeTrcsi OJJUH YPOBEHb, XKOTOPBIA BBHINIONHACT POJIb KAK YPOBHS IPEAYNPEXKIACHUS,
TaK Y YPOBHSA JAEHUCTBUS I XPUTUUECKUX TIPONU3BOIACTBEHHDBIX 30H.

3 Bo3MoxHa KOppeKTHMPOBKA YPOBHEH MPEOyIIpEeXIcHUA U ACHCTBHUS Ha OCHOBE MEPHOINUYECCKMX MOBTOPHBIX
OLICHOK C UCIIONBL30BaHUEM HATIONMHEHHUS CPpEAaMM U COOTBETCTBYIOLIMX JAHHBIX KOHTPOJIS OKPYXAIOUIEH CpEbl.

15.2 Ananu3 JaHHbIX

Pe3yJbTAaThl KOHTPOJS OKPYXAIOUICH Cpelbl JODKHBI CBOEBPEMEHHO AHAJIM3UPOBATHCS C YYETOM
YCTAHOBJICHHBIX JUIS IMOMELUCHUSI U ODOpYOOBAHMUSI YPOBHEM MpeaynpexuaeHuss U aectBusi. llpu stoMm
CJICAYeT IIPOBOAUTE OLEHKY BJIUSHHUS HAa KA4YECTBO MPOLYKTA.

Crnenyer NMpeANpUHATh COOTBETCTBYIOLIME KOPPEKTUPYIOLIME HEHACTBHUA, €CJIHU pe3yJIbTaT KOHTPOJIS
OKPYXaluler Cpelbl YKa3bIBACT HA INPEBBILUCHUE YCTAHOBACHHBIX ITPEIEIIOB.

15.3 Anaam3 TeHaeHUMIA M3MEHEHHA NApaAMeTPOB OKpYKaIoleh cpe/bl

15.3.1 Crnenyer moCToSHHO IPOBOAUTL aHAIN3 TEHACHLMUW M3MECHEHUS [1apaMETPOB OKpYXaloilei
CpEIbI.

15.3.2 Hcxonst U3 TEHOACHUUK U3MCHCHUS [TAPAMETPOB MOXET MOTPEeOOBATHCS IPOBEACHUE HCCICHAO-
BAHUSA MPUYHH 3TOr0 U3MEHEHHUH.

16 UcciaenoBaHus M OTIETHI

16.1 Ilnannl npoBenenns UCCAEAOBAHUM

16.1.1 HccnepoBaHusas HeoOXoauMo INPOBOAUTH B CJyYyae HETUINUYHBIX CUTYAUHH, IOCJE KPYMNHBIX
HapylIIeHHHA B paboTe UK B Cliydae IPEBLILIEHUA YPOBHEN JNCHUCTBUA.

16.1.2 MHCTpyKLIMM IO MPOBENEHHIO UCCAENOBAaHUI JOJDKHBI BKIIOYATh ONpeaeieHNe WIN aHaIU3:

a) JaHHBIX, KOTOPbIE HYXHO COOpAaTh;

b) macurraba 3amauu;

C) BJIUSHUS HA NIPOAYKT WIHA KOHTPOJISI OKPYXAIOLIEN CPE/IbI;

d) kapaHTUHA JIsT IPOOYKTA;

e) HeOOXOIMMOCTH ITPOBEACHUSI KOHTPOJISI OKPYXAIOILEH Cpelapbl;

) nmocaenymouniei NpoBepKu;

g) YBEIOMJICHUS IIPUBJIEKAEMOro OTBETCTBEHHOTO I1epCcoHAaa.

16.2 NccaenoBaTeNbCKHil KOHTPOJIb

JoxHa OpITh paspaboTaHa cxema MPOBEICHHUS MCCIENOBATENBCKOr0 KOHTPOJISI, YTOOBl YCTAHOBHUTD
MCTOYHHUK TIPOONEMBI ¥ [OKA3aTh, YTO 30HA WiX o00OpYyIOBaHHUE CHOBA HAaXOASATCS MO KOHTpoIeM. Moxer

oTpeboBaTHCH MPOBEASHUE PEBUINAALMY UCXONS U3 PE3VIbTATOB KOHTPOJIA.
16.3 Oryer 00 HCCJIeIOBAHUN

16.3.1 PesynbpraThl MccienoBaHUs JOJXHBI ObITh 0(POPMJIEHBI B BUIE OTYETA.

16.3.2 OtyeTr HOJEKEH OBITH PACCMOTPEH M YTBEPXKIEH PYKOBONCTBOM M PACIIPOCTPAHEH CPEAM BCETO
OCHOBHOTO MEPCOHAJA, 3aHATOIO B 30HE aCENTUYECKOIo IIPOU3BOICTRA.

16.3.3 Ilpu HeoOXomMMOCTHM OTYET HOJKEH TAKXE COHEpXaTh YKa3aHUS IO KOPPEKTUPVIOLIUM
NEUCTBUSM B OyaylIeM M peKOMEHIALUMM IO pa3sMEILEHHUIO ITPOOYKTA.
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17 Hanoanenue cpeaamMu (MMHTAIMA Npouecca HANOJIHEHNUS)

17.1 Kontpoap npouecca

JJ1st KOHTPOJIS 34 aCENITHYECKUMMU OIlepalaIMyU HEOOXOIUMEL XOPOlIo OOYYeHHBIU epCOHAN, YETKHAE
MHCTPYKLIMY, COOTBETCTByIOUIEC oOOpyaoBaHue M IoMeiieHUsd. HanosjHeHue cpeiaMu B COYETaHUM C
HaUTEXAIMM KOHTPOJIEM OKPYXaIOLUei Cpeabl MOXET OBITh MCKIIOYUTEIBHO LIEHHBIM Ul OKa3aTeJbCTBA
TOI0, YTO ACENTUYECKOE IPUTOTORJICHUE CTEPHWIBHBLIX PACTBOPOB, CYCIICH3UMM M MOPOIUKOB BHIITOJHSIETCS

TpeOyeMbIM 0oOpa3oM. HamosHeHue cpemaMy JOJUKHO MMHUTHUPOBATh ACENITUYECKUM IIpollecC HACTONBKO,
HACKOJIBKO 3TO 1€JIECOOOpa3HO U3 NPAKTHYECKHUX COOOpaXKeHUH.

[IpuMmeuanue — HanoiHeHne cpelaMi SBRISAETCA 3TAIIOM B IIPOLIECCE MPOBEPKU XapPaKTEPHUCTUK CHCTEMLI
acelITN4YeCcKOro IpoM3BOACTBA, BKIIOUAs OKPYXAIollyio cpeny, obopynoBaHue U nepcoHasl. OHO He JaeT aBToMaTHuec-
KOM rapaHTHM TOTO, YTO IPOAYKIIMs, N3TOTOBJICHHAs HA TOMN X€ JIMNHUU B APYTHE TIepUoIbl BpeMeH!, OyAeT UMETh TOT
Xe YpOBeHb MHUKpoOHonorudeckoro kauvecrsa. OmHAKO IIyTEM KOHTPOJS M BalMIALUA TaKMX CONYTCTBYIOLIMX
IIpOLIECCOB, KaK MOHUTOPMHI OKpYXAlOUIeH cCpeAbl, aTTecTalns IIepcoHala, OYMCTKA U CTepWIM3alusl, MOXHO
MTONEPXHUBATh YPOBEHb KAYECTBA NMPOAYKIUMH, NTPONEMOHCTPHPOBAHHLIA ¢ MOMOILBIO HANTIONHEHNS CpeaMM.

17.2 IlepBonavanbHas aTrecTalus B 3KCILTyATALMM

17.2.1 Arrecranusi B 3KCIUIyaTallMM JOJIXHA IPOBOAUTHCA ST KAXKI0M HOBOM JIMHMU aCEIITUIECKOTO
HAITOJIHEHUSI M KaXIOoM HOBOM (opMbl (KOHPUIYpaLMH) INPOAYKTa/KOHTEHHEpa, KOTOphle He OBLIM
MIPEACTABIACHDI IIPKU NIPEABAVIIEH arTecTalidy B 3KCILIyaTalliu.

17.2.2 ATrectranysli B 3KCIUTyaTAllMM HOJDKHA BKIIIOYATbH MCCIEOOBAHHME HAIOJHEHUS CpeldaMM JUIA
dbopMBI IIPOAYKTA, KOTOpPAasl SABJISIETCS IIPeACTABUTENbHOM U IIpOAYKTAa/KOHTEeNHHepa (YIIAKOBKHU), ITOIC-
Xalux HanoJaHeHU1o. IlpencraBuresibHbIe KPUTEPUM BKIIIOYAIOT B CEOS:

a) daKTHYECKYIO0 (POopMY IpOAYKTAa/KOHTEeHHEpa WIK POpMY, KOTOpasl SIBJISIETCS MPENCTaBUTEIbHOM
IUIS1 JpYrux [IPOAYKTOB, HAIMOJHEHUE KOTOPLIMU ITPOU3BOAUTCS Ha JAHHOM JIMHUK HAIIOJHCHUSI;

b) IBa MpoayKTa, KOTOPhIE OXBATHIBAIOT BCE OCTAILHBIE C YUETOM pa3Mepa, HallOJHEeHUS, OTKPhIBAHMS
YIIAKOBKM, CKOPOCTH JIMHMM, MAHUTIYASLIUA ¥ 1Ip.;

C) NPOAYKT, KOTOPBIN pacCMaTpUBAEeTCs KaK «HAUXYILIMHA Cjy4dyai» B TUIaHE BO3MOXHOCTH 3arpsi3He-
HUSI, HAIIpUMED, KOHTEMHEpa, KOTOPBIM MMeEeT HAUOOoJbIIee OTBEPCTHE U IEPEMEIIAETCS BIOJIDL JUHUM C
HAVMEHBIIIEN CKOPOCTHIO.

17.2.3 Kpurepuu npUeMJIEMOCTH IIpY aTTECTALMU B IKCIUIyaTallMy IpUBEeAeHBI B Tabnuue 1.

Yucsio cepui ¢ HaNIOJHEHUEM CpeflaMy U o0llee YUC/IO HAIMOJHEHHBIX €AWHUL] HJOKHO COOTBETCT-
BOBATh CJCHYIOIIUM TpeOOBAHUAM:

a) s cepuil npoaykiiym pasMepom mMeHee SO0 enviHuMi] ciaenyeT BbINOJHUTh MCNIBITAHUS HE MeHee
yeM Ha TpeX CepUsaX ¢ HAITOJHEHUEM cpelaMM U OOLIMM 4YHKCJIOM e€OUHUL, paBHBIM S000;

b) ISt MalbIX CEpUM, DPEIKO BBIIIYCKAeMBbIX IIPONYKTOB WIHW KIMHUYECKUX cepurt (MeHee S00
YIIAKOBOK, HAaMOJHECHUE MEHEE YEeThIpeX pa3 B I'0Jl), KOTOPHIC IPOU3BOISITCS Ha XOPOULIO OTJIAXXEHHOM
ATTECTOBAHHOM TEXHOJIOIMYECKOM OOOpYIOBaHUYM B KOHTPOJHUPYEMOM OKpPYXAIOWIEH cpene, HOCTAaTOYHO
BBIIIOJJHUTH HCIIBITAHUS Ha TPEX CEPUsIX C HANOJHCHHUEM cCpellaMM OO0 HAaIlOJHEHHUS ITPOJAYKTOM WIH
HAIMOJHEHUEM B KJIMHUYECKUX LIEISX;

c) nnst cepuit pazMmepoM oT S00 1o 2999 eauHUL UCIIBITAHUS ITPOBOIAT HE MEHEE YeM Ha TPeX Cepusix
C HaINoJIHEHHEM cpefaMU U OoOLUM YMCJIOM HAIlOMHEHHBIX eIUWHUL, paBHBIM S5000;

d) mwist cepuil pasmepoM 3000 exuHUI U O6oJiee UCIIBITAHUS TPOBOAST HE MEHEE YeM Ha TPEX CEepHsIX
C HarloJHeHHueM cpenaMu ¢ yucioM earHul 3000 B Kaxnoi cepuy B oO1HUM YU CIOM HAIMOJIHEHHBIX €IHHHUII,
pasHbIM 9000.

Cepu¥ ¢ HANIOJIHEHWEM CpellaMi TI0 NEPEYUCIICHUSIM a), b) M ¢) JOJIKHBI COAEPXATh YUCIIO EINHMII,
He MEHbIIIee, YyeM pasMep CepuH.

IIpiMedaHme — YrobH yyecTh KoeOaHMst B MPOLIeCCe H BMENIATENbCTBA, IIPOMCXOASIINE B X0 TEKYLIETO
IIPOM3BOACTBA, MOXET 0Ka3aThbcsl HEOOXOIUMbBIM HanoaHATh Oojee 3000 eqyHUIL B cepyM ¢ HAIIOJIHEHHEM CpPENaMM.

17.3 llepnoayyeckune mOBTOPHDbIE ATTECTANMMI

17.3.1 IlmaHOBBIEC MOBTOPHBIE ATTECTALMY C IMTOMOILUBIO HAIIOJHEHUS CpENaMHU JTOJDKHBI IIPOBOAUTHCS

He pexXe OmHoro pa3a B 6 Mec Wi Xaxnmoll ¢opMbl KOHTelHHepOB (YIIAKOBKH) U JIMHUM aCEITHYECKOTO
HarloJJHeHHUH.
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Tad6nuua 1 — Kpurepuy nNpueMIeMOCTH IIPH HATIOJIHEHUM CpelaMH IS NepBOHAYIbHOM aTTecTalyin
B 3KCIUIYaTalluu

PasMmep MuHMMaBHOE MuHUMaNL- VPOBEHbB |
CepHH B IpO- | YHCJIO CEpHIi NPH Hoe oblliee MPEOYTIPEXIEHUS VPOREHEL IJ.EIHCTBH q
M3BOACTBE |  HCITBITAHUSAX C YMCJIO
NPU HATIOJITHEHUU CpelaMH NPH HANIONHEHUU CpelaMU
(YyHciIo HaNnoO/JTHEHUEM | HaITOJIHCH- 1 Tpe6yeMbie eHCTBHS
eIMHULL) cpegaMu HbIX €IMHMII
<500 > 3 50001-2 | OmHa KOHTaMMHUpPOBaHHAd efv-| [lBe KOHTAMHUHHPOBAHHbIE €IM-
HCXOOd U3 HEODXO- HyUua B Moboi cepun. Hcecne-| Hunpr B OfHOM CepuMHM WIM MO
IVUMOCTH ITOJIYYUTD AyeTcs NpUYMHa. BHITONMHSAETCSI| oXHOM B KaXIOi U3 IBYX CEpHiA. |
o01ee 4YMCIo Ha- OOHa MOOIIOJIHMTE/IbHAA Cepud.| ATTecTallMsds ¢  HaIOJHECHHEM
ITOTHEHHBIX €IOM- Ilpu Heynaye B JOMOJHUTENBHOM | cpenaMu npekpaiaerca. Mccne-
HUL CepUM aTTeCTaliusd B SKCIUIya-| myercst rIpUYMHA M TIOBTOpSETCS
TalluM 11OBTOPSICTCS IICpBOHAYaJIbHAA aTTecTalus C
HAITOJIHEHHUEM CpedaMH
500 — 2999 2 3 50001 To xe To xe
HCXOA9 U3 HEODXO-
OIMMOCTH TIOJNY4YHTD
oflee YMciIo Ha-
TMMONHEHHBIX €M- :
HHUI
> 3000% | 3 (B kaxnmoit cepun 9000 OnHa KOHTaMMHUPOBaHHAs ey-| JIBe KOHTAMMHMPOBAHHBIE €IM-
He MeHee 3000 exu- | HHUA B 1000 cepu. Hccie-| HULILI B ONHOM CEpUM HWIM IIO
HULI) nyerca NpUYMHA. BHITONHAETCd | OAHOM B KaXXIOM U3 ABYX CepUH.
OHa [OTOJHUTE/IbHAsA CEpHA.| ATTeCTallusi C  HaMoJdHEHWEM
IIpy Heynayve B JOTIONMHUTENBHOM | cpeaMy npekpaiaerca. Uccne-
CEpPUMHM aTTECTallMd B 3KCIUVIya-| AyeTcsd NMpUYMHA U TTOBTOPSIETCS
TallUU TIOBTOPSICTCS MepBOHAYaAbHasad arrecrauus ¢
HaroJIHEHUEM CpelaMH

1) TTockonbkKy B Kaxnoi cepyuM IS MCHBITAHHMUI ¢ HaANoOJHECHUEM CpeflaMM JOJDKHO ObITh HATIOJHEHO MeHee
3000 equHML, HENB3S IIPAMO NPUMEHHUTD AaHHBIe Ta0AUILI 3. ONHAKO, OCHOBLIBASICh HA HAKOILICHHOM OITBITE, MOXHO

CYUMTATDL OTCYTCTBUE 110JIOXKUTEABHBIX €AMHML B KAXKION CEPUM ¢ HANNOJIHEHMEM CpedaMH KaK CBUIETENbCTBO HU3KOIo
| YPOBHS 3arpsA3HeHMs].

2) CM. 17.2.4 g ManbIX cepyii, HEYACcTO BBHIITYCKAEMbIX IPOAYKTOB WIH KIMHUYECKHUX CEPHIL.

3) Yucno €IMHMLl B CEpUMM MUl MCIBITAHWM C HarnojJHeHMeM cpelaMM OOJLKHO OBITh JOCTAaTOYHBIM IS
IIPOBEACHUS BCEX BMELIATEILCTB B IIPOLIECC, KOTOPbie OOBIYHO BBHINOJHAIOTCH B nnpou3BoiacTBe (17.2.4 n 17.5.4).

.

17.3.2 JluHuK acenTHYECKOro HAIIOJHEHUS] X POPMBI (BUBI) YIIAKOBKH, UCITOJIb3yeMbIE pexXe OJHOro
pa3a B 6 Mec, IOJDKHBI IIPOXOAMTH [TOBTOPHYIO aTTECTAIIMIO C ITIOMOINIBIO HAIEXAI[MX TECTOB C HAIOJIHE-
HHUEM CpEIaMH.

17.3.3 IlpousBoacTBO NMpOAYKTa MOXET ObITh BO30OHOBICHO IO OKOHYAHUS Mpollecca UHKyOalUu

HAaIOJHEHHBIX CPEll, HO IMIPOAYKT HE MOXET OBITH PEAIN30BaH M0 TOr0, KaK OYAYT NOJY4YEeHbBI IpUEMJIEMBIE
pe3yJabTaThl TECTA C HAIIOJHEHUEM CpelaMHMu.

[Ipumeyadue — B cayyasx Mognduxkauu obopyroBaHus, H3BMEHEHHUH B TriepcoHane, oOHapyXeHUH aHOMAa-
JIMA TIPU TIPOBEPKE MapaMeTPOB OKPYXaIOllieH cpelbl UM IIPH NPOBEPKE HA CTEPUILHOCTh FOTOBOTO TIPOAYKTa MOXET
IoTpe0OBATLCH MOBTOPHAA ATTECTALMA Ipolecca WM TUHUH ¢ TIOMONILIO HATOTHEHHUs cpelaMM  io ucredeHusa 6 Mec.

17.3.4 Kpurepum npueMJIEMOCTH IIPH ITOBTOPHOM aTTECTAllH JOJXHBI COOTBETCTBOBATh TPEOOBAHU -~
aM Tabnuupl 2. Uucno mnporoHoB M obllee YHMCIAO HAINOJHEHHBbIX €JIWHHI[ JO/KHO COOTBETCTBOBATD
CJIEAYIOLLIEMY:

a) st Manbix cepuil (MeHee 500 emqMHMII) cleayeT BBUIOJHATH TPU IPOrOHA NMPH MaKCUMAaIbLHOM
pa3sMepe CEpHH;

b) B Apyrux ciyqasix JUisi MAIBIX CEpHUiA, peIKO BBIITYCKAaEMBIX IIPOAYKTOB WJIH KIMHHUYECKHX CEPUH
(MeHee 500 yrmtakoBOK, HaIltIOTHEHHE MEHEEe YEThIPEX Pas B I'0Jl), JOIKHA JOIYCKATHCS IIOBTOPHAS ATTECTALIUAS
[Ipoliecca WIX JIMHUM IIPH BBHINNOJHEHUHU OIHOIO ITPOTOHA C HAIMOJIHEHUEM CpelaMM C YUCJIOM EINUHUIL,
PaBHEBIM, IO KpallHel Mepe, pa3sMeEpy CEpPHM, HEMEIJIEHHO I1OC/IE HANONHEHUS CepUHM TIPOIYKIIHMU.
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[IpuMedyaHu e — CleIyeT NPpHHATL HeOOXOAHMMBIE MEphl, 00eCTIeYUBAIOIUME MHAKTUBALIMIO U VIAJlEHHE
OCTATKOB aHTUMHUKPOOHBIX BEIUECTB B JIMHMY HAMOIHECHUA A0 Ha4yana rnpouecca HaroNMHECHUs;

¢) ripu npoussouctse ceprit ot 300 no 2999 enuHuIl cieayeT BBITTOJHATL OAMH ITIPOTrOH HAIIOJHEHUA
CpellaMH C YMCJIOM HAITOJIHEHHBIX €IMHUIL HE MeHee MAKCUMAJILHOTO pa3Mepa CEpPUH;

d) npu npom3sojacTBe cepum pasMepom 3000 eaunHul, ¥ Oojiee ciiexyeT BBIIIOJHSATH OOUH TIPOTOH
HAITOJIHEHUsI cpelaMU ¢ YUCIOM HaroJHEHHbIX eAuHHUL He MeHee 3000.

IIpuMevaHue— Moxeroka3arbcsd HCOOXOAMMEIM HaIONHUTL 6071ee 3000 ennHML, YTOGH yuecTs KonebaHus
B IIpoliecce ¥ BMEUIATE/IbCTBA, IMPOUCXOAAIIHE B X0€ TeKYIUEro Inpon3BOACTBA.

- L

Tadauua 2 — Kpurepuy nmpueMIeMoCTH NPU HAMOJHEHUM CpEJaMU JJIsT TICPUOANYECKOM NTOBTOPHOM aTTecTallly

Pasmep MuHHMansHOE
CEpUM B MpO- | YUCIIO CEpUil TIPH
W3BOACTBE UCINBITAaHUAX C

(uncno HaloTHEHNEM
CAMHMIL) cpeaaMy
<500 > 32)

500 — 2999 ]
> 3000°) 1

HU3KOTro YPOBHS 3arpssHeHN.

. -

MuHKuMansHOe oblIee
YHCJIO HaAITOJHEHHBIX

CAMHNIL

pasMep CepHM B
MpOU3BOJICTBE ] )

MaxcuMabHbIM
pasMep cepuM B
nponssoacTeel)

3000

-—---—-T-—l——-u —

NpeAynpexXAcHU 1o Tabnuue 3

YPOBEHD
NPEAYTIPEXJIEHWA
TIpH HalOJIHEHUU cpedaMu

OnHa  KOHTaMMHHUpPOBaHHas
eIMHHULIa B JIO00A cepuu.
IlosTOpHas arrecramus 1pe-
Kpaniaercsa. Mccneayercs npu-
YUHA M BBIIOJHAETCS IEepUO-
IdyecKas arrecraiud

To xe.
IloBTOpsieTcst cepusi ¢ Hanon-
HEHHWEM CpeliaMM

m—

[TosTOpsieTca cepust ¢ Haro-
HEHUEM CpelaMU, €CTU IPEBLI-
UIEHLI 3HAYeHUA  YpPOBHEH

il

i alnl ull— rl—

—eey e e rrrrrranii—.

) IMockxonbky B Kaxno# oTAenLkHON cepyy UT UCIILITAHUM HATTOITHEHWEM cpelaMU HOJKHO ORITE HAMOIHEHO
MeHee 3000 equHUL, HENIb3d IIPAMO IPUMEHUTS JaHHBIe TaObnuiel 3. OaHako, OCHOBHIBasACh Ha HAKOIUIEHHOM OIhITE,
MOXHO CUUTATh OTCYTCTBHME ITOJOXUTENbHLIX eAMHMIL B KaXIO0H CCpUM ¢ HAaNONHSHUEM CpelaMy KaK CBUACTENBCTRO

2) Cm. 17.2.4 nns manniX cepwii, HEYACTO BBITTYCKAEMBIX TIPOAYKTOB WIM KJIMHUYIECKMX Cepyih.
3) Yyicio eauHuLl, HANoOMHSAEMbIX B CEpUMM U1 MCTIBITAHWH ¢ HanoJHEHMEM cpellaMM, JO/DKHO OBITh JOCTATOMHBIM
IUTs1 IPOBENSCHMUS BCEX BMELIATENIBCTB B IPOLIECC, KOTOpbIe OOLIYHO BHIIONHAIOTCA B ripou3BoiactBe (17.2.4 n 17.5.4).

SO T e

A el .

—

il rr—r-

eyl

YPOBEHL JIENCTBUA
[IpY HallOJIHEHHH cpedaMM

==

| Bl m—

L —— -

JIB¢ KOHTaMMHHMpOBAHHEIC €IMI-
HULBI B  OJHOHM  CEpHH.
IloBropHast arrecrauus Ipe-
Kpamiaerca. Mcenenyercs rpu-
YUHA M IIOBTOpseTCa IEPBO-

HadanbHag aTrectauud corvac-
Ho Tabnauue 1

To xe

CM. tabnuiry 3 MaKCHMManpHEIX
3HaYeHUH YPOBHEHN NECHUCTBUA

o —

17.4 IlopTopenne nepBoOHAYANLHONH ATTECTAIIMK B SKCILIYATAHMH
17.4.1 Ilpy HeoOXOAMMOCTH cCJIeNyeT IMOBTOPUTH ATTECTALMKO B BKCIUIYaTALlMM C HUCIOJIb30BAaHHEM
MpoLEaYpP, METOILOB K KPHUTECpUEB IMpueMKH 1o 17.1.
17.4.2 Chenyer TOBTOPHUTL aTTECTALMIO B SKCIDIyaTAllMM aCEIITUYECKOro IIpolecca WiM JMHHM

HaIrIoJIHEHUS, €CJIN:

i e T, i

I ——

a) IPEBBIIECH YPOBEHD AeUCTBUSA (€CIU TOMBKO HE YCTAHOBIEHO, YTO OH M3-3a BEI3BAHHON BHEIIHUMH
0DCTOATENLCTBAMM TIPUMHHEI);

b) npousBOACTBEHHAs JUHUS HE SKCIUIyaTMPOBAJIACH B TEYEHUE JUIMTEJHLHOIO IIEpHOJA BPEMEHH,

HaIIpUMep, OJMHOIO roja;

C) IPOM3OLLUIN CYIIECTBEHHbBIC U3MEHEHUS.

[IpuMeyaHue — MHCTpYKIIMM 1TO KOHTPOMIO U3MEHEHH JOMKHEL ONpeaenaTh CYLHIECTBEHHbIE H3MEHEHHS,

TaKHMC KaK:

- I3MEHEHMsA B OOOpPYNOBAHMM, HCMOCPEACTBEHHO XKOHTAKTUPYIOILEM C HepacdhacOBAaHHBLIM NPONYKTIOM WIH

MIPOJAYKTOM/KOHTEHHEDPOM;

- U3MEHEHMA B 06OpPYNOBAHMH WIM NTOMEILEHUIX, KOTOpbie MOTYT OKa3aTh BIUIHUE Ha Ka4eCcTBO BO3OAYXa WIU

BO3OYILHEIE TTOTOKM;

- CYLIECTBEHHBIC U3MEHECHUS B MPOU3BOJCTBEHHOM IIEpCOHAIE, HAlIpUMEp, CO3AaHUE HOBBIX OpHUrax;
- 00pa3oBaHHte HOTIOJHHUTEABHBIX IIPOU3BOJICTBEHHBIX CMECH.
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17.5 MACTPYKIMM N0 npoBeIeHNI0 HANOJHEHUS CpefaMM
17.5.1 HamonHeHue cpemaMi DOJDKHO MPOBOAUTLCS B OTAESIBHBIE AHU M B pa3/IMYHOE BpeMS B TEUEHUE
oObpIYHOro paboyero BpeMeHH.

17.5.2 Cnenyetr UMeTh repedeHb JOIMYCTUMBIX M IIPEAIMCAHHbBIX BMEILIATEJILCTB BO BpeMSI IIpOBeIEHUA
aceIrTUYecKOoro Ipoliiecca.

17.5.3 HamnoaHeHune cpenaMd HODKHO IPOBONUTHCSI B NPOMU3BOACTBCHHBIX YCJIOBHAX, BKIIOYAs
YCIOBUS «HAUXYALIETO Ciy4yasi», HallpuMep, NIpyU HAuOOJIbILEM MPAKTUYECKH BO3MOXHOM YHUCIE HOMYCTH-
MBIX BMeEILATEJbCTB, YCTPAHEHUM OCTAHOBOK JMHHUHM, PEMOHTE WIM 3aMeHE HUIJI WIHM TPYOOK, 3aMeHe
YCTAHOBJEHHBIX B JMHUK PUIBTPOB, UBMEHEHHUHM YUCICHHOCTH IPUBIEKAEMOro rnepcoHaia 1 np. Moxer
NoTpebOBATHCS PEryJIupoOBaHHE IPOAOKUTENBHOCTA IIUKIA HAMOJHEHUA cpedaMU IS ClelHMalbHbIX
[POLIECCOB, Ille IIPOUCXOIAT IUIAHOBBIE IMPEPhIBAHUSL ITpoliecca HAIlOJHEHUS].

17.5.4 HanosmHeHHe cpegaMU HOJKHO UMETHh JOCTATOYHYIO JUIUTEIBHOCTh, YTOOBI Y4YECTh BIHUSTHUE

OOJBIIIMHCTBA MAHUNIYASIIMNA ¥ JASWACTBHM, KOTOPLIE BBINTOJHSAIOTCA NPV HOPMAJBHOM XOJi€ TIpOiiecca B
[IPOU3BO/ICTBE.

[IpuMeyaHHe — Ecin acenTUYecKoMY HAMOIMHEHKIO TMOJICKUT MHOXECTBO YITAKOBOK OIMHOM (OpMbI, HO
pa3zIMYHLIX pPa3sMeEpoB, TO MOXHO OTOOpaTh oIpeAcl€HHbIC pa3Mephl I HarnodHeHus cpefdamu. KoHreliHephl ¢
HauOonee MIMPOKUM OTBEPCTUEM M HAWMEHBIAA CKOPOCTb IBIDKEHMS] JTUHHUM JOIKHB! ObITH BKIIIOUEHH! B DEXUM
HATIOJIHEHNS cpelaMU U MOTYT NPpeaCcTaBIATh YCAOBUA Hauxyauero cayyad. OQHako B HEKOTOPBIX CAyYasiX MaJIEHbKHUeE

YITAKOBKY INPEACTABISIIOT YCAOBUA HAUXYIUIETO ciyyast U3-3a HeAOCTATOYHOM CTaOMJIBHOCTH KOHTEMHEPOB IpH pabore
JTUHWM U HEOOXOOIMMOCTH 00Jice YacToro pydyHoro BMElaTeIbCTBA.

17.6 BoiGop cpen H co3paHHe YCJIOBHIH LI POCTA MHKPOOPraHH3MOB

17.6.1 Ilocne HamojJHeHUs CcpedaMU IOJDKE€H TPOBOAUTLCS KOHTPOJIb pOCTd MUKPOOPraHM3MOB B
cpelax, UCIoJIb3YEMBIX IS UMUTAIIMU Mpollecca HAIMMOJHEHUS cpeaaMMu.

17.6.2 Temneparypa MHKyOallMM OOJDKHA OBITH TAKOM Xe, KaK TeMIleparypa, HUCIOoab3lyeMasl s
edMHUL, HAITOJTHEHHBIX CpeIaMHU.

17.6.3 IluratenvHble cpenpl, BHIOpAHHBIE I HAMOJHEHUS cpeldaMu, JOJDKHBI oOecreduBaTh pocT
ILIMPOKOTO CIIEKTPa MUKPOOPraHM3MOB, a TAKXKE 00ECIeYMBATh BBISIBICHUE U POCT MAJIOrO YNUCJIa MUKPO-
opraHu3MmoB, T. €. 100 KOE Ha equHMIlY NpoayKIIUU UJIU MEHee

[IlpuMeyaHne — Pe3ynbTarshl MCIBITAHUN HA POCT TECT-MHUKPOOPTraHM3MOB JO/IKHBI COOTBETCTBOBATL Tpe-

OoBaHUAM dapMakoneci. Takue UCIIBITAHUA JOJDKHbBI MTPOBOAUTBECA BHYTPH KOHTEHHEPOB, HAITOJTHEHHBIX CPEIaMM, TIIE
3TO BO3MOXHO.

17.7 Nuxybanyusa B KOHTPOJIb €ANHHI, HATIOJHEHHBIX CpeaaMHu

17.7.1 JdaBuide Tedb WIU [MOBPEXAECHHbIC €IUHHIBI C UMUTHUPYIOIMMHU CpeHaMU IOJDKHBI OBITH
ynaiaeHsl. O6 3TOM, COIJIACHO perjiaMeHTy, HOJIXKHa ObITh cAeflaHa 3alyuch 10 Havyajla UHKYOHMpOBaHUA
SIUHUILL.

17.7.2 HamonHeHHBIe cpenaMy eqMHUMLBI JOJDKHBI MHKYOUPOBATHCA HE MeHee 14 cyT.

17.7.3 TeMreparypbl HHKYOAIIMU OOJDKHBEI COOTBETCTBOBATh cHelrduYecKM pOCTOBBIM TpeOOBaHUAM
K POCTY T€X MUKPOOPTraHU3MOB, IIPUCYTCTBUE KOTOPBIX IIPEHAIIONATracTCA B ACEIITUYECKON 30HE HAIIOJHEHUSI.

[IpuMeuvaHue — [JaHHbIe KOHTPONSA OKPYXAIOUIEH CPeAbl MOI'YT HCIIONBL30BATbhCA MPH ONpeAeIeHHH ONTH-
MaJIbHBEIX TeMnieparyp uHKyOauun. Haubosnee yacTo ucHonb3yeMble AMANa30oHbl TEMIIEpaTyp HHKYOAlMM COCTABIAIOT

20—25 °C, 30—35 °C wnn 2832 °C.
17.7.4 HanonHeHHBbIEe cpefoi €IWHULBI JOJDKHBI COXPAaHATBCS WIM 0oOpabaThIBAaThbCS TaK, YTOOLI
obecIIeYuBAICA KOHTAKT Cpelbl CO BCEMU ITOBEPXHOCTAMMU, ¢ KOTOPBIMH KOHTAKTHUPYET HPOIYKT.

17.7.5 Ilocne 3aBepiueHus1 HHKYOALIMOHHOTO II€pHOAA HAIIOJHEHHbIe cpedoil KOHTEeMHEePHhI JOJDKHEI
OBITH BU3yaJIbHO ITPOBEPEHBI HA HAJMYHUE POCTA MHKPOOPraHH3MOB.

17.7.6 MuxpoopraHu3Mbl, HaXOASAIKAeCS B KOHTAMUHUPOBAHHBIX €AMHULAX, JOJDKHBI OBITh H3YIEHDI
C LEJBIO ONPEAENICHUS] BEPOSITHOTO UCTOYHUKA KOHTAMUHALMH.

[IpuMeuanunsd

1 Jlnst npeasapuTeaIbHOM OLIEHKHM Pe3yAbTAaTOB MOXET 0Ka3aThCd ITOJIE3HBEIM KOHTPOIb EAVHMIL B PAHHMI NEPHOL
(3—7 cyr uHKyOMpoBaHu#A).

2 Cnepyer perucTpupoBaTh BpeMsl HallOJMHEHHA eWHULL M BpeMs UX aHAIM3a ¢ 11eJIbI0 00JierueH1sa onpeeeHus
BpEMEHH, Korla OBUIO NMPOBEACHO HAMONHEHHEe KOHTAMUHHPOBAHHON € JUHHLIHI.
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17.8 Kpurepuu npHeMiIeMOCTH
17.8.1 OOuue nmosoxXeHus

Puck sarpsassHeHusi He noipkeH npeBbiiath 0,1 % npu 95 %-HOM JOBEpUTENLHOM WHTEPBAJIE IS
cepuu He MeHee 3000 eguHuULL

IlpumMmedyaHus

| Hacrogmmi cTasAapT BKJIIOYAET CTATUCTUYECKUM ITOJAX0[ X OLIEHKE BEPOSAATHOrO pPHMCKAa KOHTAMHMHAllUMN TipU
HanoJIHEHMH cpelaMu. BeposaTHOCTL pricKa KOHTaMHHALIMKM ONIPENEIACTCS I10 YUCY HANTOJTHEHHBIX €IUHUIL ¥ BEpXHEMY
95 %-HoMy NIOBEpPUTENBHOMY TNipeneny (BepxHeH rpaHuue 95 %-HoOro JOBEPHUTEIBHOIO HMHTEpBaJla) HECTEPHIbHBIX
(ITOJIOXMTEABHLIX) CIMHNLL, BRIYKMCICHHOMY 10 YHcny PakTUYeCKH 3apUKCHPOBaHHBIX HECTEPWIbHBIX €IMHULL

2 XOTHA HacTOSUIMM CTAaHAAPT OMPEAC/sicT pHCK KOHTAMHHAUMM IIPOM3BOAMMON cepuHd Ha ypoBHe 0,1 % mpu
HATIOJTHECHWY CpedaMy, TIPOM3BOIUTENM JO/DKHEl CTPEMHUTLCA K JOCTHAKCHUIO MEHBLICTO pHYCKa. ABTOMATH3NPOBAHHDBIC
JIMBMY OBICTPOro HAIOJHEHUS W JIMHUM HAINOJHEHUSI BHYTPH U30JISITOPOB [O3BONSIOT CBECTH PUCK KOHTAMHMHALMMK
TIPON3BOAVMON CEPHUHK NPOAYKLMM K 3HaueHU10 MeHee 0,1 %. OpHako 3T0 TpyAHO MOKasaTh Ha MpaKTHKe, TaK Kak,

HalpuMep, I ASMOHCTPalMH cTeneHM KoHTaMHMHauuu 0,01 % HeoOxooumo OblIo OBl HANOJMHEHHE CpedaMuU
30000 eagmHKLI.

3 Cm. 17.2.3 m 17.3.4 nnsa cepuit o6pemom MeHee SO0 obpasiios.

HecMoTpsa Ha 3HavyeHUsI, IMPUBEACHHLIE B Tabjuue 3, BC€ KOHTAMUHHUPOBAHHBIE €IUHUIIBI JOJIKHbI
OBITH U3YYEHBI C TOYKH 3PEHUS MPUYHUHBI 1 UICTOYHHKA MUKPOOPTaHMU3MOB, JaBIUMX pocT. ECIM Bo3HUKaeT
ITPEATIOIOXECHNE, YTO IPOU3BOACTBEHHAS OKpYXAlollasd cpeaa Wiv NpOoAYKT ITOABEPraloTCst pUCKY KOHTA-

MUHALUM, TO HE3aBUCUMO OT YK cjia oOHapyXeHHbIX MUKPOOPTraHM3MOB HATIOJIHEHHME CpelaMU MOXET OBITh
paclieHeHO KaK HeymqadyHoe.

17.8.2 Tabnuupl KpUTEpUEB MNPUEMIIEMOCTH

17.8.2.1 B tabmuue 1 npuBeaeHbl KpUTEPHH IIPUEMIEMOCTH JUIsSI NEPBOHAYaJbHOM aTrecTalliyd B
SKCIUIyaTAlMY ACENITUYECCKOHN JIMHUM HAIIOJITHEHHUS.

17.8.2.2 B tabnuue 2 ripuBeacHb! KPpUTEPHUHU TIPUEMJIEMOCTH JUISI IIOBTOPHOM aTTecTalllii acenTuyec-
KO JHUHUY HAITOMHEHUS.

17.8.2.3 B Ttabauie 3 npuBegcHbI YPOBHM IIPEAYIIPEKIACHUS U JeMCTBHAS, KOrIa pUCK KOHTAMUHAIIUY
0,1 % noaydyeH mid OONBINUX KOJUYECTB €IMHHUI, C HAMOJHEHMEM cpelaMH, T. €. KOrJa BbIOMpaercs
HamoJiHeHUue cpenaMu dolee 3000 equHULL.

YpoBHH HeicTBUs B Tabnuile 3 ocHOBaHbI Ha pucke KoHTaMuHauuu 0,1 %. DTo 3HaYeHuUe MMOIY4EHOo
NeNEHHEM 4YMCla HAamoONHEHHBIX CpelaMM €IUMHHUIL Ha BEpXHUU 95 %-HBIA DOBEpUTECABHBIN Mpenen uid
HAJIMYUS TTOJTOXUTEJIbHBIX (HECTEPIIBHBIX) EIUHUI] COMNAacHO pacnpeneaeHUIo IlyaccoHa.

Tadonuua 3 — YpoBHU npedynpexncHUss 1 YPOBHU NCHCTBUS A1 OOJIbIUMX KOJHYECTB eIUHHL], HAaTIOJIHCHHDIX
cpelaMu

. il

ey e s oo v | YEORCH: SRR (e | Yo aefcr (e o
CEpHUH C HAIIOJIHEHUEM Cpe/iaMM ) C HarnoJIHCHUEM CpelaMHK)
3000 , He npuMensercs 1 ]
4750 B o 1 2
6300 1 3
7760 | - 4 B
9160 L 1 o ] 5 L
10520 L o p) h 6
11850 L 2 | T N
13150 o 3 o 8 B
14440 L 3 o 9
15710 | 4 B 10
- 16970 ] 4 ) 1 T

I) BT1OT ypOoBEHb NMpedyIpexJcHUsI OCHOBaAH Ha BblOOpe prcKa KoHTamuHaunu 0,05 %.
2) Puck xoHTamuHaumu = 0,1 % npu 95 %-HoM HOBEpPUTEIHBHOM MHTEpBAJIE.

_ Myl ekl

[IpuMeyaHu+4

1 JIroOBle MEKpoOOpraHu3Mhl, JaBIUIAE POCT, NOKHbBI OBITH MUCCIACHOBAHLI C LICABIO YCTAHOBJICHUS INPHYMH U
BO3MOXHOTO MUCTOYHMKA UX NMosiBneHUA (cM. 17.8.1).

2 Crnenyer IpoBeCTH HANTOJNHEHUE CpelaMU JOCTATOYHOTO YUCa eAUHUIL, YTOOB! ydecTh HaNnOoJIbliMe BMeElILa-
TEAbCTBA M OOCCNCUNTD YCIIOBUS HAUXYALIETO Cy4yas, KOTOpbhle MOTYT IIPOU3OHUTH B NpoH3BoACTBE (cM. 17.5.4).
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[Tpunoxenue A AaeT OCHOBOIOJATAIOUIYIO MHPOPMALIMIO B OTHOUIEHUM YCTaHOBJAEHHS 95 %-Horo
BEPXHETro JOBEPUTEIBHOIO rpenesaa U yctaHosieHus 0,1 %-noro ypoBHS ACHUCTBUS. B MpUIoXeHUU A TaHBI
[IpYMepHI BBIYMCIEHUI YaCTOTHI KOHTAMMHALMHU IS JAHHOr0 KOJIMYeCTBa €IUHML, HAIIOJTHEHHBIX CpeJdaMH.

MpuMeuaHusa

1 B tabnuite A.2 noxasaHo YMCAO KOHTAMUHHAPOBAHHEIX €AWHUL B 3aBHCUMOCTH OT YMCAA €IUHMII, HAITOJIHEH-
HbIX cpenaMy. Tabnuua A.2 gaeT BCriOMOraTeibHbIC JaHHble K Tabnuie 3.

2 Tabnuua 3 ¥ A.2 He npedHasHaueHbl 14 TOro, UTOOH! oTAeAbHbIe HHUPMBI MIPOU3BOIHINA HAIOJIHEHUE CpelaMu
NOTIONHMTEBLHOTO YUCIIA ¢AMHUIL C LIeNbIO NMOAYYEeHUS O0JIbUulero YMcaa IpUeMICMEBIX MOJOXNATEAbHbIX EOIUHHULL. OTU

TAONKLN IIpeHasHaAYeHbl IS ASCMOHCTpaliMM TOro, Korja, 1o xpanHeit mepe, 0,1 %-Hblii pyUCK KOHTAMUHALIUM HE
TOCTUTHYT.

HesasuciMo 0T YMCiia NON0XUTEIbHBIX (HECTEPWIbHDIX) PE3Y/IbTATOB, IIOJYYEHHbBIX ITPY HATIOJIHEHUH
cpellaMy, [IPOU3BOAUTENE 00513aH UCCIHEIOBATh UCTOYHHUK MUKPOOHO! KOHTAMUHAIIMU, YTOOEI 00ECIIeUYUTh
OTCYTCTBUE PUCKA KaK UL OKPYXKAIOLEH Cpeabl aCENTUUECKOro MIPOU3BOACTBA, TAK M JUIS NPOAYKTA.

17.9 KonramMuaumsa UMHTHpYIOLIEH Cpexoi

KoHTaMuHalMsl MOMEMIEHUSI U O0OpYyHoBaHUA HMMUTUPYIOUWIEH Cpelod BO BpeMs MUCHBITAHUU C
HAIlOJIHCHUEM CcpellaMH He SIBJIICTCA OCHOBAHWEM JUIA BbIBOJIA O HEIIPUTOAHOCTH IS OCAECAYIOLIEH paOOThI
3TOro NoMelleHHsI 1 o0opynoBaHusa. UMuTupylolas cpena J0JkHa ObITh OBICTPO YAICHA C MOoCeaYIONIer
OYUCTKOM, Ae3nHdeKuner 1, IPpU HEOOXOMMMOCTH, CTEPHIIM3ael o00pya1oBaHHUS.

[Ipumeuvanne — llpy Banuaainy METOAOB OUMCTKH, AC3UHOMEKIIMHK Y CTEPMANIALINM JOLKHO OBIThL NPOJC-
MOHCTPHUPOBAHO YIAJIEHHUE IPOJIMTEIX CPEll, UYTO MOXET IIPOU3ONTH TPU NIPOroOHE C HAIIOJIHEHUEM CPEIaMH.

17.10 dannble, He00X0aMMbIE 118 HAMOJ/HEHUA CpPeaaMu

Bce renpITaHUS ¢ HAIMOJHEHUEM CpellaMH JOJUKHBI ObITh MOJMHOCTHIO TOKYMEHTUPOBAHBI, IPU 3TOM

IUISI K&KAOTO UCTIbITAHUS IIPpU HEOOXOAMMOCTH J0JKHA ObITh JaHa cienyioias nHdopManus (YUK caenaHa
CChUIKA):

a) Jara U BpeMsl HATIOJHEHUSI CPEIAMHU;

b) HauMeHOBaHHE ITOMEIIECHHNSA, B KOTOPOM IPOBOISITCS MCIBITAHUS;

C) TUII U pasMep KOHTEHHepa/criocoba YKYTIOPKHM;

d) ob6beM 3amoJTHEHUS KOHTCHHEpA;

€) CKOpPOCTb HaIIOJHECHUS;

f) cepus U HoMep PUIbTpa IO KATaNOrIy;

g) BHJI HAIOJHSIEMOM CpPENbI;

h) uKciio HATIOJHEHHBIX €IUHUIL;

1) Yuciio oTOpaKoOBaHHBIX €AMHML TIPpYM KOHTPOJIE U IIpUYKHA Opaka,;

j) 4YUCJIO MHKYOUPYEMBIX €IMHHUII;

k) 4McJI0 HeCTepWJILHBIX eAUHMUIIL;

1) BpeMsi M TeMrieparypa MHKYOallUM KaXOOM I'pYTIIIbI UHKYOUPYEMBIX €IMHUIL U TOABEpPraeTcs Ju
IPYINIa eTUHUIL IBYM pPaIMYHBIM TEMITEPATYPHBIM peXHMaM HMHKYOAlluH;

m) METOOVKH, UCTIOJb3YEMBIE JUIA UMUTALMM JTIOOBIX cTaquil HOpMajbHOTO MpoLiecca HAIOJIHEeHHUS,
KOTOphIE MOTYT BKJIKOUATH, HAIIpUMep, MMUTALHIO JUOPWIM3ALMU WIM 3aMEHY rasa ISl HanmoJHeHUs
BEpXHEN YaCcTU (PIIAKOHA;

n) JaHHbie MUKpPOOHMOJOrMYECKOr0 KOHTPOJS MpHM Ha4yaje U BO BpeMS MCIBITAHUHA C ITOMOILBIO
HAITOJIHEHUS CpelaMu;

0) CHHCOK COTPYAHUKOB, MPUHUMAIOIIMX YYACTHE B MCIIBITAHHUSAX,

P) pe3yJbTaThl POCTA MUKPOOPraHM3MOB B MMHATUPVIOIUX cpelaX, U3BJICYEHHBIX U3 HAMOXHEHHbIX
KOHTENHEPOB;

() onpeneacHue MUKpOOPraHM3MOB U3 BCEX HECTEPUJIBHBIX €IMHUL U HCCEN0BAHUE BCeX 3aDUKCH-
POBAHHBIX BO BpeMs HCIBITAHUU ClyYaeB KOHTaMUHAIMH;

) OTYET PYKOBOIMTESI UCTIBITAHHUH;

S) JUIMTEJIBHOCTD II€PUOJA BPEMEHU XpAHECHUS Cpelbl IIPOMEXYTOYHOM €MKOCTH A0 PIIbTpaLMH;

t) IJIUTEJBHOCTh BPEMEHU, NOTpeOOBABILEroCs MNS1 HAIOJHEHH BCeX KOHTeHHEPOB (eIUHULL).

17.11 Pe3yabTaThl HCOLITAHUA C HANONHEHHEM CpeJaMH, NMPeBbINAIOIINE YPOBHH JeiiCTBHA

17.11.1 WcciaenoBanune

17.11.1.1 Korma ypoBeHb IEHCTBUSI ITPH HAITOJHEHUY cpelaMH IIPEBBIIIECH, JOJDKHO OBITh IIPOBEHEHO
JICC/IEAOBAHME U JOKYMEHTUPOBAHUE MPUUYMH TAKOIO IMPEBLIILIEHUS].

17.11.1.2 Ecau npesbillicHB! YPOBHU NEHCTBUS, TO CleAyeT HEMEIJIEHHO IIPOCMOTPETh BCE COOTBET-

CTBYIOLLME 3aIIUCH, OTHOCSIIUECS K ACENTHYECKOMY IIPOU3BOACTBY, MEXAY MOCJIEIHUM YCIIEIITHBIM HaIO)I-
HEHVEM M TEXVILMM HATIOJTHEHUEM.
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JTO UCCIIENOBAHME HOJKHO BKIIIOYATh, 110 KpafHel Mepe, CIEAYIoIee:

a) IDAHHBIC MUKPOOHOJIOTHYECKOIO0 KOHTPOJIS OKPYXaIOLEH cpelbl;

b) maHHBIe KOHTPOJA YACTHIIL;

C) JaHHbIE KOHTPOJS ITepCoHasa (CMBIBBI C PYK U T. II.);

d) peXuMBI CTEPUWINA3AIIAY UMUATATOPA, TPOAYKTA K 00OpYIOBAHUS;

e) oueHKy HEPA ¢uwipTpoB (YpoBeHb a3pO30JBHOrO 3arpsi3HEHUs! YacTULIAMU, TECTHPOBAaHHE C
NMOMOIIBIO JbIMA, U3MEPEHHE CKOpOCTed U T. 1.);

t) HampapjeHHe BO3IYIIHBIX MTOTOKOB B NMOMEIEHUM M Tiepenan JaBJIeHUH;

g) TOATOTOBKY M KBAJIU(PHUKALIMIO OIIepaTopa;

h) HeoObIMHBIC SABJICHMUS, UMEBLINE MECTO BO BpeMs KCIbITAHUIA;

1) YCJIOBUS XpaHEHHUS CTEPWIbHBIX MAaTEPUATIOB U MPOLYKIHMHU;

j) onpenejieHHe KOHTAMMHAHTOB KaK K04 K UCTOYHUKY KOHTAMHHAILIUHU;

K) xo3sHCcTBEHHBIE BOIPOCHI 1 OOy4YeHHE;

1) xanubpoBKa cTepUIM3ALIMOHHOIO obopy1oBaHMS;

m) 3KCIIEpUMEHTAJIbHbIE JaHHbBIE O YHUCTOTE BO3lyxa nepea (PUIBTPOM M IIOCJIE€ HEro M/WIM O
11eJIOCTHOCTHU Kopryca pHIbTpa;

n) HEAOCTATKHM ITPOAYKTA W/WIM TEXHOJOTMUYECKOIo Ipollecca; H/WIA OrpaHUYCHHUE IIPOILECCOB
KOHTPOJIS;

0) JOKYMEHTHpPOBAHHAsI OTOpaKOBKa IMPoO MO OYEBUIAHBIM IIPUYMHAM O OKOHYATEJIbHbIX BHIBOIOB.

17.11.2 KoppekTupymolue JeiCTBUSA

17.11.2.1 Ecnu pe3yabTaThl UCIIBITAHUM C HAITOJIHEHUEM CpelaMH MPEBLILIAIOT YPOBHU IENUCTBUS, TO
clenyeT BRIIIOJHUTH yKaszaHus Tabuuil 1 U 2.

17.11.2.2 Peuienue o TOM, NPEOANPHHUMATL JU ACUCTBUS B OTHOLICHUMU ITPOUIBEACHHOK M/MNU
OTIIPABIEHHON B peaIU3alMIO MPOAYKLIMH, JOJKHO UCXOMUTh U3 OLICHKU BCei UMeIoLLehics MHOopMauun
U NOJDKHO OBITh JOKXYMEHTHPOBAHO.

17.11.2.3 JI1o60if IpoayKT, KOTOPBIA HNpOM3BEAeH B JMHHUM HA OCHOBE PE3YJIbTATOB MCIBITAHHUH C

HalIOMHEHUEM CpelaMH, HOJIKEH ObITh M30JHUPOBAH MO TEX IIOP, [M0OKA HE OYAYT IOJYYEHBI YCIIEIIHbIE
PE3VJIBTATHI TAKMX UCTIBITAHUH.

[IpuMedaHue— AHaIU3 MPOU3BOACTBCHHBIX CEPUH C YYETOM HEYAAYHBIX MCIBITAHUA C HANOAHEHUEM

cpellaMH BKJIIOYACT COOTBETCTBYIOUIME AAHHBIC KOHTPOJIS OKpYXAlOlleh cpelbl, 3aluch pe3yabTaTOB UCIbITAHUN Ha
CTEPWIILHOCTD 32 3TOT IIepUMOJ BPEMEHU, BO3MOXHBIE IPHUYMHEI, OOBICHSIONINE pe3yAbTAaThl TEKYHIUX HUCHBITAHUN C

HATIOJIHEHUEM CpelaMH, M JTIOOYIO ApYryio MH(MOpPMAIIMIO, KOTOpas MOXET KacaTbCsA CTEPWIBHOCTU paccMaTpUBaeMoro
IPOAYKTA.

18 KoHTpOJb CTEPRILHOCTH IOTOBONO NPOAYKTA

18.1 O0ue nonoxkenus

KOHTPO/b CTEPUIIBPHOCTH ACENTUYECKH HATIOJHSIEMBIX IIPOAYKTOB HOJXKEH IIPOBOJUTHCS ST KaXI0M
CepHUHU (IMApTHUH) IMPOIAYKTA.

18.2 UccaepoBanue noaoXuTeNbHbIX (HeCTePHIBHBIX) NMPoD

18.2.1 Crnenyer oLeHHUTDb MMOJOXHUTEIbHBIC IIPOODI IO pPe3yabTaTaM KOHTPOJISI CTEPUIBHOCTH, a TAKXKE
[IPOBECTH HUCCJICAOBAHUS 10 YCTAHOBJICHUIO HCTOYHMKA KOHTAMMHALIMU, BKJIIOYAs] pOCT MUKPOOPIraHU3MOB,
BbI3BAHHBIA KOHTAMUHAUMEN BO BpeMs IMPOBEACHUS KOHTPOJIS.

18.2.2 Cienyer oLIeHUTh KOppe/SILHIO MEeXIY BUIAMH MHUKPOOPraHU3MOB, OOHApYyXeHHBIMU B MpO-

M3BOACTBEHHOM CpeJie, MOMEILICHMSX JIabopaTOPHUH KOHTPOJISI CTEPWIBHOCTU, ¥ BUIAMH MUKPOOPIraHU3MOB,
BhIZEJICHHBIMHU [P KOHTPOJIE CTEPMIBHOCTH.
18.3 ILxansl oTO0pa npod

18.3.1 Ilnans! orOopa npo® Wis OLEHKH IMPOMEXYTOYHOI0 WJIKH I'OTOBOro IIPOAYKTA AOJXHbI OBITH
pa3paboTaHbl ¢ TAKMM pacyeToM, YTOOBI 00E€CIEeYUTh MPEACTAaBUTEIBHOCTh KAXIOH CEpUU, M JOJIKHBI
0a3upoBaATHECH HA CTATHCTUYCCKOM OOOCHOBAHUU WIM APYTUX IPpUEMIEMBIX PYKOBOISLINX WIK perjiaMeH-
TUPYIOILIMX TPEOOBAHUSIX.

18.3.2 Ilnan otbopa npod moLKeH ObITh MPEACTaBUTEILHBIM 110 OTHOILIEHUIO K CEPHU.

IlosydyeHHBIE IIPOOBI CYUTAIOTCS NPEACTABUTEIBHBIMU IUIS BCEH CEPHMH, €CJIM OHU:

a) OepyTcs NEpUOAUYECKH (BKIKOYAsT HAYAIO, CepeIMHY H KOHEIl IMpOoLecca HAIIOIHEHUS);

b) BKIIIOYAIOT E€OWHUIILI, B3ATHIE I[IOCNIEC BMELIATEILCTBA OINEPATOPA B IMPOU3BOACTBEHHVYIO 30HY
(30HBI).
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19 O6padoTKa mapom Ha mecTe

19.1 O0mme nonoxeHust

19.1.1 OOGopynoBaHHE, KOTOPOE HEJIb3sI CTEPMIM3OBATH B aBTOKJIAaBe H3-3a OOJIBIIMX pasMEPOB MU
ocobeHHoCTell KOHPUTYpallMK, cTepran3yercss Ha MecTe (in situ). Ilpu 3ToM Heob6XxoquMO yOeIUTLCS B TOM,
YTO JIETAJIBHOCTD Ipollecca COOTBETCTBYET CHHXCHHIO HA LIECTh AECATUYHBIX JIOTapU(PMOB IIPU UCIIOIH30-
BAaHWU [UIS TIEPBOHAYAIbHOM ATTECTALIMM ¥ IIOBTOPHOM aTTECTALIMM CHCTEMbl OMOMHIUKATOPOB, YCTOMYMBDIX
K BO3IEHCTBHIO BJAXHOIO TEILIA.

HUcnonp3oBaHue Ipy BAJIKWIALMUA YCTONYUBEIX K TEILTY MUKPOOPTaHU3MOB TPEOyeT COOTBETCTBYIOIIEIO
KOHTPOJISA, YTOObl MHHUMHK3UPOBATh BO3MOXHYIO KOHTAMWHALUIO 30HbBI ACEIITUYECKOTO IIPpOU3BOACTBRA.

ObpaboTka mapoM Ha MECTe MO3BOJSET BLIMOJHATH CTEPHIIM3AIAIO ITAPOM BCEH TEXHOJOTMYECKOU
CUCTEMbBl IIPOU3BOACTBA MEIMUMHCKON NPOAYKLIMHM KAaK €OUHOIO LEJOro, MCKIIIOUUB WA YMEHBIIUB
HeOOXOMUMOCTh COOPKU B aCENITUYECKUX YeaoBUSIX. [IprMepaMu MOTYT CIIYKMTE pe3€pBYyaphl, TAHKH, IMHUU
HaIlOJIHEHUSA, MePeNaTOYHbIC JUHUM, CUCTEMBl PUILTPALIUN WIK CUCTEMBI [TOATOTOBKHA BOAB! JUISI UHBEK-
[IUH.

[Tpouecc 0O6paboTKH HAPOM HA MECTE TpeOYET TOYHOTO COOMIONSHUS IIPOLEAYP 10 YIUICHMIO BO3ayXa
W KOHIIEHCATAa, 4 TAaKXK€e COXPAaHEHHS LIEJIOCTHOCTHA CUCTEMBI ITOCIe 3aBeplIeHUSa 00padoTku. He3HauyuTenb-
HBIE OTKJIOHEHHUS OT YCTAHOBJICHHOH NPOLEAYPBI MOIYT MPUBECTH K HAPYIUEHUSIM B TEXHOJOTHYECKOM

mpolecce, KOTopble MOTYT OCTaThCsl He3aMeuYeHHBIMU. HyXHO MpUHSThL BO BHUMAHUE CJIENVIONIUE MEphI
npyu o6paboTke rmapoM Ha MECTe:

a) yOAJIEHUE BO3/IyXa 'PAaBUTALIMOHHBIM WM BAKYYMHBIM METOJAMMU;

b) MOCTOSIHHYIO IPONYBKY (ONMOPOXHEHUE) WK NAPOBHIC TPAIILI (JIOBYWIKHM) BO BCEX HMXKHUX TOUYKAX
C LEIBIO UCKIIIOUEHUA 00pa30BaHUA KOHIOEHCATa;

C) cTporoe coOJIoaeHUE Ipoueayp oopaboTky nmapoM Ha MeEcCTe,

d) cooTBeTCTBYIOLIEE MOMIEPXKAHUE 1IEIOCTHOCTH CUCTEMBI 110CjIe 00padOTKY;

e) crporoe coOiloeHHe MAaKCUMAaJbHbIX TpeOOBAHUMN K (WIbTpaM II0 TEMIIEpPAType, XABJICHUIO U
[I0TOKY,

f) HcKIIOUEeHHE CITyyacB OOpaTHOro JAaBJEHHUS HAa PWIbTpax BO BpeMsi 00pabOTKH IapoM Ha MECTE.

19.1.2 Ecau otcyrcTByeT aBTOMaTHyecKass cucteMa odpadoTku napoM Ha Mecte (SIP), To moymkHEI
BBINIOJIHATHCS U JOKYMEHTHUPOBATbhCA PYYHbIE IIPOLIEOYDHI.

19.2 llenocTHOCTL CHCTEMBI NOCTE CTEPHIH3ALNN

19.2.1 Hocne crepwinzanyy JOJKHA NOOOEPXUBATHCS LIEJIOCTHOCTE CUCTEMEI.

19.2.2 T'a3zbl (BO3OyX WIK a30T), BBOOUMBIE B CUCTEMY, HOJIKHBI ObITH CTEPUJIIBHBIMHU.

19.2.3 U3 cucreMbl 1o/LKeH ObITb yIaJeH I1ap ¥ KOHAEHCAT, U B CUCTEME JNOJLKEH IMONICPXUBATHCA
ITOJIOXUTENIBHBIN [Iepenaj JaBjlcHUA 0 Havajia €€ UCITOJIb30BaHYA.

[IpuMeyanue — BeeaeHue crepwiIbHOrO raza (HampyuMep, Bo3JyXa WM a30Ta) MOXET BbICYIIUTb CHCTEMY
IO WCTIOIb30BaHMs, YTO OUEHDb BAXHO IPH NPOM3BOACTEE NMPOAYKTOB, He COAEpPXKallMX BOLY.

20 DuapTpanma B TEXHOJOTHYECKOM NpoIecce

20.1 IIporpamma oueHKH GUILTPOB ¥ QUILTPOBANLHOIO 000pPYAOBaAHMS

20.1.1 JlokyMeHTUpOBaHHAs nporpaMMa OLEHKM PWILTPOB JOKHA OBITH pazpaboTaHa 0 IpoBele-
HUS BJIMJAUMH U NPUEMKUA PUWILTPOB.

DTa IporpaMma J0oJDKHA BKIIIOYATEH OLICHKY CJAEOYIOLIEro:

a) OAHHBIX U3roTOBUTEISI O PUABTPAX U MUX 2JieMeHTax (MeMOpaHax, KapTpHXaxX, BCIIOMOTraTejlbHbIX
JIEMEHTaX, KOJIIayKax, MpoKiaaKax, KoJbuax 1 np.);

b) MHCTPYKLHUH 110 ITpOBEpPKe LEIOCTHOCTH (PUILTPOB;

c) coBMecTUMOCTU UNILTPa U IPOAYKTA;

d) BbUICJNEHHUH U3 PWIbTpa, B TOM YUCAE BhIAEJIEHUN 4acTHULI.

20.1.2 PunbTpel, NpeaHasHaYeHHBIE U1 VIepXaHUs 6akTepuil (cTrepunusylomue ¢uibTphl), JOJDKHBI

IIPOBEPATHCSI COOTBETCTBYIOILUM U OIpeAcIEeHHBIM OMONOTMYECKUM TECTOM WM NOJDKHBI UMETh HeoOXOo-
NYIMbIE JaHHBIE OT V3rOTOBUTES.

[IpumMeyaHune — MHKPOOMOJOTUUYECCKNI KOHTPOJIb JAOIKEH TIPOBOINUTLCS BO BpeMsA IIepBOHAYAILHOM arTec-
TalluM B 1aOOPaTOPHEIX YCIOBUSIX, €CNIU €TI0 ITPOBEACHHUE B IIPOM3BOACTBECHHbBIX YCIOBUSIX MOXXET OKA3aTh OTPULIATEIILHOE
BJIMTHUE HAa KaYeCTBO OKPYXKAIOLCH Ccpelbl.

20.1.3 Cnenyer oueHUTh abCopOUMIO WIM ancopOUMIO (PUABTPOM JI€KAPCTBEHHOrO CpPEeACTBa WIH
KOHCEPBHUPYIOLIETO BElECTBA.
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20.2 Ouenka 0e3onacHOCTH puabTpa U GHALTPYIOIIEH CHCTEMBI
20.2.1 OOume mosoxXeHus:

besonacHocTh GHIBTPA M GIIBTPYIOLIEH CHCTEMBI CIEAYET OLIEHUBATh OMOJOrMYECKUMHU ¥ XUMU4ec-

KUMH MeToJaMHM, YTOOBl YOSOAUTHLCSI, YTO OHM He BbIACISIIOT HeXeJlaTeJbHbIX MAaTepHANOB B IIPOXOISALIAE
yepe3 HUX rasbl WM XUIKOCTH.

20.2.2 buonornyeckue TeCThl HA 0€301T1aCHOCTD
20.2.2.1 Ecnu B dwiptpe (PWIbTPYIOLIEH cUCTEME) MCIIONB3YIOTCS JIOOBbIE IUIACTMACCHI, TO A
KaXI0Tro BUAA IUIACTMACCHI CACHYET IIPOBECTH KOHTPOJb HA OHoJIoTHYecKYIO 6e3oracHocTb. KOHTpOIIb

MOXET OBITh TIpoBeIeH A Bcero pwibTpa ((puUapTpyiolled cucTeMbl). CiaeayeT MPOHU3BECTH OLEHKY
(PWILETPOB Ha IIPUCYTCTBUE SHIOTOKCHHOB.

20.2.3 XUMHUYECKHUE TECThI

st Bcex THIOB (PHUABTPOB CJAEAYET KOHTPOJIUPOBATH:

4) OKMUCJIAIoIIME CyOCTAHLIMMU;

b) BIUSAHHE HA CTAaOWIBHOCTD B IMPOLECCE XpaHEHUS

C) IpYIHE TECThI, €CIU Tpedyercd puabTpalUs pacTBopa WM rasa co CreuuaJIbHbBIMU CBOMCTBAMM.

20.3 ArrecTranua GU3MYECKOH UEJOCTHOCTH B IKCILIYATALHH

20.3.1 BanmumanuoHHass npoBepKa (pU3NYECKOH IIEJIOCTHOCTHA TEXHOJOIMYECKOIro GuibTpa MOJIKHA
[IPOHU3BOIUTHCS MOCJE €ro MCIOJb30BaHMs 0€3 HapylleHUs KOpITyca ¥ COOPOYHBIX 3JIEMEHTOB (PUJIBTPA.

B xagecTBe OCHOBBI IUISI BAIMAALMOHHOIO METOa MOT'YT MCITOJIB30BaThCS MHCTPYKIIMH UM PEKOMEH -
HALIMA U3FOTOBUTEJIS.

[TpuemMiaeMbIMH TecTaMX Ha DUNYECKYIO LIEIOCTHOCTD TEXHOJIOTUYECKOro puibTpa SIBIIIOTCS «1ud-
¢Yy3HBII ITOTOK», «MOAIEPXaHHE IMTOCTOSIHHOIO JABJIECHUS», «TOYKA MY3bIpbKar.
20.3.2 Crnenyetr omnpelcidTh CBOMCTBO (UIbTPA MJIM €r0 KOPIIYyCa COXPaHSTh LEIOCTHOCTh IpH

CTEPUNU3ALMU U TIPOXOXKAECHUU 4Yepe3 HEero rasa Wid XUAKOCTH (YYMTBIBAS H3MEHEHUS NABICHUS WIU
[TOTOKA).

20.4 DOunbTpalus B JHHHAX HANOJIHEHHA

20.4.1 Yactu dwibTpa M IIPpOKIALKA JOJIKHBI ITIPOBEPATHCS 11epel COOpKOHM.

20.4.2 COopka dwibTp-Iipecca, JUMCKOBOM MeMOpaHbl WIHM KapTpUIIKa M Kophyca JOJLKHA [IPOBO-
OUTHCS B COOTBETCTBUU C UHCTPYKUHMEH U3roTOBUTENS PUIBTPA.

20.4.3 B mpoToKojie IapTuu DOJLKEH OBbITb yKa3aH HoMep cepud QwibTpa (OT U3TOTOBUTES).

21 JInodpnan3zanus

21.1 Obmme noJIoKeHus

JInopunuzauust npeacrapiasgeT coboil 0oyiee BHICOKMNA 3Tall B Pa3BUTHUM ACEIITUYECKON TEXHOJOTMH.
HecMotps Ha To, yTo JUodwIn3aus mnpeacrasisieT codboii npoiiecc, Tpedyloiuii KOMIUIEKCHON TEXHOJIO-
MY, HACTOSILUIMI CTAHIAPT pAaCCMATPUBAET TOJIBKO ACIEKThI, CBSA3aHHbIE C ACETITUYECKUM IPOU3BOJCTBOM.

JAnodpunuzauys JoJOKHA IIPOBOIUTECS B ACEIITUYECKUX YCIOBUSIX.

21.2 Baaunanusa

21.2.1 Ilpouecc nuodpunuzauuu no/keH ObITh BANIUAVPOBAH Y aTTECTOBAH KAaK COCTABHASA YacThb
obuiel BAIMAALIUM aCEeITHYECKOro IIpolecca.

TexHnosorus nuodIU3ALUM MOXET BHECTU (PAKTOPBI, KOTOPHIE BAUSIOT HA CTEPUIbHOCTh, aKTHUB-
HOCTb, 2 PEKTUBHOCTD U CTAOMWIBHOCTh FOTOBOTO ITpoayKTa. BaXHyIO posib UTPaAIOT:

a) COCTaBs pacTBopa;

b) HamosHeHWe BO (JIAKOHBI U BAIMAALIMIO OoIepaliyi HAMMOJMHEHUS;

C) CTepWJIH3aLiis U TEXHUYECKHE BOIIPOCHI, CBA3AHHBIE C JIMOPWIBHON YCTAHOBKOM;

d) KOHTPOJIb FOTOBOIro IMPOIYKTA.

21.2.2 Bamupauud nomiexar cJAeLyIOHIHE 3JEMEHThI Npolecca JNoDWIN3alUu:

a) meperaya Mnpoaykra B JHOPHUIBHYIO YCTAHOBKY M M3 HEe,;

b) crepunuzanud THOPUNBLHOU YCTAHOBKMY,

C) LENOCTHOCTD JUODMIBHOM YCTAHOBKHU (TECTHI HA YTCUKY);

d) KOMIIBIOTEPHASI CUCTEMA KOHTPOJS (€CIU IPUMEHSIETCH);

€) CTEepPIIM3ALIMS MepedaTOYHbIX KacceT WIH IPOTHUBHEH;

f) mesnHdekMs NepelaToyHbIX YCTPOMCTB.

[TpuMeuanne — [IporpamMMa KOHTpOJISI, BKJTIOUasl perylIsapHble NPOBEPKH ¢ MCMOJIb30BAHMEM HANONMHEHUS
cpelaMi 1M UMHUTHPYIOLIETO NMUTATCIbHOro OyIbOHa, NOJDKHA OXBATBHIBATh IMApaMeTphl BAIMAALIKH.
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21.2.3 B cayyae cyliecTBeHHBIX U3MEHEHMM B Ipolecce 10/DKHA OBITE CHOBA IMPOBEASHA BAIUAALIUA
(cM. 17.2).

21.3 ITapaMeTpbt KOHTPOJA mpouecca aMopHIM3aALHA

TlocKoNMbKY BO3MyX M3 KaMephbl YHAJNSIETCSI, a 3aT€M BHOBb B Hee¢ IIoJaeTrcsd BO BpeMs IIpoliecca
nmuodwiM3aly, MECTa BBOAA ITATPYOKOB YAAJECHHS M I0JAYM BO3AyXa NOJKHBI ObITh OCHAILIEHB] CTEPHIIH-
3yionuMM puabTpaMu. Ecau npegycMoTpeHa rmogavya Apyrux ra3oB (HampuMep, a30Ta, YIJIEKHACIOro rasa)

st cOpoca BaKyyMa WIM 3allMTHI MPOAYKTA, TO IIYTU IPOXOXIEHUS 3TUX Ta30B TaKXKe HOJIKHbI OBITH
OCHaNIeHb! PUHHUILHBIMY CTEPUIM3YIOIMMU QWILTPAMH.

YT10o0bI ITOKa3aTh CIIOCOOHOCTH O0OPYXOBAHUA KOHTPOJIHPOBATh ¥ MOMIEPXKUBATD fpoliecc Juodwin-
3alUy (JaBJICHUE, TEMITEPATYPY, BpeMs) 1 00eCIIeYuTh HAleXXHOE BOCIIPOU3BEAEHHE PUEMIEMOI0 YPOBHS
BIAXHOCTA B N'OTOBOM IIPOAYKTE, CEAYyeT MPOBOAUThL AHAIHU3 COAECPXKAHMS BJIark B FOTOBOM HPOIYKTE U
HOKYMEHTANTEHO OQOPMIATE ero Pe3yabTaThl. OTKIIOHEHUS B IMOAAEPXKAHUM TPeOYyeMOTo YPOBHSA BIAXKHOCTH

B TOTOBOM IIPOIAYKTE MOTYT IPUBECTU K TOMY, YTO TOTOBBIM NMPONYKT OYAET McHEe aKTHBHBLIM H MECHEE
CTAOWJILHBIM, Y€M 3TO YKA3aHO HA 3THKETKE.

21.4 MapupyT npouecca

[LnasupoBoYHOE pellleHUE MOMEIICHUSI, OTHOCSIIEEC K 000pYIOBaHUIO HAIIOJIHEHUS, TUODUIN3A-
IIMA U YKYIIOPHMBAHHUS, HOKHO OBITH BBIIIOJHEHO TaK, YTOOBI IEPEMEMIEHNE OTKPBITOrO IPOAYKTa OBLIO
CBEIEHO 10 MUHUMYMA.

21.5 OTkpoIThie KOHTEHHEPHI (IEPBHYHAA YNIAKOBKA) M NPOOKH

21.5.1 YnakoBka nomiexalilero JUOQHUIN3aALUMKU TIPOAYKTA OCTAETCSA OTKPBITOM BO BpeMs IIpoliecca
CYIIIKU. B ¢BSI3M ¢ 3T¥M IIPOAVYKT AOJDKEH OBITH 3aIUMLUIEH OT 3arpsA3HEHUsI BO BPEMSI ITEPEMEILIEHUS OT 30HLI
HAIMOMHEHUS B TAOPWILHYIO YCTAHOBKY, HAXOXIAEHUSI BHYTPH MOPO3UWAbHOM KaMephbl (cybsuMaropa) U B
KOHIIe Impolecca CYLIKU N0 YKYITOPHBAHUSI.

21.5.2 Tlpobku, KoTopble UCIIOAB3YIOTCS s THOPWIH3IUPOBAHHOTO IIPOAYKTaA, KaK IIpaBUIIO, OTIH-
4alOTCs 110 KOHCTPYKIIMU OT NMPOOOK, UCMOJB3YEMBIX B ACENITUYECKUX TpoLeccax 0e3 THOoPWILHOMN CYIIIKH,
M IIpoOOoK, UCIIONb3YEMBIX B IpoLieccax ¢ PUHUILIHON crepuansauuein. [Ipobku ¢ mpopespio, IpUMEHSIEMbIE
NpH JUodUIU3AUUH, MOTYT ITOTPEOOBATD CITELIUAIBHBIX OTPAHUYUTENBHBIX JIEMEHTOB BO BpeMs Orepalu
HamgeBaHUS, ITOCJie KOTOPOH MpoOKa 0OKa3bIBACTCS CJIErKa HaxeTol Ha (JIaKOH rnepes TPaHCIIOPTUPOBAHHUEM

B JUOUIbHYIO ycTaHOBKY. Ilocie 3aBepluecHUs1 NHOPUIU3ALMU MTPOU3BOAUTCS TUIOTHOE YKYIIOpPMBAHME
[IpoOKOH 3a cYET JaBACHUA MPOTUBHA WIH ITOJIKMU.

21.6 Ilepememenue B JuOHILHYI0O YCTAHOBKY

21.6.1 IlepemMellieHHe HAMMOJHEHHOTrO [IPOAYKTA, IPUHAMJICXKHOCTEH U APYTrHX MPEAMETOB B THODUIIb-
HYI0 YCTAHOBKY HOJDKHO NMPOBOAUTHCSA B KPUTHYECCKON 30HE.

21.6.2 JloysxHa OBITH pa3paboTaHa MHCTPYKLMS MO 3arpy3ke JIMO(pWIbHON YCTAHOBKHU.

HormomHuTeabHbIE 3aIIMTHBIE MEPhl MOT'YT BKJIIOYATH B CEO4:

a) 3aKpBIThbIE WIH ITOJY3aKPHITBHIC NI€PEIATOYHbBIC KACCETHI,

b) KaMephbl ¢ ONHOHAIIPABJIECHHBLIM ITOTOKOM WM KaMephbl C U30OBRITOYHEBIM JABJIEHUEM I IEpEMEILIe-
HUS KaccerT,

c) obecrieyeHHe OMHOHAIIPABIEHHOrO ITOTOKA Hall 30HOM 3arpy3KH.

ABTOMAaTHYECKHE WIM MEXAHHYECKHUE CHCTEMBI ITepenauy SIBJSIIOTCS NMPEAINOYTUTEIBHBIMHU 110 CpaB-
HEHUIO ¢ MepeMeIeHUEM BPYYHYIO.

21.6.3 Banmupanusa nepeMellleHUs NMPOAYKTA B JUOPWILHYIO YCTAHOBKY U U3 HEe JOJDKHA BKJIIOYATD!

a) aTTEeCTaIIMIO TIOMEIEeHHM M YKPBITUHA ¢ (QWILTPOBAaHHBIM BO3AYXOM C HCIIONb30BaHUEM Kak
(pH3NYEeCKHMX, TAK 1 MUKPOOHOJIOTHYECKNX METONOB;

D) arrecTauuio NepcoHana ¢ UCMOoMb30BaHHEM MUKPOOUONOrMYSCKUX METOOOB (CM. 4.2);

C) HCIOJB30BAHUE MMUTATOPOB IMPOAYKUHUNA WIM UMHUTHPYIOLUErO OYJIbOHA C [IPUMEHEHHUEM CYLIECT-
BYIOLIIMX METONAOB U YCJIOBHI II€peHayy, UCKJI0Yas olepanuio TMobuIM3anuu.

21.7 Beirpy3ka u mepeMeinenve K 000pyaoBaHKI0 YKYIIOPUBAHMSA

21.7.1 HomxHa ObITh pa3paboTaHa HHCTPYKUUA T10 pa3rpy3ke MNoQUIbHON YCTAHOBKU.

21.7.2 Ilpouecc t1uodpunu3aluu 1 Iepuo BpeMEeHHU MexXIy 3aBepllIeHHEeM IIUKIA U BRITPY3KOH T1ocie
JIMOPWIN3AIMY NOJDKHBI OBITh COKpAllleHBI, HACKOJIBKO 3TO BO3MOXHO.

21.7.3 C6poc BaKyyMa J0JDKEH ITPOBOAUTHCSI CTEPWIBHBIM areHTOM, TAKMM KakK BO3XYX, a30T WIH APYroi
IPUTOAHLIA ra3, KOTOPEI COOTBETCTBYET TpeOOBaHMAM dapMakoIeu Y npolleal MeMOpaHHYIO (IIbTPALIMIO.

21.7.4 TlepeMellieHHEe OTKPBITOIO JHOPHIM3UPOBAHHOIO TPOOYKTA K OOOPYIOBAaHHIO YKYIIOPKH
IOJDKHO IIPOU3BOOUTHECH B KPUTHYIECKON 30HE.

IIpumMeyanue — Ecau ykyropueaHue (pIakoHOB BBITIONTHACTCS BHYTPHU JIMODUIBLHON YCTAHOBKH, TO Iepe-
MELIEHNE MOXET TIPOBOOUTHCH B MEHEE KPUTHUYECKOM 30HE.
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21.8 OyucTka m Ae3MHpeKuns JHOMHILHONH YCTRHOBKH

Crnenyer HOJDXKHBIM 00pa3oM IIPOBOAUTL OYMCTKY M Ae3UMHE@EKIMIO BHYTPEHHUX MNOBEPXHOCTEH
NodpUIBHON YCTAHOBKH, BKJTIOYAs JIMHUMU CTOKA BOOHOrO KOHJIEHCATA.

21.9 Crepuusanmsa JMopUILHONH YCTAHOBKH

21.9.1 HepuoauaHoCTb

21.9.1.1 JlnodpuasHast yctaHOBKA HOJIKHA ITPOXOONTE CTEPMIM3ALMIO Yepes olpenesieHHble MHTepBa-
JIBI BPEMEHH.

21.9.1.2 OTH uHTEpPBaIbl, KOTOPbIE MOTYT 3aBUCEThH OT B IIPOYKTA WM APYTUX PaKTOPOB, NOJLKHBI
OBITh MOATBEPXKICHBI MPU MUKPOOUOJIOrMYecKOH BaTygaillUH.

21.9.1.3 HomxeH ObiTh omnpeaeieH MAaKCUMAIbHO JOMYCTUMBIM MHTEPBAJ BPEMEHU MeEXIY CTePHIIN-
3alMel U HAYAJIOM LIMKIIA TUHOPWIBHOM CYILIKU.

21.9.2 MeTonnl
MeTtonpl CTepUIU3aALUKU JTUOMDUIbHBIX YCTAHOBOK AOJDKHBI OBITh BAJIMAUPOBAHBI.

I[IlpuMeuvanue — Meroapl crepunusauy TMOOHUILHBIX YCTAHOBOK IMapoOM WIH Ta30M SIBIAIOTCA MPEArIoUuTH-
TEJIbHBIMHU.

21.10 Cucrema BEHTHISALMOHHLIX (PMJILTPOB

21.10.1 Ilpu cbpoce Bakyyma C COXpaHEHUEM IrepMETUYHOCTH (1LIEJIOCTHOCTH) JTUODUIEHOM YCTAHOB-
KU JOJDKHA MCITOJb30BATHCI CUCTEMa (unbTpauMM rasos. Ilocie kaxmoro uukia JUOQUJIBHON CYILKU
CJedyeT MPOBEPSTh HEJOCTHOCTh PUIbTPOB. CienyeT u3beraTh MOSBICHHUS Iepernana JaBjieHust Ha pUuibTpe.

[IpuMedvanune — Ecnmu npumeHsiorest (pUMKCHpPOBAHHLIC Ta30Bble JWHHW, AOMXKHA ObITh IpEeoycMOTpeHa
CUCTEeMa OTpelc/IeHUs HAIMYHMS rasa.

21.10.2 KoHcTpyKuMs cucteMsbl PUibTpallvy JOJDKHA JOMYCKATh €€ cTepwin3anuio. I1o BoaMoxHoc-
TH, MPEOIIOYTUTEIbHO IIPOBOIUTL KOHTPOJL M CTEPUIU3ALUIO «HA MecTe», 4ToOhl He Mnpuderatr K
acerTUYeCcKoM 3amMeHe PUIbTPOB.

21.11 MonuTOpHMHI OKpYXKaliei cpeabl 10 MAKPOOPraHU3MaM M YaCTHIAM

JlookHa ObITh BBEHOEHA ITpOrpaMMa MUKPOOMOJIOTHYECKOro U PUINYECKOro KOHTPOJIS MepeMellieHUs
NPOAYKTA ¥ IpoBeAcHUS Auobwinsanuy (cM. pasaeisl 15—17).

21.12 OcofeHHOCTH HANOJHEHHA CpeJaMH And JHMOopIIN3 AU

21.12.1 JImodpUIU3UPOBAHHBIA MIPOAYKT MOXET IPEACTABJATh ONPEICNEHHBIE TPYAHOCTH BO BpeMS
HAITOJIHEHUSI MMUTHPYIOIUMMU cpeaaMud (UMUTATOPOM) M3-3a TOBBILUEHHOIO YHCAA MAHUITYISLMHN H
BMeELIATE/IbCTBA MIEPCOHAJA.

21.12.2 Tlpu BanuIauuy METOOB OYMCTKY, Ne3NHPEKIIMUN U CTSPUIN3ALIMMA JOJDKHO OBITh MOKA3aHO,
YTO ITPOJIMTEIE CPEbl BO BpeMs MPOBEACHUS paboT ¢ UMHATATOPOM YIUISIOTCSI.

21.12.3 HcrpITaHus ¢ HartoJHEHUEM cpefaMU HOJDKHB! MMUTHPOBATL YCJIOBHS OKPYXAIOLIEH Cpelbl
M Te4eHHe TeXHOJIOTHYECKOro Mpollecca, BKIIOYAs: HATOJHEHUE ITPOAYKTOM, [PEABAPUTEIbHOEC HANCBAHUE
KOJIMAYKOB, 3arpy3ky U IepeMelleHue K JIMoQUIbHOM YCTAaHOBKE, BBICPY3KY, 34MOJHEHHE JTUOGUILHOM
YCTAHOBKHM, [IPOLIECC BAKYYMUPOBAHUS, INIOTHOE YKYITOPUBAHHUE ITPOOKOM 34 CYeT JABJICHUS IPOTUBHS UIU
ITOJIKHU.

21.12.4 B TeueHHUe mnpolecca MOIYT IMPOU3BOAMTHECSI PYYHbIEe MAHUNYIAIMUY, BKIKOYAS YIAJIEHHE
KpbILIEK IIPOTUBHEN WIH TOAOOHOB B KaMepe IpM 3arpy3ke ¢JIaxoHOB ¥ aMITYJI, BBIITOJTHEHME COCIUHEH NI
TEpMOMNAap WIM TEpMOMNpPOO M pasrpy3Ky KaMepbl. Bo BpeMsi- BHIIIOJHEHMSI perIaMEHTHOM padoThl 110
HAITOJIHEHUIO CPENaMU JOJIXHB! OBITb YYTEHBI BCE PYYHBIE MAHUITYASIIMY U BMEUIATEIhCTBA.

21.12.5 HanonHeHHe cpegaMu HOJKHO AyOJIMpoBaTh IMpolece JTUOPUIN3ALMUN HACKOIBKO 3TO BO3-
MOXHO, 32 MCKJIIOYCHHEM CTAAUU 3aMOpaxXKUBaHHA, HMCXOId M3 INPAKTUYECKUX COOOpKEHMM, BKIIIOYAS
YACTUYHOE BAKYYMHUPOBAHUE U IMPOAO/DKUTENBHOCTh, COOTBETCTBYIOLIYIO Cpelle.

21.12.6 Crnenyer nzberath PaKTHYECKOro 3aMOpaKMBAHUS pacTBOpA.

IIpuMevanue — Ecm nnodrwmsanms HepacdhacoBaHHOro IpoayKTa INPOBOAUTCS HEe BO (UIAKOHE WIM aMIlyie,
TO BMEILIATEILCTBO YEJIOBEKA B NMPOLIECe JTHODWITHN3AlMY YBEIMYMBacTCA. B Taknx ciayyasax JIMoQWIM3aluio NPOXOIAT Lieble

IIPOTMBHHU C MaTepyajioM. Marepuan JOJLKeH H3MeNbyYaThes, YTOObl IPOAYKT IpEBparwics B OXHOPOIHYIO Nyapy OO
TIPOIOJDKEHWS JAIBHENIIETO acenTHYSCKOro niponiecca. IIpy 3ToM NpooyxT oKashiBaeTCsi OTKPhITHIM OKPYXAIOIeH Cpeae B
TedyeHHe OoJice WIUTEIbHOTO BpeMEeHHM, YTO MOXeT IORIHATh Ha rapaHTUIO CTEpWIbHOCTH NPOIYKTa.

21.13 Texnnyeckoe o0CTyKUBaAHHE

21.13.1 B cBs3u ¢ TeM, 4TO NpU JTHOPWINIALUN UCIIONb3YIOTCH OOJBbIIME reperaabl TeMIIepaTyphl U
IABJIEHUS, JOJDKHA ObITh MPUHATA IIPOrpaMMa npoduiakTiiecKoro TEXHHIECKOTo 00CIyXUBaHUS

21.13.2 Cnenyer npoBOAUTDL PErYSIPHBIC IIPOBEPKH, YTOOBI YOSOAUTHLCS, YTO KJIAIAHBI OTKPHIBAIOTCH
M 3aKPBIBAIOTCS B HYXKHOE BpeMSI U B HYXHOM ITOpSIIKE.
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[TPAJIOXEHHWE A

(cTrIpaBo4HOE)

Pacyer pucKa KOHTAMHMHAUNY LI JAHHOIC YHCIA €NUHHL, HANMOJHEHHbIX CpefamMu

IIpuMeyanne — JlpuBeacHHas HHpOpMaLM ABJIACTCS O3HAKOMUTEIBHON Y NpeAcTanisiecT Co00IT HHCTPYK-
LIMI0, KoTopasd HE HOCUT 00f3aTe/IbHOTO Xapakrepa.

Ecny yHcno HanoJHCHHBLIX KOHTEMHEPOB N OTHOCHUTENIBHO BEJIMKO M BEPOATHOCTh KOHTaMMHauuu P modoro
KOHKPETHOr0 KOHTeHHEpa BECbMa Majla, TO YUCIO KOHTaMKHHAPOBAHHBIX €AMHUL, MOXET OBITh pacripeiC/ICHO 10 3aKOHY
[TyaccoHa. KoHTpojAbHOE 4YMCIIO €OIMHMLU, B KOTOPOM ¢ 95 %-HoH BeposdTHOCTBIO OyneT HaxoIMThCA XoTsA Obl OAHA
HecTepunbHaA eAuHUIA x, cneayd 3akoHy llyaccoHa, nipuOnmkeHHO MOXHO BBIYMCAUTD CISAYIOLIUM 00pa3oMm:

Px>0)=1—e N> (095

3ro gaer N = 2996 npn P = 0,001 (1. e. 0,1 %). C apyroit cTopoHbl MOXET OBLITh MCIIOJIL30BaHa OoJjiee ToUHas
dopMmysia OMHOMHUATBHOIO pacripelesicHUA:

Px>0=1—~(1—XN,

roe X — JoaAsg HECTEpHJILHBIX eqUHULL. BT10 naet N = 2995 npu P = 0,95,

[Ipu HaGmonaeMoM YHC/ie HECTEPWIbHBIX €AMHULL C 95 % -HOM BEpOITHOCTBHIO MOXHO YTBEPXJ1aTh, YTO UCTUHHOE
YHCAO HECTEPUIIbHBIX €AMHULL OVET paBHO WIM MEHee BepxHero 95 %-Horo nosepurenabHoOro npenena. CneaoBarenbHoO,
BEPXHM JOBEPUTEIIbHBIN IpPenesi I0/DKEH MCNOIb30BaThCA i pacyeTa «HaANXYAIEro ciy4yas» IPUMEHUTEIbHO K PUCKY
KOHTaMHHAIIMM ¢ MTOMOMIBIO HAOMIOAAEeMOT0 YMC/Ia HECTCPUJILHBLIX €IUHHII.

HUcnoneays tabnuuay A.l1, MOXHO pacCYMTaTh PHMCK KOHTAMMHALMM WIS JAHHOTO KOJMYECTBA HAIIOJHCHHBIX
CIUHULL

[IpuMmep. Ecnu u3 3000 HamosmHeHHBIX eIMHML OAHA OKa3ajiach HECTEPUIIBHOM, TO BEpXHBUH 95 %-HBIN NoBepH-
TEJIBHLIN Npeaen pycka KOHTaMuHauuu Oyaer He Oonee ueM 4,74/3000x100 % = (0,15 %. 9T0 He MOXET CUUTATHCH
IIPHEMAECMBIM.

Ecnu n3 10000 HammonHeHHBIX eMMHML TPH OKa3uUINCh HECTCPWIBHBIMM, TO BEpXHHH [(OBEpHTENbHBIN Npele
pHUCKa KOHTaMUHaLMU OyaeT He bosee yeM 7,75/10000x100 % = 0,0775 %.

B TaGnuue A.2 conepkarcs pe3yabTaTsl IPUMEHEHUS NIPUBESACHHBIX pacyeTOB UIA Pa3/IMYHBIX 110 00beMY €AHHMLI,
HAMoONHEHHBIX CpelaMy, U pa3nuyHOro (YReJINYUBAIOLIErocs) KOTU4YeCcTRa HECTEPUIILHBIX eAUHML. [U1d 9Toro npyumepa
YpOBEHb TPEBOIrd IPHHAT paBHBIM >0,05 % (1011 KOHTAMMHUPOBAHHBIX ¢IMHH1). YpoBeHb Aciicrys paBeH 0,10 %.
IlpennoXeHHBIA ypOBEHb TPCBOTM PAcloiiaraercsi BHYTpM O0JacTH, OrpaHHYEHHOH XHWPHBLIMH JHHMSIMM TaOIMIILI.
YpoBeHB ACHCTBUSI PACIIONOXEH BHIILE M CIIpaBa OT XUPHON JHHUM.

HanpuMmep, ecnu u3 4750 HanmosHEHHbIX €AMHNAL oOHapyXeHa ofHa KOHTAMMHMpOBaHHas e€IMHH1IA, TO PHUCK
KOHTaMHHAUMM paBeH 0,0998 %. [IlBe KOHTAMUHMPOBAHHKIX €XMHUIIBI U3 TOIO X€ KOJIMYECTBa HANIONHEHHBIX eIUHHIL
AaioT puck KoHTamuHauuy 4,1325 % u nostoMy npeBbIINAIOT YPOBEHD IEHCTBHS.

Bce cnyyay MUKpoOHOM KOHTaAMHMHALUM JOJDKHBI OBITh paccjieAoBaHkbl ISl YCTAHOBJICHUS NPHYKH, HECMOTPSA Ha
NAHHBIC, TIPEJCTaBICHHbIC B Tabnuile A.2.

Tadbnuua A.l — 95 %-Hblll BepXHUH HOBEPUTENABbHBIN Nipene s paclipenencHus IlyaccoHa

- e — : —
HoryyeHHas YacToT Eagiiifé;i“lf :;‘;Tﬁnmﬂbm CAMHHKL TpH 95 %-HbI{ BEpXHUIA JOBEPUTEIbHBIA NIpEac
B 0 - 'ﬁ 29957 N
] _ 1 _ 4,7439 - ) _
) ) ] 2 - - - - 6,2958 )
o 3 N ) B o ) 7,7537 o
] ] 4 L 19,1537 |
_ L > B ) 10,5130 - L
6 - o 11,8424 )
rJ : 7 13,1481
R , ‘ ) | _ 14,4346 B
g ‘ * 15,7052 .,
r B 10 B 1 16,9622 )
11 J 18,2075
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Ta6nuua A.2 — Puck 3arpsasHenus (%) npu 95 %-HOM J0BEPHUTEILHOM HHTEPBAIC I BO3PACTAIOIUEro Yuca

KOHTaMMHUPOBAHHBIX €JUHMI] B OJJHOM IMPOTroHEe HAIOJMHCHUS cpeJaMH

Yucno PUcK sarpssHeHMst Wi Yucjia KOHTAMUHUPOBAHHLIX €IUHKL
— — — 4
MBIX cpellaMH 0 1 2 3 4 5 6 7 8 S 10 11

4750 | | 0,06}"0 0,0998 | 0,1325 0,163j2 4 0,1327 0,2213 10,2493“ 0,2168 0,3038 | 0,3306 1 0,3:57-1 | 0,3:8_33
6300 0,0475 10,0753 10,0999 10,1230 | 0,1452 | 0,1668 | 0,1879 { 0,2087 | 0,2291 | 0,2492 | 0,2692 | 0,2890
7760 | 0,0?786 0,0617 0,0811 0,0999 0,1:79 0,1354 T*0,,1526. ' 0,16r94 | 0,1860 0:;023 TO,,2185 0,2346
9160 0,03'27 0,0517 {0,06873| 0,0846 | 0,0999 § 0,1147 0,1295 0,14l35 0,1275 0,1714 | 0,1851 0,1?87
10520 | 0,02&0,0450 0,0598 | 0,07§7 | 0,0J870 n 0,09?_? 0,1125. 0,12&9 0,1372 10,1492 | 0,1612 | 0,1:730
11850 0,0%52 0,0i(.)O 0,0531 0,065_4 | 9_,0_772 0,0887 _9{0999 0,1109 { 0,1218 0,1321 0,1_431 0,1536
£315O 0,0227 | 0,0360 | 0,0478 0,92?_9 0,0696 { 0,0799 {0,09006| 0,0999 10,1097 { 0,1194 | 0,1289 | 0,1384
14440 | 0,02-07 0,0328 910436 0,0537 | 0,0:6_33 0,0728 0,082{ 0,09:_10 1 0,0999 0.,.10871 0,1174 | 0, 1J26O |
15710 J 0,0150 TWE),,O302 0,0400 | 0,0493 § 0,0582 _0’0669 0,0753 | 0,0836 r0,0918 0,0999 (;),107—571 0, 1?59
16970 0.,0;76 0,(');79 0,037}_: 0,0456 § 0,0539 | 0,0619m0,069; 0,0774 | 0,0850 | 0,05;25 0,0999 § 0,1072

10,05 %

3arpss3HeHus > 0,1 %.
Puck 3arpsisHeHus (%) BBIYMCHAAETCHA 10 YPAaBHEHHIO

100 % = 100 (m/n),

rae m — 95 %-Hulii BepxHHUH OJOBepUTEIbHBIA npeaen (tabnuua A.l),
n — YUCI0 HAINOJHEHHEIX eIMHMIL.

a—— — APy ekl e T el —

[IpuMedaHne — YpoBeHb IpeaynpexacHMs — puck 3arpsasHeHus > 0,05 %, ypoBeHb AeiCTBMSL — PHUCK
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ITPHUJIOXEHHUE B
(cripaBo4YHOE)

bubdmorpadusn

I'OCT P UCO 111372000 Creprmsauuss MeIUMLUMHCKOM NMpoaykKuMK. TpeboBaHus K BAITUAALUMH U TCKYLLEMY

KoHTpoaK. PaanaliMoHHasd crepuin3alus

I'OCT P UCO 11134—2000 Crepwinzaumsa MeIMLUXHCKOH ITpoayKIIMH. TpeGoBaHUsa K BAIMAALMH U TEKYILIEMY

KOHTpONO. [IpoMElIeHHad cTepywiIn3ainsg BIAKHBIM TEIUIOM

HUCO P 14160—98 Creprwinzalidsi oHOPA30BhIX MEIUIMHCKMX U3ME/IMI, coaepXallliX MaTepHalbl XHBOTHOIO

NpoMCXOXAeHUsA. Banupanus U TeKyLUIMii KOHTPOJIb CTEPHIN3ALIMM ¢ NMOMOLIBIO XUAKUX CTEPWIN3YIOLLIMX CPEICTB
[SO 14160:1998 — Sterilization of single use medical device, incorporating materials of animal origin —

Validation and routine control of stenlization by liquid sterilants

I'OCT P UCO 11135—2000 MemmumHckre u3genusa. Baamupanmg M TeKyuMd KOHTpOJb TNPH CTepWIN3aLUU

OKCHAOM 3THJICHA

['OCT P UCO 9001—96 Cucremn Kayecrsa. Moaens obeceyeHus1 KayecTsa IpU NMpOeKTUPOBAaHNH, pa3pabor-

Ke, TIpPOM3BOACTBE, MOHTAXE U O0OCIYXWBAHNMH
I'OCT P UCO 9002—96 Cucremnl KauectBa. Moliens obecrieyeHusi KayecrBa INpH IIPOU3BOJACTBE, MOHTaXe M

00CIIYXUBAHUU
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YIAK 637.132.4:715.478:658.513:006.354 OKC 11.080 P26 OKII 94 5120

KiroueBpie €10Ba: MEOMIIMHCKAS IIPOAYKIIMS, MEIULMHCKOE O0OpyIoBaHUE, TeXHUUECKUE TpecOOBaHUS,
TEKYIUM KOHTPOJIb, BAJIMAALIMAA, OOLIME MECTa
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HIIK HUanarensctBo cranmaproB, 107076, Mockea, KostonesHnlit niep., 14.
Ha6pasio B Uanarenscree Ha [T9BM

Owman UMK Hanarennerso craHmapToB — THI. “MockoBckuit nevarHuk”, 103062, Mocksa, JIsiauH nep., 6.

ILnp Ne 080102



